depnepanbHbiv 3akoH oT 12.04.2010 N 61-93
(pen. ot 08.08.2024)
"Ob6 obpalleHnn nekapcTBeHHbIX cpeacTs”
(c u3M. n gon., Bctyn. B cuny ¢ 01.09.2024)

[okyMeHT npepoctasneH KoHcynbTaHTINOC
www.consultant.ru

[ata coxpaHeHus: 23.10.2024


https://www.consultant.ru/
https://www.consultant.ru/
https://www.consultant.ru/

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
l'ocynapctBennoi Jlymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuu
31 mapra 2010 rona

CHHCOK M3MEHSIOLINX JOKYMEHTOB
(B pen. depepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,
or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-@3, ot 22.10.2014 N 313-@3,
ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-@3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,
ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
or 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-D3,
ot 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-@3,
ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-®3, ot 04.08.2023 N 428-D3,
ot 04.08.2023 N 466-®3, ot 04.08.2023 N 474-®3, ot 19.10.2023 N 503-D3,
ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-®3, ot 08.08.2024 N 323-D3)

Maea 1. OBLWME NONOXEHUA
Cratbsa 1. NMpegmeT perynmpoBaHusa HacTosiwero ®egepanbHOro 3akoHa

1. Hacrosmmii @®enepalbHbIl 3aKOH PpEryJIUPYET OTHOLICHMs, BO3HUKAIOIIME B CBSA3M C

www.consultant.ru Crpanuua 2 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=123095&date=23.10.2024&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&date=23.10.2024&dst=100151&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&date=23.10.2024&dst=100818&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=471227&date=23.10.2024&dst=100335&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=139767&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=464272&date=23.10.2024&dst=101840&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470677&date=23.10.2024&dst=101068&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201711&date=23.10.2024&dst=100082&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470140&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=176141&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330122&date=23.10.2024&dst=100189&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=440515&date=23.10.2024&dst=100228&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182636&date=23.10.2024&dst=100038&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=190440&date=23.10.2024&dst=100025&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191257&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=198848&date=23.10.2024&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=387133&date=23.10.2024&dst=100321&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=310107&date=23.10.2024&dst=100206&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=200722&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=23.10.2024&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&date=23.10.2024&dst=100342&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470143&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=23.10.2024&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&date=23.10.2024&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=314633&date=23.10.2024&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330021&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=23.10.2024&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470141&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470146&date=23.10.2024&dst=100183&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=23.10.2024&dst=100083&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=348583&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482831&date=23.10.2024&dst=100087&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=23.10.2024&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=451861&date=23.10.2024&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=440511&date=23.10.2024&dst=100320&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470145&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=464307&date=23.10.2024&dst=102515&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=475265&date=23.10.2024&dst=100041&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=465731&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=421953&date=23.10.2024&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=429415&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=433279&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=465637&date=23.10.2024&dst=100025&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=446091&date=23.10.2024&dst=100022&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=446097&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=452640&date=23.10.2024&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=453890&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=453970&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483026&date=23.10.2024&dst=100100&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=459973&date=23.10.2024&dst=100106&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482484&date=23.10.2024&dst=101284&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&date=23.10.2024&dst=100009&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

oOparieHueM - pa3pabdOTKOW, MOKIMHMYECKUMHU WCCIEAOBAHUSMU, KIMHHYECKUMHU WCCIEAOBAHUSIMU,
AKCIIEPTU30M, TOCYJAPCTBEHHOI perucTpalnueidl B COOTBETCTBUM C HAcTOSIMMM DenepalibHBIM 3aKOHOM
(manmee - rocymapCTBEHHas PETrHCTpallvds) WIM PErucTpalrel B COOTBETCTBUU C MEXIYHAPOJHBIMU
JIOTOBOpaMH U aKTaMH, COCTaBIIMIOIIMMHU TMpaBo EBpa3zuiickoro 3KOHOMHYECKOrOo coro3a (naiee -
perucTpanms), co CTaHJapTU3alMel W C KOHTPOJEM KadecTBa, MPOU3BOICTBOM, H3TOTOBJICHHUEM,
XpaHEHHUEM, IepeBO3Koi, BBO3oM B Poccuiickyro ®enepanuto, BbiBo3oM U3 Poccuiickoit denepannu,
peKJIaMOM, OTIIYCKOM, pealu3alnuei, nepenayei, NPUMEHEHHEM, YHUYTOKEHUEM JIEKAPCTBEHHBIX
CpPEICTB.

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

2. Hacrosmmii ®enepanpHblii 3aKOH YCTAaHABIMBACT MIPHOPUTET FOCYAAPCTBEHHOTO PETYIMPOBAHUS
0e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB MPU UX OOPAIICHUH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Cdepa npumeHeHUs HacTosiwero PeagepanbHOro 3akoHa

Hacrosmuit denepanbHblii 3aKOH NPUMEHSIETCS K OTHOIICHUSM, BO3HUKAIOIIMM MpH OOpaleHuH
JIEKApCTBEHHBIX CPEJICTB HA TeppuTtopuu Poccuiickoit @enepannu.

CraTtba 3. 3akoHoAaTeNbCTBO 06 oOpaLleHNn neKkapCcTBEeHHbIX CPpeacTB

1. 3akoHOmaTenbCTBO 00 OOpalIeHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT M3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IMPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH IOPUINUECKUX JIUI] U
VHJIUBHUIYAIBHBIX  IPEANPUHUAMATENECH,  OCYLIECTBIAIOIIMAX  ACATENBHOCTH  HA  TEPPUTOPUHU
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®denepanbHbIM 3aKk0HOM OT 29 uroHs 2015 roga N 160-d3 "O mexayHapoIHOM MEIUIIMHCKOM KJlacTepe
Y BHECEHUH U3MEHEHH B OT/IeJIbHBIC 3aKOHOAaTeNbHbIE aKkThl Poccuiickoit @eneparun’.

(dactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. denepaibHOro 3aKOHA OT
04.08.2023 N 428-D3)

2. [leiictBue Hactosuiero denepalbHOTO 3aKOHA paclpoCTpaHsIeTCsl Ha 00pallieHue HapKOTUYECKUX
JIEKApCTBEHHBIX CPEACTB M ICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB C YUYETOM OCOOCHHOCTEH,
YCTaHOBJIEHHBIX  3aKkoHOJaTenbCcTBOM  Poccuiickorn ®denepanum 0  HAPKOTHYECKMX  CpPEACTBAX,
MICUXOTPOITHBIX BELIECTBAX U 00 UX MPEKypPCOpaXx.

3. HeiictBue Hacrosimero @DenepadbHOrO 3aKOHA  PacCIpOCTPaHSETCsl Ha  OoOpalleHue
paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C Y4ETOM OCOOEHHOCTEH, YCTaHOBIEHHBIX
3akoHo1atenbcTBOM Poccutickoit deneparuu B o6mactu odecrieueHrs paarualiioHHON 0€301acHOCTH.

4. Ecnu MexayHapoaHbIM J0roBopoM Poccuiickoit deneparuu, MexIyHaApOAHBIMU TOTOBOPAMHU U
aKTaMH, COCTABIISIONIMMH MPaBO EBpa3uiicKoro SKOHOMHYECKOTO COr03a (Jajiee - aKThl, COCTABIISIOIINE
npaBo Coro3a), YCTaHOBIEHBI WHBIC TpaBUia, YeM T, KOTOpbIE MPEAYCMOTPEHBl HACTOSIIUM
denepallbHBIM 3aKOHOM, TPUMEHSIFOTCS TIPaBUJIa MEKYHAPOIHOTO JIOTOBOPA, TIPABHIIA, COJICPIKAIIHNECS B
aKTax, cocTaBlstomux mnpaso Corosa.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4.1. PemeHuss MEXrocyAapCTBEHHBIX OpraHoB, IPUHATBIE HAa OCHOBAHUU  IOJIOYKEHUI
MEXIYHapOAHbIX J0roBopoB Poccuiickoii ®enepauuu B HUX HCTOJIKOBAHUHU, IPOTHUBOPEUAIIEM
Koncrurynun Poccuiickonn @enepanuu, He nojyiekar ucnoysHenuto B Poccuiickont denepanuu. Takoe
MIPOTUBOPEYUE MOXKET OBITh YCTAHOBJIEHO B TOPSAKE, OMpe/leIeHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactb 4.1 BBeaeHa denepanbubiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii @enepauuu B COOTBETCTBUU C MEXKIYHAapOAHBIMU JOrosopamu Poccuiickoit
Qenepau ¥ (WIM) HAa OCHOBE NPUHLMIA B3aUMHOCTH TPHU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENaparoB s MEIULUHCKOIO IPUMEHEHMs, IPOBEACHHBIX 3a
npenenamu tepputopun Poccuiickoit denepanumu.

CtaTtbsAl 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

I[J'ISI HeJeit HacTOsIIEeTro CDG)IepaJ'IbHOFO 3aKOHa UCITOJIB3YHOTCA CICAYIOIINE OCHOBHBIC ITOHATHS:

1) nexapCTBEHHBIE CpEICTBAa - BEIIECTBA WJIM WX KOMOMHAIIMU, BCTYIAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKAa WJIM >KMBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAHU OPraHU3Ma YEJIOBEKa WIIU
KUBOTHOTO, TIPUMEHSEMBbIC JUIsI MPOQPWIAKTHKH, TUATHOCTHUKU (32 WCKIIOYCHHWEM BEIICCTB WM UX
KOMOHMHAIMI, HE KOHTAaKTUPYIOUIMX C OPraHU3MOM 4YEJIOBEKa WM KMBOTHOTO), JICUeHHs 3a00JIeBaHuUs,
peabunmuTanym, UIsl COXpAHEHUs, MPEIOTBPALICHUS WM TPEPhIBaHUs OCPEMEHHOCTH M TIOJyYCHHBIC U3
KpOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKaHEW OpraHU3Ma YeJIOBEKa WJIH )KMBOTHOI'O, PACTEHUM, MUHEPAJIOB
METOJaMH CHUHTE3a WM C NMPUMEHEHUEM OHOJOTHYECKUX TexHoyoruil. K jexapcTBEHHBIM cpeicTBamM
OTHOCSTCS (papMaleBTUYECKHe CyOCTaHIIMU U JIEKAPCTBEHHBIE IIPETIaparhl;

2) dapmaneBTUdeckas CyOCTaHIHS - JIGKAPCTBEHHOE CPEACTBO B BHUAC OJHOTO WIIM HECKOJIBKUX
oOafarmux GapMaKoJIOrHUECKOW aKTUBHOCTBIO JACHCTBYIONIMX BEIIECTB BHE 3aBUCUMOCTH OT IPUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE TMpeJHa3HAuYeHO JJIs IPOW3BOJCTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
IpernapaToB U ornpenenseT ux 3G PpeKTuBHOCT;

(. 2 B pea. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIIbHBIC BCIICCTBA - BCIICCTBA HEOPTraHN4YCCKOIro niIn OpTraHHU4€CKOro
MMPOHUCXOKACHUA, UCITOJIB3YEMBIC B ITPOLECCE MPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX IMPEIIAapaTOB
I IpUAaHUA UM HCO6XOI[I/IMLIX (1)I/I3I/IKO'XI/IMI/I‘ICCKI/IX CBOfICTB;

4) nexkapcTBEHHBbIE IIpenaparbl - JIEKAPCTBEHHBbIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (QoOpM,
OpUMEHsieMble JJI1  NMPO(UIAKTUKH, JUAarHOCTUKHU, JI€YeHHs 3a0oyeBaHUs, peaOMIUTaluu, AJs
COXpPaHEHHUs, IPEIOTBPALICHHS WU IPEPbIBaHNs OEPEMEHHOCTH;

5) nekapcTBeHHas popma - COCTOSIHHE JIEKApCTBEHHOTO IpernapaTa, COOTBETCTBYIOIIEE croco0am
€ro BBEJICHUS U IPUMEHEHHS U 00ECIIeYMBaIOIIee JOCTIKEHIE HEO0X0IUMOTO JieueOHoro A dexra;

5.1) no3upoBKa - coAepKaHUE OJHOTO MM HECKOJIBKUX JIEHCTBYIOIUX BEUIECTB B KOJIMUECTBEHHOM
BBIPOXEHUM HA E€IUHUIY J03bl, WJIM €IUHUIy O0beMa, WJIH EIWHHUIy MacChl B COOTBETCTBUHU C
JeKapCcTBEHHON ¢opmoit MO0 UIs HEKOTOPbIX BHMJOB JICKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOO0KJAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI I€HCTBYIOIIETO BEIIECTBA 33 €AMHUILY BPEMEHU;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

6) nmepeucHb JKU3HEHHO HEOOXOIUMBIX U BAKHEHIIINX JICKAPCTBEHHBIX MTPEMApaToB - YTBEPIKIACMBbIii
[TpaButenscTBoM Poccuiickoit denepanuu nepedeHb JEKApCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO
MIPUMEHEHHUS, 00ECTICYMBAIONINX TPUOPUTETHBIE TOTPEOHOCTH 3IPABOOXPAHECHHUS B LEISIX MPOPHIAKTUKH
U JleueHus: 3a00JIeBaHUI, B TOM YHUCIIe MPEoOIaaloIIuX B CTPYKType 3aboieBaeMocTd B Poccuiickoit
®denepauuu;

(B pen. @enepanpHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHBIe IEKapCTBEHHBIC MpeNapaThl - JEKAPCTBEHHBIC Nperaparhl, IMpeIHa3HAuYCHHBIC
UCKITIOYUTENIBHO 711 AUArHOCTUKH, STUOMATOT€HETUYECKOTO UTM ATON€HETUYECKOTO JIeUeHUsI (JICUCHUS,
HAIPaBIIEHHOTO HA MEXaHU3M Pa3BUTHS 3a001eBanmsl) peakux (oppaHHBIX) 3a00JIeBaHUIT;

(n. 6.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa ot
30.01.2024 N 1-®3)

6.2) Oumonorumyeckue JIEKapCTBEHHBIE Mpenaparbl - JEKapCTBEHHbIE Mpenaparhbl, IEHCTBYIOIIEE
BEILIECTBO KOTOPBIX MPOU3BEIACHO WJIM BBIJICICHO M3 OMOJOTMYECKOr0 MCTOYHUKA M JJIsi ONpEeTIeHUs
CBOMCTB M KauecTBa KOTOPBIX HEOOXOAMMAa KOMOHMHAIMS OWOIOTUYECKUX U (DU3HKO-XUMUYECKUX
MeronoB. K OuoiOrmyeckuM JIEKapCTBEHHBIM IIpemaparaM OTHOCITCS HMMYHOOHOJIOTHYECKHE
JIEKapCTBEHHbIE TIperaparhl, JIGKAPCTBEHHBIE Mpenaparbl, MOJTYYCHHbIE U3 KpPOBHU, IUIa3Mbl KpPOBHU
YelIOBEKa W JKMBOTHBIX (32 HCKIIOUCHUEM IIEIbHOH KpPOBH), OMOTEXHOJOTHYCCKUE JICKApCTBEHHBIC
mpenapaTsl, TeHOTepaNeBTHUYECKHE JEKApCTBEHHbIE IMpernapaThl, JIEKApCTBEHHBIE MpernapaThl Ha OCHOBE
COMATHYECKHUX KJIETOK;

(n. 6.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMYHBIN JIEKAPCTBEHHBIN MperapaT - TeHOTEPAreBTUYCCKUMA JICKapCTBEHHBIN
npenapar i MEAMIIMHCKOTO NMPUMEHEHHUsI, WM JICKAPCTBEHHBIM MperapaT Ha OCHOBE COMAaTHYECKUX
KJICTOK JIJII MEIUIIMHCKOTO MPUMEHEHHUS, WJIM TKaHEWHKEHEPHBIN JICKApCTBEHHBIN mperapat (mpemnapar
TKaHEBOW MH)KEHEPHH);

(n. 6.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) UMMYHOOMOJIOTMUECKHE JIEKapCTBEHHBIE Tpemaparbl - JICKAPCTBEHHBIE  Ipemnaparsl,
MpelHa3HauYeHHble s (GOPMUPOBAHUSA AKTUBHOTO WM TMACCHUBHOTO MMMYHHUTETa JTUOO JMAarHOCTUKU
HaJIN4YUs HUMMYHUTCTA 1501050 AUAarHOCTUKU CHGHI/I(i)I/I‘-ICCKOFO HpI/I06peTeHHOFO HU3MEHCHUA
MMMYHOJIOTHYECKOTO  OTBE€Ta Ha  aljleprusupyrone BemiectBa. K UMMyHOOMONIOTHYECKUM
JICKApCTBCHHBIM npemnaparamMm OTHOCSTCSA BaKIIWMHBI, AHATOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

(. 7 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) GUOTEXHOJIOrMYECKHE JeKapCTBEHHBIE MTPEnapaThl - JE€KapCTBEHHbIE MTPENapaThl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJOTUYECKHX MTPOLIECCOB M METOJOB (B TOM YHUCIIE
JHK-pexoMOMHAHTHONH TEXHOJIOTUH, TEXHOJOTMH KOHTPOJIMPYEMOM 3KCIPECCUU T'€HOB, KOAUPYIOIIUX
OMOJIOTMYECKH aKTHUBHbIE O€NKHM B MPOKApUOTaX M DyKapHOTaX, BKIIOYas H3MEHEHHBIE KIIETKU
MJIEKOMTUTAOIINX ), THOPUIOMHOTO METO/Ia ¥ METO/1a MOHOKJIOHAJIbHBIX aHTHUTEN,

(m. 7.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

7.2) TEHOTepaleBTUYECKHWE JIEKApCTBEHHBbIC Tpemaparbl - JIEKapCTBEHHBIE Ipenaparsl,
(dapmarnieBTHUeCKass CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOWHAHTHOW HYKJIECMHOBOW KHCIOTOW WIH
BKJIIOUaeT B ce0sg pEeKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, MO3BOJISIFOIIYIO —OCYIIECTBISATh
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

pETyJIMpOBaHKE, Perapaluio, 3aMeHy, J00aBICHUE WIH YIaJeHIEe TeHETHUECKOH MOCIeI0BaTeIbHOCTH,
(. 7.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEJICTBA - JIGKAPCTBEHHBIC NpenapaThl U (papmaleBTHUECKHe
CyOCTaHIIMM, COJAEpKalllMe HApKOTUYECKHE CPEICTBAa U BKIIOYEHHble B IlepeyeHb HAPKOTUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEXKAIIMX KOHTpoO B Poccuiickon
@Denepanyy, B COOTBETCTBUM C 3aKoHOIATesnbecTBOM Poccuiickoit dDenepanuu, MeEXKIyHapOJHBIMU
norosopamu Pocculickor @enepanuu, B TOM 4yucie ENMHONM KOHBEHIMEN O HAPKOTHYECKUX CPEACTBaX
1961 rona;

9) MCUXOTPONHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaTsl U (apMareBTUYECKHUe
CyOCTaHIIMM, COJEp’Kalllie IICUXOTPOIIHbIE BELIECTBA M BKIIOYEHHble B llepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEUIECTB M HUX IPEKYypCOpOB, MOJIEKAIIUX KOHTpoia0 B Poccuiickoit
denepanyy, B COOTBETCTBMM C 3aKOHOjaTeslbcTBOM Poccuiickoil denepanuu, MexIyHapOAHBIMU
norosopamu Poccuiickoii denepaunu, B ToM uucie KonBeHIuell o NCUXOTponHbIX BemiectBax 1971
roja;

10) pagmodapmarieBTHYECKHE JICKAPCTBCHHBIE CPEACTBA - JICKAPCTBEHHBIE CPEACTBA, KOTOPHIC
CoJZiep>KaT B TOTOBOM JUIsl MCIOJIb30BaHUSA ()OpME OJUH PAAMOHYKIIU] WM HECKOJIBKO PaIHMOHYKIHIOB
(paaroaKTUBHBIX U30TOIOB);

10.1) opuruHanbHBI JEKapCTBEHHBIM @pemapar - JEKapCTBEHHbIM Ipernapar ¢ HOBBIM
JNEUCTBYIOIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBadH B Poccuiickon ®Penepauuu uiau B
MHOCTPaHHBIX TOCYJapCTBAaX HA OCHOBAHUU PE3YJIbTAaTOB JOKIMHUYECKUX MCCIEA0BAaHNN JIEKaPCTBEHHBIX
CPEICTB U KIMHUYECKUX HCCIIEIOBAaHUI JIEKApCTBEHHBIX MPENapaToB, MOATBEPKAAIOIINX €ro KauecTBo,
3¢ PEeKTUBHOCTH U OE30IIACHOCTb;

(m. 10.1 BBenen PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIH JeKapCTBEHHBIH Mpenapar - JIeKapcTBEHHBIN MpenapaT, KOTOPbIH HCIOJIb3yeTCs
JUIS OLICHKH OMOSKBUBAJIEHTHOCTH WJIM T€PANeBTUUECKOIN SKBUBAJIEHTHOCTH, KauecTBa, 3P(EKTUBHOCTH U
0€30IacHOCTH BOCIIPOM3BEJICHHOTO JICKApPCTBEHHOI'O INpernapaTa Wik OMOoaHaJoroBoro (6Momnogjo0HOro)
JIEKapCTBEHHOT0 Tipenapara (buoananora). B xauecTBe pedepeHTHOro JEKapCTBEHHOIO Ipemnapara JJis
MEIULMHCKOTO MPHUMEHEHUs HCIONb3YeTCs OpPUTMHAIBHBIM JIeKapCTBEHHBIM mpenapar Jubo, eciu
OpUTMHAJIBHBIA JIEKApCTBEHHBIM Mpernapar HE 3aperucTpUpOBaH WJIM HE HaxoJuTcs B 000poTe B
Poccuiickoit ®enepanuy 1 He HaXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAApPCTBAX, BOCIIPOU3BEICHHBIH
JIEKapCTBEHHBIN IMpenapaT Wik OMoaHaIOroBbI (0MOMOJ00HBIN) JeKapCTBEHHbIN MpenapaT (OuoaHasor),
KOTOPBIM TEpBBIM 3aperucTpUpPOBaH U3 YMCIIAa Haxolsdmmxcs B obopore B Poccuiickoit denepauuu,
OMOPKBUBAJICHTHOCTh WJIM  TEpaneBTUYECKass HKBUBAJIEHTHOCTb, KadyecTBO, dA()PEKTUBHOCTb U
0€30IacHOCTh KOTOPOT'O OLIEHUBAIKCH 110 OTHOILIEHHUIO K OPUTMHAIBHOMY JIEKapCTBEHHOMY Ipenapary, a
TaK)K€ KadecTBO, d3(PPEKTUBHOCTL U 0OE30MACHOCTb KOTOPOTO TOATBEPKAAOTCS pe3yJbTaTaMHu
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOMAAILIMXCS B I'PaXIaHCKOM
000pOTe, YCTAaHOBIIEHHBIM TpeOOBaHMSIM K MX KadecTBY. B kauecTBe pedepeHTHOro JeKapCTBEHHOI'O
mpernapata JUlsli BETEPUHAPHOTO IPUMEHEHMS MCIIOJIBb3YETCSl  JIEKApCTBEHHBIM  IIpermapar  Juis
BETEPUHAPHOTO TPUMEHEHMS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanuy Ha OCHOBaHUHU
pE3YJIbTaTOB JOKIMHUYECKUX HCCIIEOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEJOBAHUU
JIEKapCTBEHHBIX MPENapaToB, MOATBEPHKAAIOIINX €r0 KauecTBO, 3 (HEKTUBHOCTH U 0€3011aCHOCTB;
(m. 11 B pen. deaepanpHoro 3akoHa oT 27.12.2019 N 475-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

12) Bocipon3BeIEHHBIN JIEKAPCTBEHHBIN IIpenapar - JEKapCTBEHHbIN NpenapaT JUisi MEAUIIMHCKOTO
IPUMEHEHMs, KOTOpbII MMEeT SKBUBAICHTHbI pepepeHTHOMY JIEKapCTBEHHOMY IIpernapary
KAueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JACUCTBYIOLIUMX BELIECTB B OKBHUBAJICHTHOU
JeKapCcTBEHHON (opme, MO0 JIEKapCTBEHHBIN Ipenapar Uil BETEPpUHAPHOIO IPUMEHEHHs, KOTOPBIH
UMEeT TaKue e, 4YTO U pedepeHTHBIH JIEeKapCTBEHHBIM Ipemapar, KadyeCTBEHHBI COCTaB M
KOJIMYECTBEHHBI  COCTaB  JEMCTBYIOIIMX BELIECTB B TakoW Ke JIEKapCTBEHHOH  Qopme,
OMOOKBUBAJIEHTHOCTh WM  TEPANEBTHUECKAs OSKBUBAJECHTHOCTh KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipenapary MoATBEPKIAEHa COOTBETCTBYIOIUMHU UCCIIEI0BAaHUAMY;

(m. 12 B pen. deaepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKAsk SKBHUBAJICHTHOCTD JIGKAPCTBEHHBIX IIPENApaToB - JOCTHIKEHHE KIMHUYECKH
COIMOCTAaBUMBIX TEparneBTUYecKoro s¢dexra M mnokazareneid 3((HEeKTUBHOCTH U O€30MaCHOCTU IpH
NPUMEHEHHH JICKApPCTBEHHBIX MPENaparoB I MEAWIMHCKOTO NPUMEHEHHS, WMEIOIINUX OJHO
MEXIyHApPOJAHOE HEMATCeHTOBAHHOE (WJIM XHMHYECKOe, WM TPYNIHPOBOYHOE) HAMMEHOBAaHHE, B
OKBUBAJICHTHBIX JO3MPOBKAX IO OJHUM M TEM K€ IOKa3aHHSIM K MPUMEHEHHIO U IPH OAMHAKOBOM
croco0e BBEJICHHSI Y OIHOM U TOH K€ TPYIIIBI OOJIBHBIX;

(m. 12.1 B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

12.2) 6uoananoroBbiii (0MOMOMOOHBIN) JEKAPCTBEHHBIN Ipenapar (0noaHaor) - OMOJIOTUYECKHIA
JIEKapCTBEHHBIM Ipernapar, CXOXKHUH 10 mapaMerpaM KadecTBa, 3((EKTUBHOCTH M OE30IIaCHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JIEKAPCTBEHHBIM IIpenapaToM B TaKOi ke JIeKapCTBEHHOW (opme u
MMEIOIIUI UJICHTUYHbIN c110cO0 BBEACHUS;

(m. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

12.3) B3ammo3aMeHsieMblid JIEKapCTBEHHBIN MpernapaT - JEKapCTBEHHBIN IMpemapaT ¢ JOKa3aHHOM
TEPAIeBTHYECKON JKBUBAJICHTHOCTHIO WM OWOIKBUBAICHTHOCTHIO B OTHOIICHUU pPePepeHTHOrO
JIEKapCTBEHHOT'O TpernapaTa, UMEIOIINNA SKBHUBAJIIEHTHBIE €My Ka4eCTBEHHBIN COCTaB M KOJIHMYECTBEHHBIH
COCTaB JIEHCTBYIOIIMX BELIECTB, COCTaB BCIIOMOIAaTEIbHBIX BEIIECTB, JIEKAPCTBEHHYIO (hOpMYy U crocod
BBEJ/ICHMUS;

(m. 12.3 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

12.4) OWODKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX IMpPEMapaToB - JIOCTHIKEHHE COMOCTaBUMBIX
MOKa3aTeJie CKOPOCTH BCACHIBAHUS, CTETICHH TMOCTYIUICHUS K MECTY JEHCTBUS M CKOPOCTHU BBIBEICHHS
OJTHOTO WJIM HECKOJNBKHUX OO0Mafaroninx (HhapMakoIOTHYECKON aKTUBHOCTBHIO JAEHCTBYIOUINX BEUIECTB MPHU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpEenapaToB I MEAWIIMHCKOTO TPUMEHEHHS, WMEIOIUX OJHO
MEXIYHapOJAHOE HEMaTeHTOBaHHOE (MM XHMMUYECKOe, WU TPYNINUPOBOYHOE) HAUMEHOBAaHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(n. 12.4 BBenen denepanbHbiM 3ak0HOM 0T 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTENHLHOE CBHIPhE - CBEKHE HIJIM BBICYIICHHBIC PACTEHHS JIMOO MX YaCTH,
WCIIONBb3YEMBIE JUIsI TMPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3alUsIMH - MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB WJIM M3TOTOBJICHUS JICKAPCTBEHHBIX IMPENapaToB alTeYHBIMH OPTaHHU3AIUSIMH,
BETEPUHAPHBIMU ANTEYHBIMU OPTAHHU3AIUSAMU, WHIWBHUIYaTbHBIMU TMPEANPUHUMATEISIMU, UMEIOIIIMH
JUIIEH3UIO Ha (hapMaIleBTHUECKYIO IeSITEIbHOCTD;

14) nexapcTBEHHBIN pacTUTENbHBIM Npernapar - JeKapCTBEHHBIM Npenapar, MpOM3BEACHHBIH WIH
M3TOTOBJICHHBIN U3 OJHOTO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS WM HECKOJIBKUX BUAOB TaKOTO
CBIPbS U pean3yeMblii B pacacoBaHHOM BHJIE BO BTOPUYHOM (OTPEOUTENBCKOM) YITaKOBKE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JEKapCTBEHHbIN IIpenapar, IPOU3BEACHHbBIN WIH
W3rOTOBJICHHBI M3  (papManeBTHYECKOM cyOcTaHIMM MiIM  (apMaleBTUUECKUX CyOCTaHIMH B
COOTBETCTBHH C TpeOOBaHMAMH OOHIMX (papMakoNeHHbIX cTaTeld K TOMEONaTHYeCKHM JIEKapCTBEHHBIM
npernapataM WIM B COOTBETCTBUU C TpeOOBaHMSMU (papMakolen CTPaHbl HPOU3BOIUTENS TaKOIo
JIEKApCTBEHHOTIO IIperapara;

(m. 15 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexyHaApOJHOE HEMATEHTOBAHHOE HAUMEHOBAHHUE JICKAPCTBEHHOTO CPEJCTBA - HAUMEHOBaHUE
JCHCTBYIONIETO  BelIecTBa  (papMaleBTHYCCKOW  CyOCTaHIIMM, PEKOMEHJOBaHHOe  BcemupHOi
OpraHM3aIfel 3paBOOXPaHCHUS;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
Cpe/CTBa, TPUCBOCHHOE €ro pa3padOTYMKOM, JIEP)KATEIEM WU BIIAJCIbIEM PErHCTPAMOHHOTO
YIIOCTOBEPEHUS JIEKaPCTBEHHOTO Tpenapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynnmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOT'O Ipernapara, He MMEIOIIEro MeKIYHapOJHOI0 HENaTeHTOBAHHOI'O HaHMMEHOBAHHUS, WU
KOMOWHAIIMH JICKApPCTBEHHBIX IPENapaToB, HCIOJIb3YeMOE B LEIIX OOBEIMHEHHS WX B TPYHILY IO
€/IMHBIM HAaMMEHOBAHUEM UCXOJsl U3 OIMHAKOBOI'O COCTABa JCHCTBYIOLIMX BEIIECTB;

(m. 17.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

18) oOmiast papmakorneitHas cTaThs - JTOKYMEHT, YTBEPXKICHHBIN YIIOJTHOMOYCHHBIM (hefepaibHbIM
OpPraHOM WCIIOJTHUTEIHHOW BIIACTH M COJCPIKAIIUH TEepedyeHb MOoKa3aTee KadecTBa M (MJIM) METOJIOB
KOHTPOJIS KauecTBa KOHKPETHOW JICKAPCTBEHHOH (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHS,
BCIIOMOTATEIIbHBIX BEHICCTB, ONMHUCAHWS OWOJIOTHYECKUX, OMOXUMHUYECKHX, MHUKPOOHOIOTHICCKUX,
(U3UKO-XUMHYECKHX, (DU3UUECKUX, XUMHUECKUX U JPYTrUX METOJOB aHAJIN3a JEKApCTBEHHOTO CPE/ICTBRA,
a TaKXke TPeOOBAHUS K HCITOJIb3YEMbIM B IEJISIX MMPOBEICHUS JAHHOTO aHATN3a PECaKTUBaM, TUTPOBAHHBIM
pacTBopam, HHIUKATOpaM;

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) ¢dapmakoneiiHas cTaThsi - JOKYMEHT, YTBEP)KIEHHBIA YIOJIHOMOUYEHHBIM (eaepaabHbIM
OpPraHOM UCTIOJTHUTEIILHOW BJIACTH M COJCPIKAIINNA ITePEIYCHb IMOKa3aTele KauecTBa U METOI0B KOHTPOJIS
KauecTBa JIEKAPCTBEHHOT'O CPEJCTBA, JIEKAPCTBEHHOTO PACTUTENBHOTO CBIPhS, BCIIOMOTATENbHBIX
BEIIIECTB;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19.1) cranmapTHBIE 00pa3lbl - BEIIECTBA, MMOCPEACTBOM CPAaBHEHHS C KOTOPBIMU OCYIIECTBIISIETCS
KOHTPOJIb KadyecTBAa HCCIEAYeMbIX JIEKapCTBEHHBIX CPEACTB C IMOMOIIBI0 (PU3UKO-XUMHUYECKHX U
OMOJIOrMYECKUX METO/OB B LIESAX MOATBEPKICHUSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
HOPMAaTUBHOM TOKyMEHTAllU{, YCTAHOBJIEHHBIM IIPU OCYIECTBIEHUHN I'OCYJapCTBEHHOMN perucrpanuu, u
KOTOpble€ NPHUMEHSIOTCS Ui KaJTUOpOBKU CTaHIAPTHBIX 00pa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB, HCIHOJB3YEMBIX JUIsI KOHTPOJS KadecTBa M MHBIX Liejeld NMpu oOpalieHUH JIeKapCTBEHHBIX
CpPEICTB;

(n. 19.1 BBenen denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakomnelHplii CTaHAAPTHBIN 00pa3er] - CTaHAApTHBIA O00paser, MNPOW3BEICHHBIH B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

COOTBETCTBHH C (hapMaKONEHHON CTaTheH;
(. 19.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

20) HOpMmaTHBHas JOKyMEHTalUs - JOKYMEHT, COAEpXalllui IepeueHb OINpeAeIsieMbIX II0
pe3yabTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IIOKa3aresell KauecTBa JIEKApCTBEHHOIO CpPEICTBA MJIs
MEAULIMHCKOTO IPUMEHEHHNSI, METOJIOB KOHTPOJISl €r0 Ka4€CTBA U YCTAHOBJIEHHBIHN €r0 MPOU3BOIUTEIIEM;

21) HOPMATHUBHBIN TOKYMEHT - JOKYMEHT, COJep Kallluii MepedeHb ONpeesiieMbIX 0 pe3yabTaTam
COOTBETCTBYIOILIMX OJKCIEPTHU3 IOKa3aTesleld KayecTBa M (WJIM) METOJOB KOHTpPOJIS KadecTBa
JIEKapCTBEHHOM  (OpMBI, OMHCAaHHUSI  OUONOTUYECKHX, OMOXHUMHUYECKUX, MHUKPOOHOIOTHYECKHUX,
(U3NKO-XUMHUYECKUX, (PU3UUECKUX, XUMHUUECKUX U JIPYTUX METOJOB aHAIM3a JIEKAPCTBEHHBIX CPEICTB
JUI BETEPUHAPHOTO MPUMEHEHHUS, TPeOOBaHMSI K MCIOJIB3YEMbIM B IEJIAX MPOBEACHUS JAHHOTO aHalu3a
peakTuBaM, TUTPOBaHHBIM PacTBOPaM, HHAMKATOPaM U YCTAHOBJIEHHBIN €r0 POU3BOAUTENIEM;

21.1) oOumii TEeXHUYECKH MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepUalIOB, COCTOSILIUN W3
HECKOJIbKMX  pPa3fesioB -  JOKyMEHTAIlMd  aJMUHHCTPATUBHOTO  XapakTepa,  XUMHYECKOMH,
dapmaiieBTUUECKOl W OMOJIOrMYECKONl JOKYMEHTAaluH, (HapMakoJIOTHYeCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIlUW, KJIMHUYECKOW JOKYMEHTAllMM M TIPEACTABISIEMBIM OJHOBPEMEHHO C 3asBJIICHHEM O
roCy/IapCTBEHHON PETUCTpallMU JIEKApCTBEHHOTO Mpenapara A MeAUIIMHCKOro IPUMEHEeHHsI B opmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peliepalibHbIM OPraHOM HCIIOJIHUTEIHLHON BIIACTH;

(m. 21.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPEJICTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPE/ICTBA TPEOOBAHUSIM
(bapMakoNeHOM cTaThH JTMOO B CIIydae €€ OTCYTCTBUS HOPMATUBHOM TOKYMEHTAIIMH UM HOPMATHBHOTO
JIOKYMEHTA;

23) 0€e30I1aCHOCTD JICKAPCTBCHHOI'O CpCACTBA - XdpPAaKTCPpUCTHUKA JICKAPCTBCHHOI'O CpCACTBa,
OCHOBAHHAasd Ha CPAaBHUTCIIbHOM aHAJIN3E€ €ro B(i)(l)eKTI/IBHOCTI/I H pyUCKa MPpUYNHCHHUA BpE€aa 3J0POBbIO,

24) >(pQeKTUBHOCTh JEKAapCTBEHHOTO Ipernapara - XapaKTepUCTUKa CTENEeHHM MOJI0KHUTEIbHOTO
BJIUSIHUSL JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHE, NPOAODKUTEIBHOCTh 3a00J€BaHUsl WM  €ro
IpeJOTBpallleHne, peadbuiIuTaIui, Ha COXpaHeHue, IPeJOTBPalleHHe WK IpepbIBaHNe OEPEeMEHHOCTH;

25) cepusi IEKapCTBEHHOT'O CPEJICTBA - KOJUYECTBO JICKAPCTBEHHOTO CPENICTBA, MPOM3BEICHHOC B
pe3yabTaTe OJHOTO TEXHOJIOTMYECKOTO IIHKJIA €T0 MPOU3BOINUTEIIEM;

Koncynprantl[ntoc: npumeyanue.
C 01.01.2025 m. 26 cr. cr. 4 uznaraercs B HOBoM penakuuu (D3 ot 30.01.2024 N 1-®3). Cwm.

OyIyIIYyIO peaaKIuIo.

26) perucTpalMoOHHOE YJOCTOBEPEHUE JICKApPCTBEHHOT'O Mpernapara - JOKyMEHT, OATBEepP K IA0IIUH
(bakT rocy1apcTBEHHON PErUCTPaIlU JIEKAPCTBEHHOTO Mpenapara;

26.1) nepkaTenb WIM BIAJENEl] PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO MpenapaTa -
pa3pabdOTYMK JIEKAPCTBEHHOTO CPENCTBA, IPOW3BOIMTENH JIEKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUIMYECKOe JIMIo, OOJajaroliee MpaBoM BIIAJCHHUS PETUCTPAMOHHBIM YJIOCTOBEPEHHEM, KOTOpHIE
HECYT OTBETCTBEHHOCTb 3a KaueCTBO, 3(h(PEeKTUBHOCTH U OE€30MaCHOCTD JIEKAPCTBEHHOTO Mpernapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(m. 26.1 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaioHHBI HOMEp - KOJOBOE 0003HAUYCHHUE, TPUCBOCHHOE JICKAPCTBCHHOMY TIpenapary
MIPH €T0 TOCYIaPCTBEHHON PETUCTPALIUN WIIH PETUCTPALINN;
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

28) oOpamieHue JIEKApCTBEHHBIX CPEACTB - pa3paboTka, JOKIMHHYECKHE HCCICIOBAHUS,
KIIMHUYECKHE HCCIEOBaHMs, OJKCIEPTHU3a, TOCYJAapCTBEHHAs pErucTpanuss WM  perucrparms,
CTaHAapTU3alUsl U KOHTPOJIb KAadeCcTBa, MPOU3BOJICTBO, M3rOTOBJICHHWE, XpaHEHUE, NEPEBO3Ka, BBO3 B
Poccuiickyro denepanuto, BbiB03 3 Poccuiickoit @enepanuu, pekiiaMa, OTIyCK, peaau3anus, nepeaaya,
MIPUMEHEHUE, YHUUTOKEHUE JICKAPCTBEHHBIX CPE/ICTB;

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

29) cyObekTbl O0OpalleHMs] JIEKapCTBEHHBIX CpPEACTB - (U3WYECKUE JUIa, B TOM YHUCIE
WH/IMBUyaJIbHbIE NPEANPUHUMATENN, M IOPUANYECKHUE JIMLA, OCYIIECTBISIOIIUE JeATeNbHOCTh IpU
0OpaIIeHn! JIEKapCTBEHHBIX CPEJICTB;

30) pa3paOoTuMK JIEKapCTBEHHOI'O CPEJICTBA - OpraHu3anus, o01asarolas npaBaMyu Ha pe3ybTaThl
JOKIIMHUYCCKUX I/ICCJICIIOBaHI/Iﬁ JICKApCTBECHHOT'O CpeacTBa, KIMHHUYECCKUX I/ICCJICIIOBaHI/II\/JI
JIEKapCTBEHHOTO Npernapara 1 (WIK) Ha TEXHOJOTHIO MPOU3BOICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HACATCIBHOCTH IIO IMPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHuU3allUsAMU - MPOU3BOJUTCIIIMU JICKAPCTBCHHLIX CPCIACTB Ha OI[HOﬁ cTaaun, HECKOJBKHUX
HJIA BCEX CTAAUAX TCXHOJOTHMYCCKOI'O ITpOHECCa, a TaKXKC 110 XpaHCHHIO U PCaIM3allii ITPOMU3BCACHHLIX
JICKApCTBCHHBIX CPCIACTB;

31.1) mpou3BOACTBEHHAs TUIOMIAJIKA - TEPPUTOPUATHHO 000COOICHHBIH KOMIUIEKC MPOU3BOIUTENS
JIEKApPCTBEHHBIX CPEJCTB, MPEIHA3HAYCHHBIA IS BBITIOJIHEHHMS BCETO IMpoIlecca IMPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB UJIM €r0 ONpPEIeICHHON CTaluu;

(m. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) MPOU3BOJUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3aliyda, OCYHICCTBIIAOMIAA IPOU3BOACTBO
JICKApPCTBCHHBIX CPCACTB B COOTBCTCTBHUHU C Tp€6OBaHI/I$[MI/I HaCTOAIICTO CDCI[epaJ'IBHOFO 3aKOHa,

33) ¢dapmaineBTHUeCKas AESITETBHOCTD - JESITENLHOCTh, BKIIOYAIOIIAasi B ce0sl ONTOBYIO TOPTOBIIO
JIEKApCTBEHHBIMU ~ CPEJCTBAMU, HX XpaHEHHE, TEepeBO3Ky U (WIM) PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMHU TIpermapaTaMi, B TOM 4YHCIIE€ IUCTAaHIIMOHHBIM CIIOCOOOM, HMX OTMYCK, XpaHEHUE,
MEePEBO3KY, U3TOTOBJICHHUE JICKAPCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-D3)

34) opraHu3anus ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEACTBAMH -  OpTaHU3allus,
OCYLIECTBJIAIONIAs ONTOBYIO TOPIOBJIKO JIEKAPCTBEHHBIMU CPEICTBAMM, UX XPAHECHUE, IIEPEBO3KY B
COOTBETCTBHUH C TpeOOBaHUAMH HacTosIIEro DenepabHOrO 3aKOHA;

35) alTeuHad oOpraHu3anusa - OopraHu3alusa, CTPYKTYPHOC MTOAPa3ACIICHUC MEIUITUHCKOM
opranm3anv, OCYHICCTBIAIOMNIMEC PO3HUYHYIO TOPIOBJIIO JICKAPCTBCHHBIMH IIpfliapataMu, B TOM YHUCIIC
JUCTaHIIMOHHBIM CHOCO6OM, XpaHCHUEC, MECPCBO3KY, U3TOTOBJICHNUEC U OTITYCK JICKAPCTBCHHLIX ITPCIIApaTOB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

TUTSE MEJIUITTHCKOTO MIPUMEHEHHSI B COOTBETCTBUU C TPEOOBaHUAMHU HacTosmero deneparbHOro 3aK0Ha;
(B pen. deaepanbhbix 3aKkoHOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTYpHOE IOJApa3JelIeHNe
BETEpUHAPHOW OpraHU3ally, OCYLIECTBISAIOIINE PO3HUUHYIO TOPIOBIIO JIEKAPCTBEHHBIMU MpenapaTamu,
B TOM 4YHCJIE€ JAWCTAHIMOHHBIM CHOCOOOM, XpaHEHHE, H3TOTOBJIEHHE W OTIYCK JIEKAPCTBEHHBIX
IpenapaToB [yl BETEPUHAPHOIO INPUMEHEHUS B COOTBETCTBUM C TpPEOOBaHMAMHU HACTOSILEIrO
®denepanbHOrO 3aK0Ha;

(B pen. @enepanbhoro 3akoHa ot 03.04.2020 N 105-D3)

37) danscupumMpoBaHHOE JTEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’)KHOU MH(OpMaIUel 0 ero cocTaBe v (UJK) IPOU3BOIMUTEIIE;

38) HemoOpOKaYeCTBEHHOE JICKApPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIee TpeOOBaHUSIM (hapMaKOICHHON CTaThu JIMOO B Cllyyae €€ OTCYTCTBUSI TPEOOBaHUSIM
HOpMaTHBHOﬁ AOKYMCHTAIUXU WUJIX HOPMATHBHOT'O JOKYMCHTA,

39) xoHTpadaKkTHOE JTEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, Haxosiieecss B 000poTe
C HapyILLIEHUEM IPa’kJaHCKOI'0 3aKOHO/1aTeNbCTBA;

40) JOKIINHHUYCCKOC HCCIICOOBAHUC JICKApCTBCHHOI'O cpeacTtBa - 6I/IOJIOFI/I‘I€CKI/IC,
MI/IKpO6I/IOJIOFI/I‘~I€CKI/Ie, HMMYHOJIOTHYCCKHUEC, TOKCHUKOJOIMYCCKUC, Q)apMaKonomquKHe, (bI/I3I/I‘-IeCKI/Ie,
XUMHUYCCKUC U JAPYI'U€ UCCICAOBAHUA JICKAPCTBEHHOI'O CPEACTBA IIYTEM IIPUMCHCHHUS HAYYHBIX MCTOIOB
OLCHOK B LECJIAX IOJYUCHUA NOKA3ATCIbCTB 6€3OHaCHOCTI/I, KadeCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKApCTBCHHOT' O
CpeacTBa,

4]1) KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOrO IIpenapara - H3Y4YeHHME IUAarHOCTHYECKHX,
Je4eOHbIX, MPOPUIAKTHYECKUX, (AapMaKOJIOTHYECKUX CBOMCTB JIEKApCTBEHHOI'O Ipenapara B Ipolecce
€ro TMPHUMEHEHHs] y YeJOBeKa, >KMBOTHOTO, B TOM YHCJIE NPOIECCOB BCACHIBAHWS, PACIPEICICHUS,
U3MEHEHMs] W BBIBEICHUS, IyTeM MpPUMEHEHHs HAayYHBIX METOJO0B OLIEHOK B IENAX IOJTy4eHUs
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KadyecTBa M A(P(EKTUBHOCTH JIEKAPCTBEHHOTO Ipemnapara, JaHHBIX O
HEXXEJATeNbHbIX PpEaKUUsIX OpraHu3Ma YeJIOBeKa, J>XMBOTHOTO HA IPUMEHEHHE JIEKapCTBEHHOI'O
npernapata U o0 3(dexre ero B3auMOJEHCTBUSA C IPYIMMH JIEKaPCTBEHHBIMHU MpenaparaMud U (WJIH)
MUIIEBBIMUA IPOAYKTaMU, KOPMaMH;

42) MHOTOLIEHTPOBOE KIIMHUYECKOE MCCIIEOBAaHUE JICKAPCTBEHHOTO Mpernapara JJjisi MeIUIIMHCKOTO
MPUMEHEHUsST - KIMHUYECKOE HCCIEAOBAaHUE JIEKapCTBEHHOTO Ipemnapara JUuisi MEAMIIMHCKOIO
MIPUMEHEHHUS], IPOBOJIMMOE Pa3pabOTUYUKOM JIEKAPCTBEHHOI'O Mpernapara B JBYX M 0ojee MEAUIIMHCKUX
OpraHu3alMsIX 10 €AMHOMY IPOTOKOIY KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara;

43) MeXIyHapOAHOE€ MHOTOIIEHTPOBOE KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOTO Mperapara
JUIS MEIUIMHCKOTO TPHUMEHEHUS - KIMHUYECKOEe WCCIEOBaHUE JIEKapCTBEHHOIO IMpemnapara Jyis
MCIUIHUHCKOI'0 MPUMCHCHUSA, IMPOBOANMOC paspa60Tq1/H<0M JICKAPCTBCHHOI'O IIpfrapara B PAa3IMYHBIX
CTpaHax o eIMHOMY IPOTOKONY KIMHUYECKOTO HCCIIEI0BAaHUS JIEKApCTBEHHOTO Mpernapara;

44) TOCTPEruCTPAallMOHHOE KIMHUYECKOE MCCIEOBAHME JIEKAPCTBEHHOTO Ipenapara JUls
MEAUIMHCKOTO MPUMEHEHHUS - KJIMHMYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO IIpernapara Juisd
MEAUIMHCKOTO MPUMEHEHHS, TIPOBOAUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IMpenapara, Ipa)JIaHCKUM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

000pOT KOTOPOTO OCYIIECTBISIETCS TOCIE TOCYJapCTBEHHON PErMCTpallii WM PETUCTPAIMH, B IIEISAX
JOTOJHUTEIBHOT0 cOOpa JAaHHBIX O ero 0e30macHOCTH M 3(PGEKTUBHOCTH, PACIIUPEHHS MOKA3aHUH K
MNPUMCHCHUIO JAaHHOI'0 JICKAPCTBCHHOTI'O IIpC€IiapaTra, a TaKiKC BBIABJIICHHA HCEKCIATCIbHBIX peaKLII/If/’I
MAIMEHTOB Ha €ro JICHCTBHE;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

45) wuccnenoBaHne OHMOPKBHBAJICHTHOCTH JIEKAPCTBEHHOIO TIIperapara - BHUJI KIMHHYECKOTO
UCCIIEJOBAaHMs JIEKAPCTBEHHOTO IIpenapara, MPOBeieHHE KOTOPOrO OCYLIECTBIISETCS AN OIpENEIeHUs
CKOPOCTH BCAaChIBaHUS M BBIBEICHHS OJHOTO WM HECKONBKHX OO0Jagaronmx (apMaKoIoTH4ecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJUYECTBA JICKAPCTBEHHOI'O Ipemapara, JIOCTUTAOLIETO
CHCTEMHOTO KPOBOTOKA, W PE3YJbTAaThl KOTOPOTO IMO3BOJSIIOT CAENATh BBIBOJ O OMOPKBHBAJICHTHOCTH
BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O Mperapara B ONpPeeNICHHBIX JEKAaPCTBEHHON (hopMe U T03UPOBKE,
COOTBETCTBYIOMINX (hopMe U 103MPOBKE PeEPEHTHOTO JIEKAPCTBEHHOT'O MPEeTapaTa;

(1. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccienoBaHUWE TepaneBTUYECKONM HKBUBAJIEHTHOCTH JICKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHUYECKOT'O0 MCCIIEOBAHUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHNUE KOTOPOr0 OCYIIECTBIIACTCS UL
BBISIBJICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB ONpPEACICHHOMN JIeKapCTBEHHOW (OpMBI, a
TaKKe HaJIMYUS OJMHAKOBBIX IIOKa3areneld Oe30macHOCTH W I(PQPEKTHBHOCTH JIEKapCTBEHHBIX
IIPEenapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(D(PEKTOB NpH UX MPUMEHEHHH;

47) npoTOKOJA KJIMHUYECKOTO MCCIIEJOBAHMSI JIEKAPCTBEHHOI'O Ipenapara - JOKYMEHT, B KOTOpOM
OIpeNeNIA0TCS LenH, (GOpMbl OpraHu3allMd U METOJIOJIOTHUS MPOBEACHUS KIMHUYECKOro MCCIEeI0BAHNU,
CTaTUCTHYECKHE METOJAbl O00padOTKM pe3yabTaTOB TAaKOTO HCCIECIOBAHHUA M MEphl 1O O0ECIeUCHHIO
0e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIMX B KJIMHUYECKOM HCCIIEOBAaHUHM JIEKapCTBEHHOTO
npernapara;

48) 6p0m10pa HCCIICA0BATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOI'0 UCCIICAOBAHUA
JICKAPCTBCHHOTO CpCACTBA U  KIIMHHUYCCKOI0 HCCICAOBaHHA JICKAPCTBCHHOI'O IIpriapara I
MCIUIUHCKOT'O IPUMCHCHU ;

Koncynprantl[ntoc: npumeyanue.
C 01.01.2025 B nm. 49 cr. 4 BHocarcs u3meHeHus (P3 ot 30.01.2024 N 1-®3). Cm. Oyaymiyio
pElaKLHIO.

49) uHpOpPMALIMOHHBIN JTUCTOK MAIllUEHTA - TJOKYMEHT, B KOTOPOM COJIEpKaTCs B IOCTYIHOM opme
CBEJICHUSI, KacarollMecs MPOBOJMMOIO KIMHHUYECKOI'O MCCIEIO0BaHUS JIEKApCTBEHHOIO Ipernapara, U B
UCbMEHHON (hopMe 100pOBOJILHOE COTJIacHe MalMeHTa Ha ydacTHe B KIMHHMUYECKOM MCCIEeIOBAHUU
JIEKapCTBEHHOT'O IIpernapara Iocjie O3HAKOMIIEHHA C OCOOCHHOCTSMM KIMHMYECKOI'O HCCIEIO0BaHMS,
MMEIOLIMMU 3HAYE€HUE JJIs BBIPAXKEHUS TAKOTO COTJIACHS;

50) nobouyHoe [eHCTBUME - peakIus OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JEKapCTBEHHOTO TMpernapara B J03aX, PEKOMEHAYEMBIX B HWHCTPYKIUU IO €ro MNpPUMEHEHUIO, IS
POUITAKTHUKH, THATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU TSI peaOuINTAIH;

50.1) HexenarenbHas peakUusi - HENpeJAHAMEpeHHass HeOIarompusATHas peaklus OpraHu3Ma,
KOTOpasi MOKeT ObITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOI'O MIperapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(n. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepwe3Has HexenaTenbHas peakis - HEXKeJaTelbHas peakius OpraHu3Ma, CBSA3aHHAS C
IIPUMEHEHUEM JIEKApCTBEHHOI'O IIpernapaTra, INpHUBEAlIass K CMEPTH, BPOXKACHHBIM AHOMAIUAM WM
MOPOKaM Pa3BUTHs MO0 MpeACTaBIAONMIas CO00M yrpo3y KU3HH, TpeOyrollas TOCHUTAIU3AINA WU
MpUBE/IIAs K CTOMKOW yTpare TpyJ0CcnocoOHOCTH U (MIJIN) MHBAIHTHOCTH;

52) HempenBHIICHHAs HEXeJaTelNbHAs PEaKIMs - HEXelaTelbHas Peakiys OpraHu3Ma, KOTopas
CBsi3aHA C TPUMEHEHHEM JICKapCTBEHHOTO Ipermapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHAYECKOTO HCCIICAOBaHMs, OpoIIope UCCIeIoBareis, WM C [PUMEHEHHEM JICKapCTBEHHOTO
mpemapaTa B 033X, PEKOMEHIYEeMbIX B HMHCTPYKIIHH [0 €r0 NPUMEHEHHUIO ISl MPOQPIIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUs WIM MEIUIIMHCKON peaOMINTAllNU TAIIMEHTA, U CYIIHOCTh, TSDKECTh
WIA HUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM IIperapare, cojepiKaiieiics B
MPOTOKOJIC €ro KJIMHUYECKOTO HCCIICIOBAHUS, OpOIIOPE HCCIEAOBATENI WIM B HMHCTPYKIMH 10
MIPUMEHECHHIO JICKAPCTBCHHOT'O TIPerapara;

(m. 52 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJI AEATEIFHOCTH 10 MOHHUTOPUHTY A(PQPEKTUBHOCTH W 0€30MacHOCTH
JICKapCTBEHHbIX  IpernapaTtoB, HalpaBIEHHbIH Ha BbIABIEHUE, OLEHKY M  IpeloTBpalleHue
HE)XKeJIaTEeJIbHBIX MTOCJIECTBUI IPUMEHEHUS JIEKAPCTBEHHBIX NPENapaToB;

(m. 52.1 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mmaH ynpaBlieHUS PUCKaMHU - TOJAPOOHOE OMHCAaHHWE MEPOIPHUATHH 1o (papMakoHAI30DY,
HAIMpPAaBIICEHHBIX Ha BBIABICHUE, OIEHKY U MPENOTBPALEHUE WM MHUHHUMH3AIUIO PUCKOB, CBA3AHHBIX C
JICKapCTBCHHBIMU TIperiapaTaMu, BKITFOUYas OLEHKY 3P PEKTUBHOCTH JTAHHBIX MEPOTIPUSATHH;

(m. 52.2 BBeneH PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantl[ntoc: npumeyanue.
C 01.03.2025 B 1. 53 ct. 4 BHOCsATcs u3MmeHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyayuryro
PEeAAKIHIO.

53) pemenT Ha JieKapCTBEHHBII Mpenapar - MEIUIMHCKHUN JOKYMEHT YCTaHOBJICHHOH (HOpMBI,
coJiepKalllMii Ha3Ha4YeHHE JIEKapCTBEHHOTO Ipernaparta JUisi MEIUIMHCKOrO MPUMEHEHHUs, BbIJAHHBIN
MEIULIMHCKUM pabOTHHKOM B LEISIX OTIYCKA JIGKAPCTBEHHOTO Mperapara WM €ro M3rOTOBJIEHUS U
OTIIyCKa Ha OyMa>XKHOM HOCHUTEJIE WU C COIJIacHsl MMAllMeHTa UM €ro 3aKOHHOTO MPEJCTABUTENS B (JopMe
3JIEKTPOHHOIO JOKYMEHTA, IOJAMUCAHHOTO C HCHOJb30BAHUEM YCHJIEHHON KBaIM(PUIUPOBAHHON
AJNIEKTPOHHOMW MOANMMCH MEIULUHCKOrO pabOTHUKA, JUOO JIOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIeprKalllMii Ha3HA4YEHHE JIEKAPCTBEHHOI'O Ipenapara Ul BETEPUHAPHOIO INPUMEHEHMSI, BbIIAHHBIN
CHEeMAIMCTOM B 00JIaCTU BETEpUHAPUM B LENIAX OTIYCKa JIEKapCTBEHHOIO IIpernapara WU €ro

M3TOTOBJICHUSI U OTIYCKa HAa OyMa)XHOM HOCHUTEJE;
(B pen. DenepanbHbIx 3aKk0HOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

Koncynprantlimtoc: npumedanue.
C 01.03.2025 . 54 ct. 4 uznaraercst B HOBo# penakiuu (O3 ot 30.12.2021 N 463-D3). Cm. Oyaymiyro
PEMAKIIHIO.

www.consultant.ru Crpanuua 13 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100050&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100052&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100054&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100056&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=436453&date=23.10.2024&dst=100026&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483155&date=23.10.2024&dst=1490&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=23.10.2024&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=23.10.2024&dst=100016&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=436453&date=23.10.2024&dst=100027&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483155&date=23.10.2024&dst=1491&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

54) TpeboBaHME€ MEAMIMHCKOW OpraHu3allid, BETEPUHAPHOM OpraHu3aluu - JIOKYMEHT
YCTAHOBJIEHHOM ()OPMBI, KOTOPBI BBIUCAH MEJUIMHCKAM PAOOTHUKOM MJIM CIIELUAIUCTOM B 001acTH
BEeTEpUHAPUH, MMEIOIIUMH Ha 3TO NPaBO, M COACPKUT B NMHCbMEHHOH (hopMe yKa3zaHHE anTedHOU
OpraHu3alK WM BETEPUHAPHON anTeYHOH opraHu3anuy o0 OTIyCKE JIEKApCTBEHHOIO MpernapaTa Wi o
€ro U3roTOBJIIEHUU M 00 OTIIycKe s oOecredeHus J1e4e0HOro mpouecca B MEAUIIMHCKON OpraHu3alluy,
BETEpUHAPHOW OpraHu3aIiiy;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KOMIUIEKCHas OIlEHKa JIEKApCTBEHHOTO0 IIperapara - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO TIperapara, BKIYaromias B ce0s aHam3 WHOOPMAIUK O CPAaBHUTEIHHON KIMHHUYECKOU
3¢ (HeKTUBHOCTH U GE30MACHOCTH JIEKAPCTBEHHOTO Iperapara, OLeHKY IKOHOMUYECKUX MOCIEICTBUN ero
MIPUMEHEHHUSI, W3YYCHHUE JIOMOJHUTENIbHBIX IOCIEACTBUI MPUMEHEHUsI JICKAPCTBEHHOTO IIperapara B
UeIsIX NPUHATHSA pPEIIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIGKAPCTBEHHOrO IIpernapaTa B IepeueHb
KU3HEHHO HEOOXOJMMBIX M BaXXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIE MTPABOBbIC aKThl U
WHBIE JOKYMEHTBI, ONPEACTSIONINe MOPSIOK OKa3aHUsI MEIUIIMHCKON MOMOIIY, UM UCKIIIOUYEHHUS ero U3
YKa3aHHBIX MEPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 55 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucTreMa MOHHMTOPHHIa JBFOKCHHS JICKAPCTBEHHBIX MPEMapaToB Il  MEIUIMHCKOTO
npuUMeHeHus - (enepanpHas rocydapcTBEHHAs HHQPOPMAIMOHHAS CHCTEMa MOHUTOPUHTA JIBUKCHHS
JIEKAPCTBEHHBIX TMPENnapaToB JUIsi MEIUIMHCKOTO TPUMEHEHUS OT NPOU3BOAMUTENS /0 KOHEUHOTO
MOTPEOUTENST C HCIOJB30BAaHHEM B OTHOIIEHUHM JIEKAPCTBEHHBIX IMPEmapaToB A MEAUIIMHCKOTO
MIPUMECHECHHUS CPEJICTB UACHTU(DUKAIIIH.

(m. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Masa 2. NTONTHOMOYUA ®EQEPANbHbIX OPTAHOB UCMNONHUTENBHONU
BNACTW, UCMOJNTHUTENbHbLIX OPFTAHOB CYEBEKTOB POCCUNCKON
®EOEPALUU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB
(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. MNMonHomouusi cpedepanbHbIX OPraHOB WMCMNONMHUTENILHOM BRacTu npu
obpalleHUmn nekapcTBEHHbIX CPeAcTB

K momromoumnsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBHOM BJIACTH npu O6paH_leHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCH:

1) mposenenue B Poccuiickoil @enepanuu eAUHON TOCYIapCTBEHHON MOJUTHKM B 00JacTH
o0ecrnieueHuns JeKapCTBEHHBIMU MpenaparaMu rpaxaan B Poccuiickoii @enepariui;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yrBepxkaeHue oOmMX (apMakoNmeWHbIX cTaTed, (QapMakoNeWHbIX CTaTed, U3JaHHUe
roCyJIapCTBEHHOH (papmaxorien, co3anue U BeAeHne peectpa (papMakoneiHbIX CTaHIapTHBIX 00pas31ioB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymecTBieHne (eaepatbHOr0 TOCYJapCTBEHHOTO KOHTPOIs (Haa3opa) B chepe obOpamieHus
JICKaPCTBCHHBIX CPEJICTB;
(B pen. deaepanbHbix 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4) NWIEH3WpPOBAHWE TPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4wHcle (enepanbHbIii
rOCYJapCTBEHHBIN JIUIICH3HOHHBIH KOHTPOJIb JESITEIBLHOCTH 10 MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB,
MEPUOINYECKOE TMOJATBEPKICHHUE COOTBETCTBUS JIMIIEH3MATa, MMEIOLIET0 JHIIEH3UI0 HAa IPOM3BOJCTBO
JICKApCTBEHHBIX CPEICTB, U (DapMaleBTUYECKOW NEATEILHOCTH B COOTBETCTBUHM C 3aKOHOIATEIBCTBOM
Poccuiickoit denepanuu;

(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHu3zaius SKCIEPTH3bI JIGKAPCTBEHHBIX CPEICTB, ATHYECKOH SKCIEPTH3bI BO3MOXKHOCTU
MPOBEJICHUS] KIIMHUYECKOTO UCCIIC0BAaHUS JICKAPCTBEHHOTO TIpernapara JUisi MeJUIIMHCKOTO IPUMEHEHUS,
OKCIEPTH3bI  JOKYMEHTOB, TPEACTABICHHBIX [UISI OMNPENCIICHUS BO3MOXKHOCTH pPacCMaTPHUBATh
JICKApCTBEHHBIM Ipernapar s MEIWIIMHCKOTO NMPHUMEHEHHS B KadecTBe OpP(PaHHOTO JICKApCTBEHHOTO
npernapara;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

5.1) opranuzanusi NpoOBEIEHUS KOMILIEKCHOW OILIEHKH JIEKQpCTBEHHOTO IIpemapara B IENsX
MPUHATHST PEIICHUH O BO3MOXKHOCTH BKJIIOYEHHsS JICKAPCTBEHHOIO IMpernapara B IEepeyeHb >KU3HEHHO
HEOOXOJIMMBIX M BaXHCWINWX JICKAPCTBEHHBIX IPENapaTroB, HOPMATHUBHBIC IPABOBBIC AKTHI M HWHBIC
JOKYMEHTBI, OMPEIENAIOINe MOPAIOK OKa3aHUs MEIUIIMHCKOW IMOMOIIM WIM HCKIIOUEHUS €ro u3s
YKa3aHHBIX [EPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

6) BbIIaua pa3pelieHnii Ha TPOBEICHUE KIIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHBIX MPENnaparos,
BEJICHUE PeecTpa BBIJAHHBIX Pa3pELICHUN Ha MPOBEICHUE KIMHUYECKUX MCCIIENOBAHUN JIEKAPCTBEHHBIX
IIpenaparos;

7) rocymapcTBEHHAas pPETUCTpalvs JEKapCTBEHHBIX MIPernapaToB, BEACHHE TOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/CTB;

7.1) peructpanus, MOATBEPKIECHUE pErHUCTpanuu (TMepeperucTpaius), BHECEHHE H3MEHEHUH B
PErUCTPAlIMOHHOE J0ChE, a TAKKE MPOBEICHHE TPOIIETYP, CBSI3aHHBIX C PETUCTpAIeii, B COOTBETCTBUU C
YTBEPKJICHHBIMU EBpa3uiickoli SKOHOMHUYECKONW KOMMCCHEH MpaBUaMU PErHMCTPAlUU M SKCIEPTU3bI
JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO TMPUMEHEHHUS M TIpaBUJIaMH PEryJupoBaHUs OOpaiieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha TAMOKEHHOW TeppUTOpUM EBpa3zmiicKoro 3KOHOMHUYECKOTO
COI03a;

(n. 7.1 BBenen ®enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) upenctaBieHue  MHGOpPMAlUMKM O  PETUCTpAllMU,  MOATBEPKIACHUM  PETUCTpalUU
(mepeperucTpaiyy), BHECEHHHM H3MEHEHHH B pPErHMCTPAllMOHHOE J0Che, a Takke O MpOoLEeaAypax,
CBA3AHHBIX C perucTpanuei, B EBpasuiCKyl0 SKOHOMHMYECKYI0 KOMHUCCHIO C MCIOJb30BaHUEM
MHTETPUPOBAHHON MHPOPMALIMOHHON cucTeMbl EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a B COOTBETCTBUU C
YTBEPKACHHBIMU EBpazuiickoli 3KOHOMUYECKOW KOMHCCHEW MOpsSIKOM (QOPMHUPOBAaHUS M BEICHUS
€AMHOI0 peecTpa 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBPa3suiiCKOro 5JKOHOMUYECKOTO COI03a
U TpaBWIaMH PETYJIHpPOBaHUS OOpallleHHsT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HAa TaMOKEHHOMU
TeppuTopun EBpa3snuiiCKOro dJKOHOMUYECKOTO COH03a;

(. 7.2 BBeneH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

73) YTBCPIKACHUC TMIOpAAKa HTPHUOCTAHOBIICHUSA ﬂeﬁCTBHH PEruCTpaiiluOHHOTO YIAOCTOBCPCHUA
JICKApCTBCHHOT'O Mpfliapara WJIHW OI'paHUYCHHUA TPUMCHCHHA JICKAPCTBCHHOI'O IIpfriapara JJid
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MEAWIIMHCKOTO TPUMEHEHUsT B  CIIydasx, MPEIyCMOTPEHHBIX yTBEPXKICHHBIMH  EBpazuiickoii
YKOHOMHYECKOW KOMHCCHEH TpaBWIAMU PErHCTPAlMU M SKCHEPTU3bI JICKAPCTBEHHBIX CPEICTB IS
MEAWIIMHCKOTO TPHUMEHEHHS, ¥ BO30OHOBIICHUS JICUCTBUS PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JICKQpPCTBEHHOTO Tperapara WM CHATUS OTPaHUYCHUS MPUMEHEHHs JICKApCTBEHHOTO Iperapara s
MEAUIIMHCKOTO TPUMEHCHHS,

(n. 7.3 BBeaeH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzanus U (WJIM) MPOBEJICHUE WHCIIEKTUPOBAHUS CYOBEKTOB OOpaIlIeHUs JEKaPCTBEHHBIX
CPEIACTB Ha COOTBETCTBUE YTBEPXKACHHBIM EBpa3suilcCKOM 3KOHOMHYECKOM KOMHUCCHUEH IIpaBUIIaM
Ha/JIexameid 1adopaTOpHOM MPAKTHKH, TpaBUIaM HAJJISKaIled KIMHUYECKOW TNPAKTHKH, MpaBHIIaM
Ha/JIexaled JUCcTpUObIOTOPCKON IMPaKTHKM, MpaBUjaM HaJulexalledl NpakTuku (apMmakoHaa30opa, a
TaKXKe YTBEPXKICHHBIM YINOJHOMOUYEHHBIMH (De/lepalbHBIMA OpraHaMH HCIIOJHUTENBHONW BJIACTH
IIpaBWJIaM HaJJIeXKalled alTeuYHOM IPAaKTUKH, IPABUIIAM XPaHEHUS JIEKAPCTBEHHBIX CPEACTB;

(. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranuzanus u (WIKM) IPOBEACHUE MHCIIEKTUPOBAHMS CYOBEKTOB OOpaIleHHsI JIEKaPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMIM MPABWJI HAJICKAIIEH MPOU3BOJICTBEHHONW MPAKTUKH, BbIJayda
3aKJIIOYEHUH O COOTBETCTBUU TMPOU3BOAMTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPaBUII
HaJJIeKallel MPOU3BOJCTBEHHON MTPaKTUKH;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycTaHOBJEHHME MOpsAKa BEACHHUS M BEACHHE TOCYJApCTBEHHOI'O pEecTpa 3aKIIOYEHHH O
COOTBETCTBUM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM  IpaBWJI  HajJexxaluei
IIPOU3BOJCTBEHHO! IIPAKTUKH;

(m. 8.2 BBeneH DenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9) TOCymapCTBEHHAs PETUCTpAlHs MPEACITbHBIX OTIYCKHBIX IICH IPOW3BOJUTENICH Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUYEHHBIE B TMEpPEUYeHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JICKaPCTBCHHBIX TIPENapaToB, W BEJACHHE TOCYJApPCTBEHHOTO peecTpa TMPEICNIbHBIX OTHYCKHBIX IICH
MIPOM3BOIUTENCH Ha JIEKAPCTBEHHBIE MpemapaThl, BKIIOUYEHHBIE B MEPEUEHb KU3HEHHO HEOOXOAMMBIX H
BOKHEHIIINX JICKAPCTBEHHBIX MPEMapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cormacoBaHue TPOEKTOB PEIICHUM WCIOJHUTEIBHBIX OPraHoB CyObekTOB Poccuiickoii
@enepan 00 YCTaHOBJIEHUWM U (MJIM) HM3MEHEHHM IIpeNleNIbHBIX Pa3MEpPOB ONTOBBIX HaA0aBOK H
MpeebHbIX pa3MepOB PO3HUYHBIX HAJ0aBOK K (PaKTUYECKUM OTHYCKHBIM II€HAaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparhl, BKIIOUYCHHBIE B
NepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen denepanpHbiM 3akoHOM 0T 13.07.2015 N 241-03; B pen. DenepaqbHOro 3akoHa OT
08.08.2024 N 232-03)

10) BblIaya, YCTAaHOBJIEHHE TOpPSJKA BBLIAYM pa3pellieHHss Ha BBO3 KOHKPETHOH mapTuu
JIEKapCTBEHHOT0 cpeAcTBa B Poccuiickyto denepaiutio;
(m. 10 B pen. deaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBJIEHUE MOPAIKA BbIIaYM U (POPMBI TOKYMEHTA, KOTOPBIN MOATBEPHKAAET, YTO
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara il MEIULHUHCKOIO IIPUMEHEHMS OCYILIECTBICHO B
COOTBETCTBMM C TpeOOBaHMSMHM NPAaBUJI HaJIeXkKalled MPOU3BOJACTBEHHON NPAKTHUKUM WJIA 4YTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBCHHBIN Tpernapar i BETEPHHAPHOTO MPUMEHEHHs JOMYyIIeH K oOpamieHuto B Poccuiickoii
Oenepaniv, ¥ MOJICKUT MPEACTABICHUIO IO TPeOOBAaHUIO YHNOJHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN MPEIIAPAT;

(m. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

10.2) BbImaya, yCTaHOBJIEHHUE TOPsAKA BbIIAYM W (HOPMBI TOKYMEHTA, COJAEPIKAIIETO CBEIACHUS O
CTaJANSX TEXHOJIOTMYECKOro Ipollecca IMPOU3BOJCTBA JICKAPCTBEHHOTO CPEJCTBA AJS MEAMIIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIIIEMbIX Ha TeppUTOpUN EBpazsHiicKOro S3KOHOMHUYECKOTO COH03a;

(m. 10.2 BBenen PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-@3, B pea. PenepaiabHOro 3akoHa OT
13.07.2015 N 241-D3)

11) cozmanue COBETOB MO BOMPOCAM, CBSI3aHHBIM C O0paIIEHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) aTTecranus U CepTH(PUKAINS CIICIIHATUCTOB;
13) yrparun cuny ¢ 1 centsadpsa 2013 rona. - @enepanbhbiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienune papMakoHa30pa;
(. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yqactue B MEXIyHAPOAHOM COTPYIHHUYECTBE;

16) mony4eHwue 1mo 3arnpocaM yroJIHOMOYEHHOTO (heepaabHOro OpraHa UCTIOTHUTEILHOW BJIACTH OT
UCTIOJIHUTENIBHBIX OpPraHoB cyObekToB Poccuiickoit ®enepannu, a Takke OT CyOBEKTOB OOparieHwUs
JICKApCTBCHHBIX CPCACTB AJId MCAUIMWHCKOTIO INPUMCHCHUSA I/IH(i)OpMaIII/II/I 10 BOIIpOCaM YCTAHOBJICHHA U
MPUMEHEHHMS 1IeH Ha JIEKAPCTBEHHBIC MPErnapaThl 1 HaJ0aBOK K HUM;

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

17) MNPUMCHCHUC MCP OTBCTCTBCHHOCTHU 34 HAPYHICHUC 3aKOHOAATCIILCTBA Poccuiickoit d)eﬂepaunn;

18) yTBepkIieHUE MpaBWJl HAJUIEKaIled anTeyHOW MPaKTUKU, MPaBWJI XpPAaHEHUs JIEKapCTBEHHBIX
CpPEICTB;
(n. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBneHue nopsaka GOpMUPOBAHUS PETMCTPALMOHHOTO IOChE Ha JIEKapCTBEHHBIH Mpenapar
JUISl BETEPUHAPHOTO NMPUMEHEHUS U TPEOOBaHUH K JOKYMEHTaM B €0 COCTAaBE;
(m. 19 BBenen ®epepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatuinu cuiy. - @eaepanbHblii 3akoH ot 30.01.2024 N 1-03;

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblit 3akoH oT 27.12.2019 N 475-03;

23) yrBepxkaeHHe TpeOOBaHMN K MHCTPYKIMM IO BETEPHUHAPHOMY MPUMEHEHHIO JIEKapCTBEHHBIX
Mperaparos;

(n. 23 BBegen ®PepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

24) NpuUHATHE PELICHUMU, ABJISIIONIUXCS OCHOBAaHUSIMU JIJIsi BKJIIOUEHHUS JIOMEHHBIX UMEH U (UJIN)
yKazaTelnel CTpaHWI] CaiTOB B WH(OpPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTu "MHTepHeT", a Takke
CETEeBBIX aJPECOB B EAMHYIO aBTOMAaTU3UPOBAHHYIO HHQOpMAIMOHHYIO cuctemy "EnunHblii peectp
JOMEHHBIX HMEH, yKa3aTelled CTpaHull CalWTOB B HH(OPMALMOHHO-TEICKOMMYHHKAIIMOHHON CETH
"Unrepuer" u CETEBBIX aJIpeCoB, MO3BOJISIOIIHNX UACHTU(DUIIUPOBATH CaUThI B
MH(pOPMaIMOHHO-TEIEKOMMYHHUKAITHOHHOM ceTu "UnaTepner", comepxamue  HWHpopmaIuio,
pacmnpoctpaneHue kotopoil B Poccuiickoit ®expeparnuu 3ampernieHo", B OTHOIICHUHM WH(OpMAIIUU,
coJieprKallel Mpeasio’)KeHne O PO3HUYHON TOProBiie JIEKApCTBEHHBIMH IpenaparaMd, B TOM 4YHCIIE
JTUCTAHIIMOHHBIM ~CIIOCOOOM, PO3HHYHAS TOPrOBJII KOTOPHIMHA OrpaHWYCHA WM 3alpelieHa B
COOTBETCTBHUH ¢ HacTosuM DenepanbHbIM 3aKOHOM, U (WIH) UHPOpPMALIMH, COAepKallleh MpeIoKeHHEe
O PO3HHYHOW TOPrOBIE JICKAPCTBCHHBIMHU IpenaparaMd, B TOM YHCIE IUCTAHIIMOHHBIM CIIOCOOOM,
JUIAMH, HE HMMCEIOIIMMHU JIMIEH3UH W pPa3pelleHHs] Ha OCYILECTBICHHE TaKOH NeATeIbHOCTH, €CIH
MOJIyYeHUE JIMIECH3WH W  Pa3peUIeHHs MPEAYCMOTPEHO 3aKOHOAATEIhCTBOM 00  oOpalieHuu
JIEKapCTBEHHBIX CPEJ/ICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua pa3pelieHruid Ha BBOJ B TPaKIAHCKUNA 000POT UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX
[IpenapaToB.
(. 25 BBenen denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

26) peryJMpoBaHHE BOIPOCOB, CBSI3aHHBIX C B3aWMO3aMEHSEMOCTHIO JICKAPCTBCHHBIX IPEIapaToB
TS METMITUHCKOTO TIPUMECHEHUSI.
(. 26 BBenen PenepanbHbiM 3akoHOM OT 19.10.2023 N 503-03)

Cratba 5.1. [llepemaya ocyuwecTBneHUs nNosIHOMo4Yun deaepanbHbIX OpPraHoB
MUCMNOJSIHUTENIbHOW BNacTu Npu obpalleHMU neKapCTBEHHbIX CPeACTB UCMONHUTENbHbLIM
opraHam cy6bekToB Poccunckon Penepaumm

(B pen. denepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TonmHOMOUMS (enepanbHBIX OPraHOB MCIIOJHHUTENBHON BIIACTH MpU OOpALIEHUH JEKapCTBEHHBIX
CpeACTB, TpenycMOTpeHHbIe HacTosmmM @DenepanbHBIM — 3aKOHOM, MOTYT —TIepelaBaThCsl  JUIS
OCYILECTBIICHHUsS] HCHOJHUTEIbHBIM oOpraHaMm cyOwbekToB Poccuiickoit ®enepanuu NOCTaHOBICHUSMHU
[IpaButenscTBa Poccuiickoit denepannu B nopsigke, ycraHoBieHHOM denepanbHbIM 3aKOHOM OT 21
nexabps 2021 roga N 414-®3 "OO0 obumx NpUHIMIIAX OpraHU3alMy MyOJIMYHON BIACTH B CyOBEKTax
Poccuiickoit deneparun'.

Cratba 6. [lonHOMOYMA WUCNONMHUTENbHLIX oOpraHoB cyb6bekTta Poccunckon
®depepaumm npu obpalleHUN neKapcTBeHHbIX CpeacTs
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

K nmosHOMOYMSM HCHOJHUTENBHBIX OpraHoB cyObekTa Poccuiickont denepauuu mpu oOpalieHuu
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3zpaboTka U peanu3anus pernOHAIbHBIX MPOrpaMM 00ecreueHUs] HaceleH s JIeKapCTBEHHBIMU
npenapaTamy;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) yCTaHOBJIEHHUE TPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIbHBIX Pa3MEepOB PO3ZHUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBJEHHBIM IPOM3BOAUTENISAIMU JIEKAPCTBEHHBIX
MpernaparoB, Ha JIEKApPCTBEHHBIC MpenapaThl, BKIIOYCHHBIE B IEPEUYEHb KXU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX MPENapaToB;

3) oOCyIIeCTBIEHHE pPETHOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEM LIEeH Ha
JICKApCTBEHHBIC TPENapaThl, BKJIIOUCHHBIE B TIEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaKHEUIIHX
JIEKapCTBCHHBIX TMPENapaToB, OPraHU3alUSIMHU OINTOBOW TOPTOBJIHM JICKAPCTBEHHBIMH CPEIICTBAMH,
aNTEYHBIMH OPTaHU3AIUSAMH, WHIWBUAYAIBHBIMU TIPEANPHHAMATEISIMH, WMCIOIIUMH JIMIICH3UI0 Ha
(dapMaleBTHUECKYIO ACSITEIbHOCTh, MEIUIIMHCKUMHU OPTaHU3ANMUSIMH, WMEIONIUMH JIMIEH3UI0 Ha
(bapMaIeBTHYECKYIO0 JeSITeIbHOCTh, U MX O00OCOOJCHHBIMU MOJPA3/EICHUSIMH, PACIIONIOKECHHBIMU B
CEJIbCKMX HACEIIEHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEYHBIC OPTaHU3AIIHH;

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-03)

4) npuHsATHE pemieHus 00 WMCIOJb30BaHMM Ha Teppuropuu cyownekTa Poccuiickoit ®deneparyn
HapsIy C perenTaMy Ha JIEKapCTBEHHBIE TpenapaThl, 0(OpPMIEHHBIMU Ha OYMa>KHOM HOCHTEJIE, PEIETITOB
Ha JIEKapCTBEHHBIE Npenaparsl, cHOPMHUPOBAHHBIX B POPME FNEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeneH @enepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnaea 3. TOCYAAPCTBEHHASA ®APMAKOIEA

Cratba 7. PaspaboTka u usgaHue rocyaapcTtBeHHou hapmakoneun, pasmelleHue
AaHHbIX O HEen

1. [Mox rocymapcTBeHHOW (hapmakorieeil MOHMMAETCSl CBOJ OOIMMX (hapMakONEeHHBIX CTaTed U
(hapMaKoIeWHBIX CTaTCH.

2. Pa3paborka oOmux ¢apMakonelHslx cTaTell U (apMakoNeWHbIX CcTaTed, B TOM 4YHCIE
(dapmakorieiHpIX cTared Ha (apmakomeiiHble CTaHAapTHbIE OOpaslbl, W BKJIOYEHHE WX B
rOCYJJapCTBEHHYIO (DapMaKOINEeK OCYIIECTBISIOTCA B TIOPAJIKE, YCTAHOBJIEHHOM YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIBLHOM BIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3zpabotka papmakoneiiHol cTaTbu Ha peepeHTHBIN JIEKapCTBEHHBIN Ipenapar U BKIIOUYEHUE
ee B IOCyJapCTBEHHYIO (apMakolel0 B TEUEHHE CpOKa JCWCTBUS 3alUThl WCKIIOYUTEILHOTO IpaBa,
YIIOCTOBEPEHHOTO MAaTEHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar, OCYIIECTBISIOTCS ¢ COTIacus
€ro pazpaboTyHKa.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHas ¢apmakones U3JaeTCsl YINOJTHOMOYEHHBIM  (hefepaibHbIM  OpPraHOM
WCTIOJTHATEIIEHOM BJIACTH 3a CYET CPEICTB (pemepantbHOTO OOKETa M TIOUICKHT TEPEH3IaHIsIM HEe pexe
4eM OJIMH pa3 B MATh JIeT, B MEPUOJA MEXKIY KOTOPBHIMU W3MIAIOTCS MPUIOKEHHS] K TOCYAapCTBEHHOM
dapmakoriee, coxaepxamiue oOmme ¢dapMmakornelnple cTaThbu W (win) (apMakolelHble CTaThH,
yTBEPKJICHHBIE TTOCIIE U3/IaHUs WK TIepEeu3AaHus TOCYIapCTBEHHON (hapMaKOTeH.

5. YnonmHomoueHHBIH (enepanbHBII OpraH WCIOJHUTEIBHOW BJIACTH pa3MeliaeT JaHHBIE O
roCy/IapCTBEHHOH (hapMakoree U MPHIOKEHUIX K Hell Ha CBoeM o(UIlMaIbHOM caiite B cetu "MHTEepHET"
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

B YCTAaHOBJICHHOM UM ITOPAIKE.

Mnaea 4. IMLULEH3UPOBAHUE NMPON3BOACTBA JIEKAPCTBEHHbIX CPEOCTB
N ®APMALEEBTUYECKOWU OEATENBbHOCTU, TOCYOAPCTBEHHbLIA KOHTPOJb
(HAA3OP) B C®EPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB U
dapmaueBTMUYECKON OeATENBHOCTU

1. JlnneH3upoBanue MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U (papMaleBTUUECKOH AEATeIbHOCTH
OCYILECTBIISICTCA B COOTBETCTBUU C 3aKOHO1aTebcTBOM Poccuiickoit deneparum.

2. O6s13aTenbHBIM YCIOBUEM MPEIOCTABICHUS JIMLEH3UN HAa IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBISIETCSl TIPWJIOKCHWE K 3asBJICHHIO COMCKATEINs JIMIEH3UHM TEePEeYHs JIEKapCTBEHHBIX (OpM H (WIIN)
BUJIOB (hapMaleBTHUECKUX CYOCTaHIMH, KOTOpPBIE MPOM3BOAUTENH JIEKAPCTBEHHBIX CPEJCTB HaMepeH
MPOU3BOANTD.

3. B ciaydae He0OXOIMMOCTH PACIIUPEHHs MPOU3BOACTBA JEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OPM W BUAOB (PapMaEeBTUYECKUX CYOCTaHLUI TNPOU3BOIUTEND JIEKAPCTBEHHBIX
CPeACTB JOJDKEH I0/aTh B JIMICH3WPYIOUIMA OpraH 3asBICHHE O BHECEHHMHM W3MEHEHHWH B peecTp
JMLIEH3MH Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. Denepanbhbix 3akoHoB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEICTB ((hapMaleBTUUECKOH cyOCTaHLIMU CIHUPTA
STWJIOBOTO (3TaHOJA) BBLAAETCA IPU YCIOBUM HAJIWYMS Yy OpPraHU3allMyd Ha IpaBe COOCTBEHHOCTH,
XO03SICTBEHHOI'O BEJICHUSI MJIM ONEPATUBHOIO YIPABICHHUS OCHOBHOTO TEXHOJOIMYECKOTo 000PYAOBaHUS
JUI. TIPOM3BOJICTBA JTUJIOBOTO CIIUPTA, 3apETHCTPUPOBAHHOTO B COOTBETCTBMU €O crTartbed 14.1
@enepanbHOoro 3akoHa oT 22 HostOpst 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryIMPOBAHUU
MIPOM3BOJICTBA M 000pOTa 3TUJIOBOIO CHMPTA, AJKOTOJBHOM M CIHUPTOCOJEpKallel MpoIyKIuud U 00
OrpaHUYEHUH NMOTpeOIeHNs (PaCIUTHs) aJIKOTOIBLHON MPOIyKIHN".

(uactb 4 BBeneHa denepanbHpiM 3aKk0HOM 0T 27.12.2019 N 481-03)

Crtatba 8.1. OCOGEHHOCTM NMUUEH3MPOBaHMA NPOM3BOACTBA JEKapCTBEHHbIX
cpeactB (hapmaueBTUHECKOM CYOCTaHL MM cnupTa 3TUNOBOro (3TaHona)
(BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JlelicTBue JMIIEH3MM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CpeIACTB ((hapmarneBTHUYECKON
CyOCTaHIIMM CNHPTa 3THIOBOTO (3TaHOJAa) MPHOCTAHABIMBAETCS B YacTU IpaBa Ha IPOU3BOJACTBO
(apmaleBTUUECKON CyOCTaHIIMM CHMPTA ATHIIOBOTO (3TaHOJA) JIMLEH3UPYIOIIUM OPraHoOM B CiIydasX,
onpeneneHHbIx cratbeil 20 @enepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuneH3npoBaHuU
OTJENbHBIX BHJIOB JAEATEIbHOCTU", a TakKe Ha CPOK MPUOCTAHOBJICHMS JIEHCTBUS JIUICH3UH Ha
MIPOU3BOJICTBO STHJIOBOTO CIMPTA JJIsl MPOU3BOJACTBA (papMalieBTHUECKOH CyOCTaHIIMM CITUPTA ATUIIOBOTO
(3TaHoNa), BbIIaHHOM B cooTBeTCTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 Hosi0ps 1995 roga N 171-®3 "O
rOCYJJapCTBEHHOM PEryJMpPOBaHUM TPOU3BOJACTBA M 00OpPOTa 3TUIIOBOTO CIHUPTA, AJKOTOJBHOW U
CIIUPTOCOEPIKAIIEH TPOTYKIIMN U 00 OTpaHUYCHUN MTOTPeOIeHUS (PACTIHTHS) aTKOTOJIBHON TTPOTYKIIAN".
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2. JleiicTBHe IMIEH3UM Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB  ((hapMaleBTHUECKOM
CyOCTaHIIMM CIHUpPTa STUJIOBOrO (3TaHONA) B 4YacTH IpaBa Ha NPOU3BOJACTBO (hapmarieBTHUECKON
CyOCTaHIIMM CIHpTa ATUIOBOTO (dTaHOJA) MPEKPAINASTCS JHMIICH3UPYIONIMM OPraHOM B CIyYasX,
onpenaeneHHbix crarbeil 20 denepanbHoro 3akoHa oT 4 masg 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTJIETIbHBIX BHUJOB JIEATENBHOCTU", a TaKXKe C JaThl MPEKpallleHUs] WIA aHHYJIUPOBAHUS JCUCTBUS
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOTO CIHUPTa JAJs MPOU3BOJCTBA (hapMalleBTHUECKON CyOCTaHIINU
CIUpTa THIOBOTO (3TAHOJA), BBIJAHHONW B COOTBETCTBUH ¢ DepepanbHbIM 3aKOHOM OT 22 HOos0pst 1995
roga N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUM IPOU3BOACTBA M 000pPOTAa ATHIIOBOTO CIUPTA,
QJIKOTOJIBHOM ¥ CIHUPTOCOJEpIKALIeH NPONYKIMM M 00 OrpaHHYEeHUH NOTpeOseHus (paciuTus)
AJIKOTOJIbHOM POAyKIuuU'.

Koncynprantlntoc: npumeyanue.

Cr. 8.2 na Teppuropusix Jonenkoit Hapomnoit PecmyOmmku, Jlyranckoit Hapomnoit PecnyOmukw,
3anopokckoi obsactu, XepcoHckor obOsactu npumensiercs ¢ 01.09.2024 (®3 or 04.08.2023 N
428-D3).

Cratba 8.2. OcobGeHHOCTM NUUEH3UpOoBaHMA hapMaueBTUYECKON AEATENIbHOCTU B
YacTu OCyLleCTBNEHUA ONTOBOW TOProBsix NieKapCTBEHHbIMU cpeaAcTBaMU
(BBeneHa ®enepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JleiictBue nWICH3WU HA (DapMaICBTHYECKYIO NEATCIILHOCTh B YACTH OCYIIECTBIICHUS OMTOBOMN
TOPrOBJIM  JICKAPCTBEHHBIMU  CPEACTBAMHM IS MEIMIIMHCKOTO  NPUMEHEHHS  IpPEKpaliaercs
JUIEH3UPYIOIIMM OPraHOM B CIIy4asiX, onpeneraeHHbIX ctathed 20 denepanbHoro 3akoHa ot 4 mas 2011
roga N 99-®3 "O nuueH3UpOBaHUM OTACIBHBIX BUJIOB JEATEIBHOCTU", a TakkKe MO0 PEHICHUIO
JTUIEH3UPYIOLIEro OpraHa, MIPUHATOMY B COOTBETCTBUHU C HACTOSIICH 4acThlo. B ciiyuae BhIsIBICHUS npu
OCYIIECTBICHUHN (eAepalbHOrO TOCYIapCTBEHHOro KOHTpois (Ham3opa) B cdepe oOpalieHus
JIEKApCTBEHHBIX CPEJICTB HAPYIICHHUS OpraHU3aIMeil ONMTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMU
TpeboBanuii uvacteit 1 - 3 crarbu 53 Hactosmiero degepanbHOro 3aKOHA AEWCTBHE JMIEH3UM Ha
(hapMaIeBTUUECKYI0 JESITEIBbHOCTh B YacCTH OCYIIECTBJICHHS OMNTOBOW TOPTOBIU JIEKAPCTBEHHBIMU
CpeICTBaMH ISl METUIIMHCKOTO MPUMEHEHHS MMPUOCTAHABIMBACTCS B TEUCHHE AECATH Pabouux JIHEH co
JTHSI BBISIBJICHUS! YKa3aHHOTO HapymieHus. JleficTBre MUIIeH3UU Ha (apMaleBTUUYECKYIO JCSITEIHHOCTh B
YaCTH OCYLIECTBJIEHUS ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMHM JJII  MEAMIIMHCKOIO
MIPUMEHEHHUS TIPUOCTAHABIIMBAETCS HA CPOK, KOTOPBIN OMpPENENseTcsl TUIEH3UPYIONIUM OpraHoM (HO He
MEHee 4YeM Ha OJMH MecAll), MO0 HCTEYCHHH KOTOPOro JCHCTBHE MaHHOM IWIEH3UU TMOATIEKUT
MPEKPAIICHUIO0 HA OCHOBAHHUH PEIICHHUS JIMIICH3UPYIOIIETO OpraHa, 3a HCKIIOUYEHUEM clTydasi, YKa3aHHOTO
B YaCTH 2 HACTOSIIEH CTaTbH.

2. JleticTBue nuileH3UU Ha (apMaleBTUUYECKYIO NEATEIbHOCTh B YaCTH OCYIIECTBIEHUS OMTOBOM
TOPrOBIM JICKAPCTBEHHBIMM CPEACTBAMHU JI MEIULUHCKOTO MPUMEHEHHUs, JACHCTBUE KOTOPOM
MIPUOCTAHOBIIEHO B COOTBETCTBUU C YacThiO | HAcTOsIIEeH CcTaThH, MOAJIEKUT BOZOOHOBJIEHHIO B CIyYae,
€CII B TIEPHOJ] MPUOCTAHOBJICHMsI NEHCTBUS JAHHOW JIMIIEH3WH B paMKax JOCYIeOHOro 00aloBaHUS
perieHne KOHTPOJILHOTO (HaI30pHOTO) OpraHa B YaCTH BBISIBJICHHOTO HapyIIeHUs TpeOoBaHUM dacTei 1 -
3 cratbu 53 HacTosero deaepanbHOro 3aKOHa OTMEHEHO. B ykazaHHOM citydae AeiiCTBUE JIMLIEH3UU Ha
(hapMaIeBTUUECKYyI0 JACSATEIHHOCTh B YaCTH OCYIIECTBJICHHS ONTOBOM TOPTOBIW JIEKaPCTBEHHBIMU
CpeICTBaMH JUISI MEAUIIMHCKOTO MPUMEHEHHS BO3OOHOBIISIETCS] HE MO3JHEE OJTHOTO pabodero JHS CO JTHS
OTMEHBI PEIICHHUS] KOHTPOJIBHOTO (HAA30PHOT0) OpraHa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Cratba 9. [locymapcTBeHHbIAW KOHTponb (Hap3op) B cdepe obGpaweHus
neKapcTBEHHbIX CpeaAcTB
(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBINi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBISIETCSl TOCPEICTBOM (heepaabHOr0 TOCYIapCTBEHHOIO KOHTPOJis (Haa3opa) B cdepe
oOpamieHus1 JEKapCTBEHHBIX CPEACTB M (heepaIbHOTO TOCYIapCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JEeSTEILHOCTH 110 TPOU3BOJICTBY JICKAPCTBEHHBIX CPEJCTB, OCYIIECTBISEMBIX (eAepaTbHBIMU OpraHAMH
HCTOJIHUTEJILHOM BJIACTH, yIOJIHOMOUYEeHHBIMU [IpaButenscTBoM Poccuiickoit @eaepanuu.

2. Ilpenmerom QenepansbHOTO TOCYJAPCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe oOparieHus
JIEKaPCTBEHHBIX CPEICTB ABJISIOTCSL:

1) cobmonenue o0s3aTeNbHBIX TpeboBaHU B cepe oOpallleHus JTEKapCTBEHHBIX CPEICTB, B TOM
qHcIIe:

a) Tpe6OBaHHﬁ K OOKJIMHHUYCCKHM HMCCICAOBAHHAM JICKAPCTBCHHBIX CpPCACTB, KIMHUYCCKUM
UCCIIEIOBAaHMAM JICKAPCTBEHHBIX IIPENapaTtoB, M3TOTOBICHUIO, XPAaHEHUIO, TIEPEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHYCKY, peajd3aluM, Iepeaaye, MpOoJaxe JIEKapCTBEHHBIX CPEICTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPEMapaToB, YHUUTOXKEHUIO JICKAPCTBEHHBIX CPEJICTB, YCTAaHOBJICHHIO
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCIIApaTOB LCH HA JCKAPCTBCHHBLIC MPCIIapaThbl, BKIIOYCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINUX JIEKAPCTBEHHBIX MPENapaToB;

0) TpeOOBaHWI K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOMAIIUXCS B OOpaIICHUH,
MOKa3aTessiM KauecTBa, 3((HEeKTUBHOCTH U 0€30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHUIO CYOBbEKTaMH OOpaIleHHs JICKApCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | craren 67.1 Hacrosmero denepasbHOrO 3aKOHA, OrPaHUYEHUI, HaJaraéMbeIX cTtarbsiMu 67.1 u
67.2 nactrosmero ®enepanbHOTO 3aKOHA;

2) coburoIcHNUE JINIIEH3UNOHHBIX TPEOOBAaHUI K OCYIIIECTBICHHIO (hapMaIleBTHUECKOU JIeATeTbHOCTH;

3) cobmoienne TpeboBaHU K MPEAOCTABICHUIO CYyObEKTaMU OOpallleHHs TEKapCTBEHHBIX CPEJICTB
nH(pOpMAMK O JIEKAPCTBEHHBIX CpeACTBaX W (WJIM) JIGKAPCTBEHHBIX TIpenaparax, MpeaycCMOTPEHHOMN
ctatbsimu 9.1, 52.1, 52.2 u 64 nacrosiero deaepaabHOro 3aKO0HA;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

KoncynbrantlLitoc: mpumeyaHue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpaunBaet cuiy (D3 ot 20.10.2022 N 405-D3).

4) cobmoieHne IpeyCMOTPEHHBIX cTaTheit 55.1 Hacrosmero denepaabHOro 3aK0OHa TPEOOBAHUI K
MIPOBEACHUIO DKCMEPUMEHTA IO OCYIIECCTBICHUIO PO3HUYHON TOPTOBJIM JIEKAPCTBEHHBIMU IperapaTaMu
JUIST MEIUUMUHCKOTO TPUMEHEHHMs, OTIYCKaeMbIMH [0 pELENTy Ha JIEKapCTBEHHBIM Mpenapar,
JNIMCTAHIIMOHHBIM CIIOCOOOM.

