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3apeructpupoBano B Munrocte Poccuu 5 centsops 2024 r. N 79394

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU
PEOEPAJIbHAA CITYXBA N0 HAA30PY B COEPE 3[1IPABOOXPAHEHUA

NMPUKA3
ot 17 nroHa 2024 r. N 3518

Ob YTBEPXAOEHWUU NMOPALOKA
®APMAKOHAO3OPA JIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOULIMHCKOIo NPUMEHEHUA

B cootBercTBUM co ctatbsimu 64 u 65 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
oOpareHuu JIeKapcTBEHHBIX cpeactB”, moamyHkToM 5.8(7) myHkrta 5 Ilonoxenuss o denepanbHO
ciyxx0e mo Haazopy B cdepe 3IpaBOOXpAaHEHHUs, YTBEPXKIEHHOro MocTaHoBieHHeM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 30 urons 2004 r. N 323, npuka3zbiBato:

1. VrtBepauth mnpunaraemsiii llopsgok ¢dapmakoHaa3opa IeKapcTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO TPUMEHECHHUS.

2. IlpusnaTh yTpaTuBIIUMHU cuily mpukazbsl DegepanbHOW CiyXObl MO Haa3o0py B cdepe
3/IpaBOOXPaHEHUS:

ot 15 deBpans 2017 r. N 1071 "O6 yrBepxkaenuu llopsaka ocymiectBienus gpapmakoHaazopa'
(3apeructpupoBan MunucTtepcTBOM focTHuMu  Poccuiickoit  ®emepanmu 20 wmapra 2017 .,
peructpanoHHsiit N 46039);

or 16 wmroms 2020 r. N 6252 "O BHecenmn wusMeHeHHd B [lopsmok oOcCyIIeCTBICHHS
dapmakoHaa30pa, YTBEpXkAeHHBIH mnpukazom dexepanpHO ciyxO0bl 1O Ham3opy B chepe
3npaBooxpaHeHuss ot 15 ¢espans 2017 r. N 1071" (3apeructpupoBan MUHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 10 centadps 2020 r., peructpaoHHsiit N 59745).

3. Hacrosumii npukas Bctynaet B cuity ¢ 1 mapta 2025 r. u neiictByer a0 1 mapta 2031 r.

PyKOBgzmTenb
A.B.CAMOUMJIOBA

Yr1BepxkacH

npukazom denepanbHON CITyKObI

0 HA/A30pY B chepe 31paBoOOXpaHEHUs
ot 17.06.2024 N 3518
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NOPAAOK
®APMAKOHAO3OPA JIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOULMHCKOIo NPUMEHEHUA

1. Hacrosimmii Ilopsgok ycranaBmuBaeT TpeOOBaHHMS K OCYIIECTBICHHUIO (hapMakoHaa3opa Ha
teppuropun Poccuiickoii @enepauuu (nanee - [lopsinok).

2. dapmakoHaI30p - BUJ ACSITEIBHOCTH MO MOHHUTOPHHTY 3(PQPEeKTUBHOCTH M 0€30MaCHOCTU
JIEKApPCTBEHHBIX  MIPEMapaToB, HANpPaBJICHHBIM Ha BBISBIEHHWE, OLGHKY M  MPEJOTBPAILICHUE
HEKeJaTeJIbHBIX MOCIIECTBUI MPUMEHEHHS JIEKAPCTBEHHBIX MpenapaToB <1>.

<1> Ilynkr 52.1 ctarbu 4 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamienun
JIEKapCTBEHHBIX CPEACTB".

3. ®enepanbHas ciayx0a 1Mo HaA30py B cdepe 3apaBOOXPAHEHUS OCYIIECTBISET (apMaKOHAI30p
<2> myTeM aHallM3a MpeJCTaBIsieMOl CyObeKTaMu OOpalleHus IEKapCTBEHHBIX CPEeICTB MH(GOPMAILIUU O
NOOOYHBIX  JICHCTBHSIX, HEKENIATENbHBIX  PEAKUHUAX, CEPbE3HBIX  HEXKEJATEIbHBIX  PEaKIHsIX,
HEMpPEIBUICHHBIX HEXENAaTeIbHBIX pEaKUHUsIX NpU MPUMEHEHHH JIEKapCTBEHHBIX IMpernapaToB, 00
WH/IMBUYyAIbHOW HETIEPEHOCUMOCTH, OTCYTCTBHH 3()(PEKTHBHOCTH JTEKAPCTBEHHBIX MPEMApaTOB, a TAKKe
00 MHBIX (akTax U OOCTOSTENHCTBAX, MPEACTABISAIONINX YrpO3y >KU3HU WU 30POBBIO YEJOBEKa MpHU
NPUMEHEHUH JICKApCTBEHHBIX MpenaparoB (masee - wHWHOW wuHpopMamuu 1o Oe30macHOCTH U
3¢ (}HeKTUBHOCTH), BBISIBICHHOW Ha BCEX 3Tamax oOpallleHus JeKapCTBEHHBIX MpemnapaToB B Poccuiickoii
denepannuy U Ipyrux rocy1apcTBax.

<2> Tloamynkt 5.1.4.3 mynkrta 5 Tlomoxxenuss o DemepaiibHON ciyx)0e MO Ham30py B cdepe
3/IpaBOOXpaHEHUs, YTBEpKIEHHOro moctaHoBieHueM [IpaButensctBa Poccuiickoit @enepanuu ot 30
utoHs 2004 r. N 323.

4. JIoMKHOCTHBIMU JIMIIAMH, YTIOJTHOMOYEHHBIMH OCYLIECTBIIATH (papMaKoOHaA30p, SIBISIFOTCS:
PYKOBOJUTENb (3aMeCTUTENH pyKoBoauTens) PocaapaBHanzopa;

PYKOBOJIMTENH CTPYKTYPHBIX MOApazeneHuii Poc3npaBHaa3zopa, UX 3aMECTUTENH, JOJKHOCTHBIMU
permamMeHTaMu KOTOPBIX MPEyCMOTPEHBI MOJTHOMOYHS MO OCYIIECTBICHHUIO (hapMaKoHAA30pa;

WHBIE  TOCYAApCTBEHHBIE TpakJaHCKuWe  chyxamue Poc3apaBHam30pa,  TOJDKHOCTHBIMHU
permamMeHTaMu KOTOPBIX IPEyCMOTPEHBI IOJTHOMOYHS MO OCYIIECTBICHUIO (papMakoHaa30pa.

5. ®apmakoHaa30p ocyuiecTBisieTcss Poc3apaBHag30poM Ha OCHOBAHMM CBEICHUH, MOJYYEHHBIX B
BUJIE:

co0011IeHNH CyOBEKTOB 00OpaIlleHHsl IEKAPCTBEHHBIX CPEICTB (ajiee - COOOIICHU);
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MEPUOANYECKUX OOHOBJSIEMBIX OTUETOB 1O 0€30MacHOCTH JIEKaPCTBEHHBIX IpernaparoB (najiee -
I[IOOB), wHampaBiasieMbix B Poc3mpaBHam3op nepkarensmu  (BIaAelbllaMH) PETHCTPAIMOHHBIX
YAOCTOBEPEHUN JICKAPCTBEHHBIX MPEMAPATOB WM YIOJIHOMOYEHHBIMHM HMHU HWHBIMH OPUANYECKUMU
nuuamu (ganee - J[PVY);

MEPUOANYECKUX OTYETOB MO 0e30MacHOCTH pa3padaThiBaeMOro (MCCIEIyeMOro) JEKapCTBEHHOTO
npenapara (manee - POOB), nampaBmsiembix B Poc3npaBHam30p IOpUIWYECKUMH JIMIIAMHU, HA HMS
KOTOPBIX BBIIAHBI PA3pELICHUS HA IPOBEACHUE KIMHUYECKUX HccienoBanui B Poccuiickoit denepanmu,
au00 APYrMMHU YIOJHOMOYEHHBIMH IOPUIMYECKUMU JIMLAMU (J1ajee - IOpPUAWYECKUE JIMIAaMU, Ha UM
KOTOPBIX BBIIAHBI Pa3pelICHUs Ha MPOBEACHNE KIIMHUYECKUX UCCIIEIOBAHUN);

uH(OpMaIMK, MOJYYCHHONH B XOJE OCYIIECTBICHHS (elepalbHOrO TOCYAapCTBEHHOTO KOHTPOJIS
(Ham3opa) B chepe odpalieHus IEKapCTBEHHBIX CPE/ICTB;

IUTAHOB yIIpaBieHus puckamu (naiee - [TYP);

CICIUAIBHBIX YBEJOMJICHUH, B TOM 4YHCIIE YBEJOMJICHHH 00 OJKCTPEHHBIX Mpobiemax
0€30I1aCHOCTH.

