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COBET EBPA3MUCKOW 9KOHOMUYECKON KOMUCCUU

PELLUEHUE
oT 3 HosA6ps 2016 r. N 79

_ Ob YTBEPXOEHWUU NMPABUII 3
HAONEXALLEU KNMMHWYECKOU NMPAKTUKUA EBPA3SUUCKOIO
9KOHOMMWYECKOIO COO3A

B cootBercTBuM co crarbeii 30 JoroBopa o EBpasuiickoM 3koHOMHYECKOM coro3e oT 29 mas 2014
rozaa, cratbeil 6 CoriameHus o eIMHbIX IPUHIMIAX U [IpaBUIaxX OOpalleHus JEeKapCTBEHHbBIX CPE/ICTB B
pamkax EBpasuiickoro skoHomMuueckoro coro3a ot 23 nexadbps 2014 ronga, nynkrom 83 mpunoxxkenust N 1
k Pernamenty paGotsl EBpa3suiickoil 5KOHOMHYECKON KOMUCCHH, YTBEpKIAeHHOMY Pemennem Beicuero
EBpasuiickoro skoHomuueckoro cosera or 23 gexabps 2014 r. N 98, u Pemenuem Bsiciiero
EBpazuiickoro skonomuueckoro coeta ot 23 nexabps 2014 r. N 108 "O peanuzauuu CornamieHus o
€IMHBIX MPUHIUIAX W [paBWiIax oOpallleHus JEKapCTBEHHBIX CpEACTB B paMkax EBpazuiickoro
sKoHOMHUecKoro coro3a" Coser EBpazuiickoil 5KOHOMUYECKOH KOMUCCUU PELIMIL:

1. YrtBepautrs mnpunaraemble I[IpaBuia Hajiexamedl KIMHUYECKONW MpakTuku EBpasuiickoro
SKOHOMMYECKOT'O COI03a.

2. Hacrostiee Pemenue BcTynaer B cuity 1o ucreueHud 10 KajneHAapHbIX JHEH ¢ 1aThl BCTYIUICHUS
B cuny I[Iporokoina, mognucannoro 2 nekadps 2015 roma, o npucoenunenun Pecnybnuku ApMmeHus K
CornamieHuo O €QUHBIX NPUHLIUIAX M IpaBWiIax oOOpallleHus JIEKapCTBEHHBIX CPEACTB B paMKax
EBpaswuiickoro 3axoHOMHUYecKoro coro3a ot 23 mekadbps 2014 roma, HO He paHee 4eM 1Mo ucreueHuun 10
KaJICHJAPHBIX JTHEH ¢ AaThl OPHUIUATBHOTO OMYOJIUKOBAHMS HACTOSIIEro PemeHus.

Unenst CoBera EBpazuiickoil 5KOHOMUYECKON KOMUCCHU:

Ot Pecnyoniukn Ot Pecniybnuku Ot Pecniy6niukun Ot Kbipreisckoir Ot Poccuiickoit

ApmMmeHns benmapych Kazaxcran PecniyOnuku denepannn
B.I'ABPUEJISIH B.MATIOIIEB A MAMUH O.JTAHKPATO M.IIYBAJIOB
CKUH B

YTBEpKACHBI

Pemenuem Coseta

EBpazniickoil 53KOHOMHUYECKOW KOMUCCUHU
ot 3 Hosi0ps 2016 1. N 79

] NPABUNA ]
HAANEXALLEW KNMMHUYECKOW MPAKTUKM EBPA3UINCKOMO
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AKOHOMUYECKOIO COKO3A
1. O0wue nonoxeHus

Hacrosimue IlpaBuna mpenctaBisiioT coO0M MEXIyHApOIHBIM STUYECKMM W Hay4dHBIA CTaHIApT
IUTAHUPOBAHMS U MPOBEJCHHSI UCCIEI0OBAHUI C y4aCTHEM YelloBeKa B KauecTBe CyObeKTa MCCiIeI0OBaHUH,
a TaKkXKe TOKYMEHTAJIBHOro 0(hOPMIICHUS U MIPECTABICHHS PE3yIbTaTOB TAKUX UCCIICIOBAHUIA.

ColmroeHre nojiokeHu HacTosmux [IpaBuit CryXuT ajis 001IecTBa rapaHTHEW TOTO, YTO MpaBa,
0e30MmacHOCTh U OJiaromnoyiydne CyOBEKTOB WCCIEAOBAHUS 3AlIUIICHBI, COTJACYIOTCS C MPHHIIMIIAMU,
3aJI0’)KEHHBIMU  XEJIbCUHKCKOM Jieknapanuend, npuHarod Ha XVII ceccum BcemupHo#t accorumanuu
3paBooxpaHeHus B 1964 roay, ¥ 4yTO JaHHbBIE UCCIIEA0BAaHUS JOCTOBEPHBI.

Ilenpto HacTosmux [IpaBui siBsieTCs yCTAHOBJICHHUE €IMHOTO MOPSAKA MPOBEICHUS KIMHUUYECKUX
UCCIIEIOBaHUM (McHbITaHUI) (lanee - MCCIEJOBaHMM) JIEKAPCTBEHHBIX CPEJICTB, YTO JIOJKHO
CIOCOOCTBOBaTh 00ECIEUEHHUIO (YHKLIMOHUPOBAHUS OOIIEr0 phIHKA JICKAPCTBEHHBIX CPEJICTB B paMKax
EBpasuiickoro skoHoMuueckoro corosa (naiee - Coro3), B3aMMHOMY IPU3HAHHUIO JAHHBIX KIMHUYECKUX
UCCIIeIOBaHUM (MCIIBITAaHUM) YIIOJHOMOYEHHBIMU OpraHaMu rocynapctB - uieHoB Coroza (nanee -
rocy/lapCcTBa-wieHbl), a TAKXKE MPU3HAHUIO KJIMHUYECKUX UCCIIEJOBAHUM (MCIIBITAHUM), BBIIOJIHEHHbBIX HA
Teppuropun Coro3a 1 3a ero npejesiaMu.

Hymepanus, ncnions3oBanHas B Tekcte pasaene Il nacrosmux [IpaBui, cOOTBETCTBYET HyMepaluu,
MpPUMEHSIeMONH B MEXIYHapOAHOW penakuuu Haanexamed kinuHudyeckod mnpaktuku (Good Clinical
Practice; GCP), B wacTu BcexX MOIpa3/eiioB, 3a HCKIIOYCHHEM TMojpasjieia 1, B KOTOPOM IOHSTHS
PacCIOJIOKEHBI B aJI(paBUTHOM TIOPSIJIKE.

Hacrosimue IlpaBuina noarorosnensl Ha ocHoBe ICH GCP - PykoBoxactBa mo Haanmexaiiein
knuHudeckor npaktuke (Guideline for Good Clinical Practice), kotopoe sBnsercs nokymentom E6 (R1)
Bepcun 4 MexayHapoaHOH KOH(EPEHIIMH 110 TapMOHH3AIMNA TEXHUYECKUX TPeOOBAHUN K PErHCTPaluu
(dapmalleBTUUECKUX TPOJIYKTOB, TMpEIHA3HAYEHHBIX [UIs mNpuMeHeHus dyenoBekoMm (International
Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
Use; ICH).

Hacrosimme IlpaBuna HeoOxomumo coOnrofaTh NpU  MNPOBEACHUM JIIOOBIX  KIMHUYECKUX
UCClIeIOBaHUM  (MCTIBITaHUI) JaHHBIE KOTOPBIX THPEACTABISIIOTCS B YINOJHOMOYEHHBIE OpraHbl
rOCyJapCTB-UJIECHOB.

HpI/IHI_II/IHH, YCTAHOBJICHHBIC HACTOAIINMU HpaBI/IHaMI/I, NPUMCHUMBI TaKX€ HW K HHBIM
HUCCICAOBAaHHAM, KOTOPBIE MOIyT OKas3aTb BJIUAHUC Ha 0e30IacHOCTE | 6J'Ial"01'IOJ'Iy‘II/I€ YCJIOBCKaA,
BBICTYIIAOMICTO B KAYCCTBEC CY6’beKTa HUCCIICAOBAaHUs.

Hacrosmue IlpaBuna moanexaT TEpPecMOTPYy Ha PETYISIPHONH OCHOBE C YYETOM OIbITa HUX
MIPUMEHEHHUSI B TOCY]apCTBAX-UJIEHAX, & TAK)KE B ClIydae M3MEHEHUSI MEXIYHAPOIHbIX HOPM MPOBECHUS
WcceI0BaHMH (C BHECEHUEM HEOOXOMMBIX N3MEHECHHI ).

I1. OcuoBHas yacTb

1. Onpenenenus
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I[J'IH ueneﬁ HaCTOAIIUX HpaBI/IJ'I HCIIOJIB3YIOTCA IIOHATHA, KOTOPBIC O3HAYAIOT CICAYIOIICC:

"aymut" (audit) - cucremaruyeckas M He3aBUCHUMasl MPOBEPKA OTHOCAILIMXCSA K HCCIEIOBAHUIO
JESTeNbHOCTH M JOKYMEHTALUH, IPOBOJMMAs AJIsl TOATBEPKACHUS COOTBETCTBUS ATOH JEATEIbHOCTH, a
TaKKe INpouenyp coopa, aHalu3a U NPEICTABICHUS JAHHBIX IPOTOKOJY, CTAaHAAPTHBIM OIlEepallMOHHBIM
Ipolelypam CIIOHCOpa, HayIeXKallel KIMHUYECKON IPAaKTUKE U IPUMEHUMBIM TPEOOBaHUAM;

"Onmaromonyune CyObekToB wucciaenoBanus (mamuentoB)" (well-being (of the trial subjects
(patients))) - busHUECcKOE M ICUXUYECKOE 37I0POBBE CYOBEKTOB, YYaCTBYIOIINX B HCCIICAOBAHIH,

"Opomrtopa wucciaemoparens” (investigator's brochure) - cBomHOe H3NOKEHHWE KIMHUYECKUX U
JTOKJIIMHAYECKMX JaHHBIX 00 WCCIIeyeMOM JIEKapCTBEHHOM Iperapare, OTHOCSIIMXCS K  €ro
HCCIIC/IOBAHHIO Y YCIIOBEKA,;

"mu3aiin uccinenoBanus" (study design) - oOwmui TIaH HCCIEIOBaHUS, OMNKCAHHUE CIOco0a
MPOBEJICHUSI HCCIICAOBAaHUS B 3aBUCUMOCTH OT OTOOpa W (OPMHUPOBAHUS TPYII CYOBEKTOB
HCCIICIOBaHMS, MACKMPOBAHUS JIAHHBIX

"noroop" (contract) - AaTUpOBaHHOE W MOANMCAHHOE COIJIALIEHUE MEXAy ABYyMs wWind Ooiee
CTOpPOHAMH, KOTOPO€ YCTaHaBJIMBAeT JOTOBOPEHHOCTH, KACAlOIIMECs pacrlpenesieHus oobema paboT u
0053aHHOCTEH MpHU MPOBEIECHUH HCCIIEAOBAaHUS, & TAKXKE, MPH HEOOXOAMMOCTH, (PMHAHCOBBIX BOIIPOCOB.
OcHOBOI JOroBOpa JI0JIKEH CIIYKUTh POTOKOJ UCCIIE0OBAHUS;

"noxknuHMYeckre uccienoBaHus" (nonclinical study)" - OMOMEIMIIMHCKHE WCCIIEIOBAHMUS,
POBOAMMBIE 0€3 YJ4acTHs YEIOBEKa B KaUeCTBE CYyOBEKTa CCIICIOBAHHUS;

"nokyMeHTanbHbIN cren” (audit trail) - moKyMeHTAIHSI, TO3BOJISIOINIAs BOCCTAHOBUTD XOJ COOBITHIA;

"nokymenrarus” (documentation) - Bce 3ammcu B 000 Gopme (BKIOUas 3amucH Ha OyMaXKHBIX,
AJIEKTPOHHBIX, MAarHUTHBIX WM OINTHYECKUX HOCHUTENSNX, CKAaHOTPAMMBI, PEHTTEHOBCKHE CHUMKH,
AJIEKTPOKAPAUOTPAMMBI M T.II.), KOTOPbIE OINHUCHIBAIOT JIMOO PETUCTPUPYIOT METOJbl, OpPraHU3alMI0 U
(W) pe3ynbTaThl MCCIIEIOBAHMS, a TAK)KE BIUSIONINE HAa UCCIIe0BaHNE (DaKTOPHI U IPUHSATHIE MEPHI;

"3aKIIIOYEHNE HE3aBHCHUMOI'0 3THYECKOT0 KOMHTETa (COBeTa MO ATHKE, KOMHUCCHHM IO BONpPOCaM
stukn)" (opinion (in relation to Independent Ethics Committee (Ethical Council))) - gokyMeHT B
MUCHbMEHHON (hopMe, KOTOPBIN COAEPIKUT 3aKITI0UEHUE U (M) PEKOMEHIallui HE3aBUCUMOT'0 3THYECKOTO
KOMHTETa OTHOCUTEIIHLHO YIaCTHs YEIIOBEKA B HCCIIEJOBAHUY;

"3akoHHBIN npencTaButens” (legally acceptable representative)" - ¢u3ndeckoe win OpUARYECKOE
auno 1100 MHON CyOBEKT mpaBa, KOTOpPBIE, B COOTBETCTBHM C 3aKOHOJATEIbCTBOM TOCY/AapCTBa-uJIeHa,
HCCIIEIOBATEIbCKUE IIEHTPHl KOTOPOTO BOBJEYEHBI B HCCIEIOBaHHE, HAJENEHbl IPaBOM Jayu
WH(GOPMHUPOBAHHOTO COTJIACUS OT UMEHH CyOBEKTa MCCIICIOBAHMS, SBIISIONMIETOCS HEIEeCIOCOOHBIM HITH
HECOBEPILICHHOJIETHHUM,;

"uneHTuPUKAMOHHBIM Ko cyObekTa" (subject identification code) - yHHMKaJIbHBIA KO.,
NPUCBAaUBAaeMbIil  HcclenoBaTeleM  KakIOMY  CYOBEKTYy  MCCIEeJOBaHUS Uil oOecreueHus
KOH(HIESHIIMATHFHOCTH €Tr0 JMYHBIX JAaHHBIX W UCIIOJIB3YEMbI BMECTO UMEHH CYOBEKTa HCCIICOBAHUS B
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OTUCTaXx IO HCXKEIATCIbHBIM ABJIICHUAM U (I/IJII/I) APYTUX JAaHHBIX, OTHOCAIIUXCA K UCCIICAOBAHUIO,

"uHauBHayanbHas peructpanuonHas kapra, MPK" (Case Report Form; CRF)" - mokymeHT Ha
OyMaXHOM, DSJCKTPOHHOM WM ONTHYECKOM HOCHUTENe, TMPEAHA3HAUCHHBIA MJiI BHECCHHs Bcel
MPEelyCMOTPEHHON MPOTOKOJIOM U TMOJJIeXKAlllel Iepenade CHOHCOPY HHGMOpMAMU MO KaXIOMY
CyOBEKTY MUCCIICIOBAHMUS;

"uHcnekus (mpoBepka)" (inspection) - JAEHCTBUE YIMOJIHOMOYEHHOTO OpraHa, 3aKJIYaroiieecs B
NPOBEACHUN OQHUIMATBHON TPOBEPKH JOKYMEHTOB, HH(PACTPYKTYphl, 3amKced, COTJAIIECHUH IO
00eCIeUeHNI0 KauecTBa M JIOOBIX JIPYrMX HCTOYHUKOB, KOTOpPBIE PACIICHUBAIOTCS YHOJHOMOYEHHBIM
OpraHOM Kak OTHOCALIMECS K HCCIEJOBAHHUIO M KOTOPBIE MOTYT OBITh PACHOJIOXKEHBI B
UCCIIEIOBATENIbCKOM IIEHTpe, Ha OOBEKTaX CHOHCOpa W (MJIM) KOHTPAKTHOM HCCIEI0BATEIbCKOM
OpraHu3ally WIK B JPYTUX OPraHU3alUsAX, KOTOPHIE, 0 MHEHHUIO YIOJHOMOUYEHHOIO OpraHa, TpeOyroT
MHCIEKTUPOBAHUS,

"undopmupoBanHoe cornacue” (informed consent) - cBoO0HOE M JOOPOBOIBHOE BOJIECU3BSBICHNE
CYOBEKTa O CBOEM JKEJIAaHMH y4acTBOBATh B KOHKPETHOM HCCIIEIOBAHUU TIOCIIE TIOIyYEHHS CBEICHHH 000
BCCX ACIICKTaxX 3TOro HMCCJICAOBAHUS, 3HAUYUMBIX IJId MPHUHATHA PCIICHHA CY6T)GKTOM 00 ydyaCTtuu, a B
cilydae ¢ HECOBEPIICHHOJCTHUMH W HENIeeClIOCOOHBIMH CyOBEKTaMH - pa3pelleHHe WM COTJIachue X
3aKOHHBIX TPEACTABUTENCH O BKIIOUCHUU TaKWX CYOBEKTOB B HccieqoBanue. MHPpOpMUpOBaHHOE
corjacue JOKYMEHTHPYETCS IMOCPEICTBOM NOJNHMCAaHHUS M NAaTHPOBaHHSA (OPMBI MH(POPMHUPOBAHHOTO
coruacus;

"uccnenosarens” (investigator) - ¢uzMUECKOe JTUIO, OTBEYAIOIIEE 32 MPOBEACHUE UCCIIEIOBAaHUS B
HCCIIEIOBATENIbCKOM IIEHTpe. B ciiydae mpoBeneHUs HCCICAOBAHHUS B HCCIEIOBATEIILCKOM IICHTPE
TPYMIOHN JIUII UCCIe0BaTeNeM (TIIaBHBIM UCCIIEIOBATENIEM) SBIISETCS PYKOBOAUTENb TPYIIIIHI;

"uccnenoBarenb-koopauHaTop" (coordinating investigator) - ucciegoBaTellb, OTBEYAIOIIUN 3a
KOOpJUHAIIMIO JESITeTbHOCTH HCCIeqoBaTeNeil BCeX HCCIEAOBATENbCKUX IIEHTPOB, YYaCTBYIOUIUX B
MHOT'OLICHTPOBOM KIIMHUYCCKOM HCCICAOBAHNU,

"uccnenoBarens (MEAUIIMHCKOE yupexaeHue)" (investigator (institution))" - uccienoBaTens U (KIIH)
opranusanus (B 3aBUCUMOCTH OT IPUMEHEHUS MTOHSTHS);

"uccnenoBarensckuii eHTp" (trial site) - pakTUUeckoe MECTO TPOBECHUS HCCIEAOBAHNUS;

"uccienyeMblil JekapcTBeHHbIN mpemnapatr” (investigational medicinal product) - nexkapcTBeHHBIN
Ipernapar, KOTOPbI B HCCIEJOBAaHUM IOJBEPracTCsl MCHBITAHUIO WIM NPUMEHSETCS A CPaBHEHMS,
BKJIFOYAs 1iane0o, B TOM YHUCJIE 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar (B ciydae, €CJi €ro
CIoco0 MPUMEHEHUs] OTIMYAeTCs OT YTBEP)KACHHOTO, a TakXKe MpPHU €ro MCHOJIb30BAHUU 110 HOBOMY
MOKA3aHUIO WJIH JUIS TIOTY4Y€HHUS JOTIOHUTEIbHOW HH(OPMAIIUU TI0 YTBEPKIACHHOMY OKA3aHUI0);

"knmuHUYEeckoe uccinenoBaHue (ucmbiTanme)"  (clinical trial) - kiIMHMYecKOoe  W3YyYeHHE,
YIIOBJIETBOPSIONIEE XOTSI OBl OTHOMY U3 CIEIYIONINX YCIOBHUI:

Ha3HaueHHe CYObEKTY HCCIIEOBAaHMs KOHKPETHOW TepareBTUYECKOH CTpaTeruu (BMelIaTeIbCTBa)
MIPOMCXOAUT 3apaHee W HE SBISETCA PYTUHHOM KIMHUYECKOW IPAaKTMKOM B TIOCYJIapCTBE-UJICHE,
HCCIIEA0BATENBCKUE EHTPBI KOTOPOro IPUHUMAIOT YYaCTHE B JAHHOM KIMHUYECKOM MCCIIEIOBAHUN;
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pCICHUC O HA3HAYCHHUU HCCICAYCMOI'O JICKAPCTBCHHOI'O IIpCIiapaTa MPUHUMACTCA COBMCCTHO C
PEIICHUEM O BKIIFOUYCHUU CY6’BGKTa B KIIMHUYECKOC U3YUYCHUC,

CyObeKTaM HCCIIeJOBAHUS, IOMUMO MPOLEAYp PYTUHHON KIMHUYECKOW MPAKTUKU, BBITOIHSIOTCS
JOTOJHUTENBHBIE IPOLEAYPBI JUATHOCTUKU UM MOHUTOPHUHIA;

"KOHTpaKTHas HccienoBarenbckas opranuzamus” (contract research organization; CRO) -
¢du3MUeCcKOe N0 WM OpraHu3anus (KOMMepYecKas, HayqHO-HCCIIe0BaTeNbCKask UM HHAs), KOTOpas B
paMKax JIOroBopa CO CIOHCOPOM BBINOJHSAET OJHY HJIM Oosiee M3 €ro oO0s3aHHOCTEH M (PYyHKIMH,
CBSI3aHHBIX C TIPOBEACHUEM KIMHUYECKOTO HCCIICIOBAHNS;

"koHTpOJb KauecTBa" (quality control; QC)" - mMeToabl U Mephl, SBISIONIUECS YACTbIO CHUCTEMBI
o0ecrieueHNsl Ka4ecTBa M UCIOJIb3YeMbIe ISl POBEPKH COOTBETCTBHS BBINOJIHAEMBIX IPH IPOBEICHUH
MCCIICIOBAHMS TIPOLEAYP TPEABSABISIEMBIM TPEOOBAHUSAM K UX KAUECTBY;

"KOOpAMHAIIMOHHBIM KoMuTeT" (coordinating committee) - KOMHTET, KOTOPBIH MOXKET OBITh
OpPraHW30BaH CIIOHCOPOM Il  KOOPJHMHAIMU  TPOBEJACHUS MHOTOIICHTPOBOTO  KIMHHYECKOTO
UCCIICIOBAHHS,

"koHpuneHmanbHOCTh" (confidentiality) - coxpaHeHwe B TaliHE OT HEYIIOJIHOMOYEHHBIX JIUI]
uHpOpMAIMY, TPUHAUISKAIIEH CIIOHCOPY, WM HMH(POPMAIMH, MO3BOJSIONICH HACHTH()UIINPOBATH
CyOBeKTa UCCIIeIOBAHNS;

"MHOTOLICHTPOBOE KIMHUYECKOe HMccienoBanue” (multicentre trial) - KIMHMYECKOE MCCIIEIOBAaHUE,
IIPOBOAMMOE IO €IMHOMY IPOTOKOJy Oojiee yeM B 1 mccienoBaTenbCKOM LEHTpe U, Oonee uyem 1
HCCIIEIOBATENIEM;

"MormuTOp" (monitor) - (QU3AYECKOE JIMIO, HA3HAYAEMOE CIIOHCOPOM WM KOHTPAKTHOH
UCCIIEIOBATENLCKON OpraHu3aiueii, Kotopoe paboTaeT COBMECTHO C HCCIEI0BaTEIEM-KOOPAUHATOPOM
WU KOOPJIMHAIIMOHHBIM KOMHUTETOM M KOHTPOJUPYET MPOBEACHUE KIMHUYECKOTO HCCIEAOBAHUS B
COOTBETCTBUM C IPOTOKOJIOM, OLIEHUBA€T CTENEHb €ro BBINOJHEHUS, OKa3bIBACT COJACHCTBUE
MCCTIE0OBATEII0 B aHAIN3E, MHTEPIPETALUN U SKCTPATIOJISIIIUN TAHHBIX;

"MOHUTOPHHT" (Monitoring) - 1eATENbHOCTD, 3aKII0YAIOLIAsICA B KOHTPOJIE 332 XOJ0M KIMHUYECKOTO
UCCIIEIOBaHMsI, OOECIeUEeHUU €ro IpoBeIeHUs, cOOopa JaHHBIX W MPEACTaBICHUS pE3yJIbTaToB B
COOTBETCTBMM C IIPOTOKOJIOM, CTaHJApPTHBIMU OINEPAllMOHHBIMM  IpOLEAYypamMH, HaaJexalen
KJIMHUYECKON MPAKTUKOW U TPUMEHUMBIMH TPEOOBaHUSAMU;

"maanexamas kiuHuyeckas mpaktuka' (Good Clinical Practice; GCP) - cBox STHYECKHX U
HAayYHBIX TpeOOBaHMI K IUTAHMPOBAHHUIO, TIPOBENEHHUIO, pEaNTH3allid, MOHUTOPHHTY, ayIuTy,
JOKYMEHTUPOBAHHIO, aHaJIM3y M TPEACTaBICHUIO Ppe3yJbTaTOB KIMHUYECKUX MCCIEIOBaHUH,
o0ecrneurBaoIIKX 3alUTy MpaB, 0€30MacHOCTH U 0Jaronoay4yusi CyObeKTOB UCCIEIOBAHUS U MOTy4YeHUE
B PaMKax KJIMHUYECKOTO UCCIIEIOBAHUS HAJICKHBIX M JOCTOBEPHBIX JaHHBIX;

"HexxenatenbHas peaknus' (adverse reaction) - HempeIHaMepeHHas HEOJArompUsTHAs PEaKIUs
OopraHmsMa, CBs3aHHasi C TIPUMEHEHHEM JIEKapCTBEHHOTO CpEJCTBa (MCCIenyeMoro Ipermapara),
npeamnojararomas Haludue, Kak MUHUMYM, BO3MOKHOM B3aMMOCBSI3HU C MIPUMEHCHUEM ITOJ03PEBAEMOTO
JIEKapCTBEHHOTO Tpernapara (UCCleyeMoro mpernapara);
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"HexxenatenbHoe siBneHUe" (adverse event) - r000e HEOIATONMPHUATHOE W3MEHEHHUE B COCTOSIHUU
3JI0pOBbsI IMAIIMEHTAa WM CYOBEKTa HCCIICJOBaHMS, KOTOPOMY BBEJCH JICKApPCTBEHHBIN Ipemnapar,
HE3aBUCHUMO OT HpH‘-II/IHHO-CHGI[CTBGHHOﬁ CBA3H C Cro NpUMCHCHUCM. HexxenarenbHoe SIBI€HHE MOXKET
MPEJCTaBIATh CcO00M J000e HEOJIaronmpusATHOE M HENpeJIHAMEPEHHOE H3MEHEHHe (Hampumep,
OTKJIOHEHHE JIA0OPATOPHOTO TIOKA3aTENsI OT HOPMBI), CHMIITOM WJIHM 3a00JIEBaHUE, BPEMSI BOSHHKHOBEHHUS
KOTOPBIX HE HMCKIIIOYACT NMPUYMHHO-CIICACTBCHHON CBSA3HM C IPHUMEHEHHEM JIEKAPCTBEHHOIO Iperapara,
BHC 3aBUCHUMOCTU OT HaJIW4YUA WIAX OTCYTCTBUA B3aUMOCBA3M C IMPUMCHCHUCM JICKAPCTBCHHOIO
npernapara;

"He3aBUCUMBI KoMHTET 1o MoHuTopuHry naaHHbiX, HKM/" (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee)) - He3aBHUCHUMBIIT KOMHTET, KOTOPBI MOXET ObITh 00pa30BaH 110 WHUIIMATHBE CIIOHCOPA IS
NEPUOINYECKOT0 PACCMOTPEHHs X0Ja KIMHUYECKOTO0 MCCIIE0OBAaHuUs, JaHHBIX 110 0€30MacHOCTH U (HIIN)
OCHOBHBIX TapaMeTpoB A(PQPEKTUBHOCTH, a TakXKe Ui BBIPAOOTKH PEKOMEHJAIUil CIIOHCOpY O
1€J1eCO00Pa3HOCTH NMPOJOKEHUS, TPEKPAIIEHUS UCCIEJOBAHUS HIIM BHECEHUS B HET'O U3MEHEHMIA;

"HezaBUCcHMBIH dTHUeckuii komuteT, HOK" (Independent Ethics Committee; IEC) - He3aBuCHMBII
opraH (SKCIEPTHBIH COBET WJIM KOMHTET, JEHCTBYIOIIMHA Ha YpPOBHE OpraHU3allM, Ha PErHOHAJIbHOM,
HAIIMOHAJIFHOM ~ WJIK  MEXIYHAPOJHOM  YPOBHE), KOTOPBI  y4YpeX JE€H B COOTBETCTBHHU C
3aKOHOJATEIbCTBOM TOCYJapCTBA-uj€Ha, COCTOMT W3 MEIUMIMHCKUX paOOTHHUKOB, a TaKKe JIUIL], He
UMEIOIINX OTHOLICHHWS K MEIWIUHE, HAJeNieH NpPaBOM JaBaTh 3aKIIOYCHUS B IENSX pealn3alnuu
Hacrosmux IlpaBun (mpuHUMas BO BHUMaHUE B3IVl HECIELUAINCTOB, B OCOOCHHOCTH MAIMEHTOB U
OpPraHM3alMi IAaIEHTOB), a TaKXke OOecledYMBaeT 3allUTy IpaB, OE30MacCHOCTH U OJIaromnoxydus
CyOBEKTOB MCCIEIOBAHUSA M BBICTYHAET Ui OOIIECTBA TapaHTOM TAaKOW 3alIUThI, B YACTHOCTH IIyTEM
paccMoTpeHHs, OnoOpeHHss (BbIJAYM  3aKJIIOYEHHUS) TPOTOKOJA  HMCCIIENOBAaHUS, KaHAUAATYP
UCclieloBaTeNe, HCCIEeOBAaTEIbCKUX IEHTPOB, a TaKXKe MaTepuajsoB H  METOJOB, KOTOpbIE
MPEIoIaracTcss MCIONb30BaTh Ul MOJMYyYSHHUS W JIOKYMEHTHPOBAHUS WH(POPMHPOBAHHOTO COTIJIACHS
cyOBeKkTOB HccienoBaHus. IlpaBoBoi craryc, cocTaB, (DYHKIMM M JESITEIbHOCTb HE3aBUCHUMBIX
ATHYECKUX KOMHTETOB, a TAaK)K€ NPUMEHHMBIE K HHM TpPeOOBaHUS MOTYT pa3iIHuaThCcsi B pa3HBIX
rocyjapcTBax-ujaeHax, TeM He MeHee, HOK nomxHbl QyHKIIMOHMPOBATh B COOTBETCTBUU C HACTOSIIIUMHU
[IpaBunamuy;

"He3aWHTEepeCcOBaHHBIM cBUAeTeNns" (impartial witness) - ¢puznyeckoe JUI0, KOTOPOE HEMPHUUACTHO
K TIPOBEJACHHUIO KIMHUYECKOTO HCCIICIOBAaHUS, HA KOTOpPOE HE MOTYT OKa3aTh JABJICHUE YYaCTHUKH
KIIMHUYECKOTO HCCIEAOBAaHUS M KOTOPOE B Ciydae, eclid CyOBeKT HCCIEIOBAHUS WM €0 3aKOHHBIH
MPEJICTAaBUTEIb HE YMEIOT WM HE MOTYT 4YHTaTh, MPHUCYTCTBYET BO BpeMs TOTyYCHHS
MH()OPMHUPOBAHHOTO COTJIAcHsl, a TakXKe 3aYUThIBA€T TEKCT WH(OPMHUPOBAHHOTO COTJAacHsl W IOObIE
JpyTHE TIPEIOCTABIIIEMbIC CYOBEKTY HCCIIEA0BAHUS TMChMEHHBIC MAaTEPUAIBI;

"HenmpeaBUIeHHAS HexenartenbHas peakius” (unexpected adverse drug reaction) - HexxenaTenbHas
peakius, XapakTep, CTENeHb TSDKECTH WJIM HCXOJ KOTOPOH HE COOTBETCTBYET WH(POpPMAIUH,
coJieprKareiicss B o0OIIeil xapakTepuCTHKE JIGKApCTBEHHOTO Tpernapara Ju0o B OpOIIope UcciieqoBaTens
(U1t HE3apPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO TIpeTapara);

"obecneuenne kauectBa" (quality assurance; QA) - COBOKYNHOCTh CHCTEMaTHYECKUX U
TUTAHOMEPHBIX ~ JICWCTBUH, KOTOpPBIE WMEIOT IIeNbI0  OOECIIEYHTHh COOTBETCTBHE IMPOBOIAMMOTO
UCCIIeIOBaHMs, cOOpa, perucTpaluy U NpeACTaBICHUs JaHHBIX HaJleKalled KIMHUYECKOH MpaKkTUKe U
MPUMEHUMBIM TPEOOBAHHSIM;
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"omoOpeHue 3KCIepTHOro cosera opranuzamuu’ (approval (in relation to Institutional Review
Boards))" - 3akarouenue, mpuHATOE DKCIEPTHBIM coBeToM opranusanuu (DCO), moarsepxaaromiece Gakrt
MIPOBEICHUS IKCIIEPTU3BI KIMHUYECKOTO UCCIIEIOBAHUS U SBJISIIOIIEECS pa3pelieHreM Ha ero MpOBEIeHUE
B JIaHHOM OpraHu3aldd B COOTBETCTBUM ¢ HHCTpYKUUsAMH OCO, HOPMaTUBHBIMH JIOKYMEHTAMH
MEIULMHCKOM OpraHM3aluy, a TaKke HaWIeKANEH KIMHUYECKOM IPAKTUKOW M INPUMEHUMBIMU
TpeOOBaHUSIMU;

"opranmzamus ~ MmeaunuHckas"  (institution  (medical)) - yupexxaenue — (opraHu3anus)
3paBOOXPAHCHUS BHE 3aBHCUMOCTH OT €€ OpraHM3al[IOHHO-TIPABOBOM ()OPMBI, B KOTOPOH MPOBOIUTCS
KIMHUYECKOE MCCIIeIOBAaHUE U KOTOpask HIMEET pa3peuieHne (JIMICH3HI0) Ha MEUIIMHCKYIO 1A TeIbHOCTD,
a Tarxoke 00J1alaeT MPaBOM Ha IPOBEACHUE KIMHUYECKUX MCCIICI0OBAaHNN;

"ocHoBHBIE JOKyMeHTHI" (essential documents)" - TOKyMEHTBI, KOTOPbIE B COBOKYITHOCTH WJIH TIO
OT/IEITBHOCTH MO3BOJISIOT OLCHUTH X0/ KIMHUYECKOTO MCCIICOBAHUS M KA4eCTBO ITOJyYCHHBIX JTaHHBIX;