(n. 4 BBennen PenepanbubiM 3akoHOM 0T 20.10.2022 N 405-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2.1. B memsax oOecneueHuss TOCYIapCTBEHHOTO KOHTpoisi (Hama3opa) B cdepe oOpamieHus
JICKapCTBEHHBIX  CPEeICTB  (efepasbHbIi OpraH HCHOJHUTEIBHOW  BJIACTH, OCYIICCTBIISIOINAN
rOCYJapCTBCHHYIO PETUCTPAIMIO JICKAPCTBCHHBIX IPEIapaToB, MPeAoCTaBiseT (eaepabHOMY OpraHy
UCIIOJIHUTEIbHONW  BJIACTH, OCYIICCTBIAIONIEMY (YHKIMA [0 KOHTPOIIO H Hama30py B cdepe
3[IPaBOOXPaHEHHMS, TI0 €ro 3aMpPoCy B paMKax MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMOICHCTBHUS
B TOpSIKE, YCTAHOBICHHOM YyKa3aHHBIMH ()elepalbHBIMU OpraHaMH HCIOJHHUTEILHON BIACTH,
CIIEYIOLINE CBEJCHUS O JICKAPCTBEHHBIX CPEJICTBAaX, B TOM YHCJIE B CIIydae, €CIM TaKUE CBEICHHUS
COCTaBJISIFOT KOMMEPYECKYIO TaiHYy:

1) cBenenwmst 0 hapManeBTUUECKON CyOCTaHIINU:

a) HauMeHOBaHue (hapMaleBTHYECKOW CYOCTaHIMH, €€ CTPYKTYpa, 0OIIHNe CBOWCTBA;
0) HAaMMEHOBAHUE U aIpec IPOU3BOAUTEIIS;

B) CBOICTBA U CTPYKTYypa JACHCTBYIONINX BEILIECTB;

') XapaKTepUCTUKA MPUMECEH;

n) crienupukanys Ha GapMaleBTUUECKYIO CyOCTaHIINIO U €e 000CHOBAaHUE;

€) AaHAINTUYCCKUE METOJUKH, HWCIIONb3yeMble TIPH OCYIISCTBICHHHM KOHTPOJII KadecTBa
(dapmaleBTUUECKOI CyOCTaHIINY;

) pe3yJIbTAaThl AaHAM30B CePUil PapMaIeBTHICCKOM CyOCTaHITNY;

3) mepevyeHb CTaHAAPTHBIX 00pa3lloB WM BEIIECTB, UCIOIb3YEMbIX MPU OCYLIECTBICHUN KOHTPOJIS
KadecTBa (papMaleBTUICCKON CyOCTaHINN;

1) OMUCaHNE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MaTEPHAIIOB M YKYTOPOUHBIX CPEICTB;
K) TaHHBIE O CTAOMJIBHOCTH (DapMaleBTHYECKOM CYyOCTaHITUY;

J) CPOK TOJTHOCTH;

2) cBelleHHs O JIEKAPCTBEHHOM IIpenapare sl MEIUIIMHCKOTO PUMEHEHHS:

a) ONMCaHKe U COCTaB JIEKAPCTBEHHOT'O Mpenapara Jisi METUIIUHCKOTO IPUMEHEHUS;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIaKOBKH);

B) HAMMEHOBAHUE M aJPeC MECTa OCYIIECTBJICHHs MPOU3BOJICTBA JIGKAPCTBEHHOTO Tpernapara st
MEIUILHUHCKOTO NPUMEHEHHUs (B Cllydae HalW4yus HECKOJbKMX YYaCTHMKOB IIpoliecca MPOU3BOJACTBA
HEO0OXOMMO YKa3aTh HAUMEHOBAHHE M aJIPEC KAXKIOTO U3 HUX);

1") MI/IKpO6I/IO.HOl"I/I‘-ICCKI/IC XapPaKTCPUCTHUKHU,

1) ONMCaHKNe XapaKTEePUCTHK U CBOWCTB YITaKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

e) Tp€6OBaHI/I$I K Ka4YCCTBY BCIIOMOTI'aTCJIbHBIX BCIICCTB,

)K) AHAIUTUYCCKUE MCETOAUKH, HMCIOJB3YEMBIC IIPU OCYHICCTBICHHMM KOHTPOJA KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

3) CBCACHU 00 HCIIOJIB30BAHMH BCIIOMOIaTeIbHBIX BC€IICCTB YCJIOBCYCCKOIO H KHBOTHOI'O
IMPOUCXOKIACHUSA,

I/I) CBCIACHUA 00 HCIIOJIb30BAaHUM HOBBIX BCIIOMOTaTEIbHBIX BC€IICCTB,

K) TpeOOBaHMsS K KadeCTBY JICKAPCTBEHHOIO TMpemnapara Uil MEIUIIMHCKOTO TPHUMEHEHUs
(ceprudukar, cnenudukays Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBAaHHE);,

JI) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC IIPpU OCYHICCTBJICHHU KOHTPOJISI Ka4dCCTBaA
JICKaApCTBCHHOI'O IIplIiapaTta sl MCAUIUHCKOI'O IIPUMCHCHUA,

M) pe3yJIbTaThl aHAJIU30B CEPUH JIEKAPCTBEHHOTO Mpenapara Jjsi MEIULUHCKOrO IPUMEHEHNUS;
H) XapaKTepucTHKa IpumMeceii;

0) NepCUYCHb CTAHAAPTHBIX 06pa311013, HCIIOJIb3YCMbBIX IIPU OCYIICCTBJIICHMU KOHTPOJIA KAa4CCTBa
JICKApCTBCHHOI'O IIplIiapaTta sl MCAUIMHCKOI'O IIPUMCHCHUA,

) JaHHBIE O CTAOMIIBHOCTH JIEKAPCTBEHHOTO TIpenapara JUisi MEAUIIMHCKOTO TPUMEHEHHS;
3) oT4eTH! O JOKIMHUYECKUX UCCIIET0BaAHMSIX;

4) oTueTHl O KIMHUYECKUX HCCIIE0BAaHUSAX;

5) mactep-daiin cucremsl papMaKkoHAI30pa;

6) T1aH yIpaBJIeHUS PUCKAMH.
(uactb 2.1 BBeaena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

3. llpu ocymecTBiaeHH (eaepaabHOro TIoCyJapCTBEHHOI0 KOHTposis (Haza3opa) B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEACTB MPOBOAATCSA CIEAYIOIIME BHJIbl KOHTPOJIBHBIX (HAI30pHBIX)
MEPONPUATHIA:

1) nokyMeHTapHasi IpOBEPKa;

2) BBIE3/IHAS IPOBEPKA;

3) BBIOOPOYHBII KOHTPOIh Ka4eCTBa,
4) KOHTpOJIbHAS 3aKYIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmrofieHHE 3a COOJIIOJIEHHEM O00s3aTeNbHbIX TpeOOBaHUM (MOHUTOPUHT OE30MaCHOCTH)
(papmaxonaazop).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4. Opranuzanus U OCyIIeCTBIeHHE (eIepaIbHOrO roCyIapCTBEHHOTO KOHTPOIIs (Haa30pa) B chepe
oOparnieHus JEKapCTBEHHBIX CpelncTB perynupytorcs denepanpabiM 3akoHoM oT 31 umrons 2020 roma N
248-®3 "O rocymapCcTBEHHOM KOHTpoJie (HAI30pe) U MYHHUIMIAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

5. BHernaHOBBI BBIOOPOYHBI KOHTPOJIb KadecTBa MPOBOJUTCS B TOM YHCIE Ha OCHOBAHUHU
IIPOrPaMMBI IPOBEPOK.

6. I1maHOBBI BEIOOPOUYHBIA KOHTPOJIb KAUYeCTBA HE MIPOBOIUTCSI.

7. Ilo pesynbpTaram (penepalbHOTO TOCYJApPCTBEHHOI'O KOHTpPOJsS (Ham3opa) B chepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB HApAY C pEHICHUSIMU, MpeaycMoTpeHHbiMU DenepalibHbIM 3aKOHOM OT 31
utosisg 2020 roga N 248-D3 "O rocymapcTBEHHOM KOHTpPOJE (HAA30pe) U MYHHIIMIIAIHFHOM KOHTPOJIE B
Poccwuiickoit ®enepanun”, deaeparbHIMA OpraHaMU HCIIOJHUTEIBHON BIACTH, YIMOJHOMOYCHHBIMU HA
ocyliecTBieHre ¢eaeparbHOro TrOoCYAapCTBEHHOTO KOHTpois (Ham3opa) B cdepe obOpamieHus
JIEKAPCTBEHHBIX CPEJICTB, IPUHUMAIOTCS CJICTYIONINE PEIICHUS:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) o nanbHeilmeM rpaxaaHCKOM 000pOTE CepHuM, MAapTHUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpeICTBa B Clly4ae MOATBEPKICHUS MO pe3ysbTaTaM IMPOBEICHHBIX HCIBITAHUI COOTBETCTBUS KauecTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 HU3BATHH U3 I'paXaAaHCKOI'O 060p0Ta CCpHUH, MAPTUU COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O
cpeacrtBa B Cliydac BBIABJICHUA IO PE3yJibTaTaM HNPOBCACHHBIX HCIIBITAaHUI HECOOTBETCTBHS KauecTBa
JICKApCTBCHHOT'O CpCACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM;

3) o mepeBoJie JICKAPCTBEHHOTO CPEACTBAa HA IOCEPUHHBIA BBIOOPOYHBIM KOHTPOJIHL KadecTBa
JIEKapCTBEHHBIX CPEJICTB B Clyyae MOBTOPHOT'O BBISBICHHS HECOOTBETCTBHS KadyeCTBa JIEKApCTBEHHOI'O
CpEICTBa YCTaHOBJIEHHBIM TpeOOBaHMUSM U (NP HEOOXOIMMOCTH) O MpPOBEpKE CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CPelCTB. Pacxo/ipl, CBA3aHHBIE C MPOBEICHUEM MOCEPUITHOIO BHIOOPOUHOTO KOHTPOJIS,
OIJIAYMBAIOTCSl TPOU3BOAMUTEIEM JIEKAPCTBEHHOTO CpEACTBA JMOO JepaTeleM WIM BIaJelbLieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara.

4) O CHATUM JIEKapCTBEHHOI'O CpPEJCTBAa C IOCEPUHHOr0 BHIOOPOYHOIO KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUHU MOJOXHUTEIbHBIX OSKCIEPTHBIX 3aKIIOUEHUH, BBIAAHHBIX
(benepanbHbIM TOCYAAPCTBEHHBIM OIOJDKETHBIM YUPEXKJIEHUEM, I0JIBEIOMCTBEHHBIM (heepaabHOMY
OpraHy HCIOJHHUTEIbHON BJIACTH, OCYLIECTBIAIOMIEMY (PYHKIMH MO KOHTPOJIIO M HaaA30py B cdepe
3/paBOOXpaHEeHus], WK (peepaJbHOMY OpraHy HMCIOJHUTENBHON BIACTH, OCYIIECTBISIOMIEMY (YHKIMH
110 KOHTPOJIIO U HaJ[30py B chpepe oOpalieHus IeKapCTBEHHBIX CPE/ICTB AJIsl BETEPUHAPHOIO IPUMEHEHNH,
Ha OCHOBAHMHU NPOTOKOJIA UCIIBITAHUM JIEKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX 10 BCEM IOKa3aTessM
YTBEP)KJCHHON HOPMAaTHBHOM JOKyMEHTallMM (HOPMATHBHOIO JOKYMEHTa) B OTHOIIEHUHM TpeX CepHii
JIEKapCTBEHHOI'O CPEICTBA.

(. 4 BBenen PenepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

8. dexepanpHbIl TOCYIAPCTBEHHBIN JIMIEH3UMOHHBI KOHTPOJb ACSITEIBHOCTH IO MHPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB OCYILUECTBIIIETCS B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickon
denepanuu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CraTtbsa 9.1. Mporpamma npoBepok
(BBenena dexnepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3anuu BHIOOPOYHOIO KOHTPOJISE KAUeCTBa JIEKApPCTBEHHBIX CPeACTB (OpMUPYETCS
IIporpaMMa IpoBEpOK.

2. lnsg uened peanu3alvd MPOTpaMMbl IPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3alfyi, OCYLIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro denepanuro,
MPEAOCTABIIAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JUII MEIMUIMHCKOTO IPUMEHEHUS B
YIIOJTHOMOYEHHBIN (heepanbHblii OpPraH HCIOJHUTEIHHONW BIIACTH, OCYIIECTBISIONINN (QYHKIUU TI0
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHs, B OTHOLICHUHM JIEKAPCTBEHHBIX CPEACTB MJis
BETEPUHAPHOTO TPUMEHEHHUS B YIIOJTHOMOYCHHBIN (eIepalibHBIi OpraH HCIOJHUTEIBHONW BIACTH,
OCYILIECTBISIONNI (DYHKIIUU 110 KOHTPOJIIO U Haa30py B cpepe oOpaleHusl JeKapCTBEHHBIX CPEACTB AJIs
BETEPUHAPHOTO MPUMEHEHUS, CBEICHUS O CEPUSIX, MAPTUSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMNAIOIIHNX B
rpaxaanckuii o6opotr B Poccuiickoit ®epepanuu, B HOpsAIKe, COCTaBe U O0BEME, YCTaHOBJICHHBIX
YKa3aHHBIMH (heJiepaabHbIMA OpraHaMU UCIIOJIHUTEIIEHON BJIACTH B OTHOIICHUH JICKAPCTBCHHBIX CPEICTB
JUISL MEIUUMHCKOTO IPUMEHEHHs U B OTHOLUIEHUHU JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOIO
MIPUMEHEHHUSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok QopmupyeTcs Ha KajleHAapHbId roj B cpok a0 30 nmekalps rona,
MIPELIECTBYIOLIEr0 TOAY POBEAEHUS BBIOOPOUHOTO KOHTPOJIS.

nomn

4. B cmyuae HacTyIUleHHMsI COOBITHH, yKa3aHHbIX B moAmyHkTax "0" m "B" myHkTa 2 Yactu 6
HACTOSIIEH CTaTbd, (hefepasbHBIM OPTaHOM HCIIOJHUTEIBHOW BIIACTH, OCYIIECTBISIIOIINM (DYHKIHH TI0
KOHTPOJIIO M HaJI30py B cdepe 3apaBoOXpaHeHUs, (eiepalbHbIM OpPraHOM HCIIOJHUTEIbHON BIAacTH,
OCYIIECTBIIAIOINM (YHKIIMH [10 KOHTPOJIIO M HAA30py B chepe oOpareHus JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IPUMEHEHMs, HpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME M3MEHEHHUS B
[IPOrpaMMy NPOBEPOK.

5. B nporpammy npoBepoK MOT'YT BKIIIOUAThCSI MEPOIIPUSTHSL C YIETOM HapyIICHHUH, BBISIBJICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIIPUITHI 3a MPEAbIAYIINNA KaJleHAAPHBINA TO/I.

6. IIporpamma poBEpOK CONEPIKUT:

1) nepedeHb JEKapCTBEHHBIX CPEACTB, 0TOOP 00Pa3OB KOTOPBIX OyJET OCYHIECTBIATHCS B paMKax
BBIOOPOYHOT'O KOHTPOJISI, (POPMHUPYEMBIN C YyUETOM pe3yJIbTaTOB rOCYAapCTBEHHOTO0 KOHTPOJIs (Hax30pa)
B c(hepe oOpaleHus JIEKapCTBEHHBIX CPEJCTB 3a KaJICHAAPHBINA I0Jl, MPEIECTBYIOMINNA IOy IPOBEICHUS
BBIOOPOYHOI'O KOHTPOJIS;

2) yka3zaHMe Ha COOBITHE, HACTYIUJIEHHE KOTOPOTO SIBJISIETCS OCHOBAaHUEM [IJISi OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJy4YeHHE CBEJIEHUM, MPECTaBIIEMbIX B COCTaBe U O00BbEME, YCTAaHOBJIEHHBIX (elepaabHbIM
OpPraHOM HCHOJHMUTENBbHOM BIACTH, OCYLIECTBISIONIMM (YHKIIMM IO KOHTPOJIIO M HaI30py B cdepe
3/IpaBOOXpaHeHus], GeaepanbHbIM OPraHOM HCIOJHUTENIBHON BJIACTH, OCYIIECTBISIOMUM (YHKIUHU IO
KOHTPOJIIO U HaJ30py B cepe oOpalieHns JIeKapcTBEHHBIX CPEJCTB JJISi BETEPUHAPHOTO MPUMEHEHHUs, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIMX B TpakAaHCKui obOopoT B Poccuiickoi
@Qenepanyy, yKa3aHHbIX B IIyHKTE 1 HacTosAlled 4YacTH, OpPraHU3alUsAMHU, OCYLIECTBISIIOLIMMHU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

IIPOU3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Pocculiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepannio, 3a UCKIOYEHUEM CEpUI WU NTApTUI JIEKapCTBEHHBIX MPENAapaToB, YKa3aHHBIX
B yacTtu 4 crarbu 52.1 n yactu 6 crateu 52.2 Hactosero denepanbHOro 3aKOHa;

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

0) moJydyeHHue MOCTyMnarolel B MOpsIKe, YCTaHOBICHHOM cTaThell 64 Hactosiero denepaibHOro
3aKoHa, HH(OpPMALMK O MOOOYHBIX JEHCTBUSAX, HEXKEJIATEIbHBIX PEAKIHIX, CEPbE3HBIX HEXKeTaTeIbHbIX
peakuusaxX, HENPEABUICHHBIX HEKEIATEIbHBIX PEAKUUAX IIPU IPUMEHEHUH JIEKAPCTBEHHBIX IIPENapaTos,
00 MHIWBUIYaJbHOM HENEPEHOCHUMOCTH, OTCYTCTBUHU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX IpENaparoB, a
Takke 00 MHBIX (haKTaX U 0OCTOSTEIBCTBAX, MPEACTABISIONINX YIPO3y KU3HU WU 370POBBIO YETIOBEKA
700 JKUBOTHOTO IPH NPHUMEHEHUU JIeKApCTBEHHBIX IpPENapaToOB U BBIABICHHBIX Ha BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit deaepannu u Ipyrux rocyiapcraax;

B) moiy4yeHue B coorBercTBUU ¢ DenepanpupiM 3axkoHoM oT 31 urons 2020 roma N 248-03 "O
roCcyJapCTBEHHOM KOHTposie (Haa30pe) W MYyHHIMNAIBLHOM KoHTposie B Poccuiickoit ®enepanun"
CBEJICHMI O MPUYMHEHUHU BpeAa WM 00 yrpo3e MPUYMHEHHs Bpelda KU3HHU, 3[I0POBBI0 TPaKIaH WM
JKUBOTHBIX.

Cratba 9.2. TlocypnapcTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuven
UCNONMHUTENbHbLIMMU oOpraHamm cyo6bekToB Poccunckon Pepepaumm nNosIHOMOYMNA B
cdepe obpalieHUs nekapCcTBEHHbIX CPeaCcTB ANsi MeAULUHCKOro NpuMeHeHus
(B pen. denepanbroro 3akona ot 08.08.2024 N 232-d3)

(BBeneHa ®enepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocymapcTBeHHBIN KOHTPOJIB (HAI30D) 32 peaau3anueii HCIIOTHUTEILHBIMA OpraHaMu CyOBEKTOB
Poccuiickoit @enepannu noaHoMounii B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO
IIPUMEHEHHUsI OCYLIECTBISAETCA YNONMHOMOYeHHbIM [IpaBurensctBoM Poccuiickon denepanuu opraHom
VCIIOJIHUTENILHOM BJIACTH.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenmeToM TroOCyJapCTBEHHOTO KOHTpOJs (Hag3opa) 3a peanu3aluedl HCHOJIHUTENbHBIMU
opranamMu cyobekToB Poccuiickoii ®enepanuu mnoaHoMouMii B cdepe oOpalleHus: JeKapCTBEHHBIX
CPEeACTB Uil MEAULIMHCKOTO MTPUMEHEHHUSI SIBJIIeTCS COOII0IEHNE YIOTHOMOUYCHHBIMU HCTIOIHUTETbHBIMU
opraHamu cyowsekToB Poccuiickoii @enepanyii METOAMKY YCTAHOBIIEHUS MIPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M NpPEJeNbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K (PAKTHUYECKHMM OTIYCKHBIM II€HaM,
YCTAaHOBJICHHBIM MPOU3BOJUTENAMU JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKApCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKApCTBEHHBIX MPEenapaToB.

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

3. Ilpm ocymecTBieHMH TOCYJAapCTBEHHOTO  KOHTpojis  (Haa3opa) 3a  peanu3anuen
WCIIOTHUTENIbHBIMA OpraHamMu cyobekToB Poccuiickoit denepannu mosHOMOYH B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIsl MEJUIIMHCKOTO IIPUMEHEHMSI IPOBOJIATCS CIECAYIOIINE BUABI MEPOIIPHUSITHIA:
(B pen. denepanpuoro 3akoHa ot 08.08.2024 N 232-03)

1) nokyMeHTapHbIE IPOBEPKHY;

2) BBIC3/THBIE TIPOBEPKH.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4. OpraHuzanusi U OCYIIECTBIECHUE TOCYIapCTBEHHOIO KOHTpoJia (HaA30pa) 3a peanu3aiueit
UCTIOJIHUTEIIEHBIMUA OpraHaMu cyObekToB Poccuiickoit dexepanuu mosHoMounii B chepe oOpalieHus
JIEKaPCTBCHHBIX CPEJICTB JIJIsi MEIUIIMHCKOTO MPUMEHEHHSI perynupytorcs DenepaibHbIM 3aKOHOM OT 21
nexadpst 2021 roga N 414-®3 "OO6 oOmmx MpUHIMIIAX OpPTraHU3aAIMU IMyOJMYHON BJIACTH B CyOBEKTax
Poccuiickoit ®eneparun'.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

5. IlonoxkeHne o rocyIapcTBEHHOM KOHTpoJie (Haa30pe) 3a peajau3anueil MCIOIHUTEIbHBIMU
opraHamu cyObekTOB Poccuiickoit ®Denepanuu momHOMOYHi B cdepe oOpalieHus JEKapCTBEHHBIX
CPEICTB Ul MEAULMHCKOrO IpUMEHeHUs yrBepxkaaercs [IpasurensctBom Poccuiickon @enepanuu.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

CraTtbsa 9.3. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPONb (HaA30p) 3a NpUMeHeHueMm
LeH Ha NekapcTBeHHblIe NpenapaTtbl, BKINOYEHHbIe B NepevyeHb XXU3HEHHO HEOO6X0ANMBIX
M BaXXHEMLUUX FieKapCTBEeHHbIX NpenapaToB

(BBenena @enepanbHbM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PervoHanbHbI TOCYJapCTBEHHBIN KOHTPOJIb (HaI30p) 32 MPUMEHEHUEM LIEH Ha JIEKapCTBEHHbIE
Ipenaparhl, BKJIIOYEHHbIE B IIE€peUYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
IIPEernapaToB, OCYILECTBISAETCS HCHOJHUTENbHBIM oOpraHoM cyOobekTa Poccuiickoit ®enepanuu,
YIIOJIHOMOYEHHBIM BBICIIMM UCIIOJIHUTENIBHBIM OpraHoM cyobekTa Poccuiickoit denepanuu.

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpeamMeToM PErMOHAIBHOIO I'OCYJApCTBEHHOTO KOHTpOJIA (HaJq30pa) 3a NPUMEHEHUEM LIeH Ha
JICKApCTBEHHBIC MPENapaTrhl, BKIIOYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHbIX  IpernapaTroB, SBISETCS  COONIOJEHUE  OpraHu3alUsMM  ONTOBOM  TOProBid
JIEKapCTBEHHBIMU CPEICTBAMM, allTE€YHbIMU OPraHU3ALMSIMH, UHAWBUIYAIbHBIMU MPEIPUHUMATEISIMH,
UMEIOIIMMHU  JIMIEH3UI0 Ha (apMaleBTUYECKYIO JAeATeNbHOCTh, MEIUIMHCKUMHU OpraHU3alusIMH,
MMEIOLIUMHU JIMIIEH3HUI0 Ha (hapMalleBTHUECKYIO JIeATeIbHOCTh, U UX 000COOJIEHHBIMU MOPa3/IeICHUSIMH,
PacroIOKEHHBIMU B CEJIbCKMX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€YHbIE OPraHU3ALNH,
IIpU peayn3alii JEKapCTBEHHBIX IMpernapaToB TpeOOBaHUI K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIaTh CyMMY (DAaKTUUECKOM OTIYCKHOM II€HbI, YCTaHOBJIEHHOM MpPOU3BOAUTENEM
JIEKAPCTBEHHBIX IPENAapaToOB, U KOTOPHIE HE IPEBBIIAIOT 3aPErUCTPUPOBAHHBIX MPEACIIBHBIX OTIYCKHBIX
IIEH, U Pa3MepoOB ONTOBBIX HAJ0ABOK M (MJIM) Pa3MEpPOB PO3HUYHBIX HAJA0aBOK, HE IMPEBBILAOIINX
COOTBETCTBEHHO Pa3MEpPOB MPE/EIIbHBIX ONTOBBIX HaJA0aBOK U (MJIM) pa3MEPOB MPEENIbHBIX PO3ZHUUHBIX
Ha/10aBOK, YCTAaHOBJIEHHBIX B cyobekTe Poccuiickoit deneparyu.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 323-D3)

3. OpraHu3anus M OCYILECTBIIEHHE PErMOHAJIBHOIO TOCYAAPCTBEHHOIO KOHTpOJA (Haja3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKApCTBEHHBIE NpenapaThl, BKJIOYEHHbIE B IEPEUCHb )KM3HEHHO HEOOXOIUMBIX U
BAXHEHIINX JIEKaPCTBEHHBIX IIpenapaToB, peryaupyrorcs denepansueiM 3akoHoM oT 31 nroinsa 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpoOJe (Haa30pe) W MYHHUIMIAIBLHOM KOHTpoie B Poccuiickoit
Oenepanun".

4. TlonoxxeHue 0 PerMOHaILHOM TOCYJAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MPUMEHEHHUEM IIeH Ha
JICKapCTBEHHbIE MPEeNaparhbl, BKIIOUEHHBIE B TMEPEYECHb J>KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB, YTBEP)KIAETCS BBHICIIMM HCIOJHUTEIBbHBIM OpraHoM cyOobekTa Poccuiickoit
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

denepanuu.
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®PepepanbHbll roCcyAapCTBEHHbIA  JIMLUEH3UOHHbLIA  KOHTPOJb
AeATenbHOCTN NO NPOU3BOACTBY JIeKAPCTBEHHbIX CpeacTB
(BBenena dexnepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. ®enepalibHbIl TOCYAApCTBEHHBIN JUIIEH3MOHHBIN KOHTPOJb JEATEIbHOCTH MO IPOU3BOJCTBY
JIEKapCTBCHHBIX CPENICTB  OCYIIECTBISETCS (penepalbHBIMA  OpraHAMH HWCIOJHUTEIBHON BIIACTH,
ynoiaHomoueHHbIMU [IpaBuTensctBoM Poccuiickoit denepann.

2. @enepalbHbI TOCYAAPCTBEHHBIM JIUIIEH3UOHHBIN KOHTPOJb JEATEIBHOCTH IO IPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISAETCS B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuneH3upOoBaHNUU OTIENBHBIX BHIOB AeATeNbHOCTH" U DenepaabHbIM 3aKOHOM OT 31 uiois
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpojie (HaA30pe) M MYHHIMMIAILHOM KOHTPOJE B
Poccuiickoit ®epepannu". B pamkax ¢enepalibHOrO TOCYAAPCTBEHHOTO JUIEH3MOHHOTO KOHTPOJIS
JESTeNbHOCTH IO TPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJbHBIC (HAI30pHBIC)
MEpPOIPUATHUSL HE MPOBOJATCS, IPU STOM IPOBOAUTCSA MNEPUOAUYECKOE TMOATBEPKACHHUE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSIM B COOTBeTCTBHM ¢ DeaepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUAOB JESITEIBHOCTH.

Mnaesa 5. PASPABOTKA, AOKITMHUYECKUE UCCINEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCINEOOBAHUA
JNNEKAPCTBEHHbIX MPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JeKapCTBEHHBIX CPEICTB BKJIIOYAET B ce0s IMOMCK HOBBIX (DAPMaKOJIOTHUUECKH
AaKTUBHBIX BEIIECTB, MOCIEAYIOIIEE H3YYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JOKIMHHYECKHE
UCCIIEIOBaHMsl, pa3pabOTKy TEXHOJIOTUH MPOU3BOJACTBA (papMalleBTUUYECKUX CYOCTaHLUN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX IIPENapaToB.

2. ®uHaHCOBOE 0O€ECTICUeHHUE PAa3pa0OTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 32 CUET:
1) cpencTB denepanbHOTO OOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeJICTB MPOU3BOIUTENEH JIEKapCTBEHHBIX CpEenCTB npu BBITIOJTHEHUH
Hay4YHO-HCCIIEI0OBATENIbCKUX pPabOT MO JOrOBOPY MEXIY pa3padOTUYMKOM JIEKApCTBEHHBIX CPENCTB U
MIPOU3BOUTENIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3aIpelIeHHBIX 3aKOHOJaTeNIbcTBOM Poccuiickoiit denepanny HCTOYHUKOB.

3. HpaBa pa3pa60TqHI<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOJATCIILCTBOM.

Cratba 11. [JOKNUHM4YECKOe MucCcCrefoBaHUe JleKapCTBEHHOro cpeacrea Ans
MeAULMHCKOro npuMmeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1. I[OKJII/IHI/IquKOG HCCICAOBAHUC JICKAPCTBCHHOI'0 CpE€ACTBa 11 MCAWINUHCKOI'O IIPUMCHCHHSA
MNpOBOAUTCA IMYTEM INPUMCHCHHA HAYUYHBIX MCTOAOB OIICHOK B MNIC/IX IOJYYCHHUSA OOKA3aTCIbLCTB
6C3OHaCHOCTI/I, KadecTBa U 3(1)(1)CKTI/IBHOCTI/I JICKaApCTBCHHOI'O CPpCACTBA.

2. JlokJIMHUYECKOE HCCIEeIOBaHHUE JIEKAPCTBEHHOI'O CPEICTBA Ui METUIIMHCKOTO MPUMEHEHHS
MIPOBOAMTCS B COOTBETCTBUU C MpaBUIaMH HaJyIekalield 1a00paTOpHO NMPaKTUKH, YTBEPKICHHBIMU
EBpa3uiickoii 3KOHOMUYECKON KOMUCCUEH.

(B pen. deaepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. Jlng opraHu3anuy U NpoBeAEHUs JOKIMHUUYECKOTO UCCIIEJOBAHMS JIEKAPCTBEHHOI'O CPEJCTBA s
MEAHUIIMHCKOTO MpPUMEHEHUs! pa3pabOTUMKH JIEKAPCTBEHHBIX CPEJICTB BIpaBe IPUBJICKATh Hay4HbIE
opraHu3zaiuu, o0pa3zoBaTeIbHbIC OPraHU3AIMK BBICIIETO 00pa30BaHUsl U MHBIE OpraHU3AIMH, UMEIOIIUE
HEOOXOUMYI0O  MaTepUaIbHO-TEXHHUECKYI0 0azy W  KBaIM(PHUIMPOBAHHBIX  CIEIUAINCTOB B
COOTBETCTBYIOIIEH 00JaCTH UCCIICIOBAHMUS.

(uactsb 3 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4, ,Z[OKJIHHH‘I@CKOC HCCICAOBAHUC JICKAPCTBCHHOI'0O CpEACTBa IJId MCAWMLIUHCKOIO IPUMCHCHHA
MNpoOBOAUTCA IIO YTBEPKIACHHOMY p83pa6OT‘II/IKOM JICKApCTBCHHOI'0 CpCACTBa ILIaHY C BCIACHHCM
IMPOTOKOJIa 3TOI0 MCCICAOBAHUA M COCTABJICHHEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTAaTbl 3TOIO
HCCICOOBAHUA KW 3aKIHOYCHUC (6] BO3MOJXHOCTH  IMPOBCACHUA  KIMHHUYCCKOI'O HCCIICOOBaHUA
JICKApCTBCHHOTO IIpCriapara JJIs1 MCAUIIUHCKOI'O IPUMCHCHU .

5. IlpoBeneHune MpoBEepOK COOJIIOACHUS TTPaBUIl HaAJIe)KaIIeH 1a00paTOPHON MPAKTUKHU U MPABOBBIX
HOPM HCIIOJIb30BaHUSI KUBOTHBIX MPH TPOBEICHUU TOKIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX
CPEICTB JJIsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YHMOIHOMOYEHHBIM (efepaibHbIM OPraHOM
HWCIIOTHUTEIbHOM BIACTH.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynpTaThl JOKIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA JJIsi MEIUITUHCKOTO
MPUMEHEHHUST MOTYT OBITh MPEACTaBICHBl B YMOJHOMOYEHHBIN (penepanbHblii OpraH MUCHOTHUTEIHHOM
BJIACTH B YCTAHOBJICHHOM TOPSAKE B LIETSX PETUCTPAIINH JICKAPCTBEHHOTO Tperapara.

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

Cratba 12. [loKknuMHMYECKOe uccrnefoBaHMe JeKapCTBEHHOro cpeacrtea W
KIIMHMYEeCKOe uccrnefoBaHME JEKapCTBEHHOro npenapara Ansi  BeTepUHapHoOro
NPUMEHeHunA

1. Z[OKJ'II/IHI/I‘-ICCKOC HCCJICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA IJIsI BCTCPHUHAPHOI'O IMPUMCHCHHA
IMPOBOAWUTCA MyTEM IHNPUMCHCHHA HAYUYHBIX MCTOJOB OICHOK B MNCIIAX IOJIYYCHHUS OOKa3aTCIbLCTB
6630HaCHOCTI/I, KadueCTBa U BQ)CI)GKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA, B TOM YUCIIC OIIPECACIICHUA CPOKaA
€ro BbIBCACHUA U3 OpPraHu3Ma >XMBOTHOT'O, B LEJIAX obecneyeHns 0E30MaCHOCTH MMpOAYKIIUU KUBOTHOT'O
MPOUCXOKACHUA MOCJIC TPUMEHCHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O ITpCI1apara.

2. JIoKJIMHHUYECKOE HCCIEe0BaHUE JIEKApCTBEHHOTO CpPEACTBA M KIMHMYECKOE MCCIIE0BaHNE
JIEKapCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO TMPUMEHEHUs, HUCCIIeOBaHHE OWOIKBUBAIEHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOT'O Tperapara MPOBOASATCS B COOTBETCTBHH C TPABUIIAMH, YTBEP>KICHHBIMHU
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3. JIOKJIIMHUYECKOE HCCIIEI0BAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMUYECKOE MCCIEA0BaHNE
JIEKapCTBEHHOI'O TMpernapaTra JUuisi BETEPUHAPHOTO TMPUMEHEHUS TMPOBOJATCA IO YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CpPEACTBA IUIAHY C BEIEHHUEM IPOTOKOJOB ATHUX HCCIEIOBAaHUN W
COCTaBJICHHEM OTYETOB, B KOTOPBIX CO/AEPKATCA PE3YIbTAThl ITHUX UCCIICOBAHUIA.

4, I[JISI opraHu3alvii U MPOBCACHUA HOKIMHUYCCKOTO HMCCICAOBAHUSA JICKAPCTBCHHOTO CPCACTBA U
KIIMHUYCCKOI'O UCCIICAOBAaHUSA JICKAPCTBECHHOI'O IIpEriapara JJIs1 BETCPHUHAPHOI'O IIPUMCHCHHA paBpa60T‘II/IK
JICKApCTBCHHOT'O cpeacTBa MOXKET IIPUBJICKATH OopraHu3anuvu, HMCIOIHEC H606XOI[I/IMyIO
MaTCpraIbHO-TEXHUYCCKYIO 633y n KBaJ'II/I(i)I/II_[I/IpOBaHHBIX CIIeuuaJiuCToB B COOTBCTCTBYIOHleﬁ obnactu
HUCCICIOBAaHU.

5. Knuauueckne HUCCIICA0BaHM JICKAPCTBECHHBIX IIPEIIapaToB JIA BETCPUHAPHOIO IIPHUMCHCHUSA
MMpOBOAATCA B BCTCPUHAPHBIX OpraHu3alvaxX W B OpraHu3aluiax, OCYHICCTBJ/IAIOIIHUX PA3BCIACHUC,
BbIpallluBAHHUEC U COACPKAHNC )KUBOTHBIX, B ICJIAX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX ITPENapaToB 30POBBIMU KUBOTHBIMU;

2) mombopa ONTUMAJIBHBIX JO3MPOBOK JIGKAPCTBEHHBIX IIperaparoB M Kypca JICYeHUS Ha
KOHKPETHOMU TPYIIE KUBOTHBIX C OMPECICHHBIM 3a00JI€BaHUEM;

3) ycranoBieHus 6e30nacHOCTH U 3G (GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, mpeaHa3HaueHHOT O
JUTSL JICUEHUS OTPENICIICHHBIX 3a00JIeBaHUI )KUBOTHBIX, WK 3()(HEKTHBHOCTH JIEKAPCTBEHHOTO TIperapara
U1 Tpo(pUITaKTUKK 3a00JIeBaHUN 3I0POBBIX JKUBOTHBIX;

4) wn3ydeHMs] BO3MOXHOCTEH pacUIMpEHHUs IOKa3aHUN K IPUMEHEHUIO 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOT'O Mpernapara U BbIBICHUS PaHee HEU3BECTHBIX MMOOOYHBIX IEHCTBUM.

6. KnuHuueckoe wucciieoBaHME JIEKapCTBEHHOI'O IIpernapara JUisi BETEpUHAPHOIO IPUMEHEHUs
OCYILECTBIISIETCA 32 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOT'O CPECTBA.

7. Otuersl O pe3ynpTaTax AOKIMHUYECKOIO MCCIEJOBAHUS JIEKAPCTBEHHOIO CPEACTBA H
KJIIMHUYECKOTO  MCCIENOBAaHUS  JIEKapCTBEHHOIO IIpernapara JUlsli BETEPUHAPHOIO  NPUMEHEHMS
COCTABJISIFOTCS.  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEJACTBA C YYETOM 3aKJIIOUCHMH OpraHu3anui,
NPUHUMABIIUX Y4acTHE B OPraHU3alMU U POBEJCHUN ATUX UCCIIEIOBAHUM.

8. Konrtponp 3a mnpoBeicHUEM TOKIMHUYECKUX HCCIACAOBAHUN JIEKAPCTBEHHBIX CPEJICTB W
KIIMHUYECKUX  MCCIIEIOBAaHUW  JIEKAPCTBEHHBIX IMpEnapaToB Uil BETEPUHAPHOTO IPUMEHEHUs
OCYIIIECTBJISIETCSl YIIOIHOMOUYEHHBIM (he/iepaibHBIM OPTaHOM HCIIOTHUTEIHHON BIIACTH.

Masa 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN,
PErMCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-O3)

Koncynprantlimtoc: npumedanue.

[lo 3asBnenusM, nomanHeiM A0 01.01.2021, nexapcTBeHHBIE mpenaparsl Ui MEIULIHHCKOTO
MIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUU C TpeOoBaHUsAMHU, neiictBoBaBmuMu 10 30.01.2024. O
MPUBEAECHUN B COOTBETCTBUE ¢ akTamMu EADC Takux M paHee 3aperuCTPUPOBAHHBIX MPENApPaTOB CM.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

@3 o1 30.01.2024 N 1-D3.

Cratba 13. [locypapcTBeHHas perucrTpauus, perucrpaumsi JieKapCTBEHHbIX
npenaparoB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickoii ®enepauuu TONYCKAKOTCS MPOU3BOACTBO, XpPAaHEHHUE, IEPEBO3Ka, BBO3 B
Poccuiickyro @enepanuro, BbiB03 U3 Poccuiickoit @enepannu, pekiiama, OTIIYCK, peanu3anus, nepegaya,
MPUMEHEHHE JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHHU  3apPETUCTPUPOBAHBI  YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH B COOTBETCTBUH C HACTOAIUM DeepaibHbIM 3aKOHOM
100 B COOTBETCTBUH C aKTaMHU, COCTaBISIOMMME paBo Coro3a.

(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBeHHOM perucTpanuu mojiexar:

1) Bce nexapcTBEHHBIE Ipemaparhbl, BIEpPBbIC MOJUIeKAINIe BBOAY B oOpamieHue B Poccuiickoi
®eneparuu;

2) neKkapCTBEHHbIE IpenapaTrhl, 3apEerUCTPUPOBAHHBIE pPAHEE, HO IPOU3BEIEHHBIE B JPYIHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUU C IEPEUHEM HAUMEHOBAHMH JIEKapCTBEHHBIX (hOpM, B HOBOH
J03UPOBKE IMPH JOKA3aTEIbCTBE €€ KITMHMYECKON 3HAUUMOCTH 1 3P EKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEMapaToB.

3. T'ocymapcTBeHHAss perucTpanus JIEKapCTBEHHBIX IPENapaToB OCYLIECTBISETCS MO pe3yabTaTaM
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. l'ocynapcTBeHHas: perucTpalys JeKapCTBEHHOTO Mpenapara OCyIeCTBISIETCS COOTBETCTBYIOIINM
YIOJTHOMOYEHHBIM (pesiepalibHbIM OpraHOM HMCIOJHHUTENBHOM BIACTH B CPOK, HE MpPEBBILIAIOMIMNA CTa
HIECTUAECATH pabouyux JHEH co JAHA NPUHATHS 3adBICHMS O TOCYAAPCTBEHHOM perucTpanuu
JICKApCTBCHHOTO IMperiapaTa Ajid MEAUIUHCKOTO ITPUMCHCHMS, U B CPOK, HEC HpCBBIHIaIOHII/Iﬁ CTa ABajalnaTru
pabouux JHEH co AHA MPHUHATUSA 3asiBJICHHUA O TOCYAAPCTBEHHOM PErucTpaluu JIEKapCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO PUMEHEHUs. B yka3aHHBIA CPOK BKJIIOYAETCS BpPEMs, HEOOXOIUMOE ISt
MOBTOPHOTO MPOBEIEHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CpPEACTBa B COOTBETCTBMM CO cTaTheill 25
Hacrosmiero ®enepanpHoro 3akoHa. CpoK TOCYapCTBEHHOW PETHMCTpalyl JIEKapCTBEHHOTO IperapaTa
UCUUCHIAETCS CO JIHA NPUHATHS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (pelepajbHbBIM OpraHOM
HWCTIOTHUTETbHOMN BJIaCTH COOTBCTCTBYIOLICTO 3asBJICHUA (6] FOCYI[apCTBCHHOﬁ perucTpanmuu
JIEKapCTBEHHOTO Mperapara ¢ MPUJIOXKEHHEM HeOOXOJAMMBIX JIOKYMEHTOB 10 JIeHb BBIIAYd
PETHCTPAIIIOHHOTO YI0OCTOBEPEHUS JISKApCTBEHHOTO IpenapaTa. Bpems, HeoOxomumoe i HarpaBIeHUs
YIIOJIHOMOYEHHBIM  (hefiepalbHbIM OpPraHOM MCIOJHUTEIbHOM BJIACTH 3ampoca O IMPEeACTaBICHUU
HeO6XOJII/IMI)IX MaTC€pHraJioB N NPCACTABJICHUA 3aABUTCIIEM OTBETA Ha )IaHHBIﬁ 3a1pocC B COOTBETCTBHUU CO
cratbsiMu 16, 19 u 23 nHacrosmero deaepaqbHOro 3aKOHA, HE YYHUTBHIBAETCS MPU HCUUCIEHUH CpPOKa
rOCY/IapCTBEHHOW PEruCTpalny JICKapCTBEHHOTO Ipernapara.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

5. T'ocynapCcTBEHHOW pErucTpaluy HE OAJIEKAT:

KoncynbrantlLmtoc: mpumeuaHue.
C 01.03.2025 B . 1 4. 5 cr. 13 BHOCsTCS M3mMenenus (D@3 ot 30.12.2021 N 463-D3). Cm. Oyaymryro
PEIaKIuIO.

1) nekapcTBEHHbIC Mpenaparbl, W3rOTOBJICHHbIC AlNTEYHBIMU OpPraHU3AIMSIMH, BETCPHUHAPHBIMHU
anTEeYHbIMM OpraHU3alUsIMU, UHAUBUAYAIbHBIMU MPEIIPUHUMATEISIMU, KOTOPbIE UMEIOT JIMIEH3UIO Ha
(bapMarieBTHYECKYI0 JACSTENbHOCTh, 10 pelenTaM Ha JIEKapCTBEHHBbIE IpernapaTrbl U TpeOOBaHHIM
MEIULUHCKUX OpraHU3aliii, BETEpUHAPHBIX OpraHU3aLUi;

2) ekapCTBEHHBIC TpENapaThl, IPHOOPETEHHbIC PU3NISCKUMU JTUIIAMU 3a TipeaenaMu Poccuiickoi
®enepauuy U NpegHaA3HAYEHHBIE 17151 TUYHOTO UCIIOIb30BAHMUS;

3) nexkapcTBEHHBIE MpenapaThl, BBO3UMbIe B Poccuiickyro denepaliuio aiis okazaHusi MEIUITMHCKON
MIOMOIIM 1O U3HEHHBIM MOKA3aHMSIM KOHKPETHOIO MAalMEeHTa Ha OCHOBAHUM Pa3pELIEHUs, BBIIAHHOIO
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHATEIHLHOU BIIACTH,

4) JICKaApCTBCHHLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKym CDez[epauI/IIo Ha OCHOBAaHHWHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM (i)eﬂepaJII)HBIM OopraHom HCIIOJIHUTEILHON BIIACTH paspeliCHusd U NMpCAHA3HAUYCHHBIC
A1 IPOBCACHHA KIMHHUYCCKUX I/ICCJ'IGIIOBaHI/Iﬁ JICKAPCTBCHHLIX IIPC€IIapaToB H (I/IJ'II/I) IIPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCACTB JJIA OCYIICCTBJIICHUA FOCYIIapCTBeHHOfI perucTpanun
JICKaApCTBCHHLIX IIPCIIApaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paﬂHO(bapMaHCBTquCKHC JICKApPCTBCHHBIC IIpCIiapaThbl, HU3TOTOBJICHHBIC HCIIOCPCACTBCHHO B
MCIUIHUHCKUX OpraHu3aluviax B IOPSAAKEC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)eﬂepaJ'II)HI)IM OopraHom
HUCIOJIHUTEIbHOM BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE JIJISl IKCIIOPTA;

8) OHOTEeXHOJIOTMYECKHE JIEKapCTBEHHbIE IpenapaTsl, MpeJHa3HAaYeHHbIe JIi NPUMEHEHUs B
COOTBETCTBUM C WHAMBUAYAJbHBIM MEIWLIHMHCKUM HA3HAYEHUEM M CHELUAIbHO H3TOTOBJICHHBIE [UIS
KOHKPETHOI'O MallMeHTa HEMOCPEICTBEHHO B MEAUIIUHCKON OpPraHNU3aliu, B KOTOPOU IPUMEHSETCS TaKOU
OMOTEXHOJIOTMUECKUN JIEKapCTBEHHBIM IpernapaT, HMEIOIIME B CBOEM COCTAaB€ COEAMHEHMS,
CUHTE3UPOBAHHBIE 10 pe3yIbTaTaM I'€HETUYECKUX UCCIIEIOBAHNN MaTepuaa, IIOJy4€HHOIO OT IalUeHTa,
JUIE  KOTOpPOTO W3rOTOBJEH TaKoH OMOTEXHOJOTMYECKUIl JeKapcTBeHHbIM mpenapar. [lepedenb
MEIUIMHCKUX OpraHu3aluii, UMEIOIUX MPpaBo U3rOTaBIMBATh U NPUMEHITh TaKHe OMOTEXHOJIOTHYECKUE
JIEKapCTBEHHBIE INpernapaTel, yreepxkaaercs [IpasurensctBom Poccuiickon @enepanuu. Paspemenune Ha
IPUMEHEHHE TaKUX OHOTEXHOJOTHYECKUX JIEKaPCTBEHHBIX IPENapaToB BBIJACTCS YHNOTHOMOUYEHHBIM
benepanbHBIM OpPraHOM MCIIOJHUTEIBHOW BJIAcTU B TMOpANKe, ycTaHaBiuBaeMoM llpaBuTenscTBOM
Poccuiickoit ®enepauuu. Ilopsnok oOpamieHuss TakMX OMOTEXHOJIOIMYECKHX JIEKApCTBEHHBIX
MIpEenaparoB, BKIOYAs MOPSAOK UX U3TOTOBIICHHUS, MPOBEAEHUS SKCIEPTU3BI, OCYIIECTBICHHUSI KOHTPOJIS
KayecTBa TaKUX OHMOTEXHOJOTHUECKMX JIEKAPCTBEHHBIX IpPernaparoB, IMPUMEHEHHs, XpaHEHMS,
TPAHCIOPTUPOBKM M YTHIIM3ALMUK TaKuX OMOTEXHOJIOTMYECKHX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe
TpeOOBaHUS K TakUM OMOTEXHOJOTMYECKHM JIEKAPCTBEHHBIM IIpernaparaM W MEAMIHUHCKUM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OpraHM3alysM, HMX M3rOTaBIMBAIOIIMM M IPUMEHSIONIUM, ycTaHaBiuBawoTcs llpaBurenscTBOM
Poccuiickoit @eneparuu.
(. 8 BBeneH PenepanbHbiM 3ak0HOM OT 30.01.2024 N 1-D3)

5.1. 3agBieHue O PperucTpalud BOCIPOU3BEACHHOIO JIEKAPCTBEHHOrO Ipemapara s
MEIUIUHCKOTO TPUMEHEHUS MOXET OBbIThb TIOAaHO B YIOJIHOMOYEHHBIH (QenepanbHblii  opran
UCIIOJIHUTEJIBHOW  BJIACTH, OCYLLECTBIIAIOUIMM  TOCYJapCTBEHHYIO PErHCTPallMi0  JIEKapCTBEHHBIX
IIPEnapaToB, MO HUCTEYEHHM YETBIPEX JIET C JaThl FOCYAAPCTBEHHOW PETUCTPALMU WM PETUCTPALUU
pedepeHTHOro JeKapCTBEHHOI' 0 Mpenapara i MeIUIMHCKOro npumenenus B Poccuiickoit denepannu.
(uactsb 5.1 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBneHue O perucTpanuu OMOAHAJIOroBOro (OMOIOJOOHOTO) JIEKAapCTBEHHOIo Ipenapara
(Omoanainora) Ui MEIUIIMHCKOTO MIPUMEHEHHUSI MOXKET OBITh MOJJAHO B YIIOJHOMOYEHHBIN (eepaabHbIi
OpraH HCIIOJHHUTEIBFHON BIACTH, OCYLIECTBISIIONIMN TOCYJapCTBEHHYIO PETHUCTPALUIO JIEKApCTBEHHBIX
MpenapaToB JUIsi MEJUIIMHCKOTO TPUMEHEHUS, M0 HCTEYCHHWH TpeX JET C JaThl TOCyJapCTBEHHOMH
PETHCTPAIK WK PETUCTPALK pedepeHTHOTO JeKapcTBEHHOro npenapara B Poccuiickoit deneparuu.
(dactp 5.2 BBenena denepanbubim 3akonoM oT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOIb30BaHME B KOMMEPUECKHX IIeNsiX HH(opManuu o pe3yabTaTax
JTOKJIMHUYECKUX UCCIEAOBAHUHN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIIEIOBAHUMN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTE]IEM MJs TOCYAapCTBEHHOM
perucTpanmy UM perucTpaluu JIEKapCcTBEHHOIO IpernapaTa, 0e3 ero corjiacus B TE€UEHUE IIECTU JIET C
JaThl TOCYIapCTBEHHOW PErucTpalyy WIK perucTpanuu pedepeHTHOro JEKapCTBEHHOIo Ipernapara B
Poccuiickoit ®enepanuu.

(uactsb 5.3 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKAPCTBCHHBIX IIPCIAapaToB, OTIUYAOIIUXCA JApYyr OT JApyra Ka4Y€CTBECHHBIM COCTABOM
HeﬁCTBYIOIHHX BCIICCTB, IO OAVMHAKOBBIM TOPT'OBBIM HANMCHOBAHHUEM

2) OAHOTO JIEKapCTBEHHOTO Mpernapara, MPeCTaBICHHOTO Ha TOCYIapCTBEHHYIO PErHCTpalfio B
OTHOIIIEHWH OJIHOTO W TOTO K€ JepiKaTelis WIM BIaJelblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa B BHUAE JBYX W Oojee IJEKapCTBEHHBIX MpErapaTtoB MOJA pPa3TUYHBIMU
TOPTrOBBIMH HAaWMEHOBAHHSIMHU.

(m. 2 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B »SIeKTpoHHOW (opme cyObekTa oOpalieHusl JEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YIOJIHOMOYEHHBIM  (peiepalibHBIM ~ OpraHOM  HWCTIOJHUTENBHOM  BJACTH,
OCYIIECTBJISIONIUM TOCYJaPCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX MPEMapaToB, B YCTAHOBIEHHOM UM
MOPSAZIKE OCYIIECTBISIETCS HAayYHOE KOHCYJIbTHPOBAHHE IO BOMPOCAM, CBSI3aHHBIM C TPOBEIACHHEM
JOKIIMHNYECCKUX HCCHG}IOB&HHﬁ, KIIMHUYECKUX I/ICCJ'IG,JIOBaHI/Iﬁ JICKApCTBCHHBIX IMPEIapaToB, SKCIICPTU3EI
KauecTBa JICKAPCTBEHHBIX CpPeACTB, dS(PPEKTUBHOCTH U  OE30MACHOCTH, C  OCYIIECTBICHHEM
TOCYAapCTBEHHOW pPETUCTpaIlMi JIEKAPCTBEHHBIX MpenapartoB. KOHCYIbTHpOBaHUE OCYIIECTBISIETCS C
npuBJIeYeHHEM (pelepanbHbIX TOCYJAapCTBEHHBIX OIO/DKETHBIX YUYPEKICHHH, MOJIBEIOMCTBEHHBIX
naHHOMY (denepaibHOMY OpraHy HCIOJHUTEIBHOW BJIACTH M HE YYaCTBYIOIIUX B OpraHU3alUH
MPOBEJICHUS] OKCIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEJACTB B IENSIX OCYIIECTBICHHUS UX
rOCYJIapCTBEHHOM PErucTpalii B COOTBETCTBUHM CO CTaThell 16 Hacrosmero deaepaibHOro 3akOHa, B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

BUJIC OTBETA B NMUCHBMEHHOH (OpME YIOITHOMOYEHHOTO (pe/IepabHOr0 OpraHa MCIOJHUTEILHON BIACTH
Ha 3arpoc. Pa3mep B3umaeMoil ¢ 3asBUTEINS IUIAThl ONPEAEISETCS B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
Poccuiickoit deaepannu 00 opraHu3anyy MPeJOCTaBICHUS TOCYAAPCTBEHHBIX U MyHUIIUIAIBHBIX YCIIYT.
Nudopmanus 00 OCYIIECTBIEHUM HAYYHOTO KOHCYJIbTHPOBAHHSA, B TOM 4YHCIE CTaTbd, O030pHI,
CIpaBOYHBIE MaTepualibl M WHas HHGpopManMs 00 OCYIIECTBICHHH HAYYHOTO KOHCYJIBTHPOBAHUS,
pasmeriaercs Ha OQUIMAIBLHOM CalTe YIOJHOMOUYEHHOIro (enepasbHOr0 OpraHa HUCIOJIHUTEIbHON
Biractu B cetn "HMHTepHEeT" ¢ COOMIOJCHMEM OrpaHHYCHH, YCTaHOBJIEHHBIX 3aKOHOJATEIHCTBOM O
NEPCOHAIbHBIX JAHHBIX, KOMMEPYECKOH U (MJIM) roCyJapCTBEHHO TaliHe.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

8. T'ocynmapcTBeHHas perucrpanus JIEKapCTBEHHBIX IPENnaparoB, KOTOPbIE IMPEJHA3HAYEHbI IS
IIPUMEHEHUsI B  YCIOBHUAX BOCHHBIX JCHCTBUH, YPE3BBIYAMHBIX CUTYyallMi, IIPERYyIPEKICHUS
Ype3BBIYANHBIX CUTYalMid, TPOMUIAKTUKNA U JIedeHHs 3a00JIeBaHUN, MPEICTABIAIOMIUX OMACHOCTh JIs
OKpY’KaloIIKX, 3a00JI€BaHUI U TIOPAKCHHUM, TIOTYYEHHBIX B Pe3yJIbTaTe BO3JACHCTBHS HEOIArONpPUATHBIX
XUMHUYECKUX, OMOJIOTUYECKUX, PATUAIIMOHHBIX (PaKTOPOB, U KOTOpbIE pa3paboTaHbl B TOM YHCIE IO
3aJaHui0 (heZiepalibHBIX OpPTaHOB HCIIOJHUTEIBHON BIIACTH, YMOJHOMOUYEHHBIX B OOJIACTH OOOpPOHBI
CTpaHbl U 0E30MaCHOCTH TOCYIapCTBa, a TAKXKE JIEKAPCTBEHHBIX CPEJCTB B Ciiydae MX Ae(PEeKTyphl WU
pUCKa BO3HHMKHOBEHHUs Je(PEKTypbl B CBS3M C BBeJACHHEM B oOTHomeHun Poccuiickoit ®eneparun
OTPaHUYMUTENbHBIX MEpP 3KOHOMHYECKOTO XapaKTepa OCYILIECTBIAETCS B MOPSAKE, YCTAHOBIEHHOM
IIpaBurenscTBoM Pocculickoit denepanuu.

(B pen. deaepanbubix 3akoHoB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIEKAPCTBEHHbLIX CPeAcTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCH€pTI/I3a JICKAPCTBCHHLBIX CPCACTB OCHOBLIBACTCA HA NPUHOUIIAX 3aKOHHOCTH, CO6JHOI[CHI/I$[
npaB H CBO60,I[ YCJIOBCKAa MW TIpaxkJaHHWHA, IIpaB OPUIHYCCKOro JiMia, HE3aBUCHUMOCTH OSKCIICPTAa,
O6L€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IOJHOTBIL I/ICCJ'ICZ[OBaHI/II\/'I, MNPOBOAWMBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KGHI/II\;I HayKM MW TCXHUKH, OTBCTCTBCHHOCTHU Q)enepanLHoro TOCYHdapCTBEHHOTI'O
6I-OJI)KCTHOFO YUPCKACHHA 110 MPOBCACHHUIO OKCIICPTU3bI JICKAPCTBCHHBIX CPEACTB MW ISKCICPTOB 3a
MMPOBEACHUC U KAUYCCTBO 3KCIICPTUIHI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPenapaToB sl MEAUIIMHCKOTO IPUMEHEHHS BKIIOYAET B ceOsl:

1) skcmepTH3y AOKYMEHTOB, NpPEICTABIECHHBIX Ul ONpEAETeHUs BO3MOXKHOCTU pPaccMaTpUBaTh
HCKapCTBeHHBIﬁ npemnapar ajd MCAUIUHCKOI0 IMPUMCEHCHUSA B KadYC€CTBC Op(baHHOFO JICKApCTBEHHOT'O
npernapara;

(B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2) BKCHepTH3y MpPeJUI0KEHHBIX METOJO0B KOHTPOJS KauyecTBa JIEKAPCTBEHHOI'O CPENICTBA M (MJIM)
Ka4ecTBa MPE/ICTABICHHBIX OOPa3LOB JIEKAPCTBEHHOI'O CPEACTBA C HCIOJIB30BAaHUEM ITHX METO/OB
(anee - sKCHEPTH3a Ka4eCTBa JIEKApCTBEHHOT'O CPE/ICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) oKcmepTH3y OTHOILICHHS OXXHIAeMOW TMOJ3bI K BO3MOXKHOMY PHCKY TNPUMCHEHUS
JIEKapCTBEHHOTO Ipernapara;

4) OKCIICPTU3Y PCTrUCTPAIUOHHOTO IOOCHEC Ha HeKapCTBCHHBIﬁ npenapar B HCIAX OHNPCACICHUA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaToB JJIsi MEIUIIMHCKOTO IPUMEHEHUSI.
(1. 4 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX IIPENapaToB JJisi BETEPUHAPHOIO IPHUMEHEHUs BKIIOYaeT B cels
JKCIEPTU3y KadecTBa JIEKAPCTBEHHOIO CPEJICTBA M OSKCHEPTH3y OTHOLIEHHUS OKMJIaeMOM IOJIb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHsI JIEKaPCTBEHHOT'O IIpenapara.

Ctatba 15. ®PepepanbHoe rocygapcTBeHHoe OGloMpKeTHoe yupexaeHue To
NpoBeAeHUI0 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMTCS (peepabHbIM TOCYAaPCTBEHHBIM OFOJIKETHBIM
YUPEKACHUEM COOTBETCTBYIOILEIO YIOJIHOMOYEHHOTO (heJiepalbHOro OopraHa MCIOJHUTEIBHOW BIIACTH,
CO3JIaHHBIM ISl OOECIICYEHUsS] HCIIOJIHEHHs IMOJIHOMOYMH 3TOr0 (peepasbHOTO OpraHa IO BbIaye
paspeleHnii Ha MPOBEICHUE KIMHUYSCKUX HCCICAOBAHUN JIEKAPCTBEHHBIX IpermapaToB W (WIK) TIO
TOCYJapCTBCHHON perucTpanuu (perucTpaiyu) JICKapCTBEHHBIX MPENapaTroB (najee - HSKCHEPTHOE
YUpEKICHUE).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantl[ntoc: npumeyanue.

[Tonoxenus ct. 16 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromuecs nIpeaoCTaBIECHUS FOC. YCIYT MpU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: Ul MEIUIIMHCKOTO IPUMEHEHHs] IOCPEICTBOM E€IUHOU
cucteMbl U (WIK) eauHOro moptana, npuMmensroTcs ¢ 01.01.2025; mis BeTepuHAPHOTO MPUMEHEHHS
IIOCPEACTBOM €AMHOr0 noprana, npumenstores ¢ 01.01.2026.

Cratbsa 16. OpraHusaums npoBeAeHUs1 IKCNEePTU3bI NIeKapCTBEHHbIX CPeaCTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB IMPOBOJAUTCS KOMHUCCHUEH SKCIEPTOB SKCIEPTHOrO
YUPEXKACHUSA, Ha3HAYEHHOU €ro pPyKOBOJAUTEIEM, Ha OCHOBAaHUU 3aJaHUS Ha IPOBEIACHUE DKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEZCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (erepabHbIM OpraHOM HCIHOJHUTENbHOU
BJacTU. PyKoBOIUTENh 3KCIIEPTHOTO YUPEKICHHUS 00eCIeunBaeT HaJIexallee MPOBEAEHUE IKCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHM C 33JaHHEM, BBIAAHHBIM YIIOJIHOMOUYEHHBIM (eepalbHbIM
OpraHOM HUCIIOJIHUTEIIBHON BIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOIO 3aKIIIOUEHHUs dTOW KoMuccuu. B
COCTaB 3TOM KOMHCCHHM IO PEIICHUIO PYKOBOJIUTEINS SKCIEPTHOTO YUPEKIEHUS MOTYT ObITh BKJIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTarolue B JAHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX CIIELHaIbHbIe
3HaHWA HEOOXOJMMBI JJsi TPOBEIACHHUS OJKCHEPTU3bl M TaKue OHKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUYPEKICHUH.

2. DKCHepToM IO TMPOBENEHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISIETCS ATTECTOBAHHBIN
paOOTHUK SKCIEPTHOTO YUPEKICHHs, KOTOPBIH HMeEeT BbICIIEe MEIULUHCKOE, (hapMaleBTHUECKOE,
OMOJI0rMYecKoe, BETEpHHAPHOE UM XUMUYecKoe 00pa3oBaHUE U MPOBOAUT HKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 00S3aHHOCTEH (Jjaee - SKCIepT).

3. HpI/I MPOBCACHUHN OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB OKCIECPT HE MOXCET HAXOIUTHCA B
KaKOHW-TN00 3aBHCUMOCTH OT Jiuia, HA3HA4YMBLICTO 3TY OJKCIICPTU3Y, pa3pa60TqHKa JICKApCTBECHHOI'O
Cp€ACTBA UJIN APYTUX 3aMHTCPECOBAHHEBIX B PE3YyJIbTaTaX SKCIICPTU3BI JIUII.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4. Ilpu mnpoBEeOEHHM OSKCIEPTHU3Bl JIEKAPCTBEHHBIX CpPEACTB HE JOMYCKaeTCcsl HCTpeOoBaHHE
HKCHEPTOM Y 3asBHUTENs JTMOO MHBIX JIUI MaTepHaloB, HEOOXOJUMBIX JUIsl IPOBEAEHUS SKCHEepTU3bl. B
cllydyae HEIOCTATOYHOCTH TPEACTABICHHBIX JKCIIEPTY MaTEepPHajOB B JIMYHBIA KaOMHET 3asBUTENS B
€IMHONW TrocylapCTBEHHOW HMH(OpMalMOHHON cucteMe B cdepe 31paBOOXpaHEHUs (nanee - enuHas
CUCTEMAa) OHKCIEPTHBIM YYpEXKJCHHUEM HaIpaBisAeTCs 3alpoc O IMPEACTAaBICHUM HEOOXOIMMBIX
MaTepHaloB, MOANUCAHHBI PYKOBOJAUTENEM (YIOJIHOMOYEHHBIM JIMLOM) 3KCHEPTHOIO YYPEXKICHHS C
UCTOJIb30BAHNUEM YCHIICHHON KBATM(DUIIUPOBAHHOMN 3JIEKTPOHHOM MOIIHCH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HAIIPABUTH B JTMYHBINA KAOMHET IKCIIEPTHOTO YUPEKICHHS B €IUHON CHCTEME
HOJIIMCAHHBIA YCHJICHHON KBaJIM(UIMPOBAHHON 3JIEKTPOHHOM MOAIKMCHIO OTBET HA 3aIpOC 3KCIEPTHOTO
YUpEXKIEHUS B CPOK, HE NPEBBIMAIOIMN IEeBIHOCTA pabO4MX JHEH CO JHSA IOJYyYEHHUS SKCIEPTHBIM
YUPEKACHUEM JJIEKTPOHHOIO YBEAOMIJIEHHS O IIOJIyY€HHM 3asBUTENIeM 3ampoca. Bpems co 1Hs
HaIpPaBJIEHUSI SKCIIEPTHBIM YUPEXKJACHUEM B JMUYHbBIN KaOMHET 3asBUTENS B €IMHON CHUCTEME 3arpoca O
IPEJCTABICHUN JIOTIOJIHUTEIbHBIX MAaTE€PUalOB 1O JIHS HAIpaBJICHUs 3asBUTENEM B JIMYHBIM KaOWHET
AKCIIEPTHOIO YUPEKJICHUS B €IMHOM CUCTEME OTBETA HA 3aIPOC HE YUUTHIBAECTCA IPU UCUUCIEHUU CPOKA
IIPOBE/ICHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

(dactp 4.1 B pen. ®enepansuoro 3akona ot 30.01.2024 N 1-03)

4.2. Ecan 3asBUTEIEM B COOTBEeTCTBMM ¢ 4YacTbio 1.1 crartem 30 wmnam dacteio 2 cratbu 34
Hacrosiiero denepayibHOrO 3aKOHA TMPEACTABICHA KOIMHUS PEIICHUS YIMOJIHOMOYEHHOTO (eaepaabHOTO
opraHa WCIOJHUTEILHON BJIACTH O TPOBEACHUHM (PAapMalEeBTUYECKOW WMHCICKIIMA IPOU3BOJICTBA
JIEKaPCTBCHHBIX CPEICTB IS MEIUIMHCKOTO IPUMCHCHHS HAa COOTBETCTBUE TPEOOBAHMSIM IPABHII
HaJJIeXKalleld MPOU3BOJICTBEHHOW MpaKkTUKU EBpazuiickoro SKOHOMHYECKOTO COm03a, JKCIEpTy M0
oopMIICHHUS Pe3yIIbTaTOB IKCIIEPTH3bI JICKAPCTBEHHOTO CPEIICTBA MPEACTABISACTCS KOS 3aKITFOYCHUS O
COOTBETCTBHUH  IPOU3BOJIUTENS  JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TIPAaBWJI  HaJIekKaIeh
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIIOJHOMOYECHHBIM (eepaTbHBIM OPTaHOM HCTIOTHUTEILHOM
BIIACTH, WJIM KOMUS cepTU(UKaTa COOTBETCTBUS TMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TIPUMEHEHHS TpeOOBaHUSAM TMPaBUI HaJJIeKaAIIEH TPOU3BOJACTBEHHOM MPAKTUKH
EBpasuiickoro 5KOHOMHUYECKOr0 COK03a.

(dactb 4.2 B pen. GenepansHoro 3akona ot 30.01.2024 N 1-03)

4.3. 3asgBuTenb 00513aH HANIPABUTh B JTMYHBINA KAOMHET SKCIIEPTHOTO YUPEXKICHHS B €JUHOMN cUCTEMe
KOO 3aKJIFOYEHUS] WM KOIHIO CepTH(HKATa, yKa3aHHBIX B 4acTH 4.2 HACTOAIICH CTaThH, B CPOK, HE
IPEBBILIAIOIINNA CTa BOCBMUJECATH pPabOYMX JHEH cO JHSA TOJY4EHHUS SKCIEPTHBIM YUpEkKACHUEM
ANIEKTPOHHOTO  YBEJOMJIEHHS O  TIOJYyYEHUH  3asBUTEIEM  MOJIUCAHHOIO  PYKOBOJUTEIEM
(YNOJTHOMOYEHHBIM  JIMIIOM)  JKCIEPTHOTO  YUPEXKJIEHHs C  HCIOJB30BAaHHUEM  YCHJICHHOMN
KBJIM(ULIMPOBAHHON 3JIEKTPOHHOW MOJIMKMCH 3ampoca O IMPelOoCTaBICHWU JOKyMeHTa. Bpemsa co nHA
HaNpaBJIeHUs] SKCIIEPTHBIM YUPEXKACHUEM 3arpoca B JIMYHbIN KaOMHET 3asBUTEINS B €IMHONW CHUCTEME 10
JIHSI HalpaBJICHUs 3asBUTEJIEM B JIMUHbIA KaOMHET SKCIIEPTHOTO YUPEXKJEHUS B €IMHOM cucTeMe KOIUU
3aKJIIOYEHUS] MM KOMMU cepTU(UKaTa, YKa3aHHBIX B 4acTH 4.2 HAcTOsIIEH CTaTbU, HE YUUTBIBACTCS MPU
MCYMCIIEHUH CPOKa MPOBEACHUS IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA.

(uactb 4.3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. Dkcnmepr mpu IPOBEACHUM IOPYYEHHOM €My pYKOBOAMTEIEM HKCIIEPTHOTO YUYPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00s3aH:

1) mpoBecTH TIONHOE WCCIEJOBAaHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

000CHOBAaHHOE€ M OOBEKTHBHOC 3aKIIOYEHHE 10 IIOCTABICHHBIM nepeca HUM BOIIpoCaM WA
MOTHUBHPOBAHHOC 3aKIOYCHHUEC O HCBO3MOXHOCTHU IIPOBECACHHA MM OKCICPTHU3BI JICKAPCTBEHHOI'O
CpCaAcCTBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BBIXOAAT 3a MPEACIIbI CIICHUAJIbHBIX 3HAHUH 9KCIICpTa, 00BEKTEI
I/ICCJ'ICIIOBaHI/Iﬁ N MaTCpurajibl HCIIPUTOAHBI WJIM HEAOCTATOYHBI AJIA MPOBECACHUA HCCJIC,I[OB&HHI;'I n Jadyu
3aKJIIOYCHUS 100 COBpeMeHHHﬁ YPOBCHBb Pa3BUTUA HAYKU HEC IMO3BOJIACT OTBCTUTH HA IMOCTABJICHHLIC
BOIIPOCHI;

2) He pas3riamiarh CBEICHUS, KOTOPhIE CTAJId €My U3BECTHBI B CBSA3U C MPOBEJICHUEM SKCIEPTHU3bI
JIEKapCTBEHHOT'O CPEJCTBA, a TaKXke CBEICHMSI, COCTABJISAIOUINE TOCYIapCTBEHHYIO, KOMMEPUYECKYIO WM
HMHYIO OXpaHSIEMYIO 3aKOHOM TaiHY;

3) obecrenTh COXPAaHHOCTD MPECTABICHHBIX 00BEKTOB MCCIICIOBAHUN 1 MATEPUAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpOBOANTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHM3aIyi WiIu GU3NICCKHIX JIHIT;

2) caMOCTOSITENILHO COOMPATh MaTepUalIbl I IPOBEAECHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA;
3) NIpOBOAUTH HKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAYECTBE HEIOCYJapCTBEHHOIO 3KCIIEPTA.

7. B cjIyvdac HCO6XOI[I/IMOCTI/I OKCIICPT BIIPABC XOﬂaTaﬁCTBOBaTB nepea  pykKoBOAUTCIIEM
OKCIICPTHOI'O YUPCIKACHHUA O IIPUBJICUCHUU K ITPOBECACHNIO SKCIICPTU3BI JICKAPCTBCHHOT'O CPCACTBA APYTUX
OKCIICPTOB.

8. Kaxaplii sKcrepT, BXOASIIMI B COCTaB KOMUCCHHU JKCIEPTOB, KOTOPOH MOPYUYEHO MPOBEICHUE
9KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOSATEIBHO IMPOBOAUT MCCIEIOBAHUS,
OIICHUBAET PE3YJbTAThl, MOJTYYECHHBIE MM JMYHO U JIPYTUMU DKCHEpPTamMHu, U (HOPMYITUPYET BBIBOJIBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIPOCOB B IIPEAEIaX CBOMX CHEUHUAIBHBIX 3HAHUU.

9. Pe3ynbTaThl SKCIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA O(OPMIISIOTCS 3aKIOYEHHEM KOMMCCUU
DKCIEPTOB. B 3aKkiIlOYeHHH KOMHMCCHUU SKCIEPTOB YKa3bIBAIOTCA IE€pPEUeHb HCCIIEeNOBaHUM, 00beM
MPOBEACHHBIX KaXKJIBIM SKCIIEPTOM HCCIIEIOBAHHM, YCTAHOBIEHHBIE KaXKIbIM U3 HUX (DaKThI U CICIIaHHbBIC
B pE3yJIbTATE UCCIEIOBAHUI BBIBOJBI. DKCIEPT, MHEHHE KOTOPOTrO HE COBMAJAET C PELIEHUEM KOMHUCCUU
9KCIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHHUE B MUCHbMEHHOM (hopMe, KOTOPOE MPUOOIIAETCS K 3aKITFOUCHHUIO
KOMMCCHH SKCIIEPTOB.

10. DOkcnepThl, BXOAAIIME B COCTaB KOMHCCHM, TPEAYNPEkKAaroTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoii Penepanyu 3a Jady 3aKIOYECHMS, COJIEPIKALIETO
He0OOCHOBAaHHbIE WU (aIbcU(PUIIMPOBAHHBIE BBIBOJIbI, O YEM OHU JIAIOT MOJAIHUCKY.

11. Omnpenenenue ypoBHs IpoQecCHOHAIBHON MOATOTOBKU AKCIEPTOB M aTTeCTalUs X Ha MPaBo
MIPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCA 3KCIEPTHO-KBATH(PUKATUOHHBIMU
KOMHCCHUSIMHU B TOPSAJIKE, YCTAHOBJICHHOM COOTBETCTBYIOUIMM YIOJHOMOUYEHHBIM (hefiepabHbIM OpraHoM
WCIIOJIHUTEJILHON BJacTU. YPOBEHb NMPO(eCcCHOHAIBHON MOJATOTOBKH 3KCHEPTOB MOJICKUT NEPECMOTPY
YKa3aHHBIMY KOMHUCCHUSIMU HE PEXKE YEM OJIMH pa3 B IIATh JIET.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

12. IlpaBuia IpOBENEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH HKCIEPTU3BI
OTIENbHBIX BHUJOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JEKapCTBEHHBIX IPernapaToB,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OHOJOIMYECKHX JICKAPCTBEHHBIX IPEMaparos,
O0MOaHAIOTOBBIX  (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpernapaToB (OMOAHAIOTOB), TOMEOIATHYECKHUX
JICKapCTBEHHBIX IPEnapaToB, JIGKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOWHAIMN JIEKAPCTBEHHBIX
npemnapaToB), (QOpMBbI 3aKIIOYEHUH KOMHUCCHHM OKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOHUTENILHON BIACTH.

(dactpb 12 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.

Ho 31.12.2024 nna npemapatoB, MNpPOU3BEICHHBIX B P® B 1HemsIX HMMIOPTO3aMELICHHUS,
YCTaHABJIMBAETCA PEXKUM  YCKOPEHHOW TMpOIEAYphl TOCPETUCTpPAllMd B  COOTBETCTBUU  C
[ToctanoBnenuem IIpaBurenscra P® ot 12.03.2022 N 353.

Cratba 17. NMopaya u paccMoTpeHue 3asiBIeHUA O rocyAapCTBEHHOM perncrTpauum
neKapcTBeHHOro npenaparta AnA BeTepuHapHoOro npumMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantllnroc: npumeyanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-d3), kacatomiurecst IpeJOCTaBIECHUS rOC. YCIYT IpH
OOpallleHUH JIEKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO NPUMEHEHHS MOCPEACTBOM EIUHOTO
noprana, npumenstores ¢ 01.01.2026.

1. Jngs rocyaapCTBEHHOH perucrpauuy JIEKapCTBEHHOIO IIpernapara JUlsi BeTepUHApHOIro
NPUMEHEHHS pPa3pabO0TUYMK TAaKOTO JIEKAPCTBEHHOTO IMperapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOPUINYECKOE JIMLO (Jlajiee B HACTOALIEH CTaThe - 3asBUTEIb) HANpaBIseT MOCPEICTBOM (elepaabHOM
rocy/1apCTBEHHOH MH(QOpPMaIMOHHOW cucTeMbl "ENMHBIN mopTal rocyaapCTBEHHBIX U MYHUIIMIAIbHBIX
yeayr (pyHkiuit)" (nanee - eAMHBIN MOPTaN) B YIIOJTHOMOYEHHBIH (eiepanbHblii OpraH UCTIOJIHUTEIbHON
BJIACTH 3asBJICHHE O TOCYAAPCTBEHHOW PETHCTpPAIlMH JIEKAPCTBEHHOTO Iperapara IJisi BETEPUHAPHOTO
IPUMEHEHMs, TMOANKUCAHHOE YCUJICHHON KBaJU(UIMPOBAHHOW »HIIEKTPOHHOM TMOANUCHIO, a TaKke
JOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPAMOHHOE JI0Che Ha JICKAPCTBEHHBIM Ipermapar Juis
BETEPUHAPHOTO MPUMEHEHHS.

(dactp 1 B pen. @eaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBI€HUH O rOCYAapCTBEHHOW PETUCTpPALlMy JIEKAPCTBEHHOIO Ipenapara A BETEpUHAPHOIO
IIPUMEHEHHUS] YKa3bIBAIOTCSA:

1) HauMEeHOBaHME U aJ[pec 3asBUTEIN, pa3padOTYUKa U MPOU3BOJUTENS JIEKAPCTBEHHOI'O Mpernapara
JUIs BETEPUHAPHOTO MPUMEHEHHUS U aJ[peC MecTa OCYIIECTBJICHHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapara Juis BETepUHApHOIO NMPUMEHEHHUs (B Cllyyae HAJIW4Ms HECKOJIBKHUX YYAaCTHHUKOB Ipoliecca
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaX/10T0 U3 HUX);

2) HaAaUMCHOBAHUC JICKAPCTBCHHOI'O IIPCIiapaTa IJId BETCPUHAPHOTI'O NPUMCHCHUSA (MC)KJIYHapO,Z[HOC
HCIMMAaTCHTOBAHHOC, WJIK I'PYHITMPOBOYHOC, NI XUMHYECKOEC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEpCUCHDb HeﬁCTBYIOHlHX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

npemnapara JJjid BETCPUHAPHOI'0 IPUMCHCHU S, C YKAa3aHUCM KOJIMUCCTBA KAXKAOI'O U3 HUX,

4) nexapcTBeHHas ¢opMma, H03UPOBKA, CHOCOOBI BBEAEHHS U NPUMEHEHHUs, CPOK TOJIHOCTH
JIEKApCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

5) dapmakoTepaneBTHUECKas TPYIIa;

6) HE0OXOIMMOCTh IIPUMEHEHUSI YCKOPEHHOM MpPOLEAYpbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHOM PEruCTpaliy JIEKApCTBEHHOTO IIpernapara;

7) KOIIMM TOKYMEHTOB, IOATBEPKAAIOIIMNX YIIJIAaTy TOCY1apCTBEHHOM IOLUINHBIL:

a) 3a IPOBEIEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA U HKCHEPTH3bl OTHOLICHMS
OKUJAEMOH I10JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO IIpenapara JJisi BETEpUHAPHOIO
IPUMEHEHMS IIPU €0 rocy1apCTBEHHON PEerucTpaLuy;

0) 3a BbIAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTr0 IIpernapara;

8) HanMuHMe coriacus, NPEeIyCMOTPEHHOTO 4YacThi0 7 HACTOAIIEH CTaThbh, €CIM C MOMEHTa
peructpanu peepeHTHOro JIEKapCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO MPUMEHEHHS IPOILIO
MEHee YeM IIECTb JIET.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpanmoHHOE 0ChE B LESIX AKCHEPTH3BI JICKAPCTBEHHOTO IpernapaTa Jjisl BETCPUHAPHOTO
MpUMEHEHUS (POPMHUPYETCs U3 CIACAYIONIMX JOKYMEHTOB M CBEICHHIA:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBenmeHust 0 Jare MPENOCTABJICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3MHM Ha TPOU3BOICTBO
JIEKapCTBEHHBIX CPENICTB, TMPEAOCTABICHHON MPOU3BOJUTENIO PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara Jiisl BETepUHAPHOTO TPUMEHEHUS, TSl POCCHICKUX MPOU3BOIUTEIICH;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBeleHUsl O JaTe NMPEAOCTaBICHUS U PErMCTPALMOHHOM HOMEpE JIMIIEH3MH Ha IpPOU3BOACTBO
JIEKapCTBEHHBIX  CPEJCTB, IMPEIOCTaBICHHOW MPOU3BOAUTENO  (hapMaleBTHUECKOH CyOCTaHINH,
BXOJIAIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Npenapara JJisi BETepMHAPHOTO IPUMEHEHHUSL, IS
POCCUMCKUX IIPOU3BOAUTEIEH;

(B pen. Denepanbbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xomMsi JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMTENS IS
KOKJIOM IPOW3BOJACTBEHHOM  IUIOIIAJKM  PETUCTPUPYEMOTO  JIEKAPCTBEHHOIO  Ipemapara  Juis
BETEPUHAPHOI0 MPUMEHEHUS U TMOATBEPXKAAIOLIETO COOTBETCTBUE IPOU3BOAMUTENSA JIEKAPCTBEHHOI'O
npernapaTa TpeOOBaHUAM MPaBUII Ha/JIEKalel MPON3BOACTBEHHON PAKTUKH, U €T0 MEPEBOJI Ha PYCCKUM
A3bIK, 3aBEPEHHBIE B YCTAHOBJIIEHHOM TIOpSAKE, a TakKe KOINHUsA 3aKIYEeHHs O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM NPaBWJ HaJieXalleld MPOU3BOJICTBEHHOM
MPAKTHUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCHOJHHUTEIBHOM BIACTH IS KaXKIOH
MIPOU3BOJCTBEHHON IUIOIIAJKK PETHCTPUPYEMOrO JIEKAPCTBEHHOIO Mpernapara Uil BETEPUHAPHOTO
NPUMEHEHHS, TUOO0 KOMMs PELIeHUs O MPOBEICHUM MHCHEKTHPOBAHUS NMPOU3BOIAMTEINS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJIHOMOYEHHBIM (pe/lepaJbHbIM OpPraHOM HCHOJHUTENIbHOM BIIACTH JUIS KayKIOU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MIPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOro JIEKAPCTBEHHOTO TMperapata sl BETEPUHAPHOTO
MpUMEHEHUs. YKa3aHHbIE JOKYMEHTHI MPEACTABIAIOTCS B ClIydae, €Cil MPOU3BOJCTBO JIEKAPCTBEHHOIO
rpernapara ocyuecTBigeTcs 3a npeaenamu Poccuiickoit denepanuu;

(. 2.1 BBegeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komusi JOKYMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbl I[POU3BOJIUTENS
(dhapmareBTUIeCKOn cyOcTaHIMH n MTOATBEPIKIAIOIIETO COOTBETCTBUE MIPOU3BOIUTENS
(dhapmaleBTHUECKOI CyOCTaHIINH, BXOISIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIperapara Jijis
BETEPUHAPHOTO NMPUMEHEHHUsI, TPEOOBAaHUSIM TMPaBUJ HAJJICKAIIECH MTPOU3BOACTBEHHON MPAKTHUKU, M €TI0
MEepPEeBOJ HA PYCCKUU $3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM TMOPAJIKE, B Cllydae, €CiIu MPOU3BOJICTBO
(hapmareBTHUeCKOM CyOCTaHITMU OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit denepanuu;

(m. 2.2 BBeneH denepanbHbIM 3aK0HOM 0T 04.06.2018 N 140-D3)

3) NOpoeKT HOPMATHUBHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIM MpemapaTr [Jisi BETEPUHAPHOTO
MIPUMCHCHHS,

4) IOKYMEHT, cojaepKallui cleAyrolrylo HHpopmanui o (papManeBTUYECKOW CYOCTAaHIIUU WU
(dhapMaIeBTHUECKUX CYOCTAHIIMSX, BXOSAIIUX B COCTaB JICKAPCTBEHHOTO IperapaTa JUisl BETCPUHAPHOTO
MPUMEHEHUS:

a) HauMEHOBaHHME (HapMalEBTHUECKOW CyOCTaHIIMM, €€ CTPYKTypa, oOmue CBOWCTBa (mpu
rOCYJapCTBEHHON  perucrpalvy  MMMYHOOMOJIOTMYECKMX  JIGKAPCTBEHHBIX  IpernaparoB s
BETEPUHAPHOTO0 NPUMEHEHUS] NPEJICTABIISIOTCS CBEAECHUS O IITaMMe, BKIIIOYash €ro HauMEHOBaHME,
MH(OPMALIHIO O IPOUCXOXKIACHNUH, €r0 CBOUCTBAX, XapaKTEPUCTUKAX U MECTE JICTIOHUPOBAHMS);

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HAaMMCHOBAHHUC U aJIpCC ITPOU3BOAUTCIIA;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaI[I/II\/JI IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTagudgx IMPONU3BOACTBA,

r) uHbopmanus o TmpuMecsX (He TMpeAcTaBiseTcsl MNpU TOCYJapCTBEHHOH perucrpanuu
MMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MPEnapaToB Jjsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) cnenudukanus Ha papMareBTHUIECKYI0 CYOCTaHIIHMIO (He MPEACTABISIETCS MPU TOCYAaPCTBEHHOM
pEerucTpaly UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB sl BETEPUHAPHOTO IPUMEHEHHS );
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIMCaHie METO/IUK KOHTPOJISl Ka4ecTBa;

) pe3ylbTaThl aHanu3a cepuil (apMareBTHYecKold cyOcTaHIMM (HE MPEACTaBISIOTCS TPHU
FOCYHapCTBeHHOﬁ perucTpanmuun I/IMMYHO6I/IOJ'IOFI/I'-ICCKI/IX JICKApCTBCHHBIX npemnapaToB I
BETEPHHAPHOTO IPUMEHEHH );

(B pen. denepanpuoro 3akoHa ot 02.08.2019 N 297-03)

3) IepeUYeHb CTAaHAAPTHBIX 00Pa3IOB WM BEIIECTB, UCTIOIb3YEMBIX MPHU OCYIIECTBICHUNA KOHTPOJIS
KayecTBa,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1) OIIMCAaHUE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHble O CTa0MJIBHOCTH (HE WPEICTABISIOTCS IPH TOCYJApCTBEHHOH PErUCTpaIliy
UMMYHOOHOJIOTHYECKIX JICKAPCTBEHHBIX MPETapaToB /IS BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJIHOCTH, YCJIOBUSI XPAHEHMUS;

Koncynsrantllntoc: npumeuaHnue.
IIpy yckOpeHHOM MpoLeoype pPETrUCTpaluyd BOCIPOM3BEIEHHOIO Ipernapara JOIYyCKaeTcs
HENpeACTaBICHNE OMMCAHUS METOJOB M UX JOKYMEHTAJIBHOIO INOJATBEPXKIEHUS, IPU MUCbMEHHOM

00s13aTeNLCTBE WX MPEACTaBUTH B TedeHWe 12 mecsmeB co aHs peructpanuu (IlocraHoBnenue
[TpaBurensctBa P® ot 12.03.2022 N 353).

5) oryer o pe3yibTarax JOKIMHUYECKOIO MCCIEJOBAHMS JIEKAPCTBEHHOIO CpEJICTBA s
BETEPUHAPHOTO NPUMEHEHHUs, BKJIIOYAIOIINUN ONUCAHHWE METOJIOB ONpPENETICHUs OCTAaTOYHBIX KOJMYECTB
JEHCTBYIOIETO BeEIeCTBA (JCHCTBYIOIMX BEILIECTB), JOCTHTAIOLIEr0 (JOCTUTAIOIIMX) CHUCTEMHOIO
KPOBOTOKA, B MPOIYKIHMH >KUBOTHOTO MPOMUCXOXKJEHHS IOCIE NPUMEHEHHUS TaKoro JIEKapCTBEHHOI'O
CPEICTBA, a TAKXKE JTOKYMEHTAJIbHOE MOATBEPKACHNE (BAIUIAIUs) YKa3aHHBIX METO/I0B;

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6) OTUCT O PpEe3yJbTaTaX KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOTO IHpcrapara A
BCTCPUHAPHOI'O ITPUMCHCHUS Y KAKAOTO BUAA )KUBOTHBIX, YKA3dHHBIX B HHCTPYKIHUU I1I0 BETCPUHAPHOMY

IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKIUHU IO BETEPHHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO MIperapaTa, coaepkaiiei
CJIEYIOIIE CBEACHHUS:

a) HANMMCHOBAHUC JICKAPCTBCHHOI'O IIpeliapaTa AJid BETCPUHAPHOI'O IMPUMCHCHUA (Me)KIIYHapOI[HOC
HCIMMAaTCHTOBAHHOC, UJIX I'PYHITMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/ISI);

6) JICKApCTBCHHAsA (I)OpMa C YKa3aHUCM HAaMMEHOBAHUM M KOJMYECTBEHHOIO COCTaBa ,HeﬁCTBYIOLHHX
BC€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIBbHBIX BCIICCTB,

B) OIMMMCAHUC BHCIIHCT'O BUAA JICKAPCTBCHHOI'O IIpCIIapaTa AJid BETCPUHAPHOTO IPUMCHCHU

) ¢papMakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOr0 IpernapaTa AJii BETEpUHAPHOIO PUMEHEHUS
WIM YKa3aHHE "TOMEONaTU4YECKH JIEKapCTBEHHBIN Ipenapar';

n)  dapmakoguHamMuka W (papMakOKMHETHKa (32  HMCKIIOUYeHHeM  (papMakOKWHETUKHU
TOMEOMATUYECKUX JIEKAPCTBEHHBIX NPENapaToB W PACTUTEIBHBIX JIEKAPCTBEHHBIX MpPEmapaToB) WIH
OMHMCaHNuE UMMYHOOHOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO MIpernapara;

€) MOKa3aHUsl 1711 IPUMEHEHNS;

K) IPOTUBOIIOKA3aHUs I IPUMEHEHUS;

3) MEPBI NPECAOCTOPOIKHOCTH IPU NIPUMCHCHUH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1) yKa3aHHe BO3MOKHOCTH M OCOOCHHOCTEH PUMEHEHHUsI y OEpPEMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
NEepHOJ JAKTAIMH, Y TOTOMCTBA KHUBOTHBIX;

K) PeXHM JO3MPOBAHUS, CIIOCOO BBEIEHUS M NPHUMEHEHUS, NMPH HEOOXOAMMOCTH BpeMs IMpHeMa
JIEKapCTBEHHOTIO IIperapaTa JJisi BETEpUHAPHOT0 IPUMEHEHUS, IIPOJOJDKUTEIbHOCTD JICUECHHUS;

J) BO3MOXHBIC MMOOOYHBIE JCUCTBUS, HEXKEIATEIbHBIE PEAKIIMH MPU MPUMEHEHUH JICKAPCTBEHHOTO
rpernapara Jiis BETEpUHApHOIO IIPUMEHEHHSI;

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI IO OKA3aHUIO IIOMOILLM IPU NEPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTHUMHU JIEKaPCTBEHHBIMU periapaTaMu U (Uin) KopMaMu;
0) opMBI BBIITyCKA JEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO PUMEHEHUS;

1) yKazaHue (Mpu HEOOXOAUMOCTH) OCOOCHHOCTEHW IeMCTBHS JIEKapCTBEHHOIO Mperapara s
BETEPUHAPHOTO NIPUMEHEHMSI IPU [IEPBOM MPUEME WK IIPU €0 OTMEHE;

p) onmcanue (IpU HEOOXOJMMOCTH) JICHCTBHUIl CcrienuaincTa B 00JacTH BETEpPUHAPHUH, BIIaJENbLa
KUBOTHOTO TPHU TMPOIMYCKE IpHEMa OJHOW WM HECKOJbKHX 03 JICKapCTBEHHOTO Npenapara s
BETEPHHAPHOTO IPUMEHEHUS;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH H YKa3aHHC HaA 3alpeT MNPHUMCEHCHUSA JICKAPCTBCHHOT'O IIpCliapaTra JIsd
BCTCPUHAPHOI'O TPUMECHCHUA 110 UCTCUCHHUHN CPOKA I'OJJHOCTH;

T) YCJIOBUS XPAHEHUS;

y) yKazaHue Ha HEOOXOJMMOCTb XpaHEHHs JIEKapCTBEHHOTO Ipenapara A BETEpPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIHBIX IS JETEH;

¢) ykazanue (Mpu HEOOXOAMMOCTH) CIEIHUAIBHBIX MEp MPEAOCTOPOKHOCTH MPH YHUUYTOKECHUU
HEHCIOJIb30BAHHBIX JIEKAPCTBEHHBIX ITPENAPATOB U1 BETEPUHAPHOIO NIPUMEHEHHUS;

X) CPOKH BO3MOXHOT'O HCIIOJIB30BaHUA NPOAYKIHHN XKUBOTHOI'O IMPOUCXOXKACHHA ITOCIIC BBCIACHUSA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa AJIsI BETCPUHAPHOTO ITPUMCHCHUS

I1) YCJIOBUS OTITYCKa;

Y) HAMMEHOBAaHUA U ajJpeca MPOU3BOJCTBEHHBIX IUIOMIANIOK MPOU3ZBOAUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

1) HaMMEHOBaHHWE, aJpec OpraHu3allH, YIOJHOMOUYEHHOM JepXkaTeleM WM BIaJAebleM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperaparta Ha MPHUHATHE TPETeH3WH OT
noTpeOuTeNs;

8) MpOEKThl MAKETOB MEPBUYHON YIaKOBKU U BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOIO MIpernapaTa Jiist
BETEPUHAPHOI'0 IIPUMEHEHUS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

9) cnenyromue cBeICHHs O JISKaPCTBEHHOM Mpenapare [Jisi BETEpUHAPHOTO IPUMEHEHUS:
a) OMHCaHKUE U COCTAB JICKAPCTBEHHOTO Mpernapara Jjisi BETEPHHAPHOTO IPUMEHEHUS;
0) onricanue (hapmMarieBTHUECKON pa3padoTKH;

B) OIMCAHME MPOIECCa MPOU3BOJICTBA U €r0 KOHTPOJIS, OJIMCAHHOE B TIOPSJIKE, YCTAHOBICHHOM B
COOTBETCTBHUHM C YacThiO | HACTOSAIIEH CTAThU;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I) ONMCAaHWE KOHTPOJS KPUTUYECKUX CTaJui INPOU3BOACTBA M IPOMEKYTOUHOH IPOIYKIIHUH,
HOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaMMEHOBaHMS M ajapeca pa3paboTuuKa, JepKarellss WM Biajeibla PEerHCTPAlUOHHOTO
yIIOCTOBEPEHHsI  JICKAPCTBEHHOT'O  Iperapara, MPOM3BOACTBEHHBIX  IUIOMIAZIOK  MPOHM3BOIAUTEIS
JIGKapCTBEHHOTrO Ipernapara Jjis BETePHHAPHOIO IMPHMEHEHHS C YKa3aHHUEM CTaIuil TEXHOJIOIMYECKOro
IpPOIIECCa, OCYIICCTBISIEMBIX Ha IPOM3BOJCTBEHHBIX IUIOIIAAKAX IPOU3BOIUTENS JICKAPCTBEHHOTO
npernapara Juis BETepUHAPHOTO IPUMEHECHUS;

(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) apmarnieBTHYECKAas] COBMECTUMOCTD;
) MUKPOOHOJIOTHYECKHIE XaPaKTEePUCTHKH;
3) MaTepualIbHbIN OamaHC sl MPOU3BOICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OIMCAaHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynpsrantllimtoc: npumedanue.
[Ipu peructpamuu 1O YCKOPEHHOW MpOIEAYpE JOIMYCKAETCS HEMpPEeICTaBIeHnEe JIOKYMEHTOB,
n_.n

NpeaAyCMOTPCHHBIX TIIII. 'K II. 9 y. 3 crt 17, Ipu YCJIOBHUU IMHCBMEHHOTO 00s13aTENIbCTBA HX

MpelocTaBUTh B TeueHue 12 mecsuen co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BalUIa1usl) MPOLIECCOB U (UJIN) UX OLEHKA;

) TpeOoBaHMs K KayeCTBY BCIOMOTATENbHBIX BeEMIeCTB (cepTUdUKAT, crenudukanus Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA U UX 00OCHOBAHUE);

Koncynprantlntoc: npumeyanue.
[Ipu peructpamuu 1O YCKOPEHHOW TIpOlleAype MJOIMYCKAeTCs HEMPEICTaBICHUE JTOKYMEHTOB,
npeaycMoTpeHHpix mm. "M" m. 9 4. 3 cr. 17, mpu yclIOBUM HUCBMEHHOIO O00s3aTEeNbCTBA HUX

MpeocTaBUTh B TedeHue 12 mecsien co aHs peructpauuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YCMbIC TIIPpH OCYHICCTBJICHHU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIIBbHBIX BCILICCTB,

Koncynprantlntoc: npumeyanue.
[Ipu perucrtpanum 1O YCKOPEHHOM MpPOLEAYpPE JOIYCKAETCS HENpPEACTaBICHUE JOKYMEHTOB,
npenycMoTpeHHbIXx . "H" m. 9 4. 3 cr. 17, mpW yclIOBHM THCHBMEHHOTO 00s3aTENbCTBA HX

MpenocTaBUTh B TeueHue 12 mecsen co ans peructpauuu (Ilocranosnenue IlpaBurenscta PO ot
12.03.2022 N 353).

H) JOKYMCECHTAJIbHOC IMOATBCPKIACHUC (BaJ'II/II[aI_II/Iﬂ) AHAIIUTUYCCKUX METOJUK, HCIIOJIB3YEMBIX IIpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCJIbHBIX BCUICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTeIbHBIX BCHICCTB YCJIIOBCYCCKOI'O M KHBOTHOI'O
IMPOUCXOKIACHUSA,

) yrpatuia cuny. - @enepanbabiii 3akon ot 02.08.2019 N 297-03;

p) TpeboBaHHMS K KauyeCTBY JIGKAPCTBEHHOTO TIperapara JUisi BETEPHHAPHOTO TPUMEHEHUS
(ceprudukar, cnenudukays Ha JCKapCTBEHHBIN IIpernapar U uX 000CHOBaHHUE);,

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YCMBIC TIIPpH OCYIICCTBJICHUHW KOHTPOJA KadCCTBa
JICKaApCTBCHHOI'O IIpCIiapaTa JJIsi BETCPUHAPHOI'O IPUMCHCHU A,

Koncynprantl[ntoc: npumeyanue.
IIpu perucrtpauuu 1O YCKOPEHHOW NPOLEAYpe JOIMYCKAaeTCs HENPEACTaBIECHUE TOKYMEHTOB,
"n.n

npeaycMoTpeHHsix nm. "t m. 9 u. 3 cr. 17, mpu yCIOBHM NHCBMEHHOTO 0053aTE€NbCTBA UX

MpeIoCTaBUTh B TedeHue 12 mecsieB co ans peructpanuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) AOKYMCHTAJIbHOC NOATBCPIKIACHHUC (BaJ'II/I)IaI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOTO MMpeTiapaTa AJid BETCPUHAPHOI0 IPUMEHCHU A,

y) JIOKYMEHT, MOJTBEPXIAIONINIA KadeCTBO JICKAPCTBEHHOTO Mpernapara TPeX MPOMBINUICHHBIX
cepuii (IIPOTOKOJT aHAIM3a MK CEPTU(PUKAT aHAIKM3a), OJTHA CEPHUsI KOTOPOTO JOJKHA COBIMA/IATh C CepUei
o0pa3iia JIEKapCTBEHHOTO Mperapara, MoIaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NpruMecei;

X) MEPCUCHb CTAHAAPTHBIX 06p33HOB, HCIOJIb3YCMbIX IIPpU OCYHICCTBJICHUHU KOHTPOJIA Kad€CTBa
JICKApCTBCHHOTO ITperiapara JJIs1 BETCPUHAPHOT'O IPUMCEHCHU A,

Koncynprantlntoc: npumeyanue.

[Ipu yckopeHHOM TmpolLeaype pPEruCTpaluyd  BOCHPOU3BEIEHHOrO Mpenapara JOoIyCKaeTcs
HETIPEACTaBICHUE CBEICHMM, NpeaycMoTpeHHblx mnm. "n" m. 9 4. 3 cr. 17, npu NHCbMEHHOM
00s13aTeICTBE WX MPENAOCTaBUTh B TedueHHe 12 mecsameB co aHs peructpanuu ([loctanomneHue
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

[IpaBurensctBa P® ot 12.03.2022 N 353).