6. B memsax omneHkn wuHDOpPMAMM HAYYHOTO W KJIMHMYECKOTO XapakTepa, COJepiKalieics B
JOKYMEHTaX W JIaHHBIX, yKa3aHHbIX B nyHkTe 5 [lopsinka, Poc3apaBHam3op npusiekaer ¢enaepaibHble
rOCy/IapCTBCHHBIE OFOPKETHBIC YUPEXKICHHUS, TI0JIBEIOMCTBEHHBIC Poc3ipaBHaa3opy (naee - SKcrepTHas
OpraHu3aIws).

7. Coo0IeHus HAMpaBISIOTCS CyObEKTaMu OOpalIeHUs JICKApCTBEHHBIX cpeAcTB B DenepanbHyro
CIy’)K0y IO HaJa30py B cdepe 31paBOOXpaHEHHS MMOCPEJACTBOM aBTOMATU3MPOBAHHOW WH(MOPMAIIMOHHOMN
cuctembl Poc3apaBnamzopa (nanee - AUC Poc3apaBuaazopa) <3>.

<3> Tlogmynkr 5.8(1) mynkra 5 Ilomoxenust o PenepanbHON ciayx0e 1Mo Ham30py B cdepe
3/IpaBOOXPaHEHMs, YTBEpXAEeHHOro mnocraHoBieHueM IlIpaBurensctBa Poccuiickoit ®enepanyuu ot 30
utonst 2004 r. N 323.

8. B cinyuae BO3HMKHOBEHHUs TeXHUYECKUX Tpobsiem B pabore AUC Poc3apaBHaazopa cooliieHus
HaNpaBJSIIOTCA 1O aJpecy 3MEeKTPOHHOW mouthl: pharm@roszdravnadzor.gov.ru. IIpu BO3HUKHOBEHUU
TEXHUYECKUX MpobsieM B pabote 0a3 maHHbIX JAPY wnm ropuanyeckux null, HA UMs KOTOPBIX BBIIAHBI
paspelIeHns Ha MpoBe/leHNe KIMHUYECKUX MCCIEeJOBAaHUN, TaKKe COOOLICHHs HAlpaBIISIOTCS 10 ajpecy
ANEKTPOHHOU MouThl pharm@roszdravnadzor.gov.ru ¢ yka3zaHueMm UHQOpPMAaIMK O IPEANOI0KUTEIbHBIX
Cpokax BO300HOBJIEHHS (YHKIIMOHUPOBAHUS YKa3aHHBIX 0a3 JaHHBIX.

9. CoobmuieHus, HaMpaBJICHHBIE TIO aJIpeCy SJEKTPOHHOUN mouThl pharm(@roszdravnadzor.gov.ru B
ciyyasix, yka3zaHHbIX B myHKTe 8 [lopsiaka, nomkHs! ObiTh BHECeHB! JIPY B AMIC Poc3apaBHaazopa cpa3y
[ocJie  BOCCTAHOBJIEHMSI pabOTOCIOCOOHOCTH 0a3bl JAaHHBIX CyObeKkTa OOpalleHHs JIEKapCTBEHHBIX
cpencts win AUC PoczapasHanzopa.

10. Jlma MeauuMHCKMX OpraHu3aldid, CHEHUATMCTOB 3/PAaBOOXPAHEHHMS, MMAIMEHTOB WA HX
MpeJICTaBUTENed TpU OTCYTCTBUM TEXHUYECKOW BO3MOXKHOCTH HampaBlieHUs cooOmieHuit yepes ANC
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PocsnpasHansopa coo01IeHNA HAaIIpaBJIIOTCA o azgpecy AIIEKTPOHHOMI IIOYTEI
npr@roszdravnadzor.gov.ru.

11. HampaBnenue coobmenuii B cooTBerctBUM ¢ nyHktamu 8 u 10 Ilopsinka B OTHOIIEGHUH
3aperucTpupoBaHHbIX B Poccuiickoil depepanny J€KapCTBEHHBIX MPENApaTOB, a TAKKE JIEKAPCTBEHHBIX
npernaparoB, oOpalieHne KOTOPBIX JOIMYCKAeTCs B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickoit
Qenepaui B cepe oOpalleHus JEKapCTBEHHBIX CPEACTB, 3a MCKIIOUYEHHEM JIeKapCTBEHHBIX
[IpenapaToB, NpPEJHA3HAYEHHBIX I IPOBEACHMS KIMHUYECKMX MCCIEAOBAHUN, OCYLIECTBIISIETCS IIO
9JIEKTPOHHOW TMOYTE M3BEUICHUEM O HEXKEJATEeJIbHONM pEeakUMH WIM OTCYTCTBHHM TEPAeBTUYECKOIO
s dekra JTeKapcTBEHHOTO TNpernapara (peKOMEHIyeMblii oOpasen mpuBeAeH B mpuioxkeHudn N 1 k
[lopsanky). B oTHOmEHMM JIEKapCTBEHHBIX IpPEMapaToB, MpEeIHA3HAYEHHBIX M MPOBEACHUS
KIIMHUYECKUX UCCIIEAOBAHUN - COOOIIEHUEM O CEPhe3HON HEMPEIBUICHHON HEXENAaTeIbHOU peakiuu Ha
JIEKapCTBEHHBIN Mpernapar, M3y4yaeMblii B KIMHUYECKOM HCCIIEOBaHUM (PEKOMEHIyeMblil ob0pasell
npuBeieH B nipuioxkennu N 2 k [lopsiaky).

12. Cucrema @dapmakonaazopa, opranuszyemas JIPY, nomkna coorBercTBOBaTh IIpaBuiam
HajuIeXKamed mnpakTuku (papmakoHam3opa EBpa3suiickoro »KOHOMHYECKOTO CO03a, YTBEPIKICHHBIM
Pemennem CoBera EBpaswmiickoii sxoHOMUYeckoi kKomuccuu ot 3 HosiOpst 2016 r. N 87 <4> (nanee -
Hannexamas npaktuka dapmakonanzopa). [lopsmok npeacrapinenuss nHGopmanuu mo 0€30MacHOCTH B
X0/l KIMHUYECKUX MCCIIEJOBAHUN JOJDKEH COOTBETCTBOBATh [lpaBuiam Hamexameil KIMHUYECKOM
npakTuku EBpa3uiickoro SKOHOMMUYECKOTO coro3a, yrBepxkacHHbIM Pemenuem CoBera EBpasuiickoit
SKOHOMHUYECKOH Komuccuu ot 3 Hos0ps 2016 r. N 79 <5> (mamee - Hamnmexamas KiIWHUYECKas
MIPaKTUKA).

<4> OdunmanpHbi caidT EBpazuiickoro 3KOHOMHYECKOTO coro3a http://www.eaeunion.org/, 21
Hos10pst 2016 1. C wu3meHeHusimu, BHeceHHbIMH Pemenunem Cosera EBpasuiickoil skOHOMHYECKOIt
komuccu ot 19 mas 2022 r. N 81. Berymunio B cuity st Poccuiickoit denepanuun 6 mast 2017 1.
SBnsierca obs3atenvHbIM Uit Poccuiickoit @enepanuu B cooTBeTcTBUU ¢ [loroBopom o EBpazuiickom
SKOHOMMYECKOM coro3e oT 29 mas 2014 r., patudunupoBanubiM denepanbHbIM 3aKOHOM OT 3 OKTSOps
2014 r. N 279-®3 "O parudukanuu Jorosopa o EBpazuiickom sxoHOMHu4YeckoM coro3e". Berynun B cuiny
st Poccniickoit ®@enepanuu ¢ 1 ssuBapst 2015 .

<5> OduuuanbHbiii caliT EBpa3zniickoro 3KOHOMHYECKOro corosa http://www.eaeunion.org/, 21
HOs10pst 2016 r. Berynuno B cuity uist Poceuiickoit @enepanuu 6 mas 2017 r. SBnsierca o0a3aTenbHbIM
it Poccuiickont denepanuu B COOTBETCTBUU ¢ JloroBopoMm 0 EBpa3suiicKOM dKOHOMHUYECKOM COO3€ OT
29 mas 2014 r., parudpuuupoBanusiM DenepanbHbIM 3akoHOM OT 3 okTsi0ps 2014 r. N 279-®3 "O
parudukanumn Jlorosopa o EBpasuiickoM sxoHomMHueckoM coroze". Berynun B cuiy s Poccuiickoit
Oenepanuu ¢ 1 suBaps 2015 r.

13. IPY B Teuenue 3 pabounx nHeH HanpasisitoT B Poc3npaBHan3op nHGOpMaIUio, MO a0y 0
MO/ OMpeNeJeHHe IKCTPEHHOW MpoOIeMbl O€30MacHOCTH, B COOTBETCTBUU C TyHKTamu 756 u 757
Hannexamei mpaktuku papmakoHaa3opa, mo aapecy JekTponHoi noutel ESI@roszdravnadzor.gov.ru,
C 00s13aTeNbHBIM JIOCBIIOM Ha OYMa)KHOM HOCHUTEJE.