"oryer MoHMTOpA" (Monitoring report) - MUCbMEHHBIH OTYET MOHHTOPA CIOHCOPY TOCIE KaXI0TO
BU3UTAa B HCCIIEJIOBATENIbCKUNA LEHTp W (WINM) KOHTAaKTa C HCCIEAOBATEeNsIMH B COOTBETCTBUU CO
CTaHAApTHBIMU onepanroHHbIMU Tipotienypamu (COII) cnioncopa;

"otuer 00 aynute" (audit report) - MUCHbMEHHOE 3aKIIOYEHUE ayAUTOpa CIOHCOpAa O pe3yiabTaTax
ayauTa;

"oTueT O KIMHMYECKOM uccienoBanuu (ucnbiTanun)" (clinical trial (study report)) - ommcanue B
MUCHbMEHHOW (opMe KIMHUYECKOTO HWCCIIEIOBAaHUsA, TpEACTaBIeHHOEe B (opmare, IO3BOJSIOIIEM
OCYILECTBIATh JIETKUI IMOMCK, COCTaBIEHHOE B cOOTBeTcTBMM C mnpuioxeHuemM N 1 k Hacrosmum
[IpaBwiam u pasgenom S5 uactu | npunokenus N 1 k [lpaBunam perucrpanuu U SKCIEPTHU3BI
JEKapCTBEHHBIX  CPEACTB  JJS  MEAMIIMHCKOTO MpUMEHEHHs, YyTBepkKaaembiMu  EBpasuiickoit
HKOHOMHYECKOW KOMHCCHH TIPH COTPOBOXKICHUH 3asBIICHHSI HA PETUCTPAIHIO;

"mepBUYHAs JOKyMeHTauus" (OpUTHHAIbHBIE MenuluHCKue 3amucu) (original medical record
(source documents)) - WCXOIHBIC TOKYMEHTHI, JAHHbIC M 3alUCH (HAMpUMEp, HUCTOPHU OOJIE3HH,
amMOynaTOpHble KapThl, Ja0OpaTOpHbIE 3alKCH, 3aMETKH, JTHEBHMKM CYOBEKTOB MCCIIEOBAHUS,
BOTNPOCHUKH,  JKypHalbl ~ BBIJAYM  MEIMKaMEHTOB,  3allMCH  aBTOMATUYECKHX  YCTPOWCTB,
BepU(DUIIMPOBAHHBIC U 3aBEPEHHBIC KOMUHU WM BBIMUCKU, MUKPODHUIIH, (OTOHETaTUBBI, MHUKPOILICHKU
WM MarHUTHBIE HOCHUTENIM, PEHTITC€HOBCKHE CHUMKH, JIFOOBIE 3aIHCH, OTHOCSIINECS K MAIMEeHTY, B TOM
qyclie XpaHSIIMecs B anTeke, JadopaTOpUsX M OTIACNCHHUSX WHCTPYMEHTAIbHON JIHArHOCTUKH,
WCTIOJIb3yEMBIX B KIIMHUYECKOM MCCIICTOBAHNH);

"mepBuyHble naHHbIE" (source data) - Bcs uHGOpMalMsA, COJEpXKAIAsCI B OPUTMHAIBHBIX
MEAUIMHCKUX 3alMCiIX M HX 3aBEPEHHBIX KOIMHUAX, O pe3yibTaTax KIMHUYECKUX HaOIIOACHUH,
o0clieIOBaHUM U APYroi JesTeNbHOCTH, MO3BOJIAIONIAs BOCCO3/1aTh X0/ KIMHUYECKOTO MCCIIEJOBAHUS U
OlIeHUTH ero. IlepBuuHble JaHHBIE coAepXkKaTrcs B NEPBUYHON NOKyMEHTalUHU (MOAJMHHUKAX WIM UX
3aBEPEHHBIX KOIHUSX);

"mompaBka kK mpoTokoy" (protocol amendment) - opopmiIeHHOE B MHUCHbMEHHOM BHUJE OINHUCAHHE
W3MEHEHUH, WM COOOIIIEHNE O BHOCUMBIX M3MEHEHHSIX WIH OQUIIMATIEHOE Pa3bsICHEHUE MPOTOKOIA;

"mpenapat cpaBHenus" (comparator (product)) - wmccmeayemblii WM 3apETHCTPUPOBAHHBIN
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JIEKapCTBCHHBIN TMpemapaT (aKTUBHBIM KOHTPOJL) JHOO Tu1ane0o, WCIONb3yeMble i KOHTPOJS B
KIIMHUYECKOM UCCIIEA0BAaHNY;

"mpumennMble TpeboBanus" (applicable regulatory requirement(s)) - aKkThl, COCTABJISIOIIME MPABO
Coro3a, M 3aKOHOJATENBCTBO TOCYAApCTB-WICHOB B cdepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB,
peryaupyrone NpoBeAeHIe KITMHUYECKIX UCCIIeI0BaHUM;

"MPOMEKYTOUHBIN OTYET O KJIMHUYECKOM HccieqoBaHuu (ucnbiTanum)" (interim clinical trial (study
report)) - oT4er 0 MPOMEKYTOYHBIX pE3ysibTaTaX M MX OICHKE, OCHOBAHHBIM Ha MPOBEIACHHOM B XOJC
KIIMHHYECKOTO UCCIICIOBAaHHS aHAITN3E JIaHHBIX;

"MIPOTOKOJI KIMHUYECKOTO uccienoBanus" (protocol) - JOKYMEHT, ONMUCHIBAIOIIMKA IIETH, JWU3aiiH,
METOJIOJIOTHIO, CTATHCTHYCCKHUE METOJbI M OpraHu3alldio HccleaoBaHus. [[oMHMO 3TOro, MpOTOKOJ
KIIMHUYECKOTO HWCCIICIOBAHMS OOBIYHO COJCPXKUT IIOJYYCHHBIE paHee JaHHbIE M OOOCHOBAHHE
UCCIICIOBaHMsI, OJHAKO 3Ta MH(pOpMAIMs MOXET ObITh NpPEACTaBICHA W B JIPYTUX JOKyMEHTaX, Ha
KOTOPBIEC CCBhIIACTCS MPOTOKOJ KIMHUYECKOTO nccienoBanus. [IpumenntensHo kK HacTosmmM [IpaBuinam
TEpMUH "POTOKON" TOApa3yMEBaeT KaK BCE TMOCICAYIONIMEe BEPCHHM MPOTOKOJA KIMHUYECCKOTO
WCCJICTIOBAHMS, TaK U MTOMPABKH K HEMY;

"mpsimoii toctyn" (direct access) - paspelleHue, BbIIaHHOE PYKOBOJICTBOM HCCIIEOBATEIHCKOTO
LIEHTPA, 3aMHTEPECOBAHHBIM JIMIIAM Ha U3Yy4€HHE, aHaJlu3, IPOBEPKY U KOMHUPOBAHME JHOOBIX 3amuceil u
OTYETOB, HEOOXOAMMBIX JUIsI OLIEHKH KIMHUYECKOTO HcclefoBaHus. Jluma, uMmeromue npaBo MpsSMOro
JocTyna (HampuMmep, IPeICTaBUTENN HALMOHAJIBHBIX WJIM MHOCTPAHHBIX YIIOJHOMOYEHHBIX OpPraHoB,
MOHHUTOPBl M ayJUTOPBl CIOHCOpA), AOJDKHBI MPUHUMATh BCE pa3yMHbIe Mepbl IJi COONIOACHUS
OPUMEHUMBIX  TpeOOBaHW 1O 3aIuTe KOHPHUICHIHMAIHLHOCTH HWH(POPMALUHU, TO3BOJSIOIICH
UICHTU(PUIMPOBATH CYObEKTOB UCCIIEIOBAHMSI, U MH(GOPMAIIUK, IPUHAAIEKAIIEH CIIOHCOPY;

"pangomm3anusa” (randomization) - mporecc pacupeneseHus CyObeKTOB UCCIEA0OBaHUS 110 TPyIIaM
JICYEHUS WM KOHTPOJIS CIydaliHbIM 00pa3oM, MO3BOJISIFOIINM CBECTH K MUHUMYMY CYObEKTHBHOCTB;

"pyTuHHas KiIMHMYecKas mpakTuka" (routine clinical practice) - 1maGnoHHBIE (OJHOTHUIIHBIE)
MEIUIMHCKUE JTMarHOCTUYECKHE U JiedyeOHble MpOIEaypbl, TEXHOJIOTMH WIM MEPONPUATHS, KOTOpbIE
BBINIOJHAIOTCS U1l JAHHOW TpYNIbl MAallMEHTOB WM JaHHOIO CTaHJapTa OKa3aHWs MEAMIIMHCKOU
IIOMOMIY;

"cepruduxat aynurta" (audit certificate) - TOKyMeHT, COCTaBJIEHHBIN ayAUTOPOM B MOATBEPHKICHUE
(axTa npoBeZIeHNs ayUTa;

"cepre3Hoe HexenatenbHoe siBneHue (CHS), cepresnas nexenarenvHas peakiusi (CHP)" (serious
adverse event; SAE or serious adverse drug reaction; serious ADR) - HexenarelbHOE MEIUIIMHCKOE
coOBITHE, KOTOPOE MPUBOJUT K CMEPTH, MPEIACTABISIET Yrpo3y AJs KU3HHU, TpeOyeT roCHUTaIU3alUU
nmanueHTa HJin €€ NpOJJICHUSA, NPUBOAUT K CTONKON 1100 BBIpa)KeHHofI HCpr)lOCHOC06HOCTI/I 500051
HHBAJIMLJITHOCTH, K BPOXIACHHBIM aHOMAJIMAM HJIM IIOpOKaM pa3BUTHA, Tpe6yeT MCECOUITUHCKOT' O
BMCIIATCIILCTBA UIA NPCAOTBPALICHUA PA3BUTHA [ICPCUUCIICHHBIX COCTOHHI/II>'I;

"cnenoit meroxa (mackupoBka)" (blinding (masking)) - meTon, mpu IpUMEHEHUU KOTOPOTO OIHOMU
WM HECKOJBKHMM YYaCTBYIOUIMM B KJIMHUYECKOM HCCIIEOBAaHUM CTOPOHAM HEU3BECTHO, KAKOE JICUEHHE
Ha3Ha4YeHO cyOBeKTy uccienoBanus. IIpocroil cienoit MeToa mpeaycMaTpuBaeT HEOCBEIOMIICHHOCTh O
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HasHA4YCHHOM HM BHJIC JICUCHUA Cy6’b€KTOB HCCIICAOBaHUA, B TO BPEMA KakK I[BOI\/JIHOI\/JI cliernon METOJ
moapasyMeBacT HCOCBCIAOMIICHHOCTH CY6T_>CKTOB HCCIICIOBaHUA, HCCHCHOB&TCHCﬁ, MOHUTOPOB U B
HCKOTOPLIX CIIyYasax JIML, BBIIOJIHAOMHNX CTATUCTUUCCKYIO 06pa60T1<y JaHHBIX

"cobmoieHre TpeOoBaHUM (MPUMEHHUTENIFHO K KIMHUYECKUM HccaenaoBanusaMm)" (compliance (in
relation to trials)) - cooTBeTCTBHE BCEM CBSI3aHHBIM C KJIMHUYECKMM HCCIEIOBAaHHEM TPEOOBaHUSIM,
Ha/IJICKAIIEeH KITMHUYSCKOH MPAKTHKE U UHBIM IIPUMEHUMBIM TPEOOBAHHSIM;

"couccienoBarenb  (Subinvestigator)” - ar000H < WiIEH HMCCICIOBATEIbCKOIO  KOJIJICKTHBA,
Ha3HAYEHHBIA HCCIACIOBATEIEM W OCYIIECTBIAIONIMM ITOJ €ro KOHTPOJEM 3HAaYMMBIC IPOIEAYPHI
KJIMHAYECKOTO MCCIIEI0BAHMS B UCCIIEI0BATEIBCKOM IIEHTPE (HAPUMED, HHTEPH, OPAMHATOD, HAYyYHBIH
COTPY/HHK);

"crioncop" (SpoNnsor) - ¢u3MUecKoe WIM FOPUAMYSCKOE JIMIO, OTBEUYAIOIIee 3a HHHUIMAIHUIO,
opraHuszanuio u odecreucHre GUHAHCUPOBAHMSI KITIMHHUYECKOTO UCCIICI0OBAHMS,

"crioHcop-uccieaoBatens” (sponsor-investigator) - im0, KOTOPOe CaMOCTOSATEIBHO HIIH COBMECTHO
C IPYrMMH JIMIIAMH WHULIUUPYET U MPOBOJUT KIMHHUYECKOE MCCIICJOBAHUE U TOJ HEMOCPEACTBEHHBIM
PYKOBOJICTBOM KOTOPOTO HCCIICAYeMbIid TIpernapar JIMO0O Ha3HAYaloT, JKMOO BBLIAIOT CYOBEKTY
UCCIe0BaHus, JTHOO mocieanuii nmpuHuMaer ero. CIOHCOPOM-HCCIIEI0BATEICM MOXKET OBITh TOJBKO
¢usnueckoe smmo. OOS3aHHOCTH CIIOHCOPA-UCCIICOBATENS BKJIIOYAIOT B ce0s 00S3aHHOCTH Kak
CIIOHCOpA, TaK U MCCIICA0BATENS;

"cranmapTHble omepanuonnbie nponeaypbl, COII" (standard operating procedures; SOPs) -
noJpoOHbIC MHUCHMEHHBIE HWHCTPYKIMH, TMpPEIHA3HAYCHHBIC JUIS JOCTHXKCHUS CIUHOOOpasust MpH
OCYIICCTBIICHUU ONPE/ICICHHOMN JISSITeIbHOCTH;

"cyOBekT (cyOBekT mccnemoBanus)" (subject (trial subject)) - ¢pusznueckoe nuI0, ydyacTBYOIIEE B
KIIMHAYECKOM HCCIIEJJOBAHUU B COCTABE TPYIIIBI, MOTYJarOIIei NCCIIeayeMbIi Mpernapar, J100 B COCTaBe
KOHTPOJIBHOM TPYIIIIHI,

"yromHomMoueHHbIe opranbl” (regulatory authorities) - opransl, 061aat01IMe MPABOM OCYIIIECTBIISATH
perynmupyomue ¢yakuuu. [IpumenurensHo K HactosummM [IpaBuiaM K YHOJTHOMOYEHHBIM OpraHam
OTHOCATCA MHCTAHUWH, YIIOJJHOMOYCHHBIC paCCMaTpUBaATh MPEAOCTABIICHHBIC UM KIIMHUYCCKUC JaHHBIC, a
TaKk)ke MPOBOAUTH WHCIEKIIMU. DTH OPraHbl TAK)KE HHOT/Ia HA3bIBAIOT KOMIIETEHTHBIMH OpPTraHaMU;

"ys3BUMble CyOBEKTHl HccienoBaHus" (vulnerable subjects) - nuna, Ha JKelaHWE KOTOPBIX
y4acTBOBaTh B KIMHMYECKOM MCCIEOBAHUM MOXKET OKa3aTh Ype3MEepHOe BIUSHHE OXKUAAHUE
(obocHOBaHHOE WM HEOOOCHOBAHHOE) TE€X WM MHBIX IPEUMYLIECTB, CBSI3aHHBIX C Y4acTUEM B
MCCIIEIOBAaHUH, WM CAHKLIMHU BBIIIECTOSIINX B HEPApPXUH JIMI] B CIydae OTKa3a oT ydacTus. K ysa3BUMbIM
CY6T)CKT3M HUCCIICAOBAHUA OTHOCATCA y4JalllUCCA BBICIIHUX U CPCAHUX MCIUIHUHCKUX, q)apMaIIeBTH‘IeCKI/IX
U CTOMATOJIOTMYECKHX y4eOHBIX 3aBEJCHUH, MIAAIIMKA MEepPCOHANT KIMHUK U J1abopaTopuil, ciyxariue
(bapMarieBTHYECKIX KOMITaHWH, BOSHHOCIY)KAIllMe M 3aKIIIOYCHHBIE, a TakKe OOJbHBIE, CTpaIarollne
HEM3JIEYMMbIMH 3a00JI€BaHUSAMH, JIMIA, HAXOAALIMECS B JOMax IO YXOAY, MalooOecledeHHble U
663pa6OTHBIe, MAanUCHTBI, HAXOJAIIHUECAd B HCOTIIOKHOM COCTOAHUH, MNPEACTABUTCIIN HAIIMOHAJIBbHBIX
MEHBIIMHCTB, 0€3710MHbIE, OpPOASITH, O€XKEHIIbI, HECOBEPIICHHOJIETHUE U JIUIA, HAXOSIIUECS 101 OEKOM
WJIN TIOTIEYUTENIECTBOM, @ TAK)Ke JINIA, HECIOCOOHbIE AaTh COTIIAaCHeE.
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"sxcnepTHBIN coBet opranm3anmu, JCO" (Institutional Review Board; IRB) - He3aBucumsIii opras,
KOTOPBIN COCTOUT U3 JIUII, PA0OTAIONINX B 00JIACTH MEJAMIIMHBI, B TOM YMCIIC HAYYHOM, a TAK)Ke UMCIOIINE
HE OTHOCAIIWECS K MEIUIMHE CIEUANTBHOCTH, OOECIeurnBaeT 3alluTy TpaB, O€30MacHOCTH H
Onaromnony4unsi CyObeKTOB MCCIICIOBAHUS M MPEIOCTABISIECT OOIIECTBCHHYIO TapaHTHIO TaKOHM 3alllUThl, B
TOM 4YHUCJIE NyTeM pPacCMOTpeHUs, on00peHws (BbIIa4M 3aKIIOYCHHS) MPOTOKOJA KIMHUYECKOTO
WCCIIC/IOBAHMSI M TOMPABOK K HEMY, a TaK)Ke MaTepHajOoB M METOJOB, KOTOPBIE IPEAIOJIaraeTcs
UCIIOJIb30BaTh ISl TONYYCHHS W JIOKYMEHTHPOBAHWS WH(OOPMHUPOBAHHOTO COIJIACHS CYOBEKTOB
uccnenoBanus. JlaHHBI TEPMUH TIPUMEHSETCS B OTHOIICHHHM KIWHHYECKUX  HCCIICIOBAHHIA,
BBITIOJTHEHHBIX HA TEPPUTOPUH TOCYAAPCTB, HE UMEIOIINX HE3aBUCHUMBIX 3THYECKUX KOMUTETOB.

2. IlpyHuMnsl HaAEXKaEH KIMHUYECKON IPaKTUKU

2.1. KnuHuueckue wucCCIeNOBaHUS JODKHBI IPOBOJUTHCS B COOTBETCTBUM € 3THUECKUMU
MPUHIIMIIAMH, 3aJI0’)KCHHBIMU XEJIbCUHKCKON nekiapanueit, npunsTod Ha XVII ceccunm BceemupHoit
accouuanuu 3apaBooxpaHeHust B 1964 rogy, U oTpakeHHbIMHM B Hactosumx [lpaBmiiax ¥ mpuMeHUMBIX
TpeOOBaHUSX.

2.2. Jlo Hayasia ucciaeAoBaHUsl JOJKHA OBITH IPOBEIECHA OIEHKA COOTHOIIEHHUS MPEABUIUMOTO
(mpenckazyemMoro) pucka u Heyto0CTB ¢ 0KUIAeMOU TOJIb30U ISl CyObEKTa UCCIIETOBAaHMS M OOIIECTBA.
HccnenoBanne MoOKeT OBITH HA4aTO M MPOJOHKEHO TOJIBKO B TOM ClIydae, eCIM OXKHJaeMmasi I0Jib3a
OIpPaB/IbIBACT PHCK.

2.3. TlpaBa, Ge30omacHOCTh W OJIaronoyydne CyOBEKTOB HCCICAOBAHUS HWMEIOT MEPBOCTEIICHHOE
3HAYCHHUE M JIOJDKHBI IPEBATMPOBATH HAJl MHTEPECAMH HayKH U OOIIeCTBa.

2.4. Nudopmanust (JOKIMHHYECKAsT M KIMHUYECKas) 00 HCCIeAyeMOM Mpernapare J0JDKHA OBITh
JOCTaTOYHOM 11 00OCHOBAHUS MPEAINOJIAraeéMoro KIMHUYECKOI0 UCCIIeI0BaHHUS.

2.5. Knuanueckue HUCCICAOBAHNA AOOJDKHBI COOTBCTCTBOBATH HAYYHBIM Tpe60BaHI/I$IM n JOJIXKHBI
OBITh YETKO U HO,Z[p06HO OIMIMCAHBI B IMTPOTOKOJIC KIIMHUYCCKOTO NUCCICIOBAHUA (I[anee - HpOTOKOH).

2.6. KinmHWYecKoe WCCIe0BaHUE JIOJDKHO TIPOBOJAUTHCS B COOTBETCTBHH C IPOTOKOJIOM,
pazpernieHHbIM (0J0OpeHHBIM) SKCIEePTHBIM coBeToM opraHuzanuu (DCO) (He3aBUCUMBIM ITHUECKUM
komuteroM (HOK)).

2.7. OTBETCTBEHHOCTb 32 OKa3bIBAEMYIO CYOBEKTY MEAUILMHCKYIO MOMOIIb U MPHUHATHE PELICHUIN
MEIMIIMHCKOTO XapaKTepa HECET Bpau.

2.8. Bcee MpoBOAAINIUEC HCCICAOBAHUC JIMIA MOOJDKHBI HMETb COOTBCTCTBYIOIIHC O6pa3OBaHI/IC,
IMOATOTOBKY U OIIBIT JJId BBIITIOJHCHHA BO3JIOKCHHBIX HAa HUX 3aJa4.

2.9. l1o6poBosibHOE WH(OPMHUPOBAHHOE COTIACHE JOJKHO OBITH MOMTYYEHO Y KaXKAOT0 CYObEeKTa 10
€r0 BKIIFOUCHHS B UCCIICIOBAHHE.

2.10. Bcro momydeHHYH0O B KIMHUYECKOM HCCIEAOBaHWM HMH(MOPMALUIO  HEOOXOIUMO
pPEruCTpUPOBATh, TIEPEIaBaTh U XPAHUTh TAKUM 00pa30M, YTOOBI 00ECTICUUTh TOYHOCTh U MPABMIBHOCTH
ee MpeACTaBIeHUs, HHTEPIPETAIlMU U BepUDUKAIIIH.
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2.11. KoHumeHIMAIBHOCTh  3amUCEH, MO3BOJSIONMX  HACHTU(DUIUPOBATH  CYOBEKTOB
UCCIIEIOBaHMsI, JOJDKHA OBITh oOecriedeHa B LENSAX COOJIOJCHUS MpaBa HA YACTHYIO XKU3Hb M 3aIIUTY
KOH(UICHIIMATILHOCTA B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMH.

2.12. Tlpou3BOACTBO M XpaHEHHE HCCIEAYEeMBbIX IMpernapaToB, a Takke oOpalleHHe ¢ HHUMH
HEO0OXOIMMO OCYIIECTBIATh B COOTBETCTBUU C MPABWJIAMH HAJUICKAIICH MPOU3BOIACTBCHHON MPAKTHKHU.
Hccnenyemble npenaparhbl 10JKHBI IPUMEHSITHCSI B COOTBETCTBUU C YTBEPHKIEHHBIM IIPOTOKOJIOM.

2.13. Jlna obecriedeHHs] KadyecTBa KaXKAOTO AacleKTa MCCIEIOBAHUS JOJDKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIINE CUCTEMBI U ONIEPALlMOHHBIC ITPOLIEYPHI.

3. DKCIIEPTHBIN COBET OpraHu3aIuy (HE3aBUCUMBIA STHYECKHMA
komuret) (3CO (HOK))

3.1. O0s13aHHOCTH.

3.1.1. DKcnepTHBII COBET OpraHu3alvy (HE3aBUCHUMbBINA 3TUYECKUN KOMMTET) MPHU3BaH 3allUINATh
npaBa, 0€30MaCHOCTh M OJAromoiydne BceX CyOBEKTOB HCCIeNOBaHUA. VICCIeIoBaHUSM C y4acTHEM
ySI3BUMBIX CYOBEKTOB JIOJKHO OBITH YAEIEHO 0c000€ BHUMAaHUE.

3.1.2. 9CO (HOK) nomkeH nmoaydyuTh Ha paCCMOTPEHHUE CICAYIOMINE JOKYMEHTHI:
IPOTOKOJI (TIONPABKH K IPOTOKOITY);

HNUCbMEHHYIO (hopMa MH(POPMHUPOBAHHOIO COINIACUS U €€ MOCIEAYIOIUE PelaKLuy, IIpelaraeMble
UcclieIoBaTeNeM Ul UCIOIb30BAHUS B UCCIIEJOBAHNUY;

ONMCAHUE JECHCTBHUM, HAIpaBIECHHBIX HA IpPHUBJICUEHUE CYOBEKTOB K Y4YacTHIO B HCCIIEOBaHHUU
(HampuMep, peKkJIaMHbIe OOBSBICHUS);

MUChbMEHHBIC MaTePHaJIbl, KOTOPBIE OYAYT MPEI0CTABICHBI CyObhEKTaM HUCCIICTOBAHNS,
OpoIiopa uccieaoBarens;

U3BECTHAs MHPOPMAIHSI, KacaroIIascsi 0€30MacHOCTH;

UH(OPMAIIUS O BBIIJIATaX W KOMIICHCAIUSIX CYOhEKTaM HCCIICIOBAHUS;

TEKYIIYI0 pPENaKIuio pe3tomMe wuccienoBareis (curriculum vitae) u (Wam) JOpyrue MaTepHalbl,
MOATBEPKIAIOIIUE €T0 KBATH(PHUKAIHIO;

JIpyrue JIOKyMEHTBHI, KoTopele MoryT mnotpeboBatbes OCO (HOK) nans BblonHEHUs ero
00s13aHHOCTEH.

DCO (HDK) nomkeH paccMOTpPETh BOIMPOC O TMPOBEACHUW TMPEIaraéMoro KIMHUYECKOTO
HCCIEAOBAaHUS B COOTBETCTBYIOLME CPOKM M JaTh 3aKJIIOUYEHHE B NHUCbMEHHOM BHJIE, YETKO
I/IHeHTI/I(bI/IHI/IPYH HCCIICOJOBAHUE, PACCMOTPCHHBIC ANOKYMCHTBI M AaTbl IMPU BBIHCCCHUHW CIICAYIOIINX
BO3MOKHBIX pEIICHUM:
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onoOpenue (BblAaua 3aKIIF0OUEHUS) Ha TPOBEICHUE HCCIICIOBAHUS;

TpeOOBaHNE O BHECCHUHM U3MEHECHHUH B MPECTABICHHYIO JOKYMEHTAIIUIO JI0 TIOJYYCHUS 0JI00pECHHS
(BBIIaUM 3aKJIIOYEHUS) HA MPOBEICHUE UCCIICI0OBAHUS;

OTKa3 B O,I[O6pCHI/II/I (BBII[aLIe SaKJ'IIO‘IeHI/IH) Ha IIPOBCACHUC NCCIICAOBAHM,

OTMEHa (IIPMOCTAaHOBKA) CIIEIAHHOIO paHee OJ00peHHUs (BBIAAHHOIO 3aKJIIOUEHUS) Ha IPOBEACHUE
UCCIIEJOBAHMS.

3.1.3. OCO (HOK) nomxeH OLEHUTh COOTBETCTBUE KBATH(PHUKAIIMU UCCIIEOBATENS MIPEIaraeMoOMy
HCCJICIOBAHUIO HA OCHOBAaHHWH TEKYIIECH peakiMuH pe3roMe ucciemonarens (curriculum vitae) u (wim)
JpYroil COOTBETCTBYIOLIEH TOKyMeHTauuy, 3anpouieHHoi 9CO (HOK).

3.1.4. 3CO (H3K) nomxeH nepuoanYecKyd paccMaTpuBaTh JOKYMEHTAIUIO 110 KKIOMY TEKYIIEMY
HCCIIEIOBAaHUIO C YacTOTOM, 3aBHUCALIEH OT CTENEHH pPUCKA, KOTOPOMY IOJIBEPraroTcsi CYOBEKTHI
HCCeI0BaHMs, HO He peke 1 pas3a B roj.

3.1.5. DCO (H3K) moxet moTpedoBaTh, YTOOBI CyOBEKTaM HCCIEIOBAHUS TOMUMO HH(OpPMAIIHH,
yka3aHHOH B nyHkTe 4.8.10 Hactosmumx [TpaBui, ObutM MpencTaBlieHbl TOMOJHUTEIBHBIC CBEICHHUS 00
uccienoBannu, eciu, no mMHeHH0o DCO (HOK), sro HeoOXoauMo ISl 3aIUTHI MPaB H 3I0POBbS
CYOBEKTOB MCCIICJIOBAHUS, & TAKXKE JJIsl TAPAHTUH UX OE30IMaCHOCTH.

3.1.6. B cityuae ecnu corjacue Ha ydactue CyObeKTa B MCCIEAOBAHUH, HE CBA3AHHOM C JICUCHHEM,
JlaeT ero 3aKOHHBIM MPEJICTaBUTEIh B COOTBETCTBHH C NyHKTaMu 4.8.12 u 4.8.14 nacrosimux [IpaBu,
9CO (HOK) nomxen yOeauThbCsi, YTO NPEICTaBICHHBI MPOTOKON W (MJU) Jpyras JOKyMEHTalus
MOJTHOCTHIO OTPAXKAIOT KIMHHUYECKUE BOMPOCHI M COOTBETCTBYET ATHUECKUM W JIPYTUM MPUMEHUMbBIM
TpeOOBAHUSAM K TTOJOOHBIM KIIMHUYECKUM HCCIIEIOBAHUSM.

3.1.7. B cnydae ecau B MPOTOKOJE YyKa3blBaeTCsl Ha HEBO3MOXKHOCTb MOJYYEHHUS COIJlacus Ha
ydacTu€ B HCCIEJOBAaHUM y CyOBEKTa HCCIIEOBAaHUS MM €ro (ee) 3aKOHHOIO MpeACTaBUTENs B
COOTBETCTBHUH C MMyHKTOM 4.8.15 HacTosumx [IpaBui 10 MOMEHTa BKJIIOUEHHs CyOBEKTa B UCCIIEIOBaHUE
(Hanpumep, npu HeoTI0kKHOM cocTossHun), DCO (HOK) nomxken yoeauTsest B TOM, YTO NMPEACTaBICHHBIN
IPOTOKOJ U (WJIN) ApYrast JOKYMEHTAlUs TOJIHOCThIO OTPakaeT KIMHUYECKHE BOIPOCH U COOTBETCTBYET
STHYECKUM U APYTHM MIPUMEHUMBIM TPEOOBAaHHUSM K OJOOHBIM KIIMHUYECKUM HCCIIEIOBAHUSM.

3.1.8. DCO (HOK) paccmaTtpuBaer pa3Mep M HOPSIOK BBIIAT CYOBEKTY HCCIEIOBaHMS, YTOOBI
yOenuThCs B OTCYTCTBUM HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH WM TPUHYKACHUS CYOHEKTOB
uccnenoBanus. Pazmep BbIIUIaT cyObeKTaM UCCIEA0BAaHHUS MOXKET ObITh MPONOPLMOHANIEH UX YYacTHUIO B
UCIBITAaHWU, HO HE JOJDKEH 3aBUCETh HCKIIIOUUTENBHO OT TOTO, 3aBEPLIMI JIM CyOBEKT HCCIIeJOBaHHE
MIOJIHOCTBIO WJIN HET.

3.1.9. 3CO (HOK) nomxeH yoenutbcs B TOM, 4TO MHQOpMaIHs, Kacarolasics BhIIUIAT CyObeKTaM
HCCIIEIOBAaHMsI, BKJIIOYasl CIOCOOBI, pa3Mep W MOPSAAOK BBIIIAT, OTpakeHa B NHCbMEHHOW (opme
WH(GOPMHUPOBAHHOTO COTJAacHs W B JIOOBIX JPYTUX MPENOCTaBISIEMBIX CyOBEKTaM HCCIICIOBaHUS
Mmatepuanax. JlomkHO ObITh yKa3aHO, KaKUM 00pa3oM OYZET orpesiesieH pa3Mep BhIIIAT.

3.2. CocraB, pyHKIUHU U TOPSIOK PaOOTHI.
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3.2.1. B cocrap DCO (HDK) m0obKHO BXOJHMTH JOCTATOYHOE YHCIIO JIMI[, OOJaJaloIIuX B
COBOKYITHOCTH HEOOXOAMMOMN KBaTU(UKAIIMEH W OIBITOM JJIs PACCMOTPEHUS M IIPOBEICHUS SKCIIEPTHON
OLCHKHU HAYYHBIX, MCAUIUMHCKHUX U 3TUYCCKUX ACIICKTOB IIJIAHUPYCMOI'O UCCIICIOBAHUA.

Pexomennyercst BkimtoueHnue B coctaB 9CO (HOK):
HE MEHEE 5 YeJIOBEK;

o KpaiHed Mmepe 1 denoBeka, HE CHCIHAIM3HPYIOIIErocs B 00JaCTH HAy4YHBIX HCCIICAOBAHUN
(nesITeNbHOCTH);

o KpaﬁHefI MEpE 1 YCJIOBCKA, HE MABJAIOMICTOCA COTPYAHHUKOM MCIHIOHWHCKOI'O YUYpCKICHHA
(HCCH@I[OBaTeJIBCKOI‘O I.[CHTpa), B KOTOPOM IIPOBOJUTCA UCCICAOBAHUC.

Tonpko unmenst DCO (HOK), He sBustommecs COTpYAHUKAMH MCCIEIOBATENsS WU CIOHCOpa
WCCTIECIOBAHUS U HE UMEIONINE JTUYHOU 3aMHTEPECOBAHHOCTH B MIPOBEICHUH KOHKPETHOTO KIMHUYECKOTO
UCCIIEIOBaHMsI, MOTYT MPUHMMATh y4acTHE B TOJIOCOBAaHUU (0OCYXKIEHHH) BOMPOCOB, CBSI3aHHBIX C
npoBeAeHreM KiuH4eckoro uccienopanus. ICO (HOK) mommken BecTH nepeueHpb 4ICHOB C YKa3aHUEM
WX KBATU(PUKALIUH.

3.2.2. DCO (HDK) nmomkeH OCYIIECTBIATH NEATEIBHOCTh B COOTBETCTBUU C JIOKYMEHTAIBHO
oopMiIeHHBIME pabOYUMH  TIPOLICAYpPaMH, IOKYMEHTHPOBaTh CBOKO pabOTy M BECTH IPOTOKOJIBI
3acemanuii. Ero gesTensHOCTh JOJDKHA COOTBETCTBOBATH HAcTOSIIUM [IpaBwiiaM W TPUMEHUMBIM
TpeOOBAHUSAM 3aKOHOATEIbCTBA FOCYIaPCTB-YICHOB.