1) JaHHbIE O CTAOMIIBHOCTH JIEKAPCTBEHHOTO MIpenapara Jiisi BETEPUHAPHOTO MPUMEHEHHUS,

10) xomus DOKyMEHTa, COJIEpKamero MHPOPMalHUI O HaJUYMM WK 00 OTCYTCTBUHU (HaKTOB
pEerucTpaluy JEKapCTBEHHOTO MperapaTa Jisi BETEpUHAPHOTO MpUMEHEHHUs 3a mnpenenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHbMEHHOH (hopMme, MperyCMOTPEHHOE YacThi0 7 HACTOALICH CTAaTbu, B Clydae
perucTpanyy BOCIpOU3BEJCHHOTO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) komus JOKyYMEHTa Ha PYCCKOM f3bIKE, 3aBEpEHHOT0 B YCTAHOBJICHHOM TMOpPSAKE U
MOATBEPIKIAIOIIETO TPABOMOYHOCTh 3asBJICHHS O TOCYJApPCTBEHHON pETUCTpalluu JIEKapCTBEHHOTO
npernaparta Jiisi BETEpUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCTD );

Koncynprantl[ntoc: npumeyanue.

Jo 31.12.2030 poccuiickuM IPOU3BOJIUTEIISIM PA3PEILICHO HE MPEJICTABIISITH CBEACHUSI B COOTBETCTBUH
c n. 13 u. 3 cr. 17 npu perucrpauuu HMMYHOOHOJOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB
(IToctanoBnenue IIpaBurenscrea P® ot 12.03.2022 N 353).

13) cBemeHMss O TOCYZApCTBEHHOW pETHCTpAallMd T'e€HHO-HHXEHEPHO-MOIU(PHIMPOBAHHBIX
OpPraHu3MOB, INPEAHA3HAYEHHBIX [UI1 BBIIYCKA B OKPYXAWOLIyI0 cpeay (IpU TOCYAapCTBEHHOM
perucTpani  JICKapCTBEHHBIX TpEnapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJYYCHHBIX C
IPUMEHEHHEM TIe€HHO-MH)XEHEPHO-MOJU(PHUIMPOBAHHBIX  OPraHU3MOB WJIM  COAEPXKAIIMX  TaKue
OpPTraHU3MBbI).

(m. 13 BBenen denepansubiM 3aKk0oHOM OT 02.08.2019 N 297-03)

4. Tlpm mnpoBeACHUM YCKOPEHHOW MPOIEAYyphl JKCIEPTU3bl JIEKAPCTBEHHOrO TIperapara s
BETEPUHAPHOTO TMPUMEHEHHsI (32 HCKIIOYCHHEM JIeKapCTBEHHOIO TMpernapara A BETEpPUHAPHOTO
MIPUMEHEHHUsI, YKa3aHHOTO B yacTu 4.1 HacTosmel cTaThi) B LEJAX €r0 TOCYIapCTBEHHOW PErHCTpalluu
BMECTO OTUeTa pa3paboTuuka O pe3yiabTaTaxX AOKIMHUYECKOTO MCCIEIOBAHUS JEKApPCTBEHHOTO CPEICTBA
JUTs BETEPUHAPHOTO TPUMEHEHUS MOXKET OBITh MpeACTaBiIeH 0030p HAy4YHBIX pabOT O pe3yibTaTax
JOKJIIMHUYECKOTO HCCeIoBaHusl pedepeHTHOro JEeKapCTBEHHOTO TMpernapara MAjis BEeTEPUHAPHOTO
MPUMEHEHHUS], @ BMECTO OTYETA O PE3yJIbTaTax KIMHUYECKOrO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara
JUIS BETEpUHAPHOTO TMPUMEHEHUS OTYeT O pe3yJabTaTax HCCIeIOBaHUN OHMODKBHUBAJICHTHOCTH
BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO Mpenapara JJisi BETEpUHAPHOTO TIPUMEHEHHUSI.

(B pen. PenepanbHbix 3akoHOB 0T 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)

4.1. Ilpm npoBeneHUM YCKOPEHHON MpOUEAYyphbl KCIEPTH3bl JIEKAPCTBEHHOrO IMpernapara s
BETEPUHAPHOTO NMPUMEHEHUs, MPEAHA3HAYEHHOTO ISl JICUEHUsI JOMAIIHUX >KUBOTHBIX, OMpPEIENEHHBIX
®enepanbubiM 3akoHOM OT 27 ngexadbpst 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpaIICHUH C
KUBOTHBIMHU M O BHECEHUHU U3MEHEHUM B OTJIEJbHbIE 3aKOHOAaTeNbHbIe akThl Poccuiickoit deneparun',
W 3aperuCTPUPOBAHHOTO B KAa4YECTBE JICKAPCTBEHHOTO MperapaTta Ijis MEAUIIMHCKOTO MPUMEHEHUs, B
[[EJISIX €r0 TOCY/IapCTBEHHON PETUCTPAILIMK BMECTO OTYETa Pa3padoTunKa O pe3yinbTaTax JOKIUHHYECKOTO
WCCTIEIOBAHMS JIEKAPCTBEHHOTO CPEJICTBA JIJIsi BETEPHUHAPHOTO MPUMEHEHHUS MOTYT OBITh MPEICTABICHBI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

pe3ysbTaThl JOKJIMHUYECKOTO HCCIEN0BAHUS COOTBETCTBYIOLEIO JIEKAPCTBEHHOIO CpEACTBA IS
MEIUIIMHCKOTO MPHUMEHEHHsS, a BMECTO OT4eTa O pe3ylbTaTaX KIMHHUYECKOIO HCCIIEOBAHUS
JIEKapCTBEHHOTO Tperapara JUisi BETEPUHAPHOTO MPUMEHEHHUsI - 0030p HAaydyHBIX PabOT O pe3yibTarax
KJIIMHUYECKUX HCCIIEJJOBAaHUM JIEKapCTBEHHOI'O IMpemnapara Ajisi MEeIULHUHCKOrO NPHUMEHEHHUs Ha BHJaX
YKUBOTHBIX, KOTOPBIM ITPEIHA3HAYACTCS UCCIICIYEMbIH JICKaPCTBEHHBIN Mperapar.

(dactb 4.1 BBeaeHa denepanbHbIM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha skcriepTu3y pa3iauyuHBIX JIGKAPCTBEHHBIX (JOPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
IUIS. BETEPUHAPHOTO MPUMEHEHHSI 3asIBUTEIb MPEACTABISCT OTICIbHBIC 3aSBICHUS M PETUCTPALMOHHBIC
J0ChE Ha KaXIYI0 JIeKapcTBEHHYIO (hopmy. [Ipu ycioBuM 0JHOBpEMEHHOM 1M01a4M Ha SKCHEPTU3Y OAHOM
JIEKapCTBEHHOM (POPMBI C pa3IMIHBIMU JO3UPOBKOH, KOHIIEHTpanKeil, 00beMOM 3asBUTENb MPEICTABISCT
OJTHO 3asIBJICHHE M PETUCTPAIIIOHHOE JI0ChE C MPHIIOKEHUEM MAKETOB MEPBUYHON YIAaKOBKH M BTOPUYHOM
yrmakoBKH. Ha MakeTax mepBUYHON YITAaKOBKM M BTOPHYHOM YIAKOBKH YKa3bIBAIOTCSI BCE IPOU3BOIUMBIC
JO3UPOBKH, KOHIEHTPAIWU, 00BEMBbI M KOJMYECTBO /103 B YIAKOBKE JIGKAPCTBEHHOTO Mperapara s
BETEPHHAPHOTO IIPUMEHECHUSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnydae HemnpeacTaBieHUsl C 3aABJIICHUEM O T'OCYAAPCTBEHHOM PErHMCTPALMM JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAIONINX YIIATy TOCYIapCTBEHHON
MOIUIMHBI U YKa3aHHBIX B MYHKTE 7 4acTU 2 HACTOSLIEH CTaThbU, CBEJCHUU O JIMLIEH3UAX, YKA3aHHBIX B
nyHkrax | w 2 wactu 3 HacTosmed CTaThd, a TakKe BbIIABAEMbIX (IIPEIOCTABIISIEMBIX )
YIIOJTHOMOYEHHBIMH  (efiepalbHbIMU OpPraHaMU HCIOJHUTENBHON BIACTH JOKYMEHTOB (CBeIEHUIA),
yKa3aHHBIX B TyHKTe 2.1 wactm 3 HacTosmied CTaTbd, YMOJHOMOYEHHBIN (enepaabHblii OpraH
UCIIOJIHUTENBHON  BIACTH  3alpalluBaeT  yKa3aHHbIe  JIOKYMEHTHl  (CBEACHMs]) B  IOpSIKE
MEXXBEJIOMCTBEHHOT'0 HH(POPMAIIMOHHOTO B3aUMOICUCTBUSI.

(uactsb 6 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pomyckaeTcsi HCIIOJNIb30BaHME B KOMMEpPYECKMX LeNsIX HMHpOpMalMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIIEI0BAaHUHN JIEKaPCTBEHHBIX
MPENapaToB sl BETEPUHAPHOTO MPUMEHEHUS, MPEACTABICHHOW 3asgBUTENIEM IS TOCYJAapCTBEHHOM
perucTpany JEeKapCTBEHHBIX HpenapaToB, 0e3 ero corjacuss B TEYEHHE WIECTH JIET C JIaThl
rOoCyJAapCTBEHHOM perucTpamui peepeHTHOro JeKapCTBEHHOTo npemnapara B Poccuiickoit deaepanuu.

8. [epkarenp wiM Biajesiell peruCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOrO IMpemnapara Ajis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTABISIET B YIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCHOIHUTEIbHOU
BJIACTH OTYET MO pe3yabTaTaMm (papMakoHaA30pa OJUH pa3 B IIECTh MECAIEB B TEUCHUE JABYX JIET MOCHE
roCyJIapCTBEHHOM PETUCTpALMM JEKAPCTBEHHOrO Mpemnapara B Poccuiickoit denepannn, 3aTeM €KeroaHo
B T€UEHUE MOCIIEYIOUIUX TPEX JIET U B JAIbHEHIIIEM OJUH pa3 B TPH roja.

(dactb 8 BBeneHa denepanbHbM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepepanbHbIA 3aKOH OT
30.01.2024 N 1-3.

KoncynsrantlIntoc: mpumedanue.

[Tonoxenns ct. 19 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS TOC. YCIYT IpU
oOpallleHuu JIEKApCTBEHHBIX CPEACTB: JUISI MEIUIMHCKOTO TPUMEHEHHS] IOCPEICTBOM EIUHOU
cucTeMbl U (win) eauHoro noprana, npuMmensaworca ¢ 01.01.2025; nia BeTepuHapHOro NPUMEHEHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MOCPEJCTBOM €IMHOTO nopTaia, npuMmensitores ¢ 01.01.2026.

Cratba 19. lNpuHATHME pelweHUA O Bblgaye 3KCNEPTHOMY y4ypexAeHWUIo 3aAaHuA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necaru pabouux IHEH CO AHS MPUHATHS 3asiBICHUS O TOCYJApPCTBEHHON PErUCTpaluu
JIEKapCTBEHHOI'0 IIperapara WIM 3asBJIEHUS O NPU3HAHMM JIEKapCTBEHHOIO Ipernapara opdaHHBIM
JICKQpCTBEHHBIM  TIperapaToM  COOTBETCTBYIOIIMH  yIOJHOMOYEHHBIH  (enepanbHblii  OpraH
UCIIOJHUTEJIBHOW BIIACTU MPOBOJIUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH O(OPMIICHUS
IIPEACTABJICHHBIX JOKYMEHTOB PETHCTPALlMOHHOIO JI0ChE Ha JIEKApPCTBEHHBINM Ipenapar U IPUHUMAET
pELIeHNE O BbIAAYE 3aaHKs Ha IPOBEICHUE:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) sKcnepTH3bl JOKYMEHTOB, MPEACTABICHHBIX ISl ONPENEICHHS BO3MOKHOCTH DPaccCMaTpHBATh
JICKapCTBeHHI)If/'I npenapar ajs1 MCIAUIHUHCKOrO MNPHUMCHCHHSA B KadYCCTBC Op(l)aHHOFO JICKAPpCTBCHHOTI'O
npenapara;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynprantllnroc: npumeyanue.
C01.01.2026 1. 2 u. 1 ct. 19 yrpaunusaer cuny (D3 ot 30.01.2024 N 1-D3).

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B 4aCTHU SKCIICPTU3BI KAUCCTBA JICKAPCTBCHHOI'O CPEACTBA
M JSKCIICPTU3bl OTHOLICHUSA omnaaeMoﬁ IMOJIB3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
mnpceraparta 11 MCAUIUHCKOI'O IIPUMCHCHH,

KoncynbrantlLitoc: mpumeuaHue.
C01.01.2026 1. 3 4. 1 ct. 19 yrpauuBaer cuny (®3 ot 30.01.2024 N 1-D3).

3) sKCcrepTHU3bI JIEKApCTBEHHOT'O CPE/ICTBA B YACTH HKCIEPTHU3bI Ka4eCTBA JIEKAPCTBEHHOIO CPEACTBA
M OKCIICPTU3bl OTHOLICHUS O)KI/II[aeMOfI IMOJIB3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
mpernapara Uil MEIMLUHCKOTO NPUMEHEHUs B IOPAJKE YCKOPEHHOM MpOLENypbl HSKCIEPTHU3BI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU CO CTaThel 26 HacTosauiero @enepaabHOro 3aK0Ha;

4) »sKcnepTU3bl JIEKapCTBEHHOI'O CpEACTBA B OTHOIIEHUM JIEKAPCTBEHHOIO Npenaparta Juls
BETEPUHAPHOTO IPUMEHEHUSI.

2. YnonHOMOYEHHBIH (penepanbHblii OpraH HCHOJHMTENbHOM BJACTH HANpaBiseT B JIMYHBIN
KaOMHET SKCIEPTHOIO YUPEXKJIEHUS B €IUHON cHcTeMe MOANMCAHHOE YCUJIEHHOW KBaIU(pUIIMPOBAHHON
9JIEKTPOHHOW MOJIIMCHIO 33/IaHUE Ha MPOBEACHUE DKCIIEPTU3, IPEIYCMOTPEHHBIX 4acThiO | HacTosmen
CTaThM, B JIMYHbIM KaOWMHET 3asBUTENs] B €IUHOM CHCTeME - TIOANMCAHHOE YCHJICHHOMN
KBIM(UIIMPOBAHHOMN 3JIEKTPOHHON MOANUCHIO YBEJOMJIEHUE O MPUHATOM PELIEHUH O BbIJAue 3aJaHUS
Ha MPOBEJICHUE IKCIEPTU3, IPEAYCMOTPEHHBIX YacThi0 | HAcTOsIIEH CTaThH, U B CIy4ae HEOOXO0IUMOCTH
0 BbIIaue paspenieHuss Ha BBO3 B Poccumiickyro @enepanuio KOHKPETHOW MapTHH, CEpUU
3apETUCTPUPOBAHHBIX W (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B

www.consultant.ru CrpaHuua 48 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100472&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=23.10.2024&dst=100374&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100112&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100113&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100114&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=23.10.2024&dst=100114&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MIPOBEACHUH TaKUX IKCIIEPTU3 C YKA3aHUEM MPUUUH OTKa3a.
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cmyuae BBISBICHHS OTCYTCTBHS WU HEJIOCTOBEPHOCTH HH(pOpMAIMM, coaepiKamieiicss B
MPEJICTABIICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (elepaibHbIil OpraH HCIOJHUTEIBLHON
BJIACTH HAINPABIISET 3asBUTEIO TOCPEACTBOM €AMHOrO TMOPTajia WM B €r0 JIMYHBIA KaOMHET B €IUHOU
cHCTEME 3ampoc 00 YTOYHEHHH 3TOH WMH(pOpPMAIMU, TMOANUCAHHBIN YCHJICHHON KBaJIM(UIIMPOBAHHOM
3JIEKTPOHHON MOJNKCHIO (Jajiee - 3ampoc YIOJIHOMOYEHHOTO (peepanibHOTO OpraHa HMCIOJHUTEIHHON
BJIACTH).

(dactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asiBuTENb 00513aH HAIPABUTH IMOCPEICTBOM EAMHOTO MMOPTaAJIa B YIIOJTHOMOUYEHHBIHN (eepanbHbIi
OpraH WCIOJHUTEIHLHOW BIACTH WJIM B JUYHBIA KaOWHET YIOJTHOMOYECHHOTO (eIepalibHOrO OpraHa
WCTIOJIHUTEJILHOW BJIACTH B E€IMHOW CHCTEME MOJIUCAHHBIA YCWJICHHOW KBalu(pUIUPOBAaHHOU
AJIEKTPOHHOW TOAMMCHIO OTBET HA 3aIpOC YIOJHOMOYEHHOTO (heAepaibHOTO OpraHa HMCIOJHUTEIHHON
BJIACTH B CPOK, HE NPEBBIMIAIOIINAN JEBIHOCTA PA0OYMX JHEH CO JIHS IMOJYyYCHHS YIMOIHOMOYEHHBIM
q)eﬂepaJII)HI)IM OpraHom HUCIIOJIHUTEILHON BJIIACTU SJICKTPOHHOI'0 YBCAOMIJICHHA O MMOJTYUYCHUHU 3adBUTCIICM
naHHoro 3ampoca. Cpok, yKa3aHHBI B 4YacTH | HACTOANICH CTAaThW, NMPHOCTAHABIMBACTCS CO JHS
HaIlpaBJICHHUA IMOCPCACTBOM CAMHOIO IMOpTaia WA B JIMYHBIA KAaOWHET 3asBUTEISI B eI[I/IHOﬁ CHUCTEMC
3ampoca YHoJHOMOYEHHOTO (eiepalibHOTO OpraHa WCIOJIHHUTEIBHOW BIACTH 1O [IHS HAlpaBJICHUS
3asABUTCIIEM ITIOCPEACTBOM CIAMHOIO IIOpTaia Uik B JINYHBIN Ka6I/IHeT YIIOJIHOMOYCHHOTO (benepaJH)Horo
OpraHa MCIIOJHUTEIbHOM BIIACTH B €IMHOW CHCTEME OTBETA.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHueM JIsl OTKa3a B OpraHU3allid 3KCIEePTH3, MPEAYCMOTPEHHBIX YacThio | HacTosmie
CTaThH, SBISETCA TMPEACTABICHHUE HEOOXOIUMBIX HJisi MPOBEACHHUS TMPEIYCMOTPEHHBIX 3KCHEPTH3
JOKYMEHTOB B HEIOJIHOM 00beMe WM HEMpeCTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIA CPOK OTBETa Ha
3arpoc yMOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH, a TaKKe IpPEJCTaBICHHE
JIOKYMEHTOB, HE COJIEPKallX MCUYEPIBIBAIOIIETO MepeuHs HEOOXOUMBIX CBEICHUN.

6. Ilpn oTkase B opraHu3alUy 3KCHEPTU3bI, MPEAYCMOTPEHHOM MYyHKTOM 4 yacTu | Hacrosien
CTaTbM, JOKYMEHTBI, BXOJAIIME B COCTaB PETMCTPALIMOHHOIO J1OChE HA JIEKApPCTBEHHBIN INpenapar A
BETEPUHAPHOTO TPUMEHEHMs,, MOTYT OBIThb BO3BpALICHBbl 3asBUTEII0 HAa OCHOBAaHMM €ro 3ampoca,
MOJIMMCAHHOTO  YCWJIEHHOW — KBaJU(UIIMPOBAHHOW SJIEKTPOHHOM TMOAMMCHIO M HANpPaBICHHOTO
MIOCPEACTBOM €IMHOI0 MOpTaja B YIOJHOMOYEHHbIN (eiepalbHbII OpraH HCIOIHUTEIbHONW BIACTU WIIH
JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJHUTEIbHON BIACTH B €IMHOM CHUCTEME,
B TEYEHUE TpUAUATH pabouux JAHEH CO AHS MPHUHATHS YIOJIHOMOYEHHBIM (enepallbHbIM OpPraHoM
UCTIOJHUTENIBHOW BJIACTH pelleHUs] 00 OTKa3e B OPraHM3aLMU TaKOW SKCIEPTU3bl. YIOJTHOMOUYEHHBIH
(benepanbHBIN OpraH UCIIOJIHUTEIBHON BJIACTH BO3BPAIIAET 3asIBUTEIIO YKA3aHHbIE IOKYMEHTHI B TEUEHUE
JecATH pabounX JTHEH o JTHS MOJTy4eHHsI COOTBETCTBYIOILETO 3apoca 3asBUTEIS.

(dactp 6 BBeneHa DenepanbHbIM 3ak0HOM OT 02.08.2019 N 297-03; B pen. deaepanbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

KoncynsrantlIntoc: mpumedanue.

[Tonoxenns ct. 20 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS rOC. YCIYT IpU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB JUIsl MEAMIMHCKOTO MPUMEHEHHUS IOCPEACTBOM EIMHON
cucteMsl, npumenstores ¢ 01.01.2025.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Cratba 20. 3KCI16pTI/I3a AOKYMEHTOB, npeacTaBJieHHbIX AOnA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JieKapCTBEHHbIM MNpenapatr AnA  MeAULMHCKOro
npnMmeHeHUA B Ka4yecTBe Op(*)aHHOFO JIeKapCTBeHHOro npenaparta

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1. Ilpouenypa ompeneiacHuss BO3MOKHOCTH pPaccMaTpuBaTh JIEKapCTBEHHBIM IIpernapar i
MEIUIUHCKOTO MPUMEHEHHsS B KauecTBe Op(aHHOIO JIEKAPCTBEHHOTO Iperapara MOXET MPOBOAUTHCS
KAaK B OTHOIIEHUU JICKaPCTBEHHOI'O IIpernapara, 3aperHCTPUPOBAHHOIO B COOTBETCTBHU C HACTOSLIMM
denepanbHbIM 3aKOHOM JHMOO B COOTBETCTBHM C aKTaMH, COCTaBJSIOIIMMHU mpaBo Coro3a, Tak U B
OTHOIICHUH  HE3apErMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  IIpernapara. OKCIEpTH3a  JTOKYMEHTOB,
MIPEACTABJICHHBIX [UIS OIPENEICHUS BO3MOXXHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIM IIpernapar s
MEIULUHCKOTO IPUMEHEHHs B KadyecTBE Op(aHHOro JIEKAPCTBEHHOrO IIpenapara, COCTaBJIEHUE
KOMHCCHEM DKCIIEPTOB 3aKJIIOYEHUS O BO3MOKHOCTM WM  HEBO3MOXKHOCTHM  paccMaTpUBaTh
JIEKapCTBEHHBIM Ipenapar A MEIUIMHCKOTO NPHUMEHEHHs B KadecTBE Op(PaHHOTO JIEKapCTBEHHOI'O
mperapata ¥ HalpaBlIieHHE B JIMYHBIM KaOWHET YHOJHOMOYEHHOTO (enepajbHOro oOpraHa
UCIOJHUTEJILHOW BJIACTU B €AMHOM CHUCTEME JaHHOTO 3aKIIOUeHHs B (JOpME JIEKTPOHHOIO JOKYMEHTa,
MOJIMMCAHHOTO YCUJICHHOW KBaJU(UIMPOBAHHOW JIEKTPOHHOH MOAIMUCHIO, OCYIIECTBIISIOTCS B CPOK, HE
IPEBBILAIOIIMNA TpUALATH PabOYMX JHEH cO JHSA HaNpaBiICHUs B JIMYHBIH KaOMHET 3KCIEPTHOIO
YUPESKACHUS B €IUHOW CHUCTEME 3aJaHHs YHMOJHOMOYEHHOTO (heAepaibHOTO OpraHa HCIIOJHUTEIHHON
BJIACTH U CJIEIYIOIIUX JOKYMEHTOB U CBEICHUMN:

1) 3asBieHHE O MPU3HAHUM JIEKAPCTBEHHOrO Ipernapara oppaHHbIM JIEKAPCTBEHHBIM IIPENapaToM,
COCTaBJIeHHOE 10 (hopMe, YTBEp)KICHHON YIOJIHOMOYEHHBIM (elepabHbIM OPraHOM HCIOJIHHUTENIbHOM
BJIACTH, MOJIMCAHHOE YCUJIEHHOW KBaJU(UIMPOBAHHOM 3JIEKTPOHHON MOJAINUCHIO YIIOJIHOMOYEHHOTO
IPEJCTaBUTEIIS FOPUANYECKOTO JIMIIA, JEHCTBYIONIEro B COOCTBEHHBIX MHTEpEcaxX WM YHOJIHOMOYEHHOI'O
IIPEACTABIIATH HHTEPECHI APYrOro FPUANYECKOrO JINLA;

2) KonMsl JIOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO0 B YCTAHOBJIEHHOM TIOpsIKE U
MO/ITBEPIK/IAIOIIET0 PAaBOMOYHOCTh 3asiBUTENS I0/IaBaTh 3asBIIEHUE O MPU3HAHUM JIEKAPCTBEHHOI'O
npemnapara op(aHHbBIM JIEKAPCTBEHHBIM IIpenapaToM (Mpu He0OOXOAMMOCTH);

3) obocHoBaHUME OpGaHHOCTH 3a00JIeBaHUS, HE OTHECEHHOTO B COOTBETCTBUHM ¢ DenepalibHbIM
3akoHOM OT 21 HosiOpst 2011 roma N 323-®3 "O6 ocHOBax OXpaHbl 37J0pOBbsl IpaxaaH B Poccuiickoit
Oenepauun" K peakuM (opdaHHBIM) 3a0oneBaHMSIM, B TOM 4HcIe MNOApoOHas wuHpopManus o
JMAarHOCTHKE, MPOGUIAKTUKE WM JICYEHUHU TaKOTo 3a00JI€BaHMS;

4) yTBep)KJI€HHas WHCTPYKLHS MO MEIUIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOIO IIpernapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUM ¢ HacTtosmuM DenepanbHbIM  3aKOHOM, WIM  00mas
XapaKTEPUCTHKA JIEKapCTBEHHOT'O IIpernapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBUM C aAKTAMH,
cocTaBisitoIMMU paBo Coro3a (Ipy HAJTMYUK);

5) MHCTPYKUUS MO MEIUWLUHCKOMY MPUMEHEHHMIO WJIM KpaTKas XapaKTepUCTHKa JEKapCTBEHHOTO
npernapara, yTBep>kJI€HHbIE B CTpaHe MPOU3BOAUTENS (IIPU HAJTMYUK);

6) KONMMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IOpSAKE M MOJATBEPXKIAIOUIMX (aKT
perucTpanyy JEeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapCTBaX B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOT' 0 Ipemnaparta (Ipyu HaJIu4uun);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

7) NPOEKT XapaKTEpPUCTHKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIperapara, COAEpIKalllero
CIIEAYIOIIMEe MHHHMMAJbHbIE CBEACHUS O HE3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM  IIpenapaTte
(momyckaercs IpENCTaBICHUE IPOEKTa XapaKTEPUCTUKU HE3apErHCTPUPOBAHHOIO JIEKAPCTBEHHOI'O
Ipernapara, COCTaBJIEHHOI'O B COOTBETCTBUHU C JIOCTYIHBIMU JIaHHBIMHU 110 IPOBEIECHHBIM KIMHHUYECKUM
HCCIIEIOBAaHMAM JIEKAPCTBEHHOIO Ipernapara U JOKIMHUYECKUM HCCIIEJOBAHMSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT MOJAauyd 3asdBJICHMS O IPU3HAHUM JIEKAPCTBEHHOI'O Ipernapara OpQaHHBIM
JIEKapCTBEHHBIM IPENapaToM):

a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MEXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPyNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas (hopma C yKazaHHEM HaMEHOBAHHI M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KAYECTBEHHOTO COCTAaBa BCIIOMOTATENbHBIX BEIIECTB (MIPU HEOOXOIUMOCTH KOJMYECTBEHHOTO
cOCTaBa BCIIOMOTaTENbHBIX BEIIECTB);

B) (papmakogrHAMUKa U papMaKOKHHETHKA;
I') HOKa3aHMsl JUIl IPUMEHEHUS;
1) IPOTUBOIIOKA3aHUs JJI1 IPUMEHEHUS;

e) BO3MOJKHEIE TOOOYHBIE HeﬁCTBHH " HCXKCJIATCIIbHBIC pCaKIIUU IIPpU IPUMCHCHHNH JICKAPCTBCHHOI'O
npenapara Jjid MCIUIUHCKOI'O IIPUMCHCHU,

’K) HAMMEHOBAaHUS W ajpeca IPOHM3BOJCTBCHHBIX IUIOMIAJIOK MPOM3BOIUTENS JICKAPCTBEHHOTO
nperapara;

3) cBeleHUA O pPa3pabOTYMKE JIEKAPCTBEHHOTO CpEICTBa (IepKaTelie pPEerucTPaluoOHHOTO
YAOCTOBEPEHU);

8) cBelleHHs O TEKYILEM CTaTyce pa3padOTKU He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOIO Mpernapara,
a TaKoKe IUIaH ero pa3padoTKy;

9) O630pH JOKJIMHAYECKUX HCCIIeI0BaHUM JICKApCTBCHHBIX CPEACTB U KIIMHUYCCKUX HCCJIeIOBaHUM
HE3ApCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O IMpeTiapara, JOCTYIIHBIC Ha JCHb IMMOAa4YU 3asABJICHUA,

10) oT4eTsl O MPOBEACHHBIX JOKJIMHUYECKUX MCCIEOBAHUAX JIEKAPCTBEHHOIO CpEACTBA U
KJIIMHUYECKHUX MCCIIEOBAHMIX HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOT O Ipernapara (py HaIU4Yum);

1 1) PCKBU3UTHI JOKYMCHTA, IIOATBCPKAAOMICTO YIUIATY FOCYI[apCTBeHHOﬁ IOIIJIHNHBI.

2. B ciiydae HeJOCTaTOYHOCTH NPEACTABICHHBIX MaTEpUANIOB B LIEAX MPOBEACHUS SKCIEPTU3BI AJIs
OINpEJIETICHUSI BOZMOXXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN IIpenapar Uil MEIULUHCKOTO IIPUMEHEHUS
B KayecTBe Op(PaHHOIO JIEKAPCTBEHHOTO MperapaTa SKCIEPTHOE YUpEeXkJACHHE HamnpaBisieT B JMUYHBIN
KaOMHET 3asBUTENsS B €IUHOM CHCTEME 3alpoc O NPEACTAaBICHUHM HEOOXOJMMBIX MaTepuaos,
MOJANUCAHHBIA  pyKOBOAMTENEM  (YHOJTHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEXKICHHS  C
UCMOJb30BAHUEM YCHJIEHHON KBaJM(PUIMPOBAHHON HIEKTPOHHON moAnucH. 3asBUTENb 00s3aH
HaIpaBUTh B JIMYHBINA KaOMHET SKCIIEPTHOIO YUPEKIEHHUS B €IMHON CHCTEME MOJIMMCAHHBIA YCUIIEHHOU
KBAJTM(HUIIUPOBAHHON AJIEKTPOHHOH MOANUCHIO OTBET Ha 3alpOC B CPOK, HE MPEBBILIAIONINI IECTUIIECATH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

pabouux IHEH CO AHS MOTYYSHHS SKCIIEPTHBIM YUPESKICHUEM 3JICKTPOHHOTO YBEOMJICHHUS O TOJTYYECHUH
3agBuTeneM 3amnpoca. Cpok, yKa3aHHBIM B 4acTH | HacTOSIIEH CTAaTbU, NMPUOCTAHABIMBACTCA CO JIHS
HANpaBJICHUS 3aSBUTEIIO B €r0 JIMYHBIN KAOMHET B €IUHON CHCTEME 3aIllpoca SKCHEPTHOTO yUPEKIACHUS
70 JIHS HaIpaBJeHUs 3asBUTEIEM B JIMYHBIM KaOWHET HKCIEPTHOIO YUPEKACHUS B €AMHOM cucreme
OTBETa Ha 3alIpOC U HE YYUTHIBACTCA IPU HCYMCICHHM CPOKAa IIPOBEICHMS DKCIIEPTU3BI JTOKYMEHTOB,
IIPEICTABICHHBIX IS ONPENCIICHUS BO3MOXHOCTH PACCMATpHUBaTh JIEKAPCTBEHHBIM Ipenapar Juisd
MEIULMHCKOTO MPUMEHEHHUS B Ka4eCTBE Op(PaHHOTO JEKAPCTBEHHOTO Mperapara.

3. B cpok, He mpeBbIIarONMi TATH paboyuxX JHEW cO JHS HAIpaBJICHUS B JUYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (heZlepalIbHOr0 OpraHa HCIOJHUTEIBHON BJIACTH B €IMHOW CHCTEME 3aKIIIOUYCHHS,
YKa3aHHOTO B 4acTu | HacTosmiel CTaTbH, YIMOJIHOMOYEHHBIH (erepalibHblil OpraH HCHOJHUTEIbHOM
BJIACTH OCYILECTBJISIET OLEHKY 3aKJIIOUEHUs [UIsl OIpPEAETCHUs €ro COOTBETCTBUS 33JaHMIO Ha
MIPOBEJICHUE SKCIEPTU3bl U HANPABIIAET B JIMYHBIA KaOUMHET 3asBUTENS B €AMHON CHCTEME MOJIMUCAaHHOE
YCUJICHHOH KBaJIM(UIIMPOBAHHONW AJIEKTPOHHON TOANHKCHIO YBEJOMJICHHE O PE3yJbTaTax MpOBEICHHOMN
AKCIIEPTU3BI C MPUTIOKEHUEM KOIMUU IKCIIEPTHOTO 3aKIIOUYEHUS (C COXpaHEHHWEM KOH(UIEHIIMAIbHOCTH
nHPOpPMAIIMK O COCTaBE KOMHCCHH SKCIIEPTOB) W BO3MOYKHOCTH WJIM HEBO3MOXXHOCTH PacCMaTpUBAThH
JIEKapCTBEHHBIN TMpernapar i MEIUIIMHCKOTO NMPUMEHEHHS B KadyecTBe Op(aHHOTO JIEKAPCTBEHHOTO
npernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PeaepanbHbIA 3aKOH OT
30.01.2024 N 1-3.

CraTtba 22. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Koncynsrantllntoc: npumeuanue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS rOC. YCIYT HpU
OOpallleHnn JIEKAPCTBEHHBIX CPEACTB Ui MEAULUHCKOrO MPUMEHEHMs IOCPEICTBOM EIMHOMN
cucremsl, npuMensitores ¢ 01.01.2025.

Ctatbsn 23. JKcnepTu3a KauyecTBa JIeKapCTBEHHOro cpeacTBa M JIKCMepTus3a
OTHOLUEHUA OXWAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 JfleKapCTBEHHOro
npenapara Ana MeguLUHCKOro npumMeHeHus

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTH3a KauecTBa JIEKApCTBEHHOTO CPEICTBA M SKCIEPTH3a OTHOLIEHUS 0KH1aeMOU MOJIb3bI
K BO3MOXHOMY pPHCKY IPHMEHEHHs JIEKAPCTBEHHOI'O Ipenapara JUisi MEIULHUHCKOIO INPUMEHEHMS,
COCTaBJICHHE KOMHUCCHSIMH DOKCIIEPTOB 3aKIIOUYEHUH 10 pe3ynbTaraM IMpPOBEACHHBIX OJKCIEPTU3 U
HampaBJIeHUE STUX 3aKIIOYEHUH, MOAMMCAHHBIX YCHUJICHHBIMU KBaIU(PULIUPOBAHHBIMHU 3JIEKTPOHHBIMHU
MOAMNHUCSAMH, B JIMYHBIA KaOMHET YIOJIHOMOYEHHOrO (pe/epalbHOrO OpraHa HCIOJIHHUTEIbHOW BJAacTU B
€IMHOW CHUCTeME OCYIIECTBISIOTCS B CPOK, HE NPEBBIMIAIOMIMN CTa JAECATH pabouyux JHEeH co AHA
HaIlpaBJIeHUsl B JIMYHBIM KaOWHET HKCIEPTHOTO YUYPEKACHHUS B €IMHOM CHCTEME COOTBETCTBYIOIIETO
3aJJaHUs  YIOJHOMOYEHHOTO (pe/iepalbHOr0 oOpraHa WCIHOJIHUTENBHOM BJIACTH U HEOOXOAMMBIX
JOKYMEHTOB.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Koncynsrantllntoc: npumeuanue.

Ilo 3asBnenuto, noganHoMy B Munszapas Poccun no 11.04.2022, npu HEBO3MOXHOCTH MPOBEECHUS
9KCHEPTU3bl KAayecTBa JIEKAPCTBEHHBIX CPEICTB B OSKCIEPTHOM YUPEKACHUH, JONYCKaeTcs ee
MIPOBE/ICHUE TIOCPEACTBOM JAMCTAHIIMOHHOTO B3aMMOACUCTBUS, MOPAIOK U (POPMBI KOTOPOTO
OIPENIENIAIOTCA SKCIEPTHBIM YUYpEXJEeHUeM Mo coriacoBaHuio ¢ 3asurernsiMu (IloctanoBnenue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue neBsHOCTA JHEW CO JHS TIOJYYCHUS YIMOJHOMOUYEHHBIM (elepaabHbIM OpPraHOM
WCTIOJIHUTEIILHON BJIACTH YBEAOMJICHHSI B JJIEKTPOHHOW (DOpME O TONyYEHUU 3asIBHTEIIEM PEHICHUS O
MIPOBEJICHUU 3KCIIEPTU3, NPEAYCMOTPEHHBIX YacThiO0 | HACTOSIICH CTAaThH, 3asBUTEIb MPEACTABISCT B
HKCHEPTHOE YUPEXACHUE AJISi MPOBEACHUS SKCHEPTH3bI KAauecTBa JIGKAPCTBEHHOTO CPENCTBA 00PAa3IIbl
JICKQpCTBEHHOTO Tpernaparta il MEIUIUHCKOTO IMPHUMEHEHHs, MPOU3BEICHHOTO B COOTBETCTBUHU C
TpeOOBAaHUSMHU OMBITHO-TIPOMBIIIJICHHOTO H (WMJIM) TPOMBIIICHHOTO PErJIaMEHTOB, YTBEPIKICHHBIX
PYKOBOJIUTENIEM TPOU3BOMUTEINS JICKAPCTBEHHBIX CPEACTB, a TaKKE B COOTBETCTBYIOIIMX CIydasx
o0pa3iel papMareBTUIECKON CyOCTaHITNH, TECT-IIITaMMa MUKPOOPTaHU3MOB, KYJIBTYPhI KIIETOK, 00pa3Iibl
BEIIECTB, IPUMEHICMBIX JUISI KOHTPOJISI Ka4eCTBa JICKAPCTBEHHOTO CPEJICTBA MyTEM CPABHEHUSI C HUMHU
HCCIIETyeMOT0 JICKAPCTBEHHOTO CPEJICTBA, CIENU(PUYECKHUE PEareHThl, HEOOXOAUMBIC Il MPOBEACHUS
UCTIBITAHUKA ~ OOpa3loB  JIGKAPCTBEHHBIX  MPENapaTroB, B  KOJIMYECTBAX, HEOOXOIUMBIX IS
BOCIIPOU3BEICHUSI METOJIOB KOHTPOJIS Ka4eCTBa.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. Ilpu momydyeHun oOpa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaieBTHUECKON CyOCTaHIIUN
HKCIIEPTHOE YUpEKJIEHUE HAIpPABISICT B JUYHBIN KaOWHET 3asBUTENs B €JUHON CUCTEME YBEAOMIICHHE,
MIO/ITBEP K IAIOIIEE MTOTYUEHHE YKAa3aHHbBIX 00pa3LoB.

(uactsb 3 B pen. denepansuoro 3akoHa ot 30.01.2024 N 1-D3)

4. Vka3aHHBIM B 4YacTH 2 HACTOSALIEH CTaTbU CPOK JUIsl MPEACTABIEHUS 3asBUTEIEM O0pas3loB
JIEKapCTBEHHOTO TpenapaTta U (apMaleBTHUECKOW CyOCTaHLMM HE BKJIIOYAECTCS B CPOK IPOBEIEHUS
JKCIEPTHU3, MPEYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTAThH.

(uactb 4 B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

5. ¥YTparun cuny. - ®eaepanbubiit 3akoH oT 30.01.2024 N 1-03.

Koncynsrantllntoc: npumeuanue.

[Tonoxenus ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIECHUS rOC. YCIYT HpU
oOpallleHnn JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO MPUMEHEHHUS MOCPEICTBOM E€IMHOTO
nopraina, npumenstores ¢ 01.01.2026.

Ctatbsl 24. JKkcnepTM3a KavyecTBa JeKapCTBEHHOro CpeAcTBa M 3KcnepTusa
OTHOLUEHUSI OXMAAeMOMW NoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NeKapCTBEHHOro
npenapara onsa BeTepUuHapHOro NnpuMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPENCTBA U DKCIIEPTH3a OTHOLIEHUS 0XKHUIAEMOM MOJIb3bI
K BO3MOXHOMY pPHCKY IIPUMEHEHHMs JIEKapCTBEHHOIO IIpenapara i BETEPUHAPHOTO NPHUMEHEHMS,
COCTABJICHME KOMHUCCHUSAMH DOKCIEPTOB 3aK/IIOUEHHMM II0 pPE3yJbTaraM YKa3aHHBIX JKCIEPTU3 U
HalpaBJICHWE TaKHUX 3aKJIIOUYEHUH B DJIEKTPOHHOH (opMe B YIOJIHOMOYEHHBIH (QenepalibHbIil opran
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

WCTIOJIHUTEIILHON BIACTH OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIIIAIONINIA CTa TECATH pabouux JHEU co JAHS
MOJyYCHUsT OKCHEPTHBIM  YUPEXKICHHEM B JJIGKTPOHHOW (opMmMe 3anaHus  YIOJIHOMOYECHHOTO
(denepanbHOro OpraHa WCIOJHHUTEIHHOW BJIACTH C JOKYMEHTaMH, YKa3aHHBIMA B 4YacTu 3 craThu 17
Hacrosiiero deaepaibHOTO 3aKOHA.

(B pen. @enepanpubix 3akoHOB OoT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B Teuenue Tpuanatd paboOUYMX IHEH CO IHS TMOJNYyYCHHS YHNOJHOMOUYEHHBIM (eaepanbHbIM
OpPraHOM MCIIOJHUTEIbHON BJIACTU YBEIOMJIEHHMS B 3JIEKTPOHHOW (opMe O MOJydyeHHM 3asBUTEIEM
pellIeHus O MPOBEACHUN YKa3aHHBIX B 4acTU | HACTOALIEH CTaTbU AKCIIEPTU3 3asIBUTEIb MPEICTABISAET B
HKCHEPTHOE YUPEXJAECHUE AJIS MPOBEACHUS SKCHEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CpelCTBa 0Opa3libl
JIEKAPCTBEHHOI'0 IIperapara Uil BETEPUHAPHOIO IIPUMEHEHHUs, NPOU3BEICHHOIO B COOTBETCTBUHM C
TpeOOBAHUSAMHU TEXHOJOIMUECKMX PErIaMEHTOB, YTBEP)KJICHHBIX PYKOBOAUTENIEM IPOU3BOIUTENS
JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBYIOIIMX CIIy4asX TECT-IITaMMbl MHKPOOPIaHHU3MOB,
KYJIBTYpbl KJIETOK, 00pa3ibl (apmaneBTH4ecKoil cyOcTaHuuu, oOpa3lbl BEUIECTB, NMPUMEHSEMbIE IS
KOHTPOJISl KayecTBa JICKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOAMMBIX U BOCHPOHM3BEICHUS

METO/IOB KOHTPOJISl Ka4eCTBa.
(B pen. Denepanbhbix 3akoHoB 0T 02.08.2019 N 297-d3, ot 30.01.2024 N 1-D3)

3. Tlpu momydeHur oOpa3IOB JICKAPCTBEHHOTO Ipernapara W (apManeBTUYECKOW CyOCTaHIIUU
HKCHEPTHOE YYPEKACHUE B JCHb MOIYyYEHHUS 0Opa3IOoB HAMpPABIISAET B DIEKTPOHHOH (hopMe 3asiBUTEINIO
YBEIIOMJICHHE, TIOATBEPIK/IAOIIEE IMOJIyYCHUE YKa3aHHBIX 00pa3IloB.

(dactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yxa3zaHHBI B 4YacTH 2 HACTOSIICH CTaTbU CPOK JUIsl TPEJCTABJICHUS 3asBUTEIEM 00pa3IoB
JICKapCTBCHHOTO TperapaTa ¥ (apMareBTUYECKON CYOCTaHIIMM HE BKJIFOYASTCS B CPOK IPOBEIACHHS
IKCHEPTH3, MPEITYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAThH.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Vrparun cuny. - @eaepanbusiii 3akoH ot 30.01.2024 N 1-03.

CraTtba 25. [NloBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnyuasix HenocTaTo4HONH 0OOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOUEHHS] KOMUCCUU SKCIIEPTOB,
HINYMS B HEM IPOTUBOPEUMBBIX JAaHHBIX, (albCU(UKAIMK BBIBOJOB AHKCHEPTH3bl JIEKAPCTBEHHOTO
CPEICTBA, COKPBITHS OT YIOJIHOMOYEHHOTO (heJiepaibHOr0 OpraHa MCHOJHUTENBHOM BIACTU OCHOBAaHUMN
IUId  OTBOAA DKCIEPTa BCIEIACTBUE €ro 3aMHTEPECOBAHHOCTH B PpE3y/lbTaTax COOTBETCTBYIOIIECH
OKCIICPTHU3EI, Haiaun4yusga  JaHHBIX 0 IMpIMOM 60 KOCBEHHOM BMCHIATCJIBCTBE B mponecc
COOTBETCTBYIOLIEH IKCIEPTU3BI JIMI, HE YYACTBYIOLIUX B €€ NPOBEACHHM, HO OKa3aBIIMX BIIMSHHE HA
MPOIIECC W PE3yJbTAThl €€ MPOBEICHHS, YIOJIHOMOYECHHBIM (eepaibHbIM OPTraHOM HCIIOTHUTEIHHOU
BJIACTHM Ha3HAYAETCsI IOBTOPHAs DKCIIEPTU3A JIEKAPCTBEHHOIO CPEJCTBA U (MJIM) STHYECKAsl SKCIIEPTHU3A.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlimtoc: npumedanue.
[Tonoxenus ct. 25 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecst IpeJOCTaBIEHUS TOC. YCIYT HpU
06paLI_ICHI/II/I JICKApCTBCHHBIX CpCACTB: I MCAULMUHCKOTO MPHUMCHCHUS TMOCPCIACTBOM GHHHOﬁ
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

cucteMbl U (WIK) eauHOro moptana, npumensroTcs ¢ 01.01.2025; mis BeTepuHApHOTO MPUMEHEHHS
IIOCPEACTBOM €AMHOI0 nopraina, npuMmenstores ¢ 01.01.2026.

2. TloBTOpHasT SKCIEPTH3a JCKAPCTBEHHOT'O CPEJICTBA MPOBOAMTCS C YUCTOM PE3yJbTAaTOB paHee
MIPOBEJICHHOM OKCIEPTH3bl B CPOK, YCTAHOBIICHHBIM YIIOJTHOMOYEHHBIM (peepalbHbIM  OpraHOM
MCIIOJIHUTEIIBHOM BJIACTH M HE MPEBBIMIAONINN TPUIATH pa00YUX JHEH CO JTHS IMOJYYCHHUS KCICPTHBIM
YUpEeXKICHHUEM B JINYHOM KaOWHETE B €IMHOW CHCTEME 3a/IaHUs Ha TIPOBEJCHHUE MOBTOPHOU IKCIICPTH3BI
JICKAPCTBEHHOT'O CPEJICTBA, MOAIMMCAHHOTO YCUICHHON KBATM(UIIUPOBAHHOM 3JICKTPOHHOM MOJIHUCHIO.

(B pen. deaepanibHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®wuHaHCOBOE OOECIICYCHUE BBHIMOJHEHUS 3a/JaHUs HA MPOBEACHUE TOBTOPHON AKCIEPTH3BI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBISETCA.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynsrantlntoc: npumeyanue.
C 01.01.2026 crt. 26 He pacmpocTpaHsSETCS Ha IPABOOTHOIICHHUS, BO3HUKAIOIIME NMPU OOpaICHHH
JIEKapCTBEHHBIX CpeACTB It MeauiuHckoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

Cratbs 26. YCKOpeHHaH npoueaypa 3KCNnepTusbl NIeKapCTBeHHbIX cpeacTB

1. YckopeHHass mnpouegypa 3KCIEpPTHU3bl JIEKApCTBEHHBIX CPEACTB B IEISAX TOCYAapCTBEHHOU
perucTpanyy JIEKapCTBEHHBIX IPETapaToB NPUMEHSETCS B OTHOIIEHHUH OP(aHHBIX JEKapCTBEHHBIX
IIPEenapaToB, MEPBLIX TPEX JIEKAPCTBEHHBIX MpENapaTroB, peructpupyemsix B Poccuiickoit denepanun B
KAauecTBE BOCIPOM3BEJCHHBIX JIEKAPCTBEHHBIX IIPENApaToB, OUYEPEIHOCTb KOTOPHIX ONpPENENsIeTCs B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOAALIMX 3asABJICHUH O TOCYJapCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX IPENapaToB B paMKax OJHOTO MEXIYHapOJHOIO HEMaTEHTOBAHHOTO HAaUMEHOBAHMUS
JIEKapCTBEHHOI'O IIpernapara WM TPYNIHPOBOYHOIO HAaMMEHOBAHMs JIEKAPCTBEHHOIO IIpenapara,
JIEKapCTBEHHBIX MPENapaTtoB Ui BETEPUHAPHOIO MPUMEHEHMsI, IpEJAHA3HAUYEHHBIX Ul JICYEHUS
JIOMAIIIHUX KUBOTHBIX, onpezeneHHbIX PenepanbHbIM 3akoHOM 0T 27 nexadpst 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAIlleHUH C JKUBOTHBIMU M O BHECEHHM M3MEHEHUH B OT/AEIbHBIE 3aKOHOJATENbHbIE
akTel Poccuiickoit ®enepanun”, n 3aperucTpUpoBaHHBIX B KAa4E€CTBE JIEKAPCTBEHHBIX INPENApaTOB s
MEAUIMHCKOTO NPUMEHEHUs, U JIEKApCTBEHHBIX IpENapaToB, MPEIHA3HAYEHHbIX HCKIIOYUTEIBHO MJIs
IIPUMEHEHHS] HECOBEPLIEHHOJIETHUMHU I'PaXK1aHAMHU.

(B pen. ®enepanbubix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-@3)

2. YckopeHHas Tpoleaypa AKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B ILEIAX TOCYIAapCTBEHHOM
PEruCTpalvy JIEKApCTBEHHBIX IPENapaToB HE MPUMEHSETCS B OTHOILICHHH:

1) 6uoananoroBbix (6MOMOI00HBIX) JIEKAPCTBEHHBIX MpenapaToB (010aHaIOToB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IIpernapaTroB (3a HCKIOYEHHEM OpP(AHHBIX JIEKapCTBEHHBIX
MIpenapaToB);

Koncynprantlintoc: npumeydanue.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Ho 31.12.2024 poccCuiCKUM MPOU3BOAUTENSAM JIEKAPCTBEHHBIX IpEnapaToB JJisl BETEPUHAPHOIO
MPUMEHEHHS Pa3pElICHO TOJaBaTh PETHUCTPAIMOHHOE JOChe MO0 YCKOPEHHOH mporenype 0e3 yuera
TpeboBanwmii 1. 3 4. 2 cT. 26 ([Toctanosnenue [1paButenscTta PO ot 12.03.2022 N 353).

3) BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX IPEMaparoB (32 HCKIIOYEHHUEM TEPBBIX  Tpex
peructpupyembix B Poccuiickoil @enepanuum B KauecTBE BOCHPOM3BEACHHBIX JIEKapCTBEHHBIX
IpernapaToB M JIGKAPCTBEHHBIX IPENaparoB, IMpEeIHA3HAUYCHHBIX HWCKIIOUYUTENBHO IS TPUMEHEHUS
HECOBEPLICHHOJIETHUMM TpaXKJaHaMH, a Tak)Ke JIEKapCTBEHHBIX IIPENaparoB, MPEeIHA3HAYEHHBIX MAJIs
JICYEHHUs JOMAaIIHUX *XUBOTHBIX, olnpenencHHbIXx PenepanbHbIM 3akoHOM oT 27 nekadbps 2018 roma N
498-®3 "OO6 OTBETCTBEHHOM OOpaIICHUU C >KMBOTHBIMHU M O BHECEHWHM W3MEHEHUH B OT/ACIIbHBIC
3aKoHoAaTenbHble akThl Poccuiickolt denepanuu', U 3aperucTpUPOBAHHBIX B KaueCTBE JIEKApCTBEHHBIX
IIPEnapaToB Uil MEAULUHCKOIO IPUMEHEHNUS);

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIUN 3apETUCTPUPOBAHHBIX paHEe JIGKAPCTBEHHBIX MPENapaToB;

5) JleKapCTBEHHBIX MPENaparoB, 3aperUCTPUPOBAHHBIX pPaHEE, HO NPOU3BEIEHHBIX B JIPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHMMU JIEKAPCTBEHHBIX ()OPM U B HOBOM
J03UPOBKE;

6) JIeKapCTBEHHBIX MPENaparoB A MEIULIHUHCKOTO MPUMEHEHHUS, TOCYJapCTBEHHAs PETUCTpalus
KOTOpBIX OTMEHEHA, IIPU UX PErHCTpallMi B KayeCTBE JIEKAPCTBEHHBIX IPENaparoB Jyisl BETEPUHAPHOIO
MIPUMEHEHHS.

(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoleaypa AKCHEpPTHU3bl JIEKApPCTBEHHBIX CPEJICTB IPOBOAUTCA IO PEIIECHUIO
COOTBETCTBYIOILIETO YINOJIHOMOYEHHOTO (heiepabHOI0 OpraHa MCIOJHUTENIbHOW BIACTH HA OCHOBAaHHUH
3asIBJICHUS 3asBUTEINS B CPOK, HE MPEBBIIAIONINN BocbMUIeCATH pabounx aHel. [Ipu aTom skcneprusa
JOKYMEHTOB, COJIEP>KAIIUXCSI B PETHCTPALIMOHHOM JOChE Ha JIEKAPCTBEHHBIM IIpenapar, IIPOBOAUTCS B
CPOK, HE TPEBBIIAIOUINI JecATH padouyux JHEH, JKclepTh3a KadecTBa JIEKapCTBEHHOTO CpEeACTBa U
JKCIIEPTH3a OTHOIIEHHS OXKUAAEMOM IOJIb3bl K BO3MOXKHOMY PHUCKY IHPUMEHEHMS JIEKApCTBEHHOTO
npernapaTa MpoBOJATCS B CPOK, HE MPEBBIIAIOLINI MIECTHUAECATH pabounX JTHEH.

(uactb 3 B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Vrparun cuny. - ®enepanbhsiii 3akoH ot 30.01.2024 N 1-D3.

4. VYckopeHHas Mporeaypa HKCIEpPTU3bl JIEKApPCTBEHHBIX CPEACTB MPOBOJUTCS B TOPSIKE,
ycraHoBiIeHHOM ctathsimu 17, 19, 20, 23 u 24 nacrosmero denepanbHOro 3aKOHA, M HE O3HAYAET
CHIDKEeHHUS TpeOoBaHMi Kk 6e30MacHOCTH, Ka4ecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Crtatbs 27. PeweHune o rocyaapCcTBEHHOW perncTpauum nekapcTBeHHOro npenapara
1. B cpok, He MpeBBIAIONIUN AECITH padOYuX AHEH CO JHS MOJYYCHHS 3aKIIOUYCHUH KOMUCCHH

OKCIICPTOB MO PE3yJibTaTaM 3KCHCPTU3BI KAYECTBA JICKAPCTBCHHOT'O CPCACTBA U SKCIICPTU3bI OTHOUICHUA
o>1<1/1):(aeM0171 IMOJIB3bI K BO3SMOXXHOMY PUCKY ITPUMCECHCHUSA JICKAPCTBCHHOI'O ITperiapara, COOTBCTCTBYIOHII/Iﬁ
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

YIIOJTHOMOYEHHBIH (hefepabHbIi OpTraH UCTIOTHUTEIBHOMN BIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ocymiecTBIsIET OLICHKY 3aKIIOYEHHH KOMUCCHH JKCIEPTOB JUISL OINpPEACIICHUS] COOTBETCTBUS
3aJaHUIO HA MPOBE/ICHHUE ITUX IKCIIEPTHU3;
(n. 1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) mpUHMMAaeT peUIeHHEe O TOCYAApCTBEHHOM PErucTpaluu JIEKapCTBEHHOrO Mpemnapara wid o0
OTKa3€ B rOCYJIapPCTBEHHON PErUCTpaIlMu JIEKaPCTBEHHOTO MIpenapara;

KoncynbrantlLimtoc: mpumeyaHue.
C 01.01.2025 B n. 3 cr. 27 BHocsarcs usmenenus (@3 or 30.01.2024 N 1-®3). Cm. Oynymryro
PEIaKIuIo.

3) BHOCHUT NpU NPUHATHUU PELIEHUS O FOCYAApCTBEHHOM perucTpaiyu JIEKapCTBEHHOIO Mpernapara
JAHHbIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM uucie O (apMaleBTHYecKon
cyOCTaHIMM, BXOZSIIEH B COCTaB JIEKAPCTBEHHOrO IIpernapara, B TOCYJAapCTBEHHBIH peecTp
JICKapCTBEHHBIX CPEJICTB U BbIAAET 3asBUTENI0 PETMCTPALUOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOI'O
npemnapara, popMa KOTOPOro yTBEpKAaeTCsl YIOTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOTHUTEIBHON
BJIACTH, COIJIACOBAaHHbIE HOPMATHBHYIO JIOKYMEHTAllUI0, HOPMATUBHBIA JOKYMEHT, HWHCTPYKIHIO IO
IIPUMEHEHUIO JIEKapCTBEHHOI'O Ipenapara W MakeTbl [EepBUYHOW YHNAKOBKM U BTOPUYHOU
(moTpeOUTeNbCKO) YNAaKOBKM C YKa3aHHEM Ha HHMX HOMEpa pPErMCTPallMOHHOTO YJOCTOBEPEHMS
JIEKapCTBEHHOI'O IIpernapara U JaThl €ro TOCYJapCTBEHHOW PETUCTPALMU WIM B Clydyae HIPUHATHA
pemieHuss 00 OTKa3e B TIOCYJAapCTBEHHOW pEruCTpalMy JIEKapCTBEHHOIO Ipernapara yBEIOMIIIET B
NUCHbMEHHOW (opMe 3asBHUTENS 00 O5TOM C YyKa3aHWEM NPUYMH TaKOro OTKa3a. 3a BbIIAdy
PEruCTpPaMOHHOIO YJJOCTOBEPEHUS JICKApPCTBEHHOI'O IpenapaTa B3UMAeTCsl TOCYJapCTBEHHAs MIOLIUIMHA B
COOTBETCTBHH € 3aKoHOAaTenbcTBOM Poccuiickoit deneparuu o Haiorax u cOopax.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. OcHOBaHMEM AJIsl OTKa3a B IOCYJapCTBEHHOW pPErMCTpallMU JIEKAPCTBEHHOIO Ipemnapara i
MEIUIMHCKOTO  NPUMEHEHHs  SBISAETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YIMOJHOMOYEHHOTO
(denepanbHOro OpraHa HCIHOJHUTENIBHOM BIACTH O TOM, 4YTO KayecTBO M (W) 3(PPeKTUBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIpenapaTta sl MEAMLIMHCKOIO IPUMEHEHHS HE IOATBEPKIEHBI
MOJIyYEHHBIMHM JTaHHBIMHM WJIM YTO PUCK NPUYMHEHHUS BpeJa 30POBBIO0 YEJIOBEKa BCIEJCTBHE IpHUEMa
JIEKapCTBEHHOTO TMpemnapaTta Uil MEAMLIMHCKOTO TPUMEHEHHUs TMpeBblaeT 3()QeKTUBHOCTh €ero
MIPUMEHEHHUS.

(uactb 2 B pen. PenepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE ImpencTaBICHHE B COOTBETCTBYIOIIMN YIIOJHOMOYEHHBIM (QenepalbHblil oprax
WCIIOJIHUTENIBHOM BIIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOLIEHWU KOTOPOIrO IIOJIy4eH OTKa3 B
roCyAapCTBEHHOM PErMCTPAllMM U KOTOPBIM BIIOCIEICTBUM MOJBEPICS U3MEHEHHIO B YACTH €ro COCTaBa,
paccMaTpuBaeTCs Kak IPEICTaBICHUE HOBOI'O JIEKAPCTBEHHOI'O IIpernapara Ha €ro rocylapCTBEHHYIO
PETUCTPALIMIO HE3ABUCUMO OT COXPAHEHUs €ro MEPBUYHOIO HAUMEHOBAHMSL.

(uactb 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Ilpyn mpenoCTaBI€HWH 3asBUTEIIEM B COCTAaBE€ PETHMCTPALMOHHOIO JIOChE HA JIEKApCTBEHHBIN
npernapar Juis BETEPUHAPHOTO MPUMEHEHHs KOMUHU PElIeHHs YHOJHOMOYEHHOTo (hefepalibHOro opraHa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

WCIIOJIHUTEIIBHON BJIACTH O TPOBEJACHUHM HHCIICKTUPOBAHUS IPOU3BOJIUTEINS JIEKAPCTBCHHBIX CPEICTB
CPOK TIPHHSATHS PEUICHHS O TOCYJAapCTBCHHOH pErHCTpalliu JICKApCTBEHHOrO Tpernapara Juls
BETEPUHAPHOTO MPUMECHEHUS IPUOCTAHABIIMBACTCS CO JIHS MOMyUYSHUS 3aKIIOYCHUM, YKa3aHHBIX B YaCTH
1 Hacrosimied CTaThu, JO JHS NMPHUHATHS YIMOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCIOJTHHTEIBHOM
BIIACTH PEIICHUs O BbIIaue WM 00 OTKa3e B BbIJAue 3aKIIOYCHHUS O COOTBETCTBHH IPOU3BOIUTEIIS
JICKApCTBEHHBIX CPEIICTB TPEOOBAHUSAM TPABUII HAJUICKAIICH POU3BOJCTBEHHOW MPAKTHKH, HO HE OoJiee
94eM Ha CTO BOCEMbBJECAT pabounx JTHEH.

(dactb 4 BBenena OenepanbapiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B TOCYNApCTBEHHON PEruCTpalldi JICKApPCTBEHHOTO Iperapara s
BETCPUHAPHOTO TPHUMEHEHHsS SIBIIICTCS  3aKJIIOUEHHE YIIOJIHOMOYECHHOTO (ellepalbHOTO OpraHa
WCTIOJIHUTEIIBHON BJIACTH O TOM, 4YTO KadecTBO # (W) 3PQPEKTUBHOCTh PETUCTPHPYEMOTO
JICKQpCTBEHHOTO TMperapara Uil BETEPHHAPHOTO TNPUMECHEHUS HE TOATBEPXKICHBI IOTYYCHHBIMU
AAHHBIMU WJIKM YTO PUCK IMPUYUHCHUA Bpcaa 3J0POBbIO JKMBOTHOI'O BCJICACTBUC IIPUCMA JICKAPCTBCHHOTI'O
npernapara Jjisi BETCPHHAPHOTO NPUMEHEHHs MpeBbImacT 3()()EeKTUBHOCTh €ro NpPUMEHEHHUs, OTKa3
VIIOJTHOMOYEHHOTO  (peiepaibHOTO OpraHa HWCHOJHHUTENBHON BIIACTH B BbIa4Ye 3aKIIOYEHHUS O
COOTBETCTBUM  INPOU3ZBOAMTENS  JICKAPCTBEHHBIX  CPEICTB TPEOOBaHHMSIM  IPaBWI  HaJUIeXKAIICH
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAKIOW MPOU3BOACTBEHHOW IUIOMIAJKH PETUCTPUPYEMOIO
JICKQpCTBEHHOTO Tperapara JJjisi BETCPUHAPHOIO IPHMEHEHHs B Cllydae, €CJIH IPOU3BOICTBO
JICKApCTBEHHOTO Tperapara s BETEPUHAPHOTO TPUMEHEHHUS OCYIIECTBIISICTCS 3a MpeaesiaMu
Poccuiickoit @enepanuu, Wik OTCYTCTBUE TAKOTO 3aKITFOUCHHSL.

(dactb 5 BBeneHa denepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

KoncynbrantlLitoc: mpumeyaHue.
O mopsigke W CpOKax OIpPEIeTICHHS B3aMMO3aMEHSEMOCTH JICKAapCTB JICKAPCTBEHHBIX IPENaparTos,
3apeructpupoBanHbIX 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHsieMOCTb NeKapCTBEHHbIX MpenapatoB  AnA
MeAULUHCKOro NPUMEeHeHUs
(B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3aumo3ameHseMOCTb JIEKAPCTBEHHBIX IMpENapaToB i MEIUIUHCKOTO IPUMEHEHHUs
OIpeJIeNIAeTCsl YIOJHOMOUYEHHBIM (heiepaibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH, OCYILIECTBIISIOLIIM
rOCy/IapCTBEHHYIO PETUCTpalMIO JIEKAPCTBEHHBIX IIPEnapaTroB Uil MEIUIIMHCKOTO IMPUMEHEHUs, B
paMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAaHHOIO (MM XMMHUYECKOrO, WM TPYIIHPOBOYHOIO)
HAaUMEHOBAHMSI Ha OCHOBE 3aKJIOYEHHS KOMHUCCHHM OKCIIEPTOB JKCHEPTHOIO YUPEXKAECHUS O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHOr'0 Ipernapara Ui MEJUIIMHCKOTO MPUMEHEHUs U0 O TOM, 4YTO
JIEKapCTBEHHBIN Mpernapar Juisi MEJUIMHCKOrO PUMEHEHMsI He SIBJIseTcsl B3auMo3aMmeHsieMbIM. [lopsiiok
OIIpEeZICNICHUs] B3aMMO3AMEHSAEMOCTH JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEIULUHCKOIO NPUMEHEHUs U
dbopMa 3aKIIOYEHHS] KOMHCCHUU DSKCIEPTOB OSKCIEPTHOIO YUPEKICHHS O B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB /Ui MEIUIIMHCKOTO IPUMEHEHUS JIMOO O TOM, YTO JIEKAPCTBEHHBIN MpenapaT
JUIS MEAMIMHCKOTO MPHMEHEHHUs He SIBISETCS B3aMMO3aMEHSEMBIM, YCTaHABIMBalOTCA (enepaabHbIM
OpPraHOM HCIOJHMUTENbHOM BIIACTH, OCYILECTBIISIOUIMM (YHKIIMM 10 BBIPAaOOTKE U pealn3aluu
roCy/1lapCTBEHHON MOJUTHKU U HOPMaTUBHO-TIPAaBOBOMY PETrYJIMPOBAHUIO B cepe 3paBOOXpPaHEHHUs], 1O
COTJIACOBAaHUIO C (peepanbHBIM OPraHOM MCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIONIMM (DYHKIMH 10
JUIEH3UPOBAHHUIO MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @exnepanbHoro 3akoHa ot 19.10.2023 N 503-03)

2. Komuccus 3KcIepToB 3KCIEPTHOTO YUPEXKIEHHs JaeT 3aKIYEHHE O B3aMMO3aMEHSIEMOCTH
JICKapCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUs JTM00 O TOM, YTO JIEKapCTBEHHBIN IpenapaT
U1l MEOUIMHCKOIO IPUMEHEHMsI He SBISETCS B3aUMO3AMEHSEMbIM, HA OCHOBAaHMM CIIEAYIOLIMX
KpUTEPUEB (XapAaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (1 OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IperapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKIX CYOCTaHIIMI MM COIOCTaBUMOCTh QHTUTCHHOT'O COCTaBa BakIMH. Vcrmonb3oBaHue
Pa3NUYHBIX COJel, 3(QUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALIHUECKUX (POPM U JIPYTUX MPOU3BOIHBIX
OHOTO M TOTO JK€ JIECHCTBYIONIETO BEIIECTBA HE SIBJISCTCS NPENSATCTBHEM JUIS  ONpPEICIICHHUS
B3aMMO3aMEHSAEMOCTH  JICKAPCTBEHHBIX  IpENaparoB, €CIM NpU  TMPOBEACHUU  HCCIICAOBAHUS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  WJIX  HUCCICIOBAaHHMS  TEPAlCBTUYCCKOM
SKBHBAJICHTHOCTH JIEKAPCTBEHHOTO TIpernapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX pPa3IHyuuii
dbapmakokuHeTukn u (WwiH) d¢hQPeKTHBHOCTH W 0€30MacHOCTH JICKAPCTBEHHOI'O Ipemapara i
MEAUIIMHCKOTO MPUMECHCHHSI,

2) 3KBUBAJICHTHOCTh JICKApCTBEHHOU (hopMbl. 1071 SKBHBaJICHTHBIMU JICKAPCTBEHHBIMU (OpMaMHU
MMOHMMAIOTCSI Pa3HbIC JIGKAPCTBEHHBIC (POPMBI, MMECIOIINE OJUHAKOBBIC CIOCOO BBEICHHUS W CIOCO0
NPUMEHEHHS, OOJaJarolie  COMOCTABUMBIMH  (PApMAKOKHMHETUYECKUMHU  XapaKTePUCTUKAMU U
(hapMaKoJIOTHICCKUM JCHCTBHEM M 00SCIICUHBAIOIINE TAK)KE TOCTIKEHUE HEOOXOIUMMOT0 KIMHIHYECKOTO
apdekra. Paznuuus JIeKapCTBEHHBIX (QOPM HE SBJSIOTCS TPENSATCTBHEM JUIS  ONPEIEIICHUS
B3aMIMO3aMCHSIEMOCTH  JICKAPCTBCHHBIX  MPEMapaToB, €CIM TPU  TPOBSACHUH  HMCCIICIOBAHHUS
OMOPKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tperapara  HJIW  HUCCICIOBAaHHS  TEPaleBTUYECKOM
SKBHBAJIICHTHOCTH JIEKAPCTBEHHOT'O TIpernapara JI0Ka3aHO OTCYTCTBUE KIMHUYCCKU 3HAYUMBIX Pa3TUIHN
dbapmakokuHeTukn u (WwiH) d(h(PeKTHBHOCTH W 0€30MacHOCTH JICKAPCTBEHHOI'O Ipemapara i
MEIUIIMHCKOTO MPUMEHECHHS;

3) SKBUBQJIEHTHOCTb MJIM COMOCTaBHMMOCTb COCTaBa BCIOMOTATENbHBIX BELIECTB JICKAPCTBEHHOI'O
mpernapata Ui MEAMIMHCKOrO TpuUMeHeHus. Pa3nuuus coctaBa BCIIOMOTAaTENbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpernapaTa HE SBIAIOTCS MPENATCTBUEM M ONPEACIEHUS B3aUMMO3aMEHAEMOCTH
JIEKapCTBEHHBIX  IpenapaToB, €CIM IpPU  TMPOBEACHUU  HUCCIEIOBaHMS  OMO3KBUBAJIEHTHOCTH
JIEKapCTBEHHOI'O IIpernapaTa MM HCCIEIOBAHUS TEPAaeBTHUECKON 3KBUBAJEHTHOCTH JIEKAPCTBEHHOTO
mpernapaTa JOKa3aHO OTCYTCTBHE KIMHHUYECKH 3HAUMMbIX pa3iuuuil (QapMakOKMHETUKU U (WJIM)
3G GEeKTUBHOCTH U 0€30MaCHOCTH JICKapCTBEHHOIO Ipernapara A MEAUIMHCKOro mpuMeHeHus. [Ipu
HaJIMYUU KIMHUYECKH 3HAUMMBbIX pa3Inyuil (apMakOKUHETUKH U (Wn) 3P(PEKTUBHOCTH U OE30MMaCHOCTH
JIEKapCTBEHHOI'O Ipenapara Uisi MEAMIMHCKOTO MPHUMEHEHUS B3aUMO3aMEHSIEMOCTh ONPENENSAETCS C
YKa3aHHMEM Ha UCKJIIOYEHHUE OT/ENbHBIX TPYII MNallUeHTOB;

4) HUIACHTUYHOCTD criocoba BBCACHUA U crocoba IMPUMCHCHUS;

5) coOTBETCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEJICTBA TPEeOOBAaHUAM IpaBHJI HaJUIeXKaLIeH
IIPOU3BOJICTBEHHON ITPAKTUKH.

3. be3 H€O6XOJII/IMOCTI/I JOoKa3aTecJIbCTBa OHMOSKBUBAJIEHTHOCTH OCYIICCTBIIACTCA OIPCACICHUEC
B3aMMO3aMCHACMOCTH BOCITPOU3BCACHHLBIX JICKAPCTBCHHBIX NIPCIIAPATOB, KOTOPLIC:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1) mpenHazHaueHbl U1 MApPEHTEPAIBHOIO (TIOJKOXHOIO, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOIO,
BHYTPUTJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHApHOIO) BBEICHUS U
MPEJCTABISIOT CO00I BOAHBIE PACTBOPHI;

2) mpelCTaBISIIOT COOOM PacTBOPHI AJISl HEPOPATLHOTO MPUMEHEHHUS;
3) mpou3sBenieHbl B OpPME MOPOLIKOB WM JTHO(DUIN3ATOB I TPUTOTOBICHUS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABNSAIOTCS YIIHBIMU WJIM TJIA3HBIMHU JIEKAPCTBEHHBIMU TIperapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJHBIX PACTBOPOB;

6) mpeaHa3HAuYeHBl JUII MECTHOTO W (WJIM) HApy>KHOTO NMPHUMEHEHHs M TMPUTOTOBJICHBI B (opme
BOJIHBIX PaCTBOPOB;

7) IpeACTaBISIIOT COOOW BOJHBIE PACTBOPHI JIJIsl UCIOIB30BaHUs B (DOPME MHTAISALMMA C TTOMOIIBIO
HeOynaif3epa UM B KauyeCcTBE HA3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IMOMOIIBI0 CXOJIHBIX (ITOXOXKHUX,
aHAJIOTHYHBIX ) YCTPOUCTB (IpUOOPOB, anmaparos).

(uactsb 3 B pen. enepanphoro 3akoHa ot 30.01.2024 N 1-D3)

4. OcoOGeHHOCTH ONPEEIIEHNs B3aUMO3aMEHAEMOCTH OMOJIOTMYECKUX JIEKAPCTBEHHBIX MIPENapaTos,
KOMOMHHPOBAHHBIX JIGKAPCTBEHHBIX NpPENapaTroB (coAep)KamuMx KOMOMHAIMIO JBYX U Ooiee
HeﬁCTBYIOHIHX BGHICCTB), JICKApCTBCHHBIX npemnapaTron JIIs MapeHTCPAJIBHOIO INUTaHUA n
HEJIO3MPOBAaHHBIX  JICKAPCTBEHHBIX  IPENapaToB  yCTaHABIMBAIOTCS  (eaepalbHBIM  OpPraHOM
WCIIOJIHUTEJIBHOM BJIAacTH, OCYIIECTBISAIOIUM (DYHKLIUHU 110 BBIPAaOOTKE U pealin3allii rocyAapCTBEHHOU
MOJUTUKN ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHHIO B chepe 31paBOOXpaHEHHUS, TI0 COTJIACOBAHUIO C
q)eI[epaJII)HI)IM OpraHom HWCIIOTHUTEIbHOMN BJIaCTH, OCYHICCTBJIAIOIMIUM q)YHKIII/II/I 10 JIMIOCH3UPOBAHUTIO
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIACTCA B OTHOLICHHUU JICKAPCTBCHHBIX
PACTUTCIIBHBIX MIp€IapaToB, TOMCOMATHYCCKUX JICKAPCTBCHHBIX IMPEIIapaToB.

6. cDOpMI/IpOBaHI/Ie MEepeUHs B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIIAPAaTOB IJId MEAUIIMHCKOI'O
MNPUMEHCHUSA OCYHICCTBIIACTCA JSKCIICPTHBIM YUPCIKIACHUEM IMOCPECIACTBOM O6T)CI[I/IHGHI/I$I JICKAPCTBCHHBIX
npenapartoB B OTACIBHBIC TPYIIIBI, B Ka)KHOﬁ U3 KOTOPBIX JICKAPCTBCHHBIC IMIPCIIApaThl ABJIAIOTCS
B3aMMO3aMCHSICMbIMHU.

7. B cnydae BKJIIOYEHUS B HHCTPYKLUHUIO MO MEIUIUHCKOMY HPHUMEHEHUIO JIEKAPCTBEHHOIO
rpenapara Ha OCHOBAHHH PE3yJbTAaTOB COOTBETCTBYIOIIUX HCCIIECIOBAHUN MOKA3aHUU ISl IPUMEHEHUS,
KOTOpBI€ OTJIMYAIOTCA OT MOKA3aHWUU JUIsl MPUMEHEHUS! OPYTUX JIEKAPCTBEHHBIX MPEnapaTroB W3 TPYIIIBI
B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX TIPEMApaTOB, B IEPEYHE B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
MpernapaToB sl METUITUHCKOTO MPUMEHEHHS T0JDKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMAIIHs.

8. IlepeueHp B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX MPEMApaToB IJii MEIUIMHCKOTO MPUMEHEHUS
pa3MeniaeTcs ymoJIHOMOYEHHBIM (enepalbHbIM OpPraHOM HCIIOJHUTENBHON BIIACTH, OCYIIECTBIISIFOIINM
TFOCYJIApCTBEHHYIO PETUCTPAMIO JIEKAPCTBEHHBIX MPENaparoB Uil MEAUIUHCKOTO MNPUMEHEHHS, Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

cBoeM odunuaabHoM caiite B cetun "HMHrepuer". Wndpopmanus B mepeyHe B3auMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB s MEAMLIMHCKOTO INPUMEHEHHs OOHOBIISETCS YKa3aHHBIM (elepaibHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
V11 MEIUIMHCKOIO IIPUMEHEHHS U BHECEHHBIX W3MEHEHMH B JIOKYMEHTHI, COJAEp)Kalluecs B
PETUCTPALIMOHHBIX JOChE€ Ha 3aperMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IpenapaThl s MEIUIIMHCKOTO
IIPUMEHEHHUS.

9. [Nopsamok UCHOIB30BaHUSI UHGOPMAIIUU O B3aUMO3aMEHIIEMBIX JIEKAPCTBEHHBIX Tpernaparax s
MEJUIUHCKOTO TPUMEHEHHUS W TIOPSIOK Jadd pPa3bsCHEHHWH [0 BOMPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB JIsl MEAUIIMHCKOTO MPUMEHEHHS YCTaHABIMBAIOTCS (DeiepaabHbIM OPTaHOM
WCTIOJTHUTEIIEHOW BIJIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M peaH3ally roCyIapCTBEHHON
MOJINTUKA ¥ HOPMATHBHO-TIPABOBOMY PETyJIUPOBaHUIO B cepe 3paBOOXPAHCHHS, IO COTIACOBAHUIO C
(benepaabHBIM OPraHOM HCIOJHHUTEIBHOW BIIACTH, OCYHIECTBISIONIMM (YHKIUU IO JIMIEH3UPOBAHUIO
MIPOU3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akona ot 19.10.2023 N 503-03)

Koncynprantl[ntoc: npumeyanue.

Cpok perucrpanyy JIEKapCTBEHHOIO Ipemnapara [Ulsli BETEPMHAPHOTO NMPUMEHEHHs, MCTEKAIOIIUA C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 roay, mpomieH Ha 12 wmecsueB (IloctanoBienue
[IpaButensctBa P® ot 12.03.2022 N 353).

Koncynpsrantllintoc: npumedanue.

Cpoxu AeMCTBUS PETUCTPAIMOHHBIX YOCTOBEPEHUM JIEKAPCTBEHHBIX MPENapaToB I METUIIUHCKOTO
MpUMEHEHHUsI, KoTopele uctekaroT B 2024 r1. mnpomiensl Ha 12 wmecsaneB (IlocraHoBneHue
[IpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaoCcToBepeHMe nekapcTBeHHOro npenapara

Koncynprantl[toc: npumeyanue.

Paspernaercs obOpamienue B PO 3aperucTpupoBaHHBIX JEKAPCTBEHHBIX MPENapaToB, CPOK IEHCTBUS
PErUCTPAlIMOHHOTO YIOCTOBEPEHHUS KOTOPHIX MCTEK B Ciy4ae, mpeaycMoTpeHHoMm 4. 11 cT. 4 @3 ot
30.01.2024 N 1-®3.

Koncynprantl[ntoc: npumeyanue.
C 01.01.2026 4. 1 - 3 cT. 28 HE pacHpoOCTpaHSAIOTCS Ha MPABOOTHOIICHHS, BO3HHMKAIOIIUE MPHU
oOpaIieHuu JIEKapCTBEHHBIX CPeACTB Mg Menuiuackoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpanmoHHOE YyAOCTOBEPEHHE JIEKAPCTBEHHOIO Ipenapara ¢ yKa3aHHUEM JIEKapCTBEHHBIX
GbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM PErHMCTPAllMOHHOTO YIOCTOBEPEHMS
JIEKAPCTBEHHOIO IIPErapara, BblIaBaeMOro CO CPOKOM JEHCTBHUS IIATh JIET, HA BIIEPBBIC PETUCTPUPYEMBIE
B Poccniickoit denepanuu JekapCTBEHHBIE PENIapaThl.

2. Ilo ucreueHunu YKa3aHHOIr'o B 4YaCTU 1 HACTOSAIIEH CcTaThu CpOKa BbIAACTCS 6CCCpOLIHOC
PErUCTPAIUOHHOC YAOCTOBECPCHHUEC JICKAPCTBCHHOI'O IIpCriapata MIpHU YCIOBUHW MOATBCPXKIACHUA CT0
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

roCyZapCTBEHHOM pErucTparuu.

3. B cnydae BHeceHus B cooTBeTcTBUM co cTaThsiMu 30 u 31 Hacrosmero denepanbHOro 3aKoHa
U3MEHEHUN B COJEpXKalllMecs B PErMCTPALlMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rnpenapar JOKYMEHTBI, 3aTParuBarOIIUX CBEIACHUS, OTPAKEHHbIE B PETHCTPALMOHHOM YAOCTOBEPEHUU
JIEKapCTBCHHOTO Tperapara, yIOJTHOMOYCHHBIN (enepanbHblii OpraH MCIOJTHUTEIBLHOW BIACTH BBIACT
HOBOE PErMCTPALMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIO Iperapara, COAEpIKallee BHECEHHbIE B HETO
WU3MEHEHUS.

(dactb 3 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 4 ct. 28 yrpaunBaet cmry (D3 ot 30.01.2024 N 1-D3).

4. B caywyae yrpaTbl WM HOBPEXKACHUS PErMCTPALMOHHOTO YJOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara IO 3asBJICHHIO B IUCbMEHHOW (opMme JAep)kaTelis WM Biafeiblia PErucTparMoOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIPenapara Uil yIOJHOMOYEHHOIO MU APYTrOro FPUANYECKOrO JIMIA O
BblJlaue JyOJIMKaTa PerucTPallMOHHOIO YIOCTOBEPEHHS JIEKapCTBEHHOI'O Iperapara YHOJIHOMOYEHHBIN
(benepanbHBI OpraH MUCIIOJHUTEIFHON BIACTH B CPOK, HE MPEBBIIIAIONINN AecATH pabounx AHEH cO AHS
IOCTYIUICHUSI 3asiBICHUs, BBLAAET JYOJMKAaT pPErMCTPALlMOHHOTO YIAOCTOBEPEHHUS JIEKapCTBEHHOI'O
npenapaTta. 3a Bblgady JyOJiMKaTa PEruCTPallMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOIO Ipernapara
B3UMacTCs rOCyAapCTBEHHAs IOIIIMHA B COOTBETCTBUU C 3aKOHOAaTenbcTBoM Poccuiickoit denepannu o
Hajiorax u coopax.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Koncynprantl[ntoc: npumeyanue.
C 01.01.2026 ct. 29 He pacmpocTpaHsSeTCS Ha IPABOOTHOIICHHUS, BO3HUKAIOIIUE MPU OOpaIICHHUH
JIEKapCTBEHHBIX CPEACTB sl MenuiHcKkoro npumeneHus (O3 ot 30.01.2024 N 1-D3).

KoncynsrantlIntoc: mpumedanue.

[Tonoxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeI0CTaBIEHUsS T'OC. YCIYT IPU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: JUISI MEIUIMHCKOTO IPUMEHEHMsI IOCPEICTBOM E€AMHOMN
cucteMbl U (WiM) eguHoro noptana, npumensawTces ¢ 01.01.2025; nna BeTrepuHapHOTO NMPUMEHEHHS
IIOCPEICTBOM €AuHOro mnopraina, npuMenstorcs ¢ 01.01.2026. PerucrpanuoHHbIe yIOCTOBEPEHUS
JIEKapCTBEHHBIX MPEMapaToB AJsi MEIUIIMHCKOTO MPUMEHEHHS, HA OyMa)KHOM HOCHUTEJE U TyOIHKAThI
¢ 01.01.2025 He BbIOAIOTCH.

Koncynsrantllntoc: npumeyanue.

Cpok peructpalyy JEKapCTBEHHOTO Ipemnapara JUisi BETEPUHAPHOTO MPUMEHEHUs, MCTEKAIOIMIUA C
14.03.2022 mo 31.12.2022, a taxxe B 2023 roay, mpomieH Ha 12 wmecsaneB (IlocranoBienune
[IpaButensctBa PO ot 12.03.2022 N 353).

Cratba 29. [MoaTBepXxpeHune rocyfapCTBEeHHOM perncrpauum JreKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1. IloaTBepkaeHHE TOCYIAPCTBEHHON PETUCTPAIMK JICKAPCTBEHHOTO MperapaTta OCYIIECTBISIETCS
Ipyu BbIJaue OECCPOYHOrO PErHCTPALMOHHOTO YIOCTOBEPEHHs JEKapCTBEHHOTO IIpernapara B Ciiydae,
YKa3aHHOM B 4acTH 2 cTaThu 28 Hactosmero denepanbHOTO 3aKOHA, B CPOK, HE MPEBBIIAIONINI COPOKa
pabounx AHEW CO THS HAMpaBJICHHS IMOCPEICTBOM €IUHOTO MOpTaia B YIOJTHOMOYCHHBIN (enepalbHbIi
OpraH WCIIOJIHUTEIFHONW BJIACTH WJIM JIMYHBIA KaOWMHET YHNOJHOMOYEHHOTO (QelepaabHOro opraHa
WCIIOJIHUTEIIGHON BJIACTH B €IWHOM CHCTEME 3asBICHUS O TOJATBEPKICHUH TOCYJapCTBEHHOM
perucTpal  JICKQpCTBEHHOTO  Iperapara, IOANHUCAHHOTO  YCHJICHHOHW — KBalu(HUIIMPOBAHHOMN
ANEKTPOHHOW TMOANMHUCHI0. He ocymecTBiasieTcs MOATBEPKICHHE TOCYJAapCTBEHHON pPETUCTpallid B
OTHOIICHUU JIGKAPCTBEHHOT'O IIperapara JJjis BETEPUHAPHOTO TNPHUMEHEHHS, HE HaXOJMBILIErOCs B
obOpamenuun B Poccuiickoit ®enepannu B Te4YeHHWE TpeX © OoJiee JIET, a TakKe B OTHOIICHUU
JICKApCTBEHHOTO CPEJCTBA, MPOU3BEICHHOTO C HapyIICHUEM TPeOOBaHUS, YCTAHOBJICHHOTO YacThiO 3.7
crathu 71 Hacrosiero depepanbHOTO 3aKOHA.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. 3asBiIeHUE O NOJATBEPKICHUHM TI'OCYJAapCTBEHHOM pPETUCTPALUM JIEKAPCTBEHHOT'O IIperapara
HANpaBJSIETCS.  MMOCPEJACTBOM  €IMHOTO TOpTaja B  YINOJHOMOYEHHBIH  (elnepaibHbIil  OpraH
WCIIOJIHUTEIIGHON  BJIACTH WM JIMYHBIM  KaOWHET  yIOJIHOMOYEHHOTO  (elepalbHOTO  OpraHa
WCTIOJTHUTEJILHOM BJIACTH B CIMHOW CHCTEME HE PaHee YeM 3a CTO BOCEMBJICCAT JIHEH JI0 HCTECUCHUS CPOKa
HeﬁCTBHﬂ PEruCTpaiMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIpCriapaTa M HEC IMO3JHCC OKOHYAHUA
CpOKa ero JCUCTBUsI.

(dactb 2 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - @enepanbhsiii 3akoH ot 30.01.2024 N 1-D3.

3. IlonTBepkaeHUE roCyJapCTBEHHOM pErucTpalyy JEKapCTBEHHOI'O Iperapara OCYLIECTBIISETCS
M0 pe3yabTaTaM SKCIEPTU3bl OTHOLICHHUS OXHIAeMOM IMOJIb3bl K BO3MOXKHOMY PUCKY IPHUMEHEHUs
JIEKApCTBEHHOTO TpernapaTa Ha OCHOBAaHUHU PE3YJIbTATOB MOHUTOPUHTA 3((HEKTUBHOCTH M 0€30MMaCHOCTH
JIEKApCTBEHHOI'0  Tpernapara, MPOBOJAUMOIO JEpXKaTeleM WIM BJIAACNbIEM PErHCTPALUOHHOTO
Y0CTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa JIM00 YIIOTHOMOYEHHBIM HMH IOPUIUIECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (efiepaibHbIM OPTaHOM HCIIOTHUTEIHHON BIIACTH B COOTBETCTBUU
¢ TpeGoBaHUAMH cTaThil 64 HacTosiero denepanbHOTO 3aKOHA.

4. K 3asBneHUO 0 IMOATBECPKACHUN FOCYI[apCTBCHHOI\/’I peructpanuu JICKapCTBEHHOI'O IIpeiiapara I
MCIUIUHCKOI'O IPpUMCHCHUS IpUJIararoTCs:

1) 1OKyMEHTBI, coJepiKallie pe3ylbTaThl MOHHMTOpUHIa 3(deKkTuBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJUIMHCKOTO TPUMEHEHHs, IPOBEIECHHOTO JepKaTelieM WU
BIIQJICTIBLEM PETUCTPALIMOHHOIO YJOCTOBEPEHMsI JIEKApCTBEHHOIO IIpemnaparta Uil MEAMIIMHCKOIO
NPUMEHEHUsS JHO00 YIOJHOMOYEHHBIM MM IOPUAMYECKMM JIMIIOM, MO (opme, yTBEpKIAECHHON
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCTIOJIHUTENBHON BIIACTH;

2) CBCIACHUA O AaT€ MPEAOCTABJIICHHUA W PECTUCTPAIHMOHHOM HOMEPEC JIMICH3WMKM HA MPOU3BOACTBO
JICKApCTBCHHBIX CPEACTB, HWJIIM CBCACHUA O HOaT€ NPCAOCTABICHUA W PCTUCTPALUOHHOM HOMEPC
3aKIIIOYCHHUA O COOTBCTCTBHMU TIPOU3BOJUTEIIA JICKAPCTBECHHBLIX CPEACTB Tpe6OBaHI/I$IM ImpaBuJI
Ha;[nexcameﬁ HpOH3BOI[CTBCHHOI>'I IMPAKTUKU, HJINX KOIIUA CCpTI/I(I)I/IKaTa COOTBCTCTBUA HPOU3BOAUTCIIA
JICKApCTBCHHBIX CPEACTB [JII MCEAUIUHCKOTO TIPUMCHCHHA Tpe6OBaHI/ISIM ImpaBujI Haﬂnemameﬁ
HpOI/I3BO,Z[CTBeHHOI>'I MMPAKTUKNU EBpEBHIﬁCKOFO OKOHOMHYCCKOT'O COro3a, NpeaoCTaBJICHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

YIIOJTHOMOYEHHBIM (pe/iepaTbHbIM OPraHOM HCIIOJIHUTEIHHON BIIACTH B OTHOIICHUHW MPOU3BOJICTBEHHOM
TJIOIIAIKK JICKAPCTBEHHOTO IpernapaTa Juisi MeTUIIMHCKOTO TPUMEH CHHSI, TOCYIapCTBEHHASI PETUCTPaIUs
KOTOpPOro TMOATBEPXKJAETCSs B Cllydae, €CJId MPOM3BOJACTBO JICKAPCTBEHHOTO IperapaTta s
MEIMIIMHCKOTO TPUMEHEHU ocyliecTBisAeTcs B Poccuiickoit dexneparuu;

(B pen. @enepanbHbIx 3aKoHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

3) xomnus NPeAOCTABICHHON YHNOJHOMOYEHHBIM OPraHOM CTpaHbl NPOU3BOAMUTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOr'0 Iperapara A MEIUIMHCKOrO NIPUMEHEHHUsI U €€ NEPEeBOJ Ha PYCCKUU
A3bIK, 3aBEPEHHBIC B YCTAaHOBJIEHHOM IIOPSJKE, a TAaKKe KONHA 3aKIIOYEHHS O COOTBETCTBHUU
MPOU3BOJUTENSL JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM MpPAaBUJI HAJUICKALIEH MPOU3BOIACTBEHHON
IPAaKTUKM, WIK KOMNMs cepTU(UKaTa COOTBETCTBHS IMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEIACTB JUIS
MEIUIUHCKOTO TIPUMEHEHUS TpeOOBaHUSAM TMpaBWJ HaJJIeKALIeH MPOU3BOJACTBEHHOW MPAKTHKH
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOYEHHBIM (ellepaabHbIM OpraHoOM
HCIIOJIHUTEJILHON BJIACTU B OTHOLUIEHUHM IPOU3BOACTBEHHOMN IUIOLIA/IKH JIEKAPCTBEHHOTO Ipenapara Jyis
MEIUIMHCKOrO0 INPUMEHEHMS], TOCYAAPCTBEHHAs! PETUCTpalus KOTOPOIO IOATBEPKIAACTCS, WM KOIMS
pelieHusl  YIOJHOMOYEHHOTO ()eAepabHOTO OpraHa HWCIOJHHUTENBHOM BIACTH O MPOBEACHUU
(bapMarieBTUUECKON MHCTIEKIIUU IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO TPUMEHEHHUS
Ha COOTBETCTBUE TpeOOBaHUAM IMpaBWJI HaJUIeKalled NpPOU3BOJACTBEHHOW MNpakTUku EBpasuiickoro
SKOHOMMYECKOT'0 COI03a B CIIydyae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOr'O Ipenapara Juisi MEAULIMHCKOIO
IIPUMEHEHHUs OCYyIECTBIIsIeTCs 3a npenenamu Poceniickoit denepanun.

(m. 3 B pea. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)
(gacth 4 B pen. Denepanbroro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNH OMOJIOTHYECKUX JICKAPCTBEHHBIX MPEMapaToB sl MEAUIUHCKOTO MPHUMEHEHHS
3asiBUTEINb JOMOJIHUTEIIBHO TPEICTABISICT PE3yJdbTaThl MEPOIPHUATHH, MPEIYCMOTPCHHBIX ILIAHOM
yIpaBJICHUSI PUCKAMH, YTBEPXKICHHBIM YIOJHOMOYCHHBIM (efepaibHbIM OPraHOM HCIIOJHUTEIbHOU
BJIACTH TIPH OCYIICCTBICHUU TOCYJIAPCTBEHHOM PETUCTPAllMK JIEKAPCTBEHHOI'O TIperapara s
MEAUIIMHCKOTO MTPUMEHEHHS.

(dactb 4.1 BBegeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asgBIeHUI0 O MOATBEPKACHUH T'OCYAAPCTBEHHOW PETUCTPALMM JIEKAPCTBEHHOTO Ipenapara
JUTsl BETEPUHAPHOTO TPUMEHEHUS TMPHUJIATalOTCs JOKYMEHTBI, COJIep)Kalllie pe3yabTaThl MOHUTOPHUHTA
sddekTuBHOCTH U 0€30MacHOCTH JIEKaPCTBEHHOIO IIpermapaTa s BETePUHAPHOTO MPUMEHEHUS,
MPOBOJIUMOTO JIep)KaTelieM WU BJIQJCIbIEM PEruCTPAllMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapaTta Jjisi BETEPUHAPHOTO MPUMEHEHHUS THOO YIMOJIHOMOYEHHBIM WM IOPUAMYECKUM JIHIIOM, IO
dbopme, yTBEpKICHHOW YIOJHOMOUYEHHBIM (he/lepalibHbIM OpPraHOM HCIOJHUTEIBRHON BJIAcTH, U
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 ctareu 17
Hacrosiero denepanbHOro 3akoHa. B oTHOIIEHUN UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB
JUTsl BETEPUHAPHOTO IPUMEHEHUSI HE TPEJICTABIISIOTCS CBEACHUS, YKa3aHHbIE B MOANYHKTE "K" myHKTa 4
yactu 3 cratbu 17 Hactosmero deaepaibHOro 3akoHa. B OTHONIEHWH JIEKAPCTBEHHBIX MPENAPATOB IS
BETEPUHAPHOTO TMPUMEHEHHsI, MONYUYEHHBIX C MPUMEHEHHEM Te€HHO-UHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OPTraHWU3MOB WJIM COJEpXKAIIMX TaKWe OPTaHU3MbI, JOMOJTHUTEIBHO TPEACTABISIIOTCS CBEICHUS,
yKa3aHHbIe B TyHKTe 13 yactu 3 crarbu 17 HacTosiero ®denepajbHOTO 3aKOHA.
(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanibHOro 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenb BOpAaBE MPEICTABUTh C 3aABJICHHEM O TMOATBEPKACHUU TIOCYJapCTBEHHON
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

perucTpaly JIEKApCTBEHHOI'O IIperapara peKBU3UTBI JOKYMEHTA, IIOATBEP:KAAIOLIETO  YILIaTy
rOCylapCTBEHHOM IIOLUIMHBI 3a IOATBEPKACHUE TOCYIAapCTBEHHOW PETUCTPAalUU JIEKAPCTBEHHOIO
mpernapara, a TakKe BblIaBaeMble (IIPEOCTaBIIsIEMbIE) YIIOJIHOMOYEHHBIMU (hefepaibHBIMU OpraHaMu
UCIIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI (CBEAEHUS), YKa3aHHble B NMyHKTax 2 W 3 yactu 4 HacTosiuen
crathu. B crmyyae ux HempencTaBieHHs YIOJTHOMOUYEHHBIN (eiepaibHbIil OpraH UCIIOJTHUTEIBHON BIACTH
3allpalliBaeT yKa3aHHbIE JOKYMEHTbI (CBEAEHUS) B IMOPAIAKE MEXKBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJICUCTBUS.

(B pen. deaepanbubix 3aKkoHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B Tteuenune nsatu paboumx AHEM cO AHS HANpaBIEHUs I[OCPEICTBOM €IMHOTO IOpTajla B
YIIOTHOMOYEHHBIH  (pefiepalibHbIii  OpraH  WCHOJHUTEIBHOM  BIACTH WJIM  JIMYHBIA  KaOMHET
YIIOJIHOMOYEHHOTO (pe/iepalbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH B €AMHONW CHCTEME 3asBICHUS O
HOJTBEP)KACHUH TOCYAapCTBEHHOW PErHCTpAllMy  JIGKApCTBEHHOI'O TIpernapara W JOKYMEHTOB,
COZIep KALINX Pe3yabTaThl MOHUTOPUHTA 3()(PeKTHBHOCTH M 0E30MaCHOCTH JIEKapCTBEHHOTO Iperapara,
IPOBOAMMOIO Jep)KaTelieM WM BIIAACIbIIEM PErHCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapara J1u00 yIIOJHOMOYEHHBIM UMH IOPHINYECKUM JIMIIOM, YIIOJTHOMOYECHHBIH (heaepanbHblii Opra
UCIIOJTHUTEIEHON BIIACTH:

(B pen. denepanbroro 3akona ot 30.01.2024 N 1-D3)

1) mpoBOOUT TPOBEPKY MOJIHOTHI CBEICHHI, COIEpKAIIUXCS B TMPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTaXx;

2) NpUHMMAET pelIeHUuEe O MPOBEICHUM WM 00 OTKa3e B MPOBEACHUU SKCHEPTU3bl OTHOLICHUS
omnnaeMoﬁ IMOJIB3bI K BO3MOXHOMY PHCKY IIPUMCHCHUA JICKAPCTBCHHOT'O IIpCliapaTa Ha OCHOBAHWU
pe3yabTaTOB MOHUTOPUHIa 3(h(HEKTUBHOCTU U OE30IIACHOCTH JIEKAPCTBEHHOTO Ipenapara, poBOAUMOrO
JepKaTeleM WIN BIAJEIbIEM PErHCTPAllMOHHOIO YJOCTOBEPEHHs JICKApCTBEHHOIO Iperapara Jnoo
YIIOJIHOMOYEHHBIM UMM IOPUAMYECKUM JIUIIOM, a TaKXke (peepanbHbIM OpraHOM HCIIOJHUTEIbHON BIACTH
B COOTBETCTBUU C TpeOOBaHUSAMHU cTaThbu 64 HacTosero denepajbHOro 3aKOHa;

3) HampaBisieT B JMYHBIM KaOWHET AKCHEPTHOTO YUPEKIEHHUS B €IMHON CHUCTEMe MOJIMUCaHHOe
YCUWJICHHOM KBaTU(UIIMPOBAHHOW JJIEKTPOHHOW TOMAMUCHIO 3aJaHUE Ha TMPOBEACHUE HSKCIEPTU3HI,
MPEeTyCMOTPEHHON MyHKTOM 2 HACTOSIIEH YacTH, a TaK)Ke HAMPABIIAET 3asIBUTEIIO MOCPECTBOM €IUHOTO
nopraja Wil B JUYHBIA KaOWHET 3asiBUTENI B eI[I/IHOI\/'I CUCTEME TIIOAIINCAHHOC YCHHGHHOﬁ
KBTU(DUIIUPOBAHHOMN AJIEKTPOHHON MOAMUCHIO YBEOMIICHUE O MPUHATOM DPELICHUH O BbIJAYe 3aJaHUS
Ha TIPOBEJCHHE YKa3aHHOW SKCIEPTU3bl JMOO 00 OTKa3e B IMPOBEIACHWU YKa3aHHOW OSKCIIEPTU3BI C
yKa3aHUEeM MPUYUH OTKa3a.