14. JToxymentsl nepuoanudeckoit oruetHoctu - [IOOB, POOB, a takxe IIYP, nanpaistorcs B
Pocsnpasnanzop nocpenctsom AUC Poc3apaBHagzopa U perucTpUpyrOTCsS aBTOMAaTUYECKH.
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15. APY npeacrasmsor B Poczapasuamzop [TIOOB, cootBercTByromuii TpedoBanusm pasaena VIII
"[lepnoanueckuii oOHOBIsIEMBIH oTueT 1o O6e3omacHocTr" Hamexarei npakTuku papMakoHaa30pa.

16. Ilopsnok mpencraBinenus [IOOB B coorBerctBuM ¢ nyHkToM 698 Hannexaieil npakTuku
(dapMakoHaa30pa pPACIpPOCTPAHSETCS Ha JICKAPCTBEHHBIC IPEraparbl, MNPOIICAIINE MPOUEAYpPY
perucTpalii WIM TPUBEACHHBIE B COOTBETCTBHE C TpeOOBaHMSAMHU peructpanuu EBpasuiickoro
SKOHOMHYECKOTO COr03a. B  ocCTampHBIX cioydasx TpeOOBaHHMsS K TEPHOAMYHOCTH U CPOKaM
npenocrasienus [I0Ob onpenensrorest mynkramu 696 u 697 Hannexamieit npaktuku papmakoHaa3opa.

17. Ilpu BbISABJIEHUM HEXKEJATENbHBIX PEAaKUUH IpPU NMPUMEHEHHM JIEKapCTBEHHOIO Ipernapara U
uHOU mMH(popManmu 1Mo 6e3onacHocT U 3()(HEKTUBHOCTH, HE COAEPIKAIIMXCS B OOIIEH XapaKTEepPUCTHKE
JIEKapCTBEHHOI0 Ipenapara U (WIM) MHCTPYKLUHM 10 MEIUIMHCKOMY HPUMEHEHMIO JIEKapCTBEHHOI'O
IpernapaTa M M3MEHSIOIIUX OTHOLIEHHE OXKUAAEMOM IOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JICKapCTBEHHOI'0 Ipernapara, a Takke INpu HecoOmofeHun TpeboBaHuil k mnpencrtasieHuto 100D,
ycraHoBNeHHbIX myHkTamu 14, 15, 16 Ilopsinka, PoczapaBHam3op B TedeHue 5 paboumx AHEW CO JHSA
BBISIBJICHUS] yKa3aHHBIX CBEJECHHUN paccMaTpuBaeT BONpPOC O HeobOxoaumoctu 3ampoca y [JIPY
BHeouepennoro [10OOB, B coorBercTBum ¢ mynkToMm 701 Hamnexkameit npaktuku GpapMakoHaa3opa.

18. Nudopmarusi 0 cepbe3HbIX HEMPEABHICHHBIX HEXKENATENbHBIX PEaKLUUiX Ha HCCIeAYEMBIi
JICKapCTBCHHBIN Tpenapar W wHas WHGOpManus Mo OE30MacHOCTH B paMKaX HWHTEPBEHIIMOHHOTO
KJIMHMYECKOTO0 HCCJICIOBAaHMUs JICKAPCTBEHHOTO IIpenapara HampaBisitoTcs B PocsnpaBHamzop B
COOTBETCTBUHM ¢ TpeOoBaHWSAMHU TyHKTOB | m 2.2 mpunoxenus N 11 k Hammexamei kInHUYeCKOU
MPaKTHKE.

19. KOpuauyeckue nuia, Ha UMS KOTOPBIX BBIIAHO Pa3pelICeHUE Ha MPOBEICHUE KIMHUYECKHUX
uccienoBanuil, nmpeactaBisitoT B PoczapaBuanzop POOB B cooTBeTCTBUM ¢ TPeOOBAHUSIMHU MPUITOKECHHUS
N 12 k Hapiexxaniel KITMHUYECKOW MTPaKTHKE.

20. Opranuzanus CcyObeKTaMu  OOpalleHUs JIGKAPCTBEHHBIX  CPEIACTB  (MEIUIIMHCKUMU
OpFaHHSaHI/IﬂMI/I) pa6OTI)I II0 BBIABJICHHUIO HEXKCIATCIIBbHBIX peaKquI IIpyu MPUMCHCHHU JICKAPCTBCHHBIX
MpernapaToB AJii MEAUIIMHCKOTO MPUMEHEHHUs U WHOW nHbopMaluu mo 6e30nacHoCTd U 3PGEeKTUBHOCTH
IIpU NPUMEHEHUU JIEKAPCTBEHHBIX IIPENaparoB U1 MEAULIUHCKOIO NMPUMEHEHUS PErIaMEHTUPYETCS UX
BHYTPEHHUMH JOKYMEHTaMH (BKIFOYas TIOKYMEHTHI MO0 0OECIEUEHHI0 KauecTBa MPOILIECCOB, BHYTPCHHHE
MPOIIEIYPHI).

21. CyObexThl oOpalieHus JeKapCTBEHHBIX CPEACTB (MEAMIMHCKUE OpTaHU3alui) 00s3aHbl B CPOK
He Oosiee 3 pabouux gHEH coobmarhk B Poc3apaBHAA30p O CEpbE3HBIX HEXKENATENbHBIX PEaKUUAX IMpU
NPUMEHEHUH JIEKapCTBEHHOTO IpernapaTa Jjas MeIUIMHCKOrO MPUMEHEHHs C JIETaJbHBIM HUCXOJ0M WU
YIpO30# JKM3HU, CO JIHS HACTYIUICHUS YKa3aHHBIX COOBITHH, 32 HUCKIIFOUCHHEM HEXEIaTeIbHBIX PEaKIlHii,
BBISIBIICHHBIX B XOJI€ NMPOBEACHUS KIMHUYECKUX HCCIEIOBaHUN, MPOBOAUMBIX B JAHHOW MEIUIIMHCKOMN
OpraHHU3aIUH.

22. CyObexTsl oOpallieHHs JIEKapCTBEHHBIX CpPEeACTB (MEIMIIMHCKUME OpraHM3allMi) B CPOK, He
MpeBbIIAaOIMi 15 KaneHaapHbIX THEH O AHS HACTYIUICHUS HM)KETEPEUNCIeHHBIX COOBITHH, COOOIaoT
B Poc3znpaBHan3op 0 ClEIyIOIIMX HEXENaTeNbHBIX PEAKUUSAX IPU HNPUMEHEHMH JIEKAPCTBEHHOTO
npernapaTa JiUisi MEIUIMHCKOTO MPUMEHEHUsI U MHOM MHpopManuu no 6e30macHocTH U 3 PeKTUBHOCTH,
BBISIBJICHHOM JAaHHOM MEIMLMHCKOM OpraHM3alMed, 3a HCKIIOUEHUEM HEKENaTeIbHbIX pPEaKIUil,
BBISIBJICHHBIX B X0/J1€ TIPOBEACHUSI KIIMHUYECKUX HCCIIETOBaHMI:
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

CEpbE3HBIX HEXKENATEIbHBIX pEaKUMSIX NpU NPUMEHEHHUU JIEKapCTBEHHOrO Ipenapara s
MEIULUHCKOTO NPUMEHEHUS, 32 HMCKIIOYEHHEM CEepbE3HbIX HEXeNaTeNbHbIX pPEaKLUid, yKa3aHHbIX B
nyHkte 21 Ilopsinka;

clIydasix nmnepenayd UWHQGEKIMOHHOro 3a0ojeBaHMs 4Yepe3 JIEKapCTBEHHBIM IMpemapaTr s
MEJIUIIMHCKOTO MPUMEHEHHS;

CJIydasiXx OTCYTCTBHSI 3asBICHHOHN 3(Q(PEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaToOB JIJIsl MEAUIIUHCKOTO
MIPUMEHEHHUS, TPUMCHSIEMBIX IPU 3a00JIEBAHUSX, TPEICTABIISIONINX YTPO3Y JJIS )KU3HU YEIIOBEKA, BAKIIHH
e TPOHIAKTUKYA WH(EKIIMOHHBIX 3a00JICBaHUM, JIEKAPCTBEHHBIX IPENapaToB JUIsl MPEIOTBPAIICHUS
OEpeMEHHOCTH, KOTJa OTCYTCTBHE KIMHUYECKOro d3(dexrta He BBIBBAHO HHIUBUAYAIHHBIMH
0COOEHHOCTSIMU TalueHTa U (Win) crienuuKoit ero 3a00IeBaHus;

HEXCIIAaTCIIbHBIX pCaKkuuix, BO3HHUKIIIHUX BCJIICACTBHUC 3JIOyrIOTp€6JICHI/I$I JICKApCTBCHHBIM
npenapaTromMm Ui MEAUIUHCKOTO IIPUMEHCHU A, B ClIydadX YMLIMHSHHOﬁ MepEaAO3UPOBKHU JICKAPCTBCHHOI'O
npemapara, Ipu BO3I{€I>1CTBI/II/I, CBj3aHHOM C pPOJIOM 3aHﬂTHﬁ, WK B ClIy4dasaxX HCIIOJb30BaAHUA
JICKApCTBCHHOT'O ITperiaparta AJist MCIUIHUHCKOI'O IIPUMCHCHUA B IEJIAX YMBINIJICHHOT'O IPUYUHCHUA Bpea
JKU3HU U 300POBBIO YCJIOBCKA.