3.2.3. 5CO (H3K) nmpunumaer peuieHus Ha OOBSBICHHBIX 3acCeaHMSIX NPU HAIUYUU KBOpyMa,
OIPEETICHHOr0 pabOYNMH NPOLIEAYPAMH.

3.2.4. Tonbko unensl DCO (HOK), nmpuHMMaBIINEe HENOCPEICTBEHHOE Y4acTHE B PACCMOTPEHUU
JOKYMEHTAIMH 10 MCCIEIOBAHUI0O U OOCYKAECHUH, MOTYT Y4acTBOBAaTh B T'OJIOCOBAHMHU (BBICKA3bIBATh
CBOE MHEHUE) U (UJTN) aBaTh PEKOMEH A H.

3.2.5. UccnenoBarenb MOXKET MPEAOCTABIATh MH(OPMAILIUIO MO JIOOBIM acleKTaM HCCIeOBAHMUS,
HO HE MOJKET y4acTBOBaTh B MIPEHUSIX WU B rojiocoBaHuu (Beipadotke MHeHus) DCO (HOK).

3.2.6. OCO (HOK) moxer mpuberarb K MOMOIIM HE3aBUCUMBIX SKCIIEPTOB MO CHEUUATHHBIM
BOITPOCAM.

3.3. IIpouemypsr.

3CO (H3K) nomxen pa3zpaboraTh, JOKYMEHTAIbHO O(OPMUTH U COOIIOAATh CTaHJapTHBIE paboune
MPOIIeTyPHI, periIaMeHTUPYIOIINE:

3.3.1. Ero cocraB (pamMunnu 1 KBaTH(PUKALKIO YICHOB) U YUPEAUBILIHUIL €r0 OpraH.

3.3.2. Ilopanok Ha3HAYEHUS 3aCE€NAHUM, OMOBEIICHUS €r0 WICHOB O MPEJCTOAIINX 3aCeIaHusX, a
TaK)XKe OPraHu3alrIo 3aceqaHui.

3.3.3. ITopsiAOoK MEPBUYHOTO M MOCIEAYIOIIEr0 PACCMOTPEHUS JOKYMEHTAIUH 110 UCCIIETOBAHUIO.
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3.3.4. [lepnoAMYHOCTH MOCIIEYIOIIETO PACCMOTPEHHUSI IOKYMEHTALIUU 10 UCCIIEIOBAHUIO.

3.3.5. TlopsitoK YCKOPEHHOTO PacCMOTPEHHS JOKYMEHTAIMH, B COOTBETCTBUU C NMPUMEHHUMBIMU
TpeOOBaHUSMU 171 OA00peHUs (BBIOAYM 3aKIIOUCHUS) MPH HE3HAYUTEIILHOM HM3MEHCHHH B TEKYIIUX
HCCIIEI0OBAHMAX, Y)KE MOMyUnBIIUX og00penue (3akmoueHne) 2CO (HOK).

3.3.6. HegomycTuMOCTh BKITIOYCHHS CYOBEKTOB B McclieoBanue A0 Toro, kak 9CO (HOK) Beigact
MUCHbMEHHOE 0J100peHNe (3aKII0YCHNE) Ha TIPOBEIICHHE UCCIICTOBAHMS.

3.3.7. HeponmycTUMOCTh B COOTBETCTBMM € IYHKTOM 4.5.2 Hacrosmux IIpaBun OTKIOHEHHS OT
MPOTOKOJIA WJIM €ro HM3MEHEHHWH 0e3 MpelBapuTeIbHOrO MHCHMEHHOTO OJOOpEHUs (3aKIIOUYCHHS)
cootBercTByOmMX mnompaBok OCO (HOK), 3a wuckiaroueHueM Tex clydaeB, KOIJa W3MEHEHUS
HaNpaBJICHbl HAa YCTPAaHCHHWE HEMOCPEICTBEHHOW Yrpo3bl CYOBEKTaM WCCIECAOBAaHMS WU KOTJa
HU3MCHCHUA KaCarOTCs TOJBKO aAMUHUCTPATUBHBIX U MATCPHUAJIbBHO-TCXHUYCCKUX ACIICKTOB UCCIICAOBAHUA
(HampuMep, CMEHa MOHUTOPA, U3MEHEHHE HOMEpa Telle(OHa).

3.3.8. O6s3aHHOCTH UCCIIEAOBATENS He3aMeTuTeIbHO coobmaTts DCO (HOK):

00 OTKJIOHEHMSIX OT MPOTOKOJIAa WM HM3MEHEHMSX MPOTOKOJA, MPOM3BEICHHBIX Ui YCTPAHEHUS
HEMOCPEJCTBEHHON YIpO3bl CYObEKTaM HCCIICIOBAaHUS, B COOTBETCTBHH ¢ mmyHKTamu 3.3.7, 4.5.2 u 4.5.4
Hactosmux [IpaBun;

00 HM3MEHEHMSX, YBEIMYMBAIOIIUX PHUCK ISl CyOBEKTOB HCCIENOBAaHUS MU (WJIM) CYLIECTBEHHO
BJIMSIIOILMX Ha POBEJCHHUE UCCIIEI0BaHMs, B COOTBETCTBUHU ¢ IyHKTOM 4.10.2 HacTtosmux [IpaBu;

000 Bcex HCMPCABUACHHBIX CCPbE3HBIX HCKCIIATCIIbHBIX JICKAPCTBCHHBIX PCAKIIUAX

O HOBBIX HOAHHBIX, KOTOPBIC MOT'YT CBUIACTCIILCTBOBATH O BO3pACTaHHWU PHUCKA I CY6’L€KTOB
HUCCICIOBaHUs NN He6HaFOHpI/I$ITHO IIOBJIMATH Ha X0 UCCICIOBAaHUA.

3.3.9. O6s3anHOCT, DCO (HOK) HEe3ameamuTenbHO B TUCBMEHHOM BHJIE COOOIIATh UCCIEA0BATETIO
(MEIUITMHCKOMY YUPEKICHUIO):

0 CBOMX pEIICHUsX (3aKII0UEHUX ), KACAIOLIMXCS UCCIIEJOBAHUS;
0 MPUYMHAX NPUHATHUS PEUICHUH (3aKIII0UeHU ),

0 nopsiike (Impolierypax) 00kKaloBaHUs PeLIeHUH (3aKII0UeHU).

3.4. JlokyMeHTauus.

DCO (HOK) nmomxeH XpaHUTh OTHOCSIIYIOCS K HMCCIEIOBAHUIO JOKYMEHTAIMIO (B YaCTHOCTH,
MUCbMEHHBIE NPOIENyphl, MEPEeYHH UWICHOB C YyKa3aHHEM pojaa JAEATEIbHOCTHM W MecTa paboThl,
MIPEICTaBIICHHbIE HAa PACCMOTPEHNE JJOKYMEHTHI, TPOTOKOJIBI 3aCeJaHUi 1 KOPPECTIOH/ICHITNIO) B TEYCHUE
HE MeHee 3 JIeT TOocCJie 3aBepIICHUs HUCCIEAOBAaHUS M TNPEAOCTaBIATh €€ M0 TpeOOBaHUIO
VIIOJTHOMOYEHHBIX OpraHoB. McciemoBarenn, ClIOHCOp, YIIOJIHOMOYEHHBIE OpPTaHbl MOTYT 3allpaliuBaTh y
3CO (H3K) undopmanuio o ero npoueaypax 1 nepeyHy 4ieHOB.

4. VccnenoBarenb
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4.1. Kpanudukarus u o0s3aTeIbcTBa HCCIICIOBATENS.

4.1.1. HWccrnenoBarenb JOJDKEH WMMETh COOTBETCTBYIOIIME KBanu(puKamuio, o00pazoBaHUE,
poeCCHOHATILHYIO TOATOTOBKY M OIIBIT, MO3BOJISIONIME €My HPUHSATH Ha ceOsi OTBETCTBEHHOCTH 3a
Ha/JIeKallee TMpOBeIeHNEe KIMHUYECKOro uccienoBanus. Kpamudukanus wuccienoBaTens J0JDKHA
COOTBETCTBOBATh MMPUMEHUMBIM TPEOOBAHUSAM M MOATBEPKIATHCA TEKYIIMM pe3tome (curriculum vitae) u
(wu) OpyruMH JOKYMEHTaMH, KOTOpPbIe MOTYT ObITh 3ampolineHbl croHcopoM, ICO (HOK) u (wm)
YIIOJTHOMOYCHHBIMH OpPTaHaAMH.

4.1.2. HUccnenoBaTenb JOJKEH BHUMATEIBHO O3HAKOMHUTBCS C TMpaBUJIaMU  HAJJIEXKallero
MPUMEHEHHS HCCIICyeMOro mperapara, M3J0KEHHBIMA B IPOTOKOJIC, TEKYINEH peIaKkIUd OpOIIIOPHI
UCCIIeIOBATENsl, WHCTPYKIMH 110 TNPUMEHEHUWIO Tpernapara W JAPYyruxX HCTOYHUKAX HH(popmamumy,
IIPEIOCTABIICHHBIX CIIOHCOPOM.

4.1.3. HccnenoBarenb [0JDKEH 3HaTh M coOmrogarh Hactosumue IlpaBuna W npuUMeEHUMBbIE
TpeOOBaHUSI.

4.1.4. UWccnenosarenb (MEOUIIMHCKOE YYPEXKIEHUE) JOJKEH COACUCTBOBATH IPOBEICHUIO
CIIOHCOPOM MOHHUTOPHHTA U ay/INTa, & TAK)KE YITOJIHOMOYCHHBIMU OpraHaMy WHCIICKIINH.

4.1.5. MccnenoBarenb JOKEH BECTH NEepedeHb 00JIAAA0NMX HEOOX0IMMOW KBaTH(HUKAIUEH JIUII,
KOTOPBIE 10 €r0 MOPYYCHUIO OCYIIECTBISIOT ONPEICICHHYIO AEATEIILHOCTh B paMKaX HCCIIEIOBaHUS.

4.2. COOTBETCTBYIOILIUE PECYPCHI.

4.2.1. UccnenoBarens AOMKEH OBITH CHOCOOEH MPOJEMOHCTPUPOBAThH (HAaIpUMEpP, HA OCHOBAHHUU
PETPOCHEKTUBHBIX JIaHHBIX) BO3MOKHOCTH Habopa B TEUYEHHE OINpPEAEICHHOro Iepuoja Tpedyemoro
KOJIMYECTBA MOAXOIAIINX CYOBEKTOB UCCIIEOBAHUS, COOTBETCTBYIOIIUX KPUTEPHSIM O0TOODA.

4.2.2. UccnenoBatenb IOMKEH MMETh JIOCTATOYHOE KOJIMYECTBO BPEMEHHM, YTOOBI HAIUIC)KAIIHIM
00pa3oM MPOBECTH U 3aBEPIINThH UCCIICAOBAHNE B TEUCHHE OTOBOPEHHOTO MEPUOIA.

4.2.3. HccnenoBarenb OOMKEH pacrojiaraTh IOCTaTOYHBIM KOJHMYECTBOM KBATH(PHUIIMPOBAHHBIX
COTPY/JIHHUKOB M MaTEPHAIIbHBIX PECYpCOB (MOMEIICHHS, 000pPY/I0BaHNUE) B TEPHOJ UCCIEIOBAHUS IS
TOT0, YTOOBI MPOBECTU ITO UCCIICIOBAHKUE HAICKAIIUM U OE30MaCHBIM 00pa3oM.

4.2.4. WccnepoBaTellhb OTBEYAaeT 3a TO, YTOOBI BCE 3aHATHIE B KIMHHUYECKOM HCCIEIOBAHUU
COTPYIHUKU ObUIM 3HAKOMBI C MPOTOKOJIOM W MH(popmanuei o0 uccienryeMoM mpenapare, a Takke co
CBOUMH (QYHKIMSIMHU U 00S3aHHOCTSIMHU.

4.3. Oka3aHue MEIUIIMHCKON MTOMOIIN CYOBEKTaM UCCIIEIOBaHUSI.

4.3.1. SIBasronIniica ucclegoBaTelIeM MIH COUCCIEA0BaTEIIEM Bpad HECCT OTBCTCTBCHHOCTH 3a BCC
IMIPUHUMACMBIC B paMKaX UCCICIOBAHUA PCIICHUA MCAUIIMHCKOI'O XapaKkTepa.

43.2. Bo BpeMs M 1O 3aBEpIIEHUH YYacTHsl CyOBEKTa B MCCIEJOBAHUU HCCIEI0BATENb
(MEIMIMHCKOE YUYpeXJeHHE) IOKEH OOECHeunuTh OKa3aHHE CYOBEKTY HCCIEAOBAHHUS HEOOXOAMMOMN
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MEIUIIMHCKOW TIOMOIIX B CIy4ae BOSHUKHOBEHHS JTFOOBIX CBS3aHHBIX C MCCIICIOBAaHUEM HEXEIaTeIbHBIX
SIBJICHHUM, BKJIIOYAs KIMHMYECKH 3HAYMMbIC M3MEHEHHS J1abopaTOpHBIX MoKa3zaTeneit. VccimemoBarensb
(MemuUUHCKOE yupexacHne) o0s3aH HHPOPMHUPOBATH CYOBEKTa MCCIEIOBAHUS O CTABIIUX M3BECTHBIMU
UCCIIEIOBATEII0 HHTEPKYPPEHTHBIX 3a00JICBAHUSX, TPEOYIONIMX METUIIMHCKOM TOMOIIIH.

4.3.3. UccnenoBaTennto peKOMEHAYETCS COOOIIUTH JieUalleMy Bpady, €CJId TaKOBOM MMeeTcs, 00
YYaCTHH CYOBEKTa B UCCIICOBAHUH NIPU YCIOBHHU, YTO CYOBEKT HE BO3pakaeT MPOTHB MHPOPMUPOBAHUS
Jieyalero Bpayva.

4.3.4. XoTs CyOBEKT MCCIIEIOBaHUS HE 0053aH cOO0IaTh O MPUYUHAX, TOOYAUBIINX €ro JOCPOUYHO
MPEKPATUTh Y4acTHE B HCCIIEIOBAHUU, MCCIIECIOBATENb JOJIKEH MOMBITATHCS YCTAHOBUThH 3TU NMPUUYUHBI,
MIPOSIBJISISL TIPH 3TOM TIOJTHOE YBaXKCHHUE K ITpaBaM CyObeKTa MCCIICIOBAHMUS.

4.4. KonrakTtsl ¢ 9CO (HOK).

4.4.1. Ilepen TeM Kak HayaTh HUCCIEIOBAaHUE, UCCIENOBATENb (MEIUIMHCKOE YUPEXKIEHUE) JOJKEH
HOJIyYUTh MUCBMEHHOE U AaTupoBaHHOE ofobpenue (3akmouenue) 9CO (HOK) nporokoia, nucbkMeHHOMN
dbopMbl MHOOPMHUPOBAHHOTO COTJIACHS W €€ TMOCISAYIONUX pPENaKIuid, Mep, HaIpaBICHHBIX Ha
IIpUBJICUEHUE CYOBEKTOB K YYacTHIO B UCCIEIO0BAaHUM (HAaIpUMeEp, PEKIAMHBIX OOBSBICHHI), U JIOOBIX
JPYTUX NMCbMEHHBIX MAaTEPUAIIOB, KOTOPBIE MPEAINONAraeTcs IPeA0CTaBUTh CyObEKTaM UCCIIE0BaHUS.

4.4.2. BMecte ¢ IpyruMH JTOKYMEHTaMH HCCIIEAOBaTeNb (MEIUIMHCKOE YUPESKICHHUE) JOJDKCH
npeaoctaButh JCO (HOK) mnocnennioro penmakiuio Opomrtopbl  uccienoatens. Ecmu  Opomropy
UCCIIEIOBATENS JIOTIONHSIOT B XOJIC UCCIICIOBaHUS, UCCIIE0BATENb (MEIUIIMHCKOE YUPEKICHHE) 00s3aH
npeaoctaButh JCO (HOK) HOBYIO pemakiinio OpoIIopbl UCCIIeI0BaTEIIS.

443. B TeueHHe HCCIICIOBAHUS HCCIENOBATENb (MEIUIIMHCKOE YYPEXIEHHE) JOJDKeH
npenoctasiate DCO (HOK) Bce noanexaiine pacCMOTPEHUIO JOKYMEHTHI.

4.5. ColmroieHre mpoToKoJa.

4.5.1. HUccnenoBarenb (MEAMIIMHCKOE YUPEXKICHHE) JOJDKEH TMPOBOAUTH HCCIEAOBAaHHE B
COOTBETCTBUM C IPOTOKOJIOM, COIJIACOBAaHHBIM CO CIOHCOPOM U TpHd HEOOXOJUMOCTH C
YIIOJIHOMOYEHHBIMU OpraHamMu M paspeuieHHbIM (ogo0penHsiM) OCO (HDK). B moxarsepxkaeHue
JIOTOBOPEHHOCTH MCCIIE0BATENb (MEIUIIMHCKOE YUPEXKACHNUE) U CIIOHCOP MOAMMUCHIBAIOT MIPOTOKOJ WM
OT/EJIbHBIN JOTOBOP.

4.5.2. UccnenoBaTenb HE JOJKEH OTKJIOHATHCS OT MPOTOKOJIA MM BHOCUTH B HETO M3MEHEHUs 0e3
corylacus CIHOHCOpa M 03 TpeaBapUTEIbHOTO PACCMOTPEHHUS U JIOKYMEHTaIbHO O(OPMIIEHHOTO
onoopenns (Bbymaun 3akimtoueHus) ICO (HOK) orHocuTenbHO MOMpPaBKHM K MPOTOKOIY, KPOME TeX
cllydaeB, KOrja HEOOXOJUMO YCTPaHHUTh HEMOCPEICTBEHHYIO yrpo3y CyObeKTaM HCCIEIOBAaHUS WU
KOTJla M3MEHEHHS KacarTCs TOJbKO aIMHUHHUCTPATUBHBIX WM TEXHUYECKHUX ACMEKTOB HCCIEIOBAHUS
(Hampumep, 3aMeHa MOHHUTOPA, U3MEHEHUE HoMepa TenedoHa).

4.5.3. HccnenoBarenp WIM Ha3HAYCHHOE WM JIMIO JOJDKHBI OOBSICHATH W JIOKYMEHTAIBHO
oopMIIATH JTHO0BIE OTKIIOHEHHSI OT YTBEPKJIEHHOTO MTPOTOKOJIA.

4.5.4. UccnenoBareiib MOXET OTKJIOHATHCS OT MPOTOKOJA WJIM BHOCHUTH B HErO0 M3MEHEHUS IS
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YCTpaHEHUs] HETOCPEACTBEHHON Yrpo3bl CyOBbEKTaM HCCIeAOBaHMs 0€3 NpeaBapUTEeNbHOIO 0J00peHuUs
(Bermaum 3axmroueHuss) DCO (HOK). B kparuaiinmme Cpoku ONMMCaHWE OTKJIOHCHWHW WM W3MEHEHUH C
YKa3aHHeM WX TPUYUH U MPU HEOOXOJAMMOCTH IMpeiJiaraéMble TOMPaBKU K MPOTOKONY JOJKHBI OBITH
HaIpaBJICHBI:

DCO (HOK) mns paccmoTpeHus M 0100peHus (BbIIAYH 3aKITIOYCHHUS );
CIIOHCOPY JIJISl COTJIACOBAHUS C HUM,;

YIIOJTHOMOYEHHBIM OpraHaM Ipu HeoOXOJUMOCTH.

4.6. Vccnenyemble npenapaThl.

4.6.1. OTBETCTBEHHOCTh 3a Yy4Ye€T HCCIENYyEeMbIX IMPEnapaToB B MCCIEAOBATEIHCKOM IEHTpE
BO3JIOKEHA Ha MCClieIoBaTeNs (OpraHu3aluio).

4.6.2. Ecnu 310 pazpemieHo (tpebyercs), HcciaenoBaTelb (MEIULIMHCKOE YYPEXKICHUE) MOXKET
(oskeH) mepenarh HEKOTOpBIE WM BCE O0S3aHHOCTH McciaenoBaTels (MEAUIIMHCKOTO YUPEXJIEHUs) 10
YUYETY UCCIIEYEMbIX MPEIapaToB B UCCIEI0BATEIBCKOM LIEHTPE allTEYHOMY PaOOTHHKY (TIPOBH30PY) HIIU
WHOMY JIMITY, TOJKOHTPOJILHOMY UCCIIEIOBATEIIO (MEAUIIMHCKOMY YUPEXKICHHIO).

4.6.3. VccnenoBarenb (MEIULMHCKOE YYPEXKIEHUE), alTeUHBbIH paOOTHUK (MPOBU30pP) WU HWHOE
YIIOJTHOMOYECHHOE MCCIIe/IoBaTeNieM (MEIUIIMHCKAM YUPEXKICHUEM) JIUIO JIOJDKHBI BECTH YYET MOCTAaBOK
NperapaToB B HCCIEIOBATEIbCKUNA TEHTP, WX (PAKTHYECKOrO KOJIMYECTBA B IICHTPE, UCIIOJIBb30BaHUS
KOKIBIM CyOBEKTOM, a TaKKe BO3BpaTa CIIOHCOPY JIMOO WHOTO PACHOPSHKCHHSI HEHCIOJb30BAHHBIMH
npemnapaTamMu. 3anucy Mo y4eTy JOJDKHBI BKIIIOUaTh B ce0s 1aThl, KOJIMYECTBO, HOMEpa MapTHil (cepuii),
CpOKH TOMHOCTH (TJI¢ TPUMEHHUMO) W YHHKAJIBHBIE KOJBI HMCCIEAYEMBIX NpPENapaTtoB U CyOBEKTOB
uccinenoanus. VccienoBarens TOJKEH BECTH 3alUCH, TTOATBEPKIAIOIIHE, UTO CYyOBEKThI UCCIEIOBAHUS
MOJTyJaIl HMCCIeAyeMble TpermapaTsl B 033X, HPETyCMOTPEHHBIX IPOTOKOJIOM, B KOJUYECTBAX,
COTJIACYIOIINXCS C OOIIMM KOJTMYECTBOM HCCIEAYEMBIX TIPENapaToB, HOJyYEeHHBIM OT CIIOHCOPA.

4.6.4. UccnenyeMble mpemnapaThl CIEAyeT XpPaHUTb B COOTBETCTBHUHM C MHCTPYKIHMSIMH CIIOHCOpa
cornacHo myHkTam 5.13.2 u 5.14.3 nacrosmux [IpaBun 1 mpuMeHUMBIMU TpeOOBAHUSIMHU.

4.6.5. UccnenoBarens OJKEH 00eCTIeUnTh, YTOOBI HCCIeAyeMble IpenapaThl ObUIM UCIIOJIb30BaHBI
TOJIKO B COOTBETCTBUU C YTBEP)KAECHHBIM ITPOTOKOJIOM.

4.6.6. UccnenoBaTesb UM YIIOJTHOMOUYEHHOE HCCIEA0BaTeNEeM (MEIUIIMHCKUM YUPEKIECHUEM) JTULO
JOJKHBI OOBSACHUTD KaXKIOMY CYOBEKTY MCCIIEIOBAHNUS MTpaBHUiIa MPUMEHEHUs UCCIIEAYeMbIX MpenapaToB
U Yepe3 MpHeMJIeMble HHTEPBaJbl BPEMEHH (B 3aBUCUMOCTH OT HCCJIECIOBAHMUS) MPOBEPSATH COOIIOACHNE
ATUX UHCTPYKIMH KaXKIAbIM CyOBEKTOM HCCIEIOBAHUS.

4.7. Pannomuzanus U packpbeITHE KOJA.

HccnenoBarens  JOMKEH  COOMIOAATh  MPEAYCMOTPEHHYIO B HCCIEJOBAaHMM  METOJAUKY
paHJIOMU3AINN, €CIH TaKOBas MUMEETCS, W OOECHEeUHTh PACKPBITHE KOJa TOJIBKO B COOTBETCTBHU C
nporokosioM. Ecnu  uccrnenoBaHue OpOBOAMTCA — CIENBIM — METOJAOM, HCCIENOBaTellb  JOJKEH
HE3aMeUINTEIFHO JOKYMEHTAIbHO O(GOPMUTh U OOBSICHUTH CIOHCOpPY JH000€ TMpexaeBpEeMEHHOE
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PacKpbITUE KOJa UCCIEyEMbIX IIPENapaToB (HapuMep, ciydaliHOE pacKpbhITHE KO/a, paCKpPbITHE KOJIA B
CBSI3U C C€PbE3HBIM HEXKEJIATEIbHBIM SBICHUEM).

4.8. lnpopmupoBaHHOE corjacue CyObeKTOB UCCIICTOBAHMUSL.

48.1. Ilpu mnomydeHMHM W JOKYMEHTAIHHOM OQOpPMICHHH HH(POPMUPOBAHHOTO COTJAcUs
UCCIIeIOBATENb JAODKEH COOM0aaTh MpUMEHUMbIe TpeOoBaHUs, MpuaepKUBaThcs Hactosmux [IpaBun u
STUYECKUX MPHUHIUIIOB, 3JI0KEHHBIX B XeNbCUHKCKOM naeknapauuun BMA. Jlo Hayama uccienoBaHus
WcceaoBaTeNb JODKEH IOJyYduTh OJ00peHue (3akimroveHue) B muchMeHHod ¢opme DCO (HOK)
MUCbMEHHOW  (GOopMbI  MH(GDOPMHUPOBAHHOTO  COTJIACHS U JPYTUX MUCBMEHHBIX  MAaTEpUaJIoOB,
MIPEIOCTABIIAEMBIX CyOBEKTaM.

4.8.2. TluceMennyo ¢opma HHPOPMUPOBAHHOTO COTJACHS M JIPYrHMe NMHCHMEHHBIE MaTepHAIbI,
IPEJOCTaBlIAeMble CyOBEKTaM, CIeAyeT JOIMOJHATh (UCHPAaBIATh) IO Mepe TMOSBICHUS HOBOM
uHpOpMaIMK, KOTOpash MOMKET OKa3aThCsl CYIIECTBEHHOW i corjacus cyObekta. JlomonHeHHbIe
(uctpaBieHHbIE) MUCbMEHHAas opMa HHPOPMHUPOBAHHOTO COTJIACHUS M APYTrUe MUCbMEHHBIE MaTepUabl,
NpeOCTaBIIsIeMble  CyOBeKTaM, JMJOJDKHBI ObITh paspemensl  (omobpensl)) DCO (HOK) mo wmx
UCNOJNb30BaHUs B HccieqoBaHuu. CyObeKT WM €ro 3aKOHHBIM NpeACTaBUTENb JOJDKEH ObITh
CBOEBPEMEHHO O3HAaKOMJIEH C HOBOM HHQopMaiueil, crnocoOHOI NOBIUATH Ha KejlaHHWe CyObeKTa
opojoiDKaTh ydyacTue B uccienoBaHuu. @Dakt mnepegaun 3To  uMHGOpMALMU  JOJKEH OBITh
JTOKYMEHTAIBHO 0(OpPMIIEH.

4.8.3. Hu HCCIICA0BaTCIb, HU APYTrU€ 3aHATBHIC B HCCICAOBAHUU JIMIA HE HNOJDKHBI NPHUHYXKIAATb
Cy6’b€KTa HJIM HCIIOJB30BATh HMHBIC HCKOPPCKTHLIC MCETO/bL BO3IIGI>10TBI/I$I C LCIBIO CKIOHUTBH €ro K
y4qacCTuro 1100 MMPOAOJIDKCHHUIO YUACTHA B UCCIICAOBAHNUU.

4.8.4. Vladopmarus, HA B yCTHOW WIM HU B NMHCBMEHHOH (popme, Kacaromiasicsi MCCIICOBAHMSI,
BKJIIOUasi MUCbMEHHYI0 (hopMy HHGOPMUPOBAHHOTO coraacus (MHPOPMAIIMOHHOTO JIMUCTKA) MalieHTa, He
JOJDKHA coiepkaTh (POPMYJIMPOBOK, MPSMO MIM KOCBEHHO CKIIOHSIOUIMX CYOBEKTa MU €ro 3aKOHHOIO
MIPEJICTAaBUTENST OTKa3aTbCcsd OT 3aKOHHBIX MpaB, a Takke (DOPMYIHPOBOK, MPSAMO MIM KOCBEHHO
OCBOOOKIAIOIMIMX MCCIIEI0BATENsl, MEAUIIMHCKOE YUPEXKACHHUE, CIIOHCOpAa WM UX MpEeACTaBUTEIEeH OT
OTBETCTBEHHOCTH 32 XaJIATHOCTb.

4.8.5. UccnenoBarens WM Ha3HAYEHHOE WM JIMIIO JOJDKHBI B MOJHOM Mepe MpOouH(OpMHUpOBATH
CyObeKTa WIH, €clii CyOBeKT He CIOCOOEH JaThb HH()OPMHUPOBAHHOE COIJIAaCHE, €ro 3aKOHHOTO
MIPEJICTaBUTENSI 000 BCEX 3HAYMMBIX aCTEKTaX MCCIEOBAHMS, B TOM YHCIIE 03HAKOMUTH ¢ WHpOpManuei
00 MccIeI0BaHNU B MUCbMEHHOHN opMe U o100peHreM (1os1oxxkuTebHbIM 3akitouenuemM) 9CO (HIK).

4.8.6. ndopmanus o0 uccieroBaHUM B YCTHasi U NMUCbMEHHOW (opme, BKIOYas MUCHbMEHHYIO
¢bopMy HH(DOPMUPOBAHHOTO COTJIACHS, TOJIKHA COAEPKAaTh KaK MOXHO MEHbIIE CHEeHaTbHbIX TEPMUHOB
1 OBITh TOHATHA CYOBEKTY WM B COOTBETCTBYIOIIMX CIIydasX €ro 3aKOHHOMY IIPEICTaBUTEIIO H
HE3aMHTEPECOBAHHOMY CBHUJIETENIO, ECIIH ITO MOTPeOyeTCs.

4.8.7. Tlepen monydenreM HHGOPMHUPOBAHHOTO COTJIACHS HCCIEAOBATEh WM HA3HAYCHHOE UM
JIMIIO JIOJDKHBI MPEIOCTaBUTh CYOBEKTY WIIM €r0 3aKOHHOMY HPEJCTABUTEINIO JIOCTaTOYHOE KOJIUYECTBO
BPEMEHH M BO3MOKHOCTb JIJIsl OJTydeHus 6ojee moapoOoHoi nHpopmanun 06 uccae10BaHuU U IPUHSITUS
peleHust 00 yJacTUU B HEM WM OTKa3e OT Takoro ydactusi. CyOBbeKT WM ero 3aKOHHBIN MpeaCcTaBUTeNb
JOJKHBI TIOJYYUTh UCUEPIIBIBAIOLINE OTBETHI HA BCE BOMPOCHI 00 MCCIIEI0BAHUU.
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4.8.8. Jlo Hauana y4yacTHsl B MCCJICIOBAaHUU CyOBEKT MIIM €r0 3aKOHHBIN MPEJCTaBUTEINb, a TAKKe
JIMIIO0, TPOBOJIMBIIEE PAa3bSICHUTEIBLHYIO Oeceny, JMOJDKHBI MOIIHMCATh U COOCTBEHHOPYYHO IaTHPOBATh
MUCHMEHHYIO (hOopMy HH(POPMHUPOBAHHOTO COTIIACHSI.

4.8.9. Ecii cyOBEKT WJIM €r0 3aKOHHBIM MPEICTaBUTENb HE CIIOCOOHBI YUTaTh, TO B TCUCHHUE BCEH
Pa3bACHUTEIBHON OeceNbl MOJKEH MPUCYTCTBOBATh HE3aWHTEPECOBAHHBINM CBHJETENb. [locie Toro kak
CyOBbEeKTy WM €ro 3aKOHHOMY IMPEACTABUTENI0 MPOUUTAIM M PA3bSICHWIN IHUCbMEHHYIO (opmy
WH()OPMHUPOBAHHOTO COTJIACHS M JPYTHE NPENOCTaBIsieMbie CYyOBEKTYy NHUCHBMEHHBIC MaTEpUAIBl H
CYyOBEKT WJIM €ro 3aKOHHBIHN MPeICTaBUTENb /1ajl YCTHOE COrjlache Ha yyacTue cyObeKTa B MCCIIEOBAHUU
M, €CIM CHOCOOEH, MOJANUCAT ¢ yKa3aHHEM JaThl MUCbMEHHYI0 (hopMy HH(OPMHUPOBAHHOTO COTJIACHS,
CBUJETENb JODKEH ee IMOANUCATh U COOCTBEHHOPYYHO MOCTaBUTH Aary. lloamuceiBas NMHUCbMEHHYIO
dbopMy MHPOPMHUPOBAHHOTO COTJIACHS, CBHJETENH MOATBEPKAACT, YTO MHPOpPMAIUs, COIACpIKAIIAICS B
yKa3aHHON ¢opMe U BceX MAPYruxX IMHCbMEHHBIX MaTepuaiax, Oblla TOYHO pa3bsCHEHa U IOHSTa
CYOBEKTOM WJIHM €ro 3aKOHHBIM IPEICTAaBUTENEM M YTO COIJIACME HA Y4acTUE B HCCIIEJOBAaHMM JAHO
CyOBEKTOM WJIM €T0 3aKOHHBIM MPEJCTaBUTENEM T00POBOILHO.