(m. 3 B pen. @enepabHOro 3ak0Ha 0T 30.01.2024 N 1-D3)

6. B ciiydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOUHOCTH MH(POPMALIUH, CO/IepIKalenCs
B INPE/CTaBIEHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHbIN (hefepaiabHblii OpraH UCIOIHUTEIbHOU
BJIACTU HAIpaBJIAeT 3aABUTENIO MOCPEJICTBOM E€AMHOrO MOpTaja WIM B JUYHBIH KaOMHET 3asiBUTENs B
€IMHOM cHucTeMe 3ampoc 00 YTOYHEHMHM YKa3aHHOW HHQOpMaluM, TMOANUCAHHBIN YyCUICHHON
KBaJIM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.
(uacTsb 6 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3assBUTENH 00s13aH HAIIPABUTH MOCPEICTBOM €IMHOTO MOPTaJia B YIIOJHOMOUYEHHBIN (hefepanbHbIN
OpraH WCIIOJIHUTEIIbHOW BIIACTH WM JUYHBIA KaOWMHET YIOJIHOMOYEHHOTO (enepanpbHOro opraHa
UCTIOIHUTENILHON BJIACTH B €AMHON CHCTeME TOJIMUCAHHBIA YCHUJICHHONW KBaTU(UIIMPOBAHHON
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

ANIEKTPOHHOMN IOJIMHUCHI0 OTBET HA 3aIpOC YIOJIHOMOUYEHHOro (helepajbHOr0 OpraHa MCHOJIHUTEIbHOM
BJIACTH, YKa3aHHOI'O B YacTH 6 HACTOALIEH CTAaThH, B CPOK, HE MPEBBIIAIOLINN AeBIHOCTAa pabounx JHEH
CO JTHS TONYYECHHS YHOJTHOMOYECHHBIM (peiepajIbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH 3JEKTPOHHOTO
YBEAOMJICHMS O IIOJyYEHUH 3asBUTENEM Takoro 3anpoca. Cpok, yKa3aHHBIM B 4aCTH 5 HACTOALIEH CTAaThbH,
IIPUOCTAHABIIMBACTCS CO JHS HAIPABJICHUS 3asABUTEIIO IOCPEACTBOM €IMHOIO IOpTaja WIH B JIMYHBIN
KaOMHET 3asBUTEIIA B €AMHOM CHCTEME TaKoro 3arpoca /10 JIHs HalpaBJICHUs 3asiBUTENIEM MOCPEICTBOM
€IMHOTO TOpTaJlia B YIOJHOMOYECHHBIN (enepaabHblii OpraH WCHOJIHUTEIBHOM BIIACTH WJIM JIMYHBIHA
KaOMHET YNOJIHOMOYEHHOIro (hefiepalbHOro OpraHa MCIOJHHUTEIbHON BJIACTH B €IMHOW CHUCTEME OTBETa
Ha TakOM 3alpoc M HE YYUTHIBACTCS IPU HUCYHUCICHHM CpPOKa IOATBEPKIACHUSA TIOCYNAapCTBEHHOMU
pPETUCTpaLMK JIEKAPCTBEHHOT'O IIperapara.

(uactb 7 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-D3)

8. OcHOBaHMEM /JJs OTKa3a B IPOBEICHUU SKCHEPTU3bl OTHOLIEHUS OXXKHUIAEMOM MOJb3bl K
BO3MO)XHOMY DPHUCKY NPHUMEHEHHUs JIEKAPCTBEHHOI'O Iperapara sBJSIETCsl NPEJICTaBICHUE JOKYMEHTOB,
CoZIep KalINX pe3yIbTaTbl MOHUTOPUHTA 3()()EKTUBHOCTU U GE30MIaCHOCTH JIEKAPCTBEHHOI'O IIpernapara, 1
(M) B OTHOLIEHMM OMOJOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3yJIbTaTOB OCYIIECTBIICHUS
MEpONPUATHIA B COOTBETCTBUM C IUIAHOM YIPABJICHUS PHCKAMM, YTBEP)KICHHBIM YHOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENIFHOW BIIACTH MPH OCYIIECTBICHHH TOCYIapCTBEHHOW PETHUCTpAINH
JIEKapCTBEHHOT'0 Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBUE HMH(pOpMaIUM, NOATBepKIatoen (GakT
yIUIaThl ~ TOCYJApCTBEHHOM  IONLIMHBI 32  IOJATBEPXKJIEHUE  TOCYIAapCTBEHHOM  perucrpanuu
JIEKapCTBEHHOT'0 Ipernapara, JUOO0 HENpEeICTaBICHHE 3asBUTENIEM B YCTAHOBJIEHHBIH CpPOK OTBETa Ha
yKa3aHHBIH B dYacTH O HACTOSIIEH CTaThW 3ampoc YIOJIHOMOYEHHOTo (enepanbHOTO oprana
MCIIOJHUTEJILHOW BJIACTH, a TAK)KE OTCYTCTBHE B YKAa3aHHBIX JOKyMEHTaX MH(POpMAaLKU, KOTOpas J0JKHA
OBITh B HUX OTPa)KCHA.

9. DkcmepTusza OTHOUICHHS OXHUAAEMON TOJIB3bI K BO3MOXXKHOMY PHUCKY MpPUMEHEHUs
JIEKApCTBEHHOT'O Tpernapara B LENIX MOATBEPKICHUS TOCYAapCTBEHHOM PErHCTpalluy JIEKAPCTBEHHOTO
npenapara IpOBOJUTCS KOMHCCHEH SKCIEPTOB SKCHEPTHOIO YUYPEKIEHUS B CPOK, HE INMPEBBIIIAIOLINN
TPUALIATH paboyuuX THEH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

10. B cayuae HEIOCTAaTOYHOCTH IMPEICTABICHHBIX 3KCIEPTY MATEPHAIIOB JUIS Jaddl 3aKJIIOUYCHUS B
JTUYHBIA KaOWMHET 3asBUTENA B €IMHOM CHCTEME HaIPaBIISETCS 3alpoc O MPEACTABICHUH HEOOXOAUMBIX
MaTepuasoB, MOJNUCAHHBIA PYKOBOJAUTENEM (YHOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEKICHUS C
UCIOJIb30BaHUEM YCHUJICHHON KBATU(UIIMPOBAHHOMN SJIEKTPOHHOM MOAIKUCH.

(dactpb 10 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBuTens 00s3aH HaPAaBUTh B JTMYHBIA KAOMHET SKCIEPTHOIO YUPEXKACHUS B €IUHON CUCTEME
MOJNMCAHHBIA YCUJICHHON KBAaTU(UIMPOBAHHOM 3JIEKTPOHHOM MOAMKMCHIO OTBET Ha 3aIPOC 3KCIIEPTHOTO
YUPEXIECHUS B CPOK, HE NMPEBBIIIAIONINI MIECTUAECATH pab0uMuX JHEW CO JHS MOIYyYEHHs HKCHEPTHBIM
YUPEXKIECHUEM DJICKTPOHHOIO YBEIOMJICHHS O IOJYYCHHH 3asBUTEIEM YKa3aHHOrO 3ampoca. Bpems co
JIHSI HallpaBJICHUs B JIMYHBIN KaOWHET 3asBUTENS B €IMHOM CHCTEME 3ampoca SKCHEPTHOIO YUPEekIECHUS
70 JHS HAIpaBJICHUS 3asABUTENEM B JIMYHBIA KAOMHET DKCHEPTHOTO YUPEXKIEHUS B €IUHOW CHCTEME
OTBETa HA YKA3aHHBIM 3allpOC HE YYMUTHIBACTCS IIPU HCYUCIICHUM CPOKA IIPOBEIEHHUS DKCIIEPTHU3BI
OTHOILIEHUS O0XXMJIA€MOW IOJIb3bl K BO3MOXXHOMY PHCKY INPHMEHEHHMs JIEKapCTBEHHOrO Mperapara Ha
OCHOBAHHHU JOKYMEHTA, COJEp’Kallero pe3ylbTaThl MOHUTOPUHIa S(PQPEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'O IIperapara.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(uacts 11 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, HEe MpeBHIAIONIUMN MATH padOuYnMX THEH CO JHS HANpaBlIeHUsS B JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (peIepalbHOTO OpraHa HMCIOJHUTEIBHON BJIACTH B €IUHOM CHUCTEME 3aKIIIOYCHUS
KOMHUCCHH 3KCIIEPTOB IO pe3yibTaTaM AKCHEPTHU3bl OTHOIICHUS OKUIAEMOW IOJB3bl K BO3MOKHOMY
PHUCKY MPHMEHEHHs JIEKApCTBEHHOTO IpenapaTa, COOTBETCTBYIOIIMK YIOJIHOMOYEHHBIH (enepaabHbIi
OpraH HCIOJIHUTEIBHON BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) ocylecTBIsIET OLIEHKY 3TOTO 3aKIIOYEHHs IJIs OIpeNeeHHs] €ro COOTBETCTBUS 3aJaHUI0 Ha
MPOBEACHUE YKa3aHHOM IKCIIEPTUBHL;

2) mpUHHMMAaeT peUIeHHEe O TMOATBEPKACHUU TOCYIapPCTBEHHON pErucTpanuu JEKapCTBEHHOIO
npernapata Wid 00 OTKa3e B TIOATBEPKICHUM TIOCYJAapPCTBEHHOM PETUCTpalUU JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT TMpU MPUHATHM PELIEHUS O TMOATBEPKACHUU TOCYIJApCTBEHHON perucrpaunuu
JIEKAPCTBEHHOI'0 IMpernapara CBEJICHUS B TOCYAApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIAECT
3asiBUTENI0 OECCPOYHOE PEruCTPallMOHHOE YOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipenapara IMOCPEICTBOM
HaIMpaBIIEHUsI Yepe3 €IUHBIA MOpPTall WM JTUYHBIN KaOWHET 3asBUTENA B €IUHOW CHCTEME BBINHUCKH U3
rOCyAapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB, MOJANMUCAHHOW YCUJIEHHOW KBaJTU(DUIIMPOBAHHOU
3JEKTPOHHOMU MOANHUCHIO.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

13. OcHoBaHuEM AJi1 OTKa3a B MOATBEPKACHUHM TOCYJApCTBEHHOM PEruCcTpalMM JIEKAPCTBEHHOIO
mpermapaTta  SBIISICTCS 3aKIIOUYEHUE COOTBETCTBYIOIIETO YIOJHOMOYCHHOTO (hefepaibHOro OpraHa
WCIIOTHUTEIIBHOW BJIACTH O TOM, YTO PHCK IPHYMHEHHS BpEla 30POBBI0 UYEJIOBEKAa WM >KMBOTHOTO
BCJIEJICTBHE TIpHUEMA JICKAPCTBEHHOTO TIpernapara rnpesbiaeT 3QGeKTHBHOCTh €r0 TPUMEHEHUSI.

(B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B nmepuon mpoBeneHUs MPOLENypbl MOATBEPKIEHUS TOCYJapCTBEHHOM perucrpanuu
JIeKapCTBEHHOT 0 Mpenapara ero oopaienue B Poccuiickoit @enepaninu He IpUOCTaHABINBACTCS.

15. Jomyckaercs oOpallleHue JEeKapCTBEHHBIX IpenapaTroB 10 MCTEYEHMs] CpOKa TOJIHOCTH,
IIPOU3BEICHHBIX B TEYEHHE CTAa BOCBMHUAECATH KaJCHAAPHBIX JHEW IIOCiE [JaThl HPHUHITHA
YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTU PEIIEHUS O TMOATBEPKICHUU
rOCYJJapCTBEHHOI perucTpalnuu, B COOTBETCTBUM C HHGoOpMauuel, cojepxaiieiics B JOKYMEHTax
PETUCTPALIMOHHOTO JTOChE Ha JIEKApPCTBEHHBIN Mpernapart 10 AaThl IPUHATUS TAKOTO PEIIECHUS.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

Koncynprantl[ntoc: npumeyanue.
[Tonoxennsa cr. 30 (B pea. @3 or 30.01.2024 N 1-®3), xacarouiyecss NpeAOCTaBICHUs TOC. YCIYT
MOCPEACTBOM €AMHON CUCTEMBI U (WJIM) €AMHOr0 nopTaia, npuMmenstores ¢ 01.01.2025.

Cratba 30. BHeceHume wu3MeHeHMM B [AOOKYMEHTbl, cogepxawmecsas B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JieKapCTBEHHbIA npenapaTt Ans
MeAULMHCKOro npMmMmeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1. B memsix BHECCHHsI M3MEHEHHH B JIOKYMEHTHI, COJEPIKAIIMECs B PETHCTPAIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemapaT A METUIIMHCKOTO TPUMEHEHUs, AepKaTelb WIH
BJIAJIENICl] PErHCTPAMOHHOTO YJAOCTOBEPEHHUs JICKAPCTBEHHOTO Iperapara Wi YIOJIHOMOYEHHOE UM
APYyroe IpUANYECKOe JIUIO (Jlajiee B HACTOSIICH CTaThe - 3asiBUTENb) HAIPABJISIET TOCPEICTBOM €JUHOTO
nopTajia B yIMOJHOMOYEHHBINH (efepalibHbIi OpraH MCIOJHHUTEIBHOW BIIACTH WJIM B JIMYHBIN KaOWHET
YIIOJTHOMOYEHHOTO (hpeIepabHOr0 OpraHa HMCIOJHUTEIBHON BJIACTH B €IWHOW CHCTEME MOANMHCAHHOE
YCUJICHHOHM KBaJTM(HUIIMPOBAHHOW 3JICKTPOHHOM MOIIUCHIO 3asBJICHHE O BHECEHUM TAKUX U3MEHEHHH IO
dbopMe, YCTaHOBJICHHON YIIOTHOMOYEHHBIM (EIepATbHBIM OpPraHOM HCIIOJHUTEIBHON BIACTH, U
npujaraeMple K HEMy M3MCHCHHUsS B yKa3aHHbBIC JOKYMEHTBI, a TaKXKE JOKYMEHTHI, TOATBEPIKIArOIINE
HE0OXOIMMOCTh BHECEHUS TAKUX U3MCHECHH.

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3, ot 30.01.2024 N
1-®d3)

1.1. IIpu HEOOXOAMMOCTH BHECEHUSI B IOKYMEHTHI, COAEpKAIIMECs B PErHCTPAI[MIOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Ipenapar i MEOUUHUHCKOIO NPUMEHEHUS, HW3MEHEHUU
OTHOCUTEJIBHO MeCTa IPOU3BOJICTBA JIEKAPCTBEHHOIO Ipemnapara sl MEAULMHCKOIO IPUMEHEHUS,
TpeOYIONIMX TPOBEICHUS SKCIIEPTU3bI KAuecTBa JIEKAPCTBEHHBIX CPEJICTB, 3asIBUTEIbL JIOTOJHUTEIHHO
HaMpaBIIeT MOCPEICTBOM €IUHOTO MOpTaia B yIOJTHOMOUYEHHBIH (hefepaabHblii OpraH UCIIOTHUTEIBHOM
BJIACTU WJIM JIMYHBIA KAaOMHET YIMOJIHOMOYEHHOTO (enepallbHOr0 OpraHa HCHOJHUTEIBHON BJIACTH B
€ANHON cUCcTeME:

1) cBeneHust o jare MpeNOCTAaBIECHUS U PErMCTPALMOHHOM HOMEpE JIMLIEH3MM Ha IPOU3BOJACTBO
JIEKapCTBEHHBIX CPENICTB, a TAK)KE KOMMIO 3aKJIIOYEHUS O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB JJIsi MEAMIMHCKOrO IMPUMEHEHMs] TpeOOBaHUSAM IIpaBWJI HaJUIEkKalled IPOU3BOJICTBEHHOM
IPAaKTUKHU, WM KONHUIO cepTU(UKaTa COOTBETCTBUS MPOU3BOJUTENS JIEKApPCTBEHHBIX CPEACTB s
MEIUIMHCKOTO MPUMEHEHUs TpeOOBaHMSIM TIpaBWJl HaJUIekalled MPOU3BOACTBEHHOM IPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJIAHHBIX YIOJHOMOYEHHBIM (ellepajabHbIM OpraHOM
WCTIOTHUTEIbHOW BJACTH B OTHOIICHHMM W3MEHEHHONW u (WJIM) JOMOJHEHHOW MPOU3BOCTBEHHON
IJIOIIAAKK JIEKQpCTBEHHOI'O Ipernapara i MEIULUHCKOrO IIPUMEHEHUs, WU KOIUI0 pelICHUs
YIOJHOMOYEHHOTO (peIepaIbHOr0 OpraHa MCIOJHUTEIbHON BJIACTU O MPOBENECHUU (apMalleBTUYECKOU
MHCIIEKI[UU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB MJII MEIULMHCKOIO NPUMEHEHHUS Ha COOTBETCTBUE
TpeOOBaHUSAM NPaBUJ HaAJeXallell NPOU3BOACTBEHHON MNpakTUKU EBpa3niickoro »KOHOMHUYECKOTO
COI03a B OTHOIIEHUH U3MEHEHHOU U (MJIN) JTOTIOJIHEHHON MPOU3BOCTBEHHON IJIOIIA KU JIEKAPCTBEHHOTO
npenapara Uil MEIUIIMHCKOTO IPUMEHEHHMs B Cllydae, €ClIM MPOU3BOJICTBO JIEKAPCTBEHHOIO Ipernapara
ocyuiectBisercs B Poccuiickoit denepanuu;

2) KOMMIO IMPEJOCTaBICHHON YINOJIHOMOYEHHBIM OpPraHOM CTpaHbl IMPOW3BOJIUTENS JIMLEH3UU Ha
IIPOU3BOJICTBO JICKAPCTBEHHOI'O IIperapara s MEIULMHCKOrO NMPUMEHEHHS U €€ MEpPEBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIC B YCTAHOBIEHHOM IIOPSJKE, @ TAaKXE KOIHWIO 3aKIIOUYEHHUS O COOTBETCTBUM
IIPOU3BOJIUTENS JIEKAPCTBEHHBIX CpPEACTB TPeOOBAaHUSAM TNPABWII HaJJIeXalled MPOU3BOACTBEHHON
MPaKTUKW, WM KOMHIO cepTHU(UKAaTa COOTBETCTBHS IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO TIPUMEHEHHUs TpeOOBaHMSAM TMpaBHJ HaJUIeXkKalled MpPOU3BOJICTBEHHOM MPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (eaepaqbHbIM  OpraHOM
WCIIOJIHUTENILHON BJIACTM B OTHOIIEHWHM W3MEHEHHOW M (WJIM) [OMOJHEHHON IPOU3BOJCTBEHHOU
IUTOINAJKH JIEKAPCTBEHHOT'O Npenapara, Uik KOMUI0 PEeIIeHUs] YIIOJTHOMOYEHHOro (hefiepalbHOro opraHa
WCTIOJHUTENIHOW BJIACTU O MPOBEAECHUM (papMalleBTUUECKOH MHCIEKIIUH IPOU3BOCTBA JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CPEICTB JUIi MEIUIMHCKOTO TIPUMEHEHUS Ha COOTBETCTBUE TPEOOBAHUSAM TMPABWII HaIexKaIeh
MIPOU3BOJICTBEHHONW MpakTUKU EBpa3suilckoro 3KOHOMHYECKOIO COI03a B CiIy4ae, €CJIM IPOU3BOJCTBO
JIEKapCTBEHHOTO ITperapara OCylIeCTBIIAETCS 3a npeaesiamu Poccuiickont denepanni.

(dactp 1.1 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-03)

1.2. Ilpu HEOOXOIMMOCTH BHECEHHUS B JIOKYMEHTHI, COJIEPKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpemapar sl MEIWIMHCKOTO TPUMEHEHUs, W3MEHEHUH
OTHOCUTENILHO TOKa3aTelied KadecTBa JIEKApCTBEHHOTO Ipemnapara i MEJAMIIMHCKOTO MPUMEHEHHS U
(Ww1M) METONOB KOHTPOJS KayecTBa JICKAPCTBEHHOTO TMperapara jis MEAWIIMHCKOTO IPUMEHEHUS,
TpeOYIOMMX TPOBEIACHUS SKCIEPTH3bI KAuecTBA JIEKAPCTBEHHBIX CPEJCTB, 3asIBUTEIb JOTOTHUTEIHLHO
HaIpaBJIsieT TOCPEACTBOM €IMHOTO MOPTaJia B YIIOJHOMOYCHHBIN (eiepalibHbIi OpraH MCIIOJTHUTETHHON
BIIACTH WJIM JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (elIepallbHOrO OpraHa HCIIOJHUTEIbHOW BIACTH B
€IUHOI CUCTEME:

1) CBCACHUA O OaT€ IMPEAOCTABJIICHHUA W PCTrUCTPAIMOHHOM HOMEPC JIMICH3MU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB WM CBEIEHUS O JaTe MPEIOCTaBICHHUs M PErMCTPAlMOHHOM HOMEpE
3aKIIIOYCHHUA O COOTBCTCTBHMM IHPOU3BOAUTECIIA JICKAPCTBCHHBLIX CPCACTB Tp€6OBaHI/IHM ImpaBuUJI
Ha/IIeKalleil IpOU3BOJICTBEHHOM MPaKTUKM MM KOIUIO cepTH(UKaTa COOTBETCTBHUS MPOU3BOIAUTEINS
JICKAPCTBCHHBIX CPCACTB I MCAULMUHCKOIO IIPHUMCHCHUSA Tp€6OBaHI/I$[M IpaBuJI Haﬂnemameﬁ
IIPOM3BO/ICTBEHHOIN NpakTUKU EBpa3zuiickoro 3KOHOMHYECKOTO COI03a, BBIJAHHBIX (TPEI0CTABICHHBIX)
YIIOJIHOMOYCHHBIM (1)6I[CpaJII)HI)IM OopraHomM WCITIOJTHUTEILHOM BJIACTH B OTHOIICHHUH HpOH3BOI[CTBGHHOI>i
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIpelrapara, B Cilydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara
ocyuiectisercs B Poccniickoint denepanuu;

2) KOIMIO IMPEeIOCTABICHHOW YINOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTENS JIUMICH3UM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara JUlsl MEAMIMHCKOIO IMPUMEHEHUS U €€ NEPEBOJ Ha PYCCKUU
A3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IIOPSAKE, a TaKKe CBEIEHUA O Jare IpPEeAOoCTaBICHHUS U
PErUCTPAalMOHHOM HOMEpPE 3aKJIIOUYEHUs O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUAM TPAaBWII HAAJEKaIIed MNPOM3BOJICTBEHHOM MpakTHKH, WIA KONMIO cepTU(duUKara
COOTBETCTBHS IIPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB JII MEIULMHCKOIO MPUMEHEHHUs! TpeOOBaHUSAM
IIpaBWJI HaJUIeKalled MPOU3BOACTBEHHON NPAaKTUKU EBpa3suilcKOro 3KOHOMHYECKOIO COI03a, BBIIAHHBIX
YIOJTHOMOYEHHBIM (pe/iepaJbHBIM OPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIIEHUHU NPOU3BOJICTBEHHOU
IUIOUIA/IKK JIEKAPCTBEHHOI'O Ipenapara, WM CBEIEHUA O AaTe IPEJOCTaBIEHUS U PETUCTPALMOHHOM
HOMEpE pEeUIeHHs] YHNOJHOMOYEHHOIo (efepalbHOI0 OpraHa MCIOJHUTENIBHON BIIACTH O MPOBEIACHHUU
(bapMarieBTHUECKON MHCTIEKIIMU TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB /I MEAULIMHCKOTO TPUMEHEHHUS
Ha COOTBETCTBUE TpeOOBaHUSAM IMpaBWJI HaJUIeKallell NpPOU3BOJCTBEHHONW IpakTUKU EBpasuiickoro
9KOHOMHUYECKOI'O COX03a, €CIIU MPOU3BOACTBO JIEKAPCTBEHHOTI'O IIperapara OCyLECTBIAETCS 3a IpeaeIaMu
Poccuiickoit ®epeparnuu.

(uactp 1.2 B pen. ®@enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. [lpunsatue pemnieHUss O BHECEHHWH W3MEHEHUW WM 00 OTKa3e BO BHECEHHH HW3MEHEHHH B
JOKYMEHTBI, COAEpKalluecs B PETHUCTPALMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapar Jjis MeTUITMHCKOTO TPUMEHEHUS, B CITydae HEOOXOIUMOCTH TTPOBEACHUS IKCIIEPTHU3HI KaueCcTBa
JIEKapCTBEHHBIX CPEACTB U (WIJIM) DKCHEPTU3bl OTHOIICHHUS OKUIAEMOU MOJB3bl K BO3ZMOXKHOMY PHUCKY
MPUMEHEHUS JIEKAPCTBEHHOI0 Mpenapara g MEIUIMHCKOTO MPUMEHEHUS OCYIIECTBISIETCA B CPOK, HE
MPEBBIIAOIINNA MATUACCATA PaOOUMX THEH, a B OCTAIBHBIX CIIy4asX B CPOK, HE MPEBBIIIAIONINNA JECSITH
pabouux JHEW cOo JAHS HANpPABJICHHS MOCPEICTBOM €IMHOTO MOpPTaia B YIIOJIHOMOYCHHBIN (pemepanbHbIi
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OpraH HWCIIOJIHUTEIBHOW BIACTH WU JIMYHBIA KAaOWHET YIOJHOMOYEHHOTO (QenepaibHOTO OpraHa
UCTIOJTHUTEIBHON BJIACTH B €AMHON CHCTEME 3asiBJICHUSI O BHECEHUH TAKUX N3MEHEHUH.

(uactb 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-03)

1.4. YnonnomoueHHbIH (enepanbHblii OpraH HCHOJHUTENBHOM BJIACTH C YYETOM pe3yJbTaToB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIAIIUXCA B TPAKIAHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBaHMAM K HX KA4eCTBY B TEUCHHE JECATH pPabOYMX THEW cO IHS
MOCTYIUIEHUsI COOTBETCTBYIOLIEH MH(OpManuu pa3sMellaeT Ha CBOEM O(HLIMAIBHOM CalTe B CETH
"NuTepHer" cBeleHUS O HEOOXOIMMOCTH BHECEHHS B MHCTPYKLUHUIO IO MEIMIIMHCKOMY MPHUMEHEHHIO
JIEKapCTBEHHOI'O IIpernapaTa MU3MEHEHHH B OTHOLICHUU CBEACHHW O IMOKA3aHUAX Ul NPUMEHEHUS U
MPOTHBONOKA3aHUAX U1 IPUMEHEHHUS JIEKAPCTBEHHOTO TpenapaTa, BhISIBICHHBIX MOOOYHBIX JCHCTBHSIX,
HEXKEJIATEJIBHBIX PEaKUUAX NPU NPUMEHEHUH JIEKAPCTBEHHOI'O Ipenapara M HalpasisieT MOAINMCAHHOE
YCHJICHHOW KBATH(PHUIIMPOBAHHON JIEKTPOHHON MOJIITUCHIO YBEJIOMIICHHE B IMYHBIN KAOMHET 3asIBUTEIIS B
€IMHOW CHCTeMe, a TakXKe B JIMYHble KaOWHEThl 3asBUTENICH B €JUHOM CHCTEME, SBISIOIIUXCS
JepXKaTelssMd  WIA  BIaJeNbllaMM  PETUCTPALMOHHBIX  yJOCTOBEPEHHH  B3aMMO3aMEHSEMBbIX
JIEKapCTBEHHBIX IPENapaToB (MM YIOJTHOMOUYEHHBIX UMH JPYTUX IOPUANYECKUX JIULT).

(uactp 1.4 BBenena @enepasibHBIM 3akoHOM OT 27.12.2019 N 475-D3; B pen. deaepanbHOro 3aK0HA OT
30.01.2024 N 1-93)

1.5. Jlepxarenb win Biajenel] perucTPaliOHHOIO yIOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara, a
TaKXe JepKaTesld WIK BJIAJEIbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JEKapCTBEHHBIX MIPENapaToB (MIu
YIIOJTHOMOYEHHBIE MU JAPYTHE IOPUANYECKHE JINIA), KOTOPHIE SBISIOTCS B3aUMO3aMEHSIEMBIMH, 00sI3aHbI
HalpaBUTh B JIMYHBIA KAaOMHET YIOJHOMOYEHHOIO (QelepaibHOro OpraHa HCIOJHUTENbHOM BIacTU
MOJINMCAHHBIC YCHJICHHBIMU KBATH(DUIMPOBAHHBIMH AJIEKTPOHHBIMU TOANUCSIMU 3asiBICHUS O BHECCHUHU
U3MEHEHUH B JOKYMEHTBI, COJep)Kallhecs B PEruCTPAlMOHHBIX JOChE HA 3aperucTpUpOBaHHbIC
JIEKapCTBEHHbIE IpenapaThl s MEIUIMHCKOrO NPUMEHEHUS, B OTHOIIEHUU CBEIEHUN, YKAa3aHHBIX B
MHCTPYKIIMU IO MEIUIIMHCKOMY IMPUMEHEHHUIO JIEKapCTBEHHBIX MpenapaToB, B TEUEHUE COpOKa paboumx
THEH €O JHS TMOJY4YeHHs] YIOJIHOMOYEHHBIM (elepaqbHbIM OpraHOM HCIOJHUTENBbHOM BIacTH
JIEKTPOHHOTO YBEIOMJIEHHMSI O TIOJIYYEHMM [JEP)KaTeJeM WIM BIJAJENIBLEM PETUCTPALOHHOTO
YIOCTOBEpPEHUS JIEKAPCTBEHHOTO Mpenapara (W yIoJIHOMOYEHHBIM UM APYTUM IOPUANYECKUM JIMIIOM)
uHpopManuu, ykazaHHoll B yactu 1.4 Hacroseil ctarbu. [laHHOe TpeOGoBaHHE HE pacpOCTpaHIETCs Ha
Cllydad BHECEHUS B MHCTPYKIHUIO IO MEIUIIMHCKOMY NPHUMEHEHHUIO JIeKapCTBEHHOIO Ipernapara
WU3MEHEHUI B OTHOIIEHUH HOBBIX MOKAa3aHUM JUIsl IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara Ha OCHOBaHUH
pE3yIbTATOB COOTBETCTBYIOIIUX HCCIEJOBAHUM.

(uactp 1.5 BBeneHa @enepanbHbIM 3akoHOM OT 27.12.2019 N 475-®3; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. Pemienue o mMpoBeIEHUM SKCHEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) IKCIEPTHU3BI
OTHOILIEHUS OXUIAEMOM IOJIb3bl K BO3MOKHOMY PHMCKY IPUMEHEHHUs JIEKQpCTBEHHOIO Ipernapara Juis
MEIUIMHCKOTO TPUMEHEHMSI INPUHUMAETCSI B COOTBETCTBHUM C YTBEPXKACHHOM YIIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HWCIIOJTHUTENIBHOW BIACTH KJIAcCH(PUKAIMEH W3MEHEHHH, BHOCHMBIX B
JOKYMEHTBI, COJEpJKallhecs B PETUCTPALMOHHOM JIOChE HA 3apErHCTPUPOBAHHBIM JIEKapCTBEHHBIN
npenapar.

(uactb 2 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

3. 3asgBUTEND BITpaBC NMpECACTAaBUTH 1O COOCTBEHHOM MHUIUATUBC BMECTC C 3asBJICHHUEM O BHCCCHHU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

U3MEHEHUH B JIOKYMEHTBI, COJEp)KALUECS B PETUCTPALlMOHHOM JIOChE€ Ha 3aperuCcTPUpPOBAHHBIN
JIEKapCTBEHHBIN MpernapaT A MEAUIIMHCKOTO MPUMEHEHUS, PEKBU3UTHI IOKYMEHTOB, MTOITBEPKIAIOLIUX
yIUIaTy TOCYJApCTBEHHOM NOLUIMHBI 32 BHECEHUE B JJOKYMEHTBI, COAEpIKAIUECs B PErHCTPallMOHHOM
JI0Ch€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat sk MEAULIMHCKOTO IPUMEHEHUSI, U3MEHEHUI,
TpeOYIOIMX MPOBEJCHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OSKCIEPTU3Bl KadyecTBa
JIEKapCTBEHHOI'O CPEICTBA U (MJIM) SKCIEPTU3bl OTHOLIEHUS OKUJAEMOM IMOJIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKApCTBEHHOTO Npenapara JUisi MEAULMHCKOT0 IPUMEHEHUS, TOCYJapCTBEHHOMN NOIIMHbI
3a BHECEHHE B JOKYMEHTBI, COJEp Kallhecs B PErHCTPAIMOHHOM [I0Ch€ Ha 3aperucTpUPOBaHHBIH
JICKapCTBEHHBIN Mpemnapar Juis MEAMLUHCKOTO MPUMEHEHHs, U3MEHEHHH, He TPEOYIOIUX MPOBEICHHS
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAK)KE BblAaBaeMble (IIPEIOCTABIISIEMbIE) YIIOJIHOMOYEHHBIMU
denepanbHBIMU OPraHaMU MCIOJHUTEIIBHON BJIACTH JOKYMEHTHI (CBEIICHUs), YKa3aHHbIE B YacTsx 1.1 u
1.2 wnacrosiedr crtathbu. B ciiydae uX HempeacTaBleHHUS YIOJIHOMOYEHHBIM (enepanbHblii oprax
UCIOJHUTEJIBHOM  BJIACTM  3allpallliBaeT  yYKa3aHHbIE  JIOKYMEHTbl  (CBEAECHMs]) B  IOPSIKE
MEXXBEJOMCTBEHHOT0 HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

(B pen. DenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B Teyenue nATH paboOYMX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTW | HACTOSIIEH cTaTbu
3asBIICHUS W HEOOXOIMUMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIHHON
BJIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) MMpOBOAUT MPOBEPKY HNOJIHOTHI U JOCTOBECPHOCTHU CBG,Z[CHHIZ, COACPIKAIMUXCA B IIPCACTABIICHHBIX
3asABUTCIICEM MaTCpUuajiax,

2) mpyUHUMAET PellIeHUE O MPOBEICHUH YKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLINX
AKCIIEPTU3 JIEKAPCTBEHHOT'O CPE/ICTBA MIIM 00 OTKAa3€ B UX MPOBEICHUU;

3) HampaBiseT B IWYHBIA KaOWHET 3asBUTENs B €IWHOM CHCTeMEe MOAMHCAHHOE YCUJICHHON
KBUTH(DUIIMPOBAHHON 3JICKTPOHHOW TMOMIMKUCHI0 YBEIOMJICHHE O TPHHATOM pEIICHHH WIH B ClIydae
NPUHATHS pelieHrs o0 oTKa3ze B MPOBEICHUHM COOTBETCTBYIOIICH SKCIEPTH3bI C yKa3aHUEM MPUYHH
TaKOIo OTKa3a.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciuyvae BBISBICHUS HEIOCTOBEPHOCTH CBEJECHUN, COACPIKAIIUXCSI B TMPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, ynoJlHOMOYEHHBIN (hefepaibHblii OpraH UCIIOTHUTEIHLHON BIACTH HAMIPABIISIET B
JUYHBI KaOWHET 3asBUTENsl B €IUHOW CHCTeMe 3arnpoc 00 YTOUYHEHHWH YKa3aHHBIX CBEJIECHUH,
MOJNMCAHHBINA YCUTICHHOW KBAM(DUIIMPOBAHHOMN 2JIEKTPOHHOM MOAMUCHIO.

(dactb 4.1 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asgButenb 00s3aH HANpaBUTh B JIMYHBIM KaOMHET YNOJHOMOYEHHOIO (eliepaibHOro OpraHa
UCIIOJIHUTENIPHON BJIAaCTH B €IMHOM cHUCTeME€ MOJIUCAaHHBIA YCHUJIEHHOM KBaTU(UIUPOBAHHOU
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3alpOC YIOJHOMOYEHHOro (heAepalbHOrO OpraHa MCIOJHUTEIbHON
BJIACTH B CPOK, HE IMPEBBIMAIOMUN JIeBIHOCTa padoduX JHEH cO JHS TMOJY4YEeHUs YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOMN BIIACTH 3JIEKTPOHHOTO YBEAOMIICHHUS O MOJIYYEHUH 3asBUTEIIEM
naHHOro 3ampoca. CpokK, YKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO [JHSA
HampaBjIeHUsT B JIMYHBIA KaOMHET 3asfBUTENS B E€IUHOM CHUCTEME 3alpoca YIOJIHOMOYEHHOTO
denepanbHOro oOpraHa MCHOJIHUTENBHOM BJIACTH JO JHS HamnpaBleHUS B JIMYHBIM KaOWHET
YIIOJIHOMOYEHHOTO (heIepabHOI0 OpraHa UCIOJHUTEIBHOM BIACTH B €IMHOM CUCTEME OTBETa Ha TaHHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3amMpoc U HE YYUTHIBACTCS NPU HCUYUCICHUM CPOKa MPUHATHS PEIICHHS O BHECEHUM M3MEHEHHM B
JOKYMEHTBI, COJEp>Kallfecss B PETMCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIA JIEKapCTBEHHBIH
npenapar Jijisi MeJUIIUHCKOTO IPUMEHEHHS.

(dactp 4.2 B pen. Genepanpuoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHHMeM JUIsl OTKa3a B MPOBEICHUM yKA3aHHBIX B YacTH 2 HACTOSIICH CTAaThbU JKCIEPTHU3
SIBIISICTCS TIPE/ICTABICHUE JJOKYMEHTOB, TICPEUYMCIICHHBIX B YacTsX | ¥ 3 HACTOSIICH CTaThU, B HEMTOJIHOM
o0BeMe, HETPE/CTAaBICHUE 3asBUTEICM B YCTAHOBJICHHBI CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1
HACTOSIIIEH CTAaThH 3aMpOC YIOJTHOMOUYEHHOTO (eepabHOTO OpraHa UCIIOJHUTEIILHOW BIIACTH, a TaKKe
OTCYTCTBHE€ B  TNPEICTaBICHHBIX JOKYMEHTaX  JIOCTATOYHBIX  CBEICHUH, IOJITBEPKIAIOIIIX
HEOOXOJIMMOCTh BHECCHUSI U3MEHEHUH, UJIM OTCYTCTBHE MH(OPMAIINH, MTOITBEPKAAOMIECH (DaKT yriaTel
rOCy/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSAIICH CTAThU.

(B pen. deaepanbubix 3aKk0HOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEH CTAThU 3KCHEPTU3BI IPOBOASTCA B MOPSIKE, YCTAHOBICHHOM
crarbel 23 HacToswero denepagbHOrO 3aKOHa.

7. B cpok, He MpeBbIMAMUN STH pabodnx JHEH CO JHS HAIPaBJICHUS MOCPEACTBOM EIMHOTO
nopraia B YHOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHONW BIACTH WM JIMYHBIA KaOWHET
VIIOJTHOMOYEHHOTO (he/IepabHOTO OpraHa WCIOJHUTEIBHONW BIACTH B €AMHOW CHUCTEME TIOITUCAHHBIX
YCUJICHHBIMU KBaTU(ULIUPOBAHHBIMH 3JEKTPOHHBIMU MOJIMUCIMU 3aKIIOYCHUNH KOMUCCHI IKCIIEPTOB IO
pe3yibTaTaM yKa3aHHBIX B YacTH 2 HACTOSIIEW CTAaTbM SKCIEPTHU3, YIOJTHOMOYEHHBIN (enepaabHblil
OpraH UCHOJIHUTEIbHOMN BIACTH:

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) npuHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/IepP KAIIUECs] B PETUCTPALMOHHOM
JI0OChE Ha 3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar i MEIUIMHCKOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHEHUMU;

2) BHOCHUT B TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB Ha OCHOBAHMM PEUICHUS O
BHECEHUH  H3MEHEHMH B  JIOKyMEHTBI, COJEp)Kallhuecs B  PErHCTPAllMOHHOM  JIOChE€  Ha
3ap€l"I/ICTpI/IpOBaHHI)II71 J'[eKapCTBeHHI)II\/JI npemnapar aid MCIUIHUHCKOrO IPUMCHCHUS, H€O6XO)II/IMI>I€
M3MEHECHHUS;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

3) BbIIAeT 3asABUTENI0 HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOro INpemnapaTta B
Cllydya€ M3MEHEHMs CBEICHUM, COJAEPXKAIIMUXCA B HEM, IIYTEM HAIpPABICHUS 3aABUTEIIO ITOCPEICTBOM
€IMHOTO TOopTaja WK B JIMYHBIN KaOMHET 3asBUTENS B €IUHON CUCTEME BBIITMCKU U3 TOCYAAPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJACTB, MOJNMCAHHOM YCWJIEHHOM KBaIW(DPUIMPOBAHHOM 3JIEKTPOHHOU
MOATHUCBHIO.

(n. 3 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa OT
30.01.2024 N 1-93)

8. OcHOBaHMEM MJi1 OTKa3a BO BHECEHMM H3MEHEHU B JOKYMEHTHI, COJEpKaluecs B
PETUCTPAlMOHHOM JIOChE€ Ha 3aperHUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il MEIULHUHCKOIO
MIPUMEHEHUSI, SBIICTCS 3aKII0YEHUE YITOJTHOMOYEHHOTO (eepaibHOr0 OpraHa MCTIOJHUTEILHON BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KauecTBa, d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CpPEICTBA B
CJIy4yae BHECEHHS TAKMX U3MEHEHUM.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

9. Homyckaercst oOpalleHue JEeKapCTBEHHBIX IMPENnaparoB s MEAULIUHCKOTO MPHUMEHEHHS 10
HCTEUEHHsI CPOKa TOJHOCTH, MPOU3BEICHHBIX B TEUCHHE CTAa BOCBMUJIECITH JHEH MOCHE MaThl NPUHSITHS
YIIOJHOMOYCHHBIM q)eﬂepaHBHBIM OpraHom HUCITIOTHUTEILHON BIACTH pelICHrA O BHCCCHHUU W3MCHCHHH B
JIOKYMEHTBI, COJEp)Kalluecs B PETHCTPAIMOHHOM JOChe, B COOTBETCTBUM C HH(OpMAaIHeH,
cofiepkamieiics B JOKYMEHTaX PETUCTPAllMOHHOTO JOChe Ha JIEKAPCTBEHHBIM TNpemapaTr 10 JaThl
NPUHSATHS TAKOTO PELICHUS.

(uactb 9 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIIpaButenscTtBo Poccuiickoit @Denepanuu BOpaBe YCTAaHOBUTh OCOOCHHOCTH BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJIepKallluecsi B PErUCTPALMOHHOM JI0OCb€ Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIN MpemapaT A MEIUIIMHCKOTO TNpHUMEHEHUus, B ciy4dae JaedeKkTypbl WM pHCKa
BO3HUKHOBEHHUS Je(EKTyphl JIEKAPCTBEHHBIX TIPEMapaToB B CBSI3W C BBEJICHUEM B OTHOIICHHUH
Poccuiickoit @eaepanuu OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(uactp 10 BBenena ®enepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynprantlLintoc: npumedanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIoCTaBICHUs TOC. YCIYyT
MOCPEJCTBOM €IMHOTO nopTaia, npumensitorcs ¢ 01.01.2026.

Crtatba 31. BHeceHne u“3MeHeHUM B  [AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM JIeKapCTBEHHbIA npenapaTt Ans
BeTePMHAPHOIro NPpUMeHeHuUsA

1. B mensx BHeceHUS W3MEHEHUN B JIOKYMEHTBI, COJEpIKAIIMECS B PETHUCTPALMOHHOM JOChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar A BETEPUHAPHOIO INPUMEHEHMsI, NEpKaTellb WIH
BJIQJIEJICL] PETUCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKAPCTBEHHOI'O IIpenapara WIM YIOJIHOMOYEHHOE UM
APYroe I0pUANYEcKOe JIMLO (Jlajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HAIPABIISIET MOCPEICTBOM E€MHOTO
IopTaja B yINOJIHOMOYEHHBIH (efepaibHblii OpraH MCHOJHUTENIBHON BIACTH MOANMCAHHOE YCHJIEHHOU
KBAJIM(HUIUPOBAHHON 3JIEKTPOHHOM MNOIMMCHIO 3asBIEHHME O BHECEHMM TaKMX W3MEHEHHMH 1o ¢opme,
YCTAaHOBJICHHOW YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIbHOM BIACTH, U MpUilaraeMble K
HEMY U3MEHEHHs B yKa3aHHbIC JIOKYMEHTBI, a TAaKXKe JIOKYMEHTBHI, MOATBEPKIAIONNE HEOOXOIUMOCTb
BHECEHUS Takux U3MeHeHu. [Ipu HeoOxoauMocTr BHECEHUS! U3MEHEHU B IOKYMEHTBI, COJEprKaIliecs B
PETUCTPALIMOHHOM JOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX W3MEHEHHs M (WIu) JOINOJIHEHUS TIPOU3BOJICTBEHHOM  IUIOIIAJKU
JIEKAPCTBEHHOI'0 CPEJCTBA, a TAKXKE U3MEHEHMS ITOKA3aTeJIed KayecTBa JIEKAPCTBEHHOrO Ipernapara s
BETEPUHAPHOTO MPUMEHEHUS U (WJIM) METOJOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO Ipemnapara s
BETEPUHAPHOI0 NIPUMEHEHHUs 3asiBUTENb JONOIHUTEIBHO HAIPABIISIET IOCPEACTBOM €IMHOIO IOpTaia B
YIOJTHOMOYEHHBIN (peiepalIbHbII OpraH UCIIOTHUTEILHOM BIIACTH CIEAYIONINE JOKYMEHTHI (CBEIEHNUS):

(B pen. DeaepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBeneHust o jare MPeNOCTABICHUS U PErMCTPAlMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEJOCTABICHHON MPOM3BOAMTENIO JIEKAPCTBEHHOIO IIpermapara  Jyis
BETEPUHAPHOTO MPUMEHEHHUSI, VISl POCCUMCKUX TPOU3BOIUTENEH;

(B pen. degepanbHoro 3akona ot 27.12.2019 N 478-03)

2) CBCIACHUA O OaT€ MPEAOCTABJIICHHUA W PETUCTPpAalMOHHOM HOMEPC JIMICH3WHW HaA IMPOHU3BOACTBO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBCHHBIX  CPEJCTB, NPEJOCTABICHHONW MPOM3BOAUTENIO (hapMalleBTHUECKON CyOCTaHIUH,
BXOJIAIIEH B COCTaB JIGKAPCTBEHHOrO IMperapaTta Jjs BETEPUHAPHOIO NMPUMEHEHHUS, A POCCHUICKUX
MIPOU3BOAUTENEH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) Komnusl TOKyMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPIaHOM CTPAHbI IIPOU3BOJUTENS ISl KaXKIOU
MIPOM3BOJICTBEHHOM IUIOMIAJIKK JICKAPCTBEHHOTO Ipenapara Jjs BETEPUHAPHOTO TMPUMEHEHUs H
MOATBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JICKAPCTBEHHOI'O Mpernapara TPeOOBaHHUSAM IPaBUI
HaJJIeXxalleld MPOU3BOACTBEHHON MPAaKTUKH, W €ro IMepeBOJ] Ha PYCCKUH S3bIK, 3aBEpEHHBIC B
YCTaHOBJICHHOM TOPSKE, a TAKXKE KOMUS 3aKJIIOYEHHSI O COOTBETCTBUU MPOU3BOJAUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHUSM  MpaBUJl  Hajuiekalled  MPOM3BOACTBEHHON  MPAaKTUKW,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (he/lepaTbHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH JUIS KaXIOW MPOW3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOT'O IMperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMUS PEIIeHUs O
IMPOBCACHUHN MHCIICKTUPOBAHUS NPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, IPHUHATOTIO YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHOM BIACTH JUISl K&XJIOM IPOU3BOJCTBEHHOW IUIOMIAIKU
JIEKapCTBEHHOr' 0 Ipenapara JJisi BETEPUHAPHOIO MPUMEHEHHS. Y Ka3aHHbIE JOKYMEHTBI MTPEACTABIISIIOTCS
B cCllydyae, €CIM TPOU3BOJCTBO JIGKAPCTBEHHOrO Tperapara Aisi BETEPUHAPHOTO IMPUMEHEHHUS
ocyliecTBisiercs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHoOM CTPaHbl I[POU3BOAUTEINS
(bapmManeBTHYECKOM cyOcTaHuu u MTOATBEPKIAIOIIIETO COOTBETCTBHUE MIPOU3BOIUTENS
(dapmalieBTHUECKOI CyOCTaHIIMU, BXOASIIEH B COCTaB JIEKAPCTBEHHOI'O MperapaTa Ui BETEPUHAPHOTO
MPUMCHCHHS, TPEOOBAHUSAM IPaBUI HAICKAMIEH MPOU3BOJCTBEHHOW MPAKTUKH, W €ro TepeBOj Ha
PYCCKHIl  SI3BIK, 3aBEpPEHHbIE B YCTAHOBJICHHOM TIOpSAOKE, B Clydae, €CId IPOU3BOJICTBO
(hapmaIneBTHUECKOM CYOCTaHIIMM OCYIIECTBIISIETCS 3a peaenamMu Poccuiickoit @eneparuu.

(uactb 1 B pen. denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHuss U (W) TOTOJHEHUS MPOU3BOJCTBEHHOM TUIOMIAJKK JIEKAPCTBEHHOTO
CpEICTBa JOKYMEHTBI, YKa3aHHbIE B 4acTH | HAcTOSIIEW CTaTbW, NPEICTABIISIFOTCS 3asBUTEIEM B
OTHOIIEHWH M3MEHSAeMOM W (MJM) JOMOJHSIEMON MNPOU3BOACTBEHHOM IIJIOLIAJAKH JIEKAPCTBEHHOI'O
cpencTsa. Pemenne o BHECEHNN M3MEHEHNH B JOKYMEHTBI, COJIEPKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJisi BETEpPUHAPHOTO MPUMEHEHHs], UM 00 OTKa3e B UX
BHECEHUHU MPUHUMAETCS B cllydae HEOOXOJMMOCTH NMPOBEJCHUS SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/ICTBA B
CPOK, HE IPEBBILIAIOIINN AEBSIHOCTA pabOUYMX AHEH, a B OCTAIbHBIX CIy4asiX B CPOK, HE IMPEBBIIIAIOIINN
TpUALATH pabo4MX JHEH CO JHS HampaBJIEHUS IOCPEACTBOM E€AMHOrO MopTajia B YIOJIHOMOYEHHBIH
(benepanbHbIN OPraH UCIOJHUTEIBHOMN BIACTH 3asBJICHUS O BHECEHUH TaKUX NU3MEHEHUH.

(uactp 1.1 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciydae peopraHu3anuu [ep)KaTeslsd WIA BIAJENbLa PErMCTPALMOHHOIO YA0CTOBEPEHHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEPUHAPHOTO IPUMEHEHMs, pa3padOoTuMKa WM IPOU3BOJIUTEINS
JIEKAPCTBEHHOI'O IIperapara Jisi BETCPUHAPHOIO NPUMEHEHHMs B 3asBICHUM O BHECCHUU WU3MECHEHUH B
JNOKYMEHTBI, COJEpXkKAIIUEeCs B PETUCTPAMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mnmpenapar Uil BETEPUHApPHOIO MPUMEHEHHS, YKa3bIBAIOTCS JAHHBIE JOKYMEHTA, MOITBEPXKAAOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MeHEHUN B EnuHBINA rocynapcTBEHHBIH peecTp IOPUANYECKUX JIHIL (IS
OpraHu3alIMii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoii @enepauu), WM UHOTO JOKYMEHTA,
MOATBEPIKIAIOIIEr0 PEOPraHU3aINI0 IOPUINUECKOro Juia (i1 OpraHu3aluii, He 3aperucTPUPOBAHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBIeHHE O BHECEHUM U3MEHEHUH B JOKYMEHTHI,
COJIEpIKAIlIMECs] B PETUCTPALIMOHHOM JIOCh€ Ha 3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpenapar st
BETEPUHAPHOTO IPUMEHEHUS, U MIPUJIAraéMble K HEMY JOKYMEHTBI HAIIPaBJISIIOTCS IOCPEACTBOM €UHOTO
rnmopTajia B YIOJHOMOYCHHBIA (helepasbHbId OpraH HCIOJTHUTEIBHONW BJIACTH HE IO3JHEE YEeM uepes
TPUALIATH PabOUMX JTHEH CO JHS BHECEHHUS COOTBETCTBYIOIIMX M3MEHEHUH B EMuHBINA roCynapcTBEHHBIN
peecTp IOpUIWYECKHX JIMI ()11 OpraHU3alMil, 3aperHCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoii
denepaniun) WIA CO JAHS NPUHITHS COOTBETCTBYIOLIETO IOKYMEHTA, MOATBEPKIAIOIIETO PEOPraHU3aAIINI0
IOpUJIMYECKOTO JuIa (i1 OpraHu3alui, HE 3aperuCTPUPOBAHHBIX Ha TeppuTopun Poccuiickoit
Oenepanun). B ciayuae peopranuzanuu epikarelis WM BIaAeliblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIGKapCTBEHHOr0 Mpenapara Jyisi BETEPUHAPHOIO IMPUMEHEHHUS 3asBJICHHE O BHECEHUM H3MEHEHHH B
JOKYMEHTBI, COJEpKallMecs B PETHUCTPALMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JJisi BETEPUHAPHOTO TMPUMEHEHHMS, IOJACTCAd IOPUJIMYECKHUM JIMIIOM, KOTOPOMY B XOJI€
peoprasu3anuu rnepejaHo MpaBo BIIAJICHUS TAKUM PETUCTPALMOHHBIM YA0CTOBEPEHUEM.

(gactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. denepalibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

2. B ciydyae BHeceHUsI U3MEHEHUH B JIOKYMEHTBI, COJEPXKAIUECS B PErHMCTPAIIMIOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar Jis BETEPUHAPHOTO IPUMEHEHHUS, B OTHOILICHUU
CBEJICHUH, yKa3aHHbIX B moamynkrax "e", "x", "k", "na", "H", "c", "x" nynkrta 7 wactu 3 crarbu 17
HacTosauero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JOMOJHEHUS MPOU3BOJICTBEHHOM IUIOMIAJIKU
JIEKapCTBEHHOT'O CPEJICTBA, a TaKXkKe B Clly4ae M3MEHEHHs IOKa3aTellell KayecTBa JIEKapCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHMs] M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO NPUMEHEHHUs IPOBOJIUTCS AIKCIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECEHUSI WHBIX HW3MEHEHUW B JTOKYMEHTHI,
coJiepKallrecs B PErHCTPAllMOHHOM JI0Che Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpemnapar s
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTH3a JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCA.

(B pen. deaepanbhbix 3aKk0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuUTENb BIpaBe MPEACTaBUTH IO COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHHEM O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJIEpXalluecsi B PErMCTPAlMOHHOM JOCh€ Ha 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar sl BETEPUHAPHOTO IPUMEHEHUS, PEKBU3UTHI JOKYMEHTOB, ITOATBEPKAAFOIINX
YIJIaTy TOCYIApCTBEHHOW MOILIMHBI 32 BHECEHHE B JIOKYMEHTHI, COAEPKAIIUECS B PErUCTPALUOHHOM
JIOChE HA 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpEnapar i BETEPUHAPHOIO0 IPUMEHEHUS, U3MEHEHU,
TPEOYIOMMX TPOBEACHUS JKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA, WM W3MEHEHUH, HE TPeOyrOIIMX
MIPOBEJICHUS IKCIEPTU3HI JIEKAPCTBEHHOTO CpelcTBa. B ciydyae HEOOXOAMMOCTH W3MEHEHHUS CBEICHHM,
COJIEPIKAIIMXCS B PETUCTPAIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOIrO IMpernapara JJisi BETEPUHAPHOIO
MIPUMEHEHUSI, C 3asBJICHUEM, YKA3aHHBIM B YaCTU | HACTOSIIEHN CTaThH, 3asBUTEIb BIPABE MPEICTABUTH
M0 COOCTBEHHOW WHHUIIMATUBE PEKBU3UTHI JOKYMEHTA, MOJTBEPXKAAIOIIETO YIUIATy TOCYAapCTBEHHOM
MOIUIMHBI 32 BbIIaYy PETUCTPALMOHHOTO yIOCTOBEPEHHMS JIEKAPCTBEHHOTO Mpenapara. 3asBUTENb BIIpaBe
MPEACTaBUTH 10 COOCTBEHHOW MHUIIMATHUBE CBEICHUS O JUIEH3UIX, YKa3aHHbIE B MyHKTaX | u 2 yacTu 1
HACTOAIIEH CTaThbM, a TakKXKe BbIAAaBAaEMble YMOIHOMOYEHHBIMU  (eepalibHBIMH  OpraHaMH
VCIIOJTHUTENIBHON BJIACTH JIOKYMEHTBI, YKa3aHHbIE B IyHKTe 3 4acTu | HacTosuen crarbu. B cimydae
HEMpPEeJCTaBICHUST yKa3aHHBIX JIOKYMEHTOB (CBEIEHHWI) YIOJHOMOYEHHBIN (enepanbHblii Opran
WCTIOTHUTENIPHOW  BJIACTH  3allpallliBaeT  yKa3aHHbIE JIOKYMEHTHI  (CBEJCHHS) B  TOPSAKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBHSI.

(B pen. deaepanbubix 3aKk0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4. B cpok, HE TIPEBHIIAOIINNA JECATH padOYuX THEH CO JHS MOCTYIJICHUS yKa3aHHOTO B 4acTd 1
HACTOAIIEH CTaThbU 3asBJICHUS U HEOOXOAMMBIX JOKYMEHTOB, YHNOJHOMOYEHHBIN (enepanbHblii opran
HCIOJIHUTEIbHOMN BJIACTHU:

1) IIPpOBOAUT ITPOBCPKY IOJIHOTHI U JOCTOBECPHOCTHU CBC,Z[CHHP'I, COACPpKAIMXCA B IMPECACTABICHHBIX
3asABUTCIICM JJOKYMCHTAX,

2) NpUHHUMAET PELICHUE O MPOBEAECHUH IKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEJCTBA /ISl BETEPUHAPHOTO
IIPUMEHEHHUS WM 00 OTKAa3€ B €€ MPOBEACHNY;

3) HampaBisieT TOCPEICTBOM E€IMHOTO TMopTajla 3asBUTENI0 TOIIMCAHHOE  YCHIICHHON
KBUTM()UIIUPOBAHHON D3JICKTPOHHOW MOJMIMMUCHI0 YBEIOMIICHHE O TPHHATOM pPEIICHWH WIH B Clydae
MIPUHSATHUS PEIICHUsT 00 OTKa3e B MPOBEACHUU IKCIIEPTH3HI JICKAPCTBEHHOTO CPEICTBA ISl BETEPUHAPHOTO
MIPUMCHCHHUS C YKa3aHUEM IMPUIHH TaKOTO OTKa3a.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4.1. B citydae BbISIBJICHUSI HEJOCTOBEPHOCTH U (WJIM) HEIOCTATOUYHOCTH CBEJICHUMN, COACPKAIINXCS B
MIPEJICTABJICHHBIX 3asBUTEIIEM MaTepuajiax, YIOJIHOMOYEHHBIM QenepalibHblii OpraH HCHOJHUTEIbHOM
BJIACTH HAIpaBJII€T IOCPEACTBOM €IMHOIO MOpTaja 3asBUTENIO 3aIpOC 00 YTOYHEHUHM YKa3aHHbBIX
CBEICHUIA, TOIMMCAHHBIA YCUTICHHOW KBAJIM(UIIMPOBAHHOMN 3JIEKTPOHHOM MOAMKCHIO.

(dactp 4.1 B pen. ®enepansuoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButens o00s3aH HANpPaBUTh MOCPEACTBOM €IUHOTO TMOpTaja B YIOJTHOMOYEHHBIH
benepanbHBIE  OpraH HCHOJHHUTENBHON BIACTH TOJNMHMCAHHBIA YCHJICHHOW KBAIU(DUIIUPOBAHHOM
AJNIEKTPOHHON MOJIMUCHI0 OTBET HA 3aMpoC YIMOJIHOMOYEHHOTO (eepallbHOr0 OpraHa MUCHOJHUTEIbHOM
BJIACTH B CPOK, HE NPEBBIMAIOIINN JEBSHOCTA Pa0OYMX ITHEH CO JHS IMOJYyYSHHS YMOJTHOMOUYCHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIHHON BIACTH SJIEKTPOHHOTO YBEIOMIICHHUS O MOJIYYEHUU 3asiBUTEIIEM
nanHoro 3ampoca. Cpoku, ykazaHHble B 4yacTd 1.1 Hacrosmieil craTbu, MPUOCTAHABIMBAIOTCS CO JTHSA
HampaBJIeHUsl MOCPEJCTBOM €IUHOr0 MOpTaja 3asBUTENIO 3alpoca YHOJHOMOYEHHOIO (enepaibHOro
OopraHa WCIOJHUTEIBHOM BJIACTH JO JHSA HANpPABJICHUS IOCPEACTBOM €IMHOIO IopTaja B
YIIOJTHOMOYEHHBIN (eepanbHblii OpraH HCHOJHUTENBbHON BIACTH OTBETa HAa JAHHBIA 3allpoc M He
YUMUTBIBAKOTCS TPU HCYUCICHUM CPOKA NPHUHIATHS PEUICHUS O BHECEHWHM W3MEHEHUN B JOKYMEHTHI,
coJepaKallyMecss B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpemnapar s
BETEPUHAPHOTO IPUMEHEHUSI.

(uactp 4.2 B pen. enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHMeM JUIsl OTKa3a B IIPOBEIEHUU OKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JJIA
BETEpPUHAPHOTO TNPUMEHEHUs SBISIETCS MpPEJCTaBICHUE NOKYMEHTOB, yKa3aHHbIX B dacTsax | u 3
HACTOAIIEH CTaThU, B HEMOJIHOM O00BbEME WIIM OTCYTCTBHE B MPECTABIECHHBIX JOKYMEHTAX JIOCTATOYHBIX
CBEJICHUH, TMOATBEPKIAIOIIUX HEOOXOJUMOCTh BHECEHMsI HW3MEHEHUH, MO0 HempencTaBlieHUe
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETAa Ha yKa3aHHBIM B 4acTu 4.1 HacTosIIeW cTaTbu 3arpoc
YIIOJIHOMOYEHHOTO (heIepabHOI0 OpTraHa UCIOJHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTu3a JEKApCTBEHHOIO CPEACTBA JUIsl BETEPUHAPHOIO MPUMEHEHUSI B IIEJISIX BHECEHUS
I/I3M€H€HI/II>1 B )IOKyMeHTBI, conepmamnecs[ B peFI/ICTpaI_[I/IOHHOM O0CBE Ha SapeFHCTpHpOBaHHBIﬁ
JIEKApCTBEHHBIA Mpenapar Uil BETEPUHAPHOTO MPUMEHEHHUs, OCYIIECTBIISIETCS B  MOPSAJIKE,
YCTaHOBJIEHHOM CTaTbeil 24 HacTosero deaepaibHOro 3aKoHa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

6.1. B cpok, HEe TPEBHINIAONINIA 1eCATH PaboUHMX JHEH CO JIHS HANPABICHUS TOCPEICTBOM EAHMHOTO
noprajia B YIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCHOJHUTEIbHONW BJIACTH MOJIHUCAHHOTO YCHIJICHHOM
KBUTM(DUIIUPOBAHHON JJICKTPOHHOW MOMANMUCHI0 3aKIIOUEHUS KOMHUCCHHM JKCIEPTOB MO pPe3ybTaTaMm
YKa3aHHOM B 4YacTW 2 HACTOSIIEH CTAaThbM OKCIEPTHU3bI, YIIOJHOMOYEHHBIN QeaepalbHbIii OpraH
WCIOJIHUTEIbHOMN BJIACTHU:

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

1) mpuHKUMaeT perieHre 0 BHECEHUN U3MEHEHUM B IOKYMEHTBHI, COJIEPKAIIUECS B PETUCTPAIMOHHOM
JI0CbE Ha 3aperUCTPUPOBAHHBINA JIEKAPCTBEHHBIA Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHUS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUI;

2) BHOCHT B TOCYIapCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEJICTB HA OCHOBAHWU PEIICHHS O
BHECEHWU M3MCHCHHMI B  JIOKyMEHTBHI, COJEp)Kallhecs B  PErHCTPAllMOHHOM  JIOChe  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO TMPUMEHEHHUsS, HEOOXOIUMbIE
W3MCHCHHS,

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) BbLIAET 3asBUTENI0 HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipernapara s
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOIUMOCTH W3MEHEHHUS CBEJCHUH, COAEepPKAIINUXCSI B HEM, C
COXPAaHEHHEM HOMEpA paHee BbIIAHHOTO PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKApCTBEHHOrO IIpenapara
JUIS. BETEPUHAPHOTO MPUMEHEHUSI.

(. 3 BBeneH @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBenena @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeceHUs U3BMEHEHUN B TOKYMEHTBI, COIEPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIA  JIGKAPCTBEHHBIM Mpernapar JJjsi BETCPUHAPHOTO IPUMCHEHHS, B 4YacTH,
KacammeﬁCﬁ NU3MCHCHUS U (I/IJII/I) JOITIOJIHCHUA HpOH?;BOI[CTBGHHOﬁ II0IIA KN JIeKapCTBeHHOFO
npernapara, mpu MPeICTaBICHUH 3asBUTEIEM B COOTBETCTBHH C MYHKTOM 3 4yacTu | HacTosiel cTtaTbu
KOIInnu peIHCHI/IH yl'[OJ'[HOMOquHOFO (pez[epanbﬂoro opraHa HCHOHHHT@HBHOﬁ BJIaCTHU O HpOBeIIGHI/II/I
WHCIEKTUPOBAHUS TIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIA B dacTu 6.1 HacTosmei
CTaThu, HpI/IOCTaHaBJ'II/IBaCTCﬂ CO OHS HOJ'Iy‘-ICHI/IH 3aKJIFOUCHUS KOMUCCHUHN BKCHepTOB 0 IOHSA HpI/IHHTI/Iﬂ
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOTHUTEIHHOM BIACTH PEIICHHsI O Bblade uin 00 OTKase B
BbIJAYC 3aAKJIIFOYCHHUA O COOTBETCTBUH HpOI/ISBO}II/ITeJ'IH J'IeKapCTBeHHI)IX CpC}ICTB Tp€6OBaHI/I$[M HpaBI/IJ'I
HaJJIexaliel Ipou3BOJCTBEHHON IPAKTHKH, HO HE 0oJiee UeM Ha CTO BOCEMbJIECAT pabounx JTHEH.

(dactp 6.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHHMM HW3MEHEHHUH B JOKYMEHTBI, COJIEpXalluecs B
PETUCTPAllMOHHOM JI0OChE€ Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar i BETEPUHAPHOTO
NPUMEHEHHUs, B CIydasix, He TPeOYIOINX MPOBEICHUs HKCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA, SBIISETCS
MpEeJICTaBICHNE JOKYMEHTOB, YKa3aHHBIX B 4yacTAx | W 3 HACTOSIIEH CTaThH, B HEMOIHOM OOBEME WU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX CBEJIEHHUI, KOTOPbIE JOJDKHBI OBITh B HUX OTpPa)KeHbI, TUOO
HEIPECTABICHUE 3asBUTEIIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4dacTtu 4.1 Hacrosmiein
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa UCIOJHUTEIbHOM BIACTH.

(uactb 7 B pen. enepanproro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM MJi1 OTKa3a BO BHECEHUM H3MEHEHMH B JIOKYMEHTBI, COJAEp)KalUecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOTO
IPUMEHEHHs, B CIIydasix, TPeOYIOIIMX IMPOBEACHUS SKCIEPTU3bI JEKAPCTBEHHOTO CPEJCTBA, SIBJISAETCS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3aKJIIOYCHHUE YIIOJHOMOYEHHOTO (peepanbHOr0 oOpraHa HCIOJHUTEIBHONM BJIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JIEKAPCTBEHHOI'O Iperapara BCIEACTBHE BHECEHUS
M3MEHEHHMH B yKa3aHHBIC JOKYMEHTBI, OTKa3 YIIOJIHOMOYEHHOTO (heIepajIbHOrO OpraHa MCIOJHUTEIbHON
BJIACTH B BblJau€ 3aKJIIOYEHHS] O COOTBETCTBUH IMPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IIpaBWJI HaJUIeKallell NpPOW3BOJICTBEHHOW IMPAaKTUKU B Cly4yae HW3MEHEHHMs M (WIK) JOINOJHEHUS
MIPOM3BOJICTBEHHON IIJIOMIA/IKK JIEKAPCTBEHHOrO TMpenapara, €clid IPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara JJjisi BETEpUHaApHOr0 NPUMEHEHUSI OCYIIECTBIseTCs 3a npeaenamu Poccuiickoir denepannu,
WM OTCYTCTBHUE 3TOTO 3aKJIFOUCHUSI.

(uactb 7.1 BBenena @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Jlomyckaetcst oOpalieHHe JIEKApCTBEHHBIX MpPENapaToB JUIsi BETEPUHAPHOIO MPUMEHEHHUS 0
HCTEUYEHUSI CPOKa rOJAHOCTH, IPOU3BEIACHHBIX B TEUCHHE CTa BOCBMUJIECATU JHEH TOCIE AaThl TPUHATHUS
YIOJTHOMOYEHHBIM (heJIepaTbHBIM OPIaHOM HCIOJHUTEIBHOMN BJIACTH PEUICHHUs] O BHECEHUU M3MEHEHUH B
JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAIIMIOHHOM JI0ChE Ha JIEKAPCTBEHHBIN Ipenapar, B COOTBETCTBUU C
uH(popMalreH, coaepKamieics B JOKYMEHTaxX PETUCTPAllMOHHOTO JOChE Ha JIEKapCTBEHHBIN Mpenapar 10
JIAThI IPUHATUS TAKOTO PEUICHUS.

(uacth 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantl[ntoc: npumeyanue.
O Bo3MOkHOCTH 0OpaieHus: B PO jiekapcTBEHHBIX IpenapaToB MOCIe MPUHATHS pelieHusl 00 OTMEHe

TOCPErUCTpallii M HMCKIIOYEHHBIX U3 peecTpa (apMaineBTHUeCKuX cyOcranumii cMm. cr. 4 @3 or
30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapcTBEHHOW perncrpauuvm fieKkapcTBEHHOro npenapara

Pemenne 006 oTMeHe rocyJapCTBEHHON pErucTpalnyy JIEKapCTBEHHOrO IpernapaTa U UCKIYEHUU
JIEKapCTBEHHOI'O TIpenapara M3 TOCYAApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEICTB IPUHUMAETCS
YIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM MCIIOIHUTEIBHON BIACTH B CIydae:

1) npeacTaBiICHUsI COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (heIepaTbHbIM OPTaHOM HUCTIOJTHUTEIbHOM
BJIACTH 3aKIIOYCHHUS O PHUCKE WM 00 Yrpo3e 370pPOBbIO, JKH3HH YEIOBEKAa WM >KABOTHOTO TPH
NPUMEHEHHH JIEKaPCTBEHHOI'O TMperapara, MPeBbIIanmx ero 3(GQeKTUBHOCTh, MO pe3y/ibTaTam
OCYIIECTBIIIEMOTO UM MOHUTOPHHIA O€30IIACHOCTH JIEKAPCTBEHHOTO TIperapara;

KoncynprantlIimtoc: npumedanue.

[Tonoxenus ct. 32 (B pen. @3 ot 30.01.2024 N 1-®3), kacatomiuecst IpeJOCTaBIECHUS T'OC. YCIYT IpU
OOpallleHnn JIEKapCTBEHHBIX CPEACTB: IS MEIAMIMHCKOTO MPUMEHEHHs IOCPEICTBOM E€IHHOMN
cucTeMbl U (Win) eauHoro noprana, npuMmensarores ¢ 01.01.2025; nis BeTepuHapHOTO MPUMEHEHUS
MOCPEICTBOM €IMHOTO noprana, npumenstores ¢ 01.01.2026.

2) mojauyM JeprkaTelieM WIM BiaJeiblleM PEruCTPAlMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
mpermapaTa WM YIOTHOMOYEHHBIM KM JIPYTUM IOPUAWYECKUM JIMIIOM 3asBIEHHS 00 OTMeEHe
FOCYJIapCTBEHHOM  PErucTpalvi  JIEKQpCTBEHHOrO  Tpemnapara,  MOJANHCAHHOTO  YCHJICHHOU
KBTM(DUIIUPOBAHHON AIEKTPOHHON MOJMKCHIO, TyTEM €ro HampaBlIeHHUS MOCPEACTBOM €IMHOTO MopTaia
B YIOJHOMOYECHHBIM (enepaabHbIi OpraH WCHOJHHUTEIBHON BIACTH WM JIMYHBIA KaOWHET
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

YIIOJTHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOJHUTEIFHON BIACTH B €IMHOM CUCTEME;
(B pen. deaepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacHpOCTPaHAIOTCA Ha NPABOOTHOIICHHUS, BO3HUKAIOLIUE MPHU
oOparlleHuH JICKApCTBEHHBIX CPEACTB sl MenuiuHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

3) HemoATBEP>KIACHUSI TOCYAApCTBEHHOM PEruCTpalMy JIEKApCTBEHHOI'O Mpernapara Mo HWCTEYeHUU
CpOKa JIeUCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHHUS, BHIJAHHOTO HA MSTh JIET;

4) HenpeacTaBlIeHUS 3asBUTeNIeM HH(OpMaLIUK, KOTOpasi MOXKET MOBJIEYb 3a CO00N HEOOXOAUMOCTh
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJEPKAINECS B PETMCTPALMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar, B TeUeHue TpUAaTH pabounx AHEW CO JHS HACTYIUICHUS STUX U3MEHEHUH;

5) OCyIIEeCTBIICHUSI TOCYIApCTBEHHOW PETHCTpAIMK JIEKAPCTBEHHOTO Tpernapara IMoJ TOPTOBBIM
HAaMMCHOBAHHMEM 3apETUCTPUPOBAHHOIO paHee MOJ[ ATHM TOPrOBHIM HAMMEHOBAHHUEM JICKApCTBECHHOTO
nperapara, OTJIMYAr0IIeT0Cs KaueCTBEHHBIM COCTABOM JICHCTBYIONINX BEIIECTB;

(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

6) oCylIeCTBICHUS TOCYJAPCTBEHHOMN PETUCTPAIlK OJHOTO U TOTO )K€ JIEKAPCTBEHHOTO IMperapara B
OTHOIICHHH OJHOTO W TOTO K€ JepKaTelisi WM BJaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIpermapaTa B BHUAC JBYX M 0oJiee JIEKAPCTBEHHBIX NPENapaToB IMOJ Pa3IHIHBIMH
TOPrOBBIMUA HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHS CyJJOM PELICHUs O HapyIIEHHH ITpaB mpaBoolianarens 00beKTOB HHTEIUICKTYIbHON
COOCTBEHHOCTHU IIPU 00paIll€HNH JIEKapCTBEHHBIX CPE/CTB;

KoncynbrantlLitoc: mpumeyaHue.
C 01.01.2026 1. 8 ct. 32 HEe pacHpoCTpaHsIETCs Ha MPABOOTHOIIEHHS, BO3HUKAIOIIUE MPU O0paIleHUH
JIEKapCTBEHHBIX cpeAcTB it MeauimHckoro npumeHenus (O3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKApCTBEHHOI'O Tperapara B oOpamieHuu B Poccuiickoit denepannui B TeueHUe
Tpex u bornee Jer;
(. 8 BBereH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBHINOJHEHUs Jep)KaTelieM WIM  BJIaJeNbLieM  PErucTPalMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Ju00 yMOJIHOMOYEHHBIM UMH JAPYTUM IOPUIUYECKUM JIMIIOM MEPOIPHUSATHH
no o0ecrneyeHnto 0e30MacHOCTH JICKApCTBEHHBIX IPENapaToB, YCTAHOBIEHHBIX YIMOJTHOMOUYEHHBIM
(dbenepalbHBIM OpPraHOM HCIIOJHUTEIHHOM BIACTH B COOTBETCTBHHM C 4YacTsmMu 3 u 4 cratbu 64
Hacrosero deaepasbHOro 3aK0Ha, B paMKax OCYIIECTBICHHs (papMaKkoHaA30pa;

(. 9 BBeieH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orTkaza pnepxaTenss WM BIAJeNblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara JMOO YHOJIHOMOYEHHOTO WMH JPYroro HOPUIAYECKOTO JIUIAa OT BHECEHUS HW3MEHCHHHA B
WHCTPYKIMIO MO TMPUMEHEHMIO JIEKapCTBEHHOIO IMpernapara, KacarolIUXCS HOBBIX MOJTBEPKIACHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JTAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS BpPEeJia 3JI0POBBIO UEJIOBEKA WJIM KMBOTHOT'O BCJEACTBHE IpHeMa
JIEKapCTBEHHOT'O Ipernapara rnpeBbiaeT 3QPeKTUBHOCTD €ro IPUMEHEHUS.
(n. 10 BBenen @enepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

CraTtba 33. locyaapcTBeHHbIN peecTp fieKapCTBEHHbIX CPeAcTB

1. T'ocymapcTBeHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB COJCPKHUT TMEPEUCHb JIEKAPCTBEHHBIX
[IpernapaToB, MPOLIEAIINX TOCYIapCTBEHHYIO PETUCTPALIMIO, MepeueHb (hapMalleBTHUECKUX CyOCTaHIIHM,
BXOJISAIINX B COCTAB JIEKAPCTBEHHBIX MIPEMAPATOB, U CICIYIOIIYI0 HHPOPMAITHIO:

1) B OTHOIIEHUH JEKAPCTBEHHBIX IIPENapaToOB:

a) HaMMEHOBaHHME JICKAPCTBEHHOI'O IIpernapara (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas (OpMa ¢ yKa3aHUEM JIO3MPOBKHU JICKAPCTBEHHOTO IIperapaTa U ero KOJIM4ecTBa B
NOTPeOUTENBECKON YITaKOBKE;

B) HAaMEHOBAHHE JIEPKaTeNs WM BIaJIeNIbl[a PETHCTPAHOHHOTO YOCTOBEPEHHS JIEKapCTBEHHOTO
mpernapara U CBEJCHHS O PETHCTPALldU JIep)KaTessl WIM BIIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara Juisi MeIUIIMHCKOTO MPHUMEHEHUSI B Ka4eCTBE HAJOTOIUIATEIbIINKA B CTPaHe
peructpanuu (Ui POCCUUCKHUX IOPUIMYECKUX JIUI] - WICHTU(DUKAIMOHHBIA HOMEp HAJIOTOIUIATeIbIIINKA
(MHH), nst mHOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PErUCTPALiK, HAUMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HAJOroIUIaTebIIMKa B CTpaHE perucTpauuu (MHKOPIIOpalUu)
WM €TO aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAaHUE U aJpec NMPOU3BOAMUTEINS JIEKAPCTBEHHOI0 IpenapaTa U CBEACHUS O PErUCTpaIliu
MIPOM3BOJUTENS  JIEKAPCTBEHHOrO0  Iperapara Uil  MEAULMHCKOIO TNPUMEHEHHs] B  KayecTBe
HaJIOromjiaTeNblluka B  CTpaHe  perucrpauuu  (IIi  POCCHMMCKMX  IOPUJIMYECKUX  JIMI[ -
UIACHTU(PUKAIMOHHBI HoMmep Hanoromnatenbiiuka (MHH), mis vHOCTpaHHBIX IOPUIAMYECKUX JIHIL -
CTpaHa pErucTpanyy, HAaUMEHOBAHWE PETHUCTPUPYIOLIETO OpraHa, PErHCTPallMOHHBIM HOMEp, KOJ
HaJIOTOIJIaTeNbIINKA B CTPAHE perucTpaiuy (MHKOPIOpaluK) WIN €ro aHaJlor);

(mm. "r" B pen. ®enepanbHOro 3akona ot 28.12.2017 N 425-D3)

1) dbapmakoTeparneBTHYECKas rpyIma, KO/, JIEKapCTBEHHOTO npenapara 13(0)
aHATOMO-TEPANeBTHUECKO-XUMUYECKON KiacCU(pUKaLlU, pEeKOMEHI0BaHHOW BceMupHoW opranuzanmeit
31paBOOXPaHEHUS;

(nm. "n" B pea. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

e) IMMOKa3aHUA U IIPOTHUBOIIOKAa3aHWA K IPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIiapara,
) TOOOYHBIE IEHCTBHS JICKAPCTBEHHOTO MPenapara;
3) CPOK TOJTHOCTH JIEKAPCTBEHHOTO TIpernapara,

I/I) YCJIOBUA XpAaHCHUA JICKAPCTBCHHOT'O ITpeIiapara,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

K) YCJIOBHS OTITyCKa JICKAPCTBEHHOT'O IIPEapaTa;

J) Homep ¢apMakonelHoil cTaTbu WM B CJlIy4ae €€ OTCYTCTBHSL HOMEP HOPMAaTUBHOM
JOKYMEHTAIMU JTU00 HOPMATUBHOTO JIOKYMEHTA;

M) JaTa TOCYAApCTBEHHOH perucTpanuu JIEKapCTBEHHOro Ipenapara M €ro perucTpaluoHHBINA
HOMEp, J1aTa 3aMEHbl PETUCTPALMOHHOIO YAOCTOBEPEHUs JEKapCTBEHHOIO Ipernapara Ha OeccpodyHOe
pEerucTpaliioHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOI'O IIpenapaTa, JaTa IoJadd  3asiBJICHUA O
MOATBEPKJICHUN TOCYAApPCTBEHHOW  PErucTpalMd JICKAPCTBEHHOTO Ipemnapara, Jara OTMEHBI
rOCyJJapCTBEHHOM perucTpaiiy JeKapcTBEHHOTO IIpenapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KAueCTBEHHBI COCTaB M KOJUYECTBEHHBIN COCTAaB JEHCTBYIOIIMX BELIECTB U KayeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIGKAPCTBEHHOTO MpErapara;
(nm. "H" BBegeH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) nH(pOpMaIus 000 BCEX pa3pelIeHHbIX BUIaX BTOPUYHOH (TOTPEOUTENBCKOM) YIAaKOBKH;
(nm. "o" BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHSATUS pEHICHUST O BO3MOXKHOCTH paccMaTpHUBaTh JICKAPCTBEHHBIA IpernapaTr NpHu
roCy/IapCTBEHHON PETUCTPAllUU B KauecTBe Op(haHHOTO JIEKApCTBEHHOTO Mpenaparta (Ui JIeKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO PUMEHEHHUS );

(mm. "m" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaabHOro 3aKoHa OT
27.12.2019 N 475-D3)

p) HamuuMe JEKapCTBEHHOIO IMperapara B IEpeuHe KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIHUX
JIEKApCTBEHHBIX MIPEnapaToB (MJis JIEKapCTBEHHBIX MPENapaToB JJis MEIUIIMHCKOTO MPUMEHEHHS);

(mm. "p" BBeaen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. PenepallbHOrO 3aKOHa OT
27.12.2019 N 475-03)

C) HaJIM4YMe B JIEKAPCTBEHHOM IpernapaTe HApKOTUYECKUX CPEICTB, IICHXOTPOMHBIX BEIIECTB M HX
MPEKypCOpPOB, MNOMJICKAIMX KOHTpoJito B  Poccuiickoii  @enepauur, B  COOTBETCTBHH  C
3aKkoHonarenscTBOM Poccuiickon denepanuu, MeXyHapoJHbIMU forosopamu Poccuiickoit @enepannu,
B ToM uucine EauHONl KOHBEHIMEH O HapKOTHYecKuWX cpenctBax 1961 roma u KouBenmueir o
MICUXOTPONHBIX BemecTBax 1971 roaa;

(. "c¢" BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

T) uHpoOpMalusi O TOM, SBIAETCS JIM JAaHHBIA JIEKAPCTBEHHBIM Tmpenapar pedepeHTHBIM
JICKapCTBCHHBIM TIPETIapaToM;
(mm. "1" BBeneH DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Y) CBCIACHHA O II0Ja4d€ 3asBJICHHSA O BHCCCHHH H3MCHCHHI B JOKYMCHTBI, COJCPpKAIIHUECA B
PEruCTpailioOHHOM JOCHC HA HeKapCTBCHHLIﬁ npenapar,

nen

(nm. "y" BBeieH PenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblif 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBEJEHHUS JIEKapCTBEHHOTO Mpernapara JJii BETEPUHAPHOTO MPUMEHEHHUS B IPa)KIaHCKHI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

obopor;
(mm. "x" BBemeHn deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOr0 3aKoHa OT
30.01.2024 N 1-®3)

11) “HGOPMAIIHS O TOM, SBJISCTCS JIU JTaHHBIHN JIEKAPCTBCHHBIN Ipernapar op(aHHBIM JIEKapCTBEHHBIM
mpemapaToM, HWMMYHOOHOJOTHYECKUM  JICKAPCTBEHHBIM  IpenaparoM, paanodapMareBTHICCKHM
JICKAPCTBCHHBIM  IIpPEIapaToM, T'OMEONATHYECKUM JICKAPCTBCHHBIM IIpermapaToM, OHOJOTHYSCKHM
JIEKapCTBCHHBIM  IMPENaparoM, BBICOKOTEXHOJOTHYHBIM JIEKAPCTBCHHBIM  IPENaparoM, BIIEPBbIC
3aperucTpUpoBaHHbIM B Poccuiickoit denepanuu B COOTBETCTBUHU ¢ HacTosmuM DeepaabHbIM 3aKOHOM
WJIM aKTaMH, COCTaBISIOIMME paBo Coro3a;

(. """ BBenen dexnepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2) B OTHOUICHUH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

a) HauMCHOBaHHE (papMaleBTUYECKOH cyOcTaHIMKU (MEXKIYHAPOIHOEC HENAaTCHTOBAHHOE, WIIH
TPYNIAPOBOYHOE, WM XUMHYECKOE M TOProBO€ HaWMEHOBaHHWsI), (opMa BBITYCKa (C YKa3aHHEM
JO3UPOBKHU (IIPU HATMYUH), (DACOBKU U YIIaKOBKH);

(B pen. deaepanbHbIx 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHME M aJpec IMPOU3BOAUTEN (papMalleBTUUYECKON CcyOcTaHIUMM (U1 POCCHUHCKUX
IOPUINYECKUX JIMIl - HISHTH(UKAIMOHHBIM HOMep Hanoromuiarensimmka (MHH), mns wmHOCTpaHHBIX
IOPUANYECKHX JIALL - CTPaHa PETUCTPallii, HAMMEHOBAHNUE PETUCTPUPYIOILErO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJI HAJIOrOIlIaTeNbIIMKa B CTPaHe perucTpauuy (MHKOPIIOpALuy) UK €ro aHajior);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

B) CPOK TOAHOCTH (hapMaleBTUYCCKON CyOCTaHINY;
T') yCIIOBUS XpaHeHUs apMalleBTUIECKO CyOCTaHIINY;

) Homep (¢apMakoneWHON cTaTbu WM B CIy4yae €€ OTCYTCTBHSI HOMEP HOpPMaTHUBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO JIOKYMEHTA;

€) Hamuuue (papMaleBTUYECKON CyOCTaHIIMU B MEepeYyHE HAPKOTUUECKHUX CPENICTB, TICUXOTPOIHBIX
BEILECTB M UX IPEKYpPCOPOB, MOUICKALIUX KOHTpoJt0 B Poccuiickoit ®denepaiu, B COOTBETCTBUU C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MeKIyHapOAHBIMH JoroBopamu Pocculickoit @enepannu,
B TOoM uucine EauHONl KOHBeHIMEN O HapkoTHdeckux cpexactBax 1961 roma u KouBenmueinn o
MICUXOTPOIHBIX BemecTBax 1971 roaa.
(mm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apmalieBTHYECKass CyOCTaHIMsA, MPOU3BEACHHAS ISl peau3allii, MOXKET ObITh BKJIIOUEHA B
rOCY/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBICHUS pPa3padOTUMKa WIH
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO CpeACTBa MO0 YHNOJHOMOYEHHOIO UMH HOPUIUYECKOrO JIMIA IpH
YCIIOBUU TIPOBEACHHUS B OTHOIIEHUH TaKkoi (papMarieBTHUEeCKONH CyOCTaHIIMHM SKCIEPTU3bl KadyecTBa
(dhapmareBTHUECKOW CyOCTaHIIMM B TOPSIKE, YCTAaHOBIEHHOM cTaTheil 34 HacTosmero deaepambHOTO
3akoHa. B oTHomieHMM (QapManeBTUYECKUX CYOCTaHIIMN, MPOU3BEACHHBIX [UIS pealu3aluu, B
roCy/IapCTBEHHOM PEECTpe JIEKAaPCTBEHHBIX CPEACTB COAEPIKUTCA Cieyromiasi HHPpopMaIus:

1) HauMeHoBaHUE (apMaleBTUYECKONH CyOCTaHIMM (MEXIyHAapOJHOE HENaTeHTOBAaHHOE, WU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

IPYNIUPOBOYHOE, MM XHUMHUYECKOE M TOProBOE€ HAWMEHOBaHUS), (GopMma BBITyCKa (C yKa3aHHEM
JO3UPOBKHU (ITPU HATUYHWH ), PACOBKH U YIIAKOBKH);
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) HaMMEHOBaHUE, aJpec MPOU3BOAUTENS (PapMalleBTUYECKON CyOCTaHLIMH, a TaK)Ke€ B OTHOLIEHUU
JIEKAPCTBEHHBIX CPEICTB I MEJULMHCKOIO IPUMEHEHHUS CBEICHUS O PETUCTpPAlUU IIPOU3BOAUTEIISA
¢bapMmarieBTHUECKOH CyOCTaHLIMM B KayecTBE HAIOrOIUIAaTENbIIMKA B CTpaHe perucrpauuu (s
POCCHICKHX IOPUAMYECKHX JIHUI - WACHTU(HUKAIMOHHBIN Homep Hanorormiarensiumka (MHH), s
WHOCTPAHHBIX IOPUIMYECKHUX JIML[ - CTpaHa PETUCTPALMM, HANMEHOBAHUE PErMCTPUPYIOIIErO0 OpraHa,
PETUCTPaLlMOHHBIM HOMEpP, KOJI HAJIOrOIUIaTeIbIIMKa B CTPaHE PEruCTpaluy (MHKOPIIOpALMU) WU €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIInu;
4) ycnoBus XpaHeHUs! papMarieBTUUECKOM CyOCTaHIINN;

5) uomep ¢apmakoneiiHol craThu MO0 B CiIy4ae €€ OTCYTCTBUS HOMEP HOPMATHBHOMN
JOKYMEHTAIIUU I HOPMATUBHOTO JJOKYMEHTA;

6) Hannuue QapMaleBTUYECKOW CYOCTaHIIMM B MEPEYHE HAPKOTHUECKUX CPENICTB, NMCUXOTPOIHBIX
BEIIECTB M HMX IPEKYPCOPOB, MOJUIEKAIIMX KOHTPOJO B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, Mexx1yHapoAHbIMU AoroBopamu Pocculickoin @enepanuy,
B TOM uucie EnuHoil koHBeHIMeW o HapkoTruueckux cpeacrBax 1961 roma um Kossenuueidn o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

7) nata BKIIOYCHHS (apMaIeBTHUECKON CYOCTaHIIMHM B TOCYIApPCTBCHHBIA PEECTp JICKAPCTBEHHBIX
CPEICTB, /1aTa BHECEHUs M3MEHEHHH B JOKYMEHTHI (papMalieBTUUYEeCKOl CyOCTaHIIMU, JaTa MCKIIOUEHUs
(hapmareBTUUeCKON CyOCTaHIIMU U3 TOCYAAPCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPEJICTB.

(uactsb 2 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

3. Tlopsiok BeleHHS TOCYAApCTBEHHOTO pPEecTpa JIGKAPCTBEHHBIX CPEJCTB JUISI MEIHIIMHCKOTO
NPUMEHEHUSIT W TIOPSAOK BEIECHHMS TIOCYAApPCTBEHHOIO pEeecTpa JEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHUSI YTBEPXKIAIOTCS COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (efepaTbHbIM
OpraHOM HCIIOJIHUTEIBHOMN BIIACTH.

Koncynprantl[ntoc: npumeyanue.

[Tonoxenus ct. 34 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeIoCTaBIEHUs T'OC. YCIYT IPU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: JUISI MEIUIMHCKOTO IPUMEHEHMsI IOCPEJICTBOM E€AMHOMN
cucteMbl U (WIM) eguHOro mnoprtana, npuMensaroTces ¢ 01.01.2025; ayis BeTepuHApHOTO NMPUMEHEHUS
IIOCPEICTBOM €IMHOT0 nopraina, npumenstores ¢ 01.01.2026.

Cratbsa 34. BkniouyeHuMe B rocyfapCTBEHHbIN peecTp JeKapCTBEeHHbIX CPeacTB U
MUCKNIoYeHne u3 rocyaapcTBeHHOro peecTtpa neKapCcTBEHHbIX cpeacTs
c¢hapmaueBTUYECKON CyOCTaHLUMKU, NPON3BEAEHHOMN ONA peanu3auumn
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1. Jns Brmro4deHHs] ¢apMaleBTUYCCKOW CYOCTaHIIMM, NPOW3BEIECHHOW IS peaau3aiuu, B
roCyAapCTBEHHBIN pPEeCcTp JIEKAPCTBEHHBIX CPENICTB, IPOBOJAMUTCS SKCIEPTU3A €€ Ka4eCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KadyecTBa YKa3aHHOW B 4acTH | HACTOsIIIeH cTaTh (hapMaleBTUUECKOW CyOCTaHIINH,
COCTABJICHHE KOMHCCHUEU SKCIEPTOB 3aKIIOYEHHUH MO pe3ysibTaTaM 3TOM SKCHEPTHU3BI, MOJANUCAHUE HUX
YCUJIEHHBIMH KBAIU(DUIIMPOBAHHBIMU JIEKTPOHHBIMH MOANUCAMHU, HANpPaBICHUE TaHHBIX 3aKJIIOUCHUN B
JUYHBINA KaOWHET YIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa MCIOJHUTEIBHON BIACTH B €IMHON CHUCTEME
OCYILIECTBIISIIOTCS B CPOK, HE MPEBBIAIONINN TPUILATH pabouuX AHEH CO JIHS HAIPaBJICHUS B JIMYHBIN
KaOWHET AKCIEPTHOTO YUPEKICHHUS B €UHONW CHCTEME COOTBETCTBYIOIIETO 3aJaHMs YIIOJIHOMOUYEHHOTO
denepanbHOrO0 OpraHa HCIOJHUTEILHOW BIIACTH, MOJAMUCAHHOTO YCHUJICHHOW KBaTU(PHUIMPOBAHHON
3JIEKTPOHHOMU MOAMKUCHIO, U CIEIYIOLIUX JTOKYMEHTOB (CBEICHUN):

(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

1) CBCACHUA O OaT€ IMPEAOCTABJIICHHUA W PCTrUCTPAIMOHHOM HOMEPC JIMICH3MU Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJICTB WJIM CBEIACHUS O Jare IPeJOCTaBICHUS M PETHCTPALMOHHOM HOMepe
3aKIIIOYCHHUA O COOTBCTCTBUM IIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe60BaHI/I$IM ImpaBuUJI
HaJUIe)Kalled MPOM3BOJACTBEHHOW NPAKTHKH, BBIJAHHBIX (IIPEIOCTABICHHBIX) YIOJHOMOYEHHBIM
denepasbHBIM OpPraHOM MCHOJHUTEIBHOM BIACTH, B CIIydYae, €CJIM HPOMU3BOACTBO JIEKAPCTBEHHOTO
cpencTsa ocymectnisiercs B Poccuiickoit denepanum;

(B pen. Denepanbbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) xomHMs JOKYMEHTAa, BBIIAHHOTO YIHOJHOMOYEHHBIM OPraHOM CTPaHbl IMPOU3BOAUTEINS
JIEKApPCTBEHHOT'O CPEJICTBA M MOATBEPKAIOIIETO pa3pelieHne MPOU3BOICTBA JIEKAPCTBEHHOTO CPE/ICTBA,
U €ro MepeBOoJl Ha PYCCKU S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM MOPSJIKE, a TAKXKE KOMHS 3aKIIFOUEHUS O
COOTBETCTBUH  TPOU3BOJIUTENS  JIEKAPCTBEHHBIX CPEACTB  TPEOOBaHUSM TpaBWJI  HaJJIeKalen
MIPOU3BOJICTBEHHON MPAKTUKHU, BBIIAHHOTO YHOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCHOTHUTEIbHOM
BJIACTH, JIUOO KOMHS PEUICHUs YIMOJIHOMOYEHHOTO (heepaibHOrO OpraHa HWCIOJHHUTEIBHOW BIACTH O
MpoBeeHUH (hapMalleBTUUECKON MHCTIEKIIUU MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO
MPUMEHEHUSI Ha COOTBETCTBHE TPEOOBAHUSIM TPABWJI HAJICKANIEH TMPOU3BOJICTBEHHOW TMPAKTUKH
EBpazuiickoro 3KOHOMHYECKOTO CO03a. YKa3aHHbIE JOKYMEHTHI MPEJCTaBIAIOTCS B cCllydae, €cCiH
MPOU3BOACTBO JEKAPCTBEHHOI'O CPE/ICTBA OCYIIECTBISAETCS 3a npeaenamu Pocculickoit @enepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) JOKYMEHT, COIEp KAl CIeAYIONINEe CBEICHUsI O (DapMalleBTUUECKOM CyOCTaHIUU:
a) HauMEHOBaHMe (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;
0) HauMEHOBaHME U a/IpeC MPOU3BOAUTENS;

B) TCXHOJIOTHA IMMPOU3BOACTBA C OIMMCAHUCM cTaguit MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTaguiaX IMPOU3BOACTBA,

1") OIIMCaHHC pa3pa60TK1/1 Imponecca nponu3BOACTBA,

J1) ONHCaHHE KOHTPOJIS KPUTUYECKUX CTaJWi IMpolecca MPOU3BOACTBA U MPOMEKYTOUHOM
IPOIYKIHN;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

€) IOKYMEHTaJIbHOE TIOITBEPXKACHUE (BaIMIalIMsl) MPOIIECCOB U (UJTM) UX OLICHKA,
’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnernudukaius Ha (apMaleBTHUECKYIO CyOCTaHIIMIO U €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJISI KadecTBa
(dhapmareBTHUECKON CyOCTaHITNH;

J) TOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaTMAALMS) AHATIUTUYECKUX METOAMK, UCIOJIb3YEeMbIX MPHU
OCYILIECTBIICHUN KOHTPOJISl KauecTBa (papMarieBTUYeCKOl CyOCTaHINY;

M) pe3yJIbTaThl aHAJIN3a CEPUI (hapMaIleBTUUECKON CyOCTaHIINH;

H) MIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIIOJIBb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
KayecTBa,

0) OIIMCaHME XapaKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JAaHHBIE O CTAOMIIBPHOCTH (hapMalleBTHUECKOW CyOCTaHINH;
P) CPOK T'OJTHOCTH;

4) TOKYMEHT, COJEpIKAIIUM CBEACHUS O PErHCTpallMi IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB IS
MEAHUIIMHCKOTO MPUMEHEHHUS! B Ka4eCTBE HAJOTOIUIATENbIIUKA B CTPaHE PErUCTpaluu (A POCCUHUCKUX
IOPUINYECKUX JIMIl - HISeHTH(UKAIMOHHBIM HOMep Hanoromuiatensimmka (MHH), mns wmHOCTpaHHBIX
FOPUJIMYECKUX JIUI] - CTPaHa PErUCTPALNK, HAMMEHOBAHUE PETUCTPUPYIOILIETO OpraHa, perucTpalMOHHbIN
HOMED, KOJI HAJIOTOIUIATEINbIIMKA B CTPAHE PEruCTpalui (MHKOPIOPAIINH ) UIT €r0 aHaJjor).