23. HanpaBnenue coobmenuii B Poc3apaBHan3op B pamkax TpeOoBaHMM moanyHkTa 4.8 myHKTa 4
MOPSIIKA CO3JaHUS U JCSITEIIBHOCTA BpauyeOHOM KOMUCCUM MEIUIIMHCKON OpTraHHu3allid, YTBEP>KIECHHOTO
nprKa3zoM MUHHCTEPCTBA 3paBOOXPAaHEHHsSI M COLMAIbHOrO pa3Butus Poccuiickoit @enepannu ot 5 mas
2012 . N 502 "OO yTBepXIEHUM TMOPSAIKA CO3MaHUS M JACSITEIBHOCTH BpauyeOHOM KOMHUCCUU
MEIUIMHCKONW opraHu3anuu’ <6>, ocymiectBisercs B coorBercTBuu ¢ nyHktamu 7 u 10 Ilopsiaka, B
CPOK, HE TMPEBBIMIAIMINN 5 paboynx JHEH CO JHS NMPUHSATHS PEIICHUS O Ha3HAYCHUU JICKAPCTBEHHBIX
MpernapaToB i MEIULUHCKOTO TMPUMEHEHHS MpH HAIWYUM MEIUIMHCKUX TOKa3aHWi BpaueOHOU
KOMHMCCHEM.

<6> 3apeructpupoBan MunucrepctBoMm toctuniuu Poccuiickoit @enepanuu 9 wutons 2012 1.,
peructpauroHHeld N 24516, ¢ U3MEHEHUSIMH, BHECEHHBIMU NIPUKAa30M MHUHHCTEPCTBA 3PABOOXPAHEHHUS
Poccuiickoit @enepanun ot 2 nekadps 2013 r. N 886H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit @enepanuu 23 nexadps 2013 r., peructpannonssiii N 30714).

24. Cpok g COOOLIEHHS O HEXeNaTeNbHbIX PEeAaKUMAX IpPH NPUMEHEHMU JIEKapCTBEHHOTO
npernapara JUisi MEIUIMHCKOTO MPUMEHEHUsI U MHOM MH(pOpMAaIMK 10 0e301acHOCTH U 3PPEKTUBHOCTH,
ykazaHHoro B nyHkrax 21, 22 [Ilopsaka, ucuucisercs co JHsS, KOrJa OTBETCTBEHHOMY II0
(hapMakoHaI30py JTOJHDKHOCTHOMY JIUILY CYOBEKTa OOpalleHus JEKAPCTBEHHBIX CPEICTB (MEAUIIUMHCKON
OpraHu3allM) CTAJIM H3BECTHBI CJIENYIOIIME CBEACHUS O HEXENAaTeNbHOM peakuud WIM HHOU
nH(popmanuu no 6e30nacHOCTH U 3P (HEKTUBHOCTH:

uH(poOpMaIKs, TO3BOJSONMAS WACHTU(DUIUPOBATh IOPUANYECKOE WM (DU3MUYECKOEe IHUIIO,
BBISIBUBIIIEE HEXKENATEIbHYIO PEAKLUI0 UK 0COOYIO CUTYAIHUIO;

I/IH(I)OpMaI_II/ISI, TIO3BOJIAIOIIAA I/II[CHTI/I(I)I/II_II/IpOBaTB (I)I/I3I/I‘-ICCK06 JiMno, y KOTOpOro HaGJIIO,Z[aJIaCB
HCXKEIAaTCIIbHAasA pCaKIUA;
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uHOpMaIys, MO3BOJIAIONIAas HACHTU(OUIIMPOBATD JICKAPCTBEHHBIN IIpenapar;
uH(pOpMaLs, O3BOJIAOLIAs HACHTU(HUIMPOBATH CUMIITOMBI HEXeEIaTeIbHON peaKuy.

25. Komuu cooOuieHnid, HampaBieHHBIX B Poc3apaBHag30p MEIMIMHCKOW OpraHu3anueil B
COOTBETCTBUHM ¢ IyHKTamu 21 - 23 [Topsiaka, COXpaHSAIOTCS B MEAULIMHCKONW JOKYMEHTAIMH MTAL[IEHTOB.

26. Coo01ieHus, NOCTyNAaIIKUe 0T MEAUIIMHCKUX OpraHu3aluil, CIEHUaIUCTOB 3paBOOXPaHEHHUS],
NAlMEeHTOB WIM UX TPEICTaBUTENed MO OSJIEKTPOHHOH IOoYTe WIM Ha OyMaXHOM HOCHUTENE
PETUCTPUPYIOTCSA B COOTBETCTBUH C YCTAaHOBJICHHBIM B Poc3ipaBHa30pe MOPSIAKOM JAETIONPOU3BO/ICTBA.

27. Ouenka uHGOpMallMU HAyYHOTO U KIMHMYECKOTO XapaKTepa, COAepKalleiicss B COOOIIECHUsX,
noctynaronx B AUC Poc3npaBHanzopa, OCYIIECTBISETCS SKCIEPTHOM OpraHu3aluedl B TEUEHHE S5
pabounx AHEH co THS UX MOCTYIUICHUS.

28. Ouenka nH(popMaluy Hay4YHOTO U KIMHUYECKOT0 Xapakrepa, conepsxauieiics B [IOOb u POOB,
IIPOBOJUTCS. HKCHEPTHOM opraHuzanued B TedeHue 60 paboumx [HEH co JHS UX HOCTYIUIEHUS B
9KCIEPTHYIO OPraHU3aLUIO.

29. Pe3ynbTarhl OIEHKM HMH(OpPMAIMM HAYYHOTO M KIMHHYECKOTO XapaKTepa, COoJepiKalleiics B
COOOIICHHUSAX, HAMPABIAIOTCA B Poc3apaBHAA30p SKCIEPTHOW OpraHU3aliieil B COCTaBE €KEHEHCIbHBIX
OTYETOB.

30. Pe3ynbrarhl OmEHKH WHGOPMAIMKM HAYYHOTO W KIMHUYECKOTO XapakTepa, COoAeprKaliencs B
I[TOOB, POOBb, IIYP, nanpasmistorcs B Poc3mpaBHaa30p B COCTaBE €XKEHENETbHBIX U €KEMECSUYHBIX
OTYETOB IKCIEPTHON OpraHU3aLUH.

31. Ilpu BBISIBIEHMM 3KCIEPTHOM OpraHu3aunueid HecooTBeTCTBUs ImpexactaBieHHoro I[I00Ob
TpeboBanusiM myHKTOB 587 - 687, 690 Hamnexamel mnpaktuku ¢apmakonanzopa uian POOB
TpeboBanusam npunoxkenus N 12 k Hajnexariei ki1MHU4YecKol MmpakTuke, HHGopMalus 00 OTKIOHEHUH
npencraBieHHoOro aokymeHta BHocutcs B AUC PocsnpaBHan3opa B TeueHue 5 pabouux JHEH cO JHA
BBIHECEHHsI OKCIIEPTHOTO 3aKIIOYEHHMS C OINUCAaHUEM MPUYMH OTKIOHEHMs. (CooTBeTCTByOLIEE
yBeIOMJIEHHE 00 OTKJIOHEHUHU JOKYMEHTa aBTOMaTu4ecku Hanpasisercs JAPY wiu ropuauueckomy nuiy,
Ha UMs KOTOPOT'O BBIJIAHO pa3pellieHre Ha MPOBEACHNE KIIMHUYECKUX UCCIIE0BaHU, B IMYHBINA KaOMHET
AMUC PocznpaBHangzopa.

32. JIPY nexkapcTBEHHOro mpemnapara WIH OPUIUYECKOE JIMLO, Ha UM KOTOpPOrO BBIAAHO
paspelleHre Ha NpoBeACHNE KIMHUYECKUX HCCIIEeI0OBaHU, B CpOK, He npeBbimatoniuii 30 pabouux aHeu
CO JIHA NOJYYEHMS IEKTPOHHOrO yBenomieHus PocsapaBHans3opa, ykazanHoro B nmyHkre 31 Ilopsaxa,
HanpasisgeT B Poc3npaBuanzop [1OOB, npuBeneHHsblit B COOTBETCTBUE ¢ TPEOOBAHUSAMU MYHKTOB 587 -
687 Hamexameil nmpakTuku (apmMakoHaa30pa, ¢ Y4eTOM 3aMEeYaHMM SKCIEepPTHON OpraHu3aluu, WM
POOB, npusenenHsliii B coorBeTcTBUE ¢ TpeOoBaHusAMU npuinoxkenus N 12 k Hagnexamiel kinHu4YecKout
[IPaKTHUKE, C Y4ETOM 3aMEYaHUI SKCIIEPTHOU OpPraHU3aIUu.