4.8.10. B xozme pa3bsCHHTENBbHOW Oecenbl, a Takke B MUCbMEHHOH (hopmMe MHPOPMHPOBAHHOTO
cornacusi (MH(GOPMALMOHHOM JIUCTKE) MAlMEHTa U APYrUX MHUCbMEHHBIX MaTepualax, IpeloCTaBIsieMbIX
CyOBEKTaM, JOJDKHO OBITh Pa3bsICHEHO CIIeTyIONIee:

HCCIICOJOBAHUEC HOCHUT 3KCHepHMeHTaHBHbIﬁ XapaKTep,
OCJIb UCCIICAOBAHNMA,

BAPUAHTHI JICUCHUS B IIPOLIECCE UCCIEAOBAHUSA U BEPOSATHOCTH CIIYYaHHOI'O PACIpPEIEICHUs B OJHY
W3 TPYIIII JICYEHUS;

MpoLeAYPHl UCCIIEOBAHUS, BKIIIOUAsi BCE MHBA3UBHBIE MPOIIETYPHI;
00513aHHOCTH CyOBEKTa;
ACTEKTHI UCCIIEIOBAHUS, KOTOPBIE HOCAT IKCIIEPUMEHTAIBHBIN XapaKTep;

OKHMJaeMble PUCK WM HEyA0OCTBa JUIsl CyObEKTa, a TakKe B COOTBETCTBYIOIIMX Clydasx Jis
SMOpHOHa, IJI0/1a WK TPYAHOTO peOeHKa;

OXXHAAacMbIC BbITOAA U (I/IJ'II/I) nonn3a. Ecimm momb3eI C M€I[I/IIII/IHCKOI71 TOYKH 3pCHUA HC
npeamnojaaracTes, To CY6’beKT JAOJIKCH OBITH ITOCTABIICH 00 3TOM B HN3BCCTHOCTD,

HHBIC, TOMHUMO MNPEAYCMOTPCHHBIX B HMCCICAOBAHWH, MPOUCAYPHI WM MCTOAbLI JICHCHHA, KOTOPLIC
MOTYT OBITh AOCTYITHBI Cy'6’beKTy, X 3HAYMMBIC ITOTCHIWAJIBHBIC BBII'OJa U (I/IJ'II/I) I10JIb34a, a TAKKE PUCK;

KOMITCHCANMs U (WIK) JISYCHHE, TOCTYITHBIE CYOBEKTY B CIydae MPUIMHEHUS Bpe/ia €ro 3J0POBBIO B
pe3yJIbTaTe y4yacTUsl B UCCIIEIOBAHUU;

IJIAaHUPYEMBIC BBITJIATEI CY6T)eKTy 3a €ro y4aCTuc€ B UCCJICAOBAHUHN, €CJIM TaAKOBBIC ITPEAYCMOTPCHBI;

IUTAHUPYEMBIE PacXoAbl CYOBEKTa, €CIIM TAaKOBBIE OXHAAIOTCS, CBSA3aHHBIE C €r0 Y4acTHEM B
HCCIICIOBAHU,
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ydacTue cyObeKTa B UCCIICJIOBAHHUH SIBIISETCS JTOOPOBOJIBHBIM, M OH MOXET OTKA3aThCS OT yJacTHS
WJTU BBIMTH M3 UCCIICIOBAHMS B JIFOOOM MOMEHT 0€3 KaKuX-TH00 CAaHKIIMK JIJ1s1 Ce0s WUIM ITOTEPH BBITOJIBI;

MoOHMUTOPBI, ayautopbl, DCO (HOK) u ymnonHomoueHHbIE OpraHbl B TOHM Mepe, B KaKOW 3TO
JIOITyCKAETCsl 3aKOHOJATEIbCTBOM T'OCYJapCTB-UJIEHOB, OYAYT UMETh MPSAMONH IOCTYN K OPUIMHAIBHBIM
MEAUIMHCKUM 3alucsiM CcyObeKkTa Juisi NpPOBEPKHM Hpoueayp M (MiIM) JaHHBIX KIMHUYECKOTO
UCCIIEIOBaHMsI, HE Hapyllas IpU 3TOM KOH(PHUIEHIMAIBHOCTH JAHHBIX CyOBEKTa, U CyOBEKT WU €ro
3aKOHHBIA MPEJCTaBUTEINb, IMOJMUCHIBAS MUCHMEHHYIO (GOpMy HH(GOPMHUPOBAHHOTO COTJIACHS, JaeT
paspelieHne Ha TaKo! A0CTYII,

3anucy, UACHTUPHUIHPYIOUIHE CyObeKkTa, OynyT COXpaHEHbl B TallHE MU MOTYT OBITh PacKpPBITHI
TOJBKO B TOH Mepe, B KaKOH 3TO MJOIYCKAaeTCsl 3aKOHOAATEeIbCTBOM TocyaapcTB-wieHOB. [Ipu
nyOJIMKAalUU pe3yabTaToOB HCCIEI0BaHNS KOH(PHICHIIMATBHOCTD JJAHHBIX CyOBeKTa Oy/IeT COXpaHEeHa,;

CyOBEKT WM €ro 3aKOHHBIH MpEICTaBUTENb OyAeT CBOEBPEMEHHO O3HAKOMIIEH C HOBOM
nH(popManuei, criocoOOHOM MOBJIHATH HA KeJlaHUEe CYObEKTa MPOJI0JKATh YIaCTHE B UCCIICIOBAHHH;

Juna, K KOTOPbBIM MOXKHO O6paTI/ITBC$I AJId TIOJTyYCHUA JOTIOJIHUTEIILHOM I/IHCI)OpMaI_II/II/I 00
HCCIICOAOBAaHMU U IIpaBax CY6T)€KTOB HCCIICAOBAHUA, a TAKXKC B ClIydac HNPUYMHCHHA Bpcaa 3A0pPOBbLIO
CY6’LCKTa B pE3YJIbTATC €TI0 Y4aCTH B UCCIICAOBAHNN,

BO3MOYHBIE OOCTOSATENHCTBA U (MJIM) MPUYMHBL, IO KOTOPBIM y4acTHe CyObEeKTa B MCCIECIOBAaHUU
MOJKET OBITh MPEKPALIECHO;

npeamnogaracMas JJIMTCIbHOCTD YUaCTHA Cy6’[)eKTa B HUCCJICAOBAaHNN,
HpI/I6JII/13HTeJIBHOC KOJINYCCTBO CY6’L€KTOB, KOTOPBIX INPECAITIOIaracTCAa BKIIOYNUTh B UCCIICAOBAHUC.

4.8.11. [lepen BKIIIOUEHHEM B HCCIICIOBAHUE CYOBEKT WM €0 3aKOHHBIN MPEICTaBUTENb JTOJKHBI
MOJIYYUTh TOAMUCAHHBIA C YKa3aHMEeM JIaThl SK3EMIULSIp MUChMEHHOW (QopMbl HH(DOPMHPOBAHHOTO
corjacusi U Jpyrue mpeiocTaBisieMble CyObeKTaM MUCbMEHHBIE MaTepuaibl. Bo Bpems yuactus cyObekTa
B HCCIEIOBaHWU CYOBEKT WM €ro 3aKOHHBIM NPEACTaBUTENb JOJDKEH MOoNy4YaTh MOJIMUCAHHBIE C
YKa3aHUEM JaThl IK3EMIUIPBI BCEX IMOCIEAYIOMUX peaakiuuii GopmMbl HHPOPMUPOBAHHOTO COTJIACHUS U
KOIUU BCEX MOMPABOK K JPYTUM MUCbMEHHBIM MaTepHaliaM, MpeAoCTaBIsIeMbIM CyOBEKTaM.

4.8.12. Ecin B KIMHUYECKOM HCCIEJOBAaHUM YYacTBYIOT CYOBEKTHI, KOTOpPbIE MOTYT OBIThH
BKJIFOYEHBI B UCCIIEIOBaHME TOJIBKO Ha OCHOBAaHMHU COTJIACHsI MX 3aKOHHBIX IpeicTaBuTenell (Hampumep,
HECOBEpUICHHOJETHHE, NAalMeHThl C  BBIPAXKEHHBIM cilladoymMueM), CyOBEKT JOJKEH  ObITh
npouH(GOPMHUPOBaH 00 HCCIETOBAaHUM B COOTBETCTBHHU C €r0 CIIOCOOHOCTBIO MOHATH 3TY HH(OPMAIHUIO U,
ecii CyOBeKT B COCTOSHHHM, OH JOJDKEH IIOANUCATh C YyKa3aHWeM JaThl IMUCBMEHHYIO (opMy
MH(GOPMHUPOBAHHOTO COTJIACHS.

4.8.13. Kpome ciryuaeB, onmucaHHbIX B myHKTe 4.8.14 Hactosmmx [IpaBui, B mWcciemoBaHue, HE
CBSI3aHHOE C JIEYEHHEM (T.€. HMCCIIEJOBaHME, B KOTOPOM HE IIPENIoJaracTcs HENOCPEACTBEHHOH, ¢
MEIUIIMHCKOW TOUKH 3pEHUs, TIOJIb3bI 111 CYObEKTa), MOT'YT OBITh BKJIFOUEHBI TOJIBKO CYOBEKThI, KOTOphIE
JUYHO JAIOT CBOE corjacue W COOCTBEHHOPYYHO MOJMMCHIBAIOT M JATHPYIOT NMHUCBMEHHYIO (GopMy
MH(OPMHUPOBAHHOT'O COTJIACHS.
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4.8.14. B uccnenoBaHusi, He CBSI3aHHBIE C JICYCHUEM, CYOBEKThI MOT'YT OBITh BKIIIOUEHBI C COTJIACHS
UX 3aKOHHBIX MIPEACTaBUTEIICH MTPU COOIIOICHUHN CIIETYIOIINX YCIOBUIA:

oejii UCCJICAOBAHUA HE MOI'YT OBITH AOCTUTHYTBI TOCPEACTBOM HCCICAOBAHHUA C Y4YaCTUCM
CY6BCKTOB, KOTOPBIE MOT'YT AaTh CBOC COIJIACHEC JIMYHO,

OKU/IaEMBIN PUCK IJIs1 CYObEKTOB HE3HAUUTEIICH;
HEraTUBHOE BO3JIEHICTBHE Ha 3/I0pPOBbE CyObEKTA CBEIEHO K MUHUMYMY U HE3HAYUTEIbHO;
HCCIIEJOBAHKE HE 3aIIPEIIECHO 3aKOHOAATEIbCTBOM;

JUISE  BKJIFOYCHHS TaKuX CYOBEKTOB JIOJDKHO OBITh 3alpOIICHO CICHHAIBLHOE 0JI00peHHE
(3aximouenne) CO (HOK), yunTsiBaromiee 3TOT aclekT.

[TonoOuble uccnenoBaHus (3a MCKIIOUYEHHEM OOOCHOBAaHHBIX CIIy4aeB) JOJDKHBI MPOBOJUTHCS C
y4acTHEM MallMEeHTOB, UMEIONIUX 3a0ojieBaHue, IS JICYCHUS KOTOPOTro MpeJaHA3HAUEH HCCIeIyeMBbIi
npernapaT. CyObeKTbl B TaKMX HCCIEIOBAHUSAX JOJDKHBI HAXOAUTHCA TMOJA 0C000 TIHIATEThHBIM
HAOJIIOJICHUEM, U WX y4YacTHE JOJDKHO OBITH MPEKPAIICHO, €CJIM €CTh OCHOBAHHS I0JIaraTh, YTO OHH
HCIBITHIBAIOT YPE3MEPHBINA AUCKOMQOPT.

4.8.15. Ilpu HEOTIOXHBIX COCTOSHHUSX, KOTJA /O BKJIIOYEHHS B HCCIEIOBAHHUE HEBO3MOXKHO
MOJIYYUTh COTJIACHE CaMOro CyObEKTa, OHO JIOJDKHO OBITh 3aIlPOIICHO Yy €ro 3aKOHHOTO IPEACTaBUTEII,
€CITM TaKOBOHM mpuCyTcTByeT. Eciim mpeaBapuTenbHOE COTJIACHE CaMOro CyOBbeKTa HEBO3MOXKHO H
OTCYTCTBYET €r0 3aKOHHBIW MPEICTABUTENb, JUIS BKIIOYCHUS CyObEKTa B MCCICIOBAHHUE JOJDKHBI OBITH
OPEINPUHATHl TPEAYCMOTPEHHBIE MPOTOKOJIOM H (WJIM) JAPYTMMH JOKYMEHTaMH M pa3pelieHHbIE
(omo6pennnie) DCO (HOK) mepsl, HampaBiieHHbIE Ha 3aIIUTy MpaB, OC30MacHOCTH U OIAromnoxyyus
CyObeKTa, a Takke 00eCHeurBaIOUINe COOTBETCTBHE NMPUMEHHMBIM TpeOoBaHUsAM. CyObEKT WM €ro
3aKOHHBIM TpeACTaBUTENb JOJDKHBI OBbITh B KpaTyailliie CpPOKM IOCTaBJIE€Hbl B H3BECTHOCTh 00
WCCIIIOBAaHNH, U Y HUX JIOJDKHO OBITH 3aIpOIIEHO COTJIACHE Ha MPOJODKEHUE yJacTusl B HCCIIEJOBAHNUH,
a TakXe JIpyroe coriacue, B COOTBETCTBUU ¢ MyHKTOM 4.8.10 HacTosimux [TpaBu.

4.9. lokyMeHTaIsl ¥ OTYETHOCTb.

4.9.1. UccnenoBaTenb [OJKEH O0eCHeUnMBaTh MPABHIBHOCTb, IIOJHOTY, pa300puuBOCTb H
CBOEBPEMEHHOCTh TPEAOCTABICHUS CIOHCOPY JaHHbIX, coaepxkammxcsi B MPK u Bo Bcex TpeOyembIx
oTYeTax.

4.9.2. Nanusie, conepxamuecss B UPK, nomkHbl cOOTBETCTBOBaTh NMEPBUYHOM JTOKYMEHTALMHU, U3
KOTOPOW OHU TIEPEHECEHBI, UMEIOIINUECS PACXOXKIEHHUS TOJDKHBI OBITh 0OBSICHEHBI.

4.9.3. JIro6ble u3menenus wiau ucnpasieHuss B UPK nomkHbel ObIT MOANMCAHBI, JaTHPOBAHBI,
00BsICHEHB! (ITPU HEOOXOAMMOCTH) M HE JIOJDKHBI CKPBIBATh MEPBOHAYAIBHYIO 3alHCh (TO €CTh JOJKEH
OBITh COXpaHEH "MOKYMEHTaJbHBIN cien"). DTO OTHOCUTCA K M3MEHEHHSM WM HMCIpaBICHHUSIM Kak Ha
OyMaXHBIX, TaK W DJJEKTPOHHBIX HOCUTENSX (B COOTBETCTBMM C MOANYHKTOM "o" myHkra 5.18.4
Hacrosmux [IpaBmi). CrioHCOp MOMKEH MPEJOCTaBUTh MCCIENOBATENSIM M (MJIM) UX YIMOTHOMOYEHHBIM
MIPEJICTaBUTENSIM MHCTPYKLIHIO O MOpsiike ohopMiIeHHs] Takux HcrpaBieHuil. CIIOHCOp TOJKEH MMETh
IIMCbMEHHBIE NPOLIEYPHl, IPEAYCMATPUBAIOIINE, YTO U3MEHEHHs Wiu ucnpasieHus B MIPK, BHocumble
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Cro yrnoJIHOMO4YCHHBIMU NPCACTABUTCIIAMU, JOKYMCHTAJIbHO O(bOpMJISIIOTCSI, SABJIAIOTCA H€O6XOI[I/IMBIMI/I u
O,I[O6p5IIOTC${ HUCCICIOBATCIIEM. HCCJ’IGI[OBaTeJ'IB JOJDKCH XpPAaHHUTb 3alliCHu 00 3THX H3MEHEHHUAX U
HCIIPABJICHUAX.

4.9.4. Uccnenoatenb (MEAULMHCKOE YUYPEXKICHHE) JOHKEH BECTH JOKYMEHTAIMI0 IIO0
MCCJICIOBAHHUIO COTJIACHO TOJpa3zenly 8 HacTosmero paszaena I[IpaBui U MpUMEHHMBIM TPEOOBAHHSIM.
HccnenoBatens (MEIUIIMHCKOE YUPEKICHHUE) TOJDKEH MPUHUMATh MEPbI, IPEeI0TBpallaloIInue ciiydaiHoe
WJTU TIPEKIEBPEMEHHOE YHUUTOXKEHUE ITUX IOKYMEHTOB.

4.9.5. OCHOBHBIE IOKYMEHTHI JIOJKHBI XPAaHUTHCS HE MEHEE 2 JIET MOCJIe YTBEPKIACHUS MOCIIEeIHEH
3asBKM Ha PETHCTpAllMIO IMpernapaTta B rocyJapcTBe-wieHEe U J0 TeX IMOp, IMOKa HU OJHA U3 3asiBOK HE
OyIeT HaXOAUThCS Ha PACCMOTPEHHMHM W HE OyJeT IUTaHMPOBATHCS HOBBIX 3asiBOK, WJIM HE MeHee 2 JIeT
nocie Oo(UIMAaTBPHOTO TPEKPAIISHUS KIMHUYECKOW pa3paboTKu HCCIeayeMoro Impemnapara. OTH
JOKYMEHTBI JIOJDKHBI XpaHHUTbCS Ooyiee UIMTENbHBIM CPOK B Cily4ae, €ClId ATO MPEAyCMOTPEHO
MIPUMEHUMBIMU TPEOOBAHUSIMU WJIM JJOTOBOPOM CO CIIOHCOPOM. OTBETCTBEHHOCTHIO CIIOHCOpPA SIBIISETCA
uH(OpPMHUpOBAHHE UCCIeqoBaTeNsl (MEIUIUHCKOTO YYpPeXACHHUS) OO0 HCTEUECHUH CpOKa XPaHECHUS
JOKYMEHTAIMH (B COOTBETCTBUU C IyHKTOM 5.5.12 Hacrosiuux IlpaBun).

4.9.6. DuHaHCOBBIC AaCHEKThl HCCIEAOBAaHUS JOJKHBI OBITH OTPAXKEHbI B JOTOBOPE MEXIY
CIIOHCOPOM M HCCJIe/IOBaTEIEM (MEAUIIMHCKUM YUPEKICHUEM).

Koncynprantllimtoc: npumedanue.
Hywmepatust myHKTOB JaHa B COOTBETCTBHH C O(DUIIMAIBHBIM TEKCTOM JTOKYMEHTA.

4.9.8. TIlo 3ampocy w™onHuTOpa, ayautopa, OCO (HOK) wnum ymomHOMO4YeHHOro opraHa
uccaeaoBarenb (MEAUIIMHCKOE YUYPEKIEHUE) TOJDKEH OOeCIeYUTh MPAMON JOCTYN KO BCEM 3aIlUCAM,
OTHOCSILIUMCSI K UCCJIEIOBAHMUIO.

4.10. OT4ueTHI 0 XO4€ UCCIETOBAHHU.

4.10.1. Uccnenosatens gomxeH npeactaBisith ICO (HOK) kpaTkue muchMEHHBIE OTYETHI O XOJE
MCCIIeTOBAHMS €KEroHO WK Yaile, eciii 3Toro Tpedyer 3CO (HOK).

4.10.2. UccnenoBaTenpb JI0KEH HE3aMEIUTENLHO MPEIOCTABIIATh MMCbMEHHbBIE OTUEThI CIIOHCOPY,
3CO (H3K) (B coorBercTBUM ¢ myHKTOM 3.3.8 Hactosummx [IpaBui) M, B COOTBETCTBYIOIIMX CIIydasix
OpraHM3alMM O JIIOObIX U3MEHEHUSX, CYIIECTBEHHO BIUSIOLIUX Ha MPOBEICHUE MCCIEIOBaHUS U (WUJIN)
YBEITMYMBAIOLINX PUCK JJIs1 CyOBEKTOB.

4.11. IlpeacraBnenne nHdGoOpMaIK 1Mo 6€30MaCHOCTH.

4.11.1. O6Go Bcex cepbe3HbIX HexenatenbHbIX sBIeHUSIX (CHS) HeoOxonuMo HeMmeaneHHO
coo0mare croHcopy, 3a uckiatoueHueM tex CHSI, koTopble B MpOTOKOJE WIM B JPYroM JOKYMEHTE
(Hanpumep, B OpoIIope MCCIeoBaTeNsl) OMpeIesieHbl KaKk He TPEOYIoIne CPOYHOT0 PEOPTHPOBAHUSI.
[Tocne mepBUYHOrO CPOYHOIO COOOIIEHHSI HEOOXOIUMO B KpaTdalIIMe CPOKU IMPEICTaBUTh MOAPOOHOE
MUChbMEHHOE cooOImIeHue. [IepBUUHBIN U MOCIIEAYIONIHE OTYETHl JOKHBI WICHTHPHUIIMPOBATH CYyOHEKTOB
UCCIIEIOBAHMSI TI0 MPUCBOCHHBIM MM YHHMKAJIbHBIM KOJaM, a HE M0 UMEHaM CyOBEKTOB, NMEPCOHATIBHBIM
UICHTU(PUKAIIMOHHBIM HoMepaM U (wiau) aapecaM. MccnemoBarenb JOMDKEH Takke COOIIOIATh
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npUMeHUMbIe TpeboBaHus u TpeboBanus npuiokeHuss N 11 k nacrosmmm [IpaBunam, omnpexpenstomue
HOPSIIOK  TIPE/ICTABICHUST COOOIIEHHH O HENpEeIBUACHHBIX CEPbE3HBIX HEXKETATEIbHBIX pPeaKIHsIX
ynojaHoMo4eHHbIM opradam 1 9CO (HOK).

4.11.2. O60 Bcex HEXeNaTEIbHBIX SBICHUAX U (WJIM) OTKJIOHEHUSX JabOpaTOpPHBIX MOKazareien oT
HOPMBI, OTIPEICIICHHBIX TPOTOKOJIOM B KaUECTBE KPUTHUYECKUX ISl OIEHKU OE30MacHOCTH, HEOOXOIMMO
COO0OIIaTh CIIOHCOPY B COOTBETCTBUU C TPEOOBAHUSAMHU K MPEACTABICHUIO COOOIICHUIM O HEeKeIaTeNbHbIX
SIBJICHUSIX B CPOKU, OIIPEJICTICHHBIE CIIOHCOPOM B IMPOTOKOJIE.

4.11.3. Tlpu cooOmeHHsIXx O CMEpPTH HCCIeAOBaTellb 005f3aH TI0 3alpocy CIIOHCOpa,
ynonHomodyeHHoro oprana u DCO (HOK) mpemocraBuTh mMH00YI0 JOMOJHUTENBHYI WH(DOPMAIIHIO
(Hampumep, TPOTOKOJ BCKPBITUS U IOCMEPTHBIH MUKPU3).

4.12. [IpexxneBpeMeHHOE IPEKpaICHIE WU MPUOCTAHOBKA UCCIIEIOBAHUS.

Ecnu 1o kakod-mmb0 TpUYMHE  HUCCICAOBAaHHE MPEKICBPEMEHHO  NPEKpAIIEHO WM
NPUOCTAHOBIICHO,  HCCIENOBATEeNb  (MEAMIMHCKOE  YYPEXKICHHE)  JODKEH  He3aMeTUTEIbHO
MH(POPMHUPOBATH CYOBEKTOB MCCIIEOBAHUS, 00ECIIEYUTh UM COOTBETCTBYIOIIME JICUEHUE U HaOIIOIeHHe
U, €CIM IPEeAyCMOTPEHO NMPUMEHUMBIMH TPeOOBAaHHSAMH, WH()OPMHUPOBATH YIOJHOMOYEHHBIC OPTaHbI.
Kpowme Toro:

4.12.1. Ecnu uccnenoBarenb NPEXICBPEMEHHO MTPEKpaIaeT WK MPHOCTAHABIMBACT UCCIICAOBAHKE
0e3 MMpeBapUTEIBHOTO COTIIACHS CIIOHCOPA, OH JIOJDKEH COOOLTUTH 00 3TOM MEIUIIMHCKOMY YUPEKICHUIO
(ecnmu TPUMEHMMO) M HCCIIENOBaTellb (MEIMIMHCKOE YYPSKIACHUE) JODKEH HEe3aMeUIUTEIIbHO
npouHpopmupoBath 00 3ToM crorcopa u ICO (HOK) m mpemocraButh crioncopy u OCO (HIK)
MoJIPOOHOE OOBSICHEHUE TPUYHHBI TPUOCTAHOBKH WIIM TPEKPAIICHUS HCCIEAOBAaHMS B MHCbMEHHOU

dopme.

4.12.2. Ecin cnoHcop HpeKpamaer Wid NPUOCTaHABIMBAET MCCIEJOBaHUE (B COOTBETCTBHM C
nyHkToM 5.21 Hactosimux IlpaBui), uccnepoBarenb AOKEH HE3aMEUIMTEIBbHO COOOLIUTH 00 3TOM
MEIULUHCKOMY YUPEXKICHHIO, I7I€ TPUMEHUMO, M UCCIIE0BaTeNlb (MEIUIIMHCKOE YUPEXKICHHE) JO0JKEH
He3amemuTensHo poun@opmupoBats 00 3Tom ICO (HOK) u mpenoctaButes 3CO (HOK) moapobuoe
MUCbMEHHOE O0BSICHEHUE TPUUMHBI IPUOCTAHOBKU MM MPEKPAILEHHsI UCCIIEJOBAHUS.

4.12.3. Eciu OCO (H3K) oxoHuaTeNbHO WM BPEMEHHO OT3BIBAECT OJOOpEHHE (3aKIIOUEHHE) Ha
nmpoBeJeHNEe wuccaenoBanus (B coorBerctBuM ¢ nyHkTamu 3.1.2 u 3.3.9 nactosmmux I[Ipasun),
WCCIIEIOBATENh JIOJDKEH COOOHMMTh 00 3TOM MEAMIIMHCKOMY YYPEXKICHHIO (€Cli TPUMEHHMO) U
uccienoBarens (MEAUIIMHCKOE YUpeXIeHHEe) IOHKeH He3aMeIUTENbHO MPOMH(DOPMUPOBATH 00 ITOM
CIIOHCOpAa ¥ TMPEAOCTaBUTH CIIOHCOPY TOAPOOHOE OOBSCHEHHE TMPUYUHBI TPUOCTAHOBKU WU
MIpEeKpalleHus UCCIe0BaHUs B MUCbMEHHOM hopme.

4.13. UTOroBBIN OTYET UCCIEAOBATEI.

[Tpr HEOOXOAMMOCTH IO 3aBEPIIEHUH HCCIEIOBAHUS MCCIEN0BATENb JTOJKEH COOOIUTh 00 3TOM
MEAUIMHCKOMY YUPEXKJIECHUIO; UCCIEA0BaTENb (MEAUIIMHCKOE YUPEXKIEHUE) AODKEH npeaoctaBute 2CO
(HOK) kpatkuii oTuet 06 uTorax McciaeoBaHus, a yIIOJTHOMOUYEHHBIM OpraHaM - Bce TpeOyeMble OTUEThI
(B TOM 4McIIe B BUJE COOOILIECHMUS).
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5. Cnoncop

5.1. ObecnieueHne KayecTBa ¥ KOHTPOJIb Ka4eCTBa.

5.1.1. CrioHCcOp OTBEYaeT 3a BHEAPEHUE U MOJJepKAHUE CUCTEM O0ECIIeUeHUsl U KOHTPOJIS KauecTBa
¢ COIl, npunsTeiMA B (hOpME MUCHMEHHOTO IOKYMEHTAa, KOTOPbIE MMEIOT CBOCH IIENbI0 O0ECIEeUUTh
MIPOBEJICHUE MCCIEAOBAaHUS, COOp, PEruCTpalyi0 W MPEJICTaBICHHE JTaHHBIX B COOTBETCTBHH C
MIPOTOKOJIOM, HacTosIuMu [IpaBuiiaMu M MpUMEHUMBIMH TPEOOBAHUSMHU.

Koncynprantllintoc: npumeydanue.
B odunmansHOM TEKCTE JOKYMEHTa, BUAMMO, JOMYIICHA OleYaTKa: UMeeTcsl B BUAy MyHKT 1.49, a He
nyHKT 1.48.

5.1.2. CrioHCcOp oTBeUaeT 3a 00eCIeUeHNe COracksi BCEX BOBJIEUEHHBIX CTOPOH Ha MPEAOCTaBICHUE
OpsSIMOTO JIOCTYNa (B COOTBETCTBHM ¢ ITyHKTOM 1.48 Hactosmmmu IlpaBui) Bo Bce ydyacTBYMOLIHME B
HCCICAOBAaHMMU ULCHTPLI, KO BCEM ICPBUYHBIM OJaHHBIM (I[OKYMGHTaM) n O0T4YC€TaM B LCIAX HX
MOHUTOpUHIa M ayJuTa CIIOHCOPOM, a TaKKe€ HMHCHEKIMM HAIUOHAIBHBIMH W HHOCTPAaHHBIMU
YIOOJIHOMOYCHHBIMU OpraHaMHu.

5.1.3. KoHTposb KauecTBa cilellyeT OCYLIECTBIATh Ha BCEX ATanax pabOoThl ¢ JaHHBIMH, YTOObBI
00eCcTIeYnTh UX JOCTOBEPHOCTH U MPABMIIBHOCTH 00Pa0OTKH.

5.1.4. JloroBopbl MEXay CIIOHCOPOM U HCCIIeioBaTeNeM (MEIUIMHCKUM YUPEXKAECHUEM) WIH JIF000H
Jpyroil y4acTBYIOIIEH B MCCIEI0BaHUN CTOPOHOMN JIOJIKHBI OBITH COCTABJIEHBI B MMCbMEHHOHN (popMe Kak
4acTh MPOTOKOJIA UM B KAYECTBE CAMOCTOSITENIbHBIX JOKYMEHTOB.

5.2. KOHTpaKTHaH HCCIICAO0BATCIILCKAA OpraHru3alus.

5.2.1. CrioHCOp MO’KET NOJHOCTHIO WJIM YACTUYHO MEpeAaTh 00513aHHOCTU U (DYHKIIMHU, CBA3aHHbBIE C
IIPOBEJICHUEM HCCIIEI0OBAaHUS, KOHTPAKTHON MCCIIEN0BATENIBCKONW OPraHNU3allii, OJHAKO OTBETCTBEHHOCTD
3a KauyeCTBO U IOJHOTY IIOJYYEHHBIX B XOJI€ HCCJIEIOBaHUS JaHHBIX MPU STOM HECET CIOHCOD.
KonTpakTHast uccienoBarenbckas OpraHU3alMsl JOJDKHA OCYLIECTBISATh MEphl MO 00ECHeueHHIo U
KOHTPOJIKO Ka4eCcTBa.

5.2.2. Tlepemaua KOHTPAKTHOM HCCIENOBATENIbCKOW OpraHM3alMd JIIOOBIX CBS3aHHBIX C
HCCIIEIOBAHUEM O0S3aHHOCTEHN M (PYHKITUH JOJKHA OBITh JOKYMEHTAIBHO 0(OpMIICHA.

5.2.3. Bce cBs3aHHBIE C HCCICIOBAaHUCM 00513aHHOCTH U q)YHKI_II/II/I, HE NICPCAAaHHLBIC KOHTpaKTHOﬁ
HCCIIeI0BaTEIbCKOM opraHusanyu, OCTar0TCA B KOMIICTCHIUH CIIOHCOPA.

5.2.4. BCC, 4TO B HACTOAIIMUX HpaBI/IJ'IaX Kacac€TCd CIIOHCOpA, TAKIKEC IMPUMCHHUMO K KOHTpElKTHOfI
HCCIIeI0BATEIbCKOM OopraHu3alv B TOM MEpPE, B KOTOpOI\/II KOHTpaKTHas UCCICIOBATCIIbCKAasA OpraHu3anus
INPpUHHUMACT Ha ce0s1 0053aHHOCTH U (I)YHKL[I/II/I CIIOHCOpa Mo NpPOBCACHUIO UCCIICAOBAHUA.

5.3. MeauuuHcKas 3KCIepTh3a.

CrnoHCOp AOMKEH HA3HAYWTHh OO0JaJaroIINil COOTBETCTBYIOIMICH MEIMITMHCKON KBadupUKaIei
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rnepcoHal, KOTOpHﬁ JOJIDKCH OBITh BCCraa AOCTYIICH [JIs1 PCIICHHA CBA3AHHBIX C HMCCICAOBAHUCM
BOIIPOCOB MCAUIMHCKOI'O XapaKTepa. HpI/I HeO6XOI[I/IMOCTI/I JIIA 3TOH eJaIn MOryrT OBITh IIPUBJICYCHDbI
BHCIIHUC KOHCYJIbTAHTHI.

5.4. Jluzaiin uccie0BaHusl.

5.4.1. CnoHcop HOJKEH MpHUBJIEKaTh KBATM(PHUIMPOBAHHBIX JUI] (HarpUMmep, OWOCTATHCTUKOB,
KIIMHUYECKNX (hapMaKoJIOroB, Bpaueil) Ha BCEX 3Tamax UCCICIOBAaHUS - OT pa3paboTku mportokoina, MPK
Y IUTaHa CTAaTUCTUYECKOTO aHaju3a J0 MOJArOTOBKU MPOMEXYTOUYHOTO U (PUHAIBHOTO OTYETOB.

5.4.2. CioHCOp IOIDKEH YYUTHIBATh TPEOOBAHUS MOIpa3iena 6 HaCTOALIETO pa3zesia v MPHI0KEHHS
N 11 x mactosimum [IpaBumam.

5.5. MeHemKMeHT ucclieJoBanus, paboTa ¢ JaHHBIMU U BeJIeHUE JOKYMEHTAIIHH.

5.5.1. CnoHcop 00s3aH TpUBJIEKATh OOJIATAIONINX COOTBETCTBYIOUICH KBanM(UKanued JuI ams
O0IIETO PYKOBOJCTBA HCCIENOBaHHEM, paOOThl C JaHHBIMH, BepH(HUKAIUH ITaHHBIX, IPOBEACHUS
CTaTHCTHYECKOT0 aHAIN3a U IIOATOTOBKU OTYETOB 00 MCCIIEIOBAaHHH.

5.5.2. CnoHcop MOXET MNpUHATH pemeHue o0 00pa3oBaHUM HE3aBUCUMOIO KOMHUTETa IO
MOHUTOPUHTY JaHHbIX (nanee - HKM/I) mist paccMoTpeHus X0/1a KIIMHUYECKOIO NCCIIEeI0BaHMs, BKIIOYast
paccMOTpeHMEe JaHHBIX IO 0€30IaCHOCTH M OCHOBHBIX Hapamerpax 3((EeKTUBHOCTH, a TaKxke I
BBIPA0OTKM PEKOMEHJANNI CIIOHCOPY O I€JI€CO00Pa3HOCTH MPOJOIDKEHNUS, IPEKPAIIEHUS NCCIIeIOBAHMS
wii BHeceHuss B Hero u3MmeHeHuil. HKM/JI nomkeH uMeTs onepaunuMoOHHbIE Npoueaypbl B (opme
IIACBMEHHBIX JOKYMEHTOB U BECTH 3aIIMCH BCEX CBOMX 3aCEAaHUM.