(n. 4 BBenneH PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeAeHMS SKCHEpPTH3bl KadecTBa YKa3aHHOM B dYacTu | Hacrosmed craTbu
(dapMmareBTUUECKO CYOCTaHIIMM  3asBUTENb HANpPABJSIET TMOCPEACTBOM €IMHOTO TopTaia B
YIIOJTHOMOYEHHBIN  defepanbHblii  OpraH  UCHOJHUTENBHOM  BIACTHM WJIM  JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (peIepaTbHOTO OpraHa UCIIOJIHUTEILHON BJIACTH B €IMHOU CUCTEME:

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) 3asBieHHME O BKJIIOUYEHUHM B TOCYAAPCTBEHHBIM pEeCTp JIEKAPCTBEHHBIX CPEJICTB JaHHOU
¢dapmarieBTHUECKOH CyOCTaHIMM, MOJMUCAHHOE YCHJIEHHOW KBaJM(UIMPOBAHHOM 3IEKTPOHHOM
MOAIHUCHIO;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) peKBU3UTHI TOKYMEHTA, MOATBEPKIAIOIIETO YIUIaTy FOCYAapCTBEHHON MOIUIMHBI 32 BKIIIOUEHUE
B TOCYJIapCTBEHHBIN PEecTp JEKapCTBEHHBIX CPEACTB (apMalleBTUYECKON CyOCTaHIIUH, MPOU3BEICHHOMN
JUIs  peanu3anuu, Ju00 MO0 COOCTBEHHOW HMHHMIIMATHBE YKa3aHHBIA JIOKYMEHT. YTIOJIHOMOYEHHBIH
(benepanbHBI OpraH HCIOJHUTEIbHON BIACTU MpoBepsieT (akT YIUIAThl TOCYIapCTBEHHOW IOIIITHHBI
3asiBUTENIEM C MCIOJIb30BaHWEM MH(pOpMauu 00 ymiaTe rocyJapCTBEHHOM MOIUIUHBI, COAepKallencs B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

l'ocynapcTBenHON MH(DOPMALIMOHHONW CHCTEME O TOCYIApPCTBCHHBIX M MYHHUIIMIATBHBIX IUIATEXKaX, Ha
OCHOBAaHMHW TIPEACTABJICHHBIX 3asABUTEJIEM PEKBU3UTOB JIOKYMEHTa, IOATBEPIKIAIOIIEIO YIUIATy
rOCyJIapCTBEHHOM MOLIJIUHBIL;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3) JOKYMEHTBI, YKa3aHHBIEC B UACTU 2 HACTOSILIEH CTAThU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBIeHHE O BbIJaye paspelieHus Ha BBO3 B Poccuiickyro depepannio KOHKPETHOW MapTHU
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, IPEJHA3HAYCHHOI'O Ul IPOBEACHMS yKa3aHHOU
JKCIIEPTU3BI.

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B caywae HempencTaBlieHHs C 3asBJICHHEM O BKJIIOYEHHH B TOCYAAPCTBEHHBIA peecTp
JICKApCTBEHHBIX ~ CPEICTB  (hapMaleBTHUECKOW  CYOCTaHIIMM  BBIIaBaeMbIX  (TIPEIOCTABISCMBIX)
YIOJIHOMOYEHHBIMU  (De/lepaibHIMA OpraHaMy HMCIOJIHUTEILHON BIJIACTH JOKYMEHTOB (CBEICHUM),
yKa3aHHBIX B MyHKTax | W 2 4YacTW 2 HACTOSIICH CTAaThH, YIMOJHOMOYCHHBIH (enepaabHbli OpraH
UCIOJIHUTEJIBHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE
MEXBEJJOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMO/ICHCTBHSI.

(dactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 478-D3; B pen. denepaibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

4. B Teuenue matu pabouux JHEH CO JHS MPUHATHS 3asBJICHUS O BKIIOUYEHUH YKa3aHHOW B 4acTu |
HacTosIeH cTaThi (papMalleBTUUECKOI cyOCTaHIIMU B TOCY/IapCTBEHHBINA PEECTp JIEKAPCTBEHHBIX CPENICTB
U TOKYMEHTOB, IIEPEUUCIIEHHbIX B YacTU | M MyHKTe 2 yacTU 3 HACTOSILEH CTAaThbU, YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) mpoBOAMT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH NAHHBIX, COJCPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JTOKYMEHTAX;
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHHE O HANpaBiIeHUM B SKCIEPTHOE YUPEXKJIECHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B 4acTH | HacTosIel cTtaTby GapMaleBTUYecKoi cyOCTaHIIMU WM 00
OTKa3e B TAKOM HaIlpaBJICHUH;

3) HampaBiseT B IMYHBIA KaOWHET 3asBUTENs B €IWHOM CHCTeMEe TMOAMHCAHHOE YCUJICHHON
KBUTH(DUIIMPOBAHHOH AJIEKTPOHHOH TOITUCHIO YBEIOMIICHHE O TIPUHSATOM PEIICHUH WU B CIIydae OTKa3a
C YKa3aHHeM MPUYHMH TaKOTO OTKa3a.

(B pen. deaepanbHbIx 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

4.1. B ciny4ae BBIIBIEHUS HEAOCTOBEPHOCTHU U (WJIN) HELOCTATOYHOCTH CBEIECHUMN, COJIEPIKAILMXCS B
MIPE/ICTAaBJICHHBIX 3asBUTEIIEM MaTepuajax, YINOJIHOMOYEHHBIM (enepalbHbIii OpraH HCHOJHUTEIbHOU
BJIACTH HAIpaBJIIET 3aABUTENIO MOCPEICTBOM €IMHOrO IMOpTaja WM B JIMYHBIA KaOMHET 3asBUTENS B
€IMHOM cuctemMe 3ampoc 00 YTOYHEHMM YyKa3aHHBIX CBEICHHM, TOAMHCAHHBIN  yCHUJIECHHON
KBaJIM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

4.2. 3asButenb 00s3aH HANpPaBUTh TOCPEJACTBOM €IMHOIO TOpTaja B YHOJHOMOYECHHBIH
(benepanbHbI OpraH MCIOJHUTEIbHON BIACTH WM JIMYHBIM KaOMHET yIOJIHOMOYEHHOro (henepajbHOro
OpraHa MCIOJHHUTEIBHOW BJIACTH B €JMHON CHUCTEME IOANMCAHHBIN YCHJICHHOW KBaIU(UIIMPOBAHHOMN
3JIEKTPOHHON MOAMUCHI0 OTBET Ha 3alpOC YINOJHOMOYEHHOro (heAepalbHOrO OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIINN JEBSHOCTA PadOYMX IHEH CO JHS IMOJYyYCHHS YHMOJTHOMOUYEHHBIM
(benepanbHbIM OPraHOM MCIIOJHUTEIbHOM BIACTH 3JIEKTPOHHOI'O YBEAOMIIEHHUS O MOIYYEHUH 3asBUTEIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B uyacTHM 4 HAacTOSALIEW CTaTbU, NPUOCTAHABIMBACTCS CO JIHA
HalpaBJICHUs 3asBUTEINIO MOCPEACTBOM €IMHOIO MOpTajla WIN B JUYHBIA KaOMHET 3asBUTENS B €IUHON
CHCTEME 3ampoca YIOJHOMOYEHHOro (efepaJbHOr0 OpraHa HCIOJHUTEIBHONM BIACTH 10 JHS
HalpaBJICHUsl 3asBUTENIEM IIOCPEICTBOM E€AMHOrO IMOpTajla B YIOJIHOMOYEHHBIH (eaepalbHbli OpraH
WCTIOJHUTENIBHOW BJACTH WM JUYHBIA KaOWHET  YIOJIHOMOYEHHOro (heAepalibHOTO — OpraHa
UCIIOJIHUTEIIBHOM BJIACTH B €JUHOM CHCTEME OTBETa Ha JaHHBIA 3alpoC M HE YYHUTHIBACTCS IIPU
MCYUCIICHUU CPOKa OJKCIEePTH3bl KadecTBa (hapMaleBTHUECKOW CyOCTaHLMHU, NPOU3BEACHHOW s
pean3anui.

(dactp 4.2 B pen. enepansuoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM [UIs1 OTKa3a B HAIIPaBJICHUU B HKCIEPTHOE YUPEKICHUE 3aJIlaHUs Ha IPOBEICHUE
AKCIIEPTH3hI Ka4yeCcTBa yKa3aHHOW B dYacTH | Hacrosimield cratbu (apManeBTUYCCKOW CyOCTaHIIMH
SBIIETCS HEMpEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbH, OTCYTCTBHUE
nH(pOpMaNUY, TOATBEpXKIArOMe (akT ymarel TOCYJAapCTBEHHON TIONUIMHBI 33  BKIIFOUCHUE
dapmalleBTUUECKON CyOCTaHIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKApCTBEHHBIX CPEJCTB, HEMIPEACTABICHHUE 3asIBUTEJIEM B YCTAHOBIICHHBIM CPOK OTBETA HAa YKa3aHHBIN B
yacTu 4.1 HacTOSIIEH CTaThU 3aMPOC YIOJIHOMOUYEHHOTO (efepaibHOro OpraHa UCIIOJHUTENBHOMN BlIacTu
WJTU TIPEJICTABIICHHUE JOKYMEHTOB, HE COEPIKAIIMX UCUEPITBIBAIOIIECTO TIEPEUHS HEOOXOIUMBIX CBEJICHUM.
(uactb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenume mnsATHamuaTH paboYMX JHEW CO JHSA TOJYYEHHUS PEIICHHUS YIOJIHOMOYEHHOTO
(benepanbHOro OpraHa UCMOJHUTENBHON BIACTH O HAMPABIEHWHU B DKCIEPTHOE YUPEKICHUE 3aJaHUs Ha
MPOBEACHUE SKCIEPTU3hl KauecTBa YKa3aHHOM B yacTu | HacTosmied crartbu (hapMareBTHUECKOM
CyOCTaHIIMM 3asBUTENb MPEACTABISET B DKCIEPTHOE YUpPEKACHUE I MPOBEICHUS JAaHHOW AKCIEPTU3HI
oOpasiibl (hapmareBTUIeCKol CyOCTaHIIMKM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BEICHUSI METOJIOB
KOHTPOJSl KauecTBa. ODKCIEPTHOE YYpEeXkJCHHWE NpHU TOIy4yeHUH OO0pas3loB yKazaHHOM B yacTu 1
HACTOSIIIEH CTaThbM (PapMaleBTUYECKON CyOCTaHIIMM B TOT K€ JI€Hb HANpaBJsIeT B JUYHBIA KaOWHET
3asiBUTENSl B €IMHOM CHCTEME yBEJIOMIJICHHE, MOATBEPIKIAIoIIee MOMyuyeHUue ITHX 00pa3loB. ITU CPOKU
HE BKJIFOYAIOTCS B CPOK MTPOBEICHUSI TAHHOW SKCIIEPTHU3HI.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

7. YTpatun cuny. - @enepanbubiit 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIMIAIONINN MATH paboyuX THEH CO JHS HampaBlIeHUS MOCPEICTBOM €IUHOTO
rmoprajia B YIOJHOMOYECHHBIM (enepalibHbI OpraH HWCIOTHUTEIBHOW BJIACTH WM JIUYHBIM KaOWHET
YIIOJTHOMOYEHHOTO (hefiepaibHOr0 OpraHa WCIOTHUTENBHON BIACTH B €IMHON CHCTEME 3aKIIOYCHUS
KOMHCCHH JKCIIEPTOB 10 Pe3yJibTaTaM AKCIIEPTH3bl KauecTBa yKa3aHHOW B YacTH 1 HAcCTOAIIEH CTaThbu
(dapmalleBTHUECKOI CyOCTaHIINHY, YITOJIHOMOUYEHHBIN (heJiepaabHbI OpraH UCIIOIHUTEIBHON BIACTH:

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) ocyliecTBISE€T OLEHKY TAaKOro 3aKJIIOUEHHs JJI1 ONpPEAENIEHUs] €ro COOTBETCTBHS 3aJlaHUI0 Ha
MPOBEJICHUE JaHHON AKCIIEPTHU3HI;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) npUHUMAET PeUIeHre O BKIIOYCHUN YKa3aHHOM B 4acTH | HAacTOAIIEeH cTaThbl (papMalieBTUIECKO
CyOCTaHIIMM B TOCYJapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEICTB WM pELICHHE 00 OTKa3e B TaKOM
BKJIFOUEHUU;

3) BHOCUT IpH TPHHATHH PEIICHUS O BKJIIOYCHWH YKa3aHHOH B 4acTH | HACTOSAMICH CTaThH
(dapmaneBTHUECKON  CyOCTaHIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEIYCMOTPEHHYIO YacThio 2 cTaThi 33 Hactosmero denepaibHOro 3akoHa HHG)OPMALIHIO U HAIIPABJISICT
3asIBUTEIII0 TOCPEJICTBOM EIWHOTO MOpTaia WM B JIMYHBIA KaOWHET 3asiBUTENI B €IMHON CUCTEME
BBIIIMCKY M3 FOCYAapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJICTB.

(B pen. @enepanbHbix 3ak0oHOB 0T 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®3)

9. OcHoBanueM [UIsi OTKa3a BO BKIIOUEHUHM YyKa3aHHOW B dYacTh | HAcTosIIeW CTaThbu
(dapMarieBTHYECKOW CyOCTaHIIMM B TOCYJApCTBEHHBIH pEECTp JICKAPCTBEHHBIX CPEICTB  SIBISCTCS
3aKIIFOYCHNE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (hefiepalbHOr0 OopraHa MCIOJHHUTEIBHOM BIACTH O
TOM, 4TO KauyeCTBO (papMaIleBTUYCCKON CYyOCTaHIIMK HE MOATBEPKACHO MOJyYCHHBIMH TAHHBIMHU.

(dactp 9 BBenena DenepanbHbiM 3aK0oHOM OT 22.10.2014 N 313-D3; B pea. deaepanbHOTO 3aKOHA OT
04.06.2018 N 140-D3)

10. He nomyckaeTcsi BKIIIOUEHHE B TOCYJAPCTBEHHBIH PpEECTp JICKAPCTBEHHBIX CPEACTB OHOM
(bapmaleBTUUECKO CyOCTaHIIMM, MPOU3BEACHHON AJIs pealln3allid W BBIYCKaeMON OJHUM U TeM JXe
IIPOM3BOJIUTENIEM, B BUJE JBYX U O0Jiee PEECTPOBBIX 3aIIMCEH.

(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3MeHEeHUH B JOKyMEHTHI Ha (hapMalleBTUICCKYIO CyOCTaHIINIO, IPOU3BEICHHYIO JIJIs
peaiM3alii U BKIIIOUYEHHYIO B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBieHHOM crtaThsiMu 30 w31 Hactosmero @enepanbHOTO 3aKOHA, C YIIIATON
rocyAapCTBEHHOM MOLUIMHBL, TPEAYCMOTPEHHOU 3aKkoHOoAaTebcTBOM Poccuiickoit denepanuu o Hamorax
U cOopax.

(uactb 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantl[ntoc: npumeyanue.
O BO3MOXHOCTH OOpamieHus: (apMaleBTUUECKOW CyOCTaHIIMHM, WCKIIOUYEHHON M3 TOCpeecTpa, CM.
takke O3 ot 30.01.2024 N 1-O3.

12. Jlomyckaercsi obOpaiieHue (apmaneBTHUYECKOH CyOCTaHLIMU /0 MCTEUEHHUs] CPOKa TOAHOCTH,
MIPOM3BEACHHON Ml peaju3allud B TEUYEHUWE CTa BOCBMHJAECATH [JHEH Tmocie JaTbl HPUHSITHUS
YIIOJTHOMOYEHHBIM (heZiepabHbIM OPTaHOM HCIIOTHUTENBHOM BIACTH PElIeHHs] O BHECEHUN U3MEHEHUH B
JIOKYMEHTBHI Ha (papMarieBTUYECKYIO0 CYOCTAHIIMIO, B COOTBETCTBUU C MH(OpMaIuen, coaepKaiieiics B
JOKyMEeHTaxX Ha (apMalleBTUUECKYIO CYOCTAHIIMIO /10 IaThl IPUHSATHS TAKOTO PEIIECHUSI.

(uacth 12 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-O3)

13. Pemenue 00 MCKIIOYEHWH U3 TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB
(dapmaleBTUUECKO CyOCTaHIIMM, TMPOU3BEACHHON I pealu3aliy, NMPUHUMAETCs YHOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENBHON BIIACTH B CIIy4ae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HCIIOTHUTEIbHON
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

BJIACTU 3aKJIIOYCHHUA O PUCKEC HIIN 00 Yrpo3€ KM3HU WKW 3J0POBBIO YCIIOBCKA 1100 KMBOTHOT'O pu
HCIIOJIB30BAHHUHU JICKAPCTBCHHOI'O CPECACTBA,

2) HanpaBieHUs pa3pabOTUNKOM JIEKAPCTBEHHOT'O CPECTBA MM IIPOU3BOJUTENIEM JIEKAPCTBEHHOIO
cpeacTBa JTUO0 YIMOJIHOMOYEHHBIM UMH JPYTHM IOPUAMYECKUM JIMIIOM MOCPEICTBOM €AMHOIO MopTalia B
VIIOJTHOMOYCHHBINH  (efepainbHbli  OpraH  WCHOJHUTENBHONW  BIACTH WM  JUYHBIA ~ KaOWHET
YIOJTHOMOYEHHOTO (efepalbHOro OpraHa HCIOJHUTEIBHONW BJIACTU B €IMHOW CHUCTEME IMOANHUCAHHOTO
YCUJICHHON  KBaNM(UIIMPOBAHHOM  AJIEKTPOHHON TOAMMUCHIO  3asBICHHUA 00 HCKIIOYCHHH U3
rOCy/IapCTBEHHOI'O PeecTpa JEKapCTBEHHBIX CPEICTB (apMaleBTUYECKOM CyOCTaHIIMH, POU3BEIECHHOM
JUISL peau3alum;

(. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpoCTpaHseTCs Ha MPABOOTHOIICHWS, BO3HUKAIOIIUE MPHU
oOpaIieHuu JIEKapCTBEHHBIX CpeACTB Mg Menuuuackoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) orcyrcTBUs (hapMalleBTUUECKO cyOCTaHIIUU, TPOU3BEACHHOM sl peau3alny, B 00palleHuy B
Poccuiickoit @enepanuu B TeueHUE TpeX U OOJIee JeT.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHue peweHUss o060 oOTKase B Bblgaye paspelwleHus Ha
npoBeAeHMNe KIMHUYECKOro MccrnefoBaHUsA JeKapCTBEHHOro npenaparta, pewweHus o6
OTKase B rocygapCTBEHHOM perucrTpauum neKkapcTBEHHOro npenaparta, 3akKnlo4eHus
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO yUYpeXXaeHUs Ui 3aKNoYeHUA coBeTa Mo 3TUKe

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Pemienne coOTBETCTBYIONMIETO YIOJIHOMOYEHHOTO (eAepalbHOTO OpraHa MCIOJHUTEIBLHON BJIACTH
00 OTKa3e B BBIJA4Y€ pa3peUICHUS Ha TMPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS JIEKapCTBEHHOTO
mpenapara, pelieHHe YKa3aHHOTO (elepaqbHOr0 OpraHa HWCIOJIHUTEIBHOM BIACTH 00 OTKasze B
rOCyJapCTBEHHOM perucTpanuu JIEKApCTBEHHOrO Ipernapara, 3akIloYeHWEe KOMHCCHUU 3KCIEPTOB
BKCHepTHOFO y‘Ipe)K)IeHI/ISI WIIN 3aKJIFOYCHUE COBETA IIO0 3TUKE MOXKET 6I>ITI) 06)KaJ'IOBaHO B HOpSII[Ke,
YCTaHOBJIIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®epepaunn. 3akiIOYeHHE KOMHMCCHHM SKCIEPTOB
BKCHepTHOFO yqpemz[eHI/m 0O B3aNMO3aMCHIACMOCTHU J'ICKapCTBeHHI)IX npenapaTOB It MEOUIUHCKOI'O
MPUMEHEHUS TUO0 O TOM, UTO JIEKAPCTBEHHBIN MpemapaT A MEAUIIMHCKOTO MPUMEHEHHsS HE SBIISIETCS
B3aMMO3aMEHSIEMBbIM, MOXET OBITh 00’KaJOBaHO JEep)KaTelieM WM BJIQJENbIEM PErHCTPAIMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpernapaTa B YIOJTHOMOYEHHbBIN (efiepanbHblil OpraH UCIOIHUTEIBHON
BJIACTH, KOTOPBIN MPUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOM >KajoObl MOJABEIOMCTBEHHbIE €My Hay4yHbIE
OpraHm3allii ¥  0o0pa3oBaTeNbHBIE OpraHU3alldd  BBICIIETO 00pa3oBaHUS, OCYIIECTBISIONINE
NEeATETLHOCT B cdepe oOpamieHus JeKapCTBEHHBIX CPEACTB. 3aKIIOUEHHE KOMHUCCHH JKCIIEPTOB
OKCIIEPTHOTO YUPEXKIEHHUs, OQPOPMIICHHOE IO HTOTaM MEpPecMOTpa O0KATOBAaHHOTO 3aKIIOYCHHUS
JKCIEepTa, MOXKET OBITh OCIOPEHO JAepiKaTeleM WM BIAJENbIEM PErUCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara Ju00 YHNOJTHOMOYEHHBIM HMMH JUIIOM B TOPSAIKE, YCTAaHOBJICHHOM
3aKoHOMaTenbcTBOM Poccuiickoit  @Depepanuu. [lpum  oOXkanoBaHWM peHICHUS  YIMOIHOMOYEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

denepanbHOrO0 OpraHa WCIOTHUTEIBHOW BIIACTH, 3aKIIOYCHHS JKCIEpTa WJIM KOMHCCHUU JKCIEPTOB
AKCHEPTHOTO YUPEXKICHUS, 3aKIIFOUYCHHS COBETA 110 ITHUKE JIEPKATENb WM BJaJeliel] perucTpaliHOHHOTO
YIOCTOBEPEHUS JICKQPCTBEHHOTO Tpernapara Jubo YIOJHOMOYEHHOEC WMH JIMIIO BIIPABE MPEACTABHUTH
pe3yabTaThl AKCHEPTH3bI JIGKAPCTBEHHOTO Mpernapara, MPOTOKOJIBI IMOJYyYCHHBIX aKKPEIUTOBAHHBIMHU
UCIBITATEIFHBIMU JIA0OPATOPHUSAMU (LIEHTPAMH) PE3YIHTATOB UCCIICIOBAHMA, UCITBITAHUH .

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Cratba 37. WHdopmaumsa, cBfA3aHHaA C OCYLWECTBIEHUMEM TrOoCyAapCTBEHHOW
perucTtpauMm wUnuM  perucTpauum JfieKapCTBEHHbIX npenapaTtoB, WHdopmauus o
3aperucTpuMpoBaHHbIX JleKapCTBEHHbIX rMpenapatax W JeKapCcTBEHHbIX Mpenaparax,
MUCKNIOYEHHbIX U3 rocyJapCTBEHHOro peecTpa fieKapCTBEHHbIX CpeacTB
(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1. CooTBeTCTBYIOIMI YITOJTHOMOUYEHHBIH (eiepaabHbIil OpraH UCIOJHUTEIbHOM BIACTH pa3MelaeT
Ha cBOeM odwuimanbHoM caiite B cetn "HHTepHer" mHpOpManuio, CBSI3aHHYIO C OCYIIECTBICHHUEM
rOCYJapCTBEHHON perucTpanuy WIM pPETUCTpallui JIEKAPCTBEHHBIX IpernaparoB, B TOM 4YHCIE
IIPOBEJICHUEM OKCIIEPTH3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYash pe3yjibTaTbl €€ IPOBEACHUs),
MHGOPMALIMIO O 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IIpernaparax M JIEKAPCTBEHHBIX IIpenapaTax,
UCKJIIOYEHHBIX W3 TOCYJAapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEJCTB, HE MO3/IHEE YeM uepe3 MATh
pabouux JHEH co JHs MOJIyYeHHUs YIOJHOMOUYEHHBIM (hefepabHbIM OPraHOM HCIIOJIHUTEIbHOW BIACTU
COOTBETCTBYIOLIECH HH(POPMALINH.
(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpoku W TOpAOOK pa3MelleHHs YKa3aHHOW B yacTu | HacTosmed cTatbu HHPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJTHOMOYCHHBIM (peIepalIbHBIM OPraHOM HCIIOJIHUTEIIBHON BiacTtu. MHopmars,
yKa3aHHas B 4yacTU | HacTOSIeH CTaThH, SBJISETCS OTKPBITOM M OOILIEAOCTYNMHON M MpPeaoCTaBIsSeTCs
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUH C 3aKOHOAATENLCTBOM Poccuiickoit @eaepanuu.

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Mnasa 7. KMMHUWYECKUE UCCNEOOBAHUA NNIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JNIeKapCTBeHHbIX npenapatoB Ansd
MeaAULMHCKOro npuMmeHeHusA

1. KnuHuueckue uccienoBaHus JIEKAPCTBEHHBIX NPEnaparoB ISl MEAMIIMHCKOIO MPUMEHEHHUS, B
TOM YHUCJIE MEXKTYHAPOIHBIE MHOTOIIEHTPOBBIE, MHOTOIIEHTPOBBIC, TIOCTPETUCTPAIIMOHHBIC, IPOBOISTCS B
OJIHOM MJIM HECKOJIbKUX MEIUIIMHCKUX OPraHU3alUsIX B CAEAYIOMNX LEAX:
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX IMPLCIIApaTOB JJIs1 3T0OPOBBIX ,Z[O6pOBOJ'IBLlCB u (I/IJ'II/I)
MNEPEHOCUMOCTH UX 3JOPOBBIMU )IO6pOBOJ'II)HaMI/I, 3a UCKIIFOYCHHUEM TaKUX I/ICCJ'IeJIOBaHI/Iﬁ JICKAPCTBCHHBIX
npemnaparos, MIPONU3BCACHHLIX 3a ITPEACIIaMHA Poccuiickoit q)CIICpaI_II/II/I;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) noa0op ONTUMANIBHBIX JJO3UPOBOK JICKAPCTBEHHOT'O Iperapara U Kypca JISUeHUs I MalueHTOB
C OIpeleJICHHbIM 3a00JI€BaHUEM, ONTUMAIBHBIX /103 U CXEM BaKIMHALUMU HUMMYHOOHOJIOIMYECKUMHU
JIEKapCTBEHHBIMH ITpETapaTaMy 310pPOBBIX JOOPOBOJIBIIEB;

3) ycTaHoBieHHE 0E30MaCHOCTH JISKApPCTBEHHOT'O Ipenapara U ero 3(h(GeKTUBHOCTH /IS TAIlIEHTOB
C OomnpeAeieHHbIM 3a0oyieBaHHEM, NPOPHUIAKTHUECKON A(P(PEKTUBHOCTH HUMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPETapaToB ISl 30POBBIX JOOPOBOJIBIIEB;

4) HU3Y4YCHUC BO3MOXKXHOCTU paCIIUPCHUA MoKa3aHui AJIL MCAUITUHCKOI'O IMPUMCHCHUS U BBISABJICHU A
paHEC HEU3BCCTHBIX MOOOYHBIX HeﬁCTBHﬁ 3apCTUCTPUPOBAHHBIX JICKAPCTBECHHBIX IIPCIIapaToB.

1.1. KnuHudeckue UCClIeJOBaHMsI JIEKApPCTBEHHBIX MPENaparoB JUIsl MEIUIMHCKOTO IPUMEHEHUs
MIPOBOJATCS B COOTBETCTBUM C IPAaBUJIAMU HAHJIEKANIEH KIMHUYECKOW IPAKTHKH, YTBEP>KICHHBIMU
EBpa3niickoii 3KOHOMHUYECKON KOMHUCCUEH.

(uactsp 1.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHOIIIEHWH BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MPEMAPATOB JUISI MEIUIIMHCKOTO TPUMEHCHUS
MPOBOJISATCSL WCCIICAOBAHUS OWOIKBUBAJICHTHOCTH U (MJIHM) TEPANeBTHYCCKONW OSKBUBAJICHTHOCTH B
MOpSi/IKE, YCTAaHOBJICHHOM aKTaMH, COCTaBIISIFOIUMHE 1paBo Coro3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. OpraHmaumo MMPOBCACHUA KIMHHUYCCKUX I/ICCJIGI[OBaHI/II\/JI JICKAPpCTBCHHOI'O IIpfriapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS BIIPABC OCYLICCTBJIATD:

1) pa3paboTuuk JeKapCTBEHHOI'O Ipernapara Wik yIoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHbIE OpraHW3allid BBHICIIETO0 O00pa30BaHUS, OPTraHU3AlUU JOMOJHUTEIHHOTO
poheCCHOHATTLHOTO 00pa30BaHMS;
(m. 2 B pea. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HBIE OpraHU3AIIH.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KiuHWYECKHWE WCCIIEeIOBAaHUS JICKQpPCTBEHHOTO Tperapara Ui MEIMIIMHCKOTO MPUMEHCHHS
MIPOBOATCS HA OCHOBAaHUM Pa3pelIeHHs Ha MPOBEACHHE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
mpermapaTa, BBIJAHHOTO  YIOJHOMOYCHHBIM  (heJiepalbHBIM OPraHOM  HCIIOJIHATEIHHOW  BIIACTH.
YnonHoMoueHHBIN (enepanbHblii OpraH UCIIOTHUTENFHON BIACTH BEJET PEECTP BBIIAHHBIX Pa3pelIeHHid
Ha MPOBEJICHUE KIMHWUYECKUX HCCIICIOBAHUH JIEKAPCTBEHHOTO Tperapara, CoJAepKallinid yKa3aHue Ha UX
1[eJTb UITH 1IeTTH, B YCTAHOBIIEHHOM 3TUM OPTaHOM MOPSIKE.

(B pen. deaepanbhbix 3aK0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Vrparun cuny ¢ 1 urons 2015 rona. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanum npoBeNeHHs KIMHMYECKUX HCCIEAOBAaHUN JIEKApCTBEHHOIO Ipernapara Juist
MEIUIUHCKOTO TIPUMEHEHHUs1 pa3pabOTYMKOM JIEKApCTBEHHOTO TpenapaTa MOTYT IPHUBIEKATHCS
IOpUANYECKUE JIMIa JI000W  OpraHU3alMOHHO-TIPaBOBOM  (OpPMBI MpPH  YCIOBUU  OOECHEYEHHUS
COOTBETCTBHSI 3TUX UCCIIEI0OBaHUN TpeOOBaHUAM HacTos1iero denepanbHOTo 3aK0HA.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

7. YTpatun cuny. - ®eaepanbubiit 3akon oT 30.01.2024 N 1-03.

8. IlepeueHb MEAMIMHCKUX OpraHU3alWd, MOPOBOASIIMX  KIMHUYECKHUE  HCCIEIOBaHUS
JIEKapCTBEHHBIX IpPENapaToB Uil MEIULMHCKOIO NPHUMEHEHUS, U PEECTp BBIJAHHBIX pa3pelIeHUl Ha
MPOBEJCHUE KIMHUYECKUX HCCICOBAHUM JIEKQpPCTBEHHBIX IPENapaTroB OMyOJIMKOBBIBAIOTCS U
pa3MenaTcs YIIOJIHOMOYEHHBIM (heJiepallbHbIM OPraHOM MCHOJIHUTEIBHOM BIACTH B YCTAHOBICHHOM UM
MOPsIIKE Ha CBOEM odHIMaIbHOM caiite B cet "MHTepHeT".

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Koncynprantllintoc: npumeydanue.
[Tonoxenusa cr. 39 (B pea. @3 or 30.01.2024 N 1-®3), xacarouiyecs: NpeAoCTaBICHUs IOC. YCIYT
MTOCPEICTBOM €IMHOM CUCTEMBI U (WJIM) €IMHOTO TopTaia, mpumenstorcs ¢ 01.01.2025.

Cratbsa 39. PeweHue o npoBeAeHUN KIMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeguUUHCKOro npuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KimHnueckoe wucciaeoBaHHE JIEKapCTBEHHOIO IIpernapaTta Al MEIUIUHCKOTO IPUMEHEHUs
IIPOBOJUTCA HAa OCHOBAHMM PA3PEILICHUS HA IPOBEICHUE KIMHUYECKOTO UCCICIOBAHUS JIEKAPCTBEHHOIO
mpernapara, BBJIAHHOTO YIIOJHOMOYEHHBIM (heZepaibHbIM OpPraHOM HCIIOJHUTEIBHOW BJIACTH TI0
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOIMMBIX JUIS IOJIyYEHMs pa3pellieHHs Ha IpOBEAECHUE
KJIMHUYECKOT'0 MCCIIE0BAHUS JIEKAPCTBEHHOIO IIpenapara U 3TUYECKON IKCIIEPTU3BI.

2. JIast monydeHHs pa3pelieHUs Ha TPOBEICHHE KIMHMYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
mpermapara JUisi MEIUIMHCKOTO TMPUMEHEHHUS 3asBUTENb HAIPABISET MOCPEACTBOM €IMHOTO TOpTalia B
YIIOJIHOMOYEHHBIH  ()efiepalibHBId  OpraH  HUCIIOJIHUTEIILHOW  BJIACTH WJIM  JIMYHBIA  KaOWHET
YIIOJTHOMOYEHHOTO (heIcpaTHbHOTO OpraHa UCITOJIHUTEIBHON BIIACTH B €JIMHON CHCTEME:

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) 3asiBJIeHHE O BBIJJAU€ pa3pelleHUs Ha TPOBECHUE KIIMHHYECKOTO UCCIICOBAHUS JIEKAPCTBEHHOTO
mpemapata JAis  MEOUIIMHCKOTO TPHUMEHEHHUs, TOJMUCAaHHOE YCHIEHHOM KBamu(UIIUPOBAHHON
3JIEKTPOHHOM MOAINMKCBIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) yrpatui cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3;

3) MMPOTOKOJI KIIMHUYECKOIO HCCICAOBAHUA JICKAPCTBCHHOTO IIpeliapara sl MCAUIHUHCKOI'O
MMPUMCHCHUS

4) Opourtopy uccrienoBatens (Ui 3aperUCTPUPOBAHHOIO JEKApCTBEHHOTO Mpernapara JOMyCTUMO
3aMEHUTh O/00peHHOW 0oOmell XapaKkTEepUCTUKON JIEKapCTBEHHOrO Ipemapara, €cild Takou
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH B COOTBETCTBUU C aKTaMM, COCTaBISAIOMMME npaBo Coro3a,
U €ero TNpUMEHEHHE B KIMHHYECKOM WCCIECIOBAaHUM HE TPOTUBOPEUYHUT OJ00peHHON oOmein
XapaKTepUCTHKE JIEKApCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHHS);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

5) nHGOPMAITMOHHBIHN JTUCTOK MAlUEHTA;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

6) cBeieHus 00 OMbITE PabOTHI HCCIENOBATENEH MO COOTBETCTBYIOIIMM CIICIUAIBHOCTSIM U HX
OIIBITE PAOOTHI IO MPOBEACHHUIO KIIMHUYECKUX MCCIICI0BAaHNN;

7) - 8) yrparuiu cuiy. - ®enepanbabiii 3akoH ot 30.01.2024 N 1-D3;

9) KOIIMKO J0roBopa 0053aTeNLHOr0 CTpaxoBaHMs, 3aKIIHOUCHHOT'O B COOTBETCTBHHU C THUIIOBBIMH
ImpaBUJIaMH 00s13aTeILHOTO CTpaxoBaHUsd, C YKa3aHUCM HpGI[CJIbHOfI YHUCJICHHOCTHU ITAallMCHTOB,
YH4aCcTBYHOIIMX B KIMHHUYCCKOM HMCCICAOBAaHUHU JICKAPCTBCHHOI'O0 IIp€riapara Aajad MCEIAUIUHCKOI'O
MMPUMCHCHUS,

10) uHpopMaIHMIO O COCTaBe JICKAPCTBEHHOIO Ipernapara Ui MEAMIMHCKOTO MPHUMEHEHUs (3a
UCKITIOYEHUEM OMOJIOTHYECKUX JICKAPCTBEHHBIX MPETapaToB);
(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

11) mOKyMEHT, cOCTaBJIEHHBI MPOU3BOAUTENIEM JIEKAPCTBEHHOr'O Mpenapara JUisi MEAULIIMHCKOIO
IPUMEHEHHUsS U COJEep’Kalllui IOKa3zaTeNlu (XapaKTepUCTHKM), a TaKKe CBEJCHHMsS O JIEKAPCTBEHHOM
npernapaTe Uil MEIMLMHCKOIO MNPUMEHEHHS, IPOU3BEIEHHOM JUIsl MPOBEACHUS KIMHUYECKUX
UCCIIeIOBaHMH (32 MCKIIIOYEHHEM OMOJIOTHYECKUX JIEKApCTBEHHBIX IIPenapaToB);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

11.1) nOKyMeHTHI ¥ CBEACHHMS, NPEAYCMOTPEHHBIC TIPAaBUJIAMU MPOBEACHUS HCCIEIOBAHHIM
OMOJIOTHYECKHUX JIEKAPCTBEHHBIX CPEICTB EBpPa3sHiiCKOT0 AKOHOMHYECKOTO COI033, YTBEPIKICHHBIMH
EBpazuiickoit 5KOHOMHUYECKOH KOMUCCHUEH;

(m. 11.1 BBenen @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

12) cBeaeHUss 0 JaTe MPEIOCTABICHUS M PETHMCTPAIIMOHHOM HOMEPE JIMIICH3MHM Ha MPOU3BOJICTBO
JIECKapCTBEHHBIX CPEJACTB B Clly4ae, €CIId MPOU3BOJICTBO JIEKAPCTBEHHOIO IpENapara OCYIIECTBISETCS B
Poccuitickoii dDexepanuu, WM JTOKYMEHT, COJACPKAIIMM CBEICHUSA O Jare IPEIOCTaBICHUS W
PETUCTPAlMOHHOM HOMEpPE 3aKJIIOYEHHS O COOTBETCTBUM IMPOW3BOIUTENS JIEKAPCTBEHHOIO IMpenapara
TpeOOoBaHUAM IIPaBUII HaJJIexKaniei MIPOU3BOIACTBEHHOMN MIPAKTUKH, MPEIOCTABICHHOIO
YIIOJTHOMOYEHHBIM OPTaHOM CTPAHBI POWU3BOUTENS JIEKAPCTBEHHOTO Mperapara.

(B pen. ®enepanpubix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-®3)

2.1. Csenenus, moaTBepkAaromue (akT ymiaTel TOCYZapCTBEHHOM MOIUIMHBI 3a IpPOBEIEHUE
OTUYECKOM OKCIEPTHU3Bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar i IOJIy4eHUs
paspelieHuss Ha [POBEIEHUE KIMHUYECKOIO HCCIECNOBAHMSA JICKAPCTBEHHOIO IIpernapara Uit
MEIULMHCKOIO IPUMEHEHHUs, 3a BbIJA4y Pa3pelICHHs] Ha IPOBEIACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKApCTBEHHOI'O IIpenapara s MEIULMHCKOTO IIPUMEHEHHs, 3a NPOBEACHUE DKCIIEPTU3Bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar JJId T[OJYyYEHHs] pa3pelleHHs Ha MPOBEACHUE MEXAYHAPOJHOIO
MHOT'OLICHTPOBOTO KJIMHUYECKOIO HCCIEAOBAHUSA JIEKAPCTBEHHOIO IIpernapara sl MEAUIMHCKOIO
NIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHHs] Ha MPOBEJACHUE MEXKIYHApPOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO0 MCCIIEJOBAHUs JIEKAPCTBEHHOI'O IIpernapara il MEIHULMHCKOIO IIPUMEHEHHs, 3a
MIPOBEACHUE 3THUYECKOW SKCHEPTHU3Bl, IKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM Ipenapar s
MOJIyYEHUSI PA3pEIICHHs] Ha IPOBEIACHUE IMOCTPErMCTPALMOHHOIO KIMHHUYECKOrO HCCIEHOBaHUS
JIEKAPCTBEHHOIO Ipernapara il MEJUIUHCKOTO NMPUMEHEHHMs, 3a BbIJIayy pa3pelICHHs] HAa MPOBEACHUE
IIOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIENOBaHUsS JIEKAPCTBEHHOIO Ipernapara il MEAULMHCKOIO
MIPUMEHEHHUS], a TAK)KE CBEJIEHUS O BbIIaBAa€MbIX (IIPEIOCTABIISIEMbIX) YIIOTHOMOUYEHHBIMH (pesiepaTbHbBIMU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OpraHaMM MCIOJHUTEIbHOM BJIACTU JOKYMEHTAaX (CBEIEHUSX), YKa3aHHBIX B IyHKTe 12 wyactu 2
HACTOSIIEH CTaThbU, YINOJHOMOUYEHHBIN (efepanbHblii OpraH MCIHOJIHUTEIBHOM BIIACTH 3alpallluBacT B
MOPSAJIKE MEXBELOMCTBEHHOT'O 3JIEKTPOHHOI'O B3aUMOICHCTBUS.
(dactb 2.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBBIIAIOMMA Tpex paboumx JHEW CO JHS HANpaBIICHUS B JIMYHBIA KaOWHET
VIIOJITHOMOYECHHOTO (pellepaIbHOr0 OpraHa WCIIOJHUTEILHOW BJIACTH B €IUHOW CHCTEME YKa3aHHOTO B
nyHKTe | 4YacTm 2 HacTOsIIeld CTaTbU 3asBICHUS M HEOOXOJUMBIX JIOKYMEHTOB, YIMOJHOMOUYEHHBIN
denepanbHBIA OpraH UCIOTHUTEIBHON BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) IIPOBOAUT IIPOBEPKY IMOJTHOTBI 1 JOCTOBECPHOCTHU CBC,HCHHﬁ, COACPpKAMUXCA B IMPECACTABICHHBIX
3asABUTCIICM JJOKYMCHTAX,

2) MNPUHUMACT PCHICHUC O MPOBCACHUU SKCIICPTHU3BI JOKYMCHTOB IJIA IMOJYYCHHA PA3PCIUICHUA HaA
IMPOBCACHUC KIIMHUYCCKOI0 UCCIICAOBAHUA JICKAPCTBCHHOTO IMperiapara AJis1 MCAUIIUHCKOI'O ITPUMCHCHUA
M 3THYECKOH OKCIICPTHU3bI UJIN 00 oTKa3e B IMMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) HampaBisieT 3asSBUTENIO MOCPEACTBOM €AMHOTO MOopTaja WM B JUYHBIA KaOMHET 3asBUTENS B
eIMHOH CHCTeMe MOINMCAHHOE YCHJICHHOW KBATU(QHUIMPOBAHHON SJIEKTPOHHOW MOJIHMCHIO YBEJOMIICHHE
O MMPUHATOM PCHICHUU 100 B CJIydac NpUHATUA PCIICHUA 00 OTKa3e TaKxke ¢ YKa3aHueM IMPHUYUH TAKOI'O
OTKa3a;

(B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4) HampaBJIsIeT B JIMYHBIN KAOWHET SKCIEPTHOTO YUPEXKICHHUS B €MHON CUCTEME U JINYHBIN KaOWHET
COBETa IO ITHKE 3aJaHWs Ha MPOBEJACHHE COOTBETCTBYIOIIMX AJKCIIEPTH3, TMOIIMHCAHHBIC YCHUICHHBIMU
KBaJTU(UIIMPOBAHHBIMU 3JICKTPOHHBIMHU TIOJIITHCSIMHU.

(. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciay4ae BbISABJIEHHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH HMH(pOpPMAIMU, COoJepiKalieiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCHOJHUTEIBHOM
BJIACTU HAIPABISET B JIMYHBIN KaOMHET 3asBUTEJI B €JMHON CHCTEME 3ampoc 00 YyTOUHEHMH YKa3aHHOM
nH(pOpMalUY, TOANUCAHHBIA YCHUJIEHHONW KBaJU(UIMPOBAHHON 3JEKTPOHHOM MOANUCHIO. 3asBUTEINb
0053aH HaNpaBUTh B JMYHBIA KAaOMHET YIOJIHOMOYEHHOro (heAepaJbHOrO OpraHa MHCIOJHHUTEIbHOM
BJIACTH B E€IMHOW CHCTEME IMOJMUCAHHBIN YCUJIEHHOW KBATU(PHUIIUPOBAHHONW SJIEKTPOHHOW MOAMHCHIO
OTBET Ha 3alpoc YIMOJHOMOYEHHOIo (eepanbHOr0 OpraHa HCIOJHUTENBHOW BIIACTM B CpPOK, He
MIPEBBILIAIOIINM IeBSIHOCTA pPa0OUnX AHEH CO JHS MOJyYEHUs! YIIOJTHOMOYEHHBIM (hefiepaibHbIM OpraHOM
UCIIOJIHUTENIBHON BJIACTU DJIEKTPOHHOTO YBEJOMIIEHHS O IIOJIYYEHHH 3asBHUTENeM 3amnpoca. Cpok,
YKa3aHHBIN B 4aCTH 3 HACTOSIIEH CTaThbU, IPUOCTAHABIMBAETCS CO JIHS HAINPaBJICHUS B JIMYHBIN KaOMHET
3asBUTENS B €IMHOW CHCTEME 3arpoca YMOJIHOMOYEHHOTO (peepasbHOro OpraHa HCIOJHUTEIbHON
BJIACTM /IO JHS HaNpaBJieHUs B JIMYHBIA KaOWHET YIOJIHOMOYEHHOTo (heaepasbHOro oOpraHa
UCIIOJIHUTENILHON BJIACTU B €IMHON CUCTEME OTBETA HA 3aIIPOC U HE YUUTHIBACTCS IIPU UCUUCIIEHUH CPOKA
MPUHSATHS YIIOJTHOMOYEHHBIM (peIepaIbHbIM OPTaHOM HMCIIOJIHUTEIBHON BJIACTU PELIECHUS O MPOBEICHUU
JKCIIEPTU3bl JOKYMEHTOB JUIS IOJYYEHHs pa3pelIeHUs Ha IPOBEICHUE KIMHUYECKOIO HCCIEAOBAHUS
JIEKApCTBEHHOTO MperapaTa il MEIUIUHCKOTO IPUMEHEHUS.

(uactb 4 B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

5. OcHoBaHMEM /Jisl 0TKa3a B MPOBEACHUM 3KCHEPTU3bI JOKYMEHTOB JJISl MOJIyYEHUsl pa3pellieHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Ha TMPOBEJECHUE KIMHUYECKOTO HWCCICJOBAHUS JIGKAPCTBEHHOrO Tpernapara JUisi MEAUIIMHCKOTO
NPUMEHEHHUST M OITHYECKOW OSKCIEPTU3bI SIBISETCS IPEJACTABICHUE IOKYMEHTOB, MPEAYCMOTPEHHBIX
YacThI0 2 HACTOSIIEH CTaThH, B HEMOJIHOM OOBEME, HENPEICTABICHHE 3asBUTEIEM B YCTAaHOBIICHHBIH
CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIECH CTAaThU 3allpPOC YIOJHOMOYEHHOTO (enepaibHOro
OpraHa UCIOJHUTEILHON BIIACTH JTMOO OTCYTCTBHE B MPEICTABJICHHBIX JOKYMEHTAX HCUEPIIBIBAIOIICTO
nepevyHs HeoOXxonuMon uHbopMaIu Wid WHPOPMAIMU, KOTOpas JOJDKHA OBITh OTpaKeHa B HHUX, a
TakK€ OTCYTCTBHE  CBEICHUH, KOTOpble B  JallbHEHIIEM MOATBEPKAAOTCS  MOCPEICTBOM
MEXBEJJOMCTBEHHOT'O JIEKTPOHHOT'O B3aUMOJICHCTBHSA, O (aKTe yIUiaThl TOCYAapCTBEHHOM TOIUIMHBI 32
MPOBEJICHUE OSTUYCCKOW AKCIEPTHU3BI, IKCIEPTU3Bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIA TNIperapar Jyis
MOJTyYCHHUST Pa3pelICHUs] HA TIPOBEICHUE KIMHUYECKOTO MCCICIOBAHMS JIEKAPCTBEHHOTO Iperapara s
MEIWIIMHCKOTO TIPUMEHEHUs, 332 BBIJAYy pPa3pelIeHUsT Ha MPOBEICHUE KIMHUYCCKOTO HCCIIEAOBAHUS
JICKApCTBEHHOTO TpenapaTa JUlsi MEIUIIMHCKOTO PUMEHEHHUs, 3a MPOBEJACHUE DKCIICPTH3BI JJOKYMEHTOB
Ha JICKQPCTBEHHBIM TMpemapaT i TOJNYyYEHHUs pa3pelieHus Ha TPOBEIACHHE MEXKIYyHAPOHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO HCCIIEJOBaHMs JIEKAPCTBEHHOIO Tpenapara sl MEIUIIMHCKOTO
MPUMCHCHHS, 3a BBIJAYy pa3pelieHdss Ha MPOBEICHUE MEXKIYHAPOJIHOTO MHOTOIICHTPOBOTO
KIIMHAYECKOTO KCCJICIOBAHUS JIEKAPCTBEHHOI'O TMpernapara Uil MEIWIIMHCKOTO TNPUMEHEHUs, 3a
MPOBEJICHUE ITUYCCKOW OKCIEPTH3BI, IKCIEPTU3Bl JIOKYMCHTOB Ha JIEKAPCTBEHHBIA TIperapar Jyis
MOJYYCHUsT Ppa3pClICHHsT Ha TPOBEICHHE IOCTPErHCTPAMOHHOTO KIMHUYECKOTO HCCIICIOBaHUS
JICKapCTBCHHOT'O TIperapara i MEAMIIMHCKOTO0 MPUMEHEHHUS, 32 BBIJA4y pa3pelieHus Ha MPOBEICHUE
MOCTPETHUCTPAIIMOHHOTO KJIIMHUYECKOTO HMCCIICIOBAHUS JIGKAPCTBEHHOTO Mpernaparta JUisi MEIUIIMHCKOTO
MIPUMCHCHHSI.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

6. IlpoBeaeHme OSKCHEPTH3BI JOKYMEHTOB JUIS TIONYyYEHHUS pa3pelicHus Ha IPOBEICHUE
KJIMHUYECKOr0 MCCIICAOBAHMUS JIGKAPCTBEHHOTO Mperapara JiIsl MEAUIIMHCKOr0 IPUMEHEHHUA U STHYECKOU
AKCIIEPTHU3BI, COCTABJIICHNE KOMUCCUEH IKCIIEPTOB M COBETOM IO ATHKE 3aKJIIFOUCHUN O BO3MOXHOCTH WIIH
HEBO3MOXKHOCTH IIPOBEJACHHUS TAKOro KIMHHYECKOrO HCCICAOBAHMS, TOIIUCAHHE 3aKIIOYCHHIMA
YCHJICHHBIMH KBATH(PUIIMPOBAHHBIMHU ICKTPOHHBIMU TIOIITUCSIMH M HAIPABJICHUE JaHHBIX 3aKITIOUYCHHIA B
JUYHBIN KaOWHET YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa UCIIOJHUTEIBHON BJIACTH B €MHON CHUCTEME
OCYIIIECTBISIOTCS B CPOK, HE TPEBBINIAOIMINN JBAIIATH TATH pabodMx ITHEW CO JIHS HANpaBiICHHS B
JUYHBIA KaOMHET OKCHEePTHOTO YUPEXKIEHUS B €IWHOM CHUCTEeME 3a/laHds  YIOJIHOMOUYEHHOTO
(deaepanbHOTO OpraHa UCTIOTHUTEIILHOMN BIIACTH C MPUIIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B ITYHKTaX 3,
4,10, 11 u 11.1 gactu 2 HacTosIeH CTaTbU, M HAIPABJICHUSA B JIMYHBIA KaOWHET COBETA IO JTHUKE B
CMHON CHCTEME 3aJaHHs YIIOJTHOMOYEHHOTO (emepambHOoro opraHa HWCIOJHUTEIBHON BIIACTH C
MPUIIOKEHUEM JTOKYMEHTOB, YKA3aHHBIX B MMyHKTaX 3 - 6 1 9 yacTu 2 HACTOAIICH CTaThU.

(dactb 6 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He MpeBBbIIIAOIUN Tpex pabo4yMX JHEH cO JHSA HampaBJIeHUS B JUYHBIA KaOMHET
YIIOJIHOMOYEHHOr0 (heAepabHOTO OpraHa HCIOJHHUTEIbHON BIACTH B €IMHOM CUCTEME 3aKIIOUCHHH,
yKa3aHHbIX B 4YacTH 6 HacTOsIIEH CTaTbH, YNOJHOMOUYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) OCYHICCTBJIACT OLCHKY NOCTYITUBIINX 3aKJTFOUYCHUM AJIg onpeACTICHUA NX COOTBETCTBHUA 3aJaHUAM
Ha IPOBCACHUC COOTBCTCTBYIOIIUX SKCIICPTU3;

2) mpuUHUMAeT peUIeHHe O BblJaue pa3pelieHuss Ha IMPOBEACHHE KIMHUYECKOTO HCCIIEIOBAHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JICKApCTBCHHOT'O ITpfriapara Ijid MCAUIIUHCKOI0 NpUMCEHCHHA, BHOCUT B PCCCTP BbIAAHHBIX pa3pemeHI/H71
Ha MPOBEJCHHE KIMHUYECKUX HCCIEAOBAHMI JIEKAPCTBEHHOTO IIperapara COOTBETCTBYIOIIYIO
nHGOPMALIMIO W HAINpPAaBIISET IMOCPEACTBOM E€IUMHOTO TMOpTala 3asgBUTEII0 WM B JIMYHBIA KaOMHET
3asBUTENS B €IMHON CHCTEME BBIIMHCKY U3 PEECTpa BBIJAHHBIX pa3pelIeHHi Ha MPOBEICHNE KIMHIYECKUX
UCCIICIOBAaHUI  JICKQPCTBEHHOTO  NpenapaTta, MOIMUCAHHYI0  YCHJIEHHOHW  KBaIH(PHUIHUPOBAHHON
AIIEKTPOHHOH TOAIHUCHIO;

(m. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) mpuHMMaeT pemieHHe 00 OTKa3e B BbIIade pa3pelIcHUsT Ha MPOBEACHUE KIMHUYECKOTO
WCCJICTIOBAHMS JICKAPCTBEHHOTO TperapaTa il MeIUIIMHCKOTO MPUMEHEHHS U HAIIPABIIET IMOCPEICTBOM
€IMHOTO TOpTaJa 3asiBUTEII0 WIM B JIMYHBIH KAOWHET 3asBUTEINSI B CIUHON CHUCTEME JaHHOE pElICHUE,
MOANMCAHHOE YCHJICHHOW KBATH(DUIIMPOBAHHOMN AJIEKTPOHHOH MOMKICHIO, C YKa3aHUEM MPUYUH OTKa3a.
(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHUEM Ul OTKa3a B BblJaye Pa3pelIeHUs] Ha MPOBEACHHUE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKApCTBEHHOIO IIpenapara Uil MEAULMHCKOIO IIPUMEHEHHUs SABJIACTCS HAIMYUE 3aKIIOYCHHUS] KOMUCCUHU
JKCIIEPTOB WM 3aKJIIOYEHUS COBETa II0 3THKE O HEBO3MOXXHOCTH IIPOBEIACHUS KIMHUYECKOIO
UCCIEAOBAHUA JICKAPCTBEHHOIO IIpenapara Ui MEAMIUHCKOIO IIPUMEHEHHsS 10 pe3yiabTaTaM
IIPOBEICHHBIX 3KCIEPTU3, IPETYCMOTPEHHBIX YacThbio 6 HACTOALIEH CTaThu.

9. Pemienne 00 oTka3ze B MPOBEACHHM SKCIEPTH3bI JOKYMEHTOB JUISl MOJYYCHHs pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKOTO MCCIIECIOBAHUS JEKAPCTBEHHOIO Mpenapara il MEAUIUHCKOTO TPUMEHEHUS
U STUYECKOM SKCIEPTH3bl M B BbIJIaUu€ pa3pelieHUs Ha MPOBEICHHE KIMHUYECKOIO0 HCCIEAOBAHUS
JIEKApCTBEHHOT'0 TIperapara Jyisi MEIUIIMHCKOTO MPUMEHEHUST MOXET OBITh O00XaJOBaHO B TOPSJIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Pocculiickon ®Penepanuu.

Koncynprantl[ntoc: npumeyanue.
[Tonoxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-d3), kacaronuecs NpeaoCTaBICHUS TOC. YCIYT
IIOCPEICTBOM €IMHOM cucTemsl, npuMenstores ¢ 01.01.2025.

CraTtba 39.1. 3Tnyeckasa akcnepTmusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTHueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 110 3THUKE, CO3JJAHHBIM B MOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (I)e,uepaanHM OopraHom HUCIIOJHUTEILHON BJIaCTH, B LCIIAX Bbla4YMW 3aKIIHOYCHUS 00
THYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBEACHUS KIIMHUYCCKOI0 MCCIICA0BAHUSA JICKAPCTBECHHOI'O
npenapara i1 MCIUIUHCKOTO IPUMCHCHH .

2. DKcrepTaMu COBETa MO 3TUKE MOTYT OBITh TIPEJACTABUTENN MEIUIIMHCKUX OPTaHU3aINi, HAYYHBIX
OopraHmzaiuii, 00pa30BaTeNbHBIX OpPraHM3AIMi BBICIIETO OOpa30BaHMs, a TaKXKe NPeACTaBUTENN
OOIIIECTBEHHBIX OPTaHU3AIlNi, PEIMTHO3HBIX OpPraHU3alUi M CPEJCTB MaccoBOM MH(popManuu. J[aHHBIE
OKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHMOCTH OT Pa3pabOTUYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYIUX JIUI, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX STUUYECKON IKCIIEPTHU3HI.

3. Omnara YCIyr OSKCICPTOB COBETA IO OSTHKE OCYIICCTBIIICTCA HA OCHOBAHHWU OOTIOBOpA,
3aK/IIIOYCHHOI'0 MECXKIAY YIOJIHOMOYCHHBIM q)ezlepa.anmM Oopranom HCIIOJIHUTEILHOMN BJIaCTH, KOTOPBIM
CO3aaH COBCT II0 OTHKE, U OBKCICPTOM COBCTAa IO I3THKE, 3a CUCT 6IOIL)KCTHBIX aCCI/IFHOBaHI/II‘/JI,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MPEIYCMOTPEHHBIX YIOJIHOMOYEHHOMY (ellepaJbHOMYy OpraHy HCIIOJHUTEIBHOW BIIACTH, KOTOPBIM
CO3JlaH COBET IO 3THKE, B (elepanbHOM OIOJKETe Ha COOTBETCTBYIOIIMN ToJ Ha oOecreyeHHue ero
NEesATEbHOCTH, B pa3Mepax, ycraHoBleHHbIX [IpaBurensctBom Poccniickoit denepanun.

4. DKcnepThl coBeTa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

4.1. Ilpu mpoBeneHUM ATHYECKON SKCIEPTH3bl HE JAOIMYyCKaeTcs HCTpeOOBaHHME SKCIEPTOM Yy
3asiBUTENSL JIMOO WHBIX JIUI[ MAaTEPUAIOB, HEOOXOMUMBIX IJI TPOBEIACHHS ITHUYECKOW 3KCHepTu3bl. B
cllydae HEIOCTaTOYHOCTH MPECTABJICHHBIX 3KCIIEPTYy MAaTepHalioB B JIMYHBIA KaOWHET 3asBUTENA B
€AMHOM CHCTEME YIOJTHOMOYEHHBIM JIMIIOM COBETA M0 3THUKE HANpPAaBIISIETCS 3alpoC O MPEACTaBICHUU
HEO0OXOIMMBIX MaTEPUAJIOB, MOJIMUCAHHBIA PYKOBOAUTEEM (YIIOJIHOMOYEHHBIM JIUIIOM) COBETA O ITHUKE
C HCIIOJIb30BAHMEM YCHJICHHOW KBAJTM()UIIMPOBAHHON SJICKTPOHHOW MOJIUCH, a TAKXKE HAIPaBIISICTCS
yBeIOMJICHHE 00 YKa3aHHOM 3allpoce B JIMYHBIM KaOWHET YIMOJIHOMOYEHHOro (QenepalbHOTO OpraHa
WCIIOTHUTEJIbHON BJIACTU B €IUHOM CHUCTEME.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asButens o0s3aH HANpPaBUTh B JIMYHBIA KaOWHET COBETAa MO OSTHUKE B EJAMHOW CHUCTEME
MOANUCAHHBIA  YCHJIGHHOW KBaTU(UIMPOBAHHOM SJIEKTPOHHOM TMOJMNKHCHIO OTBET Ha 3amlpoc O
IIPEJICTAaBICHUH HEOOXOJUMBIX MAaTE€pHaJIOB COBETY IO 3THKE B CPOK, HE IMPEBBILIAIOIIMKN JEBSHOCTA
pabounx OHEH co AHS TOMY4YeHHs] COBETOM IO JTHKE 3JIEKTPOHHOTO YBEIOMIICHUS O MOIy4YeHUU
3asiBUTENIEM YKa3aHHOIO 3arpoca. Bpems co JHS HampaBiIeHHUs COBETOM IO THKE B JIMYHBIA KaOMHET
3asBUTENsI B E€IUHOM CHUCTEME 3ampoca O TMPEACTaBICHUH HEOOXOJUMBIX MaTepuaioB 0 JHA
HaIpaBJICHUS 3asBUTEJIEM B JIMYHbII KaOMHET COBETA IO 3TUKE B €IMHOM CUCTEME OTBETA Ha YKA3aHHBII
3arpoc He YYUTHIBACTCS MIPU UCUUCICHUU CPOKA MPOBEACHUS STUYECKON IKCIEPTU3HI.

(uactp 4.2 BBeneHa denepanbabiM 3ak0HOM OT 30.01.2024 N 1-D3)

5. CocTaB coBeTa 1Mo 3THKE, MOJI0KEHHE 00 STOM COBETE, MOPSIIOK €ro AesTeIbHOCTH, TpeOOBaHUS K
KBATU(UKAIIMKN U OMBITY PaObOTHI TIO IKCIIEPTHOM OIIEHKE HAYYHBIX, METUIIMHCKUX M ITHYECKUX aCIIEKTOB
KIIMHUYECKUX  HMCCIIEIOBAHUM  JICKAPCTBEHHBIX INPENapaToB Uil  MEIUIMHCKOTO IPUMEHEHHS,
MPEIBbABISIEMBIE K JKCIIEPTAM COBETA MO 3THKE, MOPSJOK OpPraHu3alMu W TPOBEICHHS ATUYECKOU
SKCIIEePTHU3bl, (hopMa 3aKITIOYEHHS] COBETA MO STUKE YCTAHABIMBAIOTCS YIMOJIHOMOYEHHBIM (heepabHbIM
OpPraHoOM HCIOJHUTEILHON BJIACTH. YMCIIO MNpencTaBUTENEd MEIUIMHCKUX OPraHU3alMil HE MOMKET
MPEBBIIIATH MOJOBUHY OT OOIIETO YHCIIa IKCIIEPTOB COBETA MO ITUKE.

6. Mudopmanus o coctaBe cOBeTa M0 ATHKE, IJIAHAX €ro paboThl M TEKYLIEW IesATEIbHOCTU
pa3meniaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOTO (heAepalbHOrO OpraHa MCIOJHUTEIbHON
BJacTH B ceTu "MHTEepHET" B yCTAaHOBIIEHHOM UM IOPSIJIKE.

Koncynpsrantllintoc: npumedanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeIOCTaBICHUS TOC. YCIYyT
IIOCPEACTBOM EAMHOM cucTeMbl, mpuMenstores ¢ 01.01.2025.

Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccriegoBaHUA NeKapCTBEHHOro npenapara
ANnA MeaULIMHCKOro NpUMeHeHus

1. PYKOBOI(I/ITCJ'IB MEIUITUHCKON opranu3anuu, KOTOopad IMPOBOAWUT KIIMHHUYCCKOC HCCICHOBAHHUC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JEKapCTBEHHOIO  Ipemapara s  MEAMLMHCKOIO  NPUMEHEHMs, Ha3HauyaeT  MCCleAoBaTes,
OTBETCTBEHHOI'0 3a IIPOBEJICHHE TAKOr0 MCCIEIOBAaHUA M HMEIOIIEro Je4yeOHYI0 CIENUabHOCTS,
COOTBETCTBYIOLIYI0 IPOBOAMMOMY KIMHMYECKOMY MCCIEIOBAaHHUIO JIEKAPCTBEHHOrO IIpernapara, co
cTakeM palOOoThl MO IpPOrpaMMaM KIMHUYECKHX HMCCIEJOBAHUM JIEKAPCTBEHHBIX MpEnapaToB HE MEHee
4YeM TpU TOJa M IO €ro MpPEUIOKCHHIO Ha3HA4yaeT COMCCIENOBATEeNIe W3 4YuClla Bpadeld 3TOHU
MEIULUHCKONH OpraHU3alHH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. I/ICCJ'Ie,I[OBaTeJ'IB OCYHIECCTBIIACT BBI60p MManuEeHTOB, KOTOPBIC I10 MCIUIHWHCKHUM IIOKa3aHUAIM
MOTYT OBITH NPHUBJICYCHBI K YYAaCTHIO B KIIMHHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOIO IIpCriapara IJid
MCIUIHUHCKOI'O IPpUMCHCHUS.

3. HccnemoBaTrenb M COUCCIECNOBATENN JOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yJbTaTaMU
JOKJIMHUYECKOTO  MCCIIEOBAHUS  JIEKQpCTBEHHOI'O  CPEACTBA,  COJAEpKAIIMMHUCSH B Opormiope
UCCIIEI0BATENs, MIPOEKTOM IIPOTOKOJIA KJIMHUYECKOIO HCCIEN0BaHMs JEKAapCTBEHHOIO Ipernapara Ajs
MEIULUHCKOTO MPUMEHEHHs], pa3pabOTaHHBIM pa3pabOTUYUKOM JICKAPCTBEHHOI'O Iperapara WM HHBIM
IOpUANYECKUM JIMIIOM, NPUBJIEKAEMbIM K OpraHu3alliyd IPOBEACHUS KIMHUYECKOIO HCCIEIOBAHUS
JIEKapCTBEHHOI'0 IIpernapara Uil MEJULMHCKOIO MPUMEHEHHs, M JAPYTUMH MaTepHajaMH TaKoro
UCCIICIOBAHMS.

3.1. PykoBoauTeNb MEAUIIMHCKON OpPraHu3allii B CPOK, HE MPEBBIIAIOIINKI TpeX pabodyux JHEH co
JTHSL Hayaja MPOBEACHUS KIMHHUYECKOTO MCCIICAOBAHMS JIEKAPCTBEHHOIO Ipernapara Jjisi MEIUIIMHCKOTO
MPUMEHEHHUs, co00IaeT 00 3TOM B YHNOJHOMOYEHHBIH (penepanbHblii OpraH HCIOJIHUTEIHHOM BIACTH,
BBIJIABIITUI pa3pellieHne Ha MPOBEACHUE TAKOTO UCCIIEIOBAHMS, 10 YCTAaHOBJICHHON UM (hopme.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIEI0BaHMS
JIEKapCTBEHHOI'O IIpenapaTta JUisi MEIULUHCKOIO NPHUMEHEHUs W yKa3aHHble B 4YacTu 3 crTaTbu 38
Hacrosiero denepanbHOrO 3aKOHA, B ClIydae HEOOXOJUMOCTH BHECEHHS W3MEHEHUI B IPOTOKOI
KJIMHUYECKOT'O MCCIIE0BAHUS JIEKAPCTBEHHOIO Ipernapara JUlsi MEJAULMHCKOrO MPUMEHEHHUS! COOOIIA0T
00 3TOM B YIIOJIHOMOYEHHBIN (efiepanbHbIi OpraH WCIOJHUTEIBHON BJIACTH, BbIIABIIUI pa3pelleHne Ha
MIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHHMH H3MEHECHHH B IMMPOTOKOJ KIMHHUYCCKOI'O HUCCICAOBAHUA
JICKApCTBCHHOTO ITperiapara JJIs1 MCAUITUHCKOIO IPUMEHCHUS JOJDKHA COACPKATE CICAYIONINE CBECACHU A

1) HauMeHOBaHue, UACHTU(DUKALIMOHHBIN HOMEpP U J]aTa MPOTOKOJIA KIMHUYECKOTO UCCIIE0BAaHUS;
2) nata BHECEHUS] U3BMEHEHUHN B IPOTOKOJ KIMHUYECKOTO HCCIIEA0BaHNUS;
3) HaMMEHOBaHUE U MECTO HAXOKJCHUS 3asBUTEIIS;

4) HaMMEHOBaHME OpraHW3alud, MPUBJICYEHHON pa3pabOTUMKOM JIEKapCTBEHHOIO Ipernapara K
OpraHu3aIMK MPOBEACHUS KIMHUYECKOTO UCCIIE0BaHuUS (IIPU HAIMYHHN);

5) HaMMEHOBAHUS M MECTa HAXOXKIACHHUS MEIUIIMHCKUX OpPTaHU3alHi, B KOTOPBIX MPOBOIUTCS
KIIMHUYECKOE MCCIIEIOBAHNE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

6) nara BbIJAYM pa3pelieHUs] Ha TMPOBEJCHUE KIMHUYECKOTO HCCIEAOBAaHUS M HOMEpP 3TOro
paspeleHus;

7) ©3MEeHEeHUs, BHOCUMBIE B POTOKOJI KIIMHUYECKOTO HCCIIEIOBAHUS.
(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBblIaONMI ABaALATH BOCBbMHU pa0OUYuX JHEH CO JIHS NOJy4EeHHUs yKa3aHHOTO B
4acTH 4 HACTOALIEH CTaTbU COOOLICHHUS, YINOJIHOMOYEHHBIM (efepabHblii OpraH HCIOJHUTEIbHON
BJIACTH PAacCMAaTPUBAET 3TO COOOIIEHHE B YCTAHOBJIEHHOM MM IIOPSIKE UM IPUHUMAET pPEIICHHE O
BHECEHUU W3MEHEHMM B IIPOTOKOJ KIMHHUYECKOTO HCCIIENOBaHUA JIEKAPCTBEHHOIO IIpernapara mjis
MEIULUHCKOTO MPUMEHEHHs MM 00 OTKa3e BO BHECEHHH TAKMX W3MEHEHUH, NOJIMHMCAHHOE YCHUICHHOM
KBAJM(HUIHUPOBAHHONW 3JIEKTPOHHOW IOJAINUCHIO, IOCPEACTBOM HAlpaBlIEHUs COOTBETCTBYIOLIETO
pelieHrsT B IJIMYHBIA KaOWHET 3asBHUTENS B €OUHOW cucrteMe. [Ipu paccMOTpeHUM COOOMICHHS O
HEOO0XO/JMMOCTH BHECEHMsSI HM3MEHEHUH B IPOTOKOJ KIMHMYECKOI'O MCCIIEOBAaHUS JIEKapCTBEHHOIO
npernapata JJis MEIUMLUHCKOIO MPUMEHEHMs B LEISAX OLEHKH OOOCHOBAaHHOCTH IpeaJiaraéMbIX
U3MEHEHHUH U ONpEICIICHUS CTEICHW PUCKA Ul MALMEHTOB, NMPUHUMAIOIIMX YYacTHE B KIMHUYECKHX
UCCIIC/IOBAHMSX, YIIOJIHOMOYEHHBIM  (pellepalbHBIM OpPraHOM  HUCIIOJIHUTENBHOW  BIIACTH  MOTYT

IPUBJIEKATHCS IKCIIEPTHI COBETA 110 STHKE U (MJIN) SKCHEPTHI SKCIIEPTHOTO YUPESIKACHUSL.
(B pen. DenepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. KimHnueckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapaTra Il MEJUUUHCKOTO IPUMEHEHUs
MOKET OBITh IMPHOCTAHOBJIEHO WJM NPEKpAIIEHO, €CIIM B IPOLECCe €ro IpOBEIACHHs OOHapyKeHa
OIIACHOCTH U1 )KU3HM, 30pPOBbs IALIMEHTOB. B ciryyac BOSHUKHOBEHUS ONACHOCTH IS )KM3HH, 310POBbs
MalUeHTa, Y4YacTBYIOIIETO B KJIMHUYECKOM HCCIIEJJOBAaHMM JIEKQpCTBEHHOrO Ipemapara Juis
MEIULUHCKOTO0 IPUMEHEHHUs, MCCIIEeNoBaTeNn 00s3aHbl NPOUH(OPMHUPOBATH 00 3TOM PYKOBOJUTEIS
MEAUIMHCKOW OpraHu3alMd M  OpraHu3aluio, MOJIYYMBIIYIO pa3pelieHHue YHOJHOMOYEHHOIO
denepanbHOro OpraHa MCIOJHUTEIBHONM BIACTW Ha OpPraHU3alUI0 IPOBEACHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o mpruocTaHOBIEHUHN KIMHUYECKOIO MCCIIEA0BAHUS
JIEKapCTBEHHOI'O IIperapara JUisi MEAULIMHCKOIO IPUMEHEHHS IPUHUMAIOT PYKOBOJIUTEND MEAULIIMHCKON
OpraHM3aluu 1 (UJI1) OpraHu3alis, MoTy4uBIlas pa3pelieHrne yIoJIHOMOYEHHOTo (heepaabHOro oprasa
VCIIOJIHUTENIBHOM BJIACTH HA OPTraHU3aLMI0 ITPOBEIEHUS KIMHUYECKOTO HCCIEIO0BAHUS JIEKAPCTBEHHOTO
mpernapata Uil MEAWIMHCKOIO TIPUMEHEHUS, pEeIIeHHWE O MPEeKpallleHud TaKoro HCCIeI0BaHMs
MPUHUMAET YIOJIHOMOYEHHBIH (eiepaabHbIil OpraH UCHOJHUTENBHOM BIACTH HA OCHOBAHUU COOOIIECHHUS
B IHCBMEHHOW (opmMe pyKOBOIUTENS MEIUIMHCKOM OpraHu3aliyd WIM OpraHu3alus, MOJIy4YHBIIAs
paspelieHne YMoJIHOMOYEHHOro (hefepaJbHOr0 OpraHa HCIOJHUTENBHOW BJIACTH Ha OpraHMU3allUIo
MIPOBEJICHUS KJIMHUUECKOT0 HCCeA0BaHUs JIEKapCTBEHHOT O Ipernapara Uil MEAUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBBIIAONINN MATH pabouux AHEW CO JHS 3aBepLICHMs, MPUOCTAHOBJIEHUS WU
MNpeKpalmiCHusA  KIIMHAYCCKOIo HUCCICOOBaHUA  JICKAPCTBCHHOI'O nmpemnapara ajisd MEIUIIMHCKOI'O
IPUMEHEHHs, COOOIIeHne 00 ITOM HalpaBJseTCsl OpraHU3alMsiIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacToduero denepanbHOro 3aK0Ha, B YIIOJIHOMOYEHHBIN (enepalbHbIil OpraH UCIOIHUTEILHONW BIacTH
10 YCTAaHOBJICHHON UM (hopme.

8. dopma coOOIIeHUsT O 3aBEPIICHUHU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIUHUYECKOTO
HCCIIEA0BAHMS JICKAPCTBEHHOTO MIpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHHUS JIOJKHA COAEPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPraHM3alUuyd WM MEIUIUHCKUX OpPraHU3alUsIX, MPOBOIUBIINX
JAHHOE UCCIIEI0BAHNUE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) onucaHue JAaHHOTO UCCIIEOBAHMS;

3) nmanHble uccaenoBareis ((pamMuiIus, UMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMasi OJDKHOCTbD,
CHEIMAILHOCTh, CTaX pabOThl MO MporpaMmaM KJIMHHYECKUX WCCIEAOBAHUN JIEKapCTBEHHBIX
MpernapaToB, TEepeYeHb KIMHUYECKUX HCCICIOBAaHUIN JICKApPCTBEHHBIX IIPENapaTtoB, B KOTOPHIX OH
MPUHUMAN ydacTre (TIePUOAbl YJacTHsI) B KAUECTBE MCCIIEAOBATES HIIU COUCCIICIOBATENS);

(B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yabpTaT JAaHHOI'O MCCIEA0BAaHUA (3aBEpILLIEHUE, IPUOCTAHOBIICHUE UM MIPEKPAILLIEHUE JaHHOTO
UCCIIEJOBAaHMS C YKa3aHWEM MX IPUYUH M BIHMSHUS HA OIIEHKY €r0 Pe3yJIbTaToB, OOIIYIO OICHKY pPUCKa U
OXKHJIaeMOW TOJNB3bl OT TPUMEHEHHUS HCCIEIyeMOro JIeKapCTBEHHOIO Ipermapara, a Takxke
npeArnoaracMple TanbHEHINe AeHCTBUSA).

8.1. Ilpu BbISIBICHUH (QeAepaTbHBIM OPraHOM HCIOJHUTEILHON BIACTH, OCYIIECCTBIISIONIIM
(GYHKIIMK 10 KOHTPOJII0O M HAa30py B cdepe 3apaBOOXpaHCHHS, HAPYIICHUH NpaBUII HaJJISKaIIeH
KJIIMHAYECKOU MMPAKTUKW IIPU MPOBCACHHUU KIMHHUYCCKOI'O MCCJICAOBAHUSA JICKAPCTBCHHOI'O IIpcIiapara,
BJIMSIFOIIMX HA IOJIHOTY W (WMJIHM) JOCTOBEPHOCTh JIAHHOTO KIIMHUYECKOTO MCCIICJOBaHUs, YKa3aHHbBIN
q)eI[epaJH)HI)If/'I opran HUCHOJHUTEILHON BIJIACTH MMPUOCTAaHABJIMBACT IMMPOBCACHUC NAHHOTO KIMHHUYECKOI'O
WCCIIC/IOBAaHMSI MU BBIHOCUT MEIAMIIMHCKOW OpraHM3allid, B KOTOPOW MPOBOIUTCS TAHHOE KIMHUYECKOE
UCCIIeIOBAaHMEe, TMpeanucaHue o0 yCTpaHEHWHM BBIABICHHBIX HapymeHuil. [lpm HeycTpaHneHuu
MEIUIMHCKOW OpraHM3allieil BBIABICHHBIX HApYIICHWH B YCTAHOBJICHHBIH B NPEIANMHCAHUH CPOK
yKa3aHHBIA (enepanbHblii OpraH HCIOJHUTEIBHONW BIIACTH NPUHUMAET pEIIeHHEe O MPEeKpalieHuu
MPOBEJICHUS] KIMHUYECKOTO HMCCIICOBAHUS JIGKAPCTBEHHOTO Mperapara M HamnpasisieT B (eaepalbHbIi
OpraH HCIIOJIHUTEIPHON BJIACTH, OCYIICCTBISIOMMNK (YHKIMU TIO BBIPAa0OTKE H  pealM3aliu
TOCYJapCTBCHHOM IMOJIMTUKH M HOPMATUBHO-IIPABOBOMY PETYIMPOBAHHIO B chepe 3ApaBOOXpaHCHHS,
3aKJIIOYCHHUEC O BBIABJIICHHU IIPU MMPOBCACHHUU JAHHOI'O KIMHHUYCCKOI'0 MUCCICAOBAaHUA Hap}IIHeHI/If/'I IIpaBuiI
Ha/IJISKAIIEeH KIMHUYECKOW MPAKTHKY JJIsl IPUHSTUS PEIICHHs] 00 OTMEHE Pa3pelIeHUs] Ha OPraHU3aIUI0
MPOBCACHUA MJAHHOI'O0 KIMHUYCCKOTIO HMCCICAOBAHHA C OAThl NPUHATHUA PCIICHHA O IMPUOCTAHOBJIICHHUU
MPOBEJICHUS KJIMHIUYECKOT0 MCCIe0OBaHUS JIEKapCTBEHHOT O TIpernapara.

(dactb 8.1 B pen. denepanpHoro 3akona ot 13.07.2015 N 241-D3)

8.2. llpu mnpoBeNcHMM KIMHUYECKOIO HCCIENOBAHMS JIEKapCTBEHHOTO Ipenapara Ul
MEIUIMHCKOTO NMPUMEHEHMSI B CITyyae YTOUHEHUS (M3MEHEHMs) JaHHBIX, COAEPKAIIUXCS B Pa3peLICHUU
Ha IIPOBEICHUE IAaHHOIO KIMHUYECKOIO MCCIIEOBAaHUsA, HAa OCHOBAHMM HAIPABJICHHOIO B JIMYHBIN
KaOMHEeT YINOJIHOMOYEHHOTO (eepaJbHOr0 OpraHa HUCHOJHUTENbHOM BJIacTM B €IUHOW CHCTEME
oOpallleHusl 3asBUTEINs, MOJNMCAHHOTO YCHJICHHON KBalM(DPUIMPOBAHHON 3JIEKTPOHHOM MOJMMCHIO, C
MIPUJIO)KEHHEM MOTHBUPOBAHHOTO OOOCHOBAaHUS M JOKYMEHTOB, MOJTBEPKAAIOIIUX HEO0OXOIUMOCTh
YTOUHEHHs JIaHHBIX, YIOJHOMOYEHHBIH (QenepanabHblii OpraH MCIOJHHUTEIbHON BIIACTH B CPOK, HE
MPEBBILIAIOIIMM JBAAIATH BOCBMH pabO4YMX AHEW CO JHS MOCTYIJIEHUS TAKOTO OOpalleHHsl, BHOCUT
U3MEHEHUs B PA3peIleHUe Ha IIPOBEACHUE KIMHUYECKOTO UCCIEN0BaHUs JIEKAPCTBEHHOIO IIpenapara s
MEIUILMHCKOTO NPUMEHEHUS W PpEeecTp BBIAAHHBIX pa3pelleHU Ha IPOBEACHHE KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpENapaToB, a TaK)Ke HANpaBisSeT B JIMYHBIA KaOWHET 3asBUTENS B
€AMHOM CHCTEME BBINMCKY M3 pPEECTpa BBIAHHBIX pa3pelIeHUH HAa NPOBENCHHE KIMHUYECKHUX
UCCIIC/IOBAaHUM  JIGKAPCTBEHHBIX  MPEnapaToB, IOANUCAHHYIO YCHUJICHHOM  KBadM(pUIUPOBAHHOMN
AJEKTPOHHON MOJNMUCHIO, MO0 MPUHUMAET pelieHre 00 OTKa3e BO BHECEHUHM M3MEHEHHH B pa3pelieHHe
Ha [POBEJCHUE KIMHUYECKOIO WCCIECJOBAaHUs JICKAPCTBEHHOIO IIpernapara Uil MEIULMHCKOIO
MIPUMEHEHHUS U HAIIPABJISET B JIMYHBIA KaOMHET 3asBUTEINS B €IMHOM CUCTEME 3TO pelIeHHe, MOAMMCaHHOe
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

YCUJICHHOH KBaJIM(UIIMPOBAHHOM JIEKTPOHHON MOAMHKCHIO, C YKa3aHHEM MPUYUH OTKa3a.
(dactp 8.2 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYnonHOMOYEHHBIH (enepanbHbIii OpraH HCIOJHUTEIBHOH BIACTH ONMYyOJMKOBBIBAET U
pasMmemaer Ha cBoeM oduIHaTbHOM caiTte B cetd "MHTepHET" COOOIIeHHME O 3aBEpIICHHH,
IIPUOCTAHOBJICHUU WJINM IPEKPALICHUM KJIMHUYECKOTO MCCIEN0BaHUS JIEKApCTBEHHOIO Ipernapara i
MEAHUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIONINK MATH paboYnX THEH co JHS €ro mojydyeHus, B
YCTaHOBJIEHHOM UM IOPSKE.

10. YnosHOMOYeHHBIH (enepanbHbIi OpPraH HCIOTHUTEIBHOW BIIACTH OCYIIECTBIISCT BEICHUE
peecTpa uccienoBaTesiei, IpOBOASIINX WIM IPOBOAMUBIINX KIMHUYECKUE UCCIIEI0BAaHUS JIEKAPCTBEHHbIX
MpernapaToB Ui MEAMIMHCKOIO MPUMEHEHHUS, B COOTBETCTBUU C YTBEPKICHHBIMU MM IpaBUJIaMU U
pasMeliaeT ero Ha cBoeM O(HIMaIbHOM caiite B cetd "VHTepHET" B YCTaHOBIEHHOM MM IOPSIKE.
VYka3aHHbBIN peecTp COAepKUT HH(POPMALIKIO, TPETYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOALICH CTaThU.

11. Otduer o pe3ynabTaTax KIMHHYECKOTO MCCICIOBAHUS JICKAPCTBEHHOIO TIpemnapara mJis
MEIMIMHCKOr0 MPUMEHEHHS COCTABIIACTCS OpraHU3alMel, yKa3aHHOW B 4acTH 3 CTaTby 38 HACTOALIETO
denepanbHOTO 3aKOHA, W TMPEACTABISIETCS B YIIOJIHOMOYEHHBIH (hefepanbHblii OpraH WCIOIHUTEIbHOM
BJIACTH, BBIJABUIMM pPa3pelICcHUE Ha IPOBEIEHUE ITOrO0 HMCCIEJOBAHMS, B CPOK, HE IPEBBILIAIOIIUI
ABCHAAUATH MCCALCB CO [JHA €Tr0o 3aBCPUICHHA, IMPUOCTAHOBJIICHHA WKW MNPCKpallCHUA, B IIOPAIKE,
YCTaHOBJICHHOM YIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM HMCIOJIHUTEIBHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

12. Hapymenue mnpaBuil Hajajiexalled KIMHUYECKOH NpakTHKH, (anbcudukanus pes3ysibTaToB
KIIMHUYCCKOI'o HCCICAOBaHUA JICKAPCTBCHHOI'O IIpcriapara AJid MCOAWIUWHCKOIO IMPUMCHCHHSA BJICKYT 3a
co00# OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHO/aTeNbCTBOM Poccuiickoit deneparum.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. IIpu npoBeIeHNH KIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO MIpenapara sl MEJUIUHCKOTO
MIPUMEHEHHUSI JTOMYCKaeTCsl 3a00p y MAIMEHTOB OMOJOTMUYECKUX MaTepHayioB (00pa3iibl OMOJIOTUYECKUX
KHUJKOCTEH, TKaHEeW, CEKPeTOB U MPOAYKTOB >KU3HENEATEIBHOCTH 4YeNOBEKa, (U3HOIOTHUECKUX H
MaTOJIOTHYECKUX BBIJCICHUH, MAa3KOB, COCKOOOB, CMBIBOB, MUKPOOPTAaHU3MOB, OMOTICHIHBIN MaTepuan)
g ux u3ydeHus B Poccuiickoit @enepannu u (uim) 3a npeaenamu Poccuiickoit @enepamum.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

14. Tlopsimox BBO3a B Poccuiickyro denepannio u BbIBO3a 3a mpenenbl Poccuiickoit deneparnuu
OMOJIOTUUECKMX  MaTepuajoB, TIOJYYCHHBIX TIPU MPOBEACHUH  KIMHUYECKOTO  HCCIEIOBaHUS
JICKapCTBEHHOI'0 IIperapara Uil MEIMIMHCKOrO IPUMEHEHUs, YyCTaHaBiauBaercs IIpaBUTENnbCTBOM
Poccuiickoit ®enepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 41. [loroBop 0 NpoBeAeHUU KITMHMYECKOro uccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeAULUUHCKOro NpuMeHeHus

1. Kmmanmueckoe HCCIICAOBAHUE JICKAPCTBCHHOI'O IIpe€rapara I MEAWUIUWHCKOIO IPUMCHCHUA
MMpOBOAUTCA B COOTBETCTBUU C JOTOBOPOM O MPOBCACHUHN KIIMHUYCCKOI'O UCCICAOBAHUA JICKAPCTBECHHOT'O
nmpemnapara i MEAWLOUHCKOTO IMPUMCHCHHUA, 3aKIH0YaCMbIM MCKIY opraHmauI/Ieﬁ, HOJ'Iy‘IPIBH.IGfI
paspCiCcHuC YIOJIHOMOYCHHOI'O (be;[epanLHoro opraHa HUCIIOJIHUTEILHON BJIacTH Ha OopraHu3anuro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MPOBEACHUSI TAKOTO KCCIIEOBAHUSA, M MEIUIIMHCKON OpraHu3anuen, OCYIIECTBISIIONICH MpOBeIeHUE
TaKOT'0 UCCIICIOBAHMUS.

2. I[OI‘OBOp O MPOBCACHUU KIMHHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOTO Mpfcrapara i
MCIUIHUHCKOI'O IPUMECHCHUS JOJKCH COACPKATD:

1) yciioBus ¥ CpOKHU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) OIMpCACIICHUC 06HICI>1 CTOMMOCTHU IIpOrpaMmbl JAaHHOI'O HCCICAOBAHHA C YKA3aHUCM CYMMDBIL,
Hpe):[Ha3Haan01ueI71051 JJIA BBIIIJIAT UCCIICAO0BATCIAM, COMCCICA0BATCIISAM,

3) ompenenenue (Gopmbl MPEACTABICHUS PE3YyIbTaTOB JAHHOTO MCCIEA0BAHUS B YIIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCTIOTHUTEIIBHON BIIACTH.

CtaTtbs 42, duHaHcoBoe obecneyeHue KIMWUHU4YEeCKoro nccnepoBaHus
NleKapCTBEHHOro npenapara aAna MeauLUUHCKOro NpuMeHeHus

dunaHcoBoe oOecHeyeHHEe KIMHHUYECKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara IJId
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpenctB deaepalbHOTO OKOKETA;

2) cpeAcCTB OpraHu3aluii, NOJYyYMBIIMX pa3pelieHHe Ha OpraHU3alMI0 IPOBEACHHUS JaHHOI'O
HCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUAMU JOTOBOPA O €r0 IIPOBEACHUH;

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoii denepalinu ICTOYHUKOB.

Cratbsa 43. I'IpaBa naumeHToB, Yy4dYacTBywWUX B KIIMHUYEeCKOM wuUccriegoBaHuun
JNNIeKapCTBeHHOro npenaparta agnd meaguUMHCKOro npuMmeHeHunsA

1. VYwuacrtue MManueHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpcliapara I
MCIUIUHCKOI'O IPUMCHCHUS ABJISACTCSA 2106pOBOJ'II>HBIM.

KoncynbrantlLitoc: mpumeyaHue.
C 01.01.2025 B a63. 1 u. 2 ct. 43 BHOCsATCa u3meHeHus (O3 ot 30.01.2024 N 1-®3). Cm. Oynyrmryro
PEAAKIIHIO.

2. TlauueHT WM ero 3aKOHHBIA MpPENCTaBUTENb JOJDKEH ObITh MH(OPMHUPOBAaH B NMUCHMEHHOMU
dopme:

1) 0 JICKapCTBCHHOM IIperiapare Mid MCIUIHHCKOr0 MNMPUMCHCHHA W CYIIHOCTU KIMHUYCCKOTIO
HCCIICAO0BaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) 0 6e30MacHOCTH JIEKapCTBEHHOTO Mpernapara il MEIUIIMHCKOTO MTPUMEHEHHUS, er0 OKUIAeMOM
3¢ (HEeKTUBHOCTH M CTENIEHU PUCKA IS MAIUEHTA;

3) 00 YCIOBUAX YUaCTH MalMCHTA B KIMHUYCCKOM UCCIICAOBAHUU JICKAPCTBCHHOI'O IMperapara JJid
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MCIUITUHCKOI'O IPUMCHCHU

4) 0 OCIM WM LOeIIX M MIPOAOJDKUTCIBHOCTH KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBEHHOI'O
npemnapara ajii MCIUIUHCKOTIO IPUMCHCHU,

5) o [neHCTBUSX MalMEHTa B Cllydae HENPEABUACHHBIX J(PQPEKTOB BIUSHUSA JIEKAPCTBEHHOIO
npenapara Jijisi MeAUIIMHCKOr0 PUMEHEHHS Ha COCTOSTHUE €T0 3/10POBbS;

6) 00 YCIIOBUAX 00513aTEJILHOTO CTpaxoOBaHMs XXU3HU, 3A0POBbA MMALUCHTA,

7) 0 TapaHTHIAX KOH(bI/II[GHLII/IaJIBHOCTI/I ydqaCTus IMalueHTa B KIMHUYCCKOM HCCICIOBAHUU
JICKApCTBECHHOT'O IIpfriapara JJisd MCIUIIUHCKOI'O IIPUMCHCHU .

Koncynprantl[toc: npumeyanue.
C 01.01.2025 4. 3 cr. 43 uznaraercst B HoBoM penakuuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyayuryro
pEeAAKIIHIO.

3. HO6pOBOJ’ILHOC COorjIaCue InmalueHTa Ha y4aCTUC B KIIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBECHHOI'O
npemnapara i1 MCAUIHUHCKOrO IMPHUMCHCHUS IOATBCPKAACTCA €T0 IMOAINMMUCHBIO HIIKM IMOAIMUCBIO €TI0
3daKOHHOTI'O ITPCACTABHUTCIIA Ha I/IH(1)OpMaI_II/IOHHOM JIUCTKC ITallUCHTA.

4, HaIII/IeHT WIM €Tr0 3aKOHHBLIN NpeaACTaBUTCIIb HMMCCT IIpaBO OTKa3aTbCA OT Y4YaCTUA B
KIIMHUYCCKOM HMCCICAOBAHHUHN JICKAPCTBCHHOI'O IIpCriapara AJId MCIAWUIHUHCKOI'O IIPUMCHCHHA Ha 000
CTaguu IMMPOBCACHUA TaAKOI'0 UCCICAOBaHMA.

KoncynbrantlLitoc: mpumeyaHue.
C 01.01.2025 B 4. 5 ct. 43 BHOcsaTca u3MeHenus (D3 ot 30.01.2024 N 1-®3). Cm. Oynymryro
PEAAKIIHIO.

5. IlpoBenaeHne KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpenapara Uil MEJULHUHCKOTrO
IIPUMEHEHHUS C yJ4aCTHEM B KAa4e€CTBE MALMEHTOB JETEH OMYCKAaETCs TOJBKO C COIVIacUs B MMMCHbMEHHOU
dbopme ux poaurTenel, ychlHOBUTENEH. JleTH MOryT paccMaTpuBaThCsl B KayeCTBE MOTEHI[MATbHBIX
NAIMEHTOB TAKOI'0 UCCIEeI0BaHUs, TOJIBKO €CIHM €ro MPOBEACHNE HEOOX0AUMO Ul YKPETIJICHUS 310pPOBbs
JeTe Wiu NpouIakTUKY MH(QEKIMOHHBIX 3a00J€BaHU B IE€TCKOM BO3pacTe JIMOO €ClIM LENbI0 TaKoro
UCCIJIEIOBAHMsl SIBJISETCS IMOJYyYEHUE JAaHHBIX O HAaWIydlled JO3MPOBKE JIEKAPCTBEHHOIO IMpernapara Juis
JedeHus Jered. B 3THX cilydasX TakoMy HCCIEAOBAaHUIO JOJDKHO IIPEAIIECTBOBATH KIMHUYECKOE
HCCIIEIOBAaHNE JIEKapCTBEHHOTO Ipernapara Uulsi MEAMIMHCKOIO IPHUMEHEHHUS Ha COBEPIIECHHOJIETHUX
IPKJAaHaX, 3a MCKIOYEHUEM CIIy4aeB, €CJIIM HCCIEAYyeMbId JIEKapCTBEHHBIM Ipenapar Juist
MEIUILIMHCKOTO IIPUMEHEHUS IIpeIHa3HaYCH UCKIIIOYUTEIIEHO I E; MCIIOJIb30BaHUS
HECOBEPIICHHOJETHUMH I'PAKJaHAMU.

(B pen. denepanbhoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTCﬂ MOPOBCACHUC KIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O Iperapara IJId
MCIUIUHCKOTI'O IPUMCHCHUS C YIACTUCM B KAUYCCTBC MAIlUCHTOB!

1) nereli-cupoT U JeTeil, ocTaBmIKUXCs 0€3 MONeuYeHus poIuTeNei;
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) JKCHIIUH B TMEpUOJ OCEPEeMEHHOCTH, JKEHIIMH B TMEPHOJ TPYAHOrO BCKAPMIIMBAHHS, 32
HCKIIFOYEHUEM CIIy4aeB, €CJIHM IPOBOJIUTCA KIMHUYECKOE HCCIENOBAaHUE JIEKAPCTBEHHOrO IIpernapara,
MPEeIHA3HAYEHHOTO JUIsl YKA3aHHBIX JKEHIIMH, IPH YCIOBUU HEOOXOAMMOCTH IMONY4YeHHs] MH(DOpMAIu
TOJBKO BO BpPEMsl MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIEIOBAHUM W MPUHATHA BCEX
HEOOXOIMMBIX MEp IO HCKIIOUEHUIO PUCKAa HAHECEHHWs Bpela JKEHIIMHE B IMEpPHOJ] OSpPEeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUS, IIJIOY WIH PEOCHKY;

3) BOCHHOCIYXAaIllUX, 3a MCKIIOYEHHEM CIIy4aeB IPOBEACHUS KIMHUYECKOIO HCCIEI0BaHUs
JIEKapCTBEHHOI'0 IpernapaTa, CHelMalbHO pPa3pabOTaHHOrO [yl NPUMEHEHHMsS B YCIOBMSX BOEHHBIX
JCWCTBUHM, 4Ype3BbIUANHBIX CHUTyalMid, NPOPUIAKTHKH W JiedeHUs 3a00JIeBaHMA U TOpPAXKECHUH,
IOJYYEHHbIX B  pe3yJibTaTe BO3ACHUCTBUS  HEOJAroNpUATHBIX  XMMUYECKHUX, OHOJIOIMYECKHX,
panuanoHHbIX (akTopoB. KimHMYeckoe HCClieoBaHME TaKOTo JIEKAPCTBEHHOTO Iperapara MOKET
IIPOBOAMTHCS C yYaCTUEM B Ka4E€CTBE ITALIMEHTOB BOCHHOCIYKAIUX, 3a HCKIIOUEHUEM BOCHHOCIYKAIUX,
IIPOXOSAIINX BOCHHYIO CIYX Oy 1O NMPU3bIBY, C COOIIOACHUEM TPeOOBaHUM, YCTAaHOBJIECHHBIX HACTOSIIUM
@DenepalbHBIM 3aKOHOM B OTHOLIEHHMH I'PaXIAHCKUX JIMLL;

4) cOTpYIHUKOB [TPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHUE B MECTax JIMIIEHUS CBOOOJBI, a TAKXKE JIMI, HAXOIAIIUXCS IO
CTpa)Ke B CIIEJCTBEHHBIX H30JIATOPaX.

KoncynbrantlLitoc: mpumeuaHue.
C 01.01.2025 B 4. 7 ct. 43 BHOcsarca u3MeHenust (D3 ot 30.01.2024 N 1-®3). Cm. Oynymryro
PEIaKIuIO.

7. JlomyckaeTcs IpOBEJCHHE KIMHUYECKOIO HCCIECAOBAaHMUS JIEKAPCTBEHHOIO IIpernapara JIjs
MEIULMHCKOTO MPUMEHEHHsI, TpeTHa3Hau€HHOr 0 JJIs1 JIEYeHUs ICUXUYECKUX 3a00JIeBaHUH, C y4aCTHEM B
KauecTBE MAI[MEHTOB JIUI[ C IICUXUYECKUMHU 3a00JI€BaHUSAMH, IPU3HAHHBIX HEJIEECTIOCOOHBIMH B TIOPSKE,
YCTaHOBJIIEHHOM  3aKkoHoJaTenbcTBoM — Poccuiickont  ®enepanuu.  KimHumdeckoe — ucciiejoBaHHe
JIEKapCTBEHHOI'O Ipernapara B 3TOM CiIy4ae MPOBOJUTCS MPH HAIWYUM COIJIacHs B MUCbMEHHOU (opme
3aKOHHBIX MPECTaBUTENEN YKa3aHHBIX JIULI.

Cratba 44. OOs3atenbHOe CTpaxoBaHWe XXU3HW, 300pPOBbA  MNaLUEHTa,
yyacTBylLWeEro B KINMHUMYECKOM WCCNefoBaHMM JeKapCTBEHHOro npenaparta Ans
MeAULMUHCKOro NPUMeHeHUs

(B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranuzanus, NOMy4YWBINAs pa3pelieHHe Ha OPraHU3alUi0 TPOBEIACHUS KIUHUYECKOTO
WCCIIEIOBaHMs JIEKAPCTBEHHOTO Tpenapara s MEIUIIMHCKOTO TMPUMEHEeHMs, o0s3aHa B KadecTBe
CTpaxoBaTessl CTPAaxOBaThb PHUCK MPUUYMHEHHUS Bpelda >KU3HHU, 3/I0POBBIO TNALMEHTa B PE3YJbTATe
MPOBEICHUS KIIMHUYECKOIO0 UCCIIEIOBaHU JIEKapCTBEHHOr0 Ipenapara JJisi MEAULIMUHCKOTO IPUMEHEHUS
3a CBOM CUeT MyTeM 3aKJII0UEHUS 10r0BOpa 003aTeIbHOTO CTPaXOBaHUSI.

2. OOBekTOM 003aTeILHOrO CTpaxoOBaHUA SBJISACTCA HMymeCTBCHHLIﬁ HWHTCPCC IalluCHTA,
CBSI3aHHBIN C MNPUIUHCHUEM BpEaa €ro XMU3HW UKW 310POBBI0 B PE3YIbTATC MPOBCACHHUA KIMHUYCCKOTO
HCCIICAO0BaHUA JICKAPCTBCHHOI'O IIpCriapaTta AJjid MEAUIUHCKOTO IIPUMCHCHU .
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3. CTpaxoBbIM CIIy4aeM IO JOTOBOPY 00513aT€ILHOTIO CTPAXOBaHUS SIBJISICTCS CMEPTh MallMeHTa UIu
YXYIIICHUE €T0 370POBbs, B TOM YHCJIE BJICKYIIEEe 32 COOOW YCTaHOBIICHHE MHBAIHIHOCTH, IPH HAJTHYUU
HpH‘IHHHO-CJ’IC[{CTBGHHOﬁ CBA3M MCXKAY HACTYIUICHUEM J3TOr0 COGBITI/ISI U y4daCTHCM TIIallUCHTa B
KIIMHHYECKOM UCCIICIOBAaHUHU JICKAPCTBEHHOTO TIpernapara.