33. B ciyyae TpexXKpaTHOTO MOJPAI BBISBICHHS SKCIEPTHOM OpraHu3alueld HECOOTBETCTBUS
npencrasiaenHoro IIOOb TtpeGoBanusam pazgena VIII "llepuonndeckuii OOHOBISAEMBIH OTYET IO
6e3onacHoctu" Haanexamelt mpakTuku (apMakoHaa30pa WM TPEXKPATHOIO MOJPSA HECOOTBETCTBUS
npencrasiaeHHoro POOB tpeGoBanusm npuinokenust N 12 k Haanexxarield KIMHUYECKOH NMpakTUKe Ha
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OJVH JICKApCTBEHHBIM mpenapar, uH(oOpMaus 00 3TOM JOBOJUTCS SKCIEPTHOH OpraHu3anueil o
Poc3npaBHagzopa B TeueHue 5 pabouymx JAHEH CO IHS BBIHECEHUS IKCIIEPTHOIO 3aKIFOUEHHUS.

34. Poc3npaBHaa30p NpH MoiydeHUH nHpopManuu, ykazanHoi B nmyHkTe 33 Ilopsaka, mpuHUMaeT
pelieHre 0 HeoOXOAMMOCTH IPOBEICHUs BHEIUIAHOBOM HMHCHIEKIMH cucTeMbl (papmakonamzopa JPY
JAHHOTO JIEKAPCTBEHHOrO Mpemnapara B COOTBETCTBUU C paznenoMm [V "HMHcnekTupoBaHue CUCTEMBI
(dhapmakonanzopa" Hannexarei npaktuku hapMakoHaa3opa.

35. Ilpu BbISBIGHUHM OSKCIEPTHOH OpraHu3alyeld B XOA€ OICHKH HH()OpPMAluU HAYYHOTO U
KIIMHAYECKOT0 Xapakrtepa, cojaepxkammxcs B coodmenusx, [I00b, POOb cBenenuii, OTCyTCTBYIOIIHUX B
o0mmieil XapaKTepUCTUKE JIEKapCTBEHHOTO Tmpemapara W (WIM) MHCTPYKIMH 1O MEIUIIUHCKOMY
IIPUMEHEHHIO JICKaPCTBEHHOI'O Ipenapara WM JIOKYMEHTALMH KIMHUYECKOIO MCCIEAOBaHUsA, H
U3MEHSIOIINUX OTHOIIEHUE OKHUJAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHUS JIEKapCTBEHHOTO
npernapara, SKCIepTHasi OpraHu3alus HalpaBiseT 3akiodeHue o6 3ToM B Poc3npaBHaa30p B Cpok He
no3aHee 5 pabouynx JHEH CO IHS BBIHECEHMSI SKCIIEPTHOTO 3aKIFOUEHUS.

36. B ciydae BbIABICHHMS SKCIEPTHOW opraHu3anueil HecoOmoeHHs CyOBeKTOM oOpallieHus
JICKApCTBEHHBIX CPEACTB JCHCTBYIOUIMX Ha Tepputopun Poccuiickoii denepanun  00s3aTeIbHBIX
TpeboBaHui B obsactu (apMakoHaa3opa Poc3apaBHaa30p NPUHUMAET pelIeHHe O HEeoOXOAUMOCTH
IIPUOCTAHOBIICHHSI IIPUMEHEHUs JIEKapCTBEHHOIO IIperapara Uil MEAMIMHCKOIO IPUMEHEHUS W
IIPOBE/ICHUU BHEIUIAHOBOM MHCHEKIMH CcHCTeMbl (apMakoHaazopa [IPY naHHOro mexapcTBEHHOTO
mpernapara.

37. B cinydae, eciaM COIVIACHO 3aKJIIOUEHHIO SKCIEPTHOM OpraHu3aliM, BEPOSITHOM MNPUUYMHOU
Pa3BUTHS HEXKEJATEIbHOW PEAKIHMU NMPU MPUMEHEHHUM JIEKAPCTBEHHOI'O Mpenapara uisi MEIUIMHCKOTO
MIPUMEHEHUST MOTJIO SIBIISITHCSI HECOOTBETCTBHE JIGKAPCTBEHHOTO Mperapara TpeOOBaHUSAM K KayeCTBY,
YCTAaHOBJICHHBIM (DapMaKOTICHHONH CTaThe WM HOPMATHUBHOW JIOKYMEHTanueld (HOPMATHUBHBIM
JTOKyMEHTOM), Poc3apaBHag30p NMpUHUMAET peUIEHUE O MPOBEIECHUU MEPONPUSATUN, MPETyCMOTPEHHBIX
cratbsimu 69, 74, 84 ®denepanpHoro 3akona ot 31 wmrons 2020 r. N 248-®3 "O rocymapcTBEHHOM
KOHTpoJIe (HaA30pe) U MyHHUIIUIIaTbHOM KOHTpoJjie B Poccuiickoit denepanun.

38. Ilpu mocTyruieHHM 3aKIIOYEHUs SKCIEPTHOW OpraHu3allid, COJEpKamero HHGOpMAIUo o
BBISIBIGHMM HOBBIX JIaHHBIX IO Oe30macHOCTH M 3(PQPEKTHUBHOCTH JIEKApCTBEHHBIX MpEnaparToB, He
coJiepKalmxcs B OOIIeH XapaKTEepUCTUKE JIEKAPCTBEHHOrO Mpenapara W (WJIM) HHCTPYKIUHU IO
MEIAUIMHCKOMY IPUMEHEHUI0 WM JOKYMEHTAalUuU KIMHUYECKOTO HCCIENOBAHUS, HN3MEHSIOIIUX
OTHOIICHUEC O)KHI[aeMOﬁ ITOJIB3bI K BO3MOXHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHLIX MPLEIapaToB (nanee
- HOBble JaHHBIe MO Oe3omacHocTH), Poc3apaBHam3op ysenomisier o0 stom J[PY nexapcTBeHHOro
npernapata WIM OPUIUYECKOE JHMI0, HAa UM KOTOPOTO BBIIAHO pa3pelieHHe Ha MPOBEACHHE
KJIMHUYECKUX UcclieioBaHui, B muuHoM kabuHete AVIC Poc3apaBHanzopa B TeueHue 5 pabouux JHeH co
JTHS] BBIHECEHUS DKCIIEPTHOTO 3aKIHOYECHHUS.

39. Ha ocHOBaHMM 3aKJIFOYEHHUS SKCIEPTHOM OpraHM3allM, COJAEPIKAIIEr0 BBIBOJ O TOM, YTO
JIEKapCTBEHHBIN MpernapaT SBJISETCS ONacCHBIM (HAHOCUT CEphe3HbIN MM HEMOIPaBUMBINA BPE] 310POBbIO
YejoBeKa, JHUO0O0 JI0Ka3aHO HeONaronpusaTHOE COOTHOIIEHHE 'Mojb3a - pHUCK" WIM BBISBIEHA
JOKYMEHTAJIbHO TOJATBEPXKJI€HHAsi HeAOCTaTOYHas TeparneBTudeckas 3(QQGEeKTHUBHOCTh JIEKAPCTBEHHOTO
mpenapara IMpH COONIONEHUM YCIOBUH €ro IpUMEHEHHs, OINUCAaHHbIX B YTBEpXKIEHHOW oOIei
XapaKTepUCTHUKE JIEKApCTBEHHOT'O Ipenapara, JIMOO He BBINOIHEHBI 0053aTeNbCTBa M0 (hapMaKOHAI30py
JAPY, nu60 He BbimonHeHs! JIPY TpeboBaHUS yIOIHOMOUYEHHOTO OpraHa B COOTBETCTBUM € MyHKTaMu 116
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u 118 IlpaBun perucTpanuu U 3KCIEPTU3bI JEKAPCTBEHHBIX CPEICTB IJIi MEAMIMHCKOTO MPUMEHEHUS,
yTBepkaeHHbIX Pemenuem CoBera EBpasuiickoii skoHOMUYECKOH Komuccuu oT 3 HosiOpst 2016 1. N 78
<7>, ecnu TakoBble TpeOOBaHMs OBUIM YCTAaHOBJIEHBI NPH perucrpaunuu, PoczapaBHan3op B TedeHue 5
pabounx JAHEW co JHS TOCTYIUICHHMS] 3aKIIOUYEeHHS OKCIIEPTHOM OpraHu3aldyd HamnpaBiseT B
MunucrepcTBO 31paBooxpaneHus Poccuiickoit ®enepanuu  uHGOpMANMIO JUISI PHOCTAHOBIICHUS
NEUCTBUSL  PErMCTPALlMOHHOIO  yJIOCTOBEPEHMS JIEKApCTBEHHOIO Ipenapara WiIM  OrPAHUYECHHS
IIPUMEHEHHUS JIEKAPCTBEHHOI'O IIperapaTa ¢ IPUJIOKEHUEM KOIIMH 3aKI0YEHUsI SKCIIEPTHON OpraHu3aliiy,
B COOTBETCTBUU C IIyHKTOM 76 Hannexarieit npaktuku papmakoHaazopa.