5.5.3. Ilpu ucronb30BaHUU SJEKTPOHHBIX CHUCTEM JUIsl paOOThI C JaHHBIMH HCCIEAOBAHUA U (WIJIH)
AJIEKTPOHHBIX CUCTEM YJAJICHHOTO JIOCTYIA K JAaHHBIM CIIOHCOP JTOJKEH:

00ecrneynTh U JT0OKyMEHTAIbHO OOPMUTH COOTBETCTBHE CHUCTEM AJIEKTPOHHON 0O0pabOTKU JaHHBIX
YCTQHOBJICHHBIM CIIOHCOPOM TPEOOBAaHUSAM K TIOJTHOTE, TOYHOCTH W HAJCKHOCTH JAaHHBIX, a TaKKe
CTaOMIIBHOCTB JIOCTHXKEHHUS TpeOyeMOoro pesybraTa (BaJIuAaluio);

nMeTh COII Mo MCIoIb30BaHUIO ATHX CHCTEM;

obecreunTh paboTy CHUCTEM TakuM 00pazoM, 4TOOBI MOKHO OBLIO M3MEHSTH JaHHBIC U MPU STOM
BHOCHMBIE U3MEHEHUS OBbLITN OBl 33/I0OKyMEHTHUPOBAHEI, 4 paHee BBEJCHHBIC JIaHHbBIE HE OBLITU OBl yIaJICHBI
(To ecTh UMeJcs "AOKYMEHTaNbHbIN crex');

HMETH CUCTEMY 3alllUThI, IPCIOTBpalllatOIIyIO HCC&HKHI/IOHI/IpOBaHHBII\/’I JOCTYII K JaHHBIM,

OIPEAEIIUTD NEPEUEHB JIL], HAJIEJICHHBIX IPABOM BHOCUTH U3MEHEHUS B JaHHBIE (B COOTBETCTBUU C
nyakTamu 4.1.5 u 4.9.3 Hactosimux [IpaBun);

obecneynBaTh AACKBATHOC PE3CPBHOC KOIMMMPOBAHUEC JAHHBIX;

COXpaHSTh MACKHPOBKY B MICCIICIOBAHHSAX, IIPOBOIUMBIX CIIETIBIM METOJIOM (COXPaHSATh MACKHPOBKY
IIpU BBOJIE U 00pabOTKE TaHHBIX).
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5.5.4. Ecnu B mporecce oOpabOTKH JaHHBIE TPAaHCPOPMHUPYIOTCS, BCETIa IOJDKHA CYIIECTBOBATH
BO3MOXKHOCTh CPaBHEHHSI HCXOIHBIX JTAHHBIX C 00pabOTaHHBIMH.

5.5.5. CrHoHCOp MAOJDKEH WCIOJIb30BaTh YHUKAIBHBIM HIECHTHU()UKALMOHHBIA KOJ CyObekTa (B
cooTBeTcTBUH ¢ MyHKTOM 1.11 Hactosimmx [IpaBnin) mo3Bomsromuii HASHTH(UIUPOBATh BCE JaHHBIE MO
KOKIOMY CYOBEKTY.

5.5.6. CHOHCOp HUJIKW APpYrue€ BJIAACIbIBI JaHHBIX JOJKHBI XPAaHHUTh BCE OTHOCAIIUECA K CIIOHCOPY
OCHOBHBIC JOKYMCHTBI IO UCCIICAOBAaHUIO (B COOTBCTCTBHHU C TOAPA3ACIIOM 8 HaCcTOAIICTO pa3;leﬂa).

5.5.7. CnoHcOp MOJDKEH XpaHWUTh BCE OTHOCSAIIMECS K HEMY OCHOBHBIC JIOKYMEHTHI IIO
HCCJICIOBAaHUIO B COOTBETCTBHH C TIPUMEHUMBIMH TPEOOBAHUSIMH 3aKOHOIATEIILCTBA TOCYAAPCTB-YWICHOB,
B KOTOPBIX IIpemnapar 0J00peH u (WiIu) B KOTOPBIE CIIOHCOP COOMpPAETCsl OOpaTUTHCS 32 OA00PECHUEM.

5.5.8. Ecnu cioHcop nmpekpalaeT KIMHUYECKYI0 pa3padoTKy MCClIelyeMoro rnpenapara (1o oJHOMYy
WIM BCEM IIOKAa3aHUSAM, IIyTSAM BBEICHHS, JICKAPCTBEHHBIM (opmMaM), OH MJOJDKEH XpaHHUTh BCE
OTHOCSIINECS K CIIOHCOPY OCHOBHBIE JOKYMEHTHI IO MCCIIEJIOBAHUIO B TEUCHHUE 110 KpaiftHel mepe 2 JieT ¢
MOMEHTa OQUIMATBHOTO TIPEKpalieHuss pa3pabOTKW WIM B COOTBETCTBHM C INPHUMEHHMBIMHU
TpeOOBaHUSMU.

5.5.9. Ecnu cnioHCcOp mpekpaiaeT KIMHUYECKYI0 pa3paboTKy HUCCcleayeMOoro npenapara, OH J0KEH
coOOmuUT, 00 3TOM BCEM YYAaCTBYIONIUM B HKCCICIOBAHWW HCCICAOBATEIAM  (MEIUITUHCKAM
YUPEKICHUSIM) U YIIOJTHOMOYEHHBIM OpraHam.

5.5.10. Ilepemaua mpaB COOCTBEHHOCTH Ha JaHHBIE JOJDKHA OBITH JIOBEIEHA 10 CBEICHUS
YIIOJIHOMOYEHHBIX OPTaHOB B COOTBETCTBHH C IIPUMEHUMBIMU TPEOOBAHUSIMH.

5.5.11. OTHoOCsI1IKECS K CIOHCOPY OCHOBHBIE JJOKYMEHTHI JOJIKHBI XPaHUTHCS HE MEHee 2 JIET Moclie
YTBEP)KICHUS MOCIEeTHEeH 3asBKM HA PETUCTPALMIO Mperapara B rocy1apcTBe-ujaeHe U 0 TeX Mop, MoKa
HU OJIHA U3 3asBOK HE Oy/eT HaXOIUTHhCS HAa PACCMOTPEHHH W HE OYyAeT IUIaHUPOBATHCS HOBBIX 3asBOK,
WINA HEe MeHee 2 JIeT nocie o(hUIHaTIbHOrO MPEeKpaIleHus: KITMHUYECKO! (ha3bl pa3pabOTKH HCCIeyeMOoro
npenapara. OTH JOKYMEHTHI JOJDKHBI XPaHUTbCS Oojee UIMTENbHBIM CPOK B CiIydae, €CIH 3TO
IPEyCMOTPEHO MPUMEHUMBIMU TPEOOBaHUSAMHU MIIM HEOOXOMMO CIIOHCODY.

5.5.12. CnoHcop nomkeH B MUCbMEHHOH (opMe nH(OpMHpPOBATh HCCiIeAoBaTeNeH (MEIUIUHCKIE
YUPEXIEHUS) 0 HEOOXOIUMOCTH XPaHEHHsI CBS3aHHBIX C MCCIIEJOBAaHUEM 3alMcel, a TakkKe MUChbMEHHO
HU3BECTUTH UX, KaK TOJIBKO HCO6XO}II/IMOCTI/I B JlaJ'IBHefIIHeM XpaHCHUHU HE 6y21€T.

5.6. Beibop uccrnemoBatens.

5.6.1. CioHCOp HeceT OTBETCTBEHHOCTH 3a BHIOOp HcciiefoBaTeneil (MEIUIMHCKUX YUPEKIACHUN).
Kaxnpiit uccnenoBarenb JOHKEH UMETh KBaM(UKAIIMIO, OTBIT U PECYpChl (B COOTBETCTBUU C MyHKTaMU
4.1 n 4.2 nacrosiux IIpaBui), 1ocTaTOYHbBIE A7 IPOBEACHUS UCCIIEA0BAHUS, ISl KOTOPOTO OH BHIOpaH.
Eciu B MHOTOIIEHTPOBBIX HCCIIEOBAaHHUSIX HEOOXOAMMO OpraHU30BaTh KOOPJMHAIIMOHHBIM KOMHUTET U
(unm) BEIOpATh KOOPJIMHATOPOB U3 YHUCIIA UCCIIE0OBATENEH, TO 3TO ABJSETCA 0053aHHOCTBIO CIIOHCOPA.

5.6.2. Jlo moanucanus 10roBopa ¢ MccieaoBareneM (MEIUIMHCKUM YUpeXKJICHUEM) Ha NPOBeIeHNe
UCCIIEZIOBAHMSI CIIOHCOP JIOJDKEH IPEeJOCTaBUTh HCCIeNoBaTeNio (MEIUIIMHCKOMY YUPEXKACHHUIO)

www.consultant.ru CrpaHnuua 27 us 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

IPOTOKOJ U OpOIIIOPY HCCIEeNOBaTeNs B TEKyLIeW PEeAakUUU U AaTh UCCIENOBATENI0 (MEIULMHCKOMY
YUPEXKICHHUIO) JIOCTaTOYHOE BPEeMS JUIsI O3HAKOMIJIGHHSI C MPOTOKOJIOM M IPEJOCTAaBICHHON
nHpopMannen.

5.6.3. CrioHCOp JOJIKEH MOIY4YUTh COracue uccienoBaress (MeIUIUHCKOrO yUpeKICHHs ) Ha:

MIPOBE/ICHUE HCCIEJOBAaHUM B COOTBETCTBMM ¢ HacTtosmumu [lpaBuiaMu W TOpUMEHUMBIMHU
TpeOoBaHusIMU (B COOTBETCTBUMHM C NyHKTOM 4.1.3 Hactosmux IIpaBui), a Takke C MNPOTOKOJIOM,
COTJIACOBAHHBIM CO CIIOHCOPOM U pasperieHHbIM (0100perHbM) DCO (HOK) (B COOTBETCTBHH € TyHKTOM
4.5.1 nacrosmux IIpaBun);

coOJTr0IeHHEe TPOLEAYPHI PErucTpaliuu (IPEACTaBICHUS ) TaHHbIX;

NPOBEJICHUE MOHUTOPHHTA, ayJUTa M HWHCIEKUUH (B COOTBETCTBHU C IMyHKTOM 4.1.4 HacTOSIIMX
[IpaBun);

XpaHEHHE OCHOBHBIC JOKYMCHTBI, CBS3aHHBIC C HCCIICJOBAHUEM, JI0 TE€X IOp, IOKa CIOHCOP HE
COOOMIINT MCCIIeAOBATEN0 (MEIUIIMHCKOMY YUPEXKICHHIO), YTO 3TU JOKYMEHTHI OOJIbIIe HE TPpeOyIoTCs (B
cootBeTcTBUH ¢ myHKTamu 4.9.4 u 5.5.12 nactosmux I[TpaBun).

CnoHcop u wuccienoBaTellb (MEOUIMHCKOE YUPEXKACHHE) JOJDKHBI IOANMCATH JIOKYMEHT,
MOJTBEPXKIAIOLINNA 3TO coracue.

5.7. Pacnpenenenue 00s13aHHOCTEH.

I[O Haydajla HCCICOAOBAHUA CIIOHCOp HOOJDKCH YCTAHOBHTL M pPaCHpCACINTb BCC CBA3AHHBIC C
HCCICOOBAHUECM 00513aHHOCTH U (bYHKI_[I/II/I

5.8. KOMHCHC&HI/II/I CY6’beKTaM HUCCICAOBaHUA U UCCIICAO0BATCIIAM.

5.8.1. Ecnu mpeayCMOTpeHO TNPUMEHUMBIMU TPEOOBAHUSIMHU, CIIOHCOpP JOJDKEH OOECTIeUHTh
CTpaxOBaHME WM TapaHTHPOBATh IOPUAWYECKYI0 M (UHAHCOBYIO TMOAJIEPKKY HCCIeq0oBaTeNs
(MEIMIIMHCKOTO YUPEXKICHHS) B Clydae MPEAbIBICHUS UM MPETEH3MH, CBSI3aHHBIX C UCCIIEIOBAHHUEM, 3a
HCKIIIOYEHUEM TE€X NPETeH3UH, KOTOpble BO3HUKIU B PE3YNIbTATE€ YMbICIA WJIM HEOCTOPOXKHOCTU CO
CTOPOHBI MCCIIE0BATEINSI UM YJICHOB MCCIIEI0BAaTEIbCKOTO KOJUIEKTHBA.

5.8.2. TlpaBuna m mpouenypbl CIOHCOpa JIOJDKHBI IIPELycMaTpUBaTh BO3MEILEHHE pPacxXxoiOB Ha
JieYeHHe CYOBEKTOB B Cily4yae NpPUUMHEHUS Bpelda HUX 3[J0pOBBI0 B pE3yJlbTaTe HUX Yy4acTUs B
UCCIIEIOBAHUH B COOTBETCTBUM C IPUMEHUMBIMH TPEOOBAHUSIMH.

5.8.3. Eciiu cyOBEKTHI HCCIIEOBAHUS MMOYIAI0T KOMIICHCAIIUIO, MTOPSIOK U CIIOCO0 KOMITCHCAITUN
JOJKHBI COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAHUSIM.

5.9. ®uHaHCUpPOBAHUE.

DuHaHCOBEBIC aCIICKTHI HCCICI0OBaHUsA JOJI?KHBI OBITE JOKYMCEHTAJIBHO 0(1)OpMJ'IeHI)I B BHUJIC JOTrOBOpa
MCKAY CIIOHCOPOM U UCCIICAOBATCIIEM (MCI(I/II_[I/IHCKI/IM y‘{pe)K,I[eHI/ICM).
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5.10. YBenomieHue yrnoJIHOMOUYEHHBIX OPraHoB (IT0/1aua 3asiBKU B YIIOJTHOMOYEHHBIE OPTaHbl).

Jlo Hayana KIMHUYECKOTO HMCCIEAOBAHUS CIHOHCOP (MJIM CIIOHCOP COBMECTHO C HMCCIIEAOBATEIeM,
€CJIM 3TO MPEIYCMOTPEHO MPUMEHUMBIMU TPEOOBAHUSIMH) JIOJDKEH MOAaTh B COOTBETCTBYIOIINE OPTaHbI
Bce TpeOyemble 3asBKU Ui WX PACCMOTPEHUS, MNPUHATUS W (WIK) TMOJY4YeHHs pa3pelieHusl Ha
MIPOBEJICHUE HCCIENOBaHus (B 3aBUCUMOCTH OT MPUMEHUMBIX TpeOoBaHmii). Bce yBemomiieHus (3asBKH)
JOJKHBI OBITH UMETh JIaTy U COAEPKATh TOCTATOUHYIO HH(POPMAIUIO I UACHTU(PUKAIIMY TPOTOKOJIA.

Croncop uHGOPMHUPYET YIOJIHOMOUYEHHBIM OpraH O Hayalle KIMHUYECKUX HCCICIOBAaHUN B
MOPAJKE, YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM I'OCYAapCTBA-UJICHA.

5.11. IoarBepxxknenne paccmotperus ICO (HOK).
5.11.1. CrioHCOp TOJKEH MOIYYUTh OT UCCIeA0BaTelNs (MEIUIIMHCKOTO YUPEIKICHNUS):
cBefeHus o HaumeHoBaHuu u ajgpece DCO (HOK) uccnenoparens (MEIUIITHCKOTO YUPEKACHHS);

noarepxkaeHne ot ICO (HOK) Toro, uro oH OpraHM3oBaH U JIEUCTBYET COTJIACHO HACTOSIIIMM
[IpaBuiiaM U 3aKOHO/IATENBCTBY COOTBETCTBYIOIIETO TOCYIapCTBA-UJICHA,

JOKyMEHTaITbHO odopMieHHOE o00penue (3akmoueHue) DCO (HOK) u mo tpeboBanuio crioHCOpa
KOIIMIO TEKYIIEH BEpPCHU MPOTOKOJIA, MHUCbMEHHON (OpMbI WH(POPMHPOBAHHOTO COTJIACHS U JIFOOBIX
JIPYTUX TIPEAOCTABISAEMBIX CYOBEKTaM NHCHMEHHBIX MATEPHANIOB, a TAK)KE ONHMCAHWE JCUCTBUU TIO
MIPUBJICUCHUIO CYOBEKTOB K YYaCTHIO B UCCIICIOBAHUH, JIOKYMEHTOB, OTHOCSIIMXCS K IMPEIYCMOTPECHHBIM
Ui CyOBEKTOB BBIIIATAM W KOMIICHCAIIUSAM, M JIFOOBIX WHBIX JIOKYMECHTOB, KOTOPBIE MOTJIH OBIThH
3arpeboBanbsl DCO (HOK).

5.11.2. Eciu 9CO (H9K) o0ycnoBnuBaeT BblJady CBOETO OA0OpeHHUs (3aKJIIOUEHUS]) BHECEHHUEM
U3MEHEHUH B Kakue-TUOO JTOKYMEHTHI MCCIIEOBAaHHUs, HAllpUMEp, B MPOTOKOJ, NMUCBMEHHYIO (popmy
MH(OPMHUPOBAHHOI'O COTJIACHS UJIM UHBIE MPEJOCTaBIsieMble CyObeKTaM MHUCbMEHHbIE MaTepUalIbl U (WJIH)
ApyTUe MpOLEeaAyphl, IPUHATHIE B MHUCBMEHHON (hopMe, CIIOHCOp JIOJKEH MOJYYUTh OT HCCIel0oBaTes
(MEIMIIMHCKOTO YUYPEXICHHUS) KOMHH HM3MEHEHHBIX JOKYMEHTOB C YKa3aHHEM JaThl TOJIyd€HHOTO
onobpenus (3axmrouenus) ICO (HIK).

5.11.3. CnoHcop JAOMKEH TMOIY4YUTh OT HcchaeaoBarens (MEIWLHUHCKOIO — YUpexkIeHUs)
JOKYMEHTAIIMI0 C YKa3aHWeM JaThl MOBTOPHBIX pazpemeHuil (omobpenuii) ICO (HOK), a Taxxke
peieHnii 00 0T3bIBE WM IPUOCTAHOBKE PAHEE BBIIAHHOTO OJJOOPEHUS (3aKIIOUEHU).

5.12. Undpopmarnus o0 uccieayeMbIx mpenaparax.

5.12.1. Tlpu niaaHWpOBaHUM MCCIIEAOBAaHUM CHOHCOP JOJDKEH pacrojiaraTbh JOCTATOYHBIM 00BEMOM
MOJIYYEHHBIX B JOKJIMHUYECKHX U (WJIM) KIMHUYECKUX MCCIEIOBAHUSAX NaHHBIX MO 0€30MacHOCTH U
3G (EKTUBHOCTH, ONpaBAbIBAIOIINX TMPUMEHEHHE MCCIIeyeMOro Ipernaparta C HCHOJIb30BaHUEM
COOTBETCTBYIOIIUX MyTe€W BBEACHUS U JI03 IPU COOTBETCTBYIOIIEH JIUTEILHOCTH U B COOTBETCTBYIOLIEH
MOMYJISUN CyOBEKTOB UCCIIETOBAHMS.

5.12.2. CroHCOp MOMKEH OOHOBJISITH OpPOIIIOPY HCCIEAOBATENSI MO MEpe MOJYYSHHUS HOBOM
CyILIECTBEHHON MH(pOpMaIH (B COOTBETCTBHUH MOAPA3IEIOM 7 HACTOSIIETO pa3jiena).
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5.13. IIpou3BoACTBO, yIIaKOBKa, MAPKUPOBKA M KOJUPOBAHUE UCCIIEAYEMbIX MTPETapaToB.

5.13.1. CnoHcop momkeH oOecneuuTb, 4YTOOBI HCCIEAyeMble TIpemaparbl (BKIOYas B
COOTBETCTBYIOIIMX CIy4asX aKTHBHBIC IperapaTbl CpaBHEHUS M IUIane00) MMENIH XapaKTEPHCTHKH,
COOTBCTCTBYIOIIMEC CTaAuU pa3pa60TKI/I JaHHBIX  IIpCIapaTos, ObBLTH MMPOU3BCACHBI COIJIACHO
PUMEHUMBIM TpeOOBaHUSIM Ha/AJIeKaIel MPOU3BOACTBEHHOM MPAKTUKH U B COOTBETCTBYIOLIHUX CITydasx
3aKOAMPOBAHBI U MAPKUPOBAHBI TAKMM 00Pa30M, YTOOBI 00ECIIEUNTh 3aIIUTy MacKHpoBKH. Kpome Toro,
MapKUpPOBKaA JOJDKHA COOTBETCTBOBATH IPHMEHUMBIM TPEOOBAHHSIM.

5.13.2. CnoHCOp [JOJKEH OIpPENEIUTb s HCCIEAYEMBIX IpenapaToB TEMIIEpaTypy XpaHEHMUs,
yCIOBUSI XpaHEHUs (HampuMep, B 3alIMIICHHOM OT CBETa MECTE), CPOK XpaHEHHs, PAacCTBOPUTEIH M
IpOIEeTyphl U pa3BeICHHsI M BOCCTAHOBJICHHUS, & TAKXKe, €CIM TaKOBbIE MPEAYCMOTPEHBI, YCTPOHCTBA
Ui BBeleHUs npenaparta. CroHcop JOKeH MHGOPMHPOBATh 00 3TUX TPeOOBaHUSAX BCE BOBJICUEHHBIE
CTOPOHBI (HalpuMep, MOHUTOPOB, HCCIIE0BATENEH, IPOBU30POB, JIUII, OTBETCTBEHHBIX 32 XPAHEHHE).

5.13.3. Hccnenyemble mnpenaparhl JOJDKHBI OBITH YHMAKOBaHbI TaK, 4YTOOBI MPEJOTBPATHUTh HX
3arpsi3HEHUE U 00ECIIEYUTh UX COXPAHHOCTb (IIPUTOIHOCTD) IIPU TPAHCIOPTHUPOBKE U XPAHEHUH.

5.13.4. lna wuccieqoBaHHii, B KOTOPBIX HCIIONb3YETCs CIIENON METOMA, CUCTeMa KOJUPOBaHUS
HCCIIeTyeMOTo TperapaTa JA0/DKHA BKIFOYATh B CeOST MEXaHU3M, MO3BOJISIFOIIMA B AKCTPEHHBIX CIyJasx
OBICTPO MIACHTHU(PHUIMPOBATH MpEnapaT, HO B TO K€ BpeMsl HE JOIMYCKAIOUIMl BO3MOXKHOCTH HE3aMETHO
PaCKpBITh KOJI.

5.13.5. Ecnu nexkapcTBeHHas (opma HCCIeIyeMoro mpenapaTa WM Ipernapara CpaBHEHUS Ha
KIMHAYECKOM JTale W3y4eHHs ObUla CYIIECTBEHHO W3MEHEHa, TO JI0 HCIIOJIb30BaHUS HOBOK
JIEKapCTBEHHON (OpMBI B KIMHUYECKMX HCCIEIOBAHUSX JOJDKHBI OBbITh IOJIyY€HBl pPE3YJIbTaThl
JIOTIOJTHUTENBHBIX UCCIIEJOBAaHUM JaHHOM JIEKapCTBEHHON ()OopMBI Mpemnapara (Halpumep, CTaOMIbHOCTH,
pPacTBOPUMOCTH, OMOJJOCTYITHOCTH), HEOOXOAUMBIE JIJIS1 OLEHKH TOT0, CIIOCOOHBI JIM JJaHHbIE U3MEHEHUS
CYLIECTBEHHO MOBJIUATH HA (papMaKOKMHETUYECKUN MpoduiIb nmpenapara.

5.14. IlocraBka HcciaenyeMbIX MpenapaToB U MpaBuia 0OpaIieHns ¢ HUMU.

5.14.1. Cnoncop oTBe4aeT 3a TIOCTaBKYy HCCIEIOBATEN0 (MEIUIHUHCKOMY YUPEXKIECHUIO)
HCCIIETyeMOro Ipernapara.

5.14.2. CrioHCOp HE OMIKEH MOCTABIATh HCCIEAYEMBIN Mpenapar UccleoBaTeNto (MeIUInHCKOMY
YUPEKIEHUI0) 10 TE€X TOp, MOKA HE MOJYYUT BCIO TPeOyeMyr0 TOKYMEHTAaIMI0 (Hampumep, o100peHne
(3axmouenne) ICO (HOK) u ynmomrHOMOUEHHBIX OPTaHOB).

5.14.3. IlucbMeHHBIE TpOLEIYpPhl CIOHCOpPAa JOJDKHBI BKJIKOYATh B ce€0S MHCTPYKUUHU JAJIs
uccnenoBatens (MEAULIMHCKOTO YUYpeXJEHHs) MO TMpaBWIaM XpaHEHUs HCCIIEAYeMOro IpemnapaTta u
oOpallleHusi ¢ HHUM, a TaKXXe [0 BEJCHHUIO COOTBETCTBYIOIIEH MoKyMeHTauuu. [Ipouemaypsl TOJIKHBI
OIUCHIBaTh O€30MacHOE IOJIyYe€HHE MCCIIEyeMOro Ipernapara, oOpalleHHe C HHM, €ro XpaHEeHUe H
BbIJIauy, U3bATHE HEHCIOJIb30BAHHOTO MCCIIEYyEMOro Ipenapara y cyObeKTOB U BO3BPAT €ro CIIOHCOPY
(;Tubo MHOE pacmopspKEeHHE HEHMCIIONb30BaHHBIM IPEnapaToM, €CJIM 3TO CAaHKIIMOHUPOBAHO CIIOHCOPOM M
COOTBETCTBYET IPUMEHUMBIM TPEOOBAHUSM).
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5.14.4. CrioHCOp JTOJKEH:
00eCTeYnTh CBOCBPEMEHHYIO IIOCTABKY UCCIIEIYEMbIX MTPENapaToB UCCIICIOBATEISM;

JOKYMEHTHPOBaTh IOCTAaBKM, IIOJIyYCHHE, BBIAAYy, BO3BpaT M YHHYTOKEHHE (MO0 wWHOE
pacrnopsKeHHe) UcclielyeMbIX MpernapaToB (B COOTBETCTBUH C MOPa3/IeIoM 8 HACTOSILEro pa3iena);

HMCTb CHUCTCMY BO3BpaTa HCCICAYCMOI'O IIpf€riapata U AOKYMCHTHUPOBAHUA HOI[O6HOFO U3BATUA
(HaanMep, OT3bIBa 6paKOBaHHOFO Impemnapara, BoO3Bpara Iperapara 1mocjie OKOH4YaHuA UCCICAOBAHNA NN
10 UCTCYCHHU CPOKa I‘OI[HOCTI/I);

UMETh CHUCTEMY YHHUYTOKEHUS (JIMOO MHOrO paclopsbKEHHUs) HEHCIOIb30BaHHBIX HCCIEAYEMBIX
MpernapaToB U JOKYMEHTUPOBAHUS MTOIOOHOTO YHUUITOXEHHS (TMOO MHOTO PACTIOPSKEHUS ).

5.14.5. CrioHCOp J0JIKEH:

INPUHATHL MEPLI IO 00eCreUYCHHIO CTa0OMIIBHOCTH HCCICAYCMBIX IPCIapaToB Ha IMPOTAKCHUNU BCCTO
nepuoaa UCIoJb30BaHUs;

MMETh JOCTATOYHOE KOJWYECTBO HCIIOIB3YEMOI'O B HCCIENOBAHMAX HCCIEAYEMOro Ipenapara,
YTOOBI MOATBEPIUTH B ClIyyae HEOOXOAUMOCTH €0 COOTBETCTBHE CHELU(UKALUAM, a TAKKE BECTH y4eT
aHAJM30B U XapaKTEpUCTUK 00pa3IoB Mpernapara u3 NapTHH. B 3aBUCUMOCTH OT CTaOMIBHOCTH 00pa3Iibl
JOJDKHBI OBITh COXPAaHEHBI JINOO 70 OKOHYAHMs aHalM3a JAaHHBIX 10 UCCIIEAOBAHUIO, JHMOO B TEUeHHE
CpOKa, ONPEAETICHHOTO MPUMEHUMBIMU TPEOOBAaHUSAMH, UCXOMS U3 TOTO, KaKOH MepHoj sBisieTcs Ooiee
JUIATEIbHBIM.

5.15. JocTyn K TOKYMEHTALUH 110 UCCIIEI0BAHHUIO.

5.15.1. CnoHcop IOJDKEH NPEeIyCMOTPETh B MPOTOKOJE WM WHOM COTJIAIICHUH OO0S3aHHOCTH
uccienoBarens (MEAUIIMHCKOTO YUPEXKIEHHUs) OOECHeurTh MPSMONM JTOCTYN K MEPBHYHBIM JIaHHBIM
(mokyMeHTanuu) il 1efied MOHUTOpHUHTa, ayauTa, skcneptu3bl DCO (HOK), a Takke WHCIEKIIUU CO
CTOPOHBI YIIOJITHOMOYEHHBIX OPraHOB.

5.15.2. CnioHCOp MOMKEH yOemUThCS B TOM, YTO KaXKIbIM CYOBEKT Jan MUCbMEHHOE COTJIacue Ha
OpsMOIMl JTOCTYIT K €ro OpHUIMHAJbHBIM MEIUIIMHCKUM 3aluCsIM JUls IeJied MOHHUTOPUHIA, ayauTa,
skcrieptussl DCO (HOK), a Takxke MHCTIEKIIMH CO CTOPOHBI YIIOJTHOMOUYEHHBIX OPTaHOB.

5.16. Uudopmanust mo 6€30macHOCTH.
5.16.1. CioHcOp OTBeUaeT 3a MOCTOSIHHYIO OLIEHKY O€30MacHOCTH MCCIEAYEMBIX MperapaToB.

5.16.2. CnoHcop [JOMKEH HEe3aMeIJIUTEIbHO YBEAOMHUTHh BCEX 3aHATHIX B HCCIEIOBAHUH
uccienoBareneil (MEIUIMHCKHE YYPEXKACHUS), a TaKXKE YIOJTHOMOUYEHHBIE OpraHbl O MOJYYEHHBIX
JAHHBIX, KOTOPHIE MOTYT HEOJIArOMpHUsITHO OTPAa3UThCA Ha O€30MaCHOCTH CyOBEKTOB, MOBIUATH Ha
MIPOBEJICHUE HCCIeOBaHMs MO0 M3MEHUTHh onobpenne (3axmoueHue) ICO (HOK) na mpomomkeHue
HCCTIEOBAHUSI.

5.17. CooO1ieHust 0 He)KeNaTeIbHbIX PEaKIHSIX.
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5.17.1. CrioHCOp IOJKEH B BO3MOXKHO Oojiee KOPOTKHH CPOK COOOLIaTh BCEM YYAaCTBYIOLIMM B
HCCIE0OBAHUH HCCaeAoBaTeNsIM (MeauIHcKkuM yupexkaeausm), 9CO (HOK) nmpu HeoOxomumocTu, a
TaKXKe YMOJHOMOUYEHHBIM OpraHaM o000 BCEX HEKENATeNbHBIX PEAKIHAX, KOTOpPHIE OJHOBPEMEHHO
SIBIISTIOTCS CEPhE3HBIMH U HETIPEIBUICHHBIMU.

5.17.2. Takue cpouHbIe COOOIICHHUS IIOJKHBI COOTBETCTBOBATH NMPUMEHHMBIM TpPEOOBAaHUSAM U
npuniokenuto N 11 k Hacrosmum [IpaBunam.

5.17.3. CnoHcOp JOJIKEH MPEACTABIATh HA PACCMOTPEHUE YIIOJIHOMOUYEHHBIM OpraHaM BCE HOBbBIE
JTaHHBIC W TEPUOJMYECKHE OTYETHl 10 OEe30MacHOCTH HCCIEAYeMOro mpemnapara B COOTBETCTBHH C
NPUMEHUMBIMH TpeOoBaHusAMU U nipuioxenneM N 11 k Hacrosmum [IpaBuiam.

5.18. MOHUTOPUHT.

5.18.1. Llens.

Llenbt0 MOHUTOPHHTA HCCIIEIOBAHUS SIBIISIETCS TPOBEPKA TOTO, YTO:
npasa U 0J1aronoixydue cyoObeKTOB 3allUIIeHbI;

MNpEACTAaBJICHHLIC OAHHBIC MABJIAIOTCA TOYHBLIMH, IIOJJHBIMH MW [OATBCPKAAIOTCA HCpBH‘IHOﬁ
HOKYMCHTaHHCﬁ;

WCCIICIOBAHUE MPOBOAUTCA B COOTBETCTBHUM C YTBEPKACHHOW TEKYIIEH BEpCHUEW MNPOTOKOJIA
(mompaBoK K HEMY), HacTosIuX [IpaBui u NpUMEHUMBIMU TPEOOBAHUSIMH.

5.18.2. Bb1O0Op MOHUTOPOB U UX KBATU(UKALIUS.
MOHUTOPBI T0JIKHBI HA3HAYAThCSL CIIOHCOPOM.

MOHHTOPBI TOJKHBI UMETh COOTBETCTBYIOIIYIO TIOJITOTOBKY, a TakKXke 00J1a1aTh HAYYHBIMU U (WJIH)
KJIMHUYECKUMH 3HAaHUSMH, HE0OXOAUMBIMHU JJIsl IPOBEICHHsI HaJJIeXKAIer0o MOHUTOPUHTA UCCIIeI0BaHMUS.
KBanuduxaryss MOHUTOPOB J10JIKHA ObITh MOATBEPAKAEHA JOKYMEHTAJIBHO.

MOHHTOPBI JOIKHBI AETAIBHO 3HATH CBOMCTBA UCCIIEYEMBIX MPENapaToB, IPOTOKOJ, MMCbMEHHYIO
¢bopMy UHGOPMUPOBAHHOTO COIJIaCHsl W BCE JApPYrue IMpelocTaBiseMble CyObEeKTaM HCCIeI0BaHus
nucbMeHHble Matepuaisl, COIl cnoHcopa, HacTosimue [IpaBuia u npumMeHnMBble TpeOOBaHUSL.

5.18.3. O6bem u conepkaHie MOHUTOPUHTA.

CnoHcop JOMKEH o00ecrneynTh HaANeKaluii MOHUTOPUHT wucclefaoBaHuil. CHOHCOp IOMKEH
OTpEeNIeTUTh HEOOXOIUMBIE 0O0BEM M COJIEPKaHNEe MOHUTOPHHTA UCXOJIs U3 1IeieH, 3a71a4, METOI0JI0THH,
CII0)KHOCTH, MaCKHPOBKH, 00BEMa U OIICHUBAEMBIX MMapaMeTpoB HccienoBanus. [lo obmemy mpasuiy, ¢
1IETTbI0 MOHUTOPUHTA TPeOyeTCsl TTOCeIIaTh MCCIIEI0OBATEIBCKIE IICHTPHI IO MPOBEICHUS HCCIICIOBAHNUS,
BO BpeMsl €ro MpOBEIEHUS U Tocie ero okoHuyaHusd. OJHAKO B HMCKIIOYUTENBHBIX CIIy4asX CIOHCOP
MOXET PEIIUTh, YTO MOHUTOPUHT O€3 MOCEIICHHS UCCIIeI0BATEIbLCKIX IIEHTPOB B COYETAHUU C TaKUMHU
npoleaypamMy, Kak TPEHUHI M TMPOBEACHHE COBELIAHUNM HCCIeAoBaTeNield, NPelIoCTaBIECHUEe UM
MOAPOOHOTO MMCEMEHHOTO PYKOBOJICTBA, MOXET TapaHTUPOBAHHO OOECTIEYNTh HaJJIe)KaIee MpoBeIeHNe
UCCIEAOBaHUS B  COOTBETCTBMM ¢ Hactosmmmu IIpaBunamu. Crartuctuuecku —omnpeaenseMble

www.consultant.ru Crpanuua 32 u3 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

KOHTPOJIbHBIEC BEIOOPKH MOTYT CITY>KUTh IPUEMIIEMBIM METOJIOM ISl OTOOpA MPOBEPSEMBIX JAHHBIX.
5.18.4. O6s3aHHOCTH MOHUTOPA.