4, Tp€6OBaHI/ISI O BO3MCHICHUMM BpCld, NPUYXMHCHHOI'O JKWU3HHW WKW 3J0POBBIO ITallUCHTA,
NpCaABABIIAOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX I'paXaAaHCKUM
3aKOHOJAaTCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIIJIATHI 11O IOT'OBOPY 00513aTeNLHOr0 CTpaXxoBaHHA COCTABJIACT:

1) B ciydyae cMepTu MalyeHTa JBa MUJUIMOHA PyOJiel Ha KaXI0ro IMalleHTa, y4acTBOBABILEIO B
KIIMHUYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOIO IIpenapara;

2) npu yXyALLIEHUU 3]J0POBbs MAlIUEHTA!

a) TIOBJIEKILIEM 3a COOOM yCTaHOBJIEHHE WHBAJIUTHOCTU | Ipynmbl, OAMH MWLIHOH MSATHCOT ThHICSY
pyOnelt Ha KaxAO0ro IMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekiieM 3a cCOoOOM yCTaHOBJIEHHWE WHBAIUAHOCTH Il Tpynmel, oAMH MWUIMOH pyOsier Ha
KaXXJIOTO MAaIllMeHTa, Y4aCTBOBABIIETO B KIMHUYECKOM HCCIICAOBAHUH JICKAPCTBEHHOTO MPEIapara;

B) IOBJEKIIEM 3a co0oil ycraHoBieHHe HHBaJugHOCTU III rpynmsl, maTbcoT ThICSU pyOieil Ha
Ka)KJOro MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIEOBAHNH JIEKAPCTBEHHOT'O IIPENapara;

I') HE TIOBJICKIIEM 32 COOOHM YCTaHOBJICHUSI MHBAJIMIHOCTH, HE OOJiee YeM TpHCTa ThICSY pyOsel Ha
KKJOro TMalueHTa, Y4acTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO IIperaparta,
WUCXO/sI W3 HOPMATHBOB, OTPAXKAIOUIUX XapakTep M CTENeHb MOBPEXKICHUS 3J0POBBS, a TaKkKe
(aKTUYECKH TIOHECEHHBIX TMAllMeHTOM pPAcXOJI0B, BBI3BAHHBIX IOBPEKICHUEM 3/I0pPOBBS, Ha
MEIUIIMHCKYIO TIOMOIIb, TPHOOPETEHHUE JIEKAPCTBEHHBIX MTPEMapaToB.

(mm. "r" B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 rona. - @enepanbublii 3akon oT 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00513aTeIIbHOTO CTpaxOBaHUAd HE MOIKET OBITh MCHEC, UYCM CPOK IIPOBCIACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpLCIiapara.

8. VYcnoBusi moroBopa 00s3aTeNFHOTO CTPAaXxOBaHUSA, B TOM YHCIE CTPaxoBble TapU(bl IO
00s13aTEeIbHOMY CTPaXxOBaHUIO, MEPEYCHh HEOOXOIUMBIX JOKYMEHTOB JUIsl OCYIIECTBIICHUS] CTPaxoBOMH
BBITUIATHI, TOPSAOK YCTAHOBIIEHUS CTpaxoBaTelleM WHIWBUIYaIbHOTO HACHTU(UKAIIMOHHOTO KO/a
ManucHTa, Mopsa0K I/IH(l)OpMI/IpOBaHI/Iﬂ CTPAaxoBaTCJIEM CTpaxXOBIIHMKA O IMMPHUBJICYCHHBIX K KIMHUYCCKOMY
HCCIEOBAHUIO JIEKAPCTBEHHOTO MpernapaTta Uil MEAMIIMHCKOIO NPUMEHEHUs MNalMeHTaxX, MOpsAJIOK
YI1aThbl CTanOBOﬁ MMpEMHHU, MMOPAAOK p€aiu3aliu OIPCACICHHBIX HACTOAIIUM CDC}IGPEUIBHBIM 3aKOHOM U
apyrumu  (enepanbHBIMM 3aKOHAMH TpaB W OOS3aHHOCTEH CTOPOH MO JIOTOBOPY 00s3aT€IBHOTO
CTpaXxOBaHHsA, a TaKXKXC HOPMATHBBI, OTpaXXalOMUC XapaKTEp W CTCICHb IMOBPCKACHHUA 3O0POBbA,
yCTaHABIUBAIOTCS TUTIOBBIMHU MIPABHIIAMU 0053aT€TFHOTO CTPaXOBAHUSI.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

9.B CJIydac NpUYUHCHUA BpE€aa XU3HU MMAIUCHTA, YHaCTBOBABIICTIO B KIIMHUYCCKOM HUCCICAOBAHUN
JICKApCTBECHHOI'O IIpf€riapara, BBIFO,Z[OHpI/IO6peTaTeJ'IHMI/I o J0roBopy 00513aTEJIbHOTO CTpaxoBaHUA
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUEC BpClda B Cliydac¢ CMCPTH KOpMWJIbLla B
COOTBETCTBHH C TIpaXAaHCKUM 3aKOHOJAATCIbCTBOM, IIPH OTCYTCTBHM TaKUX TIpaXXdaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICIo MmanuveHTa, y4aCTBOBABHICIO B KIIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O
mnmpemnapara, B ClIyda€ CMCPTH MalMEHTA, Y4YaCTBOBABIICTO B KIMHHUYECKOM  HCCICAOBAHHUUN
JICKApCTBCHHOT'O IpfrapaTta U HC HMMCBIICIO CAMOCTOATCIBHOI'O O0XOId, - IpakAaHC, Ha WKIAWBCHUU
KOTOPBIX OH HaxoAWJICsA, B OTHOWICHHMHM BO3MCHICHUA PacXxoaoB Ha norpe6eHHe nanucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCIiapara, - JIMIO, ITOHCCHICC TAKHC
PacxoJbl.

10. CTanOBaSI BblIlJIaTa B CUCT BO3MCHICHHA BpCad, IMNPUYMHCHHOI'O JKHU3HU IIAlIUCHTA,
Y4aCcTBOBABIICTO B KIMHHYCCKOM HCCICIOBAHHU JICKAPCTBCHHOI'O IIpC€riapara, paclupeaciIsACTCa MEXKAY
BI)II‘OI[OHpI/IO6pCTaT€JI$IMI/I MMPONMOPHUOHATIBHO UX KOJIMYECTBY B PABHBIX JOJIAX.

11. Ilpum HacTymieHuu CTPaxoBOrO cCiydass NalUEeHT, Y4YacTBOBAaBUIMM B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BbIFOJONpPUOOpeTaTeNb  BIpaBe  MPEAbIBUTH
HEMOCPEJCTBEHHO CTPaXOBILUKY TpeOOBaHUE O BO3MELIEHUN NPUUMHEHHOro Bpeaa. CTpaxoBas BbIILIaTa
OCYILIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHHE TPUJILATU JHEH €O JHS MPEACTaBICHUS HEOOXOIMMBIX
JNOKyMEHTOB. [lanueHT, y4acTBOBABIINM B KIMHUYECKOM HUCCIEA0BAHUU JICKAPCTBEHHOIO IIpenapara, Ui
BBITOJIOTIPHOOpETaTeNh 00s53aH COOOMIMTH CTPAXOBLIMKY JUIS OCYHICCTBICHHS CTPAXOBOH BBITUIATHI
WH/IMBUYaJIbHBIA UACHTU(PUKAIIMOHHBIN KOJ| TAlMEHTa, YCTAHOBJIEHHBIN CTpaxoBaTejIeM B COOTBETCTBUU
C TUIOBBIMU NPaBUJIAMH 00SI13aTEJIBHOTO CTPAXOBaHUS.

12. Jlo mosHOro ompeeneHus pa3Mepa IOJUIeKAIIero BO3MEIEHUI0 Bpeda CTPaxoBIIMK I10
3asBJICHUIO NAI[MEHTA, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIEAOBAaHUM JIEKAPCTBEHHOIO IIperapara, uiu
3asBJICHUIO BBITOAOIPUOOpETATENS BIPABE OCYILECTBUTh YaCTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOLLYIO
(bakTUYECKH ONpeeIeHHON YacTH NPUUYMHEHHOTO Bpe/a.

13. CTanOBaSI BbIIlJIaTa B  COOTBETCTBUU C JOrOBOPOM 00513aTeNBHOTO CTpaxOBaHUA
OCYIICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, MPUYUTAIOIINUXCS 11O APYTUM BHUJaM CTpaxXOBaHHA.

14. He pomyckaeTcs ydvacThe TAllMEHTa B MPOBEACHUU KJIMHUYECKOTO HCCIICIOBAHHS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBUHU JIOTOBOPA 0053aTEILHOTO CTPAaXOBAHUSI.

15. KoHTponp 3a HCIOJIHEHHWEM OpraHM3alMel, MOJY4YMBIIEH pa3pelleHUe Ha OpraHHU3alUIo
MIPOBEJICHUS KIIMHUYECKOIO MCCIIEeI0BaHuUs JIEKapCTBEHHOIO Mpenapara Jyuisi MEIULUHCKOTO PUMEHEHUS,
YCTAHOBJICHHOI HacTosIIel cTaTheil 00S3aHHOCTU MO 00S3aTEIbHOMY CTPaXOBAaHUIO JKU3HH, 3/10POBbS
ManueHTa, Y4acTBYIOLIEro (y4acTBOBABIIETr0) B KIMHUYECKOM MCCIEJAOBAHUU JIEKAPCTBEHHOIO
npernapara, OCYIIECTBISIETCS YIOJHOMOUYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTEIBHON BIIACTH,
BBIIABILIMM pa3pellieHHue Ha MPOBE/ICHNE KIMHUYECKUX MCCIEI0BAaHUMN JIEKapCTBEHHBIX MpENnaparoB IS
MEAULMHCKOTO IPUMEHEHMUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
Crtatbs 45. [Mpou3BoACTBO NeKapCTBEHHbIX CpeacTB

1. HpOI/IBBOIlCTBO JICKAPCTBCHHLIX CPCACTB JOJIKHO COOTBCTCTBOBATH Tpe6OBaHI/I${M ImpaBuJI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

HaJJIeXAaIeld MPON3BOJACTBEHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPraHOM
UCIOJMHUTENBbHOM BracTH. Oco0EHHOCTH Mepexo/ia MPOU3BOICTBA OT/CNIbHBIX JIEKAPCTBEHHBIX CPEICTB K
WX TPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSMHM MPABUI HAJICKAIIEH MPOU3BOJACTBEHHON MPAKTHUKU
yctanaBiauBatotcs IIpaButensctBom Poccuiickoit denepanuu. Bbigada 3akiaodyeHU O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM TPABHJ HaJJIekKAIIed IPOU3BOJICTBEHHOM
MPAKTUKU OCYILIECTBISAECTCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHUS ITPOU3BOAUTENICH JIEKAPCTBEHHBIX
CpPEACTB B moOpsnKe, ycraHoBiaeHHOM IIpaButenscrBom Poccuiickonn ®enepaunu. Pasmep martel 3a
BbIIauy 3aKIIOYEHHUS O COOTBETCTBUHM IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHUSM IPaBUII
HaJUIe)Kallled  IPOM3BOACTBEHHOM IPAaKTHKM  ycraHasiusaercs  [IpaBurensctBom — Pocculickoin
®enepaunu. [lopsaok opraHuzanuy U NPOBEACHUS MHCIEKTHUPOBAHUS IPOU3BOIUTENEH JIEKApCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBaHUSM TMpaBUJI HaJJIeKalled MPOU3BOJACTBEHHON MPAKTHKU
yctanaBiuBaercs [IpaButensctBoMm Poccuiickoit @epepanuu.

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IlpousBoxacTBo JsekapcTBEHHBIX cpelacTB B Poccuiickoit ®enepauuu  ocyuiecTBiseTcs
IIPOU3BOIUTEINISIMU JIEKAPCTBEHHBIX CPE/ICTB, UMEIOIIMMU JIMIEH3UI0 Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHEe COOTBETCTBUS JIMLEH3MATa IIpaBUJaM HaJJIekKallel MpOU3BOJICTBEHHOM
IIPAKTUKU OCYILECTBIIAETCS B paMKax JIMLEH3MOHHOI'O KOHTPOJSI B COOTBETCTBUU C 3aKOHO/ATEILCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

(B pen. deaepanbhbix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jns ueneil JAUIEH3UPOBAaHUS MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB AJIS MEAULHUHCKOIO
IPUMEHEHHUsST U HMHCIEKTUPOBaHMS CYyOBEKTOB OOpAIlleHUs JIEKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBAaHUSAM TIPABUIT HAIJISKAIIEH TPOU3BOICTBEHHON MPAKTUKHU (eiepabHbIA OPTaH UCIIOJHUTEILHON
BJIACTH, OCYILECTBIAIOIUN TIOCYAAPCTBEHHYIO PETHCTpalMIO JIEKAPCTBEHHBIX IPENapaToB Ui
MEIUIUHCKOTO TPUMEHEHHUs, TPENOCTaBiIsieT (eaepalbHOMy OpraHy HCHOJHHUTEIBHOM BJACTH,
OCYILIECTBISIONIEMY (eaepalbHbli TOCYyJapCTBEHHBIN JIMIEH3UOHHBIH KOHTPOJb JESITEIbHOCTH 10
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB I MEIUILMHCKOTO INPUMEHEHHs, IO €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOT'0 MH(OPMALIMOHHOTO B3aUMOJEHCTBUS B MOPSJIKE, YCTAaHOBICHHOM (eaepalbHbIM
OpraHOM HCIIOJIHUTEJIBHON BJIACTH, OCYIIECTBIIIONIUM JULEH3UPOBAHNUE NPOU3BOJICTBA JIEKAPCTBEHHBIX
CPeACTB s MEIUIMHCKOIO TNpUMEHEHus, MU (¢eaepaabHbIM OpPraHOM HCIHOJIHMUTENBHOM BIacTH,
OCYHIECTBIISIOINUM TOCYIapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOTO
NPUMEHEHHMS, CIeIyIOlUe CBEeIEHHUs O JIEKAPCTBEHHBIX CpPEeACTBaX (B TOM 4YMCIE B Cilydae, €ClId TaKue
CBEJICHUSI COCTABIISIIOT KOMMEPUECKYIO TaliHy):

1) B oTHOIIEHUH (papMalleBTUYECKON CyOCTaHIIMHU MU (hapMaleBTHUECKUX CYOCTaHLIUM, BXOASIINX
B COCTaB JIEKAPCTBEHHOTO Mpernapara (3a UCKITIoYeHHEM (hapMalleBTUUECKUX CYOCTaHIUMM, BKIIFOUCHHBIX B
TOCYJJapCTBEHHBIM peecTp JEeKapCTBEHHBIX CPEJACTB B COOTBETCTBMM CO cTaThel 34 HacTosIero
®denepalibHOTO 3aKOHA):

a) HaUMEHOBaHMe (apMaleBTHUECKON CyOCTaHINH, €€ CTPYKTypa, 0OII1e CBOWCTBA;
0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTEINS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM cTaauii MMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTagudaXx IMPOU3BOACTBA,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

T') onMcaHue pa3paboTKH MpoIecca MPOU3BOJICTBA;

1) OITMCaHNe KOHTPOJISI KPUTUYECKUX CTANI MPOU3BOICTBA U MPOMEKYTOUYHOU MPOIYKIIHNH;
€) IOKYMEHTaJIbHOE TIOITBEPXKACHUE (BaIMIalIMsl) MPOIIECCOB U (UJTM) X OLIEHKA,

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnenudukanus Ha GapMaIleBTUIECKYI0 CYOCTaHIIMIO M €€ 000CHOBAHME;

K) aHaJWUTHYECKHE METOJUKH, WCIOIb3yeMble TIPH OCYIIECTBICHUH KOHTPOJII KadecTBa
(dhapmareBTHUeCKON CyOCTaHITNH;

JI) AOKYMCHTAJIBbHOC MOATBCPIKIACHUC (Bannaaum[) AHAIUTUYCCKUX MCTOJUK, HCIIOJIIB3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBa (bapMaHeBTH‘ICCKOﬁ CY6CTaHI_[I/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHMl (hapMaIleBTUUECKON CyOCTaHIINH;

H) MepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIIOJIb3YEMBIX MPU OCYLIECTBICHUN KOHTPOIS
KayecTBa,

0) OMKCAaHNE XapAaKTEPUCTUK U CBOMCTB YIAaKOBOUHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) IaHHBIC O CTA0MIBHOCTH (papMarieBTUIECKON CyOCTaHIIHH;

P) CPOK T'OJIHOCTH;

2) B OTHOILIECHUHU (papMaleBTUYECKUX CYOCTaHILMMI, BXOJIALINX B COCTaB JIEKAPCTBEHHOTO Mpernapara
U BKJIFOYEHHBIX B TOCYAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaTbel 34
HacToduero denepanbHOro 3aKoHa:

a) HaUMEeHOBaHMe (apMaleBTHUECKON CyOCTaHINH, €€ CTPYKTYypa, oOII1e CBOUCTBA,

0) HAaMMEHOBaHUE U a/Ipec TPOU3BOAUTEIIS;

B) pe3yJIbTaThl aHAJIN3a cepuil papMalleBTUYECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;

3) B OTHOIIEHUH JIEKAPCTBEHHOT'O Mpenapara il MeIUILIMHCKOTO IPUMEHEHUS:

a) OIMHUCAHUE U COCTaB JICKAPCTBCHHOTO ITperapara JJIs1 MCIUIIUHCKOT O IPUMCHCHUA

0) omnucanue ¢apMaleBTUUECKOH pa3paboTku (0OOCHOBaHME BBIOOpa COCTaBa, IEPBHUYHOU
YIaKOBKH);

B) TEXHOJIOTUs IPOU3BOJACTBA C OMHCAHUEM CTAJUM MPOU3BOACTBA U METOAOB KOHTPOJISI HAa BCEX
CTaJusX MPOU3BOJACTBA;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

I) ONHMCaHWE€ KOHTPOJS KPUTHUYECKUX CTaJuil Mpolecca IPOU3BOJACTBA U IPOMEKYTOUHOM
IPOAYKIHIH;

J1) HAUMEHOBAaHUE U aJIPEC MECTa OCYILECTBIIEHUS IIPOU3BOJCTBA JIEKAPCTBEHHOI'O IIpernapara s
MEIULUHCKOrO0 IPUMEHEHUs (B Cllydyae HaJIW4Msl HECKOJbKUX YYaCTHHUKOB IIpoliecca IPOU3BOJACTBA
YKa3bIBAa€TCs KaX/IbII U3 HUX);

€) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTEePUCTHUKH;

3) MaTepuanbHbIi OalaHC Ul IPOU3BOCTBA CEPUU TOTOBOTO MPOAYKTA;

1) OIIMCAHUE XapaKTEPUCTUK U CBOMCTB YIIaKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JIOKyMEHTaJIbHOE MOJATBEP)KACHHE (BaJIUAALMs) TPOLIECCOB MPOU3BOJCTBA U (MJIM) UX OLIEHKA;

1) TpeOOBaHUs K KAYECTBY BCIIOMOTaTEJIbHBIX BEUIECTB;

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YEMbIC TIIpU OCYHICCTBJICHHU KOHTPOJIAI Ka4YeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TIOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMbIX IIPpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCJIbHBIX BEIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTeIbHBIX BCIICCTB YCJIIOBCYCCKOI'O M KHBOTHOI'O
IMPOUCXOKIACHUSA,

H) I/IHq)OpMaI_II/IH 00 MCIOJIb30BaHUN HOBBIX BCIIOMOTaTEIIbHBIX BCIICCTB,

p) TpeOoBaHMS K KayecTBY JIEKQpCTBEHHOrO IIpermapaTa Uil MEAMIMHCKOIO NpPUMEHEHUs
(ceprudukar, cienudukanys Ha JeKapCTBEHHBIH Mpenapar U UX 000CHOBaHUE);

C) AHAIIMTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIPpU OCYHMCCTBJICHUHU KOHTPOJIA Ka4dYC€CTBa
JICKApCTBCHHOTO IIpenapara s MCAUIUHCKOTI'O IIPUMCHCHU A ;

T) JOKYMCHTAJIbHOC NOATBCPIKIACHHUC (Bannz[aum[) AHAIIUTUYCCKUX MCETOJUK, HUCIIOJB3YCMBIX IIPpU
OCYHICCTBJICHUU KOHTPOJISA Ka4€CTBaA JICKAPCTBCHHOTI'O IMpeTiapaTa i1 MCAUIUHCKOI'O IPUMCEHCHU A ;

y) pe3yJbTaThl aHATM30B CEPHI JIEKAPCTBEHHOTO Iperapara JUisi MEAUIIMHCKOTO TPHUMEHEHHS,
&) xapakTepucTHKa puMecei;

X) TMepeueHb CTaHJAapPTHBIX 00pa3loB, UCHOJIb3YEMBIX IMPU OCYIIECTBICHUM KOHTPOJS KayecTBa
JIEKApCTBEHHOTIO IIpernapara i MEIULIUHCKOrO IIPUMEHEHMS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOIO MIpernapara JUisi METUIIUHCKOTO PUMEHEHUSI.
(uactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3. IIpom3BoACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISAETCS C COONIOJEHHEM TpeOoBaHUN
MIPOMBIIIJIEHHOTO PerjlaMeHTa, KOTOPBIM yTBEPKAAeTCsl pyKOBOJUTENIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPEeACTB W BKJIIOYAaeT B ce0s MepeueHb HCIOJb3YeMbIX (hapMaleBTHUECKUX CyOCTaHUUH W
BCIIOMOTATENIbHBIX BEILIECTB C yKa3aHUEM KOJIMYECTBA Ka)KIOro W3 HHUX, JaHHBbIE 00 HCHOJIb3yeMOM
00OpYyZOBaHUM, ONMCAHHE TEXHOJOTHYECKOTo IpoIecca M METOJOB KOHTPOJII Ha BCEX JTamax
MIPOM3BO/ICTBA JIECKAPCTBEHHBIX CPEJICTB.

4. IIpu npon3BOJCTBE JIEKAPCTBEHHBIX MIPENAPATOB JIJIsI MEAULIMHCKOIO IPUMEHEHUS UCIIONb3YIOTCA
GbapManieBTUUECKHE CYOCTaHLMM, CBEIECHHUS O KOTOPBIX COZAEP)KATCS B TOCYJapCTBEHHOM peecTpe
JEKapCTBEHHbIX  CPEACTB  JUIsl  MEAMLIMHCKOIO  INpUMEHEHUus U (WIM) €IUHOM  PEecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelcTB EBpa3niickoro 5KOHOMUYECKOTO COK03a, 33 UCKIYCHUEM
(bapMareBTHYECKIX CyOCTaHIIHA, MPON3BOAMMBIX JUIS MPOBEICHHS KIMHUYECKUX UCCIEI0BaHUHN U (MIIN)
g okcnopra. [Ipm mpou3BOACTBE JEKAPCTBEHHBIX CPEACTB JJIA  BETEPUHAPHOIO ITPUMEHEHHUS
UCHOJIB3YIOTCS (hapMalleBTUUECKHE CYOCTaHLIMHU, CBEACHUS O KOTOPBIX COJIEP’KATCS B OCYAApCTBEHHOM
peecTpe JeKapCTBEHHbBIX CPEJCTB Ul BETEPUHAPHOTO NMPUMEHEHUs, U (MJIH) rocy1apCTBEHHOM peecTpe
JIEKapCTBEHHbIX  CPEACTB M  MEAMLIMHCKOIO  IMpPUMEHEHMs, U (WIM) eAUHOM  peecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpENnaparoB EBpa3HiiCKOro 3KOHOMHYECKOIO
cow3a, M (WIM) €AMHOM pEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpasuiickoro
HSKOHOMHUYECKOI0 COI03a, 3a MHCKIYEeHHEM (apMaleBTUYECKUX CyOCTaHIMH, HPOU3BOIUMBIX IS
MPOBEACHUS KJIMHUYECKUX HccheqoBaHui u (wiam) s dkcnopra. K mporeccy Mmpou3BOJCTBa
(bapMarieBTUUECKON CyOCTaHLIMU OTHOCSTCS JH0ObIE CTaMM TEXHOJIOTHYECKOT0 Ipoliecca, MO3BOISIONIUE
MIOJIYYUTh TOTOBBIA MPOAYKT, COOTBETCTBYIOIIMM TpeOoBaHUAM (papMaKONEWHON CTaTbu, B TOM YHCIIE
(bepMeHTaLus, SKCTPaKIMs, OUUCTKA, BbIACICHHUE, IepEeKPUCTAIIIM3ALlMs, BEICYIINBaHUE, U3MeIbueHue. B
cillyduae HEOOXOJUMOCTU MCIIOJIb30BaHUS OSTWIOBOTO CIHUPTa, B TOM uuciae (apMaleBTHUECKON
CyOCTaHIIMM CIHPTa 3TWIOBOrO (3TAHOJIA), NMPH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB B KauecTBE
JEMCTBYIOLIEro U (WIK) BCIIOMOTaTEIbHOTO BELIECTBA, a TAK)KE B MHBIX TEXHOJIOTMYECKUX LIENIAX JOKHA
OBITh UCIOJIB30BAHA TOJIBKO (hapMalieBTUUYECKasi CyOCTaHLUs CIIMUPTA STHIIOBOTO (3TAHOI).

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JIEKApCTBEHHBIX MPENapaToB s MEIUIMHCKOTO IMPUMEHEHHUS, B OTHOIICHUU
KOTOPBIX YCTAaHABJIMBAIOTCA TpeOOBaHUS K OOBEMY Taphl, YNAKOBKE M KOMIUIEKTHOCTH, I€peueHb
JIEKapCTBEHHBIX NPENapaToB JIIsl BETEPUHAPHOIO IPUMEHEHUS, B OTHOILIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOoBaHUs K 00BEMY Taphl, a TaKke TpeOOBaHUS K 00BEMY Tapbl, YIMAaKOBKE M KOMIUIEKTHOCTU
JIEKapCTBEHHBIX IpenaparoB i MEIUIMHCKOrO0 TpUMEHEHHs, TpeOboBaHUd K 0OBEMYy Tapbl
JIEKapCTBEHHBIX IPEMNAapaToB Ul BETEPUHAPHOIO IPUMEHEHMS ONPEIEIAIOTCS COOTBETCTBYIOLIMMHU
YIOJHOMOYEHHBIMU (eiepallbHBIMU OpraHaMU HCIOJHUTENIBHON BJACTU B MOPSJIKE, YCTaHOBIEHHOM
IIpaBurenscTBoM Poccutickoit denepanum.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzaiuy, OCYIIECTBIISIONIME IMPOU3BOACTBO (apMalleBTUYECKONH CYOCTaHIMU CIHPTa
STWJIOBOTO (3TaHOJA) JJsl MPOU3BOJCTBA CHHUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX MpErnapaToB, 00S3aHbI
OCYILIECTBIATh YUET B MOPSIJIKE, YCTAHOBIEHHOM cTaThsiMu 8 U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocymapcTBEHHOM peryIupOBaHUHU TPOU3BOACTBA M 000POTA ATUIIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHUPTOCOJEpKallel NpOAYyKIMM M 00 OrpaHHYEeHUM NOTpeOsieHus (paciuTus)
ankorojpHOM npoaykuuu'". [IponsBoncTBO GapMarieBTHYECKOM CyOCTaHIIMK CUPTA ATHIIOBOTO (3TaHOMA)
JOMYCKAeTCsl TOJBKO OpraHu3alMei, OCYIIECTBISIONIEH MPOU3BOACTBO PEKTU(UKOBAHHOTO ITHUIIOBOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CIMpTa W3 IMILEBOIO ChIpbS HAa OCHOBAHMM JIMLEH3UM Ha IPOU3BOJCTBO 3TUJIOBOIO CIHUpTa NS
IIPOU3BOJICTBA (hapMaLeBTUUECKOM CYOCTAaHIMM CIHMPTa 3TUJIOBOrO (9TaHONA) B COOTBETCTBUHM C
TpeboBanusimMu DenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBeHHOM
peryJaupoBaHUM IPOM3BOJACTBA M 000OpPOTa STHIOBOIO CIHPTA, AJIKOTOJBHOW M CHUPTOCOAEpIKallei
OPOAYKIIMM M 00 OrpaHMYeHHH MOTpeOieHust (PachuThs) AaJKOTOJIBHOW MPOAYKIUHU", METOAOM
pa3Be/ieHUs] BOJIOM OUYMILEHHON Takoro 3TWJIOBOIO CIUPTA, IPOM3BEAECHHOIO JJAHHON OpraHu3anuei mo
MECTY OCYIIECTBIICHHS IPOU3BOICTBA (papManeBTUUECKOI CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TAHOJIA).
(dactpb 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepalbHOTO 3aKOHA OT
27.12.2019 N 481-03)

4.3. UnnuBuayanabHble NpEANpUHUMATENIN U IOPUANYECKHUE JIMIA, OCYLIECTBIAIONINE 3aKYNKy U
UCIOJIb30BaHKE (DapMaIieBTUUECKON CyOCTaHIIMHM CHUPTa STHJIOBOTO (ITAHOJA), a TaKKe MPOU3BOJICTBO,
M3TOTOBJICHHE W (WiaM) o000pOT (32 MCKIIOUYEHHEM PO3HUYHOW MPOJAKU) CIIHPTOCOCPIKAIINX
JICKapCTBCHHBIX IPENapaToB, O0SM3aHbl OCYIIECTBISITH HMX Yy4eT H JICKIAPHPOBAHHEC B IOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa ot 22 HosiOps 1995 roma N 171-@3 "O
rOCy/IapCTBEHHOM PETYJIMPOBAHUHM TIPOM3BOACTBA M 0O0OpPOTa OSTWJIOBOTO CIHHUPTA, AIKOTOJIBLHOW W
CHUPTOCOJEpKAIIEH MPOAYKIIMH U 00 OTpaHHYEHUU MOTPeOIeHHs (PACTIUTHS) AIKOTOJILHON MPOAYKIMH".
(uactsb 4.3 BBeneHa DenepasibHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX IMPENapaToB JUIsi BETCPUHAPHOTO IPHUMEHEHUS
JOMyCKAeTCsl HCIIOJIb30BAaHUE TPOU3BEICHHBIX Ui peaau3aliu  (papManeBTUYECKUX CYOCTaHIIHIA,
BKJIIOUCHHBIX B TOCYJApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEJCTB YIIOJIHOMOYCHHBIM (eaeparbHbIM
OpPraHOM  HUCIIOJIHUTEIBbHOW BJIACTH, OCYIIECTBISIIOIIMM BEAEHHE TIOCYAAapPCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEJICTB IJISi MEAUIUHCKOTO IPUMEHECHHS.

(uactb 4.4 BBeieHa PenepanibHbIM 3ak0HOM OT 02.08.2019 N 297-03)

5. 3anpermaercs MPOU3BOICTBO:

1) nexapCTBEHHBIX CPEJICTB, CBEIACHHS O KOTOPBIX HE COJAEpKATCAd B IOCYAapCTBEHHOM pEECTpe
JIEKapCTBEHHBIX CPEICTB ISl MEIUIMHCKOIO NpPUMEHEHHs, U (MJIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB Ui  BETEPUHAPHOTO  MPUMEHEHMs, W  (WIM) €IUHOM  peecTpe
3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro sSKOHOMHUYECKOTO CO03a, U (M) eIMHOM
peecTpe  3aperucCTpUPOBAHHBIX  BETEPUHApPHBIX  JIEKAPCTBEHHBIX  HpenaparoB  EBpaswuiickoro
SKOHOMMYECKOTO CO03a, 332 MCKIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAMMBIX UISl IPOBEACHHUS
KJIIMHUYECKUX MCCIIEOBAHUM WM JUISl SKCIIOPTA;

(m. 1 B pen. @enepanbpHoro 3akoHa ot 24.07.2023 N 341-D3)

2) danbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexapcTBEHHBIX CPEACTB 0€3 JIMLEH3UHN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) neKapCTBEHHBIX CPEICTB C HAPYIICHHEM TPaBWJI OPTaHHW3allMd TMPOW3BOJCTBA W KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrparun cuiy. - ®enepanbHblif 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOCOAEPXKAIIMX JICKAPCTBEHHBIX IPENapaToB MO MECTY OCYILECTBJIEHHUS IMPOU3BOACTBA
(dapmaneBTUUECKON CYOCTaHIIMM CIHUpPTa 3TUIOBOrO (3TaHONa) W (WIM) MO MECTYy OCYIIECTBIICHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MIPOU3BOJICTBA ITUIIOBOTO CITUPTA;
(. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Koncynprantlntoc: npumeyanue.

®enepanbHbiM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOM penakuuu, Hopma I. 1.1 ct. 14.1 crapoil penakuuu @3 cooTBEeTCTBYeT HOpME II. 2 cT. 14.1
HOBOW peJlaKkIUu.

7) dapmaneBTHUECKON CyOCTaHIIMHM CIHPTa ITUIOBOTO (dTaHONA) W (WJIHM) CHUPTOCOJEPIKAIIIX
JIEKapCTBEHHBIX IpEnapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM OOOpYIOBAaHUU JJisi IPOU3BOACTBA
STHJIOBOTO CIHMPTA, yKazaHHOM B myHKTe 1.1 crateu 14.1 ®@enepanbpHoro 3akoHa ot 22 HosOps 1995 roxa
N 171-®3 "O rocymapCTBEHHOM pEryJupOBaHUU TPOU3BOJCTBA M 000pOTa ASTUIOBOTO CIIHPTA,
QJIKOTOJIBHOM ¥ CIHPTOCOJEpKALIeH TPONYKIMH M 00 OrpaHUYEeHUHM TNOTpeOseHus (paciuTus)
AJIKOTOJIbHOM MpoAayKIuu".

(. 7 BBeneHn PenepanpHbIM 3aKoHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TPaXJaHCKUH OOOpPOT YIOJIHOMOYEHHOE JIMIIO
MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPEACTB OCYILICCTBIIACT MOATBCPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IPU UX TOCYJApPCTBEHHOM PEruMCTpalMy, U TapaHTUPYET, 4TO
JICKApCTBCHHBIC CpCACTBAa INPOU3ZBCACHLI B COOTBCTCTBUHU C Tp€6OBaHI/I$IMI/I ImpaBuUJI H&I[JIC)K&IIICﬁ
IIPOU3BO/ICTBEHHOMN NMPAKTHKH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YHOJIHOMOYEHHBIM JIMIOM MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB SIBISETCS €ro pabOTHHUK,
aTTECTOBAHHBIN B YCTaHOBJICHHOM YIOJHOMOYEHHBIM (peiepaabHbIM OPraHOM HCIIOJHHUTEIBHON BIACTH
HOPSZKE ¥ UMCIOLINIT CTaX pabOThl HE MEHEE YeM IIATh JIET B 00JIACTH MPOU3BOACTBA U (JIH) KOHTPOJIS
KadecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00pa30BaHNE COOTBETCTBEHHO 10 OJHOM M3 CIeNUaIbHOCTEH
u (W) OJHOMY W3 HampaBlICHUH MOJATOTOBKH: OHWONIOTHs, OWOTEXHOJOTHUS, BETEPHHApUS,
BETCPHHAPHO-CAHUTAPHAS OKCIEPTU3a, KIWHUYECKAas MEIUIMHA, paJdallMOHHAs, XHMHYecKas |
Ouonoruyeckas 3ammra, papmarms, GyHIaMeHTaTbHas MEUIIMHA, XUMHUECKask TEXHOJIOTHS, XUMHUSL.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTeNnu JEKapCTBEHHBIX CPEICTB (3a UCKIIOUEHHEM (papMaleBTUYECKOH CyOCTaHLUU
CIIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISATH MPOAAXKY JIEKAPCTBEHHBIX CPEJICTB WIIM ITE€pEIaBaTh
UX B YCTAHOBJIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu nopsike:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ipyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUISl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3ansaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHU3alMsM, BETEPUHAPHBIM AaNTEUHBIM OpPraHU3alUsAM, WHIUBUIAYAIbHBIM
MpeaNpUHUMATENSIM, UMEIOIUM JIMIEH3UI0 Ha (papMaleBTUUECKYIO AESITeNbHOCTh WM JIMIIEH3HIO Ha

MCIUIHUHCKYIO NCATCIBHOCTD;

4) Hay4yHBIM OpraHU3aLUsAM JJI1 HAyYHO-UCCIIeI0BaTENbCKON padoThI;
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

5) MEIMLIMHCKUM OpraHU3alusM U BETEPUHAPHBIM OpraHU3alUsIM;

6) OpraHu3anusM W WHAMBHIYAIBHBIM TPEANPUHUMATENISIM, OCYIICCTBISIONUM pPa3BelICHHE,
BBIpAIlMBaHUE U COJEP)KAaHHE >KUBOTHBIX (32 MCKIIOYCHHEM TMPOJAKH WM (apMalieBTUIECKUX
CyOCTaHIIMI WJTK UX TIepeadHn ),

(n. 6 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) WcHbITaTeIbHBIM JlabopaTopusiM (IIEHTpaM), MPOBOIAIIMM HCHBITAHHS B OOJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEICTB, AaKKPEIUTOBAHHBIM B COOTBETCTBHM C 3aKOHOJIATEIbCTBOM
Poccutickoit deneparuu 00 akKpeIUTAIMKM B HAITMOHAJIBHON CUCTEME aKKPEIUTAIINH.

(n. 7 BBeneH @PenepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpowsBoaurenu QapmMameBTUYECKONH CyOCTaHIIMM CHOUpPTa ATHIOBOTO (3TaHOJA) OO0s3aHbI
OCYIIECTBISITh peaIn3anuio (1epeady B yCTaHOBICHHOM 3aKOHOJATelnbcTBOM Poccuiickoit deneparyu
nopsiike)  (hapmaneBTUYECKOW  CyOCTaHIIMM  CHOUpPTAa  ATHJIOBOTO  (3TAaHOJA)  TPOM3BOIUTEISIM
JIEKapCTBEHHBIX CPEJCTB IS MPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB, TPOU3BOIUTEISM (M3TOTOBUTEIISIM)
MEIUIUHCKUX U3ICIUH JIJTsl IPOU3BOJICTBA U U3TOTOBJICHUS MEIUIIMHCKUX U3JICNIUI B EMKOCTSIX 00BEMOM
He Oonee 1 mutpa u (wnm) He menee 1000 IUTPOB, a OpraHU3aIMsIM, YKa3aHHBIM B IyHKTax 3 - 5 u 7
YacTH 8 HACTOSIIEH cTaThH, B TApe 00beMOM He OoJiee 1 auTpa.

(gactp 9 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peamuszanusa (mepemaya B YCTAaHOBJICHHOM 3akoHOJaTelnbcTBOM Poccuiickoit deneparuun
nopsnake) (QapManeBTUYECKOW CYOCTaHIIMM CHHpPTAa STUWIOBOTO (3TaHONA) OpraHU3alusIM OINTOBOM
TOPTOBJIN JICKAPCTBEHHBIMH CPEJICTBAMHU HE JIOITYyCKACTCS.

(uacth 10 BBegena PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMM CIMPTA ATHIOBOTO (3TAaHOJA) OCYLIECTBIISIIOTCS C
coOnoieHneM TpeOOBaHUM, YCTAaHOBJEHHBIX a03alleM 4eTBEpThIM MyHKTa 3 crathu 9 DenepaiabHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjiMpOBaHUM IMPOU3BOJICTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHHPTOCOJEpXamedl MpoayKIMM M 00 OrpaHMYeHHHU
noTpebsieHus (pacuTHs) aIKOT0JIbHOM MpoayKiuu'.

(uacth 11 BBegena PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeAcTB

1. JlekapCTBEHHBIE Ipenaparbl, MPOLIEIIINE TOCYAapCTBEHHYIO PErHMCTPAllii0 B COOTBETCTBUU C
TpeOoBaHUSAMHU HacTosmiero denepaabHOrO 3aKOHA, 32 HCKIIOYEHHEM JICKApCTBEHHBIX MPENapaToB,
W3TOTOBJICHHBIX  aNTEYHBIMH  OpPraHM3ALUSAMH, BETEPUHAPHBIMHM  alTE€YHbIMM  OpraHU3alUsMH,
WHJIUBUIYAIbHBIMU MPEITPUHUMATESIMU, UMEIOIIMMH JIMIIEH3UIO Ha (DapMalleBTHUECKYIO JICSITEIIbHOCTD,
JIOJDKHBI IOCTYMATh B 0OpalleHue, eciu:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) Ha WX NEepBUYHOM YNAaKOBKE (32 HUCKIIOYEHHEM MEPBUYHOM YHNAKOBKH JIEKapCTBEHHBIX
PacCTUTEIBHBIX IPENapaToB) XOPOIIO YUTAEMBbIM MIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHHUE
JIEKapCTBEHHOIO Ipenapara (MEeXAyHapOAHOE HENAaTEHTOBAHHOE, WJIM TIPYNIUPOBOYHOE, WIH
XUMHUYECKOE, UJIM TOPrOBO€ HAaMMEHOBAaHKE), HOMEP CEpPHH, JaTa BBITyCKa (151 UMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX IMpenapaToB), CPOK T'OJHOCTH, JAO3MPOBKA WJIM KOHIEHTpauus, oObeM, aKTUBHOCTH B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

€IMHUIIAX JCUCTBUS WIH KOJIHMYECTBO J103;
(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-03, ot 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (NMOTPEOUTETHCKOW) YMAaKOBKE XOPOIIO YUTAEMBIM MIPHPTOM HA PYCCKOM
S3bIKE yKa3aHbl HaMMEHOBAHME JIEKAPCTBEHHOTO Ipemnapara (MeXAyHapoIHOE HEeMaTeHTOBAaHHOE, WIIU
TPYNIIUPOBOYHOE, WM XUMHYECKOE M TOProBO€ HAMMEHOBaHUS), HAUMEHOBAaHUE MPOU3BOJIUTENS
JIEKapCTBEHHOI'O IIperapara, HOMEp CepuH, J1aTa BBITyCKa (151 IMMYHOOUOJIIOTUYECKUX JIEKAPCTBEHHBIX
MpenapaTroB), HOMEpP PETUCTPALMOHHOIO YJIOCTOBEPEHUS, CPOK TOAHOCTHU, CHOCOO MPUMEHEHUS,
JO3UPOBKA WM KOHLIEHTpalus, o0beM, aKTHBHOCTh B €JAMHUIAX JEHUCTBUS JHUOO KOJUYECTBO /103 B
yIaKoBKe, JIEKApCTBEHHAs! ()OpMa, YCIOBHS OTITYCKa, YCIOBUS XPaHSHHSI, IPEIYIPEAUTEILHBIC HAITUCH.
(B pen. deaepanbubix 3akoHoB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-D3)

2. ®dapMareBTHUECKUE CYyOCTaHLMHU JOJDKHBI TMOCTyHaTh B OOpaleHue, €Cid Ha MX MEePBHYHOU
YIIaKOBKE XOPOILIO YUTaeMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
Cy6CTaHIII/II/I (MemnyHapozmoe HCIMATCHTOBAHHOC, WJIW TPYHNIIMPOBOYHOC, WJIIM XUMHUUYCCKOC U TOProBOC
HAaUMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOIUTENS (papMalleBTUUECKON CyOCTaHIIMU, HOMEP CEpUH U Jara
HU3TOTOBJICHUS, KOJIMUCCTBO B YIIAKOBKEC W €AMHUIBI UBMCPCHUA KOJIMYCCTBA, CPOK I'OJHOCTHU MU YCIIOBHA
XpaHEHHUSI.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. .HeKapCTBeHHBIG CpeAcCTBa B KaUCCTBC ChIBOPOTOK JOJIKHBI ITOCTYIIATh B o6pameHHe C YKazaHHEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MbI KPOBH, OPraHOB U TKaHeH KOTOPOIr'0 OHH IIOJYUCHBI.

4. Ha BTOpHuHYIO (ITOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYYEHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKAaHEW 4eNOBEKa, JODKHA HAHOCUTHCS Haanmuch: "Anturena k BUY-1,
BHY-2, k Bupycy renaruta C 1 TOBEpXHOCTHBIM aHTUI€H BUpYyca renartura B orcyrcTByrot".

3. Ha  nepBuunyro YIaKOBKYy W BTOPUYHYIO (MOTpeOUTENBCKYIO) YIIaKOBKY
pannodapmalneBTHYECKUX JIEKapCTBEHHBIX CPEJCTB JOHKEH HAHOCUTHCS 3HAK PaJMAllMOHHON OMAaCHOCTH.

6. Ha BropuuHyto (MoTpeOUTENHCKYI0) YIMAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX IpEnapaToB
IOJDKHA HAHOCUTHCI HaAmUCh: "I 'oMeonaTuueckuii".

7. Ha BTrOpuuHyl0 (NMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IPErapaToB
JOJKHA HAHOCUTBCA Haanuch: "[Ipoaykuus npouuia painannoHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyr ymakoBKy (€ciyd Il ITOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX MIPENapaTroB, MpeqHA3HAYCHHBIX IS
KIIMHUYECKUX MCCIICAOBAHUM, TOJKHA HAHOCUTHCS HAIMUCh: " J{JI KTMHUYECKUX MCCIeA0BaHNNA".

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

9. VmnakoBka JICKApCTBEHHBIX CPCACTB, MPEAHA3HAYCHHBIX HWCKIOYHUTCIBHO JId JKCIIOpTa,
MapKUpPyCTCAd B COOTBETCTBUH C TpC6OBaHI/ISIMI/I CTpaHbI-UMIIOPTEpA.

10. Ha TtpaHcmopTHy0 Tapy, KOTOpas HE TpeaHa3HadeHa isl MOTpeOuTeNell U B KOTOPYIO
MIOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, MOJDKHA HAHOCUTHCS HMHGPOpPMalUs O HAUMEHOBaHWH, CEpUU
JIEKapCTBEHHOI'O CPEJICTBA, JaTe€ BBINYCKa, KOJWYECTBE BTOPUUHBIX (MOTPEOUTENHCKUX) YIIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, NMPOU3BOAMUTENE JIEKAPCTBEHHOIO CPEJCTBA C YKAa3aHHMEM HAaMMEHOBAHUS U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MECTOHAXOXKJIECHUS IPOU3BOIUTEIS JIEKAPCTBEHHOTO CPe/ICTBA (aIpec, B TOM UKCIIE CTpaHa U (HUJIU) MECTO
MIPOU3BOJICTBA JICKAPCTBEHHOT'O CPEJICTBA), a TAKXKE O CPOKE TOJHOCTH JICKAPCTBEHHOTO CPEICTBAa M 00
YCJIOBUAX €0 XpaHCHUA U IICPECBO3KU, H€O6XO[[I/IMBIC npeaynpeaAMTCIbHBIC HAAIINCU U MAHUITYJIATOPHBIC
3HAaKH.

11. Ha nepBHYHYIO YNakOBKY M BTOPHUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEACTB JJIsi BETEPUHAPHOIO IMPUMEHEHUs JOJDKHA HAHOCUTbCA Haanuch: "Jlias BeTepuHapHOro
IIpUMEHEHU".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKapCTBEHHOIO IIpernapara HaHOCHUTCS
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUACKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWU ®EOEPALIUK
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro depgepaumro m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccumnckon depepauum
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto @enepaluio OCyIIECTBISETCS B IMOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepannu, B COOTBETCTBUM C aKTAMH, COCTaBIISIFOILIUMU

npaBo Coro3a, 1 (MI1) 3aKOHOIaTeNbCTBOM Poccuiickoit dexeparn 0 TAMOKEHHOM PEryJIMPOBaHUH.
(B pen. Denepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynsrantllntoc: npumeuanue.
Jo 31.12.2024 poccuiiCKUM NPOU3BOJUTENSIM PA3PEIICHO B YBEJOMMTEIBHOM IOPSAIKE BBO3UTH HE
BHECEHHBIE B peecTp (apMmaleBTHYECKUe CYOCTaHIMM JUIl BETEPUHAPHOIO NPUMEHEHUs JUls

MIPOU3BOJICTBA 3apETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeacTB (Ilocranosnenue IlpaButenscrBa PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyto ®enepario JIeKapCTBEHHBIE CPEJCTBA JOJKHBI COACPIKATHCS B
rOCyJapCTBEHHOM pEEeCTpe JIEKAPCTBEHHBIX CPEICTB, WM €IUHOM pPEECTpe 3aperucCTPUpPOBAHHBIX
JICKapCTBEHHBIX  CPEACTB  EBpPa3MHCKOro  3KOHOMHUYECKOTO  COK3a, WM  €IUHOM  PEecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3niicKoro 3KOHOMUYECKOIO
CO03a.

(B pen. ®enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®d3)

3. Jlomyckaercs BBO3 B Poccuiickyro ®enepanuio KOHKPETHOM NMapTHM 3apETUCTPUPOBAHHBIX U
(uM)  He3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IMpEIHA3HAYEHHBIX JUIsl  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, NMPOBEIEHUS HAYYHBIX M HHBIX MCCIEIOBAaHUM, MPOBEICHUS KIMHUYECKHX
MCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIf
OCYILIECTBIIEHUS FOCY1apCTBEHHON PEruCcTpalii WIA PErucTpaliy JEKapCTBEHHBIX MPENapaToB WIH A
OKa3aHUsl MEAMIIMHCKON TMOMOIIM IO >KU3HEHHBIM IOKa3aHMUSIM KOHKPETHOTO IMalMeHTa Ha OCHOBAaHUU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

paspCiiCHud, BbIAAHHOTO YIOJHOMOYCHHBIM q)ellepaHLHBIM OopraHomM HWCIIOJTHUTEIBHOM BJIACTH TIO
3asBJICHUSIM JIMI, YKa3aHHBIX B crarbe 48 Hacrosmiero denepaibHOTO 3akoHa. PaccMoTpeHHe Takoro
3asBJICHUS M INPUHATHE pEIIEHUs O BbIJAYE PA3PEIICHHMsT Ha BBO3 KOHKPETHOW IapTUHU
3aperHCTPUPOBAHHBIX M (MJIM) HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, MPEIHA3HAYCHHBIX IS
pa3pa60TKH JICKAPCTBCHHBIX CPCACTB, IMPOBCACHHUA HAYYHLBIX W HWHBIX I/ICCJ'IGI[OBaHI/If/'I, MIpOBCACHUA
KJIMHUYECKUX HCCIEIOBAaHUH JICKAPCTBEHHBIX MPENaparoB, MPOBEICHHS SKCHEPTHU3BI JICKAPCTBEHHBIX
CPeACTB il OCYIIECTBICHHUS TOCYZAPCTBEHHOW pPETHUCTpAllMd WU PETUCTPAIMH JIEKAPCTBEHHBIX
IpenaparoB WM JUIl OKa3aHWsS MEAMIUHCKOM IOMOIIM IO JKU3HEHHBIM IIOKAa3aHUSAM KOHKPETHOTO
naruenTa Ju0o 00 OTKa3e B BbIJaue YKa3aHHOT'O pa3pelieHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
AT pabounx aneil. [lnaTa 3a Beavuy yKa3aHHOTO pa3pelieHus] He B3UMACTCH.

(B pen. @enepanbpix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c 1 auBapsa 2024 roxaa. - ®enepanbubiii 3aKoH oT 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2024 roma momyckaroTcst BBO3 Ha Tepputopuio Poccuiickoin ®@enepannu u
oOpamenue B Poccuiickoit denepanuu ¢ ydyeToM OCOOEHHOCTEH, ycTaHOBJIEHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®epepannu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MIPEMApaToOB ISl MEAUIIMHCKOTO
MPUMEHEHHUS B yIaKOBKaX, MpeIHa3HAYeHHbBIX U1 00palleHrs B MHOCTPAHHBIX IOCYAapCcTBax, B cliydyae
neeKTyphl JIEKapCTBEHHBIX IMpPENapaToB WIM pPHCKAa €€ BO3HUKHOBEHUS B CBS3M C BBEJICHHUEM B
otHoweHuu Poccuiickoit denepaiuu OrpaHUYUTENIBHBIX MEP 3KOHOMHUYECKOIO0 XapakTepa IpH YCIOBUU
COOTBETCTBHS BBO3HMBIX JICKAPCTBCHHBIX TIPENaparoB TPEOOBAHUSM, YCTAaHOBICHHBIM TIPU WX
perucTpanuu, 3a UCKIOYCHHEM TpeOOBAaHUN K IMEPBUYHON YIIAKOBKE, BTOPUYHOU (MOTPEOHTENHCKON)
YIAKOBKE, a TaKXke IMpPU HaJIUYUU Ha BTOPUYHOM (MOTPEOUTENILCKOM) YIAKOBKE JIEKAPCTBEHHBIX
MpenapaToB, HAXOAAIIMXCS B OOpaIleHUH, CaMOKJISSAIIEHCS STHUKETKH, COJAepXKalieii mHdopmaiuo o
JIEKApCTBEHHOM IpernapaTe Ha pPyCCKOM SI3BIKE.

(gactp 3.2 BBeneHa DeaepanbHBIM 3aKOHOM OT 26.03.2022 N 64-03; B pen. denepalbHOr0 3aK0HA OT
19.12.2022 N 519-®3)

3.3. Honyckatorcst BBo3 B Poccuiickyro denepanuio u oOpamenue B Poccuiickoit denepanuu ¢
y4eTOM ocoOeHHocTeH, YCTaHOBJICHHBIX IIpaBuTEnsCTBOM Poccuiickon denepannu,
3apETUCTPUPOBAHHBIX ~ OPUTMHAIBHBIX  OpP(AHHBIX  JIEKAPCTBEHHBIX  MpemaparoB U (WIH)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IPENapaToB JUIsi MEIULHUHCKOTO IPUMEHEHHs B TEUYCHUE
NBEHAALIATH MECALEB IIOCie JaThl UX perucrpauuu B Poccuiickoni ®Penepanuu B yNaKOBKaXx,
MpeIHa3HAYEHHBIX Il OOpalleHusi B HHOCTPAaHHBIX TIOCYAApCTBaX, IpPH YCIOBUU COOTBETCTBUS
BBO3UMBIX JIEKAPCTBEHHBIX MPENApaToB JJIsl MEAUIUHCKOIO MPUMEHEHHs TpeOOBaHUSIM, YCTaHOBIEHHBIM
IpU UX perucTpanuu, 3a HUCKIIOYEHHEM TpeOOBaHMM K TEPBUYHOM YMAaKOBKE, BTOPUYHOU
(moTpebuTeNbCKOM) YyHakoBKe, M TPH HAIMYMM HA BTOPUYHOM (MOTPEOUTENBCKOM) yImakoBKe
JIEKapCTBEHHBIX IMpErnapaToB s MEIULUHCKOIO TPUMEHEHMs, HaXoAsIIUXcs B oOpalleHuw,
caMOKJIesIIeics 3TUKETKH, cojiepKaliei MHpopMaIiio o JIeKapcTBEHHOM Ipernapare il MEAUIIMHCKOTO
IIPUMEHEHHUsI Ha PYCCKOM sI3bIK€. B OTHOIIEHMM JaHHBIX JIEKAPCTBEHHBIX IPENAPAaTOB HE IPUMEHSIOTCS
MOJIOKEeHUs yacTu 7 ctatbu 9 m yacred 1 u 2 crateu 52.1 HacTosmero denepanbHOro 3akoHa.

(dactb 3.3 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro Denepanyio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KA4ECTBO KOTOPBIX
MOATBEPKIEHO  CepTU(PUKATOM  MPOU3BOAMTENS  JIEKAPCTBEHHBIX  CPEJCTB,  YIOCTOBEPSIOLINM
COOTBETCTBHE BBO3HUMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM, YCTAHOBJICHHBIM IPH UX PETUCTPALUH
WJIY TIPOBEJIEHUH MIPOLIEAYD, CBSI3aHHBIX C PErUCTPALMEN.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3anpemaercst BBo3 B Poccuiickyro denepanuro GpaibCupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEZ00POKAYECTBECHHBIX JIEKAPCTBECHHBIX CPEICTB, KOHTPA(DAKTHBIX JIEKAPCTBEHHBIX CPEICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. QanbcuuIMPOBAHHBIE JIEKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBECHHBIC
CPEICTBA MOJUISKAT U3BATHIO U TOCIIEAYIONIEMY YHHUYTOXKEHHIO WK BbIBO3Y U3 Poccuiickoii denepanum,
KOHTpa(i)aKTHBIe JICKAPCTBCHHLBIC CPCACTBA - U3BATHUIO U MOCICAYIOIIEMY YHHYTOKCHHUIO. YHUYTOXCHNE
win  BeIBO3 u3 Poccuiickoit  ®epepauun  panbcupUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
HE0OPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX  JICKAPCTBEHHBIX  CPEJICTB
OCYIIECTBIIICTCS 3a CYET JIMIA, OCYIIECTBHBIIETO WX BBO3. [lOpSIOK YHHUYTOXKEHUS HUIBITHIX
(banbCcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaButensctBom Poccuiickoii denepannm.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluna, ocymectBistomme BBo3 B Poccwiickyro  ®enepanuio  danbcuUIMpOBAHHBIX
JIEKaPCTBCHHBIX  CPEJICTB, HEAOOPOKAYCCTBCHHBIX  JICKAPCTBCHHBIX  CPEICTB, KOHTpPadaKTHBIX
JICKApCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BriBO3 nekapcTBEeHHBIX cpeacTB U3 Poccuiickoit @eneparii OCyIIECTBISETCS B COOTBETCTBUU C
aKkTamM, cocraBisomumu npaBo Coro3a, W (Wiam) 3akoHoAarenbcTBOM Poccuiickoit denepanuu o
roCyAapCTBEHHOM PEryJIMPOBAaHUN BHEIIHETOPIOBOM JESATEIBHOCTH.

(uactb 8 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHCKuii 000pOT JIEKAPCTBEHHBIX MPENApPaTOB JJISI MEIUIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro denepariuio, OCyIeCTBISIETCS C COOM0IEHUEM TpeOOBaHUH, YCTAaHOBICHHBIX
cratbeit 52.1 Hacrosero @eaepabHOTO 3aKOHA.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynsrantlntoc: npumedanue.

Y. 10 ct. 47 He pacnpocTpaHsAeTCA Ha CEPUU JIEKAPCTB /JIsi BETEPUHAPHOTO MPUMEHEHUSI, BBEJICHHBIEC B
rpaxaanckuii o6opotr g0 01.09.2023, koToOphie MOIIEKAT NMPUMEHEHHIO O HMCTEUEHHUS CPOKa HX
rogHoctH (P3 ot 02.07.2021 N 317-D3).

10. BBox B rpaxaaHCKuii 000pOT JICKAPCTBEHHBIX MPENapaToB I BETCPUHAPHOTO MPUMCHCHUS,
BBE3CHHBIX (TepeMenieHHbX) B Poccuiickyro @enepannio, OCYIIECTBISETCS C  COOIMIOACHHEM
TpeOOBaHUM, YCTaHOBJIEHHBIX cTaThel 52.2 HacTosiero denepalbHOTO 3aKOHA.

(uacts 10 BBegena PenepanbabiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JIeKAPCTBEHHbIX CPeAcTB
B Poccumnckyro ®enepauuto
(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHHbIe cpenctBa B Poccuiickyro @enepanno MOryT BBO3UTH:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) IMPOU3BOJUTECIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA meneu COOCTBEHHOIO IMPpOU3BOJZICTBA
JICKApCTBCHHBIX CPCIACTB;

2) UWHOCTpaHHBIC pPa3pa0OTUYMKH JIEKAPCTBEHHBIX CPEJICTB W WHOCTPAHHBIC IPOU3BOIAMTEIN
JIEKapCTBEHHBIX CPEJCTB WIH JIPYTHE IOPUINICCKHUE JIUIIA 10 TOPYUYSHHUIO pa3padoTYHKa JIEKapCTBEHHOTO
cpeactBa Juis pa3pabOTKH JIGKAPCTBEHHBIX CPEACTB, NMPOBEACHUS HAyYHBIX W WHBIX HCCIICIOBaHUH,
MPOBEJCHUSI  KIMHUYECKMX  HWCCIICOBAHHWMA  JIEKAPCTBEHHOIO  Mpemapara,  OCYIIECTBICHHS
TOCYJapCTBEHHON  pPErHCTpAallMd WM  PETUCTPAIlMM  JISKAPCTBEHHOTO  Mperapara, BKIIOYCHUS
(dapMaleBTHUECKON CyOCTaHIIMM B TOCYIapCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB MPH HAIWYHU Pa3pelIeHHs YIIOJIHOMOYEHHOTO (eiepalibHOIO OpraHa
WCIIOJTHUTEIILHOH BJIACTH HA BBO3 KOHKPETHOM MAPTHH JIEKAPCTBEHHBIX CPEJICTB;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) opraHu3aiy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4yHbIE OpraHU3aIK, 00pPa30BaTEIIbHBIC OPraHU3AlMU BICIIETO 00pa30BaHuUs, TIPOU3BOIUTEIIH
JCKapCTBEHHBIX CPEICTB sl pa3pabOTKH, WCCIEAOBAaHUHA, KOHTpPOJs OE30MacHOCTH, KayecTna,
3P HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB NPU HAIWYHH Pa3peUICHUs YIIOJTHOMOYEHHOTO (eepaibHOro
OpraHa UCIOJIHUTEIbHOM BJIACTH;

(B pen. deaepanbubix 3akoHoB 0T 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) METUIIMHCKNE OpraHu3alliyi, NHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIel cTaTbU OpraHu3aluu
JUI OKa3aHWsI MEIULMHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKA3aHUAM KOHKPETHOTO MALIMEHTa IPU HAJTMYUU
paspelieHrst yrmoJIHOMOYEHHOTO (heAepaqbHOrO OpraHa HCIOJHUTENFHONW BIACTH HAa BBO3 KOHKPETHOM
[apTUU JIEKapCTBEHHOIO IpenapaTa, BBIAAHHOIO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOI'O
JIOKYMEHTA, MOANNCAHHOTO YCUJIEHHON KBaTU(UIUPOBAHHOMN 3JIEKTPOHHON MOAMNNCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuiy c 1 ssuBaps 2024 roga. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3.

7) IpOU3BOAUTENHN MEAULMHCKUX U3ACTUM Ul 1eneil MPonu3BOACTBAa METUIIMHCKUX U3/1ETHH.
(n. 7 BBeneH ®enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, npeacTtaBnsieMble B TaMOXEHHble opraHbl Poccuuckowm
denepauum npu BBO3e NeKapCTBeHHbIX cpeacTB B Poccunckyro Pegepauyuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JsekapcTBeHHBIX cpeACTB B Poccuiickyro denepanuto B TaMOXEHHBIE OpraHbl
Poccuiickoii denepauuu Hapsay ¢ AOKYMEHTAMH, INPEACTaBICHUE KOTOPBIX IPEIYCMOTPEHO AKTaMHU,
coctapistronuMu TipaBo Coro3a, U (MiM) 3aKOHOAATeNbcTBOM Poccuiickoit deaepanuii 0 TaMOKEHHOM
PEryIupOBaHUH, IPEACTABIAIOTCS CIIEAYIOIINE JOKYMEHTHI B 2JIEKTPOHHOH (opme:

(B pen. deaepanpubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) CCpTI/I(bI/IKaT OPpOU3BOAUTCIIAL JICKAPCTBCHHOTO CpCACTBA JII BCTCPUHAPHOTO MNPUMCHCHHA,
YHOCTOBepﬂIOH_[I/Iﬁ COOTBETCTBHUEC BBO3UMOT'O JICKAPCTBECHHOI'O CPEACTBA AJId BETCPUHAPHOTO IPUMCHCHHUA
TpC6OBaHI/I${M (bapMaKoneﬁHoﬁ CTaThH JIHOO B CJIydac €€ OTCYTCTBUS HOPMATHBHOTO JOKYMCHTA,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2) paspelieHue YIOJIHOMOYEHHOTo (enepaqpHOro opraHa MCIOJHUTEIBHOW BJIAcTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CllydasX, YCTAHOBJIEHHBIX YacTblo 3 cTarbu 47
Hacrosiniero denepasbHOrO 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B NyHKTax | u 2 yactu 1 HacToswmledl cTaTbu, NPEACTABIAIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit deaepanun npu MpUOBITHH JICKAPCTBEHHBIX CpeACTB B Poccuiickytro
denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
NINYHOro UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Lerien, a Takke ANnsl UICNOSib30BaHUA
Ha TeppUTOPUM MEeXAYHAPOAHOro MeaAULIMHCKOro Knacrepa
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE Ipenaparbl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepaunio 0e3 yuera
TpeOOBaHUH, IPeTyCMOTPEHHBbIX YacTsIMu 1 - 4 crateu 47, ctatbsimMu 48 u 49 Hacrosmero deaepaibHOro
3aKOHAa, €CJIM OHU IIpEeHA3HAYECHBI JJIA:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) IMYHOTO WCTHONB30BaHUS (PUINUCCKUMH JHIaMH, TpUOBBIIMMU B Poccuiickyro ®eneparuro.
I[Ipu »stoM BBO3 B Poccuiickyto Denepanuio JEKAPCTBEHHBIX IIPENApaTroB, COJEpIKaIIUX
CWIBHONCUCTBYIOIINE W (WJM) SAJIOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICUCTBYIOIIMX BEIIECTB JJIs LIeJIeH YrOJOBHOTO 3aKkoHojarenbcTBa Poccuiickoil @enepanuu U B
CIIMCOK SIIOBUTBIX BEIIECTB Ui LEJIed YroJIOBHOIO 3akoHozjarenbcTBa Poccuiickon @enepannu,
yrBepxkeHHble [IpaButenscTBoM Poccuiickoit denepanuu, ocymecTBIsSETCS MPU HATUYHMH TOKYMEHTOB
(3aBepeHHBIX KOMUHN JOKYMEHTOB HJIM 3aBEPEHHBIX BBIMHCOK W3 HUX), MOJITBEPKAAONINX Ha3HAYCHUE
¢buznyeckoMy JHIly YKa3aHHBIX JIGKAPCTBEHHBIX TNIPENapaToB (32 MCKIIOUEHHUEM JIeKapCTBEHHBIX
MpenapaTroB, 3aperucTpupoBaHHbIX B Poccuiickoit @Dexepannu 7aUO0 3aperUCTPUPOBAHHBIX B
COOTBETCTBHUH C aKTaMH, COCTaBIstomuMu mpaBo Coro3a, u oTnyckaeMbix B Poccuiickoii denepanun 6e3
perenrta Ha JIeKapCTBeHHBIM mpenapar). [loarBepxaaroniue NOKYMEHTHI (MX 3aBEPEHHbBIE KOMUHU HIH
3aBepeHHBIC BBIMUCKH W3 HHUX) JOJDKHBI COAEPKAaTh CBEACHHUS O HAUMEHOBAHUU U KOJIUYECTBE
Ha3HAYEHHOr'0 JIEKapCTBEHHOTo IMpemnapara. B ciydae, eciu NOATBEp)KIArOIIMe JOKYMEHTHI (MX
3aBEpPEHHbIE KONUU WM 3aBEPEHHBIE BBIUCKU W3 HUX) COCTaBJIEHbl HA MHOCTPAHHOM S3bIKE, K HUM
MpUjIaraeTcs HOTapUAIbHO 3aBEPEHHBIN MEPEBO] HA PYCCKUM S3BIK;
(B pen. DeaepanbHbix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) WCMOJB30BaHMS  PAOOTHUKAMH  JIUIJIOMATHYECKOTO KOpIyca WM  TPEACTaBUTEISIMHU
MEKIYHApOIHBIX OpraHu3alri, akKpeIuToBaHHbIX B Poccuiickon denepannu;

3) JeueHus MacCaXUpPOB M WIEHOB OJKUMNaXeW TPAHCIOPTHBIX CPEACTB, IMOE3THBIX Opuran u
BOJIUTEINIEH TPAHCIIOPTHBIX CPECTB, NpUOBIBIINX B Poccuiickyto deneparuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEKIYHAPOJHBIX KYJIBTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YUaCTHUKOB
MEXIYHApOAHBIX SKCIIEeTUINI;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300CajlaxX, LHMpPKaX, OKeaHapuymax,
nenb(UHApUAX, JIEYEHUS AUKUX >KUBOTHBIX, IOCTOSHHO WM BPEMEHHO HACEINAIOLIMX TEPPUTOPUIO
Poccuiickoit ®denepanuy, HaXOAAIUMXCSd B COCTOSHHUM €CTECTBEHHOW CBOOOJBI M IPHUHAUIEKANIMX K
BuJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit ®denepaunu u (MiaM) KpacHble KHUTM CYOBEKTOB
Poccuiickoit denepanun, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro 1 y4acTus B
CIIOPTUBHBIX U 3PEIHUILHBIX MEPOIPUITHSAX;

(B pen. ®enepanbabix 3akoHoB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCIIOJIH30BAHUS HA TEPPUTOPHU MEXKIYHAPOIHOTO MEJUIIMHCKOTO KIlacTepa.
(. 6 BBeneH PenepanbHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasix, mpeayCMOTPEHHBIX Y4acThlo 1 HACTOSIIEH CTaThbU, ONMYCKAEeTCs BBO3 B Poccuiickyro
denepanuio JIGKAPCTBEHHBIX MPENapaToB, HE 3aperUCTPUPOBaHHBIX B Poccuiickoit Meneparnuu mbo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTaBIIAOIIMMU IIpaBo Coro3a.

(B pen. Denepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEHHBIE Mpenapathl, MpeIHa3HauYeHHbIC U1 TYMaHUTAPHOW MOMOIIM (CONEHCTBUS) WU
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®enepauuto B IHOpsIKE,
ycraHoBiieHHOM [IpaBurensctBom Poccuiickoit ®enepauuu. 3anpemaerca BBo3 B Poccuiickyro
denepaurio  HE3apPETMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpenaparoB,  MNPEAHA3HAYEHHBIX A
TYMaHUTapHON MOMOIIH (COACHCTBHS) MITH MOMOIIY IPU YPE3BBIYAIHBIX CUTYALIHSX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO dpeaepanbHOro opraHa MWCMONIHUTENbLHOW BRacTH,
ocywecTBnsiowWwero oyHKLUMM No KOHTPOSIIO U HaA30py B 06nacTu TaMOXEeHHOro aena, u
APYrux ynosiHoOMo4YeHHbIX dpeaepanbHbIX OpraHOB UCMOSTHUTENBLHON BacTu
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1. VYnomHoMoueHHblE (enepalbHble OpraHbl HCIOJHUTEIBHOW BIACTH MPENOCTaBISIOT B
pacnopspkeHne  (eepaqbHOro OpraHa MCHOJMHUTENBHOM BIACTH, OCYHIECTBIIAIOMIEro (GYHKIHMH TI0
KOHTPOJIIO ¥ HaJ[30py B 00JIACTH TaMOXXEHHOT'0 JieJia, FOCYIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB,
a TaKXKe I/IH(l)OpMaIII/II-O O BBIJIAHHBIX pa3spClICHUAX Ha BBO3 KOHerTHOﬁ MMapTrUu JICKAaPCTBCHHBLIX CPEACTB
B CJIyyasiX, yCTAaHOBJIEHHBIX 4acThl0 3 cTaThu 47 HacTosmero denepanbHOro 3aKOHa.

(B pen. denepanbroro 3akona ot 30.01.2024 N 1-D3)

2. denepanbHBIA OpraH UCHOTHUTENBLHON BIIACTH, OCYIIECTBISIONUN (DYHKIIMU MO KOHTPOIIO U
HaJI30py B 00JIACTM TaMOXXEHHOTO Jeia, WH)OpMUpYeT yKa3aHHbIE B 4YacTH | HACTOSIIEH CTaThbu
YIIOJTHOMOYEHHBIE (hefiepabHble OpraHbl HCIOTHUTEIHLHOM BIACTH O BBO3E JIEKAPCTBEHHBIX CPENICTB B
Poccuiickyro @enepanuio 1 BbIBO3€ JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoit denepannu no ¢popme u B
MOpsZIKE, KOTOpbIEe ycTaHOBIIeHbI [IpaBuTenscTBom Poccuiickon denepannu.

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtba 52. OcyuwecTBneHue papmMaLeBTUYECKON AEATENIbHOCTU

1. d)apMaueBTquCKas{ JACATCIIBHOCTE OCYHICCTBJIACTCA OpraHu3alusaMnu OITTOBOI TOProBJIk
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JICKaPCTBEHHBIMUA  CPEACTBAMHM,  alTEYHbIMH  OPraHU3alMsIMH, BETEPUHAPHBIMU  ANTEYHBIMHU
OpraHu3alusIM{,  WHIMBUAYAJIbHBIMH  OpPEINPUHAMATEISIMH,  UMCIOIIMMH  JIMICH3HIO  Ha
(bapMaLeBTHYECKYIO JESITEIbHOCTb, MEIUIIMHCKUMHM OpraHM3alisMH, HWMCIOUIMMHU JIMICH3UIO Ha
(bapMaleBTHYECKYIO JESATENbHOCTh, U HX O0OOCOOJICHHBIMHU IOJPA3/CICHUSIMU, PACIIONIOKECHHBIMU B
CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTCYHBIC OpPraHU3alluH, U BETCPUHAPHBIMH
OpraHU3aLUsIMU, UMEIOIIUMY JIMLCH3HIO Ha (hapMalleBTHYECKYIO JIESITEIbHOCTb.

(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

Koncynprantllintoc: npumeydanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu akKKpeUTAIMU CIICIUATUCTOB C BBICILIUM WUIU
CpPEIHUM BETEpHUHAPHBIM 00pa30BaHUEM, OCYUIECTBISAIOMUX (hapMaIleBTUUYECKYIO JEsTebHOCTD,
npumensiercsa ¢ 01.03.2026. Ceprudukarsl Takum aunaM Bbiaaotcs mo 28.02.2026 u neicTBYIOT HE
6ozee 5 ner.

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIBHOCTh MpPU HAIWYUU
BBICIIEIO WJIM CpEAHEero (QapmaneBTH4ecKoro oOpa3oBaHus M cepTH(dUKaTa cHenuanucra Juoo
MPONIEHHON AaKKPEeIUTALWU CIICIUANNCTa, BBICIIETO WM CPEIHET0 BETEPUHAPHOTO OOpa3oBaHHS U
cepruuKaTa CHenUaIUCTa JMOO TPOWACHHON aKKPEAWTAIMU CIICHHAIMCTA, A TAK)KE BBICIIETO WIH
CpeIHEro MEIHMIIMHCKOTO 00pa3oBaHMs, CepTH(]HKaTa CIElHaTucTa JTUO0 NpPOHIEHHON aKKpeAuTaIHH
CIIeIUAINCTa U JOMOJHUTEIBHOTO NPo(ecCHOHANBHOr0 00pa30BaHUS B YAaCTH PO3HUYHOW TOPrOBIH
JICKApCTBCHHBIMU IIpCliapaTaMu I MCOAUIUHCKOIO IMPUMCHCHHA I1IpU YCIOBUH HX pa60TbI B
000COOJICHHBIX MOIPA3IeTCHUIX MEIUIIMHCKIX OPraHU3alMi, YKa3aHHBIX B YaCTH | HaCTOSIIECH CTAaThH.
(uactsb 2 B pen. enepanproro 3akoHa ot 28.04.2023 N 149-D3)

KoncynprantlImtoc: npumeyanue.

JlexapcTBEHHBIE TPEMapaThl Il MEAUIIMHCKOTO IPUMEHEHUsI, BBEJIEHHBIE B IPAKIaHCKUI 000pOT 110
29.11.2019, noanmexaT XpaHEHHIO, NMEPEBO3KE, OTIIYCKY, pealu3aluu, Nepenaye, IPUMEHEHUIO 10
ucTeueHus cpoka ux roguoctd (P3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEeHHbIX CpeacTB Ans
MeAULMHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B rpaskJaHCKUN 00OPOT Ka)I0H Cepuu WIM KaKJOW MapTHH NMPOU3BEAECHHOIO B
Poccuiickoit denepannn J€KapCTBEHHOIO Npenapara il MEIUIUHCKOTO IPUMEHEHHS, 3a UCKIIOUEHUEM
MMMYHOOHMOJIOTUYECKMX JIEKAPCTBEHHBIX IpENapaToB, MPOU3BOJAUTENb TaKOr0 JIEKAPCTBEHHOTO
mpemnapara IMpeJICcTaBiIseT B HJIEKTPOHHOH (opme B (edepaibHbli OpraH HCIOJHUTEIbHON BIIACTH,
OCYWIECTBISIOMMNA (DYHKIUMM IO KOHTPOJIK M HAaA30py B cdepe 31paBOOXPAHEHMsS, JTOKYMEHT
IIPOU3BOJUTEIIS JIEKAPCTBEHHOI'O CPEJICTBA, MOATBEPKIAIONINI KaueCTBO JIEKAPCTBEHHOIO INpenapara, u
MOATBEPK/IEHNUE YIOJIHOMOYEHHOTO JIMI[a TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOTO Mpenapara TpeOOBaHUSIM, YCTAaHOBJICHHBIM IIPH €r0 PEeruCTpaIiy.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOJIOM B Ipa’kAaHCKUN 00OPOT KaXKI0M CepUU MM KaXJ10H MapTUU MPOU3BEACHHON B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Poccwuiickoit ®enepanuu  (papManeBTHIECKOH CYOCTaHIIMM TPOU3BOJUTENL TAKOTO JIEKAPCTBEHHOTO
CpeICTBa IMpPEACTaBIseT B JJIEKTPOHHON (opme B QenepalibHbIl OpraH HCHOJHUTENIBHON BJIAacTH,
OCYIIECCTBISIONINN (QYHKIMK 10 KOHTPOIK U Haa3opy B cdepe 3ApaBOOXpaHEHHUS, TOKYMEHT
MIPOU3BOJUTENA  JIEKAPCTBEHHOTO  CPEICTBA, IMOATBEPXKAAIOIIMNA  KauyecTBO  (papMaleBTUUYECKOM
CyOCTaHIIMH, W JOKYMEHT, MOATBEPXITAOIINNA COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHUSM,
YCTAaHOBJICHHBIM TIPU €ro0 TOCYJAapCTBEHHON pPETrUCTpaldd WM PEerucTpauud, U O(QOpPMICHHBIH
YIIOJTHOMOYEHHBIM JIMLIOM ITPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPE/ICTB.

(dactp 1.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

2. Ilepen BBOAOM B TpakIaHCKUH OOOpPOT KaXKIOM CEpUM WM KaXKJIOM MapTUU BBO3UMOTO B
Poccuiickyro @enepanuio JIEKapCTBEHHOTO Ipenapara Uil MEIWLHMHCKOTO IPUMEHEHHMs, 3a
UCKJIIOYEHHEM HMMYHOOHMOJOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alUs, OCYILECTBIISIONIAs
BBO3 JICKapCTBEHHOTO mpemnapara B Poccuiickyto @enepaliuio, MpeAcTaBiseT B 3JIEKTPOHHOU (opme B
(benepanbHBI OpraH MCIOTHUTEIHHON BIIACTH, OCYMIECTBISIOMNNA (YHKIMKA IO KOHTPOJIIO W HA/I30PYy B
chepe 3ApaBOOXpaHEHMS, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOTO CPEICTBA, IMOATBEPKIAIOIINN
KaueCTBO  JIGKapCTBEHHOI'O  Ipernapara, M  INOATBEPKICHUE  INPEICTABUTENs  OpraHU3alNH,
OCYUIECTBJISIIOIIEH BBO3 JIEKAPCTBEHHOro mpenapara B Poccuiickyro denepanuio M ynoJHOMOYEHHOU
MHOCTPAHHBIM IMPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBHSI BBO3MMOIO JIEKAPCTBEHHOI'O
npermnapaTa TpeOOBaHUSM, YCTAHOBIEHHBIM IIPU €70 PETUCTPALIHH.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2.1. Tlepen BBOJOM B TpaKJaHCKUN OOOpPOT KaKIOW CEpUM WM KaKIOW MapTHH BBO3UMOW B
Poccuiickyro @enepanuro GpapmManeBTHIECKON CyOCTaHIIMN OpraHU3alHs, OCYIIECTBIISIONIAs BBO3 TAKOTO
JeKapcTBEeHHOro cpeactBa B Poccuiickyto denepanuio, MOpeicTaBiseT B JIEKTPOHHOH ¢Gopme B
(benepanbHBI OpraH UCIOTHUTEIBHON BIACTH, OCYHIECTBISIOMNN (YHKIIMU TI0 KOHTPOJIIO U HAJ30pYy B
chepe 3ApaBOOXpaHEHMS, JOKYMEHT MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBA, MOATBEPKIAIOIIMIA
Ka4uecTBO (papMareBTUIECKON CyOCTaHITHH.

(uactb 2.1 BBeaena denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. TMopsnok mpepcraBieHuss B coorBercTBUM ¢ dactsamu 1, 1.1, 2 m 2.1 Hacrosmiei cTaThbu
JOKYMEHTOB M CBEICHHH O JIEKapCTBEHHBIX CpPEACTBaX, BBOJUMBIX B TPAKIAHCKUN 000pOT,
ycranasinusaercs [IpasurensctBoM Pocceniickoit denepanun.

(uactsb 3 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B OTHOUIEHMM MEpPBbIX TPEX CEpUN WIM MapTHHl JIEKApCTBEHHOrO TIpernapara, BIIEPBBIE
npousBezieHHoro B Poccuiickoit @eneparun uiu BrepBble BBO3UMOro B Poccuiickyro ®@enepauuto (6e3
ydera JI03UPOBKH) B paMKax OJIHOTO PErucTpPalliOHHOTO YIOCTOBEpEHHs, B (QenepalibHblil opraH
UCTIOJHUTENIBHOW  BJIACTH, OCYLIECTBISAIOMMKA (YHKIMH 1O KOHTPOJII M Haa3opy B chepe
3/1paBOOXPAHEHHUs, JOMOJIHUTEIBHO MPEICTABISAECTCS MPOTOKOJ HUCIBITAHUNM O COOTBETCTBUM CEPUU WIIU
MapTUU JICKAPCTBEHHOIO IIpemapara Uil MEAMIUHCKOrO IPUMEHEHMs II0Ka3aTelsiM KadecTsa,
[IPEyCMOTPEHHBIM HOPMAaTUBHOM JIOKYMEHTallME€W, WM TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIpH
perucTpaiyy B COOTBETCTBUU C aKTaMH, COCTaBJISAIOIMME paBo Coro3a (anee - MpOTOKOJ UCTIBITAHU),
MIPOBOAMMBIX aKKpPEAUTOBAaHHBIMU B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu 06
aKKpeIuTallud B HAIMOHAJBHOW CHCTEME aKKpeOUTaUuu (QelepalbHbIMH  TOCyIapCTBEHHBIMU
OIOPKETHBIMU  YUPEXKACHHUSIMH, TOJIBEJOMCTBEHHBIMH (heJiepaIbHOMY OpraHy MCHOJHHUTENbHOM BIacTH,
OCYLIECTBISIONIEMY (YHKIMH 1O BbIpaOOTKE © peajlu3allid TOCYAAPCTBEHHOM TOJIUTUKUA U
HOPMAaTUBHO-TIPAaBOBOMY pEryJIUpOBaHHIO B cdepe 3apaBooXpaHeHHs, U (deaepaibHOMy OpraHy
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

WCIIOJIHUTEIIBHON  BIIACTH, OCYIICCTBISIONMIEMY (YHKIIMM 1O KOHTPOJIIO M Han30py B cdepe
3apaBooxpaHeHud. JlomyckaeTcss  IpeAcTaBlIeHUME  IPOTOKONA  MCHBITAHWM, TPOBEAEHHBIX €
HCIOJIb30BAHUEM  CPEICTB JAUCTAHIIMOHHOTO B3auMoacucTBUA. [lopsAmok Bblauum  yKa3aHHBIMU
benepanbHBIMU FOCYAAPCTBEHHBIMU OFOJKETHBIMHU YUPEKIECHUSMU JAHHOTO MPOTOKOJIA U pa3Mep IUIaTh
3a €ro BblIavy ycraHaBinBaroTcs [IpaButenscTBoM Poccuiickon denepanuu.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. IlpencraBieHue NpOTOKOJIA UCIIBITAHUI JOIYCKAETCsl TOJIbKO B OTHOILIEHUH IIEPBOM CEpUU MU
MIEpBOM MapTUU JIEKAPCTBEHHOT'O Ipernapara, BIEpBble Npou3BeAeHHOro B Poccuiickoi denepaunu win
BrepBble BBO3UMOro B Poccuiickyto ®enepainuio (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX MPENaparoB,
YKa3aHHbIX B yacTsax 4.2 u 4.3 HacTosIIel CTaThH), B CIIy4ae MPEIOCTaBICHUS CBEICHU O JaTe BbIAAYU U
PErMCTPallMOHHOM HOMEpE 3aKIKYEHUS COOTBETCTBUSA IIPOM3BOJACTBA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM TpPaBUI HaJUIekKaIIed MPOU3BOJICTBEHHONW MPAKTUKH, BBIJIAHHOTO YIIOJIHOMOYEHHBIM
benepanbHBIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, WM CcepTH(UKATa COOTBETCTBHS NPOHM3BOJCTBA
JIEKapCTBEHHBIX  CPEJICTB TPEOOBAHMUAM TMPAaBHJI  HAAJEXKalIel  MPOU3BOJICTBEHHOW  MPAKTHKU
EBpa3uiickoro 3KOHOMHUYECKOIO CO03a, BBIJIAHHOI'O YIIOJIHOMOYEHHBIM OpPraHOM TIOCYJIapCTBa - 4JI€Ha
EBpa3uiickoro = SKOHOMHYECKOI'O  COK3a, B  OTHOUIEHMM  IPOU3BOJACTBEHHOM  IUIOIIAJIKH
(TIpOM3BOACTBEHHBIX TUIOMIAZ0K), OCYIIECTBIAIONICH MPOMU3BOJCTBO TOTOBOM JIEKAPCTBEHHON (OPMBI U
BBIITYCKAIOIIUM KOHTPOJb KAauecTBa JICKAPCTBEHHOTO Ipenapara, Mpu YCIOBUM OTCYTCTBHSI B TE€UEHHUE
TpeXx JIET, IPEAMIECTBYIOINX JaTe BbIJa4l IPOTOKOJIA UCIIBITAHUN, CIIy4acB BBIABICHHUS HECOOTBETCTBUS
YCTaHOBJICHHBIM TpPEeOOBAHMUSM KauecTBa JIGKAPCTBEHHBIX CPEACTB, HH(OpMaIMs O KOTOPBIX
ory0IMKOBaHa Ha caiiTe (penepasbHOr0 OpraHa WCHOJIHUTENBHOW BIIACTH, OCYIIECTBISIONMIETO ()YHKIHH
[0 KOHTPOJIIO U HAJ30py B cepe 3ApaBOOXPAHEHHUS, B OTHOIICHUH BCEX MPOU3BOJICTBEHHBIX IUIOMIA/IOK,
OCYLIECTBJISIOINX IMPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara M BBINYCKAIOMMUKA KOHTPOJIb KadecTBa
JIEKapCTBEHHOIO Ipernapara.

(uactsb 4.1 BBeneHa @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. He Tpebyercs mpeacTaBlIeHHE MNPOTOKOJA HCIBITAHUM, yKa3aHHOro B uactu 4 wunu 4.1
HACTOSIIIIEH CTaThbH, B OTHOIIEHWU Op(AHHBIX JIEKAPCTBEHHBIX IMPENapaToB, BBICOKOTEXHOJOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3 OMOJOTHYECKOT0 MaTephalia OMpe/eIeHHOTO YeloBeKa U
MpeAHa3HaYEHHBIX ISl IPUMEHEHHS 3TOMY K€ YEJIOBEKY.

(uactb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OoTHOIIEHHH OJHOW CEPUU WM OJHOM MAPTUU BBICOKOTEXHOJOTUYHOTO JIEKAPCTBEHHOTO
npemapaTta (3a HCKIIOUYEHHUEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB, MOTYyYEHHBIX W3
OMOJIOrMYECKOro MaTepuala ONpeeeHHOrO YeJI0BeKa U MpeIHa3HAYEHHBIX JUIsl IPUMEHEHUS ITOMY e
YeloBeKy), BIEpBble MpousBeAeHHOro B Poccuiickoii denepanuu uIM BOEpBbIE BBO3UMOIO B
Poccuiickyro @enepannio, MPeaCTaBISIETC MPOTOKOJ HCHBITAHUM, MPOBEICHHBIX C HCIOJIb30BAHUEM
CPEJICTB JUCTAaHIMOHHOTO B3aMMOJICHCTBUS B TEUEHHE MEPBBIX TPEX JIET MOCIIE€ BBOJA TAKOrO IMpernapara
B I'PaX/1aHCKHUI 000pPOT.

(uactb 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. ExerogHo He mo3gHee 1 ampens mpoW3BOAMTENMN JEKAPCTBEHHBIX CPEICTB WM OpPraHU3AINH,
OCYILECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemapaToB B Poccuiickyro Penepanuio, NpEeACTaBIsAIOT B
(benepanbHbI OPraH MCIOJHUTEIBHON BJIACTH, OCYILECTBISIONINN (QYHKIIMH 110 KOHTPOJIO U HAJI30py B
cepe 31paBOOXpAaHEHUs, MPOTOKOJ MCIBITAHUI MOCTYMUBIIETO B TEYEHUE IMPEIIECTBYIONIETO
KaJIEHJapHOro Trojla B TPakKJaHCKUH 00OpOT JIEKapCTBEHHOI'O Ipernapara COIIACHO PErHCTPAallMOHHOMY
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

YIIOCTOBEPEHHIO (HA OJHY CEPHIO0 TOPrOBOr0O HAWUMEHOBAaHHS C YYETOM JIEKapCTBEHHOW (OpPMBI OHOM
J03UPOBKH), MPOBOAMMBIX AKKPEIUTOBAaHHBIMH B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit
Qenepan 00 aKKpeIMTallMd B  HALMOHAIBHON CHCTEME AaKKpPEeIUTAlUd  HCHBITATEIbHBIMU
nabopatopusmu (ueHrpamu). IIpencraBieHue NpoTOKoJa UCHBITAHUH, MPELYCMOTPEHHOIO HaCTOsIIEH
4acTbl0, B OTHOILEHUHU JIEKApPCTBEHHBIX IIpENapaToB, YKa3aHHBIX B yacTH 4.2 HACTOSIIEH CTaThy,
JIOITyCKAeTCsl OJIMH pa3 B TPH I'oja P YCIOBHM MX BBOJA B rpaxaaHcKuil o0oport. [Ipu npeacraBieHun
MPOTOKOJIA MCIIBITAaHHM, TPeTyCMOTPEHHOT0 yacTsMu 4 u 4.1 Hacrosieit crateu, B QenepanbHblil opran
UCIIOJHUTEJIBHOM  BIIACTH, OCYLIECTBISIOIIMKA (YHKIMM 10 KOHTPOJIIO M HaA30py B cdepe
3paBOOXPAHEHHUs, IIPOTOKOJI UCIBITAHUM, NIPEAYCMOTPEHHBIM HACTOSIIEH 4acTblO, B YKAa3aHHBIM OpraH
HE IPEICTABIIACTCA.

(uactsb 5 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5.1. IlpousBoauTtenu JEKAPCTBEHHBIX CPEICTB WM OpPraHU3aLMH, OCYIIECTBIISIOIIME BBO3 B
Poccuiickyro ®Denepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MpENaparoB, BMECTO MPOTOKOJA
UCIBITAaHUHN, MPEIyCMOTPEHHOIO YacThI0 5 HACTOSIICH CTAaThbU, BIpaBe MPEACTaBUTH B (perepanbHBbIii
OpraH MCIOJHUTEIbHOW BJIACTH, OCYUIECTBIAIOIIMNA (QYHKIMM IO KOHTPOJIO M Haa30py B cdepe
3IpaBOOXPAHEHHUs, CBEACHUS O JaT€ W PErucTPallMOHHOM HOMEpE 3aKIIYEHUsT O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBAaHUSM TMPABUJI HAJJICKAIIEH MPOU3BOJACTBEHHOM
MIPAKTUKU WK cepTU(UKATa COOTBETCTBUS MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABUI
HaJJIe)Kalerd MpPOU3BOJCTBEHHOM TMPAKTUKU EBpPa3suMiiCKOro 3KOHOMHUYECKOTO COK03d, BBIAAHHOIO
YIOJHOMOYEHHBIM OpPraHOM TOCyAapcTBa - uwieHa EBpa3uilckoro 53KOHOMHMYECKOTO COK03a, MJid
MIPOU3BOJICTBEHHON TUIOMAAKUA (IIPOU3BOJCTBEHHBIX IUIOMIAJ0K), OCYIIECTBISIONIEH MPOU3BOJICTBO
TOTOBOM JIEKAPCTBEHHOMN (POPMBI U BBITYCKAIOIINN KOHTPOJIb KauecTBa JIEKAPCTBEHHOTO Mpernapara.
(dactb 5.1 BBegena denepanbubim 3akonoM oT 30.01.2024 N 1-D3)

6. IlpousBoauTenn JEKAPCTBEHHBIX CPEJICTB WM OpPraHU3alliM, OCYLIECTBISIONINE BBO3
JIEKapCTBEHHBIX NpenaparoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIMH TOJ 0 IJIAHUPYEMBIX
IIPUOCTAHOBIICHUSI WJIM MPEKpAIllEHUus] IPOM3BOJCTBA JIEKAPCTBEHHBIX IIPENaparoB WIM KX BBO3a B
Poccuiickyto @enepanuio yBeAOMISIOT 00 53TOM B D3JEKTPOHHOH (opme QenepaibHbIl  oprat
UCTIOJHUTENIBHOW  BJIACTH, OCYHIECTBISAIOMMKA (YHKIMH 1O KOHTPOJII M Haa3opy B chepe
3IpaBOOXpaHEHUs U (eaepaabHblii OpraH HCIOJHUTEIBHON BJIACTH, OCYIIECTBIISIIONINN (QYHKIMH IO
JULEH3UPOBAHNIO ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

7. BBoA B TpakgaHCKUH OOOPOT KaXa0H Cepuu WM KaXJI0W MapTHM UMMYHOOHOJIOIMYECKOIO
JIEKApCTBEHHOI0 IIpenapara, npousBeaeHHoro B Poccuiickoit denepanuu wim BBO3UMOro B Poccuiickyro
denepanyio, OCYLIECTBISETCS HAa OCHOBAaHUM pa3pellleHHs, BBIJAHHOTO (eAepalbHbIM OpraHoM
UCTIOJIHATEJIBHOM  BIACTH, OCYHIECTBISIIOIIMM (YHKIMU 10 KOHTPOJIO M Haa3opy B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYIAapPCTBEHHBIMH OOKETHBIMU
YUPEKIACHUSMH, YKA3aHHBIMM B YaCTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBUH CEPUU WIH
NapTUM UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSIM, YCTAHOBJICHHBIM IPHU €ro
rocy/lapCcTBeHHON peructpauuu. [lopsnok Bblnaun paspenieHusi Ha BBOJ B I'Pa)JIaHCKHI 000poT cepuu
WIN APTUU UMMYHOOHOJIOTHYECKOT0 JIEKApCTBEHHOTO IpenapaTa, a TakKe MOPsI0K BbIJaul YKa3aHHOTO
3aKJIIOYEHUs W pa3Mep IUIaTel 3a €ro BblAady ycraHaBiuBaroTcsa [IpaBurenscTBoM Poccuiickoi
denepanuu.

7.1. ®opma u TOPAIOK MPOBEJCHUS MCTBITAHUN, YKa3aHHBIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosmiei
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CTaThbH, B TOM YMCJIE€ C UCIOJIb30BAHUEM CPEACTB AUCTAHIIMOHHOTO B3aWMOJCHCTBHUSA, YCTAaHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.
(uactp 7.1 BBeaena denepanbubiM 3akonoM oT 30.01.2024 N 1-D3)

8. 3a HempeacTaBJeHHE WU HECBOEBPEMEHHOE TMpEACTaBICHUE JOKYMEHTOB M CBEICHUH,
npenycMoTpeHHbix dactsmu 1, 2, 4, 41, 43, 5, 51 u 6 Hacrosmed craTbd, MPOU3BOAUTEIH
JIEKapCTBEHHBIX CPEACTB U OpraHU3allid, OCYILECTBISIONIME BBO3 JIEKAPCTBEHHBIX IIPENapaToB B
Poccuiickyro @enepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM € 3aKOHOAATENLCTBOM Poccuiickoin
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

9. IlpencraBiieHne JOKYMEHTOB M CBEICHUN, MPEIYCMOTPEHHBIX 4acTsaMmu 1, 2 u 4 Hacrosmiei
CTaThbd, M TMOJy4YEHUE MPEAYCMOTPEHHOTO YAaCThIO 7 HACTOSAILIEH CTaThbU pa3pelieHusl Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO TMpenapara B TpakIaHCKUKW o000poT He TpeOyroTcs B
OTHOIIEHWU JICKAPCTBEHHBIX MPENapaToB, TMPEIHA3HAYECHHBIX JUIA TPOBEACHHUS  KIMHUYECKUX
WCCJICIOBAHUI JIGKQPCTBEHHBIX IPENapaToB, IMPOBEACHHS SKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB IS
OCYIIECTBJICHUSI TOCYIapPCTBEHHOW PETUCTpAIlUU JICKAPCTBEHHBIX IPENapaToB, a TaKK€ B OTHOLICHUU
HE3apeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX IPENaparoB, NMPeAHA3HAYEHHBIX I OKa3aHWUs MEIUITUHCKON
MOMOIIM TIO XKU3HEHHBIM TMOKA3aHMSIM KOHKPETHOT'O MAallMeHTa WJIM TPYMIbl MAlMEHTOB, BBO3UMBIX B
Poccuiickyro ®denepannio B cooTBeTcTBUH ¢ 4dacTsimMu 3 u 3.1 crateu 47 Hactosuiero denepanbHOro
3aKOHa.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BbIsIBIEHUM B Ipa)JaHCKOM OOOpOTE CEpUM WIM NapTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBI M CBEJCHHS O KOTOPBIX, MpeaycMOTpeHHble yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosmei
CTaThH, HE TIPEJICTABIICHBI B (peIepalIbHBIN OpPTraH MCIIOTHUTEIBLHON BJIACTH, OCYIIECTBISIONUNA (PYHKIHH
10 KOHTPOJIIO M HAJ30pY B cepe 31paBooxXpaHeHUs, TUOO0 CEPUU WM MAPTUU UMMMYHOOHUOJIOTHYECKOTO
JIEKapCTBCHHOTO Iperapara, HE WMCIONMIMX pa3pelieHuss Ha BBOJ B  TPAXKIAHCKUH  000pOT,
MPEIyCMOTPEHHOTO YacThi0 7 HACTOsAlIeH cTaThH, (efepaiabHbIi OpraH HCIONHUTEIHHONW BIIACTH,
OCYIIECTBISIONINH (YHKIIMU 110 KOHTPOJIO M Haa30py B cdepe 3apaBOOXpPaHCHHS, B IOPSIJIKE,
ycraHoBieHHOM [IpaButenbctBoM Poccuiickoit ®enepanuy, MpUHUMAET pEIICHUE O MPEKpaIeHUH
IPaXTaHCKOTO 000pOTa TAKMX CEPUH WM TAPTUU 1O TPEACTABICHUS YKa3aHHBIX JIOKYMCHTOB H
CBEICHUI OO0 MOTYyYSHHS YKa3aHHOTO pa3peiieHusl.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynpsrantllimtoc: npumedanue.

Cr. 52.2 He pacnpoCTpaHIETCS HA CEPUU JIEKApCTB JUIsl BETEPUHAPHOIO NPUMEHEHUS, BBEJICHHBIE B
rpaxaanckuii obopor g0 01.09.2023, xoTopble MoANEkKaT MPUMEHEHHIO 10 HCTEUEHHUS CpPOKa HX
rogHoctu (®3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxaaHCKun oOOOpPOT neKkapCTBEHHbIX npenapaTtoB Ans
BeTePUHAPHOIro NpUMMeHeHus
(BBenena denepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpakIaHCKHU OOOPOT KaXKIOW cepuM mMpou3BeAeHHOro B Poccuiickoit
denepan  JEKaApCTBEHHOTO TMpenapara Uil BETEPUHAPHOIO MPUMEHEHHUs, 34 HCKIIOYEHUEM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Iperapara Jiisi BETEPUHAPHOTO MPUMEHEHHs, IPOU3BOIUTEIh
TaKOT0 JICKAPCTBEHHOTO Nperapara MpPEeACTaBIIseT B YBEJOMHUTEIBHOM IOPSAKE B (eepanbHbIii OpraH
WCTIOJTHUTEJIBHOW BIJIACTH, OCYILIECTBIISIOUIMA (YHKIMH MO KOHTPOJIO (Hag3opy) B chepe obOpareHus
JIEKapCTBEHHBIX CPEJICTB JJIS1 BETCPUHAPHOTO IPUMECHEHHS:

1) 1OKyMEHT NPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKAAIOIINN COOTBETCTBUE KAaueCTBa
JIEKapCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO IMPHUMEHEHUs, BBOAMMOIO B TIpa)IaHCKUH 000poT,
TpeOOBaHUSAM, YCTAaHOBICHHBIM IPH €TI0 TOCYAAPCTBEHHOM PETUCTPAIINU;

2) TOATBEp)KIACHHE YIOJIHOMOUYEHHOTO JIMIIa MPOU3BOJAUTENS JIEKAPCTBEHHBIX  CPENICTB
COOTBETCTBHUSl  JICKAPCTBEHHOI'O Ipenapara s BETEPUHAPHOTO MPUMEHEHUS TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPU €r0 TOCYIapCTBEHHON PEeruCTpaIiu.