<7> OdwunuanpHpii cadiT EBpa3zuiickoro sxoHoMmuueckoro corosa http://www.eaeunion.org/, 21
Hos1Opst 2016 r. C m3meneHusimu, BHeceHHbIMH Pemenunem CoBera EBpasmiickoil 3KOHOMHUYECKOM
komuccuu oT 14 urons 2018 r. N 55, ot 30 saBaps 2020 r. N 9, ot 23 nexabps 2020 r. N 128, ot 5 mapra
2021 r. N 14, ot 23 anpens 2021 r. N 34, ot 17 maprta 2022 r. N 36, ot 23 centsi6ps 2022 r. N 141, ot 22
Mmas 2023 r. N 60, ot 20 oktsa6ps 2023 r. N 114, ot 29 mas 2024 r. N 43. Berynuio B cuniy Ui
Poccuiickoit @enepanun 6 mast 2017 r. fBnsercsa oOs3arensHbIM g Poccuiickoit @enepanuu B
coorBeTcTBUU C JloroBopom o EBpa3uiickomMm 5KOHOMHUYECKOM cow3e oT 29 wmas 2014 r.,
patuduipoBanabiM  DeepalibHBIM 3aKOHOM OT 3 okTsa0ps 2014 r. N 279-®3 "O parudukanuu
JloroBopa o EBpasuiickoM 3koHOMHUYECKOM coro3e". Berynun B cuity st Poccuiickoit @enepaunu ¢ 1
sauBaps 2015 r.

40. JPY nexapCTBEHHOro TMperapaTa WIH OPUANYECKOE JIMIO0, Ha HMS KOTOPOTO BBIJAHO
paspelleHre Ha IMpOBEJIEHHE KIMHUYECKUX HccieqoBaHui, B TeueHue 10 paboumx naHed co JHSA
noyiyueHusi yBenomisieHus PocsnpaBHan3opa, ykazaHHoro B nyHkTe 38 Ilopsiaka, mpoBOAMT aHalu3
JOCTOBEPHOCTH IMOJy4YEeHHON MH(OpMaIMK O HOBBIX JAaHHBIX 110 0€30IacHOCTH (aHAIMU3 JIOCTOBEPHOCTH
uHbOpMaNKN) U pe3yibTaThl mpeactasiser B Poczapasuamsop. [Ipu HeoOxoaumoctu nposeneHus JIPY
WIM IOPUIUYECKUM JIMIOM, Ha MMS KOTOPOTO BBIIAHO Ppa3pelICHHE Ha IPOBEICHHE KIMHUYECKUX
UCCIIeIOBaHMM, OoJiee JeTalbHOM IPOBEPKU KauecTBa, 3(PPEeKTUBHOCTH U O€3011aCHOCTH JIEKAPCTBEHHOIO
npemnapara, B TeueHue 10 pabouux nHelt co qHS monydeHus yBenomienus PocsapaBhamzopa [IPY wmum
IOpUANYECKOe JIMIO0, Ha WM KOTOPOrO BBbIIAHO pa3pellleHue Ha MPOBEACHHE KIMHUYECKUX
UCCIIeIOBaHMM, mpeacTaBisier B Poc3apaBHaa30p mpenBapUTEIbHBII OTBET O HEOOXOAMMOCTH HIIU
OTCYTCTBMM HEO0OXOJMMOCTH IMPUHATHS CPOYHBIX MEp IO AalbHEHIIeMy OOpallleHUIO JEeKapCTBEHHOI'O
npernapara.

41. B mepuon mpoBeneHUs aHaNW3a JIOCTOBEPHOCTH WH(MOpMaiuu, ykazaHHoro B TyHKTe 40
[Topsinka, JIPY nexkapcTBEHHOro Ipernapara Wid IOPUIMYECKOE JIMI0, HAa HMsS KOTOPOTO BBIIAHO
pa3pelieHue Ha MPOBEACHUE KIMHUYECKUX MCCICIOBAHUMN, MPUHUMAET MEPBI JJIsI ONPEICICHUS PUCKA,
CBSI3aHHOTO C OOpalieHHeM COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Tpenapara, a TakKe KOMILIEKC
MEpOIPUATHI, HANpPaBJICHHBIX HAa MPEIOTBPALICHHE WM YMEHBIICHHE BEPOSITHOCTH BO3HUKHOBEHUS
HEXENaTeNbHBIX peaklid, CBA3aHHBIX C BO3JCHCTBHEM JIEKapCTBEHHOTO Tpemapara, Jaubo Ha
YMEHBIIIEHUE CTENEHH TSKECTH WJIM BIIMSHHS HEKENATeNbHBbIX PEAKIU Ha MalUMeHTa B CiIydae HX
pa3BUTHSL.

42. B Tteuenue 10 paGoumx 1OHEW CO THSA TOCTYIUICHHsS PE3YJbTaTOB aHAM3a JOCTOBEPHOCTH
uHpopmanuu, ykazanHoi B myHkTe 40 Ilopsiaka, npoBenenHoro JIPY, umm co qHS MCTeueHHs CpoOKa,
otBesieHHoro JIPY Ha mpoBeeHHe yka3aHHOTO aHaiM3a JOCTOBEpHOCTU MH(poOpmanuu, 1100 B TeUeHUE
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"06 yTBepxaeHum Mopsaka dapMakoHaa3opa flekapcTBeHHbIX NpenapaTos
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

10 paboumx mHel co AHsS mocTymieHus B Poc3apaBHaa30p pe3yabTaToB KOHTPOJIBHOTO (HAI30PHOTO)
MeponpusTHs, ykazanHoro B nyHkre 37 Ilopsaka, Poc3gpaBHaazop ysenomisier MHHHCTEPCTBO
3npaBooxpaHeHus: Poccuiickoli @Denepanii O BBISBJICHHM HOBBIX JaHHBIX IO OE30MACHOCTH H
3¢ (}EeKTUBHOCTH JIEKAPCTBEHHBIX IpENaparoB, HE CoOJep)Kaluuxcsa B O0OILIEH  XapakTepUCTHKE
JIEKapCTBEHHOI'O IpenapaTta U (WIn) UHCTPYKLUU 110 MEAULHUHCKOMY IPUMEHEHUIO WU JOKYMEHTAIUU
KJIIMHUYECKOTO MCCIIEJOBAHUSA, M3MEHSIOIINX OTHOUIEHUE OYKHUJIA€MOM IOJIb3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHHs JICKApCTBEHHBIX IpenapaToB, B TOM YHUCIE TPU BBIABICHHM HEOOXOIUMOCTH BHECEHUS
M3MEHEHUN B MHCTPYKLHMIO [0 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOIO Ipenapara B OTHOLUEHUHU
CBEJICHUN O INOKAa3aHUAX JUIsl NMPUMEHEHMs] U NPOTHBOIIOKA3AHUAX JUISl NPUMEHEHMS JIEKaPCTBEHHOI'O
npernapaTa, BBbISIBJICHHBIX TIOOOYHBIX JIEHCTBUSIX, HEXKEJIATENbHBIX pEakUusX MpU MPUMEHEHHUH
JIEKapCTBEHHOI'O IIpernapara Uil MEJULMHCKOrO0 IPUMEHEHMs, W HalpaBisieT COOTBETCTBYIOLIYIO
nH(OPMALIHIO U PACCMOTPEHUS BOIPOCAa O HEOOXOJUMOCTH BHECEHHSI M3BMEHEHUN B PErHCTPaIllMOHHOE
JI0OCbE€  JIEKapCTBEHHOIO  Ipenapara, OTMEHbl TIOCYAApCTBEHHOW  PETUCTpAallUM, IPOBEIACHHUU
JNOKIIMHUYECKUX WU KIMHUYECKUX HCCICOBAaHMM JIEKApCTBEHHOrO IMpemapara, JMOO HHBIX
JOTIOJTHUTEIBHBIX UCCIIEIOBAaHUN KadecTBa, 3(h(heKTUBHOCTH 1 0€301MacHOCTH JIEKaPCTBEHHOTO IpenapaTa
(manmee - MJOMOJIHUTENbHBIE MCCIEAOBAaHUA), a TaKke O HeoOXoauMocTH, JuO0 00 OTCYTCTBUU
HEOOXOMMOCTH TPHOCTAHOBIICHUS! MPUMEHEHHs JEKapCTBEHHOTO Iperapara Ha IMEpPHOA NPOBEICHUS
JIOTIOIHUTEBHBIX HMCCIIEOBAHUM, TUOO Ha TMEpHoJ, HEOOXOAUMBIA [isi BHECEHHS HW3MEHEHUN B
PETUCTPALIMOHHYIO TOKYMEHTALINIO JIEKAPCTBEHHOI'O IIperapara.