MOHUTOp B COOTBETCTBUH C TpeOOBAaHUSMH CIIOHCOpa JOJDKEH OOECIEeUHTh HaJIexKalee
IIPOBEIEHUE U JOKyMEHTalbHOe odopmwieHue wucciegoBanusd. C  3ToW  LEIbI0 MOHUTOP IpHU
HEOOXOJMMOCTH C YYETOM KOHKPETHOTO HCCIEIOBaHMS M MCCIENOBATEIbCKOTO ILIEHTPA, BBIMOJIHACT
ClIeAyIOIIHE AeHCTBUS:

a) BBICTYIIACT B KAYECTBC OCHOBHOI'O CBA3YIOLICTO 3BCHA MCKAY CIIOHCOPOM U HCCIICIOBATCIICM;

0) yOexmaercs B TOM, 4TO HCCIIEIOBaTENb 001a1aeT TOJDKHOW KBaIM(UKAMEH U BO3MOXXHOCTSIMU
JUTSL TIPOBEJICHUSI UCCIICIOBAHUSI U OCTAETCSl TAKOBBIM HA MPOTSHKEHUH BCETrO MEpHojia MCCleoBaHus (B
cootBeTcTBUU ¢ nyHKTamu 4.1, 4.2 m 5.6 macrosmmx [IpaBwi), 4To MOMeIIEHUs, OTBEACHHBIC IS
MPOBEACHUST UCCJEAOBaHUS (BKIIOYast Jiabopatropuu W 00OpydOBaHME), a TaKXKe IepCoHal
COOTBETCTBYIOT TPEOOBaHMIM K MPOBEICHUIO paboT 0E30MacHO M JOJDKHBIM 00pa3oM Ha MPOTSHKEHUH
BCEro MEPHUO/Ia UCCIICIOBAHUS;

B) B OTHOLICHUHU UCCIICAYCMBIX ITPCIIapaTOB MOHUTOP MMPOBEPACT CICAYIOIICC:
CPOKH U YCIOBUA XPAHCHUA NPUCMIICMbI U KOJIMYCCTBO JOCTATOYHO JO0 KOHIIA UCCIICIOBAHUA;

HCCIICAYEMbBIC IIpelapaTbl IOJYYAOT TOJIBKO TC CY6’beKTH, KOTOpPBIM OH HA3HA4YCH, B 1034X,
YCTAHOBJICHHBLIX ITPOTOKOJIOM;

CyObEeKTaM HCCIIEZIOBAaHUS NPEJOCTaBIEHbl HEOOXOAMMbIE MHCTPYKUUH 10 IPABUIBHOMY
IIPUMEHEHUIO UCCIIENYEMBIX IPENapaToB, OOPALIEHUIO C HUMU, UX XPaHEHUIO U BO3BpaTy;

IIOJIy4Y€HUE, NMPUMEHEHHE M BO3BpAT HCCIENYEMBIX IPENApaTOB B MCCIEAOBATENBCKOM LEHTPE
JOJKHBIM 00pa30M KOHTPOJIUPYETCsa U 0QopMIIIeTCs JOKYMEHTAIbHO;

YHUYTOKCHHUEC HCHUCIIOJIIb30BAHHBIX HCCIICAYCMBIX IIPCIIapaTOB 1100 WHOE pacnops’k€HUC UMH B
HCCICA0BATCIIBCKOM HEHTPE OCYHICCTBIAIOTCA B COOTBECTCTBUU C NMPHUMCHUMBIMH Tp€6OBaHI/I$IMI/I n 110
COTJIACOBAHUIO CO CITIOHCOPOM;

I') TpOBepsieT COONIIOICHUE MCCIIEI0BAaTENEM YTBEP)KIEHHOTO MPOTOKOJA U BCEX YTBEPKICHHBIX
MONPAaBOK K HEMY, €CJIM TAKOBbIE UMEIOTCS;

J1) TpOBepsieT, YTOObl NUCHbMEHHOE HHMOPMHUPOBAHHOE COIJIACHE KaXAOro cyObekTa ObLIOo
IIOJIyYEHO JI0 HayaJla €ro y4yacTHs B UCCIIEA0BAHNN;

€) obecrieurnBaeT HaIMUMe y UCCleA0BaTeNsl TeKyIIelH pelaKkiuy OpOoIIOphl HCCIeI0BaTeNs, IPYTHX
JOKYMEHTOB M MaTepuajoB, HEOOXOAUMBIX Il MIPOBEACHUS MCCIEA0BAHMS HaUIekKalUM 00pa3oM U B
COOTBETCTBHU C IPUMECHUMBIMHU Tpe6OBaHI/I$IMI/I;

K) obOecreunBaeT, YTOOBI HCCIIENOBATeNlb U €r0 COTPYAHHKH, 3aHSAThIE B HMCCIEIOBAHUU, OBUIH
JIOCTaTOYHO MH(POPMHUPOBAHBI 00 MUCCIICIOBAHUH,

3) IMpOBEPACT, YTOOBI HCCIICAOBATCIIb U €ro COTPYAHUKHU, 3aHATHIC B UCCIICAOBAHWH, BBIIIOJIHAINA
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CBA3aHHBIC C HCCICAOBAHHUCM 0053aHHOCTH B COOTBETCTBHU C MIPOTOKOJIOM M BCCMU OPYIUMU
IMUCbMCHHBIMU COIJIAMICHUAMU MEXAY CIIOHCOPOM H HCCICAO0BATCIIEM (MeI[I/II_II/IHCKI/IM y‘lpe)KI[eHI/IeM) u
HC nIcpcaaBaii BbIITOJIHCHHUEC CBOUX (byHKI_[I/Iﬁ HCYIIOJIHOMOYCHHBIM JIMLAM

M) MpoBepsieT COOJIOJCHHE UCCIIeoBaTeIeM KpUTEpUEeB OTOOpa MpHU BKIIOYEHHUH CYOBEKTOB
HCCIIEI0BAHUS;

K) COOOIIaeT 0 CKOPOCTH Habopa CyOhEKTOB B HUCCIICIOBAHUE;

J) IPOBEPSAET MPABWIBHOCTb, ITOJIHOTY U CBOEBPEMEHHOCTbh PErMCTPALlMU JIAHHBIX B IIEPBUYHBIX U
APYIUX OTHOCALIUXCS K UCCIIEIOBAHUIO JOKYMEHTAX, a TAKXKE IOPAIOK BEICHUS TAKUX TOKYMEHTOB;

M) IIPOBEPSIET, YUTOOBI UCCIIEI0BATENb MPEICTABIISI BCE TPEOyeMbIe OTUYETHI, YBEIOMIICHHSI, 3aIIPOCHI
U MOJ00HBIE JOKYMEHTHI M YTOOBI TaKHe IOKYMEHTHI OBbLIM MPAaBHILHBIMU, IOJTHBIMU, CBOEBPEMEHHBIMU,
pa300OpUYMBBIMH, C YKa3aHHBIMH JaTaMU M UACHTUPHUIMPOBAIH UCCIICIOBAHHE;

H) IMMPOBEPACT NPABUIIBHOCTH W IIOJIHOTY HOAHHBIX B I/IPK, MNEPBUYHBIX JOKYMCHTAX MW APYyrux
OTHOCAIIUXCA K HCCICAOBAHUIO 3aIllUCAX IMYTEM COIOCTABJICHUA HUX MCKIAY coboii. B ocobennoctu
MOHUTOP JOJIZKCH IIPOBEPATH CICAYIOIICC:

MMPpaBUJIbHOCTbL BHCCCHUA Tpe6yeMI)IX IMPOTOKOJIOM JAaHHBIX B NPK m mx cooTBeTcTBHE JaHHBIM
HepBI/I‘lHOﬁ JAOKYMCHTAIUH;

JTr00bIe M3MEHEHHUsI J103bl M (WJIM) TEPaluu YEeTKO JTOKYMEHTAJIbHO O(GOPMIIIOTCS UIS KaXKIOTO
CyObeKTa HCCiIeI0BaHus;

HEXeJaTelbHbIe SBJICHWSA, COMYTCTBYIOIIEE JICUYEHHME W HWHTEPKYPPEHTHbIE 3a00JIeBaHUS
peructpupytotcst B IPK B COOTBETCTBUM € IPOTOKOJIOM;

MPOMyHICHHBIC Cy6”beKTOM BU3UTHI, HCIIPOBCACHHBIC aHAJIU3bl W HCBBINMOJIHCHHLIC 06CJ'I€)10BaHI/I$[
SICHO YKAa3aHbI B HPK xak MMPOMYHICHHBIC, HCTIPOBECACHHBIC U HEBLIITOJIHCHHBIC COOTBETCTBCHHO,

BCC CJIy4ad HWCKIIOYEHHS M BBIOBIBAHUS CYOBEKTOB W3 HCCIICAOBAHUS 3apETUCTPUPOBAHBI U
o0bsicuensl B IPK;

0) cooOmaer wuccienoBareno o J0ObIx gonymeHHbix B WMPK  ommOkax, mnpomyckax u
Hepa30OpuMBBIX 3amMcAX. MOHHUTOpP JODKEH NpPOCHeAUTh 3a TeM, 4YTOObI COOTBETCTBYIOIIUE
UCIpaBlIeHUs, 00ABIEHUS WM HUCKIIOYEHHS OBbUIM CHENaHbl C yKa3aHWEM J1aThl, OOBSICHEHBI (IIpH
HE00XO0IMMOCTH) U MOJNKMCAHBl CAMUM HCCIIE0BATENIEM JINOO YITOJTHOMOUYEHHBIM Ha MOANUCAaHHUE 32 HETO
n3menenui B UPK uneHom nccnenoBaTenbckoro KoyieKTuBa. JlaHHbIE TOTHOMOYHSI IOJIKHBI ObITh JTaHBI
B MMUCBbMEHHOM (opme;

1) TPOBEPSET COONIOJCHUE CPOKOB COOOIICHUS O HEXKENIAaTEeIbHBIX SBJICHUSAX, OINPEICICHHBIX
Hactosumu [IpaBunamu, nporokonom, ICO (HIK), cioHcopom 1 MPUMEHUMBIMU TPEOOBAHUSIMH,

p) IPOBEpPSIET BEJIEHHE HCCIIEI0BATEIEM OCHOBHBIX JOKYMEHTOB (B COOTBETCTBUU C MOAPA3IEIOM &
HACTOSILIETO pa3/iena);

c) coolmaer wuccienoBarento o0 OTKIOHEHHsX oT mpoTtokosa, COIl, wactosmmx IlpaBun u
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MPUMEHUMBIX TPEOOBaHUM, a TakKe MPEANPUHUMACT HEOOXOJMMBIC NEHCTBUS IS TPEIOTBPAIICHUS
MMOBTOPEHHMS MOIOOHBIX OTKJIOHESHUH.

5.18.5. IIpouexypbl MOHUTOPHUHTA.

MOHI/ITOp JOJIDKCH CO6J'IIO,Z[&TB mucbMenHble COIl CIIOHCOpa, a TaKXE IpoucAyphl, CIICHHUAIBHO
OIMPCACIICHHBIC CIIOHCOPOM IJII MOHUTOPUHI'a KOHKPETHOI'O UCCIICAOBAHU .

5.18.6. OT4yeT MmoHUTODA.

ITocae kaxxgoro BH3UTa B UCCIEAOBATEIBCKUM LOCHTP WK CBA3AHHOI'O C UCCJIICAOBAHUCM KOHTAKTa
MOHHUTOP AOJIZKCH PCACTABUTL CIIOHCOPY MMCHbMEHHBIN OTYET.

OTueThI JOJIDKHBI BKJIKO4YaTh B cebs Aary, HaAWMCHOBAHHC LICHTpPA, UM MOHUTOpaA, HMA
HCCJICOOBATCIIA WKW UHOTI'O JIMIa, C KOTOPBIM COCTOAJICA KOHTAKT.

OT4eThl JOJKHBI COJIEPKATh KPATKOE ONMHMCAHWE OOBEKTOB IPOBEPKH, COOOIICHHWE MOHUTOpPA O
CYUIECTBEHHBIX JaHHBIX ((hakTax), OTKJIOHEHHSIX M HEJOCTAaTKaX, BBIBOJBI, ONHCAHHUE JCWCTBUH,
MPEANPUHSITHIX, TUIAHUPYEMBIX W (MJIM) PEKOMEHIYEeMBIX IJisi oOecriedeHusl COOMIOACHHS TpeOOBaHMIA
MPOTOKOIIA, HACTOSIMX [IpaBUi ¥ yOTHOMOYEHHBIX OPTraHOB.

[IpoBepka CIOHCOPOM OTYETa W MOCIEAYIOUIUE ACHCTBUS 110 HEMY JIOJDKHBI OBITh JIOKYMEHTAIbHO
o opMIIeHBI YIOTHOMOYEHHBIM IPECTaBUTENIEM CIIOHCOPA.

5.19. Aynur.

[Ipu mpoBeneHnu aynura B Mpeneinax Mep, HAlpaBICHHBIX HAa OOeclieueHue KadecTBa, CIIOHCOPHI
JIOJKHBI YYUTBIBATh CIIEyIOLIEe.

5.19.1. Llens.

[lenpl0 CIOHCOPCKOTO ayauTa, MPOBOJMMOIO OTJENIBHO U HE3aBUCHMO OT PYTHHHBIX (YHKUUI 1O
MOHHUTOPUHTY M KOHTPOJIO KauecTBa, SBJSETCA OLIEHKA COOTBETCTBHUS IMPOBOIAMMOIO HCCIEIOBAHUS
npotokoiny, COII, nactosumm [IpaBunam u npuMeHUMBIM TPEOOBAHUSM.

5.19.2. Bo16op u kBanuduKanus ayJuToOpoB.

[ns mpoBeneHuss ayaura CIOHCOP JOJDKEH HA3HAYWUTH JIML, HE3aBUCHUMBIX OT KIMHUYECKUX
HUCCJIENOBAHMIA.

CnioHcop 00513aH yIOCTOBEPUTHCSI B TOM, YTO ayJUTOPBI 007a1al0T JOCTATOYHOUM KBaU(UKaIMe,
T.e. TIOATOTOBKOM W ONBITOM, HEOOXOAUMBIM IS TPOBEIEHUS ayauTa HaJUIeKalUM 00pa3oMm.
Kpanudukanus aynuropa JomKHA OBITH TOATBEPKIEHA TIOKYMEHTATBHO.

5.19.3. Ilpouenyps! ayaura.

CHOHCOp JOJIKCH Y6C,Z[I/ITBCSI B TOM, 4YTO ayJuT KIWHHUYCCKUX HCCJIEIOBaHUM (HpOFpaMM)
IMPOBOAUTCA B COOTBCTCTBHMM C MNHUCBMCHHBIMH IpOLCAYpaMH CIIOHCOpa, OMPEACTIAOIINMU 00BEKT
ayaura, METOJbl IMPOBCACHUA ayauTa, 4aCTOTY IIPOBCACHHA ayAUTOB, a TAKXKC (I)OpMy n COACPIKAHUC

www.consultant.ru Crpanuua 35 u3 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

OTYETOB 00 aymuTe.

HpI/I pa3pa60TKe CIIOHCOPOM IlJIaHa ayauTa MW IPOoLHCAYpbl ayauTa HCCICAOBAHUA JOJIKHBI
YUUTBIBATHCA 3HAYMMOCTH JAHHOI'O HMCCICIOBAHUA JIA IMOJa4YM 3asBOK B YIIOJJHOMOYCHHBIC OpPIaHBblI,
KOJIMYECTBO CY6'BCKTOB, YYaCTBYIOIIUX B HCCIICAOBAHUH, THUII U CIIOXHOCTH HCCICAOBAHHA, CTCIICHD
pucka i CY6’beKTOB HUCCICOOBAaHNsA, a TaKXC OOJIPKHBI OBITh MNPUHATEI BO BHHMAHUC JIO0BIC
BBISABJICHHBIC Hp06HeMBI.

3ameuanus u BBIBOAbI ayanuTa OOJIKHBI OBITE O(i)OpMHeHBI AOKYMCHTAJIBHO.

Jiist coxpaHeHHsI HE3aBUCUMOCTH M IEHHOCTH (DYHKIMHM ayauTa YIOJTHOMOYCHHBIC OpTaHbl HE
AOJDKHBI B PYTUHHOM IIOPAAKC 3allpalllMBaTb OTYCTHI 06 ayauTe. YHoJIHOMOYEHHEIE opraHbl MOT'yT
3aIpammBaTh OTYETHI 00 ayANUTE, €CITH UMEIOTCSI CBHIETEILCTBA CEPhE3HOTO HECOOTBETCTBHUS HACTOSIIIUM
[IpaBunam, win B ciiydae cyAeOHBIX pa30UpPaTENbCTB.

Ecau 310 Tpe6yeTc51 COOTBETCTBYIOIINM 3aKOHOAATCIILCTBOM IOCyAapCTBA-UJICHA CIIOHCOP AOJIKCH
npeaACTaBUTbL CBUACTCIILCTBO O IPOBCACHHOM ayJUTC.

5.20. HecoOutoieHre MpUMEHUMBIX TPeOOBaHUIA.

5.20.1. Hecobmonenue mnporokona, COII, nacrosmmx IIpaBun u (MiIM) COOTBETCTBYIOIIMX
NPUMEHUMBIX TpeOOBaHMH HccieaoBaTeNeM (MEIUIIMHCKUM YUPEKICHHEM) WK COTPYIHHKOM CIIOHCOpa
JOJKHO BECTH K Oe30TiarareinbHbIM JEHCTBHUSIM CIIOHCOPA, HAMPABICHHBIM Ha 00eCcTieueHue COOII0ACHUS
JAHHBIX TPEOOBAaHUM.

5.20.2. Ilpu BBISBIEHUU B XOJ€ MOHHMTOPHUHTA WU ayJAWTa CEPbE3HBIX M (M) MOBTOPSIOIIMXCS
CllydyaeB HECOOIIOEHUS] TMPUMEHUMBIX TpPeOOBaHWH CO CTOPOHBI HCCIIEAOBATENs (MEIUIIMHCKOTO
YUPEX/IEHUS) CIIOHCOP AOJDKEH NPEKpaTUTh ydacTHe MccieqoBaress (MEAMIMHCKOTO Y4YpexXJeHHs) B
uccinenoBanuu. Ecnu ydyactue uccrnenoparens (MEIULMHCKOTO YUPEKIEHHS) NMPEKPAIIEHO B pe3yjbTare
Cephe3HBIX M (MJIM) MOBTOPSIOUIMXCS CIy4aeB HECOOJIOJEHHS NPUMEHHMbIX TpeOOBaHMM, CIIOHCOD
JIOJKEeH 0e30TJ1araTesIbHO YBEAOMUTE 00 3TOM YIIOJIHOMOUYEHHBIE OPTaHbl.

5.21. Jocpo4Hoe mpeKpanieHne Uik MpUuOCTaHOBKA UCCIIEIOBaAHUSI.

Ecnu wuccrnenoBaHue JOCPOYHO NPEKPAIIEHO WM MPUOCTAHOBJIEHO, CIOHCOpP  JOJIKEH
HE3aMEeUINTEIbHO COOOLIUTh HCCIEeNOBATeNsAM (MEIUIUHCKAM YUYPEXKACHUSIM) M YIOJIHOMOYEHHBIM
opraHaM O MPEKpallleHUH WA MPUOCTAHOBKE HCCIEAOBaHUS, a TakKe yKa3aThb NpU4MHBI 3T0ro. 3CO
(HOK) Taxxe pomkeH OBITh HEMEIJIEHHO WH(GOPMUPOBAH CIIOHCOPOM WM HCCJEI0BaTeIeM
(MEIUIIMHCKUM Y4pekJIeHneM) (B COOTBETCTBUU C MPUMEHMMBIMU TPEOOBAHHSIMH), B TOM YHUCIIE U O
MIpUYNHAX MPEKPALLCHUS WIN IPUOCTAHOBKH UCCIIETOBAHMUA.

5.22. OT4eT 0 KITNHUYECKOM MCCIIETOBAHNH.

HezaBucumo ot Toro, ObUIO JIM HCCIEIOBAaHHME 3aBEPILIEHO IO TMPOTOKOIY WM IPEKpaIIeHo
JIOCPOYHO, CIIOHCOP JOJKEH 00ECIeUuTh COCTaBJICHHUE U MPEACTaBICHUE B YIIOJIHOMOUYEHHBIE OPTaHbl (B
COOTBETCTBHHM C MPUMEHHUMBIMH TpeOOBaHUSAMH 1O (opme mnpuBeneHHOM B mnpuioxenun N 1 k
HacToamuM [IpaBuiaM) OoT4ETOB O KIMHUYECKOM HccliefoBaHUU. CIOHCOpP TaKKe JIOJKEH 00eCreyuTh
COOTBETCTBHE OTUETOB O KJIMHUYECKOM HCCIEIOBAHHUH, BXOASIIUX B COCTAaB PErMCTPALMOHHOIO JOChHE,
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TpeboBanusM npuiiokenus N 1 k [IpaBunam peructpanuu M 3KCHEPTU3BI JICKAPCTBEHHBIX CPEIICTB IS
MEIUIIMHCKOTO TPUMEHEHU S, YTBEpKIaeMbIX EBpa3niickoii 5KOHOMHUYECKOH KOMUCCHUEH.

5.23. MHOTOLIEHTPOBBIE UCCIEAOBAHUSI.
[Tpr MHOTOIIEHTPOBBIX UCCIEAOBAHUIX CIIOHCOP JOKEH 00eCIeUHTh CIeAyIoIIee:

5.23.1. Bce wuccnemoBaTenu MPOBOAST HCCIECIOBAHHE B CTPOIOM COOTBETCTBHH C TPOTOKOJIOM,
COTJIACOBAHHBIM CO CIIOHCOPOM U MPU HEOOXOUMOCTH C YIOJTHOMOYCHHBIMU OpraHaMH U Pa3pelieHHBIM
(omobpennpiM) DCO (HOK).

5.23.2. UPK paspaborana Takum oOpa3oM, 4ToObl coOparh Bce TpeOyeMble JaHHBIE M3 BCEX
[CHTPOB, YYaCTBYIOIIUX B MHOTOIIGHTPOBOM HCCIICIOBAaHUHU. TeM HCCIe0BaTeNsIM, KOTOpPbIE COOMPAIOT
JOIIOJTHUTCIBHBIC JaHHBIC, JOJIZKHBI OBITE TaKXEC MpeaoCTaBJICHBI JOITOJIHUTCIIbHBIC I/IPK,
pa3zpaboTaHHbIe I cOOpa IOMOIHUTENbHBIX TAHHBIX.

5.23.3. OO0s3aHHOCTH HCCIIEOBATENCH-KOOPMHATOPOB M JPYIHX HCCIIEAOBaTeNe, a Takke
MEIUIIMHCKUX OpraHu3aliii JOKYMEHTAILHO 3aKPEIUICHBI 10 Hadalla UCCIeIOBaHUS.

5.23.4. Bcem uccnenoBaTensiM IPeI0CTaBICHb HHCTPYKIUH 110 COOJIIOICHUIO TTPOTOKOIIA, €IUHBIX
CTaHJaPTOB OIICHKH KJIMHHYECKHUX U JJA0OPAaTOPHBIX JaHHBIX, a TaKke 1o 3anoiaHenuto VPK.

5.23.5. CBs13b MeX 1y HCCIIEOBATEISIMU HE 3aTPyIHEHA.

6. HpOTOKOJI KIIMHUYCCKOI'0 UCCIICAOBAHMA U ITOIIPABKU
K IIPOTOKOITY

[To obmemy mpaBuily, COAEp)KaHUE MPOTOKOJA WCCIEIOBAHUS JIOJDKHO MMETh YKAa3aHHYIO HIDKE
CTpYKTYypy. OnHaK0 HHPOPMAIIHS, UMEIOIIas OTHOIICHUE TOJIHKO K OJTHOMY UCCIIEIOBATEIILCKOMY IIEHTPY
(MEIUIIMHCKON OpraHM3aliK), MOKET OBbITh MpeACTaBlieHa Ha OTIENbHBIX CTPaHUIAX MPOTOKOJIA HIIH
COACPIKATECA B OTACIBHOM COTJIAICHUH, a 4YacCTb HpI/IBe)IeHHOI\/’I HHNXE I/IH(l)OpMaHI/H/I MOXKET TaKXCE
COJZIEP>KaThCS B IPYTUX JOKYMEHTaX, CChUTKA Ha KOTOpPbIE MMEIOTCS B IPOTOKOJIE (Harpumep, B Opoliope
HCCTIE0BATEIA).

6.1. Ob6mas nadopmanus.

6.1.1. Ha3Banue npoTokoiyia, WACHTU(HUKAMOHHBIH HOMEp NMPOTOKOoJa M jarta u3ganus. Jlrobas
MONpaBKa TaKKe JOHKHA UMETh HOMEp U JaTy.

6.1.2. HaumenoBanue (paMuins) 1 agpec crioHcopa 1 MOHUTOPA (€CJIM OHU Pa3IMYalOTCs).

6.1.3. ®amunun u JOJDKHOCTH JIUL, YIIOJJHOMOYCHHEBIX OT UMCHH CIIOHCOpA MOAIMMUCBIBATE ITPOTOKOJI
U IIOIIPAaBKU K IMPOTOKOJIY.

6.1.4. ®amunus, TOMHKHOCTH, aJpec U HOMEp TesieoHa Ha3HAYEHHOTO CIIOHCOPOM MEIHMITUHCKOTO
JKCIepTa MO JAHHOMY MCCIIEIOBAHUIO.

6.1.5. ®amunuu M IOHKHOCTH MCCIEAOBATENEH, OTBEYAIOMIMX 3a MPOBEJICHUE HCCIENOBaHUS, a
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TaKXe azpeca U HoMepa TeneOHOB KIMHUIECKUX IEHTPOB.

6.1.6. ®amuus, TOHKHOCTD, aApeC U HOMEp TelieoHa KBATU(DHUIIMPOBAHHOTO Bpava (B TOM YHCIIE
CTOMATOJIOTa), OTBEYAIOMIETO 3a MPHUHITHE BCEX PEIICHUH MEIUIIMHCKOrO (MM CTOMATOJOTHYECKOIO)
XapakTepa B KOHKPETHOM HCCJICIOBATEIbCKOM IIGHTpe (€cnd JaHHOE JIMIO HE  SBISIETCS
HCCIIEI0BATEIIEM).

6.1.7. HaumeHoBanuss u ajapeca KIMHUYECKHX JaOOpaTOpUid M JAPYIMX MEIUIMHCKUX, a TaKXKe
TEXHUYECKHX CITY>KO ¥ (MJIM) OpraHu3aIuii, BOBJIICYCHHBIX B UCCIICIOBAHHE.

6.2. O60CHOBaHHE UCCIIETOBAHMS.
6.2.1. HanmeHoBaHME U OMMCAHUE UCCIIEAYEMBIX MPEnapaToB.

6.2.2. CBoJHOE M3JI0KEHHE MOTEHLHAIbHO HMMEIOIIMX KIMHUYECKYI0 3HAYMMOCTh pe3yJIbTaTOB
JTOKIMHUYECKUX HCCIIEOBAaHUN, a TaKXKe Pe3yJbTaToB KIMHHYECKHX HCCICAOBAaHUN, 3HAYMMBIX IS
JAHHOTO MCCIICOBAHNUS.

6.2.3. Kparkoe omnucaHue H3BECTHBIX U MOTEHIHAJBHBIX PUCKOB U IOJB3bl A CYyOBEKTOB
uccienoBaHus (IIpU HAJMYUN).

6.2.4. Onucanne U 000CHOBaHHE crHOoco0a BBCACHUA, NO3UPOBKHU, PCKHMaA NO3UPOBAHUSA U KYypCa
JICUCHUA.

6.2.5. YkazaHue Ha TO, YTO JaHHOC KIMHHYCCKOC MHCCICIOBAHUC 6yz[eT IMpOBOAUTLCA B
COOTBCTCTBHHU C ITPOTOKOJIOM, HACTOAIIUMU HpaBI/IJIaMI/I 1 IPpUMCHUMBIMHA TpCGOBaHI/IﬂMI/I.

6.2.6. Onucanue uccieayeMoi Nonyasuuu CyObeKTOB HCCIEI0BaHUS.

6.2.7. CcbUlkM Ha JUTEpaTypHblE HWCTOUYHUKH M JIaHHBIE, CYLECTBEHHBIE JUIsl MCCIEAOBaHUS U
MPEeJCTaBISAIONINE COO0M 000CHOBAaHUE TAHHOTO MCCIIEIOBAHHUS.

6.3. Llenu u 3a1aum uccieI0BaHMUS.

JleTranbHOE onmucaHue LeNIei 1 3a7a4 UCCIeI0BaHus.

6.4. Jluzaitn uccie0BaHmsl.

Hay4nass 000CHOBaHHOCTb MCCJICJIOBAHUS U JIOCTOBEPHOCTH MOJIYUECHHBIX B MCCIICIOBAHUU JTAHHBIX
CYILIECTBEHHO 3aBUCST OT Jn3aiiHa uccienoBanus. Onucanue Au3aiiHa UCCIICI0BAHUS JODKHO BKIFOYATh
B ce0s creayrolee.

6.4.1. Yka3zaHue OCHOBHBIX M JOMOJHUTEIBHBIX (IIPH HAJMYMK) HCCIEAYEMBIX MapaMeTpoB,
KOTOpbIE OyIyT OLIEHUBATHCS B X0/1€ UCCIIEIOBAHMUS.

6.4.2. Onucanue Tuma (qu3aifHa) TPOBOAMUMOTO HCCIEAOBaHUS (HapUMeEp, JBOWHOE CIIETIOE,
1a1e00-KOHTPOIUpyeMoe, MapalielbHOe) W CXeMaTH4YecKoe H300pakeHHue au3aiiHa HWCCIIeOBaHMS,
MIPOLIEIYP U TAINIOB UCCIIETOBAHMS.
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6.4.3. Onmcanne Mep, HAMPaBJICHHBIX HA MUHUMH3AIUIO (MCKIIOYCHHE) CYOBEKTHBHOCTH, B TOM
qHcIIe:

paHIOMU3aIINN;
CJIeTIoro MeTo/1a (MAaCKHUPOBKH).

6.4.4. Onucanue MCHOJIb3YEMOI'O B HCCIEJOBAHUM JICUEHUS, JO3UPOBKUM M CXEMbl IPUMEHEHUs
UCCIEeIyeMbIX MpenaparoB (BKIIOYaeT B ce0s OMMCAaHUE JIEKAPCTBEHHOH (OpMBI, YIMAKOBKH |
MapKHPOBKH UCCIIEAYEMBIX IIPETIapaToB).

6.4.5. O)I(I/I,I[aeMaH MPOAOJDKHUTCIIbHOCTL  YUAaCTHUA CY6’LGKTOB B HCCICJOBaHHH, OIIMCaHHC
MMOCJICAOBATCIIBHOCTU W IHPOAOJDKHUTCIBHOCTH BCCX IMICPUOAOB HCCICAOBAHUA, BKIIKOYAasd MCPUOL
nocjaeayromero H8.6J'IIOI[6HI/I$I, €CJIHU TaKOBOM MpeayCMOTPCH.

6.4.6. OnucaHue MpaBWJI OCTAHOBKM WJIM KPUTEPUEB HCKIIOYEHHS JJIs OTIEIbHBIX CYOBEKTOB,
YJacTel MCCIIeAOBaHUS MITH UCCIIEIOBAHUS B IIEJIOM.

6.4.7. Ilpouenypsl y4deTa HCCIEIyeMBbIX MpPEMapaToB, BKIOUas IIanedo U mpernapaThl CpaBHEHUS
(Ipu HaTM4UN).

6.4.8. XpaHneHue paHIOMHU3ALIMOHHBIX KOJIOB JIEYEHUS U MIPOLETYPhl UX PACKPBITHUS.

6.4.9. llepeuenp Bcex [aHHBIX, perucTpupyembix Hemnocpeactsenno B HMPK (t.e. 06e3
MpEABAPUTEIIBHONW 3alMCH B MHUCHbMEHHOM WJIM 3JIEKTPOHHOM BHJE) M PacCMATPUBAEMBIX B KauyeCTBE
MIEPBUYHBIX JAHHBIX.

6.5. OT60p U UCKIIIOUEHUE CYOBEKTOB
6.5.1. Kpurepuu BiIroYeHHUS CyOBEKTOB.
6.5.2. Kpurepuu HEeBKIIOUEHUS CYyOBEKTOB.

6.5.3. Kpurepuun wuckitoueHuss CyOBEKTOB (T.€. OCHOBAHMS MpEKpallleHuss MNPUMEHEHUs
HCCIIelyeMOro npenapara (1cciaelyeMoro JeUeHus)), a TaKkKe IpoLelyphl, ONpeIeIIsolHe:

a) KOT/1a U KaK CyObEKTOB UCKJII0YaTh U3 MCCIIEI0BaHuUs (JIEYEHUST) UCCIIEyEMbIM MPEnaparom;
0) Kakue JJaHHbIE U B KAKHE CPOKH JIOJKHBI OBITh COOpaHbI M0 UCKJIFOYEHHBIM MaIlEeHTa;
B) MPOIIE1ypa 3aMEHbI CYObEKTOB, €CJIM 3TO MPETYCMOTPEHO;

r) mocienaywolnee HaOmoAeHHe 3a CyObeKTaMu WCCIENOBAHMS, WCKIIOUEHHBIMU W3 JICYCHHUS
HCCIIEYEMBIM MpernapaToM (MCCIIEAYEMBIM JICYCHHUEM).

6.6. Jleuenne cyObEKTOB MCCIICIOBAHUS.

6.6.1. OcymiecTBisieMoe JieUe€HUE, BKIIOYAash HAMMEHOBAHUS BCEX NIPeNaparoB, UX JI03UPOBKH,
4acTOTy TpHeMa, MyTH (CIOCOOBI BBEIEHHWA), a TaKXe MPOJOJDKUTEIHLHOCTh JICUCHUS, B TOM YHCIIC
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NEpUOJbl TOCIEAYIONIETO HAOMIONEHHS IS KaXAOH Tpynmbl CyObEeKTOB (IO TpymmaM JieYeHUs
HCCIIelyeMbIM IIpenapaToM, rpymniaM UCCIelyeMOoro JeueH s, FpyIaM UCCIIEOBaHus).