2. Ilepen BBOAOM B TIpa)xJaHCKUM 00OpPOT KaxJ0H Cepuu BBO3UMOIO (IIEPEMELAEMOr0) B
Poccuiickyro ®enepannio JIEKapCTBEHHOIO IIpemapara Uil BETEPUHAPHOIO IIPUMEHEHHdA, 3a
UCKJIIOYEHUEM HMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOrO IpernapaTta Jjisl BETEpUHAPHOIO NPHUMEHEHUS,
OpraHu3alys, OCyIIECTBIAIOIIAs BBO3 (II€pEMEIIEeHUE) JIEKAPCTBEHHOIO Mpenapara Jyis BETEpUHAPHOTO
npuMeHeHns B Poccuiickyto Denepanuio, IpeACTaBIsieT B YBEIOMHTEIBHOM TMOPSAKE B (enepanbHbIi
OpraH MCIIOJIHUTEIbHON BIIACTH, OCYIIECTBISIIOIIMN (YHKIUMU 1O KOHTpOdrO (Haa3opy) B cdepe
0OpaIlIeHus JIEKAPCTBEHHBIX CPEJICTB JIJIsl BETEPUHAPHOTO IPUMEHEHUS:

1) JOKYMCHT IPOU3BOAUTECIIA JICKAPCTBCHHBIX CPEIACTB, HO,Z[TBep)KI[aIOH_II/Iﬁ COOTBCTCTBHUEC Ka4uCCTBa
JICKApCTBCHHOT'O IIpfcliapara IAJid BCTCPUHAPHOIO NPHUMCHCHHSA, BBOAUMOI'O B Fpa)KI[aHCKI/Iﬁ O60pOT,
TpC6OBaHI/I5{M, YCTAHOBJICHHBIM IIpH €T'0 I‘OCY)I&pCTBCHHOIZ perucCTpanuun;

2) NOATBEp:KJEHHE JMLA, YIOJIHOMOYEHHOIO IEepXKaTeleM WIM BIAJIENbLEM PErHCTPAalMOHHOTO
YIOCTOBEPEHHUS JIEKapCTBEHHOIO IIpemnapara JJii BETEPUHAPHOIO IHPUMEHEHMs, COOTBETCTBHS
JIEKapCTBEHHOI'O Iperapara Juisi BETEPUHAPHOTO NMPUMEHEHHUsS] TPEeOOBAaHUSM, YCTAHOBIIEHHBIM IIPH €TO
roCyAapCTBEHHOM pEruCcTpaLyy.

3. BBox B rpaxmaHckuii 0060poT BBO3uMOro (mepemernnaemoro) B Poccuiickyro deneparuio
JEKapCTBEHHOTO TperapaTra JUisi BETEPUHAPHOTO TPHUMEHEHHUs OCYIIECTBISETCS TMpU HAIUYUU
3aK/IIIOYCHHUA O COOTBCTCTBUMU ITPOU3BOJUTECIIA JICKAPCTBCHHBIX CPCACTB Tpe60BaHI/IﬂM mpaBujI
HaJJIeXxaleld MPOU3BOJCTBEHHONW MPAKTUKU, BBIIAHHOTO YIMOJIHOMOYEHHBIM (enepaabHbIM OpraHOM
WCTIOJIHUTEIIGHON  BJIACTH  JIJIT  MPOWM3BOJICTBEHHOHN IUIOMAJAKU JIEKAPCTBEHHOTO TIperapara Jyis
BETEPUHAPHOTO MMPUMEHEHHSI, BBOJUMOTO B TPAKIAHCKUN 000pOT.

4. Jluno, yNOJHOMOYEHHOE JeprKaTelieM WM BIAJENIbLIEM pPETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara [Ais BETEPUHAPHOTO TMPUMEHEHUs, JTOHKHO OBITh aTTEeCTOBAaHO B
YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (he/lepaIbHbIM OPTaHOM HMCTIOJHUTEIBHON BIACTH MOPSIKE U UMETh
CTak pabOTBl HE MEHee 4YeM IISITh JIeT B O0JacTH MPOU3BOACTBA M (WJIM) KOHTPOJS KauecTBa
JIEKApCTBEHHBIX CPEACTB JMOO B oOjmacTé MOHUTOpUHTa d(PPexkTuBHOCTH ©  0OE30MaCHOCTH
JIEKAPCTBEHHBIX MPENapaToOB JJisi BETEPUHAPHOTO TPUMEHEHHMs, MPOBOJAMMOIrO JepiKaTeleM WU
BJIQJIETIBIIEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKApCTBEHHOTO IIpernapara JJjisi BETEPUHAPHOIO
MPUMEHEHUS TUO0 YIIOJTHOMOUYEHHBIM HMH FOPUIUYECKUM JIUIIOM, BBICIIEe 00pa30BaHUE COOTBETCTBEHHO
10 OJTHOM U3 CTICHAIIBHOCTEN U (MJIM) OJJTHOMY W3 HAIlpaBJICHUHN MOATOTOBKHU: OMOJIOTHS, OMOTEXHOJIOTHSI,
BETEpUHApUs, BETEPUHAPHO-CAHUTApHAS OJKCIEPTH3a, KIWHUYECKas MEIWILIMHA, paJHallliOHHAs,
XUMUYECKass U Ouoyiormueckas 3amura, Gapmaiusa, (QyHIaMeHTalIbHAs MEIUIIMHA, XHUMHYecKas
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

TEXHOJIOTUA, XUMU.

5. Ilopsok mpeacTaBieHUs B COOTBETCTBUU C YacTAMU | M 2 HACTOAILIEH CTaThU JOKYMEHTOB U
CBEJICHUHU O JIEKapCTBEHHBIX MpernapaTax JUisi BETEPUHAPHOTO NMPUMEHEHHs, BBOJUMBIX B T'PaXIaHCKUN
obopor, ycranaBnmuBaetcs [IpaBurensctBoM Poccuiickoit deneparum.

6. B oOTHomEHHMH TEpBBIX [JBYX CEpUH JIEKAPCTBEHHOrO IIpernapara Uil BETEPUHAPHOIO
IIPUMEHEHMs, BIEpBble npou3BeaeHHoro B Poccuiickoit dexepauun wWin BIEpBbIE BBO3MMOIO
(mepemerraemoro) B Poccuiickyto @enepauuto, B QenepaibHbIii OpraH HCHOJHUTENIBHOM BIACTH,
OCYILIECTBIIAIONIMNA (YHKLNHU 110 KOHTPOIIO (Hax30py) B chepe oOpalieHus JeKapCTBEHHbBIX CPEICTB JUIs
BETEPUHAPHOTO MPUMEHEHHS, HAapAay C JOKYMEHTaMH, MPEeIyCMOTPEHHBIMH YacTsiMU | U 2 HacTosIel
CTaTbU, IPEJCTABISAIOTCS HPOTOKOJIBI HUCHBITAHUH O COOTBETCTBUM 3STHUX CEPHH JIEKapCTBEHHOIO
npemnapara ajigd BETCPUHAPHOI0 NPUMCHCHHA IMMOKA3aTCIIAM Ka4yCeCTBa, NPCAYCMOTPCHHBIM HOPMATHBHBIM
JOKYMEHTOM (Jjajiee - MPOTOKOJ HCHBITAHUM), MPOBOJAUMBIX AKKpPEIUTOBAHHBIMU B COOTBETCTBUHU C
3akoHoAarenbcTBOM Poccuiickoir  @Denepauuu 00 aKKpeAMTAalMM B HALMOHAJIBHOM  CHCTEME
aKKpeIUTallU{ UCTIBITATEIbHBIMU J1a00paTopusMu (LIEHTPaMH).

7. ExxerogHo He mo3nHee 1 (deBpans mpoM3BOAUTENN JEKAPCTBEHHBIX CPEJCTB MM OpPTaHU3aIH,
OCYLLIECTBIISIONINE BBO3 (IIEpEeMEIlEHHE) JIEeKapCTBEHHBIX MIPENapaToB JJIsl BETEPUHAPHOIO NPUMEHEHHUS B
Poccuiickyro ®epnepanuio, TpeACTaBISIOT B (enepaibHbIi OpraH HCIOJHUTEIBHOMW — BIIACTH,
OCYLIECTBISIONINNA (YHKLUHU 110 KOHTPOJIIO (Hax30py) B chepe oOpalleHus JeKapCTBEHHbBIX CPEICTB IS
BETEPUHAPHOTO0 MPUMEHEHHUS, HMPOTOKOJ HCIBITAHUN MOCTYNHBIIErO0 B TEYEHHE IoJia B I'Pa)JIaHCKHUU
000pOT JIEKAPCTBEHHOTO Iperapara Jiyisl BETEPUHAPHOTO NMPUMEHEHUSI KOHKPETHOTO NMPOU3BOAMTENS (Ha
OJIHy CEpHUI0 KaXJOro TOProBOI0 HAMMEHOBAHMUS C YYETOM JIEKapCTBEHHOM (opmbl, a s
JIEKapCTBEHHOT'O npemnapara s BETEPUHAPHOTO IPUMEHEHUH, HE SBIISIOIIETOCS
UMMYHOOMOJIOTUYECKUM, TaKK€ C Y4YETOM JIO3MPOBKH), IPOBOJUMBIX AaKKpPEAUTOBAHHBIMU B
COOTBETCTBUM C 3akoHonaTenbcTBOM Poccuiickoit ®depepanunu 00 akkpeAMTalMM B HALMOHAIbHOM
CUCTEME aKKpEIUTAIMH UCIIBITAaTEIbHBIMU Ja00paTOpusMu (LIEHTpaMHu).

8. BBox B rpaxaaHckuii 000OpOT HMMMYHOOHOJOTHMUYECKOTO JIEKapCTBEHHOI'O Ipernapara s
BETEPUHAPHOTO TNPUMEHEHUsS, MNpou3BeAcHHOro B Poccuiickoi @enepanuu WM BBO3HMOIO
(nepememaemoro) B Poccuiickyro denepannio, OCyleCTBISIETCS HA OCHOBAaHUM Pa3peLIeHHUs], BBIAAHHOTO
(benepanbHbIM OPraHOM UCIOJHUTENBHOM BIACTH, OCYLIECTBISIIOIIMM (QYHKIUHU [0 KOHTPOIIO (Haa30py)
B c(hepe oOpallieHHs JIEKapCTBEHHBIX CPEACTB [l BETEPUHAPHOTO MIPUMEHEHHs. YKa3aHHOE pa3pelleHne
BBIIAE€TCS. HA OCHOBAHMU IPOTOKOJIA MCIBITAHUM, MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3akoHojaTtenbcTBOM  Poccuiickoit  denepanuu 00 akkpeiWTalMM B HAllMOHAJIBHOM  CHCTEME
aKKpeIUTallud OpraHU3alUsIMU, I10ABEIOMCTBEHHBIMHU (heZiepalbHOMY OpraHy HCIIOJIHUTEIbHON BIACTH,
OCYLIECTBISIONIEMY (YHKIIMU IO BbIPAOOTKE TOCYAApCTBEHHOM MOJMTUKM M HOPMATHUBHO-IIPABOBOMY
pEryJIMpoBaHMIO B cgepe arpornpoMbIIUIEHHOT0 KOMIUIEKCa, BKJIOYas OOpalleHHe JIeKapCTBEHHBIX
CpeACTB JJsl BETEPUHAPHOTO MpPHUMEHEHMs, WM (efepalbHOMYy OpraHy HCHOJIHHUTENbHOM BIIACTH,
OCYIIECTBIIsFoIIEMY (DYHKITUU IO KOHTPOITIO (HaA30py) B chepe oOparieHus JeKapCTBEHHBIX CPEJICTB IS
BETEpPUHAPHOTO NPUMEHEHMS, a TakXke IOKYMEHTOB M CBEIEHHUH, MPEeIyCMOTPEHHBIX 4YacThio 1 (s
npernapaToB, IpousBeneHHbIX B Poccuiickoit denepannn) uim 4yacteio 2 (ISl MpenapaToB, BBO3ZHUMBIX
(mepemernaeMbix) B Poccuiickyro Deepaiinio) HACTOSIIEH CTaThH.

9. Cpok BbIIauM pa3pelIeHus], YKa3aHHOTO B YaCTH 8§ HACTOSIIEH CTaThH, COCTABIISIET MSATh PabOUnX
JHEH CO [JHS TPEACTaBICHUS] TPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alMel,
OCYIIECTBJISIIONIEH BBO3 (MEpEMENICHUE) JIEKAPCTBEHHOTO Mpenapara Jyisi BETEpUHAPHOTO MTPUMEHEHHUS B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Poccuiickyro @enepanuio, B GheaepanbHblii OpraH UCIIOTHATEILHONW BIACTH, OCYIIECTBISIFOIINA (PYHKIIMH
10 KOHTPOJII0 (Haa30py) B cdepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB sl BETEPUHAPHOTO IPUMEHEHHUS,
JOKYMEHTOB, ITPEIyCMOTPEHHBIX YaCThIO 8 HACTOSINEH CTAaThH.

10. Pa3perienue, ykazaHHO€ B 4acTHM 8 HACTOSIIECH CTAaTbH, BBLAACTCS B OTHOIICHUU KaXJI0M U3
MEPBBIX JIBYX CEpUHl HMMMYHOOMOJIOTMYECKOTO JIGKAPCTBEHHOTO TMpemnapara ajisi BETEPUHAPHOTO
MpUMEHEHUsI, BIIEpBbIE Mpou3BeaeHHOro B Poccuiickoit dPenepanuyu WIKM BIEPBbIE BBO3UMOIO
(mepemernraemoro) B Poccuiickyto @enepanuio. Takoe pa3peiieHue BBIIAETCS Ha BECh CPOK OOparieHus
CepHM HMMMYHOOHOJIOTMYECKOTO JICKapCTBEHHOTO TIperapara il BETCPUHAPHOTO NPUMEHEHUsS, B
OTHOILIEHWH KOTOPOM OHO BbIAHO. B OTHOIIEHMH TMOCIAEAYIOMIUX CEPUH OJHOTO TOPTrOBOTO
HaWMEHOBAaHHUS MUMMYHOOHOJOTHYECKOTO JICKAPCTBEHHOTO IperapaTa Jyisi BETEpUHAPHOTO MPUMEHEHHSI,
npousBeneHHoro B Poccuiickoir ®enepanuu unum  BBo3uMOro (mepemeniaemoro) B Poccuiickyro
®denepanyio, TaKOe pa3pelieHre BhIJAeTCsa CpOKOM Ha Tpu roja. [lopsanok Bergauu pazpenieHust Ha BBOJI B
IPaXTaHCKUK 000pPOT WMMYHOOHMOJIOTHYECKOrO JICKQpCTBEHHOTO TMpenapara i BETSPHUHAPHOTO
MIPUMEHEHHUsI, TIOPSJIOK BbIIAYM MPOTOKOJA MCIBITAHUM, YKa3aHHBIX B YacTU 8 HACTOSIIIEH CTaTbH, a
TaKK€ METOJIMKA OMpENEICHUsT pa3MepoB IUIaThl 3a BbIJAYY YKa3aHHOTO IMPOTOKOJA HCIBITAaHUN
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit enepanum.

11. MmmyHOOMONMOrMYecKHe JIEKapCTBEHHbIE Mpenaparbl Uil BETEPUHAPHOTO IMPUMEHEHHUS,
BBEJICHHbIE B TPaXJAHCKHH OOOpPOT B COOTBETCTBUM C YACTbIO 8 HACTOALIEH CTaThH, MOAJIEKAT
XPAaHEHMIO, IEPEBO3KE, OTIYCKY, pealu3aluy, Iepeade, NPUMEHEHUIO JI0 HCTEYEHUs CpOKa HX
TOJHOCTH.

12. 3a HemnpencTaBl€HUWE WM HECBOEBPEMEHHOE NIPEJCTaBICHUE JIOKYMEHTOB M CBEICHUH,
IPEJYCMOTPEHHBIX yacTaMu 1 - 3, 6 u 7 HacTosIIeN cTaTbH, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpTaHU3aIlH, OCYIIECTBISIONINE BBO3 (TIEpEMEIICHHE) JICKAPCTBEHHBIX MPEnapaToB JJIsl BETEPUHAPHOTO
npuMeHeHus B Poccuiickyro deneparnuio, HECyT OTBETCTBEHHOCTh B COOTBETCTBUHU € 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu.

13. [IpencraBieHne JOKYMEHTOB U CBEIEHUH, MPEAYCMOTPEHHBIX yacTsmu 1 - 3, 6 u 7 HacTosien
CTaThbW, W TIOJy4YEHUE pa3pelieHus, YKa3aHHOTO B 4YacTH 8 HACTOSIICH CTaThbu, HE TPeOYyIoTCs B
OTHOILLIEHUHU JIEKAPCTBEHHBIX NPENapaToB JJIsi BETEPUHAPHOTO MPUMEHEHHUs, MPEJHA3HAYEHHBIX s
BbIBO3a u3 Poccuiickoii depepanuu, MNPOBEACHUS TOKIMHUYECKHX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPEIICTB, KIMHUYECKUX HCCIEAOBAHUI JE€KapCTBEHHBIX MPENapaTroB Il BETEPUHAPHOTO NMPUMEHEHUS U
BBO3a JIJIA 1I€JI€H, yKa3aHHbIX B TyHKTE 5 yacT | ctateu 50 HacTosmero deaepaibHOTO 3aKOHA, a TAKKe
00pa3IoB JIEKAPCTBEHHBIX NIPENapaToB /A BETEPUHAPHOTO TMPUMEHEHHs, MpeIHa3HAYCHHBIX s
MPOBEJICHUSI JKCIEPTHU3bl JICKAPCTBEHHBIX CPEACTB B LENAX OCYIIECTBIEHUS TOCYAapCTBEHHOU
PEruCTpalMK JIEKAPCTBEHHBIX MPENapaToB /Il BETEPUHAPHOTO MPUMEHEHHUS WM BHECEHUS] U3BMEHEHU B
PErUCTPAlMOHHOE JI0ChE Ha JICKAPCTBEHHBIN Ipenapar sl BETEpUHAPHOTO TPUMEHEHUS.

Cratbsa 53. Npoaaxa, nepeaaya fekapcTBeHHbIX CPeACTB OpraHU3aLMsaMu onToBOM
TOProBNU NIeKapCTBEHHbIMU cpeacTBaMu

1. Opranuszanuu onTOBOM TOPTOBJIM JEKAPCTBEHHBIMHU CPEACTBAMU MOTYT OCYHIECTBIIATH MPOJAXKY
JIEKAPCTBEHHBIX CpPEJICTB WM IIE€pelaBaTh MX B YCTAHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuiickoin
denepanun nopsake (3a UCKIIOUYEHUEM (hapMaleBTHUECKONW CYyOCTaHIIMM CIHMPTa ATUIIOBOTO (3TaHOJA) C
y4eToM TpebOoBaHUM YacTu 3 HACTOSIIEN CTaThU:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHbix 3aKoHOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)
1) npyrum opraHu3aIysM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMH CPEIICTBAMH;
2) NPOU3BOIUTEIISIM JICKAPCTBEHHBIX CPEACTB JUIS eJIei TPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;
3) anTeyHBIM OpPraHU3alUsIM ¥ BETEPUHAPHBIM alITEYHBIM OPTraHU3aIHsIM;

4) Hay4YHBIM OpTaHMU3ALUAM JJIsl HAYYHO-UCCIIE0BATENBCKON PadoTHI;
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

5) UWHAMBUAYAJIBHBIM TPEIIPUHUMATEISIM, HMMCIOIUM JIMIICH3UI0 Ha (apMaleBTHYECKYIO
JEATEIbHOCTD W JIMIEH3UI0 HA MEAULIMHCKYIO IEATEIbHOCTD;

6) METUIIMHCKIM OPTaHU3aLHUsAM, B TOM YHCIIE CO3/IaHHBIM U 3aPETHCTPUPOBAHHBIM B COOTBETCTBUHU
C 3aKOHOJATEJIbCTBOM HMHOCTPAHHOTO rocyaapctBa - wieHa OpraHu3aiui SKOHOMHUYECKOTO
COTPYOHUYECTBA W pPa3BUTUS  HWHOCTPAHHBIM  IOPHIMYCCKUM  JIMIAM,  HHJIABUIYaTbHBIM
NPEINPUHUMATESM, SIBIISTIONIMMCS YYaCTHUKAMH MIPOCKTa B COOTBETCTBHH ¢ DeliepaibHBIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O MexayHApOIHOM MEAUIIMHCKOM KJIAaCTEpPE M BHECEHUU M3MEHEHUU B
OTJeNIbHBIC 3aKOHO/IaTeNIbHBIC aKkThl Poccuiickoii denepanuu’, 1 BETepUHAPHBIM OPraHU3AIHSIM;
(B pen. DenepanbHbix 3aKk0HOB 0T 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) oOpraHu3anusM W WHAWBHIYAIbHBIM TMPEANPUHUMATENSAM, OCYIIECTBIISIONMM pa3BeICHHE,
BEIpANIMUBAHUE M COJICPKAHWE JKUBOTHBIX (32 HCKIIOYCHHEM MPOJaXH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pen. ®enepanbuoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3alnuy ONTOBOM TOProOBIM JIEKAPCTBEHHBIMU CpPEACTBAMHU HE BIIPABE OCYILECTBIAThH
nponaxy (mepegady B YCTaHOBJICHHOM 3aKoHOAaTrenbcTBOM Poccuiickoit deneparuu  mopsiake)
(bapMarieBTHUECKON CyOCTaHIIMM CITUPTA STUIOBOTO (3TAaHOJA).

(uactsb 2 B pen. denepanproro 3akoHa ot 27.12.2019 N 481-D3)

Koncynpsrantllintoc: npumedanue.
Y. 3 cr. 53 na tepputopusix JIHP, JIHP, 3anoposxckoit o6macTi, XepCOHCKOM 001acTH MPUMEHSIETCS C

01.09.2024 (D3 ot 04.08.2023 N 428-D3).

3. Opranu3zaiuu OnToBOW TOPTOBJIH JIEKAPCTBEHHBIMHU CPEJACTBAMH MOTYT OCYIIECTBIIATH MPOJAKY
(mepemauy B YCTAHOBJIGHHOM 3aKOHOJATENbCTBOM Poccuiickoit Denepariiil mopsiake) JeKapcTBEHHOTO
mpermapaTa Uil MEIUIMHCKOTO TPHMEHEHUS C MEXKIYHAPOJHBIM HEIMATeHTOBAaHHBIM HAUMEHOBAHHEM
"Oranon":

1) 1OpuauYecKuM JIHMIIAaM, WUMCEIOIINM JIUIEH3WI0 Ha (DapMaleBTHYECKYIO NESATEIbHOCTh B cdepe
oOpallleHus JIEKApCTBEHHBIX CPECTB AJIST MEAUIIMHCKOTO TPUMEHEHUS;

2) UVHOUBUAYAIbHBIM MpENNpPUHUMATENSM, HMEIOIIUM JIUIEH3UI0 Ha (apMaleBTHUECKYIO
JeSITeNbHOCTD B chepe 0OpalleHus JIEKapCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOTO MTPUMEHEHHMS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3) WHIUWBUAYAJIbHBIM MIPECANTPUHUMATCIIAM, UMCHOIIUM JIMOCH3UIO HA MCIUITMHCKYIO JCATCIBHOCTD,
4) IOPUIUYCCKUM JTUIaM, UMCIOIIHUM JIUICH3WIO HAa MEAUIIUHCKYIO JCATCIbHOCTD,

5) UHOCTpPaHHBIM IOPUAMYECKUM JUIAM U UHAUBUAYAJIbHBIM HPEANPUHUMATEINSM, CO3/IaHHBIM U
3apEerUCTPUPOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIHCTBOM HHOCTPAHHOI'O TOCYJapcTBa - 4YiEHa
Opranuzanuyd 3KOHOMHYECKOTO COTPYJHHUYECTBA W PA3BUTHUA, SBISIOIMIMMCS YYaCTHUKAMH IPOEKTa B
cootBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 29 uiwoHsa 2015 roma N 160-®3 "O wmexayHapoaHOM
MEIMIIMHCKOM KJIACTEpE M BHECEHUM H3MEHEHUN B OTJEJbHBIE 3aKOHOJATENIbHBbIE aKThl Poccuiickoin
Oenepanun";

6) HCIBITaTeIBHBIM JIA0OpAaTOpHsIM (IICHTpaM), MPOBOISAIINM HCIHBITAHUS B 00JACTH KOHTPOIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEIWTOBAaHHBIM B COOTBETCTBUUM C 3aKOHOAATEIHCTBOM
Poccuiickoit ®eneparuu 00 akKpeAUTAIIMH B HAITMOHAJILHON CUCTEME aKKPEIUTAIINH.

(uactb 3 BBenena denepanbubiM 3aKkoHOM 0T 04.08.2023 N 428-D3)

CraTtba 54. NMpaBuna oNnToBOW TOProBfM NIeKAPCTBEHHbIMU CpeacTBaMun

1. OnrtoBasi TOProBilsi JIGKAPCTBEHHBIMU CPEIACTBAMHU  OCYIIECTBISICTCS MPOU3BOIAMTEISIMU
JICKAPCTBCHHBIX CPCACTB W OpraHu3alvusIMU ONTOBOU TOProBJIKM JICKAPCTBCHHBIMU CPEACTBAMU 110
MpaBUJIaM HaJJICKAIIEH TUCTPUOBIOTOPCKON MPAKTUKH, YTBEPKICHHBIM EBpasuiickoli 3KOHOMHUYECKOM
KOMI/ICCHGﬁ, U IpaBWjIaM XpaHCHUA JICKAPCTBCHHBIX CPCACTB, YTBCPKIACHHBIM YIIOJIHOMOYCHHBIM
(benepaabHbIM OPraHOM UCIIOJIHUTEIILHOW BIIACTH.

(dactb 1 B pen. @eaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

2. OpraHuzanusi ONTOBOW TOPIOBJIM JIGKAPCTBEHHBIMH CpEICTBaAaMH 00si3aHa  COONIOJATh
MIpeACIIbHBIE CPOKH OTTPY3KU 3aTPEOOBAHHBIX alTEUHOM OpPraHU3alMeN JIEKapCTBEHHBIX MPENapaToB IS
MEIUILMHCKOTO NPUMEHEHUsI W HE BIPABE OTKA3bIBaTh AalTEUYHON OpraHU3allHh, C KOTOPOM Yy Hee
3aKJIIOYEH COOTBETCTBYIOIIUN JOTOBOP O TOCTABKaX JIGKAPCTBEHHBIX MPEMAPATOB IJIsi MEIUIIMHCKOTO
MIPUMEHEHHUSI, B MMOCTAaBKE JIEKAPCTBEHHBIX MPENaparoB s MEAUIMHCKOIO MPUMEHEHHUsS NMPU HATUYHUU
3aTpe0OBaHHBIX JIEKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO MTPUMEHEHUSI Y OpraHU3aIlKi ONTOBON
TOPTOBIIM JIEKAPCTBEHHBIMU cpeAcTBamMu. lIpenenbHble CPOKM OTIpy3KH 3aTpeOOBaHHBIX aNTEUHOM
OpraHu3alyel JIEKapCTBEHHBIX IMpenapaToB Uisi MEIUIUHCKOTO TPUMEHEHUS B 3aBUCUMOCTH OT
pacIOJIOKEHUsT MecTa OTIPY3KH JIEKapCTBEHHBIX MPENapaToB [JIsi MEIULUHUHCKOTO MPUMEHEHUS
YCTaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM (he/IlepalIbHBIM OPTaHOM UCIIOJIHUTEILHON BIACTH.

(uacTsb 2 BBeneHa denepanbHbiM 3aKk0HOM OT 26.03.2022 N 64-D3)

CraTtbsa 55. MopsaaoK pO3HMYHOM TOProBSIN NEeKapCTBEHHbIMM NpenapataMmu

1. Po3HuMYHas TOpProBis JEKapCTBEHHBIMM INpenapaTaMM B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBITIOJTHEHUST BpayeOHbIX ((enbIIIepckux) Ha3HAYeHUH WM HAa3HAUYE€HUN CIEeLMATUCTOB B 0o0nacTu
BETEPUHAPUM,  OCYILECTBISAETCS  ANTEUYHbIMM  OpPraHM3alMsIMM, BETEPUHAPHBIMU  ANTEYHBIMHU
OpraHM3alysIMH,  WHIUBUAYAIbHBIMU  NPEIIPUHUMATEISIMH,  HWMEIOIIUMHU  JIMLEH3UI0  Ha
(bapMareBTUYECKYI0 JESITeIbHOCTb, MEIWIUHCKUMH OpPTraHU3alMsIMM, HMEIOIIUMH JIMIEH3UI0 Ha
(apMaleBTUUECKYIO AESTeNbHOCTb, U WX O0OOCOOJEHHBIMU IOAPA3JICNCHUSIMH, PACIONIOXKEHHBIMU B
CEJIbCKMX HAaCEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OpraHU3allid, U BETEPUHAPHBIMU
OpraHM3alysIMH, UMEIOIIMMHU JIMLEH3UI0 Ha (DapMalieBTHUECKYIO AedTelbHOCTh. PaspeieHa po3HUYHas
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

TOPrOBIS TOJBKO JIEKAPCTBEHHBIMH IIperapaTaMu, 3aperucTpupoBaHHbIMM B Poccuiickoit ®enepaunu
1100 B COOTBETCTBUU C aKTaMH, COCTaBJsolMMM IpaBo Coro3a, WM HM3TOTOBJIEHHBIMH ANTEYHBIMHU
OpraHu3alysIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3alusIMu, MHIUBUAYAIbHBIMU
HOPEINPUHUMATENISIMY, HUMEIOIUMH JIMIEH3MI0 Ha (apMaleBTUYECKYIO JesTelnbHOCTh. Po3HMuYHas
TOPrOBIs JIEKAPCTBEHHBIMM IIpPElNapaTaMHd OCYLIECTBIISETCS I10 IpaBWJIaM HAJIEkKalle anTe4yHOU
IIPAKTUKH, YTBEPKJAECHHBIM YIIOJHOMOUYEHHBIM (eiepaaIbHbIM OPraHOM MCIIOJHUTEIBHON BIACTH.

(B pen. @enepanpubix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-03)

1.1. Po3HMuHas TOPromisl JEKapCTBEHHBIMHU IMpenaparaMy i MEIUIMHCKOrO IMPUMEHEHMs (3a
HCKIIFOYEHUEM JIEKapCTBEHHBIX IPENaparoB, OTIYCKAEMbIX IO PELENTY Ha JIEKapCTBEHHBIN Ipenapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaTOB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB, a TaKkKe
CHUPTOCOJEPKAIIMUX JIEKAPCTBEHHBIX IpenapaToB ¢ OOBEMHOM [0yl STUJIOBOTO CHUpPTa CBbIIE 25
IIPOLIEHTOB) MOXKET OCYIIECTBIIATbCA ANTEUYHBIMU OPTraHU3ALMSIMH  JIUCTAHIMOHHBIM CIIOCOOOM.
Po3HuuHyr0  TOProBiar0  JIEKAPCTBEHHBIMU  Ipenaparamu i MEIUWLHUHCKOTO  IPUMEHEHUS
IMCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISTH alTEYHbIE OPraHM3alW{, MMEIOUINE JIMIICH3UI0 Ha
(dapmalleBTUUECKYIO0  JCSITENbHOCT U COOTBETCTBYIOIIEE pa3pelieHue (QeaepalibHOro  OpraHa
WCTIOJTHUTEIIBHOW  BJIACTH, OCYIIECTBISIONIET0 (YHKIMM TI0 KOHTPONIO U Hamg3opy B cdepe
3npaBooxpaHeHusd. [lopsaok  BblZauum  pa3pelieHdss Ha OCYIIECTBICHHE PO3HMYHOH TOPIrOBIU
JIEKapCTBEHHBIMU IIpENapaTaMM JMCTAHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3aLUsM,
KOTOPbIE MOTYT OCYHIECTBIISATh TaKyl0 TOPIOBIIIO, U IMOPSJAOK €€ OCYIIECTBICHMS, a TaKXe IpaBHIia
JIOCTAaBKM JIEKApCTBEHHBIX IIPENApaToB rpaxiaHaMm ycraHaBiauBaroTcs lIpaBurenbctBoM Poccuiickoi
Oenepannn. Undopmanusa 06 ormadyeHHBIX (OTHYIICHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX MperapaTax
BHOCHUTCA B CHCTEMY MOHHUTOPMHIA [JBWXECHHs JIEKAPCTBEHHBIX IIPENApaToB JUIsl MEAULMHCKOIO
MIPUMEHEHHUS B MOPSAIKE, IPELYCMOTPEHHOM 4YacThi0 7 cTtaThu 67 HacTosuero GeaepaabHOTrO 3aKOHA.
(uactsb 1.1 BBenena @enepanbbiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. BI/II[BI alITCYHBIX OpFaHH3aLIPII>’I U TIpaBHJIa OTIIYCKAa JICKAPCTBCHHBIX IIpENapaTroB IJId
MCIUIUHCKOI0O MNPHUMCHCHUSA allITCUHBIMU OpraHu3aliuiaMy, HWHIAWBUAYAJbHBIMHU MHNPCANPUHUMATCISAMHU,
UMCIOIIIMMHU JIMIICH3UIO HAa (l)apMaI_IeBTI/ILICCKYIO ACATCIIBHOCTD, a TaKKC IPaBUJIa OTITYCKa JICKapCTBCHHBIX
npemnapatroB JJIs1 MEAULOUHCKOTO MPUMEHCHUA MEAUIUHCKHUMU OpraHu3alusaMi, UMCIONIUMMU JIMICH3HIO
Ha Q)apMaI_IeBTI/I‘-ICCKYIO ACATCIIBHOCTb, U HUX 000C0O0ICHHBIMH noapa3aAciICHUAMHA, PACIIOJIOKCHHBIMU B
CCIIbCKUX HACCJICHHBIX MNYHKTAX, B KOTOPBLIX OTCYTCTBYIOT allTCHYHBIC OpraHU3alvuH, YTBCPKIAIOTCHA

YIIOTHOMOYEHHBIM (heiepaIbHBIM OPTaHOM HCIIOHUTEIBHON BIIACTH.
(B pen. DenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IIpaBuna oTmycka HApKOTMYECKUX CPEICTB U NCHUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX MPCIapaToB, JICKAPCTBCHHLBIX IIpE€HapaTroB, COACPKAIIUX HAPKOTHUYCCKUC
CpeAcTBa M TIICUXOTPOIHBIC BEILECTBA, YTBEP)KIAIOTCA YIOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM
WCTIOJTHUTEIGHOW BIIACTH IO COTJACOBAaHHWIO C (pemepanbHbBIM OpraHOM MCIIOJHUTENFHOW BIIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIE.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4, HCKapCTBCHHBIC npenaparel AJid  BCTCPUHAPHOTO  MPUMCHCHUA  MOMJICKAT  OTITYCKY
BC€TCPUHAPHBIMU allTCYHBIMW OpraHu3alusaMU, BETCPUHAPHBIMU OpTraHu3alusaMU, WHAWBUAYAJIbHBIMU
npeaAnpuHuMareiIsiMM, HWMCIOIIMMHU  JIMICH3UIO Ha (I)apMaLICBTI/I"ICCKyIO JACATCIIBHOCTD. OTHYCK
JICKApCTBCHHEBIX IIPCIIapaToB JIA BETCPUHAPHOIO MNPHUMCEHCHUSA OCYHICCTBIACTCA B COOTBETCTBUU C
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

ImpaBUJIaMn Hazlﬂexcameﬁ anTeyHOMI IMPAKTUKHU JICKAPCTBCHHBIX IMPCIIapaToB IJid BCTCPUHAPHOTO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOJTHOMOYEHHBIM (peiepabHbIM OPTaHOM MCHOJTHUTEIHHOM BIACTH.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHb MEOUIIMHCKUX OpraHU3aIllMi, HMMEIONIMX JIMICH3WI0 Ha (apMaleBTHYECKYIO
JeSTeIbHOCTD, U UX 000COOJIECHHBIX MOJIPa3/IeICHUN, PACTIOIOKEHHBIX B CEIbCKUX HACEIEHHBIX ITYHKTAX,
B KOTOPBIX OTCYTCTBYIOT alT€YHbIC OpPraHU3allMH, a TaKKe INEepevYeHb JICKAPCTBEHHBIX IPEIapaTos,
MpoJaka KOTOPBIX MOXKET OCYIIECTBISIThCS YKa3aHHBIMUA OpraHU3alUsIMH U WX 000COOJICHHBIMH
MOJIPA3/ICIICHUSIMI,  YCTAHABJIMBAIOTCS  UCIIOJHHUTENBHBIMA  OpraHaMu  CcyObeKkTOoB  Poccuiickoit
denepanuu.

(B pen. ®enepanbHbix 3akoHOB OoT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnrteyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MPEANPUHUMATEIN, HMEIONINE JIMIEH3UI0 Ha
(dapMaleBTHUECKYIO0  JeSATCIIBHOCTh, O0sA3aHBI  OOeCreuMBaTh yTBEPKACHHBIM [IpaBHTEIHCTBOM
Poccuiickoit denepanuu u GopMUPYEMBIil B YCTAHOBICHHOM UM IOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBCHHBIX MMPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEANIIMHCKOW TTOMOIIIH.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTteyHble OpraHU3allid, WHIWNBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIMICH3UIO Ha
(bapMaIeBTHYECKYI0  JICATEIIbHOCTh, Hapsay C JICKAPCTBEHHBIMH IIperaparaMd HMEIOT IPaBO
nmpuoOperaTh W TPOAaBaTh, B TOM YHCJIEC JUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE W3JICIIHUS,
NC3UH(PHUIUPYIOIIAE CPEICTBA, MPEAMEThl M CPEJICTBA JIMYHON TUTHEHBI, TOCYIY IUISI METUIIMHCKHX
IIEJICH, TPEIMEThI M CPEICTBA, MIPEIHA3HAUCHHBIC ISl YX0/1a 32 OOJBHBIMH, HOBOPOKICHHBIMH H JIETHMH,
HE JOCTHTIIMMHU BO3pacTa TPeX JIET, OYKOBYIO ONTHUKY M CPEICTBa yXOJa 3a HEil, MUHEPAIbHbIC BOIBI,
MPOJIYKTHl JIEYEOHOTO, AETCKOTO0 W JUCTHYECKOTO TUTAHHS, OWOJOTUYECKH AaKTHUBHBIC JOOABKH,
napproMepHbIe U KOCMETHYCCKUE CPEJICTBA, MEIUIIMHCKHE M CAHUTAPHO-IIPOCBETUTCIIBHBIC IEYaTHBIC
W3JIaHus, peJHa3HAYCHHBIC [Tl POTTaraH;Ibl 3J0POBOT0 00pa3a )KU3HU.

(B pen. ®enepanpubix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlearenpHOCTh anTeuHbIX opraHm3zauuii BoopyxkeHHbix Cuil Poccuiickoit denepaunn, apyrux
BOMCK, BOMHCKUX (DOPMUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOnaTenbcTBOM Poccuiickoit denepannu
IPEJYCMOTPEHO TPOXOXKAECHUE BOEHHOM CIYy>KObl MM (enepaabHON Trocyl1apCTBEHHOW CIIyXkOBbl,
CBA3AHHOM C IPAaBOOXPAHUTEIBHOM JEATEIBHOCTBIO, PErIaMEHTHUPYETCA HAacTOSIKUM PDenepanbHbIM
3aKOHOM W YTBEpPXJAEHHBIMU COOTBETCTBYIOUIMMHM (peepanbHbIMU OpraHaMH HMCIIOJHUTEIbHON BIIACTH
nosioxkeHusAMHU. KOHTponb 3a coOio/ieHneM yKa3aHHBIMHM alTE€YHbIMU OpraHU3alUsSMU IOJIOKEHU I
Hacrosiero PenepaabHOr0 3aKOHa OCYLIECTBISETCS COOTBETCTBYIOIIMMHU (heliepalibHBIMU OpraHaMu
VICIIOJTHUTEIBHON BJIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrparun cuiy ¢ 1 ssuBaps 2021 roga. - ®enepanbhebiil 3akoH oT 03.04.2020 N 105-D3.

Koncynprantlintoc: npumedanue.
C 01.03.2026 ct. 55.1 yrpaunsaer cuiy (@3 ot 20.10.2022 N 405-D3).

Cratbsa 55.1. MopAgok ocyllecTBNEeHUsI PO3HUYHOW TOProBMIM JleKapCTBEeHHbIMU

www.consultant.ru Crpanuua 132 n3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=365540&date=23.10.2024&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=23.10.2024&dst=100077&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470677&date=23.10.2024&dst=101125&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=23.10.2024&dst=100022&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482484&date=23.10.2024&dst=101305&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482484&date=23.10.2024&dst=101305&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&date=23.10.2024&dst=100016&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481787&date=23.10.2024&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=474804&date=23.10.2024&dst=104495&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470677&date=23.10.2024&dst=101126&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=123095&date=23.10.2024&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470677&date=23.10.2024&dst=101128&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=23.10.2024&dst=100023&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=23.10.2024&dst=100023&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182636&date=23.10.2024&dst=100038&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=23.10.2024&dst=100028&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=429415&date=23.10.2024&dst=100034&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

npenapatamMum Ans  MeOULMHCKOrO MNPUMEHEHUsl, OTnyckKaeMbiMW MO peuenTty Ha
NeKapCcTBEeHHbIM Nnpenapart, AUCTaHLUOHHbIM CNOCOOOM
(BBeneHa PenepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuog ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropoae ¢enepaibHOro 3HAYCHUS
Mockse, B benropoackoir 1 MockoBCKOH 00y1acTsX (1anee B HaCTOSIIEH cTaThe - CyObeKThl Poccuiickoit
denepanun) MpeaycCMaTpUBACTCA MPOBEACHUE SKCIIEPUMEHTA MO OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIU
JIEKApCTBEHHBIMU TIpenapaTamMy JUIsi MEIUIIMHCKOTO NPHUMEHEHHUsS, OTIyCKaeMbIMU IO PEIEnTy Ha
JIEKapCTBEHHBIN Mpernapar, AUCTAHIIMOHHBIM CIIOCOO0M (J1ajiee - SIKCIIEPUMEHT).

2. B pamkax 3KCIepMEHTa €ro YY4acTHHKH BIIPaBe JAMCTAHIIMOHHBIM CIOCOOOM OCYIIECTBIISATH
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH TpenapaTaMu Ui MEAUIIMHCKOTO IIPUMEHEHUS, OTIYCKaeMbIMHU
M0 peIenTy Ha JEKapCTBEHHBIN mpenapaT (B ToM uducie cHopMUpPOBAaHHOMY B (OpPME 3JICKTPOHHOTO
JOKYMEHTa B JIMYHOM KaOHWHETE TpaKAaHWHA HA €IMHOM IOpTaie W (WIM) HAa PErHOHAIBHBIX IOpTaIax
rOCYJapCTBEHHBIX ¥ MYHUIUITAJIBHBIX YCIYT) U BKJIOYCHHBIMU B IEPEUCHb JICKAPCTBCHHBIX MPENapaToB
1 (hapMaKOTepaneBTHYECKUX TPYII JIEKAPCTBEHHBIX MPEMapaToB, Pa3pelIeHHBIX K peau3alii B paMKax
AKCIEPUMEHTA, YTBEP)KICHHBIN YIIOJTHOMOYCHHBIM (e/IepaIbHbIM OPraHOM HCIIOJHUTEIBHOM BIAcTH (3a
WCKJIFOUEHHEM JIEKAPCTBEHHBIX MPENapaToB, COACPIKALIMX HAPKOTUYECKHUE CPENICTBA, ICHXOTPOIHBIE
BEIIECTBA M WX MPEKYPCOPBI, JICKAPCTBCHHBIX IPEIapaToB, COJCPKAIUX CHILHOJCHCTBYIOIINE
BEIIECTBA,  paanodapMaleBTHUECKUX  JICKAPCTBEHHBIX  IPEMapaTroB,  HMMYHOOHOJIOTHYECKHX
JICKQpCTBEHHBIX TpPENapaToB, a TAaK)Ke JCKAPCTBCHHBIX IMPEMapaToB, Uil KOTOPBIX B COOTBETCTBUHU C
MHCTPYKIMEH 10 NPHUMEHEHHIO JIEKAPCTBEHHOTO TIIpernapaTa YCTAaHOBJCH TEMIIEPAaTypHBIH PEXUM
XpaHeHus: Hiwke 15 rpagycoB Llenbcus, ciupTocoaepKamux JIEeKapCTBEHHBIX MPENapaToB ¢ 00bEMHOMN
J0JIe STWIOBOTO CIIMPTA CBBINIE 25 MPOIEHTOB W JICKAPCTBEHHBIX MPENapaToB, HM3TOTOBJICHHBIX
anTeYHBIMK  OpraHusanusamu).  KpuTepuum  BKIIOYCHHS  JIGKAPCTBEHHBIX  MPENapaTtoB U
(bapMakoTepaneBTHIeCKUX TPYII JIEKAPCTBEHHBIX MPETapaToB B YKa3aHHBIA NEPEUYCeHb YCTAaHABIUBAIOTCS
[TpaButenbcTBoM Poccuiickoit @enepanuu. [lonoskeHUsT HACTOSIICH CTAThU HE PACHPOCTPAHSIOTCS Ha
JIeKapCTBEHHBIE TpenapaThl, OTIyCKaeMble OECIIaTHO WIIA CO CKUJIKOM TpakJaHaM, MMEIOIINM MPaBo Ha
obecrieyeHrne JIEKapCTBEHHBIMHM TperapaTaMM 3a CUeT CpPEICTB OMOJDKETHBIX ACCUTHOBAaHUM
(benepabHOTO OrO/IKETA U OIOHKETOB CYOBheKTOB Poccutickoit deneparui.

(B pen. denepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. YuacTHMKaMH  DJKCHEpPUMEHTa  SBJSIIOTCS  YINOJHOMOYEHHBIH  (efepanbHbIi  Oprax
UCTIOJHUTENIBHOM  BJIACTH, YIOJHOMOYEHHbIE HCIOJHUTENbHBIE OpraHbl CcyObekToB Poccuiickoit
®denepanyy, MEAUIIMHCKUE OpPraHU3allMd W anTeyHble OpraHU3allid, COOTBETCTBYIOLINE TPEOOBAaHUAM,
YCTaHOBJIEHHBIM B COOTBETCTBHMHM C YacTbIO 4 HACTOALIEH CTAaThU.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

4. TlonoxeHune O MOPSJIKE MPOBEACHUS SKCIIEPUMEHTA, B TOM YHCIIe TPeOOBaHUS K MEIUIIUHCKUM
OpraHM3alMsM M aNTeYHbIM OPTraHU3ALMSAM, SBIAIONIMMCS YYaCTHUKAMHM SKCIEPUMEHTA, MOPSI0K
OCYILECTBJIEHUS PO3ZHUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMu JUisi MEAUIMHCKOTO ITPUMEHEHUS,
OTITYCKaeMBIMH TIO PEIENTy Ha JIEKapCTBEHHBIH Mpemnapar, JUCTAHIIMOHHBIM CIIOCOOOM, TpeOOBaHHS K
JIOCTaBKE TAaKMX JIEKaPCTBEHHBIX IIPENaparoB TIpakJaHaMm, I[paBujia BbIJAYM pas3pellieHUus Ha
OCYILIECTBJIEHNE PO3HUYHOW TOPTOBIIH JIEKAPCTBEHHBIMU MpenaparamMu JJisi MEAUIIUHCKOTO TPUMEHEHUS,
OTIYCKAaeMBIMU TIO PEIENTy Ha JEKApCTBEHHBIN Mpenapar, AUCTAHIIMOHHBIM CIIOCOOOM, yTBEpKAaeTcs
[IpaButensctBOM Poccuiickoit ®deneparuu. TpeOoBaHUS K aNTEUHBIM OPTaHU3AIMSM, SBIISIOMIAMCS
y4aCTHUKaMH DJKCIEpUMEHTa, HE MOTYT ObITh HIDKE TpeOOBaHWM, YCTAaHOBJICHHBIX K AamNTEYHBIM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OpraHM3alMsIM B COOTBETCTBUHU € 4acThio 1.1 cTathu 55 Hacrosero denepajbHOro 3aKOHa.
5. YonHOMOYEHHBIH (eiepaabHbIi OpraH UCIOJHUTEILHON BIACTH:

1) ocyuiecTBileT METOAMYECKOE COINPOBOXACHHUE OSKCIEPUMEHTA, BKJIKOYas METOJUYECKOE
COIPOBOXACHUE ACSITEIbHOCTH MEJAMIMHCKUX OPTaHU3alUi U alTeYHbIX OpraHu3alil, yUaCTBYIOIIUX B
HKCHEPUMEHTE, 10 0(hOPMIICHHUIO, UCTIOIB30BAHUIO M XPAHEHUIO PELIENTOB Ha JIEKapCTBEHHBIN Ipernapar,
B TOM 4Hciie cOPMUPOBAHHBIX B (POPME 3JIEKTPOHHBIX TOKYMEHTOB;

2) mnpencrasinser B IlpaButennctBo Poccuiickoit ®dexnepauuu NpenBapuUTENbHbIN (B HEPHOL
MIPOBEJICHUSI HKCIIEPUMEHTa, HO HE TO3/IHee 4YeM 3a JBa Mecslla O HCTEYEHHUS CpOKa IMPOBEACHUS
9KCIIEPUMEHTA) U UTOTOBBIN (M0 OKOHYAHUHU SKCIEPUMEHTA, HO HE TIO3HEE YEM Yepe3 JBa Mecslla 1ociie
UCTEUYEHHUs CPOKa NPOBEJCHHS IKCIEPUMEHTA) JOKIAAbl O pe3yjbTaTax IMPOBEIEHUS SKCIIEPUMEHTa U
MIPEAJIOKEHUSI O BHECEHUU U3MEHEHUH B 3aKOHOIATEIHCTBO 00 0OpaIeHIH JIEKApCTBEHHBIX CPEJICTB.

6. YII0JIHOMOYEHHBIN MCIIONHUTEIbHBIN oprad cyobekTa Poccuiickoit @enepanuu:
(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTD 0COOEHHOCTH IMPOBCACHUA SKCIICPUMCHTA,

2) yTBep)KOaeT MOPSAOK OTOOpa MEAMIMHCKUAX OpPraHM3alliid M alTeYHBIX OpraHU3aluid Uit
y4yacTHs B JKCIEPUMEHTE, a TaKXKe IMPOBOAUT TAKOH OTOOp M YTBEPXKAAET NepeueHb METULIMHCKHUX
OpraHM3alyil U nepedyeHb alTeUHbIX OpraHU3aliil, COOTBETCTBYIOIKUX TPEOOBAHUSAM, YCTAHOBJIECHHBIM B
COOTBETCTBHUHM C YaCTbIO 4 HACTOALLEH CTAaTbU, U SIBJIAIOIINXCS Y4ACTHUKAMU dKCIIEPUMEHTA,

3) OCYICCTBIACT MOHHUTOPHUHI IMPOBCACHUSA OKCIICPUMCHTA W HNPCACTABIIACT €ro pe3yJibTaThl B
ynOJIHOMOLIeHHHﬁ (bez[epaanblﬁ opran HUCIIOJTHUTEILHOU BJIaCTH,

4) obecrneunBaeT WH(POPMAIIMOHHO-TEXHUUECKOE OOECIeUeHUE TMPOBEJICHUS JKCIIEPUMEHTA
MIOCPEJICTBOM HCII0JIb30BaHMsI TOCYIapCTBEHHON NH(OPMAIIMOHHON CUCTEMBI B cepe 3/1paBOOXpaHEHUS
cyobekta Poccuiickoit @enepanuu ¥ (UiIM) MEIULMHCKUX WH(GOPMALMOHHBIX CHCTEM MEAMIIMHCKHX
OpraHu3alMii, SBIAIOMIMXCS YYaCTHUKAMM OSKCIEpPUMEHTa, W MX B3aUMOJICHCTBUA C €AMHOM
rocyaapcTBeHHOM MHGOPMAIIMOHHON CUCTEMOI B cdepe 3paBOOXPAHCHHUSI.

7. MenuuMHCKME OpraHu3alMd W alTeyHble OpPraHU3allid BIOpPABE OTKA3aTbCAd OT y4dacTus B
SKCIIEPUMEHTE, T0JIaB B YIOJHOMOYECHHBIA HCTIIOJHUTEIBHBIN opraH cyObekTa Poccuiickoii deneparuun
COOTBETCTBYIOIIIEE OOpalieHne B MUICbMEHHOH dopMe.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AmNTeuHBIC OpraHHM3allMHU, SBISIONIMECS YYaCTHHUKAMH JKCIIEPUMEHTA, O0sS3aHbI MPHU MPOIaKe
JMCTAHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO IMperapara il MEIUIUHCKOTO TPUMEHEHHSI, OTITYCKaeMOTO
M0 PEelENTy Ha JISKapCTBEHHBIN Mpernapar, 00eCeYnTh MPU OCYIIECTBICHUU JOCTABKU HICHTU(DUKAITUIO
JUYHOCTH TPaKAaHWHA, MOJYJaloOIIero TaKOH JIEKapCTBEHHBIH TMpenapar, B IENIAIX YCTaHOBJICHUS
COOTBETCTBHUSI €r0 JIMYHOCTH M JIMIA, YKa3aHHOTO B pEIENTe Ha JICKapCTBEHHBINH mpemnapaTt (ero
3aKOHHOTO TIPEACTABUTENsS), JHOO JHIA, YIIOJIHOMOYEHHOTO JIMIIOM, YyKa3aHHBIM B pelenTe Ha
JICKaApCTBEHHBIH Mpernapat (€ro 3aKOHHBIM MPEJICTABUTEICM), Ha MOJIydeHHE JIGKAPCTBEHHOTO Tpenapara
(mayee B HACTOSIIEH CTAThe - JIUIO, YKA3aHHOE B pelenTe (3aKOHHBIN MMPEICTABUTEND, YIIOTHOMOYCHHOE
JIUIIO).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

9. Jlumo, OCYyLIECTBISIONIEE JOCTaBKy JIEKAPCTBEHHOTO Ipemapara Ui MEAUIMHCKOrO
IIPUMEHEHMs, OTIIYCKaeMOIro IO peLenTy Ha JICKapCTBEHHbIN Ipenapar, 00sd3aHO MOTpeboBaTh y
IpaKJaHUHA, [TOJIYYarolEero TaKOM JICKapCTBEHHBIN IIpenapar, IpeAbsIBUTh JOKYMEHT, YIOCTOBEPSIOIUN
€ro JUYHOCTh, Ul UAECHTU(PHUKALMU JIMYHOCTH 3TOTO I'pa)kJaHHMHA U YCTAHOBJIEHUS COOTBETCTBUS €ro
JUYHOCTH M JIMIA, YKA3aHHOTO B pelenTe (3aKOHHOI'O IPEJICTaBUTENSA, YIOJIHOMOUYEHHOro juua). B
Cllydae BBIABIICHUS HECOBIAACHUS JIMYHOCTU I'PAKIAHWHA, ITOJYYAIOIIEro JIEKAPCTBEHHBIN IIpenapar, u
JMIA, YKa3aHHOTO B PELENTE (3aKOHHOIO IMPEACTaBUTENs, YIOJIHOMOYEHHOIO JIMLA), a TAKXKE B CIIydae
OTKa3a Tpa)JaHWHA, I[OJyYalOLIEro  JIEKAPCTBEHHBIM  IIpernapar, NpeIbsSBUTb  JIOKYMEHT,
YAOCTOBEPSIOIUN €r0 JIMYHOCTD, JIMIO, OCYIIECTBIAIONIEE NOCTAaBKY JIEKapCTBCHHOIO Ipenapara st
MEIULMHCKOTO IPUMEHEHHs, OTIIYCKaeMOI'o IO PEeLenTy Ha JeKapCTBEHHbII IpenapaT, 00s13aHO BEPHYTh
TaKOM JIEKAPCTBEHHBIN IIPENapar B allTEUHYI0 OPraHU3aLUIO.

10. TloxrBepknaeHuem (akTa Tepegadd JIEKapCTBEHHOTO TIperapara sl  MEIUIIMHCKOTO
MPUMEHEHHUSI, OTIIYCKAaEMOI'0 IO PEUENTy Ha JICKAPCTBEHHBIN Ipenapar, JIMIY, YKa3aHHOMY B PELEITE
(3aKOHHOMY TIPECTABUTENIO0, YIMOJHOMOYEHHOMY JIUILY), SIBISIOTCS KacCOBBIM YEK M TOANUCH JIMIIA,
MIOJIyYMBLIETO TAaKOW JIEKAPCTBEHHBIN IIpenapar, Ha JOKYMEHTE O IOJy4EHHMHM TaKOI'O JIEKapCTBEHHOI'O
npenapara 1o Qopme, yTBep)KIaeMoW YHOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTEIBHON
Biractd. Ilocne mepemaum JeKapCTBEHHOrO IIperapara JIMIy, yKa3aHHOMY B peuente (3aKOHHOMY
IPEACTABUTEIO, YIIOJTHOMOYEHHOMY JIMILY), 3TOT JOKYMEHT IEpeAaeTcs JIUIOM, OCYIICCTBUBILUM
JOCTaBKy TaKOTO JIEKAPCTBEHHOI'O Iperapara, B anTEeYHYI) OPTraHU3aIfio, OCYIIECTBUBIIYIO OTITYCK
JICKapCTBEHHOTO TIperapara. B ciiyyae BbISBIGHHS TIpH TIepefade JWIy, yKa3aHHOMY B peLenTe
(3aKOHHOMY TIPE/ICTABUTENIO, YINOJHOMOUYEHHOMY JIMIlY), JIEKAPCTBEHHOTO Ipemapara (haKkToB
MEXaHMYECKOTO IOBPEKACHUS €ro MJIM €ro YNaKOBKM TaKOW JIEKapCTBEHHBIH IIperapar JIUIOoM,
YKa3aHHbIM B PpCHCITC (3aKOHHBIM MpeaACTaBUTCICM, YIIOJIHOMOYCHHBIM JII/IIIOM), HC NPUHUMACTCA H
BO3BpaIaeTcss 0e3 ero Oomiarhl JIMILy, OCYIIECTBHBIIEMY JIOCTaBKy JICKAPCTBEHHOTO IIperapara |
o0ecneunBaoIIeMy €ro BO3BparT B aITEYHYIO OPTaHU3aLHIO.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit denepanny, COBEpLIEHHBIE IIPU MPOBEACHUN
JKCIIEPUMEHTA, €ro YYacTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJATEIbCTBOM
Poccutickoii denepanuu.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUM, CBA3aHHBIX C IPOBEJIEHUEM HKCIIEPUMEHTA,
ocylecTBisieTcs (eepaibHbIM OPraHOM HCHOJHMTENbHOM BIIACTH, OCYIIECTBISIOIMUM (YHKIHMU 10
KOHTPOJIIO ¥ Ha/130py B c(pepe 3apaBoOXpaHeHus, B IOpsAAKe, ycTaHOBIeHHOM denepaabHbIM 3aKOHOM OT
31 urons 2020 roma N 248-®3 "O rocyaapcTBEHHOM KOHTpoJIe (Ha30pe) U MyHUIIUNIAIBHOM KOHTPOJIE B
Poccutickoit deneparun'.

CrtaTtbsa 56. M3roToBneHne n oTnyck rekapcTBeHHbIX NpenapaTros

KoncynbrantlLitoc: mpumeyaHue.
C 01.03.2025 B 4. 1 cr. 56 BHOCsTCA m3MeHeHus1 (D3 ot 30.12.2021 N 463-D3). CMm. Oyaymryro
PEMAKIIHIO.

1. M3roroBineHue JEKapCTBEHHBIX NPENApaToOB alTEYHbIMM OpraHU3aALMSIMHU, BETEPUHAPHBIMU
anTeYHBIMM  OPraHM3ALMSAMH, UMEIOIIMMHU JIMIIEH3MI0 Ha  (apMaleBTUYECKYI0 JIeSTeNIbHOCTD,
OCYILIECTBIISIETCSl MO pelenTaM Ha JeKapCTBEHHbIE IIpernaparbl, MO TpeOOBaHUSAM MEAMIIMHCKHUX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OpraHM3aIlyii, BETEPUHAPHBIX OpPTaHHW3AIMi B COOTBETCTBHHM C IPABWJIAMH HW3TOTOBJICHHSI M OTITYCKa
JICKQpCTBEHHBIX  MPENapaToB,  YTBEPKICHHBIMH  YIOJHOMOYCHHBIM  (eliepalbHBIM  OpPraHoM
WCTIOJTHUTEIILHOH BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

2. Ilpu M3rOTOBICHUH JIGKAPCTBEHHBIX MPEMapaToOB aTeYHBIMU OpraHU3aIUsSMHU, BETEPUHAPHBIMU
aNTeYHBIMH  OPTaHM3ALMUSIMHU, HWMCIOIIMMHU JIMIICH3UIO Ha  (PapMaleBTUYECKYIO JIESTEIbHOCTD,
UCIIOJIL3YIOTCSL JICKAPCTBEHHBIC TpermapaTsl U (wim) (apManeBTHYEeCKHEe CYOCTAHIIMH, BKJIIOUEHHBIC
COOTBETCTBEHHO B IOCYJAPCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO TIPUMEHEHUS,
TOCY/IapCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEJCTB JJII BETCPUHAPHOTO MPUMEHEHUS, CIAUHBIN peecTp
3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX CpeACTB EBpa3Hiickoro 3KOHOMHYECKOT'O COK03a, SAMHBIN peecTp
3apErHCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NIPENapaToB EBpa3wiickoro 3KOHOMUYECKOTO
COI03a B YCTAaHOBJIIGHHOM Topsiike. He gomyckaercsi W3TOTOBJICHHE AaNTEYHBIMH OpraHU3allHsIMHU,
BETCPUHAPHBIMH  ANTCUYHBIMH OPTAHMU3ANMSIMH, WMCIOIIUMU JIMIEH3UI0 Ha (apMareBTHUECKYIO
JeSTEeIbHOCTD, JICKAPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit deneparyu m1udo B
COOTBETCTBHH C aKTaMHM, COCTaBIIstoIIMMHU IpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX IMIPENapaToB, HM3TrOTOBJICHHBIX AaNTEUYHBIMU OPTaHHU3ALUIMH,
BETEPUHAPHBIMU aNTEYHBIMU OpTraHU3AlMUSIMH, HMEIOIIMMU JIMIEH3WI0 Ha (apMaleBTHUECKYIO
JeSTEILHOCTh, U OQPOPMIICHHE TaKWX IPENaparoB JOJDKHBI COOTBETCTBOBATH IPaBHIIAM, YKAa3aHHBIM B
yacTu 1 HacTOsIIEH CTaThU.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeyHple OpraHM3alMM, BETEPHHAPHBIC AalTECYHbIC OPraHM3allH, WMEIOLINE JHUIEH3UI0 Ha
(bapMareBTHYECKYIO IeSTETbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOIIOJCHUE MPABHJI U3TOTOBICHUS U
OTITyCKa JIEKapCTBEHHBIX IPETapaToB B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit @enepannu.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHue npogaxum ¢anbCUPULMPOBAHHBLIX JleKapCTBEHHbIX
CpeAcTB, HepoOpoKa4yeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeacTB

[Iponaxa dhanbcuuIImPOBaHHBIX JEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPECTB 3aIPEIIacTCs.

CraTtbsa 58. XpaHeHMe neKkapCTBeHHbIX CpeacTB

1. XpaHeHue JE€KapCTBEHHBIX CPEJICTB OCYILIECTBISAETCS MPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX
CpPEACTB, OpraHu3alMsMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMM  CPEACTBAMH,  aNTECYHBIMHU
OpraHu3aLUsAIMU, BETEpPUHAPHBIMU alTeYHbIMU OpraHU3aLUsAMU, VHIUBULYAIbHBIMU
MPEANPUHAMATENISIMH, UMEIONTUMHU JIUIICH3UIO0 Ha (PapMarieBTUYECKYIO EATeIbHOCTh WU JIUIEH3UIO Ha
MEIUIMHCKYIO JEATEIbHOCTh, MEAULUMHCKUMHU OpraHU3alusMH, BETEPUHAPHBIMU OPTraHU3ALUSAMHU U
WHBIMH  OpTaHM3AIMsMU, OCYIIECTBISIONIMMU OOpalleHne JIeKapCTBEHHBIX CPEACTB. XpaHEHHUE
JICKaPCTBEHHBIX CPEACTB I BETEPUHAPHOTO INPUMEHEHHS OpraHU3alUsIMU U WHIAMBUAYaJIbHBIMHU
NpEINPUHUMATENSIMU B CIIy4asX, €CJIA OHHM HCIHOJB3YIOTCA MCKIIOYUTEIbHO TMPU Pa3BEICHUH,
BBIPAIIUBAHUH, COJCPKAHUHU U JICUCHUH >KUBOTHBIX, MOXKET OCYIIECTBISITHCS 0€3 MOTyUYeHHs JIUIEH3UH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Ha (apMaIeBTUYECKYIO ACITEIBHOCTb.
(B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBmia  XpaHEHMs]  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKJIAIOTCA  COOTBETCTBYIOILUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHEe HAPKOTHUYECKUX JICKAPCTBEHHBIX CPEICTB, NCUXOTPOMHBIX JICKAPCTBEHHBIX CPE/ICTB,
paanodapMalleBTUUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYHIECTBISAETCS B COOTBETCTBHUH  C
3akoHoJarenbcTBOM Poccuniickoit deneparuu.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbLIA Yy4YeT JleKapCTBEHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBeena denepabHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepedyeHb JEKapCTBEHHBIX CPEACTB [JII MEIUIIMHCKOTO TPUMEHEHUS, MOJICHKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY  YUYeTy, YTBEP)KIAeTCs YINOJHOMOYEHHBIM (peepalbHbIM OpPraHoM
HUCIIOJIHUTEIHLHOM BJIACTH.

2. Ilopsimok BKJIIOUEHHMS JICKAPCTBEHHBIX CPEICTB JUIS MEIMLIMHCKOIO NPUMEHEHHS B NEpPEUCHb
JICKApPCTBCHHBIX CPECACTB JII MCAUIUHCKOIO0 NPUMCHCHHA, IMOMJIC)KAUX MPEIAMCTHO-KOJINYCCTBCHHOMY
ydeTy, YCTaHaBJIHMBaeTCS YIOJHOMOYEHHBIM (eaepalibHbIM OpraHOM HCIOJHUTEIBHOW BIACTH IO
COTJIACOBAaHUIO C (enepabHbIM OPraHOM HCIOJNHHUTEIBHON BJACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. Hpe,Z[MeTHO-KOJ'II/ILICCTBCHHHﬁ Y4€T JICKAPCTBCHHBIX CPCACTB AJId MCAUIUHCKOIO IMPUMCHCHUA
BCAYT IMMPOU3BOAUTCIIM JICKAPCTBCHHBIX CPCACTB, OpraHu3alnun OIITOBOM TOProBJIKM JICKAPCTBCHHLIMHA
CpeACTBaMH, allITCUHBIC OpraHU3allui, MHAUBUAYAJIBHBIC MNPECANPUHUMATCIIN, WUMCIOIUC JIMICH3UIO Ha
q)apMaIIGBTI/I‘IGCKYIO ACATCIIBHOCTE WM JMIOCH3WIO HAa MCAULUHCKYIO ACATCIBHOCTb, U MCAWIUMHCKHC
opraHnu3anuvu, OCYICCTBIIAOIINC O6paIlIeHI/Ie JICKAPCTBCHHBIX CPEACTB I MCAUIHNHCKOTIO MPUMCHCHUS,
IMyTeéM pCErucTpanmuu JIFOOBIX CBS3aHHBIX C UX O6paHI€HI/ICM onepaunﬁ, IPpU KOTOPBIX HU3MCHACTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAAHUC, B CIICHUAJTIBHBIX XYPHAJIaX y4dC€Ta onepaunﬁ, CBA3aHHBIX C O6paIlIeHI/IeM
JICKApPCTBCHHBIX CPCACTB JJId MCAUITUHCKOI'O IMPUMCHCHU A ()Janee - CIICHUAJIbHBIC )KypHaJ'IBI).

4. TlpaBuna perucTpanuy OIepaluil, CBA3aHHBIX C OOpalleHHWEM JIEKapCTBEHHBIX CPEACTB JUIS
MEIULUHCKOTO NPHUMEHEHMS, BKIIOUYCHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
IIPUMEHEHHUs], TTOMJIEKAIIUX TPEAMETHO-KOJIMYECTBEHHOMY YYETY, B CIELUAIbHBIX XypHanaxX U IpaBuia
BEJCHUS M XPAHEHUS CHEHHAIbHBIX >KYPHAJIOB YTBEP)KIAIOTCS YIOJIHOMOUYEHHBIM (heepanbHbIM
OpraHOM HCIIOJHUTEIbHOM BIIACTH.

5. KouTtponb 3a coOJIO/IeHHEM TMpaBUJl PETUCTPAIMHM OMNEpaliii, CBSI3aHHBIX C OOpaIIeHuEM
JIEKAPCTBEHHBIX CPEACTB JUJISi MEIUIIMHCKOTO NPUMEHEHHMs], BKIIOUEHHBIX B NEPEUEHb JIEKAPCTBEHHBIX
Cp€ACTB 14 MCEAULOMWHCKOTO IPHUMCHCHUA, IMMOICKAINX MNPEIAMETHO-KOJIUYCCTBCHHOMY YUCTY, B
CHENHANbHBIX JKypHaJaX, a TakXKe 3a COONOJIEHWEM TMpaBWI BEACHHS W XPaHEHUS CIHEIUATbHBIX
KYpHAJIOB BO3J1araeTcs Ha YIOJHOMOYEHHBbIE (eaepaabHble OpraHbl HCIOJHHUTEIBHON BIACTH U
UCIIOJTHUTENbHBIE OpraHbl cyObekToB Poccuiickoit denepanuu, OCYIIECTBISIONINE JHIICH3UPOBAHHE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPEICTB, (apMarleBTUUECKON  JEATEIBHOCTH U MEIUIIMHCKON
NEeSTEIbHOCTH, U OCYILLIECTBIIETCS B paMKaX JIMIIEH3MOHHOTO KOHTPOJIS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)
Maesa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA M NOPSAAOK YHUUTOXKEHUA NeKapCTBEHHbIX CPeACTB

1. HenmoOpokauecTBEHHBIE JICKAPCTBEHHBIC CPEICTBa, (aIbCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa IMOJUIEKAT M3BIATUI0O M3 OOpalleHUus] U YHUYTOXKEHUIO B TOPSJKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM [UIsl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEACTB
ABJISICTCA ~ pelleHHe  BlajAeiblla  JIEKApCTBEHHBIX  CPEICTB,  PELICHHE  COOTBETCTBYIOILEIO
YIIOJTHOMOYEHHOTO (heZiepalibHOTro OpraHa UCIIOHUTENILHON BIIACTH MJIH PEIICHHE CYy/a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KonTtpadakTHbIe JIeKapCTBEHHBIE CPEJICTBA MOMJIECKAT UZBATHIO U3 OOPAIICHUS U YHUYTOKEHUIO
o pemieHuro cyaa. [lopsaaok yHUYTOXKEeHHsS] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
IIpaBurensctBOoM Pocculickoit denepanuu.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cBs3aHHBIE C YHUYTOKEHHEM KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEeI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (hanbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEUIAKOTCS UX BIAACIbLEM.

4. Bnaneneu JICKAPCTBCHHLIX CPCACTB AOJDKCH IIPCACTABUTL B ynOHHOMO‘ICHHBIﬁ q)eﬂepaHLHLIfI
opran HCIIOJIHUTEILHON BIIACTH JAOKYMCHT MJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IIOPAAKE €ro KOIIHIO,
IMOATBCPIKAAOIIHEC (I)aKT YHUYTOXKCHUSA JICKAPCTBCHHLIX CPEACTB.

5. CoOTBeTCTBYIOIIMK yIIOJIHOMOYEHHBIH (hefepabHbIii  OpraH HWCIOJIHHUTENBHOW  BIIACTH,
NPUHSABIIMHA pelieHre 00 YHUYTOKEHHM JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISAET KOHTPOJIb 3a HX
YHUYTOKEHHUEM.

6. VYHHYTOXEHHE JIEKapCTBEHHBIX CPEACTB MPOU3BOAMTCA OPraHMU3ALMSIMM, HMEIOIIHUMU
COOTBETCTBYIOIIYIO JINLIEH3HIO, Ha CHIEI[MAIbHO 000PYIOBaHHBIX IIOIIAKAX, TOJIMIOHAX U B CIIELUAIBHO
000pYZI0BaHHBIX MOMEILEHUSIX ¢ cOoOM0IeHneM TpeOOBaHUN B 00JaCTH OXpaHbl OKPY)KAIOLIeH cpelbl B
COOTBETCTBHUH C 3aKOHOJATEILCTBOM Poccuiickont denepanuu.

7. HapkoTnueckue JIEKapCTBEHHBIE CpPEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paguodapMalieBTUYECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUU  C
3akoHoJarenbeTBOM Pocceniickoit denepanuu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE NMPEMAPATbI ANA MEAUMLUUWHCKOIo NPUMEHEHUA

Cratba 60. N'ocypapcTBeHHOe perynMpoBaHue LieH Ha JieKapCTBEeHHble npenaparbl
ANA MeAULIMHCKOro NpUMeHeHus

1. TocynapcTBeHHOE pErylMpOBaHHE II€H Ha JIEKapCTBEHHBIC Mpemnaparbl JUIsl MEIUIIMHCKOTO
MIPUMEHEHHSI OCYIIECTBIISICTCS TIOCPEICTBOM:
(B pen. deaepanbHoro 3akoHa ot 26.03.2020 N 67-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

1) yrBepxknenus IlpaBurenscrBoM Poccuiickoii denepanuu nepeyHs )KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOPBIH (OPMHUPYETCSs M HE pexe OIHOro pasa B IoJ
[IEPECMaTPUBAETCSI B YCTAHOBJIEHHOM WM IIOpSJKE HAa OCHOBE KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHBIX
[pernaparoB, BKJIOYas AaHAIM3 CBEACHUH O CpPaBHUTEIBHOW KIMHUYECKOM A(PQPEKTUBHOCTH MU
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, OICHKY OKOHOMHYECKMX TIIOCIEACTBUN IMPUMEHEHHS
JIEKapCTBEHHOI'O CPEJCTBA M U3YyYEHHE JOMOJHUTENIBHBIX IMOCIEICTBUM NMPUMEHEHMs JIEKapCTBEHHOIO
CpEICTBa;

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHHS METOAMKH pacdyera IMpeIeibHbIX OTIYCKHBIX IIeH TNPOMU3BOJUTENCH Ha
JIEKapCTBEHHbIC IIperapaTrhl, BKIIOUCHHbIE B IMEPEYCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JICKApCTBEHHBIX IPENapaToB, a TaK)Ke BHEAPCHHUS MEXaHU3MOB (DOPMUPOBAHMS CHCTEMBI pehepeHTHBIX
LIeH;

(B pen. DenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOH pErucTpalMyd MPEACIbHBIX OTIIYCKHBIX IIGH IPOM3BOJUTEICH Ha
JICKApCTBCHHBIC TIIpCrapaTthbl, BKIIOYCHHBIC B IICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX A BaXHEHUIINX
JICKaApCTBEHHBIX NPENapaToB;

(B pen. @enepanpuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYHNAPCTBCHHOI'O peeCTpa IMPEACIIbHBIX OTIYCKHBIX IICH HpOI/ISBO,I[I/ITeHeﬁ Ha
JICKApCTBCHHBIC TIIpCIapaTthbl, BKIIOYCHHBIC B IICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX U BaXKHEHIIHMX
JICKaAPCTBCHHLIX IIPCIIApaTOB;

5) yTBepKIeHHUS METOJUKH YCTAHOBIICHUS WCIOJHHUTEIBHBIMH OpraHaMi CcyObeKToB Poccuiickoi
denepanuu npeienbHbIX Pa3MEpPOB ONTOBBIX HAJ0ABOK U MPEAEIbHBIX pa3MEPOB PO3HUYHBIX Ha10aBOK K
(haKTHYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTEISIMU JICKAPCTBEHHBIX IPEIapaToB, Ha
JIEKapCTBEHHbIE MpEenaparhl, BKIIOUEHHbIE B TMEPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKAPCTBEHHBIX IIPENAapaToB;

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

6) yCTaHOBIJIEHUS MPEACIBbHBIX pa3MEPOB ONTOBBIX HAA0ABOK M MPEACTbHBIX Pa3MEPOB PO3HUUHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC TMpEMapaThl, BKIIOYCHHBIE B TMEPEUEHb >KM3HEHHO HEOOXOIMMBIX U
BOKHENIIMX JIEKAPCTBEHHBIX IPENAPaTOB;

6.1) omnpenenenusi IlpaBurensctBom Poccuiickoit Penepanuu mopsiika LEHOOOpa30BaHUSA Ha
HEe3aperucTpUPOBAHHBIE JIEKAPCTBEHHbIE MpenapaTsl Uil MEAUIIMHCKOTO IPUMEHEHUS, KOTOPbIe BBE3EHbI
B Poccuiickyro @enepaunio Wig OKa3aHUS MEIUIIMHCKOM IMOMOIIM M0 >KU3HEHHBIM MOKA3aHHUSIM
KOHKPETHOTO MallMeHTa U MEeXJIyHapOoJAHbIe HEMaTeHTOBAHHbBIE, UM TPYNITUPOBOYHBIE, WIIK XUMHUUECKUE
HAaUMEHOBAHMSI KOTOPBIX COZEpXarcsi B NEpeyHe JKU3HEHHO HEOOXOMUMBIX U  BaKHEMIIMX
JIeKapCTBEHHBIX IPEnapaToB;

(. 6.1 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBepKIEHUs TOpsAAKa BbIIAYM MPEANHUCAHUNA UCTOTHUTENBHBIM OpraHaM CyOBEKTOB
Poccuiickoit denepanu 0 NpUBEAECHUHA B COOTBETCTBUE C 3aKOHOJIAaTeNbecTBOM Poccuiickoit denepanu
pemieHnid 00 YCTAaHOBIICGHWU TMPEAETBHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M TPEACIbHBIX pa3MepoB
PO3HUYHBIX Han0aBOK K (PaKTHUECKHUM OTIYCKHBIM II€HaM, YCTAHOBJEHHBIM TIPOU3BOJAUTEIISIMU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIX IIPENapaTroB, Ha JIEKApPCTBEHHBIE Ipenaparhbl, BKJIIOYEHHBIE B IE€PEYEHb >KU3HEHHO
HEOOXOAMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX IIPENaparoB, €CIM OHU MPHUHATBl C HapylIEHUEM
3aKkoHozarenscTBa Poccniickonn @enepannu, B nopsake, ycraHosiaeHHoOM IIpaBurensctBoM Poccuiickoi
denepanuu;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHUS  YIOJHOMOYEHHBIM  (eAepalbHbIM OpPraHoM  HCIOJHHUTEIbHON  BIAacTH
UCTIOJHUTENIBHBIM OpraHaMm cyObekToB Poccuiickoit ®Penepanuu mNpeanucaHdil O TPUBEIACHUU B
COOTBETCTBHE C 3aKoHozarenscTBOM Poccuiickonn ®enepanunuu NOPUHATBIX € HapyLICHHEM
3akoHoJaTenbcTBa Poccuiickoit denepannu perennii 00 yCTaHOBJIEHUH MPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M IPEJENIbHBIX Pa3MEpOB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIGKApCTBEHHbIE Ipenaparhl,
BKJIIOYCHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIUMBIX U BKHEHIIINX JICKApPCTBEHHBIX MIPETIApaToB;

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymiectBieHus GeaepaTbHOrO FOCYIapCTBEHHOTO Haa30pa B chepe oOpaiieHus JIeKapCTBCHHBIX
CPEICTB M PErHMOHAIBHOTO TOCYIApPCTBEHHOTO KOHTPOJIS 3a NMPUMEHEHHEM II€H Ha JIeKapCTBEHHbBIC
IpernapaTsl COOTBETCTBEHHO YINOJTHOMOYEHHBIMH (pellepalbHBIMH OpraHaMH HMCIIOJHUTEIHHON BIACTH U
UCIIOJIHUTENILHBIMU OpraHamMu cyObekToB Poccuiickoit denepanuu COracHO UX KOMIIETCHIIMHU B
nopsiike, ycranosiueHHoM IIpaBurtensctBom Poccuiickoit @enepanny;

(B pen. deaepanbhbix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHHs TPESYCMOTPEHHBIX 3aKkoHojaTenbcTBOM —Poccuiickoit  @enepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe MOpsAlKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIIOYCHHBIE B IIEpEUCHb )KU3HEHHO HEOOXOAMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MPETIapaToOB.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycioBusix 4ype3BblYaiiHONW cUTyallMu U (WJIM) NP BO3HUKHOBEHUHU YIPO3bl PaCIpPOCTPAaHEHUs
3a00JIeBaHus, MPEJICTABIAIONIET0 OMACHOCTh I OKPYXKAIOUIUX, a TAaKKe B Cilydae, €Clii B TEUEHHE
TPUALATH KaJeHAAPHBIX AHEN mnocne npuHsaTtus [IpaBurensctBoMm Poccuiickoin Penepanyu penieHus o
MIPOBEACHUN MOHUTOPHUHIA PO3HUYHBIX L[€H HA JICKAPCTBEHHBIEC IIpenaparsl, HE BKIIOYCHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX M BaXHEMIIUX JIEKapCTBEHHBIX IpENapaToB, Ha TEPPUTOPHUSAX CYOBEKTOB
Poccuiickoii denepanny BBIABIEH POCT PO3HUYHBIX LICH HA YKAa3aHHBIC JICKAPCTBEHHBIC IpENapaThl Ha
TPUIIIATh IPOLICHTOB U Ootee, [IpaBuTenscTBO Poccuiickoit deaepannu BIpaBe yCTAHOBUTH MPEIEIbHBIC
OTIIYCKHBIEC LICHBI IIPOU3BOAMTENIECH HA yKa3aHHbBIC JIEKAPCTBEHHBIE IPENApaTthl, IPEAEIIbHBIE pPa3Mephl
OINTOBBIX HaJ0ABOK U IpeleibHbIe pa3Mepbl PO3HUYHBIX Ha/l0aBOK K (PaKTUUECKUM OTHYCKHBIM ILI€HaM
IIPOU3BOJUTENICH HA yKa3aHHBIC JIEKApCTBEHHbIE Ipenaparkl. [IepeyeHs IeKapCTBEHHBIX NIpenapaToB, He
BKJIFOUEHHBIX B I€PEUYEHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEHUIIMX JIEKApCTBEHHBIX IPENapaToB, U
nopsiiok ero popmupoBanus onpenenstorcs [IpasurenscrBom Poccuiickoit denepanuu.

(dactb 2 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KaJIeHOApHBIX THEN co nHA yTBepkaeHus IIpaButensctBom Poccuiickoit
denepannuy NepedHsi, yKa3aHHOTO B YAaCTH 2 HACTOSIIEW CTAaTbU, HE JOIYCKAIOTCS pealn3alns U OTITYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaTOB IO LIEHAM, IIPEBBIIAIOIIUM IIPEACIIbHBIE OTIIYCKHBIE
LIEHBl MPOMW3BOJNTENEH HAa YKa3aHHbIE JIEKAPCTBEHHBIC IIpPENaparthl, NMPEJENbHBIE pa3Mepbl ONTOBBIX
Ha/J0aBOK M Tpe/eibHble pa3Mepbl PO3HUYHBIX HaJ0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM
IIPOU3BOAUTENICHl Ha YyKa3aHHbIE JIEKApCTBEHHbIE IIpernaparbl € Y4YeTOM Hajora Ha J100aBJIECHHYIO
CTOUMOCTb.

(uactb 3 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Koncynprantlntoc: npumeyanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: TpeaOCTaBICHUS T'OC. YCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €IMHOro nopTana, npumensitores ¢ 01.01.2025.

Koncynprantllintoc: npumeydanue.
3apeructpupoBanubie 10 07.06.2019 mnpenenbHbIe OTIYCKHBIE II€HBI MOMJIEKAT 00sS3aTEIBHON
niepepeructpaiuu B 2019 - 2020 rogax B coorBeTcTBHH €O CT. 2 @3 o1 06.06.2019 N 134-D3.

Cratbsa 61. FocynapCTBeHHa;l pernctpauma " nepeperucTpauna npegernbHbIX
OTNYCKHbIX LEeH npou3BoAuTernen Ha JeKapCcTBeHHble npenapaTbl, BK/IOYEHHble B
nepe4vyeHb XU3HeHHO HeOGXOAMMbIX M BaXXHEeWULMnxX JIeKapCTBeHHbIX npenapartoB

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

1. IIpenenbHas OTIyCKHas IIEHAa MPOW3BOJMTENS Ha JICKAPCTBEHHBIH IperapaT, BKIIOYCHHBIH B
MNepCUYCHb  JKU3HCHHO HCO6XOIII/IMI)IX A BaXHEHIIMX JICKApCTBCHHBIX  IpC€IaparoB, MOMJIC)KUT
rOCY/IapCTBCHHOW PEruCTpaluy B Mopsijake, ycraHoiaeHHoM [IpaBurensctBoMm Poccuiickoit @enepanmy,
Ha OCHOBAHUU HAIIPABJIEHHOT'O TIOCPEICTBOM €IMHOTO IOpTajia B YIIOJIHOMOYCHHBIN (he/iepabHbIii Opra
WCTIOJIHUTEIIGHON  BJIACTM WM JIMYHBIH KaOWHET  YIIOJTHOMOYEHHOTO  (QeaepaabHOro opraHa
UCTIOJIHUTENBHONW BIIACTU B €AMHOW CHCTEME, MOJIMHMCAHHOTO YCHJICHHOH KBaIH(UIIMPOBAHHOM
ANIEKTPOHHON TOANKCHIO 3asBICHUS JEpXKaTessi WM BIAeiblla PETUCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipenapara (yrmoJHOMOYEHHOTO MM JIUIA).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2. 3aperucTtpupoBaHHas INpeleibHas OTIYCKHAs 1€HAa NPOU3BOAMUTENS Ha JIEKapCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B TIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEWIIHX JIEKAPCTBEHHBIX
MpernapaToB, MOXKET OBITh MEPEPEeruCcTPUPOBAaHA B CTOPOHY YBEIWYECHHs OJUH pa3 B KAJICHIAPHOM TOAY
Ha OCHOBAaHWHW HAIPABIECHHOTO J0 | OKTAOpS KaXXJOro Troja TOCPEICTBOM E€IWHOTO TopTajia B
YIIOJTHOMOYEHHBIN  defepanbHbli  OpraH  UCHOJHUTENBHOM  BJIACTH WM JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (peiepaibHOr0 OpraHa MCIOJHHUTEIBHON BJIACTH B €IUHOM CHCTEME, MOJMHUCAHHOTO
YCUJICHHOW KBaTH(PHUIIMPOBAHHOW SJICKTPOHHOW TMOAMMUCHIO 3asBICHUS JAepiKaTens WIH BIaJeiblia
PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TIpenapara (yrmoJHOMOUYEHHOTO UM JIUIIA).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHasl IpejaeibHas OTIYCKHas I€HAa MPOM3BOJAUTENSI Ha JIEKAPCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B TEepeuyeHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIHMX JIEKAPCTBEHHBIX
[IpernapaToB, MOXET ObITh NEPEepPEerucTPUpPOBaHA B CTOPOHY CHHIKEHMSI Ha OCHOBAaHMHM HAlpaBJIEHHOTO
MIOCPEJICTBOM €JIMHOI0 TMOpTajia B YHOJHOMOYEHHBIH (hefiepaibHblii OpraH MCIOJHUTEIbHOM BIAaCTU WU
JIMYHBIN KaOMHET YIOJIHOMOYEHHOIO (peiepalbHOTO OpraHa MCIOJHUTEIbHON BIIACTH B €JUHON CHUCTEME,
MOJIMMCAHHOTO YCHJIEHHON KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOM MOIMMCHIO 3asBICHUS IepiKaTess WU
BJIQJIETIbIIa PErHCTPAIlMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IpernapaTa (yMOJIHOMOYEHHOTO UM
JIU1A).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. Jlepxarenb WM BIaJieNel] PErHMCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOrO IIpernapara
(YITOTHOMOYEHHOE UM JIMII0) O0s3aH HAMpPaBUTh TMOCPEJACTBOM EIUHOTO IMOpTajia B YIOJTHOMOYCHHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(denepanbHBIA OpraH WCIOJHUTEIHLHONW BIACTH WM JIMYHBIA KaOMHET yIOJTHOMOYEHHOTO (eAepaTbHOrO
OopraHa HCIIOJHHUTEIbHON BIIACTH B €JIMHOW CHCTEME IOJANUCAHHOE YCHJICHHON KBAIM(UIIMPOBAHHON
ANEKTPOHHON TOJIHMCHIO 3asIBICHUE O TIEPEPETUCTPALNU 3aPETUCTPUPOBAHHON MPEACTHHOU OTITYCKHOM
IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN Mpenapat, BKIOYCHHBIA B TIEpPEUYCHb KU3HEHHO HEOOXOIUMBIX
Y BOKHEUIIINX JIEKAPCTBCHHBIX MPENAPaTOB, B CTOPOHY CHIXKCHHUS B CICIYIONINX CITyqasix:

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1) cH>KeHME 1IEHbl B MTHOCTPAHHOM BAJIIOTE HA JIEKAPCTBEHHBIN MpenapaTr B CTpaHe MPOU3BOIUTENS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IpermapaT 3aperucTpupoBaH MU (WJIHM) B KOTOpHIE
IIOCTABJIAETCS IIPOU3BOJUTEIIEM;

2) cHWXKeHUE IIeH Ha pedepeHTHbIE JIEKapCTBEHHBIC MpernapaTbl B COOTBETCTBHM C IMYHKTOM |
HACTOAIMIEH dYacTh (ST COOTBETCTBYIOIIMX BOCHPOW3BEICHHBIX, OMOAHAJIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) npeBbllIEHUE TPENEIbHON OTIIYCKHOM LIEHbl Ha INEPBbIM BOCIPOU3BEIECHHBIN, O0MOaHAIOrOBbIN
(Omoroo0OHBIH) JIEKapCTBEHHBIH MpernapaT MHOCTPAHHOI'O IPOM3BOJCTBA HAJ MpEAEIbHON OTIYCKHOM
[IEHON TPOM3BOIUTENS Ha BTOPOI BOCITPOM3BEICHHBIN, OMOaHAIOTOBEIN (O0MOMOI00HBII) IeKapCTBEHHBIH
rpenapar, pacCUiuTaHHOM B COOTBETCTBUU C METOAMKOH, yTrBep:kaeHHOU [IpaBurensctBoM Poccuiickoit
®denepanuu;

4) npeBblllIEHHE MPEACIbBHON OTIYCKHOHN LIEHBI Ha MEpBBbI BOCIPOU3BEACHHBIN, OMOaHAIOrOBBIN
(6uomogOOHBI) JIEKAPCTBEHHBIN Tpenapar MpPOU3BOAUTENST TrocyaapcTBa - ujeHa EBpaswuiickoro
SKOHOMHMYECKOTO COI03a HaJ IPEAEIbHOM OTIYCKHOW LIEHOM NPOM3BOAMTENS Ha  BTOpPOU
BOCIIPOU3BE/ICHHBIN, OHOaHaIoroBbli (OMOINOMOOHBIN) JIEKAPCTBEHHBIM Ipenapar IMPOU3BOIUTEIS
rocyrapcrsa - wieHa EBpa3suMiiCKOro 3KOHOMHMYECKOIO COI03a, PACCUMTAHHOM B COOTBETCTBHH C
METOAMKOH, yTBepxkacHHOM [IpaButensctBoM Poccniickon denepannn.

5. Ilopsaok nepeperucTpanuy 3aperucTpUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX LIEH TPOU3BOIUTENIECH
Ha JIEKapCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B IEPEUYECHb >XKMU3HEHHO HEOOXOMUMBIX M BaKHEMIINX
JIEKapCTBEHHBIX IpenapaToB, B ClydasX, HPEIYCMOTPEHHBIX dYacTsMU 2 - 4 HacTosIled CcTaTbH,
ycranasinusaercd [IpasurensctBoM Pocceniickoit denepanum.

6. DKOHOMHYECKMI aHaIM3 IPENEIbHOW OTIYCKHOW ILIEHBI IPOU3BOJAUTENS HA JIEKAPCTBEHHBIN
IpernapaTr, BKJIIOUEHHBIH B TIE€pPEUYEHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IIpEenapaToB, IpU €€ TOCYJApPCTBEHHOM pEerucTpaluy WIN [EPEPEruCTpalvi  OCYLIECTBISIETCA
(benepanbHbIM OpPraHOM MCIIOJHUTEIBHOW BIIACTH, OCYIIECTBISAIOIUM (YHKUUU [0 MPUHATHIO
HOPMATHUBHBIX IPaBOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJIEHHMEM 3aKOHOAATeNbCcTBA B  cdepe
roCy/1IapCTBEHHOI'O PETyJINpOBaHUsl LieH (Tapu¢oB) Ha TOBaphI (yCIyru).

7. Pacder mpenenbHbIX OTHYCKHBIX I1I€H, YKa3aHHBIX B YacTsAX 1 M 2 HacTosMIeH cTaTbu, NMPH UX
rOCyAapCTBEHHON PETHCTpAlMi WIN MEPEPErUCTPALUH OCYIIECTBIISIETCS B COOTBETCTBUU C METOAMKOM,
yrBepxaeHHou [IpaBurenscTBoM Pocculickoit denepanyiv ¥ y4UTHIBAKOLIEH B TOM YHCIIE:

1) cobnronenue GanaHca MHTEPECOB MOTPEOUTENEN JEKAapCTBEHHBIX IMPENapaToB, BKIIIOUEHHBIX B
NepevyeHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIINX JIEKapCTBEHHBIX IPENaparoB, W MPOM3BOIUTENEH
JICKApCTBCHHBIX IMPCIapaToB, BKIOYCHHBIX B ICPCUCHL KHU3HCHHO HCO6X0}II/IMLIX A BaXKHEHIITHNX
JIeKapCTBEHHBIX IPEnapaToB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2) (hakTHUECKYIO OTITYCKHYIO IICHY Ha JIeKapCTBEHHBIE Ipenapatel B Poccuiickoit deneparuu, neHy
BBO3a JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro ®Penepanuio, a TakKe LEHbI HAa aHAJIOIMYHBIC
JIEKapCTBEHHBIE TPEnapaThl, HaxosIIrecs B oopamiennn B Poccuiickoit denepanumy;

3) 3aTpaThl NPOHM3BOIUTENS JIEKAPCTBEHHOI'O TIpenapara Ha NPOHM3BOJACTBO U  peallU3aIlUio
JICKapCTBEHHOTO Ipenapara;

4) neHy Ha JIEKapCTBEHHBIN Mpenapar, €ro 1eHy B CTpaHe MPOU3BOAMTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpoBaH U (WiIM) B KOTOPBIE ITOCTABIISAETCS IPOU3BOAUTEIIEM.

8. He nomyckaroTcs peanu3aiys U OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIOUCHHBIX B MEpEYCHb
KU3HCHHO HCO6XOIII/IMBIX U BaXHEUIIHNX JICKAPCTBCHHLIX IIPCIapaToB, Ha KOTOPLIC NPOU3BOJUTCIIIMU
JICKapCTBEHHBIX MpENapaToB HE 3aperuCTpUpOBaHa IMpeieibHAas OTHYCKHAs IIeHa, peaar3aus
MPOU3BOJUTCIIAMHU JICKAPCTBCHHBIX NPCHIapaToB IO IEHaM, MPECBLIIAIOINIUM 3apCTrUCTPUPOBAHHBIC HJIHU
[epePEruCTPUPOBAHHBIC MPEIC/IbHBIC OTIYCKHBIC IICHBI HA JIEKAPCTBEHHBIC MpPEaparhl ¢ YI€TOM Hajlora
Ha JI00ABJICHHYIO CTOUMOCTb.

9. OcobGeHHOCTH roCyJapCTBEHHOI'O PErYIMPOBAHUS MIPEACIIBHBIX OTIYCKHBIX LIEH MPOU3BOAUTENCH
Ha JIEKApCTBEHHBIEC IpENaparbl, BKIIOUEHHBIE B MEPEUYECHb KXU3HEHHO HEOOXOIUMBIX M BaKHEWUIIUX
JIEKapCTBEHHbIX MpPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMHUYECKMX M (MJIM) COLMAIBHBIX KpUTEpUEB
(U3MEeHEeHHe yCIIOBUH, MOPsiIKa U CTOMMOCTH POU3BOCTBA JIEKAPCTBEHHBIX MIPENapaToB, UCIOIb30BaHHE
HOBBIX (OpM, METOAOB U CHOCOOOB TOCYIAapPCTBEHHOI'O pPEryJUpOBaHMs LI€H Ha JIeKapCTBEHHbIE
npernapaTel, B TOM YHCIIE Ha OCHOBE MeXaHU3Ma peepeHTHOTO IEeHO0Opa30BaHUs, H3MEHEHUH TOpsIIKa
OKa3aHMs MEIUIMHCKON IOMOINM, W3MEHEHHE Kypca HHOCTPAHHOM BaJIOThl U HHbIE H3MEHEHU:)
ycranasinuBaroTcs [IpaBurensctBom Poccuiickoit @enepannu.
(B pen. @enepanbHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [ocymapCTBeHHbIU peecTp npeferibHbIX  OTNYCKHbIX  LeH
npousBoauTenien Ha fieKkapCcTBeHHble npenapaTtbl, BKNOYEHHbIe B NMepevyeHb XXU3HEHHO
Heo6XoAUMbIX U BaXXHEULUUX JNleKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM TMEPEPETUCTPUPOBAHHBIE TPEJCIbHbIE  OTHYCKHBIE  I[CHBI
HpOI/I3BOI[I/ITeJ'IeI71 Ha JICKApPCTBCHHBIC NpCHapaThl, BKIOUYCHHLIC B ICPCUCHL KXU3HCHHO H€06XOHI/IMI>IX u
BOXHEHIINX JICKAPCTBEHHBIX MpENaparoB, MOJJIEKAT BKIOYEHUIO B TOCYAAPCTBEHHBIA peecTp
MpEACIIbHBIX OTIIYCKHBIX LICH HpOI/ISBOI[I/ITeHeﬁ Ha JICKApPCTBCHHLIC MPETIapaThl, BKIITOYCHHBIC B IIEPCUCHDb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIINX JIEKAPCTBEHHBIX MPerapaToB.