43. Ilo uToram paccMOTpeHHs Pe3yJabTaTOB aHANK3a JIOCTOBEPHOCTH HMH(OPMALIUU, YKA3aHHOTO B
nynkre 40 Ilopsanka, npeacrasinennsix JAPY nexapctBenHnoro npemnapara, Poc3apasnaazop B Teuenue 30
pabounx JHEH co OHS TMONydYeHUs pe3yJbTaTOB aHalu3a JOCTOBEPHOCTH WHGOpPMAlUU WU CO JHS
UCTEYCHHS CpOKa, oTBeeHHoro JIPY Ha mpoBeneHne aHan3a JOCTOBEPHOCTH MH(POPMALIUH, TIPUHIMALCT
peuienue o Hampasienuu JIPY 3ampoca o HeoOxonumoctu paspadotku [IYP B cOOTBETCTBHM C TYHKTOM
352 Hamgyexariei npakTuku (hapMakoHa30pa.

44. ITIYP nomxeH cOOTBETCTBOBaTh TpeOoBaHUAM MojpasnenoB 5 "O630p ¢opmara u comepikaHus
riana ynpasiieHus puckamu” u 6 "I[logpoOHOe ommcaHWe KaKI0W YacTH TUTaHA YIpaBIICHUS pUCKaMu'
pazznena VI "Cuctema ynpasnenus puckamu'" Haexaneit npakTiuku gpapmakoHaazopa.

45. IIYP nognexut HampaBieHuto B Poc3apaBHamzop B TeueHue 60 pabouux OHEH co JHS
nosyueHus 3anpoca PoczapaBHanzopa, ykazanHoro B myHkTe 43 [opsaka.

46. Ilpu BoisiBnenuu JIPY B xoze npoBeaeHNs aHAIU3a TO0CTOBEPHOCTH UH(POpMAIUH, yKa3aHHOU B
nynkre 40 Ilopsinka, MHpOpPMAaLMU O HECOOTBETCTBMM JIEKApPCTBEHHOTO Ipernapara TpeOOBaHUSAM
s¢pdexktuBHOCTH U Oe3omacHocTH, JIPY nexapcTBeHHOro rmpemapaTa BIpaBe CAaMOCTOSITEIBHO
paspaborats [IYP u npencraBute ero B Poc3apaBHaa30p B COOTBETCTBUM C MOAMYHKTOM "0" myHKTa 233
Hannexamerr npaktuku (apmakonamzopa. Bo3moxkno mnpenocrtasinenue [IYP B Poc3npaBHam3op Ha
OCHOBAaHMHU JAHHBIX, BBIABICHHBIX caMuM JIPY.

47. TIYP BkmtouaeT mnoapoOHOE OINKCAaHWE BaXKHBIX PHUCKOB JIEKAPCTBEHHOIO TMpernapara Hu
OTCYTCTBYIOIIEH HMH(pOpMAIMK O ero Oe30MacCHOCTH, a TakXke MOJAPOOHOE ONMUCAHWE MEPONPHUSATHH IO
(dbapMakoHaa30py, HAMpPABJICHHBIX Ha BBIIBJICHHE HOBBIX U OLEHKY HMEIOIUXCA MpodieM IIo
0e30macHOCTH, U MOJPOOHOE ONMUCAaHWE MEP MUHHUMM3AIUK PUCKOB, BKIIOYAs OLEHKY 3(PPEKTHBHOCTH
JAHHBIX MEp, B COOTBETCTBUH C yHKTamu 237 - 344 Hannexamel npakTuku hapMakoHaa30pa.

48. 3akiroucHUe BKCHCpTHOﬁ opraHu3anv O AOCTATOYHOCTH HH(bOpMaHHH O MPEACTAaBJICHHBIX B
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

IIVP koMmIulekce MepONpHATHHI, HAIPABICHHBIX HA MPEIOTBPALLICHUE WM YMEHBIICHHUE BEPOSITHOCTH
BO3HHUKHOBCHHUS HEXKENATEIbHBIX DPEAKIMM, CBSI3aHHBIX C BO3JEHCTBUEM JIEKAPCTBEHHOI'O IIperapara,
1100 Ha YMEHBIICHHE CTETIEHU TSHKECTH HIIM BIMSHUS HEXEJAaTeIbHBIX PEaKLUi Ha MalMeHTa B CIIydae
UX pa3BUTUs (Hanee - Mepbl MUHMMM3ALUMU PHUCKOB) pa3meniaercss B Ju4yHOM KaOunere ANC
Poc3npaBHanzopa B teuenue 30 paboumx gHei co aug mosmyudeHus IIYP skcmepTHO# opraHu3zamuen.
Mepbl MUHMMH3AIIMA PUCKOB OCYIIECTBIISIOTCS B COOTBETCTBHHU ¢ nyHKTamu 307 - 324 Hanmnexarei
NpakTUKU (papmakoHan3opa. Pocs3apaBHama3op B ciaydae HEOOXOOUMOCTH NYyOJIMKYeT Ha CBOEM
ounmansHOM caiite MH()OPMALMOHHBIE TUCbMA B LIEJSIX YBEIOMIICHHSI CIIELUAINCTOB 3/IpaBOOXPAHEHHUS
u apyrux [APY o BHegpeHHH HOBBIX MEP MUHMMHU3ALUHA PUCKOB.

49. B cnydae moyrydeHHUs yBEJAOMJICHHS O HEOOXOIMMOCTH BHeceHus u3MmeHeHuit B IIYP JIPY
JIEKapCTBEHHOI'O Tpernapara B CpoK, He mpeBblmatonuii 30 pabounx JHEH co JHS MOJIYU4EHHUS TaHHOTO
yBeoMIIeHUs, ipeacTaBiisieT B Poc3apaBuanzop [IYP ¢ yueTom BHECEHHBIX U3MEHEHUM.

50. B ciyyae TpeXKpaTHOro OIS BBISIBICHUS SKCIEPTHOM OpraHu3alMeld HECOOTBETCTBUS
npeacrasieHubix  JIPY MarepuasioB B paMKax —JIONOJIHUTEIBHBIX MEp MHMHUMM3ALMU PUCKOB
JICKapCTBCHHBIX TIpernaparoB, WH(opMmamuss 00 OSTOM O3KCHEPTHOW OpTraHM3alueld JIOBOJUTCS [0
Poc3npaBHanzopa B TedeHue 5 pabouux JHEH cO THSA BHIHECEHUSI SKCIIEPTHOTO 3aKITFOUEHUS.

51. Poc3npaBHaa3op mpu nosrydeHHH MHGopManuu, ykazanHoi B mynkre 50 [lopsaka, mpuHUMaeT
pelieHre 0 HeoOXOAUMOCTH MPHUOCTAHOBIIEHUU MPUMEHEHUS JIEKApCTBEHHOTO Mpenapara U MpoBEACHUS
BHEIJIAHOBOM HHCIIEKIIMU cuUCTeMbl (papmakoHam3opa JIPY manHOro sekapcTBEHHOTO Ipemapara B
cooTBeTcTBUM ¢ pazaenom IV "NHcnektupoBanue cucrteMsl dapmakoHanzopa’ Haanmexariel npakTuku
dbapmakoHa3opa.

[Ipunoxenne N 1

k [Topsiaky dapmakoHazopa
JIEKapCTBEHHBIX MIpenapaToB

JUTSL MEJUIIUHCKOTO IIPUMEHEHMS,
YTBEPKACHHOMY ITPUKa30M
denepanbHOil ci1yk0bI IO HAA30PY
B c(pepe 31paBoOXpaHEHUS

ot 17.06.2024 N 3518

Pexomenyemslii o0pasern

. N3BEHIEHUE
O HEXEJIATEJIbBHOU PEAKIIMU NI OTCYTCTBUU TEPAIIEBTUYECKOI'O
OOOEKTA JIEKAPCTBEHHOI'O ITIPEITAPATA

OITOJTHHUTEILHAS HH(GOPMAIUI K COOOIIEHUIO
D [TepBuunoe D 12\11 or opman HI
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MNpuka3 Poc3apaBHaa3opa ot 17.06.2024 N 3518
"06 yTBepxxaeHuUM Mopsiaka hapMakoHaa30pa JIekapCTBEHHBIX MpernapaTos HokymMeHT npefocTaBneH KOHCYﬂ.bTaHTl_lmOC
AN MEAULMHC. .. [aTta coxpaHeHus: 23.10.2024

JlaHHble nmarueHTa

WNuunnmane: nanueHTa (Ko HalueHTa) o I:I M ]:I e Bec KT

Bospact bepemenHocTh D , CPOK HEJIEIIb

Agteprus D Her D Ectb, Ha

Jleuenue I:I amOysaTopHoe I:I CTalMOHApHOE I:[ CaMOJICUCHUE

.]ICKapCTBeHHbIC npenaparsbl, MIPEAIIOIOKUTCIIBHO BbI3BABIINE HCXKCIIATCIIbBHYIO PCAKIIUIO
(HP)