6.6.2. JlexapcTBEHHbIE IpenapaThl (BUAbI TE€paluM), IPUMEHEHUE KOTOPBIX pa3pellieHo (BKIOYas
HEOTJIOKHYIO TE€PAINIO) WU HE Pa3pelleHo A0 U (WIK) BO BpeMs IIPOBEAECHUS HCCIIEI0BAHNUS.

6.6.3. MeTobl KOHTPOJIS 33 COOJIIOICHUEM IPOLEayp CyOBbEKTaMU UCCIICTOBAHMS.

6.7. Onenka 3¢ (eKTUBHOCTH.
6.7.1. Ilepeuenn napameTpoB 3 PEKTUBHOCTH.

6.7.2. MeTtonsl W CpPOKM TPOBEACHUS OLEHKH, PErHCTpalil W aHajlu3a [apaMeTpoB
3¢ PEKTUBHOCTH.

6.8. Ouenka 0e30I1aCHOCTH.
6.8.1. [lepeuenn nmapamMeTpoB OE30MACHOCTH.
6.8.2. MeToabl ¥ CPOKU MPOBEACHUS OIICHKH, PETUCTPALIMK U aHAJIM3a [TapaMeTpoB 0€30IMacCHOCTH.

6.8.3. TpeboBaHus K OTYETaM, MPOIEAYPHI IO PETHCTPAIMK U COOOMICHHUSIM O HEXKeIaTebHBIX
SIBJICHHUSIX ¥ UHTEPKYPPEHTHBIX 3200JICBaHUSIX.

6.8.4. Meron W TPOJOIDKUTEIBHOCTh HAOMIOACHHUS 3a CyOBEKTaMU WCCIEAOBAHUS IOCIE
BO3HUKHOBCHUS HEXKEIIATSILHBIX SIBICHHIA.

6.9. CraTucTudyeckue aclekThl KIMHHYECKOTO HCCIICOOBaHUA.

6.9.1. Onucanue CTaTUCTMUECKUX METOJOB, KOTOpbIE MPEIIOJaraeTcsi HCIOJIb30BaTh, BKIIIOYas
CPOKH MPOBEJCHUS KaX/I0T0 IIAHUPYEMOI'0 IIPOMEXYTOYHOIO aHaJIM3a.

6.9.2. Ilnanupyemoe KOIMYECTBO CyOBEKTOB. B ciydae mnpoBeaeHHUS MHOTOLEHTPOBBIX
UCCIIEIOBAaHUM JTOJDKHO OBITh OIpENeNeH0 IIaHHPYEeMOe KOJIMYECTBO CYOBEKTOB B KaXKJAOM ILIEHTpE.
O6ocHOoBaHME pa3Mepa BBIOOPKH, BKJIOYAs TIOSICHEHUS WJIM BBIUKUCIEHUS I OOOCHOBaHUS
CTaTUCTHYECKON MOIIHOCTH UCCIIEI0BaHUS U KIMHUYECKOH 000CHOBAaHHOCTH MCCIIEOBAHMUS.

6.9.3. IIpuMeHsieMblil ypOBEHb 3HAYMMOCTH.
6.9.4. Kputepun npekpaiieHus uccie10BaHms.

6.9.5. Tlpouenypsl ydera OTCYTCTBYIOIIMX, HE MOIJICKANIUX aHATW3Y U (HambCUPHUIIMIPOBAHHBIX
JTAHHBIX.

6.9.6. Tlporieaypsl COOOIIEHUST O JIOOBIX OTKJIOHEHHUSAX OT TMEPBOHAYAIBLHOTO CTATHCTHYECKOTO
miaHa (BCE OTKIOHEHHS OT IMEPBOHAYATBHOIO CTATHCTUYECKOTO IUIaHA JIOJDKHBI OBITH OMHMCAaHBI U
000CHOBaHBI B IPOTOKOJIE U (MJTH) 3aKIIIOYUTEITLHOM OTUeTe 00 MCCIeI0BaHUN).

6.9.7. Ot6op cyOBeKTOB aisi aHauu3a (HampuUMep, BCE paHJAOMH3HPOBAHHBIE CYOBEKTHI, BCE
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CyOBEKTBHI, TMONyYUBIIME XOTS OBl OIHY J03y HCCIEIyeMOro TIpemnapara, BCE CYOBEKTHI,
COOTBETCTBYIOILIME KPUTEPHUSIM 0TOOpA, CYObEKTHI, JaHHbIE KOTOPBIX MPUTOAHBI IJISl OLIEHKH).

6.10. IIpssmMoii JOCTYI K MEPBUYHBIM JaHHBIM (JJOKYMEHTAITUH ).

CHoHCOp JI0OJDKEH MPEeAyCMOTPETh B MIPOTOKOJIE WM UHOM IMUCbMEHHOM COTJIAIIEHUU 00S3aHHOCTh
uccienoBareneil (opraHusanuii) He NPENATCTBOBaTh NPSAMOMY JOCTYNYy K TI€PBUYHBIM JIAHHBIM
(mOKyMeHTalMM) JUisi MPOBEJCHUS CBSI3aHHBIX C HCCJICAOBAHMEM MOHHUTOPUHTA, ayAuTa, STUYECKOU
AKCIIEPTU3BL, a TAK)KE WHCIEKIIUU CO CTOPOHBI YIIOJIHOMOYEHHBIX OPTaHOB.

6.11. Kortponb kayecTBa 1 oOecredeHrue KauecTBa.

6.12. OTHyeckue acCueKThl.

Ornucanue 3 TUYECKUX ACIIEKTOB UCCIIEIOBAHUS.
6.13. PaGora ¢ 1aHHBIMU U BEACHUE 3aIUCEN.

6.14. duHaHCHpPOBAHUE U CTPAXOBAHUE.

CDI/IHaHCI/IpOBaHI/Ie H CTpaxOBaHHEC, CCJIM OHU HC OIIMCAHbI B OTACJIbHOM JOT'OBOPC.

6.15. IlyGnukanuu pe3ynbTaToB KIMHUYECKOTO UCCIET0BaHUS.

[TonnTHKa B OTHOIIEHUH ITyOIMKAIUI, €CJIM OHA HE OIMCaHa B OT/AEJIbHOM JJOTOBOPE.
6.16. [IpunoxxeHust K IPOTOKOITY.
7. Bpoiropa uccnenoBaresns

7.1. BBenenue.

Bpourtopa nccnenosarens (nanee - BI) npencrasiser co6oit cBOAHOE M3IOXKEHUE KIMHUYECKUX U
JNOKJIMHUYECKUX JAHHBIX IO MCCIEAyEeMOMY IIpenapary, KOTOpbe MMEIOT 3HAYEHHE IS €ro U3y4YeHHUs C
yJacTHeM 4YeJloBeKa B KadecTBe cyObekTa uccienoanus. Haznauennem BU sBisiercs mpenocraBieHue
UCCleIoBaTeNsIM W JApPYTUM JIMIIAM, BOBJICUEHHBIM B TPOBEACHHUE HCCIENOBaHUS, HHQOpMAIH,
MOMOTAIOIeH MOHUMAHUIO U COONIOIEHUI0 MHOTHX CYHIECTBEHHBIX MOJOXKEHUH MPOTOKOJIA, TAKUX Kak
703a, YacToTra (MEepUOJUYHOCTh) J03, CIOCOObI BBEACHHS, a TakKe IMpoLeaypbl MOHUTOPUHIA
6e3onacHoctu. bW Taxke oOecneunBaeT MOHMMAaHUE, CIIOCOOCTBYIOIIEE KIMHUYECKOMY BEJICHHIO
CyOBEKTOB MCCIIEIOBaHMS B TEUEHHE Kypca KIMHMYECKOro uccienoBaHus. MHpopmaius nomkHa ObITh
NpEeJCTaBIeHa B KpPaTKOH, MpOCTOM, OOBEKTUBHOW M JIMIIEHHOH pEKJIaMHOTO OTTeHKa QopMme,
MO3BOJISIIOIIEH KIMHUIUCTY WIM MOTEHIMAJILHOMY HCCIEAOBATEN0 MOHITh €€ U CHOPMUPOBATH CBOIO
COOCTBEHHYI0O OOBEKTHBHYIO OLIEHKY IIeJI€COO0OPa3HOCTH TMPEAaraéMoro HCCIEAOBAaHUS HCXOIs W3
COOTHOIIEHUS MoJib3a-puck. [1o aToit mpuuune B cocraBieHnr bU oOpIHO AOMKEH MPUHUMATh ydacTue
MEIULMHCKUH 3KCcTepT, HO coaepxkanue bU nomkHO ObITE 0100peHo crenuagiucTaMu Tex obacreil, rae
OBUIH MOJIYYEHBI OMUCHIBAEMBIE TaHHBIE.

Hacrosmue HpaBI/ma ONpCACIIA0T MHHUMAJIbHBIA 00bEM I/IH(I)OpMaI_II/II/I, KOTOpasa OOJI?KHA OBITh

www.consultant.ru CrpaHuua 41 u3 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

BKIIOYeHa B bU, u [1aer pexkoMeHJalMu 10 CTPYKTYpe W3JIOKEHHS JaHHOW WH(OpMaLuu.
[Ipenmonaraercs, 4To XapakTep U 00beM AOCTYNHON HH(OpMALUU OyIyT U3MEHSTHCS B 3aBUCIMOCTH OT
CTaguM pa3padOTKU HCCIeIyeMOoro mnpemapara. Eciau uccieayemblil mpenapar HaXOAWTCS HA PHIHKE H
OOJIBIIMHCTBY MPAKTUKYIOIIKX Bpauel XOpOIIo U3BECTHBI ero (papMakoioruueckue cBoicTBa, bU moxer
ObITh MeHee moApoOHON. C paspeuieHus YNOJTHOMOUYEHHBIX OpraHoB BMmecTo bW Moryr ObITh
MCIIOJIb30BaHbl MaTepHallbl, COAepKallie OCHOBHYIO MH(GOpPMAIMIO O Iperapare, JUCTOK-BKIaAbII WU
uHbopMalMsg HAa JTUKETKE IPH YCIOBUH, 4YTO AIbTEPHATHUBHBIA BapHaHT COJIEPKUT aKTyaIbHYIO,
BCECTOPOHHIOI0 U MOAPOOHYI0 HH(pOpMAIUI0 000 BCEX XapaKTEpUCTUKAX HCCIeIyeMOoro Ipemnapara,
KOTOpBIE MOTYT OBITb BaXHBI Ui HccienoBatens. Ecnm Haxonsmuics B CBOOOIHOW Ipojake
JIEKapCTBEHHBIN Mpernapar UCCenyeTcs Ha IpeaMeT HOBOrO MpUMEHEeHus (T.e. IO HOBOMY IOKa3aHUIo),
BU nomxHa OBITH COCTaBJICHAa C ydY4e€TOM HOBOro mpuMmeHeHus. B cremyer mnepecmarpuBaTh u
UCIPABIIATH He pexe | pasa B roa ¥ mpu HEOOXOAMMOCTHU JIOTOJIHITh B COOTBETCTBUU CO CTaHAAPTHBIMU
npoueaypamu crnoHcopa. b1 moxxer mepecMaTpuBaThCsl Yaille B 3aBUCUMOCTH OT CTaJuU pa3pabOTKu
mpermapaTa ¥ MO Mepe MOCTYIJICHHS HOBOW 3HauuMol uHpopmanuu. OJHAKO B COOTBETCTBUU C
NPUHIUIIAMA HaJUIeKAIeH KIMHUYECKON MPaKTHKON HOBasi HH(POPMAIU MOKET ObITh HACTOJIBKO Ba)KHA,
9TO €€ HEeoO0XOAUMO CcoOoOmMTh uccienoBatensM u npu Heodxogumoctu DCO (HOK) u (umm)
YIOJTHOMOYEHHBIM OpTraHaM JI0 €€ BKJIIOYEHHsI B HOBYIO pefakuuto bU.

Kak npaBuio, cmoHCOp OTBEYAeT 3a MpeAOCTaBICHHE UCCIIeI0OBaTeNsIM aKTyalnbHO penakuuu bU, a
WCCTIEI0OBATeNId OTBEUAIOT 3a MpENOCTaBiIeHUE akTyainbHOM pemakuuu BU coorBercTBytomemy 2CO
(H3K).

Ecnu cnoHcopoM HccinenoBaHUsl — SBIIIETCS  MCCIENOBATENb, OH JOJDKEH pPaccMaTpHUBaTh
BO3MOXXHOCTh TIOJY4YeHHs OpOILIIOphl OT HW3rOTOBUTENs mpemnaparta. Eciu uccnemyemblit mpemapar
MPEOCTABIISIETCS] CAMUM CIIOHCOPOM-HCCIIEIOBATENEM, OH JIOJDKEH JOBECTH HEOOXOJUMYIO HH(POPMAITUIO
JI0 CBEJICHUS 3aHATOrO B MCCIEAOBAaHUM IlepcoHana. B Tex ciydasx Korja COCTaBJICHUE TPAJAULMOHHOM
BU HeocyiecTBUMO, B KAYECTBE aJIbTEPHATHBBI CIIOHCOP-KUCCIIEIOBATEIb JOJKEH BKIIOUHUTH B MIPOTOKOJ
WCCIIEIOBAHMS pPa3/ell, BKIIOYAIOUINI TOIPOOHO H3JI0XKEHHbIE TaHHBIE, COJEpKallie MHUHHUMAIbHBIN
o0beM Tekylel nHdopmaluu, npeaycMaTpruBaeMble HacTosmumu [IpaBuiamu.

7.2. O0111ME TOT0KEHUS.
BU nomxHa BKIIIOYAThL B CEOSI:
7.2.1. TuTynbHBIA JUCT.

JomkHbpl OBITH yKa3aHbl HalMEHOBAHHE CIIOHCOPA, HMJIEHTH(PUKATOPHI KaXJI0TO MCCIETyeMOro
npenapata (T.e. HOMEp HCCIeA0BaHUs, XUMUYECKOE WM YTBEPXKJACHHOE HEMAaTEHTOBAHHOE Ha3BaHUE, a
TaKK€ TOPrOBOE€ HAaMMEHOBAaHME, €CIU 3TO HE IPOTUBOPEYMUT IEUCTBYIOLIEMY 3aKOHOIATEIbCTBY U IIO
JKEJIaHUIo0 croHcopa) W nata penakuuu bU. Pekomennyercs ykassiBaTh HOMep Bepcuu bW, a Taxke
HOMEp U JaTy npeasiayuen pegakuuu bU.

7.2.2. Yka3zaHnue Ha KOH(pUIEHIIMAIBHOCTb.

[To >xemaHWIO CIIOHCOpP MOKET BKIOUUTH B BU yBemomienue uccienoBatenel (momyuaTeneit) o
TOM, 4TO OHM JOJDKHBI paccMarpuBaTh B kak KoHOUAEHIMATbHBIA JTOKYMEHT, NpeAHa3HAuYEHHBIH
HCKJIFOYMTEIIBHO IS O3HAKOMJICHHS M MCTIOJIb30BaHUS UCCIIeI0OBAaTeIbLCKUM KoyutekTuBoM 1 DCO (HOK).
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7.3. Coneprxanue OpOLTIOPBI UCCIICOBATETIS.

B nomxHa uMMeThb CleQyIollMe pa3fenbl, KaKIbld M3 KOTOPhIX (TIe MPUMEHHUMO) CIEIyeT
COMPOBOXKIATh MEPEYHEM CChUIOK HA JTUTEPATYPHBIC HCTOUHUKHU:

7.3.1. Ornasienue.
7.3.2. Kpatkwuii 0630p.

Jlo;kHO OBITH IIPEJCTABICHO KpaTKoe pe3toMe (KeJaTeIbHO HEe IpEeBbIlIaroIiee 2 CTPaHUL)
IOCTYNHOW uHGpoOpManmMu O (U3NYECKUX, XUMHUYECKHX, (hapMaleBTHUECKUX, (HapMaKOIOTHYECKHX,
TOKCHKOJIOTMYECKUX,  (apMAaKOKMHETHYECKHX, METa0OJIMYeCKMX  CBOMcTBax, MH(pOpMalMU O
KIMHUYECKOM TPUMEHEHHWH, COOTBETCTBYIOIICH TEKyIIeH CTaJAuud KIMHUYECKOW  pa3paboTKu
HCCIIelyeMOro Ipenapara.

7.3.3. Beenenue.

B kpatkoM BBOJHOM pa3jeie JOJDKHBI ObITh yKa3aHbl XMMHUYECKOE Ha3BaHHE (a Takxke
HENAaTEeHTOBAaHHOE M TOPrOBOE€ HAMMEHOBAHHUA, €CJIM IpernapaT 3aperucTpUpoOBaH) HCCIETyEMOIO
mpemnapaTa, BCe AaKTUBHBIE MHTPEIUEHTHI, (apMaKoJOoruyeckas Trpylna, K KOTOPOH OTHOCHTCA
HCCIeAyeMbIN TIpenapar, ¥ MEeCTO, Ha KOTOpO€ OH B HEW MpeTeHIyeT (Hampumep, MPEeUMYIIeCTBa),
000OCHOBaHUE JI1 W3YYECHHsI HCCIEyeMOro Ipernapara, a TakKe €ro okKujaemble MpopUIaKTUUYECKHE,
TEepaneBTUUECKHE WIM AUArHOCTUYECKHE TokazaHus. Kpome Toro, B BBOJHOM paszjene AOKEH OBbITh
chopMynupoBaH 001U MOIXO K OLEHKE UCCIIeyeMOTo Mpernapara.

7.3.4. ®usnyueckue, XUMUYECKHE U (apMalieBTUIECKHE CBOWCTBA U JICKAPCTBEHHAs hopma

JloyKkHBl  OBITH TNpEACTaBIEHBl ONHMCAHHME KOMIIOHEHTOB HCCIEAYyeMOro mpemnapara (BKIOYas
XUMHUYECKHE U (WIM) CTPYKTYpHBIE (DOPMYIIbI), @ TAK)Ke KpaTKasi CIIpaBKa O €ro0 OCHOBHBIX (PU3NYECKUX,
XUMHUYECKHX U (papMaleBTHYECKUX CBOICTBAX.

Jlns obecrnieueHus: aJeKBaTHBIX Mep O€30MacHOCTH B XOJI€ MCCIEIOBAaHUS JOJKEH ObITh yKa3zaH U
IpU HEOOXOAUMOCTH OOOCHOBAH COCTaB JIEKAPCTBEHHOW (hOpMBI, BKJIOYasl JONOJHUTEIbHbIE BEIIECTBA.
Takxe MO0JKHBI ObITh MPEJOCTAaBICHBl MHCTPYKIMU [0 XPAHEHUIO M UCIOJIb30BAHUIO JIEKAPCTBEHHBIX

bopm.
Crenyet ynoMsiHyTh JIF000€ CTPYKTYPHOE CXOJICTBO C IPYTUMH U3BECTHBIMU COCIMHEHHSIMHU.
7.3.5. JlokmuHHYECKUEe UCCICHOBaHUS.
Beenenne.

JloKHBI OBITH TMPEICTaBIEHBI B KpAaTKOH (pOopMe pe3ybTaThl BCEX CYIECTBEHHBIX JTOKIMHUYECKUX
UCCIIEeIOBaHUM  (PapMaKOIOrHUYeCKUX CBOMCTB, TOKCHYHOCTH, (DapMaKOKMHETHUKH U MeTaboau3Ma
uccineayemoro npemnaparta. JIojkHbI OBITH  OMMCaHBl HCHOJB30BAHHBIE METOJBI, MPEICTABICHBI
IMMOJIYUYCHHBIC PE3YJIbTAThI, 4 TAKXKC HUX 06cy>1<)1eHHe B CBA3HM C HCCICAYEMBIMU TCPAIICBTUYCCKHUMU H
BO3MOKHBIMU HEOJIarONpPUATHBIMU MM HEMPEIBUACHHBIMU 3(PdekTaMu y ueraoBeka. B 3aBucMMoOCTH OT
Hanuuus (IO0CTYMHOCTH) HH(POPMAIIUHU YKa3bIBA€TCS CIETYyIOIIEe:
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UCTIOJIb30BaHHBIE B HCCIIEJOBAHUSAX BU/IbI )KUBOTHBIX;
KOJIMYECTBO U TMOJI )KUBOTHBIX B KaXKIOW TPYIIIE;

€IMHUIIBI U3MEPEHUS 1036l (HapUMEp, MIJUTUTPaMM/KUJIOrpamMm (MI/KT));

KpaTHOCTb BBEJICHUS;

IyTh BBE/ICHUS;

JUIUTETLHOCTh Kypca BBEJICHUS;

uH(pOpMaLs, OTHOCSIIASACSA K CHCTEMHOMY PacIpeieeHuIO;

MPOJOHKUTEILHOCTD MOCIEAYIONIEr0 HAOIIOACHHS TOCIIe OKOHUAHUS BBEICHUS Mpernapara;
pe3yJbTaThl, BKJIIOYAsk PACKPHITHE CIEAYIOUIMX aCIEKTOB!

XapakTepa M 4aCTOThl (PapMaKOIOrHUECKUX HIIM TOKCHUECKUX 3P PEKTOB;

BBIP)KEHHOCTH MJIM CTETICHU TSDKECTH (DapMaKOIOTUYECKHUX HITH TOKCHIECKUX 3(h(HEeKTOoB;
J10303aBUCUMOCTH 3(PPEKTOB;

BpPEMEHHU 10 HACTYIUIeHUs 3 (HeKTOoB;

obpaTtuMocTu 3¢ (HeKTOB;

MIPOJIOJKUTENEHOCTH 3P (HEKTOB.

Jnis Gonplieidl HArJIATHOCTH JaHHBIE CIEAYeT MO0 BO3MOXHOCTHM IMpPEJICTAaBIATh B BUAE TaOIHII
(nepeuneit). [locnemyronme pasiensbl TOJDKHBI COEpKaTh 00CYX ICHHE HAanOoJiee BAXKHBIX PE3yJbTaTOB
UCCIIeIOBaHMM, BKIIIOYasl J0303aBUCUMOCTb HAa0M0AaeMbIX 3(h(PEKTOB, UX IKCTPAIOIIALUIO Ha YEeJIOBEKa, a
TaKKe JIIoOble MHbIE acHeKThl, TpeOyrolre UcCleoBaHus y 4enoBeka. [Ipu HeoOXoauMocTH, OJIKHO
OBITh MPOBEJICHO CPAaBHEHHE PE3Yy/IbTaTOB UCCIIE0BAHUSA AIPPEKTUBHBIX U HETOKCHYECKUX J103 IpenapaTa
Ha JKMBOTHBIX OJJHOTO W TOTO K€ BUAA (T.. HEOOXOIMMO OTNPEACTHTH TEPANEeBTUUYECCKHIA HHIIECKC).
Crnenyer ykasaTh, Kak 3TU JIaHHbIE COOTHOCSITCSI C JJO3MPOBKAaMH, MpeilaraéMbIMU JJIsl IPUMEHEHUs y
yenoBeka. Bo Bcex ciydasix 1Mo BO3MOXKHOCTH TIPH NPOBEJCHUN CPABHEHUH PEKOMEHIYeTCsI YKa3bIBaTh
KOHIIEHTPALIMH Npernapara B KpOBH (TKaHH), a HE JO3UPOBKHU, BBIPAKEHHBIE B MIV/KT.

a) Joxnuanueckas papMaKoIorusi.

JlaHHblil pa3znen AODKEH BKIOYaTh B ce0s KpaTkoe omMcaHue (HapMaKoJIOTHYECKHX CBOMCTB
UCCIIEyeMOro TpernapaTa M 10 BO3MOXKHOCTH €ro OCHOBHBIX METa0OJUTOB MO pe3yjibTaTaMm
UCCIIeIOBaHUI Ha KUBOTHBIX. KpaTkoe onmucaHue AODKHO BKJIIOYATh B ce0sl MCCIEOBAHUS MO OLIEHKE
BO3MOXXHOM TepameBTUUYECKOM AaKTUBHOCTU (Hampumep, 3(PQPEeKTUBHOCTb MpPH SKCIEPUMEHTAIbLHOU
NATOJIOTUH, JIMTaH/-PEIIEITOPHOE B3aUMOJICHCTBHE U CIEUU(UIHOCTD JEHCTBUS), a TAKXKE UCCIIEIOBAHUS
o oOleHKke Oe3omacHOCTH (HAampuUMep, CHENHAJbHbIE HCCIENOBAaHUS NS  HM3YyYEHUS  HMHBIX
bapmakonornueckux 3(h(HeKkToB, He UMEIOLINX TeparneBTUYeCKO HallPaBICHHOCTH).
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0) ®apMaKOKMHETHKA U METa0O0IM3M Mpernapara y )KUBOTHBIX.

I[aHHBIfI pa3aci AO0JKEH BKIIHOYATH B ce0s KpaTKO€ OIIMCAHUEC (bapMaKOKI/IHeTI/IKI/I, MeTabonau3Ma U
pacnpeaciicCHud UCCICAYCMOT'0 IpcrapaTra B TKAHAX JXUBOTHBIX BCCX BHUAOB, Ha KOTOPBIX IMPOBOAUIIMCH
HUCCICIOBaHUA. I[OJ'DKHI)I OBITh OCBCHICHBI BCaCbIBaHUEC, MECTHasd H CUCTEMHasi 6I/IOI[OCTy1'IHOCTB
HUCCIICAYCMOI0 IIperiapara U €ro MeTa6OJII/ITOB, a TAaKXKC HUX CBA3b C JaHHBIMU (bapMaKOJIOI‘I/I‘IeCKI/IX n
TOKCHUKOJIOTHYCCKHUX I/ICCJ'IG,I[OBaHI/Iﬁ Ha )XMBOTHBIX.

B) Tokcukomorus.

Janublif pas3men OJDKEH BKJIOYATh B ce0s KpaTKoe ONucaHue TOKcuyeckuxX dhdexTon
HCCIIEAYEMOro Tpenapara, BbISBICHHBIX B HCCIIEOBAHUSAX Ha JKMBOTHBIX pa3HbIX BUIOB. Ciemyert, 1o
BO3MOXXHOCTH, IPUAECPKUBATHCSI HUXKEPUBEICHHOM CTPYKTYpBI OIJIaBIICHUS JAHHOTO pa3jiena:

TOKCHUYHOCTB ITPHU OJHOKPATHOM BBCACHHUH,
TOKCHUYHOCTD IIPpXU MHOT'OKPATHOM BBCACHUU,
KaHICPOTCHHOCTD,

CIEIMallbHbIe UCCIIeJIOBaHMs (HAmpuMep, MECTHO-pa3ipakaroniee [IeHCTBUE, HCCIIECOBAHHE
CCHCHOMITM3UPYIOIIETO ICHCTBHSA);

PENPOAYKTUBHAS TOKCUYHOCTH;
F€HOTOKCUYHOCTh (MYyTareHHOCTb).
7.3.6. OnbIT NpUMEHEHUS Y YEJI0BEKa.
Beenenue.

B stoM paszmene moapoOGHO o0OcyxkaaroTcs H3BECTHBbIE A(PQEKThl HCCIEAYeMOro mpemnapara y
YyeloBeKa, BKIOYas ~ MHGOpMAIMIO,  OTHOCAIIyIOCS K  (apMakOKMHETHKE,  MeTaboiIu3My,
(bapMakoMHaAMKKeE, 10303aBUCUMOCTH 3¢ dexToB, Oe3omacHOCTH, 3()(HEKTUBHOCTH, a TaKXKe APYrHM
BUZaM (papMaKoIOrHYecKold akTUBHOCTH. [l0 BO3MOKHOCTH JOJDKHO OBITH JaHO KpPaTKOE OMHCAHUE
KaX/10T0 3aBEPILICHHOr0 KIIMHUYECKOro UccieaoBaHus. Takxke T0JKHA ObITh MpeicTaBieHa HHpopMarus
0 pe3yabTaTax JI000T0 MPUMEHEHHs UCCIIeyeMOro MpenapaTa BHE PaMOK KIMHUYECKUX HCCIEJOBAaHUN
(HampuMep, CBEIEHUS, TOJyYEHHBIE BO BPEeMS MOCTPETUCTPALMOHHOTO MPUMEHEHHUS IIpenapara).

a) ®apMaKOKMHETHKA U METa0O0JIN3M y 4EJIOBEKA.

JlaHHBINM pazfen TOJKEeH CoAepKaTh KpaTKyro MH(OPMAIUIO, OTHOCSIIYIOCS K (DapMaKOKHHETHKE
HCCIIElyeMOT 0 Ipenapara, 1 BKJIIoUaTh B ce0s cieayroniee (B 3aBUCUMOCTH OT HAJIMYUs JaHHBIX):

dapmakokuHeTHKa (B TOM 4YHCIIE METa0ONU3M, BCACHIBAHWE, CBS3BIBAHHE C OCIKAMH TIa3MBl,
pacrpeiesieHe U BBIBEJICHUC);

OMOJOCTYMHOCTh ~ HCCIIEyeMOro mpemnapata (aOCONIOTHYIO TIO BO3MOXHOCTH W (WJIM)
OTHOCHUTEJIbHYIO) C UCIIOJIb30BaHUEM OIPEIeTICHHOMN JIEKapCTBEHHON (POPMBI B KaUeCTBE CpaBHEHUS;
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CyOnomyJIsIIK HACENIeHUsI (HAIpUMep, pa3indus 1O IOIY, BO3pacTy WX HApyHMICHUSAM (DyHKIUN
OpraHoOB);

B3aUMOJICUCTBUE (HapUMep, JICKaPCTBEHHBIE B3AUMOICHCTBUS U BIMSIHUE MPUEMA MHILIN);

Ipyrue JaHHble 10 (apMaKkOKMHETHKE (HampuMep, pe3yibTaThl MPOBEACHHBIX B paMKax
KIMHUYECKUX UCCIIeOBaHUN (hapMaKOKMHETUYECKUX MCCIEIOBAHNI HA PA3IMYHBIX TPYIIIAXx).

0) bezonacHocTh U 3 (HEKTUBHOCTD.

Kpatko momkHa ObITh TpencTaBicHa wuHOpMamms, OTHOCAMmascsd K  O€30MacHOCTH,
(dhapmakoguHaMuke, 3(HEKTUBHOCTH U J10303aBUCUMOCTH 3P (PEKTOB HccaeayeMoro mpermnapara (M ero
MEeTabOJIMTOB, €CJIM UMEIOTCS IAHHBIC) U TMOTYYCHHAS B X0/ IPOBEJCHHBIX KIMHHYECKUX UCCIICOBAHMIMA
(c yqactueM 310pOBBIX AJOOPOBOJIBLIEB U (WIK) TAIIMEHTOB). JlokHA OBITH MpeACcTaBlieHa HHTEPIIPEeTaLus
3TUX JAaHHBIX. ECITM 4acTh KIIMHUYECKUX UCCIICIOBAHUN yXKe 3aBEepIleHa, JUIsi 00Jiee SICHOTO BOCIIPHSTHS
JAHHBIX PEKOMEHIYETCSl MPEJICTaBUTh [0 3aKOHYCHHBIM WCCJICIOBAHHUSM CBOJHBIE OTYETHI II0
3¢ (HEeKTHBHOCTH W 0E30MACHOCTH HCCIISAYeMOro IperapaTa 1Mo OTACIbHBIM MMOKa3aHHUSIM Y Pa3IUIHBIX
nomyssiuil. Takke peKOMEHIyeTCsl UCTIONBb30BaTh CBOJIHBIC TAOIHUIIBI HEXKEIATEIbHBIX PEAKIIHiA 10 BCEM
KIIMHUYECKUM MCCIIC0OBAHUSM (BKIIIOYAsT UCCIICIOBAHUS IS JTFOOBIX M3y4aBIINXCS IMOKa3aHui ). [l0mKHBI
OBITh OCBCIICHBI 3HAYUMbBIC pPA3IMYMs B XapakTepe (YacTOTE) HEXKENATeNbHBIX pPEaKIUd Kak JUls
Pa3IMYHBIX TTOKA3aHUH, TaK U JUISI PA3TUIHBIX TTOITYJISIIIHA.

B b1 JOJIZKHBI OBITH ONMHCAHBLI BO3MOYKHBIE PUCKH H HCKCIIATCIBbHBLIC PCAKIMH, KOTOPLIC MOKHO
OXXKJaTb Ha OCHOBAHWM HAKOIUICHHOTO OIlblTa MNPHUMCHCHHUA KaK HCCICAYEMOI'o IIplliapara, TaK H
CXOOHBIX C HHM MIpClapaToB. HOJ’DKHBI OBITb TaK)Xe OIMCAHBI MCPBI IIPEAOCTOPOKKHOCTH WU
CIICHaJIbHBIC METOIbI Ha6JIIOI[CHI/I$[, KOTOPBIC HGO6XOI[I/IMO IMPUMCHATH IPHU UCIIOJIB30BAHUU IIpCIiapaTa B
HCCICO0OBATCIIBCKUX LECIIAX.

B) [locTpeructpainoHHbIN ONBIT IPUMEHEHHUS.

B B nomkHBI OBITH YKa3aHbI CTPaHbl, B KOTOPIX UCCIIENYEMBbIH Mpenapar y:ke UMEeTCsl B PoJIaxe
M Obu1 3apeructpuponad. JIrobast 3HaunMast HHGOpMalys, MOIy4eHHAas B X0J€ OCTPETUCTPALIMOHHOTO
IPUMEHEHMs IpenapaTta, J0JKHa ObITh MpeJCTaBlieHa B 0000IIeHHOM BUjie (HampuMep, JIeKapCTBEHHbIE
(GopMbI, TO3UPOBKH, IYTH BBEACHUS U HexenaTenbHble peakuun). Taxxke B B nomkHbI ObITh yKa3aHbl
CTpaHbl, B KOTOPBIX 3asgBUTENIO OBLJIO OTKAa3aHO B OA0OpeHMM (perucTpanuu) mpenapara Juis
KOMMEPUECKOIro MPUMEHEHUS! WU pa3pellieHne Ha MpoJaxy (pEerucTpalllOHHOE YIOCTOBEpEHHE) ObLIO
aHHYJIMPOBAHO.

7.3.7. O0OcyxeHue NaHHBIX U UHCTPYKIMH JUIsl UCCIIeI0BATEs.

B »sToMm pas3aciie  I10JIKHO OBITh MMpEaACTaBJICHO O6C}’)KI[CHI/IC JOKIIMHUYCCKUX H KIMHHYCCKHUX
JaHHBbIX H O606HIGHa I/IH(l)OpMaHI/ISI, MOJIYydCHHAaA M3 Pa3HBIX HCTOYHUKOB I10 Pa3INYHBIM CBOMCTBaM
HCCIICAYEMOTO npemapara. Takum 06pa30M, HUCCICI0BATCIIIO MMpEaOCTaBJIAOTCA HanOoee
I/IH(bOpMaTI/IBHaSI HHTEpIIpETalA HWMCIOIIHUXCA JaHHBIX, a TaKX€ BbIBOALBI O 3HAYMMOCTHU 3TOM
I/IH(I)OpMaI_[I/II/I AJI TIOCJIC YOI X KIITMHUYCECKUX HCCHCHOB&HHﬁ.