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

2. I'ocynapcTBeHHBIA peecTp MPeeibHBIX OTIYCKHBIX LIEH MPOU3BOJMTENEH Ha JEKAPCTBEHHBIE
npenaparbl, BKIIOUYEHHBbIE B TIEPEUYCHb JKU3HEHHO HEOOXOIMMBIX U BAXKHEWUIIWX JIEKAPCTBEHHBIX
MpernapaToB, COJIEPKUT B ceOe CIeNYIONIYI0 HH(DOPMAIIHIO:

1) HauMeHOBaHHE JepKaTeNsI WK BIIAJENbI[a PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBAHHE IPOU3BOJIUTENS JIEKAPCTBEHHOTO IperapaTa, CBEACHHS O perucTpanuu
JIepIKaTeNsl WM BJIaJIeblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpernapara, CBeICHHS O
pErucTpalvy MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpernapara s MEAMIIMHCKOIO0 MPUMEHEHUsI B KaueCTBE
HaJOroIuIaTeNbllika B  CTpaHe  peructpanmuu (Mg POCCUMCKUX  HOPHAWYECKHX  JHI] -
UICHTU(PHUKAIIMOHHBIN HOMep Hamoromnatenbiuka (MHH), nis vHOCTpaHHBIX HOPUAUYECKHX I -
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CTpaHa perucTpanuy, HAaUMEHOBAHME PETUCTPUPYIOLIEIO OpraHa, PErucTPAlMOHHBI HOMEp, KOJI
HAQJIOTOIUIAaTENbIIMKA B CTPaHE PErucTpaluu (MHKOPIOpPALMM) MM €ro aHajor), MECTO HaXOXIEHUs
IIPOM3BOJICTBEHHBIX IIJIOLIA/I0K, YYACTBYIOIUX B IPOLECCE IPOM3BOJICTBA JEKAPCTBEHHOI'O Mpenapara, ¢
yKa3aHUEM CTaJluy MpoLecca IPOU3BOICTBA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKAPCTBEHHOTO Tmpemnapara (MEKIyHApOJIHOE HEMaTeHTOBAaHHOE, WU
TPYIIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOEC HAUMEHOBAHWS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp PEruCTPALIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBECHHOTO TIperapara,

4) nexapcTBeHHas (opMa ¢ yKazaHMEM JO3MPOBKH JIEKAPCTBEHHOI'O IIpenapara M ero KoJIM4yecTBa
BO BTOPUYHOM (MIOTPEOUTENBCKOMN) YIIAaKOBKE, a TAK)KE KOMIUIEKTHOCTB;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasI MPeACIbHAS OTITYCKHAs IICHA Ha JICKAPCTBEHHBIN Mpernapar B pyossx;
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) naTa ¥ HOMEpP NpPHKa3a YIMOJIHOMOYEHHOTO (heepaiIbHOrO OpraHa MCHOJHUTEIHLHON BIACTH O
TOCYJapCTBCHHOM PErUCTPaIlliy HITH EPEPETUCTPAIIIH MIPEICIBHOM OTITYCKHOW IISHBI Ha JICKAPCTBECHHBIH
mpernapar, BKIIOYCHHBI B TIEpEUYEHb IKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX
[peraparos.;

(B pen. DenepanbHbIx 3aK0oHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHHUS B CHIIy IIPHUKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU O TOCYJAapCTBEHHON PETUCTPALMU WIM IEPEPETHCTPALMM IPEAECIbHON OTIYCKHOM IEHBI
IIPOM3BO/IUTENSL HA JIEKApPCTBEHHBIM NIpenapaT, BKIIOUYEHHBIH B INEepevyeHb >KU3HEHHO HEOOXOAUMBIX U
BaKHEHININX JIEKAPCTBEHHBIX NPENapaToB;

(n. 6.1 BBenen ®enepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBIH Ha BTOPUYHYIO (TMOTPEOUTENIbCKYIO) YIAaKOBKY JIEKAPCTBEHHOIO
Ipenapara;
(n. 7 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOa NeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPaNneBTUYECKO-XUMUYECKON KIIacCU(UKAIINH,
PEKOMEHI0BaHHOM BeceMupHON opranu3anueit 34paBoOXpaHeHHUs.
(n. 8 BBenneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass perucrpanusi WM IepeperucTpanus MpeneiabHbIX OTIYCKHbIX II€H Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUEHHBIE B TMEpEYeHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IpPENapaTroB, BEJACHHE TOCYJApCTBEHHOIO peecTpa NpPEeNbHBIX OTIYCKHBIX II€H
MIPOU3BOIUTENEH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOYEHHBIE B MEePEYeHb )KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX  JIEKAPCTBEHHBIX  IpENapaToB, OCYIIECTBISAIOTCS B  IOPSAJKE, YCTaHOBJIEHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHMe UCMOMHUTENbHLIMU OpraHamMmu cy6bekToB Poccumnckom
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

CDeAepauMM npeagesibHbIX pa3mMepoB OMNTOBbIX Ha,D,GaBOK n npeperibHbIX pa3mepoB
PO3HMUYHbIX Hagb6aBoK K (akKTUYECKMM OTMNYCKHbIM LEeHaM, YCTaHOBMEHHbIM
npouBoaunTensasMn JeKapCTBeHHbIX nMnpenapatoB, Ha JieKapCTBeHHble npenaparTtbl,
BKNMlO4YeHHble B nepevyeHb XW3HEHHO HeOGXO,CIVIMbIX M BaXXHEWLUUX JNeKapCTBEeHHbIX
npenapaToB

(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

1. UcnonuauTtensHble opranbl cyObekTOB Poccuiickoit denepaniiu yCTaHABIWBAIOT IPEIEIbHbBIC
pa3Mepsl ONTOBBIX HA/10aBOK M MPEACIbHBIC pa3Mepbl PO3HUYHBIX HA/I0aBOK K (PaKTUYECKUM OTITYCKHBIM
neHam (0e3 ywera Hasora Ha J00aBIEHHYIO CTOMMOCTb), YCTAHOBJICHHBIM IPOU3BOJIUTEIISAMU
JIEKapCTBEHHBIX IIPENapaTroB, Ha JIEKApPCTBEHHBIE Ipenaparhbl, BKIIOYEHHbIE B IE€PEYEHb >KU3HEHHO
HEOOXOIUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEPKAECHHOH B MOPSIKE,
YCTaHOBJICHHOM IIpaBurensctBoM  Poccuiickon ®denepanny, METOAUKON YCTaHOBJICHUS
UCIIOJIHUTENBHBIMU OpraHamMu cyOBbekToB Poccuiickoit denepanuu NpeaenbHBIX Pa3MEPOB ONTOBBIX
HaJ0aBOK M TPEIENbHBIX Pa3MEPOB PO3HUYHBIX HAN0aBOK K (PAKTHYECKHMM OTHYCKHBIM IICHAaM,
YCTAaHOBJICHHBIM TPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHbIEC IPENapaThl,
BKJIIOUEHHBIE B IIE€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEMIIMX JIEKAPCTBEHHBIX IPENapaToB.
[IpoekThl perieHuii UCIIOMTHUTENBHBIX OpraHoB cyObekToB Poccuiickoii denepanuu 00 yCTaHOBICHUH U
(MIM) M3MEHEHUU IIpelebHBIX Pa3MEPOB ONTOBBIX HAI0aBOK U MPEJEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIE Iperaparbl, BKJIIOUEHHBIE B IE€PEUEHb JKU3HEHHO HEOOXOIUMBIX H
BaXHEHIIINUX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAT COTJIACOBAHUIO C YIIOJTHOMOUYEHHBIM (peepaibHbIM
OpPTaHOM HCIIOJIHHUTEIBHOMN BIIACTH, OCYHIECTBISIOMNM (DYHKIIMH 110 TIPUHSATHIO HOPMATUBHBIX TPABOBBIX
aKTOB U KOHTPOJIIO 32 COOJIOJICHHEM 3aKOHOIaTENbCTBA B c(hepe rocy1apCTBEHHOTO PeryIupoBaHuUs 1IeH
(tapudoB) Ha TOBapHI (YCIyTrH), B MOpsAIKE, ycTaHoBIeHHOM [IpaButenscTBoM Poccuiickoii @eneparui.
(B pen. ®enepanbHbix 3akoHOB OoT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-D3)

2. OpraHuzali OITOBOM TOPIOBIM JIEKAPCTBEHHBIMH CPEJICTBAMH, allTEUHble OpraHU3allly,
WHIUBUAYaAJIbHbIE MpEANPUHUMATENN, HWMEIOIIME JUMIEH3MI0 Ha (QapMaleBTUYECKYIO JAESTEeIbHOCTD,
MEIUIMHCKIE OpraHu3allii, HUMEIoIIMe JHMIEH3MI0 Ha (PapMaleBTHUECKYIO JeSTeIbHOCTb, U HX
000CO0JIEHHbIE TO/pa3/esieHusl, PAaCHOJOKEHHbIE B CEIbCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aITE€YHBIE OPraHMU3alMM, OCYLIECTBIIIOT pEAIN3ALMI0 JIEKAPCTBEHHBIX IIPENaparos,
BKJIFOUEHHBIX B I€pPEUEHb JKU3HEHHO HEOOXOJMMBIX W Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, IO
[IeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHUHM C MOPSAKOM, YCTaHOBJIEHHBIM IIpaBUTEIHCTBOM
Poccuiickoit denepanuu, U ypoBeHb KOTOpBIX (0€3 ydera Hajgora Ha JO0OABJICHHYIO CTOUMOCTH) HE
JOJDKEH TIPEBBINIATh CyMMY (DaKTUUECKOM OTIYCKHOM IIEHbI, YCTaHOBJIEHHOM MPOU3BOAUTENEM
JIEKAPCTBEHHOI'0 IIpernapara, He IPEBBIIANNIEH 3aperMCTPUPOBAHHON HIIM INEPEPErMCTPUPOBAHHON
IIPENEIbHON OTIIYCKHOM LIEHBI INPOMU3BOAMTENS (HA JaTy pealn3allMM JIEKapCTBEHHOIO IIpernapara
MIPOM3BOJUTENIEM), U pa3Mepa ONTOBON Hax0aBKW MW (WIM) pa3Mepa pPO3HUYHOM Haa0aBKu, HE
MIPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa Mpe/esibHOW ONTOBOM HaI0aBKH U (WIK) pa3Mepa MpeaeabHOI
PO3HUYHOI HaJI0aBKH, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit denepannu.

(B pen. deaepanbHbIx 3aKk0HOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonuutenbHble opranbl cyobekToB Poccuiickoit denepanun pasmemaror B cetu "MutepHer”
MHGOpPMALIMIO O 3apErMCTPUPOBAHHBIX  MPENENbHBIX OTIYCKHBIX IEHaX MpPOM3BOAUTENCH Ha
JIEKapCTBEHHbIE TMpenaparbl, BKJIIOUYEHHbIE B IE€pPEUYEHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIINX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBCHHBIX TIperapaTtoB, 00 YCTaHOBIEHHBIX B CyObekTe Poccwmiickoit denepanuu mpeaenbHbIX
pa3Mepax ONTOBBIX Ha/l0aBOK W (WJIM) MpeleibHBIX pa3Mepax PO3ZHUYHBIX HaJ0aBOK K yCTAaHOBIIEHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX IpEnapaToB (PaKTHUECKUM OTIIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npenapaTsl, BKJIIOYCHHbIE B IE€pEUYEHb >KMU3HEHHO HEOOXOJUMBIX M Ba)XKHEMIIUX JIEKapCTBEHHbIX
IIpEnaparoB, a TAKXKE O CyMME 3apEeruCTPUPOBAHHBIX IIPEACIBHBIX OTIIYCKHBIX LI€H IIPOU3BOAMTENICH Ha
JIEKapCTBEHHbIE TIpenaparbl, BKIIOUYEHHBIE B IMEPEYCHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIIUX
JIEKApCTBEHHBIX IIPENapaToB, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoit ®eneparnuu mnpeneabHbIX
pa3MepoB ONTOBBIX HA/I0ABOK U MPENEIbHBIX Pa3MEPOB PO3HUYHBIX HA/I0aBOK M HaJOra Ha J00aBJIECHHYIO
cTouMocTh. MHpopMmamus, npemxycMOTpeHHass HACTOSIIEH 4YacThiO, JOJDKHA HAXOJUTHCS TaKXkKe B
anTeuHbIX OpraHu3alusaX B JOCTYIHOM Ui BCEX 3aMHTEPECOBAHHBIX JUI] (hopMe U OOHOBIATHCS MO Mepe
ee pa3MeleHHsI HCIIOJTHUTEIBHBIMU opranamu cyobrexToB Poccuiickoit @eneparuu B cetu "MHTEpHET".
(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 roaa. - @exnepanbhblii 3akoH oT 27.12.2019 N 475-D3.

Nnasa 13. MOHUTOPUHI 9PDPEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOAALWUXCA B OBPALLEHUN
B POCCUNCKOW ®EOEPALIUU
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. PapmakoHaasop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MpernapaThl, Haxoasmuecs B oopamienun B Poccuiickoit denepanuu, noanexar
MOHHUTOPUHTY 3(P(GEKTUBHOCTH W 0O€30MacHOCTHM B IENISAX BBIABICHUS BO3MOXHBIX HEraTHBHBIX
MOCIEACTBUN UX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCHUMOCTH, MPEAYNPEKICHUS MEIULIMHCKUX
pabOTHUKOB, CIELMATUCTOB B O0JIACTH BETEPUHAPHH, MALMEHTOB WM BJAJENbIEB >XKMBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPENAPATOB.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. ®dapMakoHAJ30p OCYILECTBISETCS COOTBETCTBYIOIMM YIOJHOMOYEHHBIM (eepaibHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH B YCTAHOBJIEHHOM MM MOpPSAKE C y4eTOM TpeOOBaHMN HACTOSILETO
@enepanbHOr0 3aKOHAa M aKTOB, COCTaBisiomMX IpaBo Coro3a, IMyTeM aHalIu3a IPeloCTaBISIEMOi
cyObeKkTaMH OOpalleHHs JIKapCTBEHHBIX CpPEACTB HHGpOpMAMM O TOOOYHBIX  JIEHCTBHSX,
HEXKEeJIaTeJIbHBIX PEaKIMIX, CEPbE3HBIX HEXKENaTeNbHbIX PEaKIMIX, HEMpPEIBUIECHHBIX HEXeJlaTelbHbIX
peaknMsIX NpU NPUMEHEHHMH JIeKapCTBEHHBIX MpernaparoB, 00 HMHIMBHyaIbHOH HENEPEeHOCUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX IIPEMAPATOB, a TAK)KE 00 UHBIX (aKTax U 0OCTOSTEIbCTBAX,
NPEJCTABIAIOMIMX YIpo3y JKU3HM MM 3[0POBBIO UelOBeKa JHOO >KMBOTHOTO IPU NPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB M BBIABIECHHBIX Ha BCEX ATamax oOpallleHus JIEKapCTBEHHBIX MpPErnapaToB B
Poccutickoii denepanuu 1 Ipyrux rocyaapcrbax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. CyObeKkThl 00OpalleHus JIEKApCTBEHHBIX CPEJCTB B MOPSAIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(dbenepaibHBIM  OPraHOM  HWCIIOJTHUTENIBHOW  BJIAcTH, OOsS3aHBI COOOIIaTh B  YIOJHOMOYCHHBIN
denepanbHBIA OpraH KCHOJHUTENBHON BIACTH O TMOOOYHBIX NEHCTBUSX, HEXKENATEIbHBIX PEAKIIUSIX,
CEPBhE3HBIX HEXKENATENbHBIX PEAKIUAX, HENPEIBUACHHBIX HEXKEIATEIbHBIX PEAKIUAX MPU MPUMEHECHHHN
JIEKapCTBEHHBIX TIperaparoB, 00 WHAMBHIYaTbHON HEMEPEHOCHMOCTH, OTCYTCTBHHM J(P(HEKTUBHOCTH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JICKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (DakTax M OOCTOATENbCTBAX, MPEICTABIAIOUINX YTPO3Y
KHM3HU WIM 3[J0POBBIO YEJOBEKa JMOO >XKMBOTHOIO NPU NPUMEHEHUH JIEKapCTBEHHBIX IIPENnaparoB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHusl JICKapCTBEHHBIX mpernapaTtoB B Poccuiickoit denepanuu u
IPYTHUX TOCYJapCTBaXx.

4. Jepxatenu WIM BIAACNIbIbl PETUCTPAIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IpPENaparos,
FOPUJINYECKHE JINLA, HA UMSI KOTOPBIX BBIIAHbI pa3pelICHUs] HA MPOBEICHNE KIMHUYECKUX UCCIIEI0BaHUN
B Poccwmiickoii ®eneparuu, au00 YNOTHOMOYCHHBIE HMH JPyTHE IOPUAMYECKHE JIMIIA B paMKax
oOecrnieueHns 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSIJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (heJIepabHBIM OPTaHOM HCIOIHUTEIBHON BIACTH, O0S3aHBI OCYIIECTBISTH IMPHEM,
yueT, 00palboTKy, aHaliW3 M XpaHEHUE TMOCTYMAIUX B HX aJpec OT CYOBEKTOB OOpalieHus
JIEKapCTBCHHBIX CPEACTB M OPTraHOB TOCYJApPCTBEHHON BJIACTH COOOIICHWH O TOOOYHBIX JCHCTBHUSX,
HEXENaTeNIbHbIX PEaKLUsAX, CEPhE3HBIX HEXKEJIATEIbHbIX U HENPEABUACHHBIX HEXKENATEeIbHbIX PEaKLUAX
pU MPUMEHCHHUH JICKAPCTBEHHBIX IPENapaToB, 00 OCOOCHHOCTSAX WX B3aWMOJCUCTBHS C JAPYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMyu, WHIMBUAYAIbHONH HENEPEeHOCMMOCTH, a Takxke 00 HHbBIX (hakTax u
00CTOSITENTLCTBAX, MPEACTABISIONINX YIPO3y JKU3HH WU 3JOPOBBIO YeIIOBEKa JHOO >KMBOTHOTO WIIU
BIMAIOINIMX HA M3MEHEHHE OTHOUICHUS OXHUAAEMOW MOJb3bl K BO3MOXHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHBIX MMPEMapaToB.

5. Ilpu BbIsSBIEHUU HMH(OPMAIMU O CEPhE3HBIX HEXENaTeIbHBIX PEAKLUAX U HENpPeIBUIACHHBIX
HEXKEJIATeNbHbIX PEAKIUAX TPU NPUMEHEHHH JIEKAPCTBEHHBIX IIpenapaToB, 00 OCOOCHHOCTSAX WX
B3aUMOJICHCTBUS C JPYTMMH JIEKapCTBEHHBIMHU IIperapaTaMy, WHAWBUIYaJIbHOM HENepeHOCUMOCTH, a
Takxke 00 MHBIX (pakTax U 0OCTOATENHCTBAX, BIUSIIONINX Ha M3MEHEHNE OTHOMICHUS OKHUIAEMOH TTOJIB3BI K
BO3MOKHOMY DPHUCKY IPUMEHEHHUS JIEKaPCTBEHHBIX I[IPENaparoB, JAEp)KaTeld WU  BIIAAEIbLIbI
PErUCTPaLlMOHHBIX YIOCTOBEPEHUH JIEKapCTBEHHBIX INpENapaToB, IOPUANYECKUE JIMIIA, HA UM KOTOPBIX
BbIJIaHbl pa3pelIeHus Ha NPOBEJCHHME KIMHUYECKUX HuccienoBaHuil B Poccuiickoit denepanyu, aubo
YIOJHOMOYEHHbIE MMM JIpYIHM€ IOPUIMYECKHE JUIa OO0sf3aHbl NPUHATH MEpbI, HAINpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCIHEACTBUH  NPUMEHEHUs  TaKuX  JICKapCTBEHHBIX  IpEnaparos,
MpenyNpexaeHNe MPUUNHEHUS Bpela KU3HU WIN 3/I0pPOBbIO YEJIOBEKa MO0 KMBOTHOTO, 3aIIUTY UX OT
NPUMEHEHMs TaKUX JIEKAPCTBEHHBIX MpPEnapaToB, Ha JONOIHUTENbHBIH cOOp AaHHBIX 00 3((EKTUBHOCTH
1 0€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIIeHNe UM COKPBITHE UH(DOPMAITIH, TPETYCMOTPEHHON YacThi0 3 HACTOAIIECH CTaThH,
JepKaTed WA  BJIQAENbIBl  PETUCTPAIIMOHHBIX  YIOCTOBEPEHHH  JIEKAPCTBEHHBIX  IPENaparos,
FOPUJINYECKHE JINLIA, HA UMSI KOTOPBIX BBIIAHBI pa3pelieHus Ha MPOBEACHUE KIIMHUYECKUX UCCIEIOBaHUMN
B Poccuiickoit ®eneparnuu, MO0 YIOJTHOMOYEHHBIE WMH JIPyrde HOPUANYECKHE JHIA, a TakkKe
JOJKHOCTHBIC JIMIIA, KOTOPBIM 3Ta WHGOpMaIusl cTajla M3BECTHA MO POAYy HX NpodhecCHOHATHHOU
JEATEeIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Poccuiickoit deaepanuu.

7. Ilpu monyyeHUH YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B PaMKax
OCYILIECTBICHUSI UM (hapMaKOHa/I30pa JA0Ka3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOTO IMpernapara
YCTAQHOBJICHHBIM TpEOOBaHUSM MM TpPU MOJYyYeHUH HH(POpPMAIMM O HECOOTBETCTBMM JAHHBIX 00
3¢ (deKTUBHOCTH U O 0€30MacCHOCTH JIEKAapCTBEHHOI'O Mpernapara JaHHbIM O JIEKQpCTBEHHOM IIperapare,
COJIep KalIMMCSl B MHCTPYKIIMH IO €ro MPUMEHEHHUIO (B TOM YHMCIIE BBISIBICHHBIX B XOJ€ OCYIIECTBICHUS
(bapmakoHaa30pa KOHTPOJIbHO-HAA30PHBIMH OpPraHaMU HHOCTPAHHBIX TOCYAApPCTB), YMOJIHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTEILHON BJIACTH B YCTAaHOBJICHHOM MM IOPSKE pacCMaTPUBAET BOIIPOC O
MPUOCTAHOBJIEHUHU MPUMEHEHHS TAKOTO JIEKAPCTBEHHOT'O Iperapara.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Koncynprantlntoc: npumeyanue.
C 01.01.2026 naumeHnoBanue cT. 65 uznaraercs B HoBou penakiuu (O3 ot 30.01.2024 N 1-D3).

CrtaTtbs 65. [lpuocTaHOBNEeHUe NpUMEHeHNA NeKapcTBeHHOro npenapara
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynpranTlLitoc: nmpumedanue.
C 01.01.2026 B 4. 1 ct. 65 BHOCsTCS m3meHeHus (D3 ot 30.01.2024 N 1-D3).

1. ITpu mosmyyenun MH(pOpMALUK O HEXKEJATEIbHBIX PEAKUUSAX MPU NPUMEHEHHH JIEKAPCTBEHHOTO
IpernapaTa, HE YKa3aHHbIX B HHCTPYKLMHU IO NPHUMEHEHUIO JIEKapCTBEHHOI'O IIpernapaTa, CEpbe3HbIX
HEXXEJIATeNbHbIX pPEaKUUsiX, 00 OCOOEHHOCTAX €ro B3aUMOJCHCTBHUSA C JPYTMMH JICKapCTBEHHBIMHU
IpernapaTamMu, KOTOpbIE MOT'YT IIPEJICTABIIATh YIPO3Y KU3HHU WU 3/I0POBBIO YelIOBEKa JINOO JKUBOTHOTO, a
TaKkXe O HECOOTBETCTBUHU JAaHHBIX 00 3((HEeKTUBHOCTH M O 0€30MACHOCTH JIEKAPCTBEHHOI'O Ipenapara
JAHHBIM O JIEKQpCTBEHHOM IIpernapare, CoAepKaluMCsi B MHCTPYKIIMHU 110 €ro IPUMEHEHHIO, B TOM YHUCIIE
OT YHOJHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYAApPCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBUM C COIJIAIIEHUSIMU MEX]Y YIOJHOMOYEHHBIM (elepallbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTU W YIOJHOMOYEHHBIMH OpPTraHaMH HHOCTPAHHBIX TOCYIApCTB, YHOJHOMOYECHHBIH (enepanbHbIi
OpraH UCIOJIHUTEIILHOW BJIACTH PaccMaTpUBaeT BOIPOC O BO3MOXKHOCTH IMPHUOCTAHOBIICHHs OOpalleHus
TAKOTO JICKAPCTBEHHOTO IIperapara B TIOPSIKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (heaeparbHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

Koncynprantlitoc: nmpumedanue.
C 01.01.2026 4. 2 ct. 65 uznaraercst B HoBoit pegakuuu (O3 ot 30.01.2024 N 1-D3).

2. llpn HEHUCIIONIHEHHMN WM HEHAJJIEXallleM MWCIOIHEHUN Jep)KaTelsIMU WM  BiaJleibliaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKAPCTBEHHBIX IPENapaToB, IOPUIAWYECKUMHU JIMIAMH, Ha WM
KOTOPBIX BBIJAHBI Pa3peLICHMs Ha MPOBEACHUE KIMHUUECKUX HccaenoBanuil B Poccuiickoit Penepanum,
WM YIOJTHOMOYEHHBIMU UMM JIPYTUMH IOPUIUYECKHUMU JINLAaMU 005S3aHHOCTEH, YCTaHOBJIEHHBIX YacTsIMU
3 u 4 cratbu 64 HacTosero MeaepanbHOrO 3aKOHA, MO0 B CIIydasX MPeICTaBIEHUS] COOTBETCTBYIOLINM
YIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJHUTENIBHOM BJIACTH 3aKJIIOUYEHUS O HEJIOCTOBEPHOCTH
PE3YJIBTaTOB KJIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara il MEJULMHCKOTO IPUMEHEHUS,
KOTOPO€ OCHOBAaHO Ha PE3ysbTaTax IPOBEPKM MEIMLIHMHCKOM OpraHM3aliy, MPOBOJMBIIEH YKa3aHHOE
KIIMHUYECKOE MCCIIEN0BAHNE C HAPYIIEHUEM TPaBUJI HaJJIEXKAIEH KIMHUYECKONW MPAKTUKH, U IPUBEIIO K
MOJIYYEHHUIO HEJAOCTOBEPHBIX DPE3YyJIbTATOB, JIMOO B CiIydae HEBBIMOJIHEHMS MPEANUCAHUS, BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OpraHOM HCIOJHUTENBbHOM BJIACTH IO HWTOTaM OCYIIECTBICHMS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JEKapCTBEHHOTO Ipernapara, YHOJIHOMOYEHHBIH (enepaibHbIil opran
WCIIOJIHUTENIPHON BJACTH B YCTAaHOBJIEHHOM WM IOPSIKE paccMaTpUBAeT BOIPOC O MPUOCTAHOBJICHHUH
IIPUMEHEHHUS TAKOT'O JIEKAPCTBEHHOTO IIpenapara.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 4 cT. 65 yrpaunBaet cmry (D3 ot 30.01.2024 N 1-D3).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3. YNOJIHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTENFHOW BIACTU IMPHU TPEICTABICHUH €My
CBEICHMI O HECOOTBETCTBMM IIPOM3BOJAUTEINS JIEKAPCTBEHHBIX CpPEACTB TPEOOBAHUAM  IIPABMI
Ha/IJIe)KaIIel TPOU3BOJICTBEHHOM MPAKTUKK U (WIK) O HAPYIICHUN JHUIIEH3NOHHBIX TPeOOBaHH, KOTOPbIE
ObUIN BBISABJIEHBI B XOJ€ IPOBEIEHUS MHCIEKTHUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB WIIU
OCYIIECTBICHHS JTUIICH3HOHHOTO KOHTPOJIsS B cpepe MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
UM MOTYT IIPUBECTH K IPOU3BOJCTBY JICKAPCTBEHHBIX IPENAPATOB I MEIULIMHCKOTO IPUMEHEHUs,
MPUYMHUBIINX WM CIIOCOOHBIX MPUYMHHUTE BPEJl )KU3HU WM 3/I0POBBIO IPaX/1aH, pacCMaTPUBAET BOIIPOC
O IPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKapCTBEHHBIX IIPENapaToB I MEAMIMHCKOIO INPUMEHEHHS B
YCTaHOBJICHHOM MM IOPSIJIKE B CIEAYIOIIUX CIydasX:

1) coctaB u (MM) TEXHOJOTUS IMPOU3BOJICTBA JEKAPCTBEHHOIO Mpernapara sl MEAUIIMHCKOIO
MpUMEHEHHUs (C OMHMCAHMEM CTaJWil MPOU3BOACTBA) OTIMWYAIOTCS OT 3asBJICHHBIX B PErHUCTPALIMOHHOM
JI0ChE;

2) NeKapCTBEHHBIN Mpenapar Ijs MEIUIIMHCKOTO MPUMEHEHUs TPOU3BE/ICH HA MPOU3BOACTBEHHOMN
IJIOIIAJIKE, HE YKAa3aHHOM B PErUCTPALIMOHHOM JIOChHE;

3) y HOpou3BOAMTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPIKIAIOLINE
COOTBETCTBME KAaueCTBA JICKAPCTBEHHOI'O IIpenapara Mg MEAUIMHCKOrO NPUMEHEHHS, BBOJUMOIO B
IpaXIaHCKUI 000pOT, TPeOOBAHUAM, YCTAHOBJIEHHBIM IIPU €TI0 rOCYAapCTBEHHOM perucrpanmy;

4) TpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEJCTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIIOJIHOMOYCHHBIM (beﬂepaJH)HBIM OopraHom HCIOJIHUTEILHON BJIACTU CpPOK HC YCTpaHCHbI HApPYyHICHHA
TpeOOBAaHUI MpaBUII HAUICKANICH MPOU3BOJICTBCHHON MPAKTUKH W (WJIK) JIMIICH3UOHHBIX TPEOOBaHMUH,
KOTOPELIC OBUIH BBLIABIEHBI B X04€ MPOBCACHUA HMHCICKTUPOBAHHA IIPOU3BOIUTCIIA JICKAPCTBCHHBIX
CPE/ICTB WJIM OCYIICCTBJICHUS JTUIIEH3UOHHOTO KOHTPOJIS B cpepe Mpou3BOACTBA JICKAPCTBEHHBIX CPECTB
U NPUBCIM WK MOTYT HNPHUBCCTU K HNPOU3BOACTBY JICKAPCTBCHHLIX HNpCHapaTroB A MEAWUIUHCKOIO
MPUMEHEHUS, TPUUYNHUBIINX WIA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WM 30OPOBBIO TPaXK/IaH.

(dactb 3 BBeneHa denepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHOMOYeHHbIH (efepabHbli OpraH UCTIONHUTEIBHON BIACTH NPU HATUYMH Y HETO CBEJICHHH
O HECOOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM MpaBWJI HaJJIexalen
MPOU3BOJICTBEHHON MpakTUKK W (WIM) O HAapyLUIeHWH JIMLIEH3UOHHBIX TpeOOBaHUI, KOTOpbIE OBLIM
BBISIBJIEHBl B XOJI€ IPOBEJCHHUS HWHCIEKTUPOBAHUS TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB WIH
OCYILECTBICHHSI JIMIIEH3MOHHOTO KOHTPOJIs B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT NPUBECTU K MPOU3BOJICTBY JIEKAPCTBEHHBIX IMPENapaToB JJsi BETEPUHAPHOIO MPUMEHEHUS,
NPUYMHUBIINX WM CIIOCOOHBIX NPUYMHUTH BPEJ JKU3HU MIIM 3/10pPOBBIO JKUBOTHBIX, pacCMaTpHUBaeT
BOIPOC O TPUOCTAHOBJICHUM pealu3allud M TNPUMEHEHMs] JIEKapCTBEHHBIX IPernapaToB JUIs
BETEPUHAPHOTO MPUMEHEHHUS B YCTAHOBJICHHOM UM TOPSIJIKE B CIEAYIOMINX CIydasix:

1) coctaB M (MaM) TEXHOJOTWS IPOU3BOJCTBA JIEKAPCTBEHHOI'O MperapaTa JUisi BETEPUHAPHOIO
IIPUMEHEHHS (C ONMCAHMEM CTaguil NPOM3BOJCTBA) OTJIMYAKOTCSA OT 3asBJICHHBIX B PETUCTPALIMOHHOM
J0ChE;

2) nexapCTBEHHBIN Ipenapar AJii BETEPUHAPHOTO MPUMEHEHUS MPOU3BEAECH HAa MPOU3BOJCTBEHHOMN
TJIOIAIKE, HE YKa3aHHOW B PETUCTPAIIMIOHHOM JIOChHE;

3) Yy HOpOoUu3BOAUTECIA JICKAPCTBCHHBLIX CPCACTB OTCYTCTBYIOT JOKYMCHTBI, IMMOATBCPIKAAOMINC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

COOTBETCTBHE KayeCTBa JIEKAPCTBEHHOIrO MperapaTta JJisi BETEPUHAPHOTO MPUMEHEHHS, BBOIUMOTO B
IpaXxaIaHCKHI 000pOT, TpeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 rOCYAapCTBEHHOM perucTpalmy;

4) TpOU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIM C  COOTBETCTBYIOIINM
YIOJTHOMOYEHHBIM (heJiepaJbHbIM OPraHOM HUCHOJHUTENIBHOM BJIACTH CPOK HE YCTpaHEHbl HApYIIECHUs
TpeOOBaHUI MpaBUI HAJUICKAIICH MPOU3BOJICTBEHHONW MPAKTHKU W (WJIM) JTUICH3MOHHBIX TPEOOBAHHUIA,
KOTOpble OBbUTM BBISBICHBI B XOJI€ MPOBEICHUS HHCIEKTHUPOBAHUS IMPOU3BOIUTENS JIEKAPCTBEHHbIX
CPEJICTB WJIH OCYIIECTBICHHUS JINIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB
U TPUBEIU WIM MOTYT NIPHUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENapaToB JJIi BETEPUHAPHOIO
MPUMECHECHHUS, TPUYNHUBIIHX WA CIOCOOHBIX MPUYUHUTE BPEJT KU3HU WIIN 3[J0POBBIO KUBOTHBIX.

(dactb 4 BBenena denepanbHpiM 3aKk0HOM OT 04.06.2018 N 140-D3)

7. B mopsjake, mpeayCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN (henepanbHbIN
OpraH MCHOJHHUTEIHHOM BIACTH pacCMaTPUBAET BOMPOC O MPUOCTAHOBJICHUH Pealn3allii U IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa JUIsi BETEPUHAPHOIO NMPUMEHEHUS B CIy4yae BBISIBICHUS B IPAKIAHCKOM
000poTe cepuu JIEKapCTBEHHOTO Mpernapara Jjsl BETepPUHAPHOTO MIPUMEHEHHUS, IOKYMEHTHI U CBEJICHUS O
KOTOPOH, mpexycMoTpeHHble dactsmMu | - 3 u 6 cratbu 52.2 Hactosmero depepanbHOrO 3aKOHA, HE
MIPEJICTaBJICHbl B YKa3aHHBIA OpraH, JUOO CeprUH MMMYHOOMOJOTHYECKOTO JIEKAPCTBEHHOT'O Mpernapara
JUIs BETEPUHAPHOIO IIPUMEHEHUS], HE UMEIOILEN pa3pelieHus], IPeAyCMOTPEHHOT0 YacThio § craThu 52.2
Hactosmero denepalbHOrO 3akoHAa. B yka3aHHOM cilydae YIOJHOMOYEHHBIN ¢enepanbHbIi Opran
WCIIOJIHUTEJIBHON BJIACTH NMPUHHUMAET PEIIEHUE O NMPUOCTAHOBJICHUU pean3allii U NPUMEHEHUS TaKUX
cepuil 10 TPEICTABICHUSA YKa3aHHBIX JOKYMEHTOB M CBEICHHHM JHOO 10 TMOITY4YeHHUS YKa3aHHOTO
pa3pelieHus.

(uacth 7 BBeneHna denepanbubiM 3aKkoHOM 0T 02.07.2021 N 317-D3)

CraTtbsa 66. UHcopmauma o pesynbtaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

VYrnonHoMoueHHBIM  enepanabHbIi  OpraH  MCIOJMHUTEIBHOM  BJIACTH,  OCYIICCTBIISIONIUN
(dapmakoHaa30p, MO €ro pe3ynbTaraM pa3MellaeT Ha cBoeM oduIManbHOM caiite B cetu "MHTepHeT"
nH(pOpMaLHIO 0:

1) BBIABICHMM HOBBIX MOJTBEPXKJIECHHBIX MTaHHBIX O MOOOYHBIX JEHCTBUAX, HEXETATEIbHbIX
peaKkuMsaX, CEpPbE3HBIX HEXKENATEIbHBIX PEaKLUMsIX, HEMPEIBUACHHBIX HEKEIATENbHBIX PEaKIUAX IPHU
IIPUMEHEHHUH JIEKapCTBEHHOI'O IIPerapara, B TOM YKCJIE BIMAIOMUX HA OTHOLIEHHUE 0XKUIAEMOU IOJIB3BI K
BO3MOKHOMY PUCKY IIPUMEHEHHUsI TaHHOT'O JIEKAPCTBEHHOTI'O IIpenapara;

2) IMPUHATBIX PCHICHUAX O BHECCHHUU W3MEHEHHUH B HHCTPYKIHUIO IO MPUMCHCHUIO JICKAPCTBCHHOI'O
npemnapara, 0 NpUOCTAHOBJIICHUN MPUMCHCHH JICKAPCTBCHHOI'O IIperiapara, 00 U3BATHHU U3 06pameH1/1;1
JICKApCTBCHHOTO IIpeliapaTa Uiu o BO300HOBJICHUU MPUMCHCHUA JICKAPCTBCHHOTO IIpCIlaparta.

naesa 14. U(H®OPMALUA O NNIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUMHCKOro nPUMEHEHUA
(B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHcopmauuss o nekapcTBeHHbIX Npenapartax. Cuctema MOHUTOPUHra
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

ABNXeHUA nekapCcTtBeHHbIX npenapartoB Ald MeguunMHCKOro npuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Mudopmamnust o JIeKapCTBEHHBIX MIpemnaparax, OTIYCKaeMbIX IO PELEenTy Ha JIeKapCTBEHHBIN
npemnapar, AOJKHAa COACPKATHCA TOJIBKO B CICHUAIM3UPOBAHHBIX H3AAHUAX, MPCAHA3HAUCHHBIX JJIA
MEIUIMHCKUX, (papMaleBTHIeCKuX paOOTHUKOB, CIICUAIUCTOB B 001acT BeTrepuHapuu. Mupopmanus o
JICKApCTBCHHBIX IIpCIiaparax AJjid CICHHAJINCTOB B obactu 06pameHH51 JICKAPCTBCHHLIX CPCACTB MOXKCT
comepKaTtbcsi B MOHOTrpadusX, CHPAaBOYHMKAX, HAyYHBIX CTaThsX, B JIOKJIJaX Ha KOHIrpeccax,
KOHCI)epeHI_[I/ISIX, CUMIIO3WYyMAax, HAYYHbIX COBCTAX, a4 TaKXC B MHCTPYKHOUAX IO MPUMCHCHHIO
JIEKapCTBEHHBIX IPETapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Nndopmanusi 0 JeKapCTBEHHBIX Iperaparax, OTIIyCKaeMbIX Oe3 pelenta Ha JeKapCTBEHHBIM
mpernapar, MOXKET COAEP)KAaThCs B MyONMKanmusx W OOBSIBICHUSX CPEIACTB MAacCOBOW WH(pOpMaNuy,
CHEIHATM3UPOBAHHBIX U OOIIUX TMEYATHBIX HM3AAHUAX, HHCTPYKIMIX MO MPUMEHEHHUIO JIEKApCTBEHHBIX
[IpenapaToB, MHbIX U3AAHUSIX CYOBEKTOB 0OpallleHUs JIEKAPCTBEHHBIX CpelcTB. PexiiaMHble MaTepuaibl o
JIEKapCTBEHHOM IIperapare, OTIyCcKaeMoM Oe3 pelenTa Ha JIEKApCTBEHHBIM Mpenapar, JAOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH 11O IPUMEHEHHUIO JIEKAPCTBEHHOTO Iperapara.

3. JlomyckaeTcsi UCHOJIb30BaHUE JIOOBIX MaTepUAIbHBIX HOCUTENEH, IMO3BOJIIOUIMX XPaHUTb,
nepeaaBaTh U UCIOIB30BaTh MH(POPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee NCKaKEeHHUSI.

4. Jlng uenel uIeHTU(PUKALKMU YNAKOBOK JIEKAPCTBEHHBIX IPENaparoB s MEAMLHUHCKOTO
IIPUMEHEHUSI MIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEJICTB B IOPSAJKE, ycTaHOBJIEHHOM llpaBuTenscTBOM
Poccuiickoit denepanyy, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOIIEHUH JEKapCTBEHHBIX MPENapaToB
JUI. MEAULIMHCKOTO IPUMEHEHHS, JJI1 KOTOPbIX HE IPEIyCMOTPEHA BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(mOTpeOUTENbCKYI0) YIIAKOBKY JIEKapCTBEHHBIX MPEnapaTroB JUIsl MEIULUHCKOIO NMPUMEHEHUS CPEeICcTBa
UJCHTU(PUKAIMY, 332 HUCKIIOYEHHEM JIEKApCTBEHHBIX IpEnaparoB Il MEIUIUHCKOTO IMPUMEHEHMUS,
IIPOU3BOJUMBIX /ISl MPOBEACHUS KIMHUYECKUX HCCIIEJOBAHMM, DKCIOPTA, JEKAPCTBEHHBIX IPENAapaTOB
JUIST MEAMIMHCKOIO NMPUMEHEHMS, YKa3aHHBIX B 4dacTsax 5 W 8 crartbu 13 Hacrosmero denepanbHOro
3aKOHa, pajnodapMalieBTUYECKHX JEKapCTBEHHBIX MIPENapaToB, BBICOKOTEXHOJOTHUHBIX JIEKAPCTBEHHBIX
[IpernapaToB, KOTOPbIE IPOU3BEACHBI MaJbIMU CEPHUSIMH, COCTOST W3 OJHOM WJIM HECKOJBKUX 103
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O Ipenapara, IpeIHa3HAueHbl s KOHKPETHOIO IAlUEHTa,
UMEIOT KOPOTKHUI CPOK TOJAHOCTH (10 NEBSHOCTA KaJCHJIAPHBIX JHEN) W (WJIM) TeMIIepaTypHbIH PEeXUM
XpaHEHUs U TpaHCIoOpTUpoBaHus MUHYC 60 rpaxycoB Llenbcns nuinm HUXKe, MUABOK MEIUIMHCKUX U Fa30B
MEAUIMHCKUX. )1 TeKapCTBEHHBIX NPENapaToB C MEKIYHAPOIHBIM HETATEHTOBAHHBIM HAUMEHOBAaHUEM
"OraHon" cpeAcTBO UAECHTU(PHUKAIIMY HAHOCUTCS Ha BTOPUYHYIO (MTOTPEOUTENBCKYI0) YIIAKOBKY B cilydae,
€CJIM TaKasl yNaKoBKa SIBJISIETCS WHIAUBUAYAIbHOM BTOPUYHOM (MOTPEOMTENHCKON) YIMaKOBKOW 3TOT0
JIEKapCTBEHHOTO TpenapaTa, a B ClIydae OTCYTCTBUS BTOPHUYHOM (IOTPEOMTENbCKOM) YNAKOBKU WM
HaJIM4Yusl YNAaKOBKU, B KOTOPOW HaXoAMWTCs Oojiee OJHOM €IUHUIBI YKa3aHHOTO JIEKAPCTBEHHOTO
npernapara B IEpBUYHON YIIAaKOBKE, CPEJICTBO UAECHTU(PHUKAIIMA HAHOCUTCS Ha IEPBUYHYIO YIIAKOBKY.
(wacte 4 BBeaeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
denepanbHbIX 3ak0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepuCTUKHU CPEICTBA HACHTHU(PUKAIINH, TIOPSIOK €r0 HAHECEHHS U TPeOOBAHUS K CTPYKTYpE
u ¢dopmary wuHbOpMAIMK, KOTOPYIO COACPKUT CPEACTBO HACHTU(UKAINUU, OMPEICNIOTCS
[TpaBuTenscTBOM Poccuiickoit denepanum.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmox co3maHusi, pa3BUTHs, BBOJA B OKCIUIyaTallUl0, SKCIUIyaTallud M BbIBOAA W3
JKCIUTyaTalldd CHCTEMbl MOHHUTOPUHTA JBHMIXKEHHUS JICKAPCTBEHHBIX MPENapaTroB sl MEAUIIMHCKOIO
MPUMEHEHHUS, TMOPAJ0K NpPeaocTaBiIeHUsT HHGPOpMAIMU, COAEpXKallehHcs B CHUCTEME MOHUTOPUHTA
JBIKEHUS JIEKAPCTBEHHBIX MPENapaToB IJisi MEIUIMHCKOTO MPUMEHEHHUS, U MOPSI0K B3aUMOJICHCTBUS
YKa3aHHOM  CHUCTEMBl C HMHBIMH  TOCYHApCTBEHHBIMM  HH(GOPMAlMOHHBIMU  CHCTEMaMu H
MH()OPMAIMOHHBIMU CUCTEMAMHU FOPUINYCCKHX JIUIl U WHAUBUIYAIBHBIX MIPEANIPUHIMATENICH, YKa3aHHBIX
B vactax 7 u 10 nHacTosmed crarbm, yctaHaBiuBaroTcsi [IpaBurenbcTBoM Poccuiickoit depepanmm.
OneparopaMu CHCTEMbl MOHUTOPHHIA JIBUKEHHUS JIEKAPCTBEHHBIX IIPENapaToB MAJii MEIULHUHCKOIO
MPUMEHEHUS SBIAIOTCS (elepalibHblii OpraH HWCHOJHUTENbHOW BIacTM U (WIM) OpraHu3alus,
ynosiHoMo4eHHbIe [IpaBurensctBoM Pocculickoit denepanuu.

(dactb 6 BBeneHa denaepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue uia 1 MHAUBUAYAIbHBIC MPEINPUHUMATENN, OCYIIECTBISIONINE TPOU3BOJICTRO,
XpaHeHue, BB03 B Poccuiickyto ®ezpepanuio, OTIYCK, pealu3alldio, Iepeaady, MNPUMEHEHHE W
YHUYTOXKEHUE JIEKAPCTBEHHBIX MPEMApaTOB ISl MEIUIIMHCKOTO IPUMEHEHUsI, 00€CTICUNBAIOT B MOPSIKE U
B coOCTaBe, KOTopble ycTaHoBieHbl IIpaButenbctBoM Poccuiickoii ®enepauuu c y4eToM BHAA
OCYIIECTBIISIEMON HMMH JIeATEIbHOCTH, BHECEHHWE HHGPOPMAIMU O JIEKAPCTBEHHBIX IMpenaparax s
MEIHUIIMHCKOTO TMPUMEHEHHs] B CHCTEMY MOHUTOPUHIA JIBIXKEHHS JIEKAPCTBEHHBIX IMperaparoB AJis
MEIUIIUHCKOTO TPUMEHECHHUS.

(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE mpenaparbl Ui MEIULUHCKOIO IPUMEHEHMs], NpeJHa3HAuYE€HHbIE IS
obecriedeHuss JuL, OOJbHBIX reMo(uiIvel, MYKOBHUCIHMI030M, I'MIIOGHU3apPHBIM HAaHU3MOM, OOJIE3HBIO
lomre, 37M0KauYECTBEHHBIMH HOBOOOPA30BaHHUAMHU JUMQOUIHON, KPOBETBOPHOH W POJCTBEHHBIX UM
TKaHel, pacCestHHbIM CKJIEPO30M, JIUI] [T0CJI€ TPAHCIIJIAHTALMK OPTaHOB M (MJIM) TKaHEH, IPOU3BEICHHbIC
1o 31 nexabps 2019 roga, a Takke MHbIE JIEKAPCTBEHHBIE MpenapaTsl AJi1 MEAUIIMHCKOTO MPUMEHEHMUS,
npousBeneHHble 10 | wuronst 2020 roma, mojuiexar XpaHEHMIO, IEPEBO3KE, OTIYCKY, pealu3alud,
nepepaye, NPUMEHEHUIO 0e3 HAHECEHUs CPEJICTB MIACHTU(PUKAIMKM /10 UCTEUEHHUS] CPOKa UX TOJHOCTH.
ITpaButenscTBo Poccuiickoit denepanuu BIpaBe yCTaHOBUTH OCOOEHHOCTH BBOJA B TPa)IaHCKUH
00OpOT JIEKapCTBEHHBIX MPENapaTroB A MEAUIIMHCKOTO NMPUMEHEHHs], MPOU3BEACHHBIX B Nepuoj c 1
utonst 2020 rona mo 1 oxts6pst 2020 roma. B mensx BBoja B IpakJAaHCKUN 00OpOT JEKapCTBEHHBIE
mpernapaTsl Ul MEIUMUMHCKOIO MPUMEHEHHs, 3a HCKIIOUEHUEM JIEKapCTBEHHBIX IpernapaTos,
IpeJHa3sHauYeHHbIX A7 oOecrneueHHs JUL, OOJbHBIX TreModuianel, MyKOBHCUUA030M, TUNO(U3APHBIM
HaHU3MOM, Oose3Hbpto ['olie, 370KaueCTBEHHBIME HOBOOOPA30BaHUAMHU JIUM(OUIHONU, KPOBETBOPHOH U
POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMII IIOCJIE TPAHCIUIAHTALIMN OPTaHOB U (MJIM) TKaHEH,
MPOM3BENICHHbIE 3a Tpenenamu Tepputopun Poccuiickoit @eaepannu 10 1 oktsi6ps 2020 roma, MoryT
ObITh BBe3eHbl B Poccuiickyto @eneparuto no 1 sHBaps 2021 roma B mHOpsiiKe, YCTaHOBJICHHOM
[IpaButenscTBOM Poccuiickoit denepannu, 6€3 HaHECEHUS CPEICTB UIEHTU(UKALINH.

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss WHOOPMAIMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHHTOPHHTA JIBHKEHUS
JIEKAPCTBEHHBIX MPENapaToB i MEIULUMUHCKOTO TPUMEHEHHS C HWHBIMH TOCYAapCTBEHHBIMU
WH(POPMAITMOHHBIMU CHCTEMaMH OOECIIEUMBACTCSI B TOM YHCJIE€ TOCPEICTBOM HHPPACTPYKTYPHI,
obecnieunBaromiell UHHOPMAITMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHUCTEM,
WCTIONB3YEMBIX JUISI TPEJOCTABJICHHUS TOCYIApCTBEHHBIX M MYHHUIIMIMAIBHBIX YCIYT W HCIOTHEHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

rOCy/IapCTBEHHBIX U MYHHIIMITATLHBIX ()YHKITHH B SJIEKTPOHHOU (hopMme.
(dactb 8 BBeneHa deaepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Uudopmanus, copepkamiasics B CHICTEME MOHUTOPHUHTA JBM)KCHUS JIGKAPCTBEHHBIX MPEMapaToB
JUISL METUIIUHCKOTO IPUMEHEHUs, sBIseTcs nHbopManueil orpaHMuYeHHOro JIOCTyla B COOTBETCTBUU CO
crateeii 9 @enepanbHoro 3akoHa ot 27 wmrona 2006 roma N 149-®3 "O6 wuHbpopmanuu,
MH(OPMALIMOHHBIX TEXHOJOTUSAX M O 3amuTe HHPopManuu', 3a HCKIOYEHHEM HH(pOpMAIH,
HEIOMYCTUMOCTh OTPaHMYCHHS JOCTYyNa K KOTOPOW yCTaHOBIEHA (penepalbHbIMH 3aKOHAMH, a TaKKe
nHpopmanuu, otHeceHHor IlpaButenscTBOM Poccuiickoit demeparuu B COOTBETCTBUU C HACTOSIIUM
denepanbHBIM 3aKOHOM K 0011e10cTymHOM nHpopManuu. O0menocTynHas nHpopMaIys, CoaepKaasics
B CHUCTEME€ MOHHMTOPHHIA JIBW)KEHUS JIEKAPCTBEHHBIX IPENapaToB ISl METUIMHCKOTO MPUMEHEHUS,
pasmenaercs B MHGOPMAIMOHHO-TEIEKOMMYHUKAMOHHOW cetu "MHTepHer" (B ToMm umcie B (opme
OTKPBITHIX JTAHHBIX) B MOpsiJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit deaeparuu.
(dactpb 9 B pen. DenepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Moctyn x uHpopMalmy, cojepxalieiics B cuCTeMe MOHUTOPUHIA JBM)KEHUS JIEKAPCTBEHHBIX
[IpernapaToB Al MEIULUHCKOIO NPUMEHEHMs, OOECIEeUMBAETCsl ONEPAaTOPOM CUCTEMbl MOHUTOPUHIA
JBUKCHMSI JIEKAPCTBEHHBIX IPENapaToB Il MEIULMHCKOIO NMPUMEHEHHS B NOPSAKE, YCTaHOBIECHHOM
[IpaBurensctBoM Poccuiickoit ®enepanuu, B COOTBETCTBUM C 3aKOHOJATEIBCTBOM Poccuiickoin
@enepanu 00  uHGOpManUK, HUHPOPMALMOHHBIX TEXHOJOTHUAX M O 3aluTe HHPOpMaLuH,
3aKoHOmarensCcTBOM Poccuiickoit @Penepaunu O TrOCYJAapCTBEHHOM TalHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanyii 0 KOMMEPUECKON U MHOM OXPaHsAEMOU 3aKOHOM TallHE U C YYETOM IOJIOKEHUN
Hacrosien crarbu. [IpaBurenbcTBo Poccuiickoir @Penepanuu BIpaBe YCTAaHABIMBATH II€PEYCHB
JICKapCTBEHHbIX IpenapaToB JUIsl MEAMLMHCKOTO TNPUMEHEHUs M (MIM) TpYHN JIeKapCTBEHHBIX
MpenapaToB Uil MEIUIIMHCKOTO TNPHUMEHEHUS W OCOOEHHOCTH JOCTyna K HWHQPOpPMAalHUU O TaKHX
JIEKapCTBEHHBIX IIpenapaTax, COJEpJKallelics B CHCTEME MOHUTOPUHIA JBUKCHMS JIEKAPCTBEHHBIX
IIpenaparoB Ui MEAULUHCKOIO IPUMEHEHHS.

(dactp 9.1 BBenena denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. Tlonp3oBaTenw CHUCTEMBI MOHHMTOPUHTA JIBH)KCHHUS JICKAPCTBEHHBIX TPEMAapaToB ISt
MEIUIIMHCKOTO MPUMEHEeHUs 00JaJaloT MpaBOM JAOCTyNa K WHGOPMALMU, COJEpIKaIlelcs B CHUCTEME
MOHUTOPHUHTA JIBIDKCHHSI JICKAPCTBEHHBIX NPEMapaTroB JJIs MEIUIIMHCKOTO TMPUMEHEHUs, C Y4E€TOM
OTpaHMYEHUI JOCTyMa K yKa3aHHOW HHQOpMAIMK M €€ MOCIenyroIe o0padoTKe, YCTaHOBIEHHBIX
HactosiM  DenepanbHbIM 3aKOHOM M WHBIMA HOPMATHBHBIMU TPABOBBIMH aKTaMu Poccuiickoit
denepanuu.

(dactp 9.2 BBeaeHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

9.3. ®enepanbHble OpraHbl HCHOJHUTENBHOM BIIACTM M HCIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®@enepannu B nensx, onpeneneHHbix lIpaButensctBom Poccuiickoit @enepanun, UMEOT
IpaBo J0CTyna K MH(opMamuu o cyObekTax oOpalleHHs JIEKapCTBEHHBIX CPEJCTB, O JIEKAPCTBEHHBIX
npenapaTtax u 00 000poTe TaKUX JIEKAPCTBEHHBIX MpenapaToB, HEOOXOAUMOMN AJisl BBIMOJIHEHMS 3a/1a4 U
OCYyLIECTBICHUS (YHKIMHA, BO3JOXKEHHBIX Ha (enepalbHble OpraHbl MCIOJHUTEIbHON BIAcTH H
UCIIOJIHUTENIbHBIE Opranbl cyOobekToB Poccuiickoit ®enepanuu, craTucTU4YecKOW HHGOpMalUUd O
JIEKapCTBEHHBIX Ipernaparax U 00 ux obopoTe, a Takxke K obuienoctynHoi nadopmamuu. Cocta 3Tol
nH(pOpMaLUK OTpeAeNsieTcsl COrJalleHUs MU 00 MH(OPMAIlMOHHOM B3aHMMOJECHCTBUH, 3aKIIOYEHHBIMU
OIIEpPaTOPOM CHUCTEMBl MOHMTOpPUHIA JBW)KCHMS JIEKAPCTBEHHBIX IIPENAPATOB Uil MEIULIMHCKOTO
MpUMEHEHUs ¢ (efepalbHbIMU OpraHaMU HCIOJHUTEIbHOW BIACTH WM HCIOJIHUTEIbHBIMU OpraHaMH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

cyobektoB  Poccuiickoit  @eneparmmu ¥ (emepalbHBIM  OPraHOM — HMCIIOJHHUTEIBHOM  BJACTH,
OCYIIECTBISIOMUM (PYHKIIMM TI0 BBIPA0OTKE W pealu3allid TOCYJapCTBEHHOW TMOJMTHKHA U
HOPMAaTUBHO-TIPABOBOMY PETYJIHPOBAHUIO B chepe 3ApaBOOXPAHCHUSI.

(dactp 9.3 BBeaeHa DenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3; B pen. DenepalibHOrO 3aKOHA OT
08.08.2024 N 232-®3)

9.4. CyObekT oOpalieHHs JEKapCTBEHHBIX CPEACTB MMEET NpaBO JOCTyNna K HH(pOpMAauu 00
OIlepalusAX C JICKAPCTBEHHBIMU MperapaTtaMH Ui MEAMIUHCKOTO MPUMEHEHHS, COBEPIIECHHBIX 3THM
CYOBEKTOM 00OpaIeHus JIeKapCTBEHHBIX CPE/ICTB, a TAKXKe K 00IIeI0CTYTHON HH(POPMAIHH.

(uactb 9.4 BBenena @enepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.5. Oneparop cuCTeMbl MOHUTOPUHTA JBUKEHUSI JI€KAPCTBEHHBIX IPENapaToB AJisi MEIULUHCKOTO
MPUMEHEHHUS 00JaJlaeT MPaBOM JOCTyna K HH(POPMAIMH, COJICpIKAlICHCsS B CHUCTEME MOHUTOPUHTA
JIBUKCHHSI JIEKAPCTBEHHBIX MPENaparoB A MEAMIIMHCKOTO MPUMEHEHHMs], BKJIIOYas HWHOOPMALHUIO
OTPaHUYEHHOTO JIOCTYNa, C BO3MOXHOCTHIO €€ OOpaboTKH, B TOM 4YHCIE €€ MPEeIOCTaBICHUA H
pacmpocTpaHeHus, oOecrneueHusi JAOCTyNa K HeW W OKa3aHusl yciayr C €€ HCIOJIb30BaHWeM (janee -
00paboTKa).

(uactp 9.5 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Onieparop cucTeMbl MOHUTOPUHTA JIBIKEHHS JIEKAPCTBEHHBIX MPETAapaToB Il METUIIMHCKOTO
MIPUMEHEHUS MOXKET OCYIIECTBISATH 00paboTKy MH(pOpPMAIIMKM OTPaHUYEHHOTO JIOCTYIA, COJIEepIKaleiics B
CHCTeMEe MOHHUTOPHHTA JIBM)KCHUS JICKAPCTBEHHBIX MPENapaToB Ui MEAMIWHCKOTO MPUMEHEHUs, MPH
YCIOBUU 00s3aTeNbHOTO 00€3IMYMBaHUS Takoi HH(OpPMAlUMU B COOTBETCTBUU C YTBEPKIAEMBIMU
benepanbHBIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH, OCYIIECTBIIIIONMM (YHKIMH 1O BBIPAaOOTKE H
peaiM3allii TOCYAApCTBEHHOW TMOJUTUKM M HOPMAaTHBHO-TIPABOBOMY pEryjlIHpoBaHHI0 B cdepe
3[paBOOXPAaHEHHs, IO COTJIACOBAaHUIO C  (eaepasbHBIM OpPraHOM  HWCIHOJHHUTENBHOW  BJIACTH,
OCYIIECTBISIONUM (DYHKIIMU IO KOHTPOIIIO M HAA30py B cpepe MHPOPMAIIMOHHBIX TEXHOJIOTUHN U CBSI3H,
u (denepadbHBIM OPraHOM MCIIOJHMUTEIBHOW BIAacTM B oOnacTu oOecriedyeHUs O€30MacHOCTH
TpeOOBaHUAMHU K 00€3TMUMBAHUIO TaKOWH MHPOPMALIMU U METOAAMHU 00€3TMYMBaHMS TaKOH MH(POPMAIUH.
OO6e3nuyeHHass WH(pOpMAIMs, TOJYICHHas B pPe3yJbTaTe yKa3aHHOW 0O0paOOTKH W cojepiKamiasics B
CHCTEME MOHHUTOPHMHIA JIBUKEHHS JIEKapCTBEHHBIX MpernapaToB JUIs MEJUIIMHCKOTO IpPUMEHEHUs,
ABJIAETCS MHPOpMAIMeil orpaHuueHHOro nocryna. Ode3nuueHHas nHpopmalus, JO0CTYI K KOTOPOH ObuI
obecriedyeH omepaTopoM CHCTEMbl MOHMTOPUHIA JBH)KEHHUS JIEKAPCTBEHHBIX MpEnapaToB JUIs
MEIUIMHCKOTO TMPUMEHEHHS B IENSAX OKa3aHUs YCIYT C €€ HCIOJb30BaHHEM, MOJICKUT XPAHEHUIO B
CHCTEME MOHHUTOPHMHIA JIBUKEHUS JICKApPCTBEHHBIX IPENnapaTroB s MEAMLUHCKOTO TNPHUMEHEHHUs He
MEHee MSATH JIeT C JaThl NPEAOCTaBICHHs TOCTyNa K OO0e3NMWYeHHOH WH(popMaluy, ¥ Ha HEe He
pacrpocTpaHsIoTCcs TpeOOBaHUs K MH(OPMAIMK OTPAaHUYEHHOTO JIOCTYIA, YCTaHOBIIEHHBIE HACTOALICH
CTaTheM.

(dactp 9.6 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.7. Oneparop cUCTEMbl MOHUTOPUHTIA ABUKEHMSI JI€KAPCTBEHHBIX IPENapaToB JJs MEIULHUHCKOIO
MPUMEHEHHS MOXKET OCYIIECTBIATH 00paboTKy MH(OPMAIIMK OTrPaHMYEHHOTO JJOCTYIA, CoAepKalieics B
CHUCTEME€ MOHUTOpPUHIA JBI)KEHHUS JIEKAPCTBEHHBIX IMPENapaToB s MEIUIMHCKOTO MPUMEHEHUS,
MOJyYeHHOM OT cyObekTa oOpalleHHs JEKapCTBEHHBIX CPEACTB, 3apETUCTPUPOBAHHOTO B CHCTEME
MOHHUTOPHHIa JBUXKEHMSI JIEKAPCTBEHHBIX IMpenapaToB s MEIUUIUHCKOTO MPUMEHEHUS W
NPEJCTaBUBIIET0O B HEE CBEJIEHHs, B HMHTEpecax M IO IOPYYEHHIO TaKOro CyObeKTa oOpalleHus
JIEKapCTBEHHBIX CPeICTB 0e3 00e3nnuuBaHus UH(pOpMAIIMK OTPaHUYEHHOTO JI0OCTYIA.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

(dactp 9.7 BBeaena denepanbubiM 3akoHoM 0T 04.08.2023 N 474-03)

9.8. Oneparop cucreMbl MOHUTOPUHIA JIBUKEHHS JIEKAPCTBEHHBIX IIPENapaToB I MEAULIUHCKOTO
MPUMEHEHHUSI BIPABE OKa3blBaTh HA HEJUCKPUMUHAIIMOHHONW OCHOBE YCIYIrM C MCIOJb30BaHUEM
o0e3nu4yeHHON uHpOpManuU, cojiepX alielcs B CHUCTEME MOHUTOPUHIA JABMXKEHUS JIEKapCTBEHHBIX
MpermapaToB JJisl MEAUIIMHCKOTO TPUMEHEHUsI, CyObeKTaM oOpalieHust JeKapCTBEHHBIX CPEJICTB, MOPSAIOK
U CTOMMOCTb OKa3aHUsA KOTOPBIX OIPEHEISIIOTCA ONEepaTOpOM CHCTEMbl MOHUTOPUHIA JABUKEHUS
JIEKAPCTBEHHBIX MPENapaTroB Il MEIUIMHCKOTO MPUMEHEHHS, C y4e€TOM OrpaHHYeHHH Jo0cTyna K
o0e3nu4YeHHON MH(OpMAaINK, YCTAaHOBJICHHBIX HACTOALICH cTaTheil. Y Ka3zaHHbIE MOPSAIOK U CTOUMOCTD
OKa3aHMUsl TaKUX YCIYT Pa3MEIIalOTCs ONEPATOPOM CHUCTEMbl MOHUTOPHHIA JIBUIKEHMS JIEKAPCTBEHHBIX
penaparoB Uil MEIUUMHCKOIO IPUMEHEHHMs Ha CalTe CHUCTEMbl MOHUTOPHUHIA JABUKECHUS
JIEKApCTBEHHBIX MpenaparoB JUTSt MEUIIUHCKOTO MIPUMEHEHUS B
WH(pOPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTn "MHTepHeT" M mojajiekaT KOHTPOJIIO B COOTBETCTBUU C
AHTHUMOHOIIOJIBHBIM 3aKOHOJATENbCTBOM Poccuiickoi denepauuu. YKa3zaHHbIE MOPAIOK U CTOMMOCTH
OKa3aHUsl TaKUX YCIYT JOJDKHBI OBITH €IMHBIMH JUISL BCEX JIUI, OOpAIIaloIIUXCs 32 OKa3aHUEM yCIyTU B
OTHOIIICHWM OJMHAKOBBIX BHJAa, O0beMa M cocTaBa mpeaocTaBisemMoir uHpopMmanuu. CyObexkram
oOpallleHusl JIEKapCTBEHHBIX CPEICTB 3allpellaeTcsl MPeJOCTaBIsATh M PACHpPOCTPaHATH WHGOPMAIUIO,
MOJTYYEHHYIO B COOTBETCTBUU C HACTOSIICH YaCThIO.

(uacTh 9.8 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

10. ITpousBoauTenb JIEKapCTBEHHBIX CPEICTB, JAepKareiab MO0 BIaAesel] PErucTPallOHHOIO
YIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpernapara WIM IPEICTaBUTEIBCTBO HMHOCTPAHHOM OpraHu3alui,
SBJIAIOILEHCS Jiep)KaTesnieM JIMOO BialEIbLEM PETUCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, Ha Teppuropun Poccuiickonn ®@enepanuu, 3aperucTpUpOBaHHBIE B CHUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX IpENapaToB Il MEIMLMHCKOIO IPUMEHEHUS M MpEeACTaBUBIINE B HeEE
CBEJICHUSI O HAHECEHUM CPEACTB MICHTU(MKALMU HA YIAKOBKU JIEKAPCTBEHHBIX IPENapaToB, HapsLy C
uHpopManuel, ykazaHHOW B dYacTH 9.4 HacTosIIed cTaThbH, MOJY4YaeT COJCPXKAIIyIoCsS B CHCTEME
MOHHUTOPHUHIA JABMKEHHsI JIEKAPCTBEHHBIX INPENapaTroB A MEAULMHCKOrO MPUMEHEHHs MH(OpMaIuio
OTPAaHUYEHHOTO JIOCTYIA O CEPUSAX U MAPTHUAX 3TUX JEKAPCTBEHHBIX NpenapaToB 0€3BO3ME3/IHO U BIIpaBe
OCYILECTBIIATh CAMOCTOSITENIbHO MJIM MOpYy4aTh 00pabOTKy Takoi MH(OpMAIMM TOJIBKO B COOCTBEHHBIX
uHTepecax. Ilpu aTom mocTynm kK Takoil MHpoOpMalUM WM pe3ylbTaTaM ee 00pabOTKH MMEET TOJIBKO
JAHHBIM CyOBEKT OoOpallleHHs JeKapCTBEHHBIX CPEACTB WM JIMIIO, KOTOPOMY OH MOpY4YMsl 0OpaboTKy.
CocrtaB mpenocTaBisieMO B COOTBETCTBHMM C HAcTOSIIEM dYacTbio MHQOpMaLuu OIpenensercs
IIpaBurenscTBoM Pocculickoit denepanuu.

(uactpb 10 B pen. denepanpuoro 3axona ot 04.08.2023 N 474-D3)

11. 3a npou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIUHCKOTO MPUMEHEHHS
0€3 HaHECEHMs CPEIICTB WACHTH(UKAINKN, C HAPYIICHUEM YCTAaHOBJICHHOTO TOpPsIKA MX HAHECEHHS, a
TaK)ke 32 HECBOEBPEMEHHOE BHECEHHME [AHHBIX B CHUCTEMY MOHMTOPUHIA JBM)KEHHS JIEKaPCTBEHHBIX
npenaparoB JJisi MEIUWIMHCKOTO TPUMEHEHUS WJIM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOpUANYECKHE JIMIa U WHAUBHUIyalbHbIE NPEeANPUHUMATENIHN, yKa3aHHbIE B 4YacTAX 4 U 7 HacTosIIeH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.
(uactp 11 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoii @enepanuu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEJPEHUS
CUCTEMbl MOHMTOpPUHIA JBWKEHUS JIEKAPCTBEHHBIX IPENaparoB Il MEIULMHCKOTO IPUMEHEHHs,
BKJIIOYAasi CPOKHM €€ BHEAPEHHUS, B OTHOIICHWM JIEKAPCTBEHHBIX IIPENapaToB Uil MEAMIIMHCKOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

MPUMCHCHHS, BKIIOUEHHBIX B IEPEUCHb J>KU3HCHHO HEOOXOIMMBIX M BAXHEHUIINX JIEKAPCTBEHHBIX
MpenapaToB, JIGKAPCTBEHHBIX IPEMapaTroB, MpPEJHA3HAUYCHHBIX I OO0ECHEYeHUs JHUI, OOJBHBIX
reMo(uIueii, MyKOBUCIUZ030M, TUMOGU3APHBIM HAHU3MOM, OO0JIe3HBIO [olle, 37T0Ka4eCTBEHHBIMH
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIIEPO30M,
JUI] TIOCNIE TPAHCIUIAHTAIIMM OPTaHOB W (MJM) TKaHEW, WHBIX JIEKAPCTBEHHBIX IIPEMapaToB s
MEJIUIUHCKOTO TPUMEHECHHSI.

(uactb 12 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

Nnasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUUN, OCYLLECTBIAKLWUE OAEATENBbHOCTDb
Mo OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBemeHa denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus,, Hanaraemble NpPU OCYLIECTBNEHUN [EeATeNIbHOCTU B
cchepe obpaleHNA neKkapCcTBEeHHbIX CPeacTB

1. Opranuzanum, 3aHUMaOUIHECs pa3paOOTKOH, NPOM3BOJACTBOM W (WIM) peamu3anuen
JIEKapCTBEHHBIX MPENapaToB Ul MEAULUHCKOrO NMPUMEHEHHs, OpraHu3aluy, obaasaroye npaBaMy Ha
MCTOJIb30BaHUE TOPTOBOTO HAMMEHOBAHHMS JIEKAPCTBEHHOT'O TMperapara il MEAUIUHCKOTO TIPUMEHEHUS,
OpraHu3al ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEJICTBAMM, alTEUYHble OpraHu3auuu (ux
MPEJCTaBUTENN, UHBbIE (U3NYECKHE W IOPUAWYECKHE JIMIA, OCYIIECTBIISIONINE CBOIO JESITEIBHOCTH OT
MMEHM 3THUX OpraHM3alui) B OTHOLUIEHUH MEIUIMHCKUX PAOOTHUKOB U PYKOBOAMTENEH METULIMHCKHUX
OpraHu3alyii He BIPABE:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JACHEKHBIE CPEICTBA (32 MCKIIOYCHHEM BO3HATPAKICHHM IO
JIOTOBOpaM TMpHU TMPOBEJACHUM KIMHUYECKHX HCCIACAOBAHUN JICKAPCTBEHHBIX IMpenapaToB s
MEIUIIMHCKOTO TPUMEHEHUS, BO3HATPaXICHUM, CBA3AHHBIX C OCYIIECTBICHHEM MEIUIUHCKUM
PaOOTHUKOM TIEAroTMUeCcKoi U (WJIM) Hay9HOU JEATEIHHOCTH), B TOM YHCJIE OTUIAYMBATh Pa3BJICUCHUS,
OTIIbIX, TIPOE€3/] K MECTY OT/bIXa, a TaKKe MPUBJIEKATh K yYaCTUIO B Pa3BJIEKATEIbHBIX MEPONPUATHSIX,
MMPOBOJIUMBIX 3a CUET CBOUX CPEJICTB;

2) 3aKJII0YaTh COIJIalllCHUSA O HA3HAYCHHU WM PCEKOMCHOAIMU IMMalUCHTaM JICKAPpCTBCHHBIX
npemnaparoB AJid MEAUIUHCKOIO MPpUMCHCHUS (33 HUCKIIIOYCHUEM OOTOBOPOB O MPOBCACHUN KIIMHUYCCKUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITHHCKOT'O HpI/IMeHCHI/ISI);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TPUMEHEHHUS B EIIX
BpyUYeHHUSl TMalueHTaM (32 MCKIOYEHHEeM CIIy4aeB, CBS3aHHBIX C MPOBEJECHHUEM KIMHUYECKUX
WCCIICIOBAHMH JIEKAPCTBCHHBIX MPEMapaTOB JIJI MEIUIIMHCKOTO IPUMEHEHUS );

4) npenoCTaBIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMALIHIO O JIEKAPCTBEHHBIX Mpernaparax
JUIS. MEUITMHCKOTO MTPUMEHEHHS;

5) mocemate ux B pabouee BpeMs Ha pabOUYMX MeCTax, 3a UCKIIOUEHHEM CIyyaeB, CBA3AHHBIX C
MIPOBEACHUEM  KIMHUYECKHX HCCIENOBAHMM  JIEKAPCTBEHHBIX MPENaparoB JUIsl  MEAMIIMHCKOIO
IIPUMEHEHHUs, C Y4aCTUEM B IOPSAJKE, YCTAHOBJIECHHOM PYKOBOAMTEIEM MEIULIMHCKOM OpraHU3alliy, B
COOpaHMSIX MEIULUHCKUX pPa0OTHUKOB M MHBIX MEPONPUSTUSX, HAIMPABJICHHBIX Ha TOBBIIIEHHE HUX
npo(eCCHOHATBHOTO YPOBHSA WJIM Ha NPEAOCTaBlIeHHE WH(POpPMAlUU, CBSI3aHHOH C OCYIIECTBICHUEM
MOHHUTOPHHTra 0€30MaCHOCTH JIEKapCTBEHHBIX MTPENapaTos;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

6) HO6y)KI[aTb K BBIIIMCBIBAHUIO JICKAPCTBCHHBIX NPCapaToB I MCAUIIMHCKOIO MPUMCHCHUS HaA
6J'IaHKaX, COoACPIKAIUX I/IH(bOpMaHI/IIO PEKIIAMHOI'0 XapakTepa, a TAaKXKEC Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHCC Halce4YaTaHO HAMMCHOBAHUC JICKAPCTBCHHOI'O mpcrnapara I MCEAUIUHCKOTO
IIPUMCHCHUS.

2. Opranu3zanuy, yKa3aHHbIE B a03alle epBOM YacTH | HACTOSIIENW CTaTbM, U UX MPEJACTABUTEIU B
OTHOILIEHUHU (apMaleBTUUECKHX PAOOTHUKOB U PYKOBOAMTENIEH alTeYHbIX OPraHU3alMi HEe BIIpaBe:

1) Bpy4daThb IOJApKH, BbIIIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATL PA3BJICUHCHUA,
OTAbIX, IPOE3aA K MECTY OTAbIXa, W IIPHUBJICKATh K YYaCTHUIO B Pa3BJICKATCIIBHBIX MCPOIIPUATHAX,
MMPOBOAMWMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBiATh OOpa3libl JIEKAPCTBEHHBIX IPENapaTroB Uil MEAMLMHCKOrO IMPUMEHEHMs Ul
BPY4YEHMSI HACEIICHUIO;

3) 3aKJII049aTb COIVIAIICHUA O MPCAJTOKCHHUHU HACCICHHUIO OIPCACICHHLIX JICKAPCTBCHHBIX
npenaparoB 41 MCAUIUHCKOI'O MPUMCHCHU A,

4) npeoCTaBISATh HEJOCTOBEPHYIO U (WIJIK) HEMOIHYI0 HHPOPMAIIMIO O JIEKAPCTBEHHBIX MpernapaTax
UL  MEOUIMHCKOTO TMPUMEHEHHWs, B TOM YHCJIE€ MMEIOIIUX OJMHAKOBOE MEXIYHApPOIHOE
HENMaTeHTOBaHHOE HaMEHOBAHHE.

Cratba 67.2. TpeboBaHMA K opraHM3auMm U NMPoBeAEHUI0 Hay4YHbIX MEpPOonpUATUN,
MHbIX MepPONpPUATUMA, HanpaBfieHHbIX Ha NOBbIWeHWe npo¢ecCUOHANbLHOIo YPOBHA
MeAULMHCKMX paboTHMKOB WM Ha npepgocTaBneHne MWMHPOpMauuMu, CBA3aHHOM C
ocyLecTBNeHneM MOHUTOPUHra 6e3onacHOCTM NieKapCTBEeHHbIX NpenapaToB

1. IIpn mpoBeneHNM HaYyYHBIX MEPONPUITHI, HHBIX MEPOIPUATUIN, HAIIPABICHHBIX HA IOBBIIICHUE
npo(EeCCHOHATLHOTO YPOBHA MEAMLMHCKUX pPAOOTHUKOB MM Ha TNPEAOCTABICHHE CBSA3aHHOM C
OCYILIECTBJICHUEM  MOHUTOpUHIa  O€30MacCHOCTH  JIEKAPCTBEHHBIX  IMpenaparoB  MHGOpMAINH,
OpraHU3yeMbIX OpraHM3allMsMH, yKa3aHHbIMM B a03aue mepBoM uactu | crateu 67.1 Hacrosiuero
@denepallbHOTO 3aKOHA, HMX MPEACTaBUTENSIMU U (MiaM) (UHAHCHUPYEMBIX 3a CUET CpEACTB ATHX
OpraHM3allMiii W UX NpPEJICTaBUTENIECH, 3alpeliaercs MpPensiTCTBOBaTh YYacTHI0 B YKa3aHHBIX
MEPOIPUATUIX MHBIX OpraHu3aluil, KOTOpbIE MPOU3BOJAT WM PEaIU3yIOT JIEKapCTBEHHbIE MpernapaThl
IUIE MEIMIIMHCKOTO NPUMEHEHUS CO CXOKUM MEXaHU3MOM (apMaKoJOTHUYECKOro AEHUCTBUS, OO0
CO3/1aBaTh JIMCKPUMUHAIIMOHHBIE YCJIOBHUS JJS OJHHUX YYaCTHUKOB II0 CpPaBHEHHUIO C JPYyTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npeaoCTaBJIATE Pa3JINIHOC KOJINYCCTBO BPEMCHU JJIA BI)ICTYHJ'IGHI/II\/'I YY4aCTHHUKOB, PA3JIMYHBIC 110
pasMepy 3aHUMaeMou miomaan MeCta Ijid ACMOHCTpalunu O6p33].IOB JICKAPCTBCHHBIX IIPCIIApaToOB JIA
MCIUIHUHCKOr0O MPHUMCHCHUSA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpfriaparax IJId
MCIUIHUHCKOI'O NPUMCHCHUS HA DKCIIO3ULUAX, CTCHAAX, 3a HCKIIIOYCHHUEM CJIY4YacB, €CJIM TAKUC YCJIIOBUA
3aKpCIUICHBI B COTJIAHICHUAX 3THUX OpFaHI/IBaHI/Iﬁ, nux HpeHCTaBHTeHeﬁ 0 q)HHaHCI/IpOBaHI/II/I YKa3aHHBbIX
MCpOHpI/ISITI/Iﬁ n 06yCJ'IOBJ'ICHLI PAa3JIMIHBIMU 3aTpaTaMH YHACTHUKOB Ha UX OPraHU3alUuIo0;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJI YYaCTHUKOB MEPOIPUATHH, YKa3aHHBIX B ab3alle MepBOM
HACTOALLIEN YacTH, MPEBBIIAIONIMN CYMMY 3aTpaT HAa OPraHU3alMI0 YKa3aHHBIX MEPONPUATUIN U BEAYIINN
K HEOOOCHOBAaHHOMY OTPaHMYEHHUIO YUCJIa UX YUaCTHUKOB.
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2. OpraHuzanuy, yka3aHHble B a03aiue mepBoM dacTu | ctarbu 67.1 Hactosmiero denepanbHOTO
3aKOHA, UX MPEACTABUTENH, OCYIIECTBISIONINE OPraHU3alio U (Uiu) GUHAHCUPOBAHUE MEPOIPHUITHIM,
yKa3aHHBIX B 4acTu | HacTosmeil craTby, 00s3aHbl 00eCTIeYMBaTh JOCTYI K MHPOPMALIUH O 1aTe, MECTE U
BPEMEHH MPOBEJCHUS YKa3aHHBIX MEpPONpPUATUN, IIJIaHaX, MPOrpaMMax IPOBEIEHUS YKa3aHHbBIX
MEPOIPUATUA U TeMax, IUIAaHUPYEMBIX JUIsl pACCMOTPEHUS, COCTaBE MX YYAaCTHUKOB IIyTEM Pa3MEIIECHUS
COOTBETCTBYIOIICH MH(GOpMAIMK Ha CBOMX O(PHUIIMANIBHBIX caiTaXx B ceTd "MHTepHEeT" He mo3aHee ABYX
MECSLEB J0 Hauaja MPOBEACHUS YKAa3aHHBIX MEPOIPUSITHH.

3. Uudopmanust o mpoBeI€HUN MEPOINPUATUH, YKa3aHHBIX B 4acTU | HAcCTOAILIEH CTaThbH, B CPOK,
YCTAaHOBJICHHBIA YacThIO 2 HACTOSIIEH CTAaThH, JOJKHA OBITH HaIpaBiiecHa B (enepalbHBId OpraH
UCIOJIHUTENIBHON  BJAacTHU, OCYHIECTBIAOIMMNA (YHKIMHM 10 KOHTPOJIO M Hau3opy B cdepe
3/IPaBOOXPAHEHHS, JJIs MOCIEAYIOIIEro pa3MelleHusl ee Ha O(pUIMAIbHOM CaiiTe 3TOro OpraHa B CETH
"UnTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depepaumm npu obpaLleHUn NIeKapCcTBEeHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CPEICTB BJCYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIILCTBOM Poccuiickoi
®Oenepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HempenaCTaBICHHUE WM HECBOEBPEMEHHOE MpeACTaBleHne HHPOpMAIUU U (WIK) TOKYMEHTOB
aub0 TpeACTaBlIEHWE HENOCTOBEpHbIX UHGpopManuu U (WIKM) JOKYMEHTOB, IPEAYCMOTPEHHBIX
HacToamuM DenepanbHBIM  3aKOHOM, CYOBEKTHl OOpaleHHs JIEeKapCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Pocculickoit denepanuu.

(uactp 2 BBeneHa PenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
04.06.2018 N 140-d3)

Cratba 69. Bo3meweHne Bpepa, NpUUYMHEHHOro 340POBbLIO FpaxaaH BcneacTteue
NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITeJ'H:> JICKAPCTBCHHOI'O IIpCliapara 00s13aH BO3MECTHTh BpcA, HpH‘-IHHeHHLIﬁ 310POBBIO
rpaxziad BCJICACTBHUEC IPUMCHCHU A JICKAPCTBCHHOI'O NIpcriapara, €CJIn J0Ka3aHOo, 4YTO:

1) nexapcTBEHHBIM IpenapaT NPUMEHSUICS M0 Ha3HAUEHHIO B COOTBETCTBUU C HMHCTPYKIHEH IO
MIPUMEHEHUIO JIEKAPCTBEHHOIO IpernapaTa M NMPUYMHON Bpeda SIBUIICS BBOJ B TPa)IaHCKHI 000poT
HEe100pOKaYeCTBEHHOTO JIEKApCTBEHHOTO Mpernapara;

2) Bpea 3I0pOBBI0 TPUUYMHEH BCIEACTBHE HEIOCTOBEPHOW WH(GOpPMAIUHU, COACpIKaIehcs B
MHCTPYKIUHU N0 MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara, u3[aHHOW MPOU3BOAUTENEM JIEKAPCTBEHHOTO
npernapara.
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

2. B ciyuae, eciu Bpel 30POBBIO TPaXK/IaH MPUYMHEH BCICICTBHE NPUMEHEHHUs JIEKaPCTBEHHOTO
npernapara, NPHULICANICr0 B HErOJHOCTh B pPe3y/IbTaTe HapyLICHHs NPaBHJ XPAaHCHHS JIEKapCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMHU IpeHapaTaMu, IpPaBHi OTIYCKa JIEKAPCTBEHHBIX
npernapaToB, NpPaBHJ H3TOTOBICHUS W OTIYCKa JICKAPCTBEHHBIX IIperapaTroB, BO3MELICHHE Bpena
OCYIIECTBIISICTCS. COOTBETCTBEHHO OpPraHM3allMedl ONTOBOM TOPTOBJIM JICKAPCTBCHHBIMH CPEICTBAMH,
aNTeYyHOW OpraHu3aluel, WHAWBUIYAIbHBIM IPEANPHHUMATEICM, HWMCIOIIUMA JIMICH3HIO Ha
(bapManeBTHYECKYIO JIESATEABHOCTh WM JIMLIECH3UIO Ha MEIUIMHCKYIO JACATeIbHOCTh, MEIMIUHCKOM
opraHuzandel, HMEKUIeH JHMICH3UI0 Ha (apMaleBTUYECKYIO [ESTeNIbHOCTh (€€ 000COOICHHBIM
NOJIpa3eiCHUEM, PACIIOIOKEHHBIM B CEJIbCKOM HACEICHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET alTeuHast
OpraHu3anusl), JOMYCTUBIIMMH ITPOJIAXKy HJIH OTITyCK TAKOT'O JIGKAPCTBEHHOTO Iperapara.

(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

3. BosmemeHnue Bpena, NPUUMHEHHOTO 3[0POBBIO Tpak[JaH BCIEACTBUE IPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB WM COBEPLICHMS] IMPOTUBONPABHBIX JEHCTBUN CyOBEKTaMu OOpalleHUs
JICKapCTBEHHBIX CPEACTB, OCYILIECTBISETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

Mnaea 16. 3AKITIOMYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O npu3HaHMM yTPaTUBLULMMU CUNY OTAESIbHbIX 3aKOHOAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccumnckon ®epepaumm

HpI/ISHaTL YTpaTuBIIUMHU CUITY:

1) ®denepanbubiii 3akoH ot 22 uwoHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(CoOpanue 3axkoHonatenscTBa Poccuiickoit @enepanuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeCEHUH U3MEHEHUS U TOTIOJHEHUN B
@enepanbhbiii 3akoH "O nexapcTBeHHbIX cpencTBax" (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarpio 40 denepanpHoro 3akona ot 10 stBaps 2003 roma N 15-D3 "O BHeceHHH U3MEHEHHI U
JOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJAATeNbHbIE akThl Poccuiickoi denepanuu B CBSA3M C NPUHATHEM
@enepanbHoro 3akoHa "O  JIHIEH3UPOBAHMU  OTAENBHBIX BHJOB jedrenbHocTH" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) cratpio 31 depepansHoro 3akona ot 30 utons 2003 roga N 86-d3 "O BHeceHHH W3MEHEHHH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOJATENbHbBIE aKkThl Poccuiickoi denepannu, NpU3HAHUM YTPATUBLIIUMU
CWIIy OTHENIBHBIX 3aKOHOAATEIbHBIX akToB Poccuiickoii ®Penepanyu, MPEIOCTABIEHUN OTIENIbHbIX
rapaHTUil COTpyIHHUKAM OpraHOB BHYTPEHHUX JI€JI, OPTaHOB 10 KOHTPOJIIO 32 000pPOTOM HapKOTUYECKUX
CPEACTB M TCHXOTPOMHBIX BEIIECTB M YIpa3aHsAEMbIX (efepalbHbIX OPraHOB HAJOTOBOH MOJHMIIMU B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPLICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHonarenscTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanproro 3akona ot 22 aBrycrta 2004 roga N 122-®3 "O BHeCeHHH W3MEHCHHHA
B 3aKOHOJATeNbHble akThl Poccuiickoii Penepauyy M NPU3HAHUM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHOJATeNbHbIX akTOB Poccuiickoit ®Penepanuu B cBsi3u ¢ npuHsATHeM PDenepanpHbIX 3aKOHOB "O
BHECEHUU HM3MEHEHuM u jaonoiHeHudt B DexepanbHblii 3akoH "OO 0OOIIMX NPUHIMIAX OpraHU3aALUU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

3aKOHOJIATENbHBIX (MPEICTABUTENbHBIX) U HCIOJHUTEIBHBIX OpPraHOB TOCYJAapCTBEHHOM BIIACTH
cyorektoB  Poccmiickoit  @Depepanmu” wu  "OO0 oOmUMX NOpPUHIOMIAX OPTraHU3alMd  MECTHOTO
camoynpasiienus B Poccuiickoii @enepanuun" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit denepannu,
2004, N 35, ct. 3607);

6) crarbio 28 denepanbHoro 3akona ot 18 mexadps 2006 roga N 231-d3 "O BBeaeHUH B ICHCTBHUEC
yacTu dYeTBepToi ['paxkmanckoro konaekca Poccuiickoit ®denepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosimuit @enepanbHblil 3aK0H BeTynaeT B cuiy ¢ 1 centsiops 2010 rona.

2. JlexkapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE OO [HSA BCTYIUIEHHS B CHJIy HAacCTOSILErO
@DenepallbHOTO 3aKOHA, IMOJIEKAT BKIYECHHUIO B TOCYAAPCTBEHHBIE PEECTPBI JICKAPCTBEHHBIX CPEICTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 crtarbu 33 Hacrosmero denepanbHOrO 3aKOHa CBEIEHUIM 00 3THX
JICKApCTBEHHBIX CPEICTBaX 0€3 MPOXOXKICHUS BHOBb IHPOLEAYPHl TOCYIApCTBEHHOH PpErucTpanuu
JIEKapCTBEHHBIX IIPENapaToB.

3. l'ocymapcTBeHHAsT perucTpaius JICKapCTBEHHBIX MPEMapaToB, 3a HCKIIOYCHUEM JICKapCTBEHHBIX
NpenapaToB JJIsl MEIUIIMHCKOTO NMPUMEHEHHUsS, NPEJCTABICHHBIX HA YKAa3aHHYIO) PETHCTPALUIO0 JI0 JTHS
BCTYIUICHHUS B CHITy HacTosimero denepaabHOro 3aKOHA, OCYIIECTBIISICTCS B COOTBETCTBUU C HACTOSIIIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAaHUM JIOKYMEHTOB W JIAHHBIX, MIPEJCTABICHHBIX 10 JHS BCTYIUICHUS B
cmty Hacrosimero denepanbHOTO 3aKOHA.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocynapcTBeHHas: perucTpanus JeKapCTBEHHbIX IIPENnapaToB sl MEJUIIMHCKOrO IPUMEHEHUS,
NPEJCTaBICHHbIX Ha TOCYJapCTBEHHYIO PETUCTPALMI0 JO JHS BCTYIUIGHHS B CHJIy HACTOSIIEro
@denepalbHOTO  3aKOHA, M TOCYJAapCTBEHHAs perucTpalnusi JEKapCTBEHHBIX IpernapaTroB s
MEIUIMHCKOTO TPUMEHEHUs, MPEJCTaBIECHHbIX Ha OHKCIEPTH3Yy JIEKapCTBEHHBIX CpPEACTB A0 [JHS
BCTYyIUIEHUSI B cuily Hactosiuiero denepasbHOro 3akoHa B LENSAX HUX MOCIENYIOIIEH rocyaapCTBEHHOU
perucTpanyy, OCYILECTBIAIOTCS Ha OCHOBAaHMM JIOKYMEHTOB M JaHHBIX, MPEJICTABICHHBIX 10 THS
BCTYIUIEHUS B CWy Hactosmero @enepanbHOro 3aKOHA, a TaKXKe 3asiBJIEHUS O TOCYAapCTBEHHOU
perucTpanyy JEeKapCTBEHHOTO Ipemnapara, MpeACTaBICHHOTO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX
[IpernapaToB WM YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU € HacTosAlMM DenepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbI OpraH UCIIOIHUTENbHOM BiIacTu A0 1 maprta 2011 rona, 6e3 TpeGoBaHus
yIUIaThl TOCYTapCTBEHHOM MOLUIMHBL, IIPEyCMOTPEHHON 3aKkoHoAaTebcTBOM Poccuiickont denepanuu o
Hajorax u coopax.

(dactb 3.1 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. IloaTBepkaeHue TroCyJapCTBEHHOM PETUCTPALlMM  JIEKApCTBEHHBIX IpENapaToB  JUId
MEAUIMHCKOTO MPUMEHEHHUS, IPEACTaBICHHBIX AJISl MOATBEPK/IEHUS TOCYIapCTBEHHON PErucTpaluu 10
IHS BCTYIUIEHHA B CHIIy Hacrosiero @enepanbHOro 3aKOHa, W IOJATBEPKIEHHE TIOCYAAPCTBEHHOU
perucTpanmy JIEKapCTBEHHBIX MPErapaTtoB [UIsl MEIUWLUHCKOIO MPUMEHEHHUs, INPEACTaBIEHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUIEHUS B CUiy Hacrosiero denepanbHOro 3akoHa B
LEeIsIX TIOCENYIOMIer0 MOATBEPXKAECHUS HMX TOCYJapCTBEHHOM pEerucTpaluy, OCYIIECTBIISIIOTCS Ha
OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEACTaBICHHBIX N0 JAHS BCTYIUIEHMSI B CHJIy HAaCTOSILIErO
@denepalbHOTO 3aKOHA, a TaKXe 3asdBJIEHUS O MOJATBEP)KIECHUU TOCYJAapCTBEHHOM pPEruCcTpaluu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

JIEKApCTBEHHOr'0 TIpernapara, MPeJCTaBICHHOTO IPOU3BOJUTENEM JIEKAPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HacTosmuM @DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIN (efiepabHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHus
YIUJIAThl TOCYIapCTBEHHON MOIUIMHBI, TPEAYCMOTPEHHOM 3aKOHOJaTeIbcTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(dactb 3.2 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsAtue pelieHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpemapaT Ui MEIUIUHCKOTO
IIPUMEHEHUSI U TPEACTaBIEHHBIE /0 JIHSA BCTYIUIEHUS B CWIy Hacrosiero denepanbHOro 3aKOHa, U
MIPUHSATHE PEIICHUS O BHECEHUH U3MEHEHUI B JOKYMEHTBI, COJIepKalleecs] B PETUCTPALIMOHHOM JIOChE Ha
3apEeruCcTpUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEAULUHCKOIO IPUMEHEHHS U IIPEICTABICHHbBIE HA
AKCIIEPTHU3Y JIEKApPCTBEHHBIX CPEJICTB A0 AHS BCTYIUIEHHS B CUy Hactosiulero denepaibHOro 3aKoHa,
OCYILIECTBIISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX JIO JIHA BCTYIUIEHUS B CUILY
Hactosmero denepanbHOr0 3aKOHA, a TakK)Ke 3asABJICHUS O BHECEHHH HW3MEHEHHUH B JIOKYMEHTHI,
coJiepKalliecs B PErMCTPALlMOHHOM JIOChE Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIN IpemnapaTr aJis
MEIUIIMHCKOTO MPUMEHEHUS, NPEICTaBICHHOTO IMPOU3BOAUTEIEM JIEKAPCTBEHHBIX MPENnapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HacTodmuM DenepanbHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIOIHUTENbHOM BiacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYTapCTBEHHOM IMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAaTenbCTBOM Pocculickoit denepanun o
Hajorax u coopax.

(dactb 3.3 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Beaua paspenieHud Ha TPOBEICHHE KIMHHYECKUX HMCCICIOBAHUN  JICKAPCTBEHHBIX
MpenaparoB Il MEIUIIMHCKOTO NMPUMEHEHUsS 10 3asBJICHUSM, MOJAHHBIM JIO JIHS BCTYIUICHUS B CUITY
Hactosiero denepaabHOro 3aKOHA, a TAKXKE IO 3asBICHUSM, MOJAHHBIM MOCJE JHS BCTYIUICHUS B CUITY
Hacrosiiero denepanbHOro 3aK0HA HA OCHOBAHHMH JKCIIEPTU3, TPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosiniero denepalbHOrO 3aKOHA, OCYLIECTBISETCS B COOTBETCTBUM C HactosuuMm dDenepaibHbIM
3aKOHOM Ha OCHOBAHHMH JJOKYMEHTOB U JAHHBIX, MPEJCTABICHHBIX WM MOJYYSHHBIX J0 JHS BCTYIUICHUS
B cuily Hactosiiero denepanbHOro 3akoHa, a TAaKK€ Ha OCHOBAHMM KOIUU MPEABAPUTENILHOTO JOTOBOpa
00s13aTEIPHOTO  CTPAaxOBaHUSI JKU3HU, 3[0POBbSI MMAIIMEHTOB, YYaCTBYIOIIUX B KIWHUYECKOM
HCCIIE0OBAHUM JIEKApCTBEHHOTO MpernapaTta s MEIULUUHCKOrO NPUMEHEHMs, WM KONUU JOroBOpa
00s13aTEILHOTO  CTPAXOBaHUSl O KU3HU, 370POBbS MAIMEHTOB, YYaCTBYIOIIUX B KIUHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mperapara I MEIUIIMHCKOTO MpPUMEHEHUs, U0 MpeaCcTaBICHHOM
KOIIMH JIOTOBOpPA 0053aTEbHOTO CTPaXxOBaHMSI, 3aKJIIOUEHHOTO B COOTBETCTBUU C TUIIOBBIMU TIPABUIAMHU
00513aTeTLHOTO CTPAaXOBAaHMS, C YKa3aHHWEM TMpPEeAeNbHON YHCIEHHOCTH NAIMeHTOB, YYacTBYIOUIUX B
KIIMHUYECKOM HCCJIEIOBAHUM JICKAPCTBEHHOTO TMperapata Il MEIUIIMHCKOTO TMPUMEHEHHs, 0e3
TpeOOBaHUs YIUIATHl TOCYAAPCTBEHHOW MOIUIMHBI, MPEIYCMOTPEHHON 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu o HaJorax U coopax.

(uactb 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTtpupoBaHHbIE B WHOCTPAHHOW BAJIOTE JO JIHS BCTYIUIEHHS B CHJIYy HACTOSIIETO
denepanbHOTO 3aKOHA MPEIETbHBIE OTITYCKHBIE LIEHBI MHOCTPAHHBIX TPOU3BOAUTEINICH HA JIEKAPCTBEHHbIE
mpenaparsl, BKIIOYECHHBIE B T€PEYCHb J>KHU3HEHHO HEOOXOJMMBIX M BAXKHEWIIMX JIEKaPCTBEHHBIX
MpernapaToB, MOJJIEKAT mepecueTy B pyonu mo kypey LlernrpanpHoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit deneparuu, 0e3 TpeACTaBICHHS 3asBICHUS O
MepecyeTe 1eHbl C BHECEHUEM COOTBETCTBYIOLIMX M3MEHEHUH B rOCYJApPCTBEHHBIN pPeecTp MpeaebHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

OTITYCKHBIX IICH NIPOU3BOAMTEINCH Ha JIEKAPCTBEHHBIC MpENaparhl, BKIOUCHHBIC B MEPEUCHb JKU3HCHHO
HEOOXOJMMBIX M BKHEUIIINX JIEKAPCTBEHHBIX MTPETIapaToB.
(uactp 3.5 BBeaena denepanbubiM 3akoHoM OoT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIE JO JHS BCTYIUICHUS B cuiy HacTosmero ®denepanbHOro 3akoHa
NpeAelibHbIe OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJMTENIEH Ha JIEKAPCTBEHHBIC IpErapaThl,
BKJIIOYCHHBIC B TEpPEUEHb J>KM3HEHHO HEOOXOIMMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX IPENapaToB,
nojuiexar uHAekcauud ¢ 1 HosOps 2010 roma wcxonas W3 MPOTHOZUPYEMOTO YPOBHSA WHQIISLNH,
ycTaHoBieHHOro deaepanbHbIM 3akoHOM OT 2 nekadbps 2009 roma N 308-D3 "O denepanbHOoM Or0KETE
Ha 2010 rox u Ha mnanoBslit nepuog 2011 u 2012 ronos" na 2011 rog.

(dactp 3.6 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapra 2011 roga He qomyckaroTcs MPOU3BOJACTBO U BBO3 B Poccuiickyto ®denepatiuio
JICKApCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKUPOBKOI, KOTOpasi ObLIa HAHECEHA JI0 JHsI BCTYIUICHUS B
cury Hactosimiero dexepanbHoro 3akoHa. [lo McTedeHMM yKa3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHBIC
npernaparbl MOTYT OTHYCKAThCS, PEATM30BBIBATHCS, IMEPeaBaTbCs W MPUMEHATHCS JIO MCTEUYCHUS HX
CpOKa roJTHOCTH.

(B pen. ®enepanbubix 3akoHOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCcTymieHus B cuity Hactosimero denepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOYMTEIBHO  JIONYCKAETCS  IMPOBEJACHUE OSKCIEPTU3bl JICKAPCTBEHHBIX CPEJACTB  JKCIEPTaMU
OKCIICPTHOI'0  YUYPCIKACHUA OO0 HNPOXOXKACHUA HMHU aTTeCTaluu B HOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH.

5. Co musa BcTyluieHHs B cuily Hacrosiniero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOYUTENBHO OCYLIECTBISIETCSA NEPEXO] K MPOU3BOJCTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C
IIpaBWJIaMU OpraHU3alMK MPOU3BOJICTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
gactu | crateu 45 Hactosmero ®enepalpHOro 3aKkoHa, B MOJHOM oObeme. Cpoku mnepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IMPOU3BOJCTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBAaHUSAMHU JAHHBIX HPaBWI, BKIIOYAs CPOKM ATTECTAllMM YIMOJIHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTsax 6 m 7 crateu 45 Hacrosumero denepanpbHOrO 3aKOHA, yCTaHaBIMBaKOTCA IIpaBuTEnbCTBOM
Poccuiickoit denepanun.

6. JIuueH3un Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble A0 | sHBaps 2014 rona,
neiictByror nocie | suBaps 2014 roma 1o McTeYeHHUs CPOKA MX JEUCTBHS NPU YCIOBUU COOTBETCTBHS
JUIEH3UaTa MpaBUJaM OpraHU3alliy IPOU3BOJCTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEACTB,
yKa3aHHBIM B yacTH 1 ctarbu 45 HacTosero @enepalbHOTO 3aKOHa.

7. ®opMuUpOBaHHE TOCYIapCTBEHHOI'O 3a/JaHHs Ha IPOBEIEHUE OSKCIEPTU3bl JIEKapCTBEHHBIX
cpeacTB (enepanbHOMY roCyIapCTBEHHOMY OIO/DKETHOMY YUPEXKICHHIO IO MPOBEACHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIEUEHUE BHIIOJHEHUS 3TOTO 3aJlaHUSl OCYLIECTBIISIIOTCS B
NOpsAJIKE, yCTaHOBIEHHOM PenepalibHbIM 3ak0HOM OT 12 ssHBaps 1996 roga N 7-®3 "O HEKOMMEpUYECKUX
opraHu3anusx".

(uactp 7 BBeneHa DenepanbHbIM 3aKk0oHOM OT 29.11.2010 N 313-D3)

IIpesuneHt
Poccuiickoit @enepanuu
JA.ME/IBEJIEB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 23.10.2024
(c u3m. n pgon., BCTyM....

Mocxksa, Kpemiib
12 anpens 2010 roga

N 61-®3
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