HaumenoBanue |IIpowss| Homep | Ho3za, | [ara [ara ITokazanue
JIEKaPCTBEHHOTO | OJIUTEJN | CEpUU MyTh | Hayaj | OKOHYaHUsA
npernapara b BBEJICH a Teparnuu
(Toprosoe " Tepar
HauMEHOBAaHUE) un
1
2
3
Hexenarenbnas peakuus JlaTa nHauama HP

Onucanuie peakiuu (yKaxuTe Bce JeTalu, BKIovas nanueie | Kputepuu cepresnoctu HP:
J1a00paTOPHBIX MCCIICTOBAHUI)

I:I CmepTh

D Yrposa xu3Hu

|:| lNocniuranuzanusa uium ee
MIPOJIJICHUE

D NuBanuaHoOCTH

I:I Bpoxnennbie aHoMaInn

I:I Kinunnuecku 3HauMMoOE
CcOOBITHE
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

Hara pa3pemenus HP

I:I He npumenumo

[IpeanpunsTeie MEpHI

I:I be3 neuenus ]:I OTMeHa 1o03PEeBaecMOro JICKapCTBEHHOTO Ipernapara ]:[
CHmKeHHe 10351 JICKAPCTBEHHOTO perapara

D Hemenukamento3nas tepanust (B TOM YHCIIe XUPYPIHUECKOE BMEIIATEIbCTBO)

I:I JlekapcTBeHHas Tepanus

Hcxon

I:I Bezpoposnenne 60e3 mocineAacTBU ]:[ VYaydienue coCTOSHUS I:I Cocrosinue 6e3
W3MEHEHUI

I:I Bo13iopoBienue ¢ nociaeacTBusMu (yka3aTh)

D CwmepTb D HewussectHo D He nmpumennmo

ConpoBoskanack 11 OTMEHA JIEKAPCTBEHHOIO .
o Her Ha JIEKApCTBEHHBIN

npernapara UC4e3HOBEHUEM HEXKEIaTeNbHOM

peakium? npenapaTr He OTMEHSIICS

D He npumennmo

Haznauanock nu 1ekapcTBO MOBTOPHO? ]:I Her Pe3synbrar I:I He
I:I Jla PUMEHIMO

Jlpyrue nekapcTBEHHbIE NTpenapaThl, IPUHUMAaeMble B T€UEHHE MOCIIETHUX 3 MECALIEB,
BKJIIOYas JIEKapCTBEHHBIE MTpenapaThl, IPUHUMAaEMble TAIIMEHTOM CaMOCTOSATENIBHO (IO
COOCTBEHHOMY JKEJIaHHIO)

HanmenoBanue [Ipouss | Homep | [lo3a, myTh [Hara Hara [Tokaza
JIEKApCTBEHHOI'O OJIUTEIN | CEPUM | BBEICHUS | Hadala | OKOHYAaHW | HHE
npemnapara (TOproBoe) b Tepanuu | s TEpAuu
1
2
3
4
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"06 yTBepxaeHum Mopsaka dapMakoHaa3opa flekapcTBeHHbIX NpenapaTos
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[lokyMeHT npefoctaBneH KoHcynbTaHTloC

[aTta coxpaHeHus: 23.10.2024

JlaHHBIC COOOIIArOIIETO JINIA

D Bpau D Hpyroi# crieliaanucT CUCTEMBI 3paBOOXPAHEHUS D [Taruent D Nnoii

Cy0nekT Poccuiickoii deneparuu (MM HHOCTPAHHOE TOCYIAPCTBO)
Konrakrtaeiit Homep Tenedona (agpec 3MeKTPOHHOM MOYTHI):

damuinus, UMsi, 0TYECTBO (IIPU HATTUYHHN)

JIOJDKHOCTB ¥ MECTO pabOThI

JlaTa cooOmenus

COO6H.I€HI/IG MOXKET 6BITB OTIIPABJICHO:
- e-mail: npr@roszdravnadzor.gov.ru,

- OH-JIalH Ha caiite: external.roszdravnadzor.ru

- mouToBbIi anapec: 109074, r. MockBa, CraBstHCKas III01Iaib, 1. 4, cTpoeHue 1.

COOBIEHUE

[Ipunoxenue N 2

k [Topsiaky dapmakoHazopa
JIEKapCTBEHHBIX MIpenapaToB

JUTSL MEJUIIUHCKOTO IIPUMEHEHMS,
YTBEPKACHHOMY IIPUKa30M
denepanbHOil ci1yk0bI IO HAA30PY
B cpepe 31paBoOXpaHEHUS

ot 17.06.2024 N 3518

Pexomenyemslii o0paser

O CEPbE3HOI HENPEJBUJAEHHOW HEXXEJIATEJIbHOM PEAKLIN HA
JIEKAPCTBEHHBIN IIPEITAPAT, U3YUYAEMBII B KJIMHUYECKOM

NCCIIEJOBAHUN
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N IMMPOTOKOJIa KIIMHUYICCKOI'O UCCIICIOBAHUSA

HaumeHnoBaHue 1exkapcTBEHHOIO IIpenapara

HaunmenoBanue npotokona

N pasp€i€Husd Ha MPOBCACHUEC KIIMHUYCCKOI'0 UCCIIEA0OBAHUA

B Poccuiickoit @enepanuu

HaumeHnoBanue 1eueOHOTO yUpexIeHus, B KOTOPOM BbISIBICHA
HeXenaTellbHas peakius (eciii peakius npousonuia B Poccuiickoit

denepanun)
. Madopmanus o HeXeTaTeNbHON peakuu
1. la. |2.[lara| 2a. 3. 4 - 6. Jlara 8 - 12. OT™eThTE BCE, YTO
Wuunma | Ctpana | poxxaen | Bospa | ITon Havaa COOTBETCTBYET
JIBI ust CT HE)XEJIAaTeIbHON | HeXKEeNaTeIbHON peaKknu
naryeH CaKINH
1 peaKit I:I Cmepth
Ta (meHp/Mecs1/To )
B ]:[ lNocnuranuzanus uiu ee
7 - 13. Onucanue HeXenaTeIbHOW peakiuy (BKIF0Yast HpOJUIeHHe
JaHHBIE JTA0OPATOPHBIX M HHCTPYMEHTAIBHBIX P
UCCIIEIOBaHMIN) I:I Croiikas yrpara
TPYAOCIIOCOOHOCTH WIIH
WHBaJIUIHOCTb
]:[ VYrpo3a xu3Hu

II. Uudopmanust 0 mogo3peBacMoM JIEKapCTBEHHOM Tpernapare (mpernapaTtax)

14. Tlomo3peBaeMblii JekapCTBEHHbIN mpenapar (Bkiatovas |20. Mcuesna nu peakuus
MEXIYHapOJAHOE HEMaTeHTOBaHHOE HAaMMEHOBAHHWE WJIM |110CJIE€ OTMEHbI
IpPyNIMPOBOYHOE HAUMEHOBAHUE) JIEKapCTBEHHOTI' 0 Ipernapara’?

D Ha D Her

D Henpumenumo
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15. Cyrounast no3a (7103b1) 16. ITyts (mytn) BBenenus |21. Bo3Hukia inu peakmus

BHOBbB I10CJIE€ TOBTOPHOTO

17. Iloka3zanue (oka3aHus) K HA3HAYCHUIO: PUMEHCHHS

JIEKApCTBEHHOTO Ipenapara?
[ ] 1a [ Her

I:I Henpumennmo

18. JlaThl neyeHus ¢ o 19. IIpoaoKUTENBHOCTD TEPAITUU

[II. ConyTcTBYytO1IasA J€KAPCTBEHHAS TEPANNS U aHAMHE3

22. ComyTCTBYIOUIMI JIeKapCTBEHHBIM MpemnapaT (mpemaparbl) W JAaThl BBeACHHS (3a
HCKIIFOYEHHEM TeX, KOTOPbIE TPUMEHSUITH JIJIsl JICUCHUS HEXKENATEIbHON peaKIlim)

23. Jlpyrue perneBaHTHbIE JaHHble aHaMHe3a (HampuMep, JUAarHo3bl, aJJIepruw,
0epeMeHHOCTh C YKa3aHHEM BPEMEHH TOCIICAHEH MEHCTPYaIHH)

KoncynprantlIintoc: npumeydanue.
Hywmepanus pas3ienoB 1aHa B COOTBETCTBUM C OPUIIMAIBHBIM TEKCTOM JIOKYMEHTA.

[II. Uadopmanus o mpousBoguTesne

24. HaumMeHOBaHUE U aJIpeC MPOU3BOIUTEIS

24a. UnentuukanmoHHblil HOMep ciyyast | 240. Jlata nonydeHus uHGOpMaLUU O
HEeXeJIaTeJIbHON peaklMy POU3BOIUTENIEM

24B. crounnk MH(GOPMAIIUH O HEXeNaTeIbHON peaKIiu

D Uccnenosanue D Jluteparypa I:I Cnenuanuct 31paBOOXpaHEeHUs I:l
Perynaropnasie opranst |:| Hpyroi

25. Jlata cooOrmieHus
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
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26. Tun coobenus
D [TepBuunoe D [ToBTOpHOE
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