JlomkHBI OBITH KPAaTKO ONKCaHbl OMyOIMKOBaHHBIE Pa0OTHI O CXOJHBIM MpenaparaM, €ciid TaKHhe
Ipenaparsl UMEIOTCS. DTO MO3BOJIUT UCCIENI0BATENI0 ObITh TOTOBBIM K HEXEIATEIbHBIM PEaKIUsIM MU
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APYTUM MpodiieMaM, KOTOPbIE MOTYT BO3HUKHYTH B X0/1€ KJIMHUYECKUX HCCIIEJOBAHUH.

OcHOBHas 11eJIb JAaHHOTO pa3jieNa 3aKJIoyaeTcs B TOM, YTOObI IOMOYb MCCIIEI0BATEN0 HNOIYYUTh
YEeTKOE IPE/ICTABICHUE O BO3MOJKHBIX PUCKaX M HEXKENATENIbHBIX pPEaKLUsAX, a TAKKEe O CIELUAIbHBIX
TeCTax, MeToJax HaOIIOJeHUs U Mepax IMpPeJOCTOPONKHOCTH, KOTOPbIE MOTYT IOHAJ0OUTHCS B XOJI€
KIIMHMYECKOTO UCCIIE0BAaHUS. JTO MPEICTaBICHUE TOJKHO OBITH OCHOBAHO Ha JIOCTYMHON MH(pOpMaLuu
0 (u3MUECKUX, XHUMHUYECKHUX, (apMaleBTUUECKHX, (APMAKOJIOTHYECKUX, TOKCUKOJIOTHYECKUX U
KJIMHUYECKUX CBOMCTBaxX HMccieayemoro rnpemnapara. KiIMHMYECKOMYy MCCIEIOBATENI0 TAaKXKeE JIOJIKHBI
ObITb MNPENOCTAaBICHbl HHCTPYKLUMU II0 JUATHOCTHKE M JIEYEHUIO BO3MOXKHBIX IE€PEIO3UPOBOK MU
HEXENAaTEJIbHBIX ~ peaklUuid, KOTOpblE OCHOBAaHbl Ha MPEAbIAYIIEM KIMHUYECKOM  OIBITE U
(bapMakoJIOTHYECKUX CBOMCTBAX MCCIIENyEeMOro Ipenapara.

8. Hepequb OCHOBHBIX JOKYMCHTOB KIIMHUYCCKOI'0O UCCIICAOBAHUSA

8.1. Beenenue.

OCHOBHBIMHA JOKYMCHTAaMH KIIMHUYCCKOIr0 HMCCIICAOBAHUA ABJIAIOTCA HOOKYMCHTBI, KOTOPBLIC
HO3BOJISIFOT (110 OT/ENBPHOCTH HMJIM B COBOKYIHOCTH) OLICHUTH HPOBEICHUE HCCICIOBAHUS M KAueCTBO
MOJYYCHHBIX JaHHBIX. OTH JOKYMEHTBI CIY)aT JI0Ka3aTeJIbCTBOM COOJIIOJCHUS HCCIIe0BATEIICM,
CIIOHCOPOM M MOHHUTOPOM MPHUHIMIIOB HAJJIEKAIICH KINMHUYSCKOW MNPAKTHUKA W HPUMEHHMBIX
TpeOOBaHUH.

OCHOBHBIE JTOKYMEHTBHI HCIIOJIb3YIOTCA TakXke€ B HHbIX LeIsiX. CBOEBPEMEHHOE IIOMEILECHHE
OCHOBHBIX JIOKYMEHTOB B (hailjibl HcclieqoBaTest (MEIUIIMHCKOTO YUYPEXKICHHS) M CIIOHCOPAa MOXKET
CHOCOOCTBOBATh YCIEUTHOMY BBIIOJIHEHHUIO B paMKax KIMHUYECKOTO HCCIEAOBaHUSA CBOMX (DYHKUIUN
HCCIIeIOBATEIeM, CIIOHCOPOM U MOHUTOpPOM. KpoMe TOoro, 3TH JOKYMEHTBI OOBIYHO SIBIISFOTCS OOBEKTOM
HE3aBHUCHUMOI'0 ayJIWTa CO CTOPOHBI CHOHCOpPAa U MHCIEKIMU CO CTOPOHBI YIOJHOMOYEHHBIX OpPraHOB
BBUJly TOrO, 4YTO OHH SBISIOTCA YaCThKO MPOLECCa MOATBEPKICHUS 3aKOHHOCTH NPOBEACHUS
UCCIIETOBAHUS U JOCTOBEPHOCTH COOPAHHBIX JaHHBIX.

Hwxe nmpuBeneH MUHUMAIBHBIN NIEPEYEHb OCHOBHBIX JOKYMEHTOB. /IOKYMEHTBI CIpYyNIIMPOBAHbI B
3 pa3zmena B 3aBHCHUMOCTH OT CTaJiMM KIMHUYECKOI'O HCCIEIO0BaHMS, BO BpeMs KOTOPOHl OHU OOBIYHO
CO31ar0TCs:

1) nmepen HayamoM KIMHUYECKOH (pa3bl MccieqoBaHus (B COOTBETCTBUM C IMYHKTOM 8.2 HACTOSIIUX
[IpaBun);

2) BO BpeMs KIMHMYECKOW (ha3pl HcciaenoBaHUs (B COOTBETCTBHUHM C ITYHKTOM 8.3 HacTOSIIUX
[IpaBun);

3) mocne 3aBepIlieHUs WM MPEekIACBPEMEHHOTO MPEKpaIleHUs HCCIeN0BaHus (B COOTBETCTBUU C
nyHKkToM 8.4 Hactosmux [IpaBm).

B ykazaHHBIX HM)KE MOANYHKTaxX IMOJpa3zefia 8 HACTOSIIEro pasfena yKa3aHbl LENH KaXKJI0ro
JOKYMEHTa U MECTO MX XpaHeHHs (B Qailnax uccienoBarens (MEIUIIMHCKOTO YUpEXIEHUS) U (WIIH)
cioHcopa). Jlomyckaercss OObEAMHEHHE HEKOTOPhIX JOKYMEHTOB NpU YCIOBUH, 4YTO OTJEJIbHbIC
AJIEMEHTHI JIETKO UACHTUPUIUPYIOTCS.
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daitnel HUCCIICAOBaHUA OOJIZKHBI OBITH CO31aHbl B Ha4YaJIC UCCICAOBaHHA KaK B MCCTC HaXOXIACHUA
uccienoBaTens (MEAUIMHCKOTO YUPEKACHUs), TaK U B oduce cnoHcopa. McciaenoBanne MOKHO CUMTATh
oumanbHO 3aBEPIICHHBIM TOJBKO MOCIE TOro, KaK MOHMTOp TPOBEPUT (ailiibl HCCIeT0BATENS
(MEMIIMHCKOTO YYPEeXKACHUS) U CIIOHCOpA M MOATBEPIUT HAJIMYHE BCEX HEOOXOIUMBIX TOKYMEHTOB B
COOTBETCTBYIOLINX (hailyiax.

Ilepeuncnennsie B HacTosmMx [IpaBunax TOKyMEHTBI KaK 110 OTAEIBHOCTH, TaK U B COBOKYITHOCTHU
MOTYT OBITb MOJBEPTHYTHI AyAUTY CIIOHCOPA M WHCHIEKIMHU (TIPOBEPKE) YIIOJIHOMOYEHHBIMU OpraHaMy U
JOJKHBI OBITH NTPEIbABIECHBI IPU IIPOBEIEHUH ayAUTa UM WHCIIEKIUH.

8.2. Ilepen HavyamoM KIMHUYECKOH (Da3bl UCCIEIOBAHUS

Ha craguu nnaHupoBaHus MccieloBaHUS O €ro (opMajlbHOIO Hayaja JIOJDKHBI ObITh CO3AaHbI U
MOMENICHHI B (hailsl ClIeAYIONIHe JOKYMEHTHI:

HaumenoBanue noxkymeHnra Lenb Haxonutcs B
(aiinax
WCCIICJIOB | CIIOHCOP
arens a
(Meauim
HCKOH
Opranmsa
107079
8.2.1. bpomtopa uccrnenoBarenss  JOKYMEHTAJIBHO 3aKpENUTh (PakT X X
repeiayn UCCICI0BATEITIO
(MeIMIMHCKON OpraHu3alum)
HE00XO0IMMOM U aKTyaJIbHOM
Hay4yHOU nH(popmanmu 00
HCCIIeTyeMOM TIperiapare
8.2.2. JIOKyMEHTHI IJITAHUPOBAHUS TOKYMEHTAIBHO 3aKpEnuTh (PaKT
KIMHUYECKOTO UCCIEA0BAHNUS: YTBEPKACHUS CIIOHCOPOM U
MOJANKCAHHBIA TPOTOKOJI uccienoBaTeseM IpoToKoa X X
MOJNKCAaHHBIC TTOTPaBKK K HeMy  (mompaBok) u MPK
(npu Hanmmuum) odbpazen NPK
8.2.3. Undopmanus, JIOKYMEHTaJIbHO OQPOPMUTH (PaKT
npenocTaBiseMasl CyObeKTy MOJIy4eHus: H(HOPMUPOBAHHOTO
HACCIIENOBAHUS: coryiacus, J0KyMEHTaJIbHO
MOATBEPANTD, UYTO CYOBEKTaM
dhopma nHGOPMHPOBAHHOTO HCCIIEI0BAHNS Gy eT X X
cornacus (BK/IHOYas BCe NpeoCTaBjIeHa COOTBETCTBYOMIAs
HEO0OXOIUMBIC Pa3bsICHUTEIBLHBIC (C TOUKH 3PEHHUS COMEPKAHUA U
MaTepuaJlbl) JOCTYITHOCTH ISl TOHUMaHHS)
mobas apyrasi NMCbMEHHAs MMCBMEHHas HHGOpMaN, X X
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nHpopmanus

peKJIaMHble OObSBICHUS VIS
MpUBJICUYEHUS CYOBEKTOB B
uccieioBaHue (eciu
HCIOJIb3YIOTCS )

8.2.4. duHaHCOBBIE ACIEKTEI
HUCCIIEIOBAHUS

8.2.5. CtpaxoBoe 0053aTeIbCTBO
(ecu TpebyeTcs)

8.2.6. IloanucaHHbIiA 10TOBOP
BOBJICYCHHBIX CTOPOH, HAIIPUMEp:

MEXTy HCCIIeI0BaTEIeM
(MEIMIIMHCKUM YUPEKICHUEM) U
CIIOHCOPOM

MEXIy HCCIIEN0BATEIEM
(MEIUIMHCKUM YUPEKICHUEM) U
KOHTPAKTHOW MCCIIEA0BATENIBCKON
OopraHu3anuen

MEXJy CIIOHCOPOM H
KOHTPAKTHOW MCCIIEN0BATENIBCKON
OpraHu3anuein

MEXJy UCCIIE0BATENEM
(MEIMIMHCKUM YUPEKICHUEM) U
YIIOJTHOMOYEHHBIMHM OpraHaMu
(ecnu TpedyeTcs)

8.2.7. latupoBanHo€ 1
JOKYMEHTAJIBHO 0(hopMIIEHHOE
onobpenue (3axmouenue) I9CO
(H9K), Komuccueit no Bompocam
stuku (KBD) cnenyromux
JTOKYMEHTOB:

MIPOTOKOJIA U JIFOOBIX MOMPaBOK K

KOTOpasi IOMOYET UM C y4ETOM
MOJTHON MH(POPMUPOBAHHOCTH IaTh
coriacue. JJokyMeHTaJIbHO
MIOATBEPAUTD, YTO MEPHI 110
MIPUBJICYECHUIO CYObEKTOB
aJIeKBaTHBI U OTCYTCTBYET 3JIEMEHT
MIPUHYKIECHUSA

JIOKYMEHTAJIbHO 3aKpEruTh X
(uHAHCOBOE COTJIAIIEHUE I10
HCCIIEIOBAaHUIO MEXKTYy CIIOHCOPOM

U UccienoBareneM (MeIUIIMHCKOM
OpraHu3aIKei)

JTOKYMEHTAIBHO MOATBEPIUTb, YTO X
B Clly4ae NpUYMHEHHus yuepoa,
CBSI3aHHOTO C UCCIICIOBAHUEM,

cyOBbeKTaM HcclieloBaHus OyaeT
JOCTYITHA KOMIICHCAIIHS

JOKYMEHTAIBHO 3aKPENUTh MPaBa,
00513aHHOCTH U OTHOLIEHUSI CTOPOH

X
X
X
AOKYMCHTAJIbHO MMOATBECPANUTD, YTO
JTAaHHOE UCCIIeZIOBaHNE OBLIO
PaccMOTPEHO U pa3pelieHo
(omobpeno) 3CO (HOK).
Yka3bIBaeTcsi HOMEp BEpCUU U
JaTa JOKyMEHTa
X

X
(ecnm
Tpedyerc
1)

X
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nemy UPK (ecnu TpeOyercs)

dhopmbl THPOPMUPOBAHHOTO
COTJIACHs

M000i IpyTroi MIChbMEHHON
uH(OpPMAIIHH, TPEIOCTABIIEMOI
CyOBEKTaM HCCIIE0BAHUS

PEKIaMHBIX OOBSIBICHUN ISt
MIPUBJICUYCHUS CYOBEKTOB B
uccaeaoBaHue (ecinu
HCIIONB3YIOTCS )

UHPOPMAIMU O KOMIICHCAIIUU
cyObeKTam uccienoBanus (pu
HaJIUYHH)

JFOOBIX UHBIX Pa3pelIeHHBIX
(00OpEHHBIX) JOKYMEHTOB

8.2.8. Cocras DCO (HOK),
Cosera no stuke, KBO

8.2.9. Pazpemenue (omobpeHue
MIPOTOKOJIA, YBEAOMIICHUE O
MIPOTOKOJIE) OT YIOJIHOMOYEHHBIX
opraHoB (ecnu TpeOyeTcs)

8.2.10. Texymas pegakuus
pe3roMe UCCIIeI0BAHMS
(curriculum vitae) u nqpyrue
JIOKYMEHTBI, TTIOATBEPKIAI0IIINE
KBaJIM(DUKAIIMIO HCCTIeIoBaTeNen
U COUCCIIeNOBaTeIIEN

8.2.11. HopManbHbIil 1uama3oH
3HAYEHUH 7S MPEyCMOTPEHHBIX
MTPOTOKOJIOM METUITUHCKUX
(J1abopaTOpHBIX, TEXHUUECKUX )
npoueayp u (Win) TeCTOB

8.2.12. Meauuunckue,
(JtabopatopHbIE, TEXHUYECKHE)

JOKYMEHTAJIBHO 3aKPENUTh X X
cootBeTcTBHE cocTaBa DCO (HOK) (ecn
TpeOoBaHUAM HacTosAMX [IpaBui TpebyeTc
1)
JOKYMEHTAJIbHO MOATBEPIAUTH, YTO X X
[IPU HAJIMYUU COOTBETCTBYIOIIUX (ecu (ecn

MPUMEHUMBIX TpeOOoBaHU TpeOyeTrc TpedyeTc
paspenienue (ogodpeHue, s) s)
YBEIIOMJICHHE) YIOJTHOMOUYEHHBIX

OPraHoB MOJIYYCHO /10 Havyaia

WCCIIEIOBaHHS

JOKYMEHTAJIBHO MOATBEPAUTH X X
KBJIM(DUKAIIWIO ¥ IPUTOTHOCTH

JUIS IPOBEJIEHUS] UCCIIEIOBAHUS U

(WK) oCyIeCTBICHUS

MEIHMITUHCKOTO HaOII0ICHUS 3a

CyOBEKTaMH MCCIIEIOBAHUS

JOKYMEHTAJIBHO 3aKPENUTh X X
HOPMAaJIbHBIN 1Mana3OH 3HAYEHUN
U1 1a00PAaTOPHBIX TECTOB

X X
(ecnu

JOKYMEHTAJIBHO ITIOATBEPAUTH
MIPUTOAHOCTH 00OPYIOBAHUS JIIs
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MpOILeAYpPHI U (MIJIH) TECTHI, -
cepTudUKanmsi, aKKpeTUTAIIHS,
BHYTPEHHUH U (WJIM) BHEUTHUN
KOHTPOJIb Ka4eCTBa WIH JPYTHE
METOJIbI IIOATBEPKICHUS (€CITH
Tpedyercs)

8.2.13. O0Opa3ipl ITUKETOK Ha
yIaKOBKaX MCCIIEAYSMbIX
pernaparoB

8.2.14. UncTpykuus no
00paIICHHUIO C UCCIIEeTyEeMbIMU
npernapaTtamMy U pacxoJHbIMU
MaTepuagamu (€CiIM He BKIIIOUeHa
B IIPOTOKOJI WJIK OpoLIopy
HCCIIeI0BaTEs)

8.2.15. YueT mocTaBok
HCCIIEYEMBIX MPEapaToB 1
PAcXOJIHBIX MaTepUaioB

8.2.16. CepTuduKaThl aHAIN30B
MTOCTABJIEHHBIX UCCIIEAYEMbIX
IIpenapaToB

8.2.17. IIpouenypsl pacKpbITHs
KO/ JJIsl MCCTIeIOBaHuH,
MIPOBOJIUMBIX CJIETIBIM METOJIOM

8.2.18. PanmoMu3aninoHHBII
CITUCOK

MIPOBEICHHUS TPEOYEMBIX TECTOB U
o0ecrieueHus HaAEKHOCTH
pe3yabTaTOB

JOKYMEHTAJIBHO MOATBEPINUTH
COOJII0/IEHHE COOTBETCTBYIOIINX
TpeOOBaHUI K MAPKUPOBKE
HCCIIeTyeMOro rpernapara u
MPUTOJHOCTh UHCTPYKIMN ISt
CyOBEKTOB

JOKYMEHTAJIBHO 3aKPENUTh
WHCTPYKIUU JUIsl 00ecriedeHust
HaJJIeKAaIlero XpaHeHus,
YIAKOBKH, pACIPEACIICHUS U
YTHIM3ALUU UCCIEAYEMbIX
MPENApPaATOB U PACXOHBIX
MaTepuaioB

JOKYMEHTAJIbHO 3aKPENuTh JaThl U
Croco0 MOCTaBKH, HOMEpA Cepuit
UCCIIelyeMbIX MIPErapaToB U
PacxoaHbIX MaTEpPUAIIOB.
[To3BossieT oTCAEIUTD CEPUIO
npenapaTa, KOHTPOJIUPOBATh
YCIIOBUS IIOCTaBKHU U BECTU yUYET

JOKYMEHTAJIbHO TOJITBEPIUTH
MNOAJIMHHOCTD, YUCTOTY
HCCIIETyeMbIX MPENapaToB U
KOJIMYECTBEHHOE COZIeP)KaHUE B
HUX aKTHBHOTO BEIECTBA
(103UPOBKY)

JOKYMEHTAJIBHO 3aKPEIUTh
MpOLIEAYPY DKCTPEHHON
UACHTU(DUKAIIMY MACKUPOBAHHOTO
UCCIIelyeMOro npenapara 6e3
HapyLIECHNUs MACKUPOBKHU IS
OCTaJIbHBIX CYObEKTOB

)IOKyMeHTaJ'IBHO SaerHI/ITB METO/
paHIOMH3AIUN CYOBEKTOB
HCCIIEIOBAHUS

Tpedyerc

)

X

X
(Tperbs
CTOpOHa,
ecIu
Tpedyerc
1)

X
(Tperbs
CTOpOHa,
eclu
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8.2.19. OTuer MOHUTOPA O
BBIOOpE MCCIIEIOBATEIBCKOTO
[EHTpa

8.2.20. OTuer MOHUTOPA O
TOTOBHOCTH MCCJIEIOBATEIHCKOTO
[EHTpa

8.2.21. CooO1ienue crioHcopa o
Havaje KIMHHYECKOTO
WCCIICIOBAHMS B aIpeC
YIIOJIHOMOYEHHOT'O OpTraHa

JTOKYMEHTAJIBHO MTOITBEPIUTH
PUEMIIEMOCTD
HCCIIEI0BATEIBCKOTO IEHTPA IS
JAHHOTO MCCIIEA0BAHUS (MOXKET
ObITH 00BeaMHEHO ¢ I1. 8.2.20.)

JOKYMEHTAJIBHO TIOJITBEPIUTH
(hakT 03HAKOMJICHHUS
HCCIIEIOBATEIIS U 3aHATOTO B
HCCIICIOBAaHUH IIEPCOHANIA C
MpOLIeypaMH HCCIICTOBAHUS
(MOXeT OBITh OOBEAMHEHO C TI.
8.2.19.)

AOKYMCHTAJIbHO IMMOATBCPANUTDH
(I)aKT HadaJla KIMHHYCCKOI'O
HUCCICI0OBaHUA

Tpedyerc
1)

X

8.3. Bo Bpems kiuHUYeCKOH (ha3bl UCCIEAOBaAHUS

B nonrBepkaeHue Toro, 4to Bcsl He0OxoauMasi HoBast HHGoOpMaIus TOKyMEHTaIbHO 0QOopMIIseTCs
[0 Mepe ee TOCTYIUICHUs, B JOMOJIHCHNE K BBINICTICPECYUCICHHBIM JOKYMEHTaM, UMEIOIIMMCS B Qaiiie,
10 XOJly UCCJIeI0BaHUSI HEOOXOAMMO J00ABIATH CACAYIONINE TOKYMEHTHI:

HaunmeHnoBanue nokymeHTa [Hennb Haxonutcs B
daitnax
HCCJIEZIOB | CIIOHCOPa
aTens
(Menuuu
HCKOT'O
yupexae
HUS)
8.3.1. OGHOBJIEHHBIE BEpCUU JIOKYMEHTAIBHO 3aKPEenuTh (PaKT X X
OpOLIIOPHI UCCIIEOBATENS CBOEBPEMEHHOT'O COOOIICHUS
HcCIea0BaTento (MeIUIIMHCKON
OpraHu3aIi) He0OX0IUMOIH
uH(pOopMaLuu IO Mepe ee
MOCTYTICHUS
8.3.2. JIro0oe n3MeHeHue: JIOKYMEHTAJIbHO 3aKpEIUTh X X

nporokoia (monpasok) u MPK

HN3MCHCHUA NAaHHBIX JOKYMCHTOB,
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dhopmbl THPOPMUPOBAHHOTO
coryacus 000 1pyroit
MUCHbMEHHOW WH(pOPMAIINH,
MPEOCTaBIIIEMON CyObEeKTaM
UCCIICIOBAHMSI PEKIIAMHBIX
OOBSIBIICHUH [T IPUBJICUCHHUS
CyOBEKTOB B HICCIIEIOBAHUE (€CITH
HCIOJIb3YIOTCS )

8.3.3. latupoBanHoe u
JOKYMEHTAIBHO 0()OPMIICHHOE
onoopenue (3akmouenue) ICO
(HOK) cnenqyrommx 10KyMEHTOB:

MIOIPABOK K MPOTOKOJY HOBBIX
pelaKuuid:

(bopmMBI THPOPMHUPOBAHHOTO
corjacusi MpeJoCTaBIsIEMbIX
cyObekTaM HH(pOPMAITMOHHBIX
MaTepuaoB

PEKJIaMHBIX 00BSABICHUN T
IIPUBJICYCHUA Cy6’I)CKTOB B
ucclieioBaHue (eciu
HCIOJIb3YETCS])

JIPYTUX pa3peieHHbIX
(0m0OpEeHHBIX) JOKYMEHTOB

PE3YNIBTaTOB MEPUOJHYECKOTO
paccMOTpEeHUs JOKYMEHTAILINU T10
uccieIoBaHmIo (re Tpedyercs)

8.3.4. Pazpemenue (ogobpenue,
YBEJIOMJICHHE) YITOJITHOMOYEHHBIX
OpraHoB JJi1 BHECEHUS TIONIPaBOK B
MIPOTOKOJI U IPYTHE JTOKYMEHTBI
(TIpy HEOOXOUMOCTH )

8.3.5. Tekymyro perakuuo
pe3toMe uccieoBaTens
(curriculum vitae) HOBBIX
uccaeaoBarenei u (Min)
comcclieIoBaTenein

8.3.6. I3MeHeHus: HOpMaJIBHOTO
Jyana3oHa 3HaYE€HU! 1715
MIPEyCMOTPEHHBIX TPOTOKOJIOM

IMPOU3BCACHHLIC BO BPpEMA
HUCCICI0BaHUA

JIOKYMEHTaIbHO MOATBEPAUTD
(hakT paccMOTpEeHHS U 0JJ00peHUs
(BeLmaum 3axmmoyenust) 3CO
(H3K) momnpaBok u (Mi11) HOBBIX
penaKuui.

VYKa3bIBarOTCS PEIAKIUs U 1aTa
JOKYMEHTa

JIOKYMEHTAIbHO 3aKPEMUTh
COOTBETCTBUEC ITPUMCHUMBIM
TpeOoBaHUSIM

cM. MyHKT 8.2.10 Hacrosmen
TaOJINLIBI

JIOKYMEHTAJIbHO 3aKPENHUTh
HOPMAaJIbHBIN IMANa30H 3HAYEHUN
TECTOB, N3MEHEHHEBIX B XOJIE

X
(ecru
Tpedyerc
1)

X
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MEIUIIMHCKUX (J1a00paTOPHBIX,
TEXHUYECKUX) TpoLeayp U (Win)
TECTOB

8.3.7. UsMeHeHUs B METUITMHCKUX
(J1abopaTOpHBIX, TEXHUUECKHUX )
nporeaypax u (Wim) Tecrax,
cepTudUKanms, aKKpeTUTAIIHS,
BHYTPEHHUH U (WJIM) BHEUTHUN
KOHTPOJIb Ka4eCTBa WIH JPyTHE
METO/IbI MOATBEPKACHUS (T1Ie
Tpedyercs)

8.3.8. JlokymeHTaIus mo
MOCTaBKaM HCCIICTyeMbIX
[perapaToB ¥ pacxoaHbIX
MaTepHalioB

8.3.9. Cepruduxarsl aHanmza
HOBBIX CEpUH UCCIIETYEMBIX
MpernapaToB

8.3.10. OT4eTbl MOHUTOPOB O
BHU3UTaX

8.3.11. CymecTBeHHbIE 1151
HCCJICIOBAHMSI TIEPETOBOPHI
(mepenucka) (MOMUMO BU3HUTOB):
nepernucKa

3ammcu BCTped

3armucy TeNe(OHHBIX TIEPETOBOPOB

8.3.12. [loanucanuslie Hopmbl
MH(OPMHUPOBAHHOTO COTJIACHS
(MH(}OPMAIIIOHHOTO JIUCTKA)
MaIyenTa

8.3.13. IlepBuuHast fOKyMEHTALIMs

uccaenoBanus (cMm. myHKT 8.2.11
HACTOSIICH TabIUILIbI)

JIOKYMEHTAIBHO MOJTBEPAUTH, YTO
TECTBI IPOJOIHKAIOT OTBEYATh
TpeOOBaHUAM B TEUCHHUE TIEPHOIA
uccienoBaHus (CM. MyHKT 8.2.12
HACTOSIIICH TaOIUIIBI)

CM. IMyHKT 8.2.15 Hacrosmen
TaOJIULIBI

CM. IyHKT 8.2.16 HacTosen
TaOJIUIIBI

JAOKYMCHTAJIbHO 3aKPCIIUTH
BU3WUTBI MOHUTOPOB U PE3YJIbTATHI
TaKUX BHU3HUTOB

JIOKYMEHTAJIBHO 3aKPEIUTh
JII00BIE corIalIeHust 100
CYIIIECTBEHHBIE TIEPETOBOPHI,
KacaroIuecs: BOIPOCOB
MIPOBE/ICHUS UCCIICIOBAHUS, €TO
aI[MI/IHI/ICTpaTI/IBHBIX ACIICKTOB,
HapyIICHUIA TPOTOKOJIA,
OTYCTHOCTH I10 HCIKCIIATCIIbHBIM
SIBJICHUSIM

JIOKYMEHTaIbHO MOATBEPAUTD, YTO
corjlacue KaKJ0ro cyoneKTa
MOJIy4€HO B COOTBETCTBUU C
HacTosmuMmu [IpaBunamu u
MIPOTOKOJIOM IO Hayalla y4yacTHs B
uccienopannu. Kpome toro,
JIOKYMEHTAIBHO 3aKPEITUTh
pa3pelieHue Ha MPsMOH JOCTYII
(cm. myHKT 8.2.3 HacTOsIICH
TaOJIUIIBI)

JOKYMCHTAJIbHO ITOATBCPAUTDH

X

(ecmm
Tpedyerc

51)
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8.3.14. 3anoaHCcHHEbIE,
JaTHPOBAHHBIC U TOIITUCAHHBIC
HNPK

8.3.15. JlokymeHTHpOBaHuE
ucnpasienui B UPK

8.3.16. YBenomiienue
HCCTIe0BATENIeM CIIOHCOPA O
CEPHE3HBIX HEXKEIATEITBHBIX
SIBJICHUSIX U COOTBETCTBYIOIINE
OTYETHI

8.3.17. YBenomiieHUE CIIOHCOPOM
U (U1K) uccaenoBaTeieM
(MEIUITMHCKON OpraHU3aIneil)
(4TO IPUMEHHUMO)
YIOJIHOMOYEHHbIX opraHoB u 9CO
(H9K) o HenmpenBuaeHHBIX
CEPhE3HBIX HEWKETATCITHHBIX
JIEKaPCTBEHHBIX PEAKIUAX U
Ipyroil HHpOpMaIIH 110
6e30macHOCTH

8.3.18. CooO1ieHue cnoHCOpoM
HCCIIeI0BaTeN0 HH(OPMALIUU TTO
6e30macHOCTH

8.3.19. IIpoMexyTOouHbIE UITU

(haKT CylnecTBOBaHUS CYObEKTa U
JIOCTOBEPHOCTH COOpPaHHBIX
JAHHBIX. BKJIFOUNTH UCXO/IHBIC
JOKYMEHTBI, OTHOCSIIHECS K
UCCIICIOBAHHIO, JICUCHHUIO U
aHaMHe3y cyOBbeKTa

JOKYMEHTAJIbHO 0()OPMUTH X X
MOATBEPXKJICHUE UccaeaoBareneM  (komus) (OpuUTrHHA
WIH YIIOJTHOMOYCHHBIMU )

COTPYAHUKAMU HCCIIEI0BATES
(MEIMIMHCKOM OpraHu3anun)
3aperuCTPUPOBAHHBIX JAHHBIX

JIOKYMEHTaIbHO 3aKPEIUTh BCE X X
M3MEHEHUs (JIONOJTHEHUS) WIH (xomust) (opuruHa
ucnpasieHus, caenannsie B MIPK )
MOCJIE 3aITUCH TIEPBOHAYATBHBIX

AHHBIX

YBEJIOMJICHHE HCCIIEeI0BaTENIEM X X

CIIOHCOPA O CEPhE3HBIX
HEKeNaTEeNIbHBIX SABICHUSAX U
COOTBETCTBYIOIINE OTYETHI
coryiacHO NMyHKTY 4.11 HacTosmumx

IIpaBun

YBEJOMJIEHHE CIIOHCOPOM U (UJIH) X X
ucciuenoBarenemM, (MeIUIMHCKON (ecu
opraHusanueil) (4To npuMeHumMo) TpedyeTc

YIIOJTHOMOYEHHBIX OPTaHOB U s)
9CO (HOK) o HenpeaBueHHbBIX
CEPbE3HBIX HEXKETATEIbHBIX

PEaKIUAX B COOTBETCTBUHU C
noanyaktamu 5.17 n 4.11.1

Hacrosmux [IpaBuit u o gpyrou
uH(popMaIuu 1o OE30MaCHOCTH B
COOTBETCTBUH C IMOAIMYHKTAMHU

5.16.2 u 4.11.2 HacTroAImmx

IIpaBun

COO00IIIeHNE CTIOHCOPOM X X
HCCIJIeI0BATENI0 HH(OpMALIUY 1O

0€301acHOCTH B COOTBETCTBHH C

nyHkTamu 5.16.2 HacTosmmx

IIpaBun

MIPOMEXKYTOUHBIE W T'OJ0BbIE X X
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rOJIOBBIE OTYETHI,
npeaocrasisgemsie 2CO (HOK) u
YIOJTHOMOYEHHBIM OpraHaM

8.3.20. XXypHan ckpuHUHTa
CyOBEKTOB

8.3.21. Ilepeuenn
UACHTU(PHUKAIIMOHHBIX KOJTOB
CyOBEKTOB

8.3.22. KypHan peructpauuu
BKJIIOUEHUS CYyObEKTOB

8.3.23. Yuer uccienyeMoro
IpernapaTa B UCCJIE10BaTEIbCKOM
LIEHTpE

8.3.24. JIuct 06pa31oB MoANHUCen

8.3.25. Yuer xpansmmxcs
00pa3IoB OMOIOTUYECKUX
XKuakoctel (TkaHei) (mpu
HaJTUYHUH)

OTYETHI, npenocrapisieMbie DCO
(H3K) B cooTBeTcTBHH C
nynktamu 4.10 HacTosIIUX
[IpaBua 1 yroJIHOMOYEHHBIM
opraHam B COOTBETCTBUU C
nyHKTOM 5.17.3 HacTosmux
[TpaBun

JOKYMEHTAJIBHO 3aKPETUTh
UJACHTUPHUKAIHIIO CYOBEKTOB,
HPOLIE X Hepes
UCCIICIOBAaHHEM CKPUHUHT

JOKYMEHTAJIBHO TIOATBEPANUTH, YTO
uccienoBaresb (MeAULUHCKas
OpraHu3alus) XpaHuT
KOH(HIeHIIMAIbHbIH ITepeyeHb
UMEH BCeX CyOBEKTOB, KOTOPBIM
IPU BKIIIOYEHUH B UCCIIEJOBAHUE
ObUIM TPUCBOEHBI
UAECHTU(PUKAIIMOHHBIE KOJIBI.
ITo3BoOIIAET UCCIIENOBATEIIO
(opraHu3anun)
UAEHTU(PULIUPOBATH JTHOOOTO
cyOBeKTa

JIOKYMEHTAJIbHO 3aKPEIUTh
XPOHOJIOTUYECKYIO
MOCIIEA0BATEIHbHOCTH BKIIOUCHHS
CyOBEKTOB 1O
UACHTU(PUKAIIMOHHBIM KOJIaM

JIOKYMEHTAJIbHO 3aKpEIUTh
UCIIOJIb30BAaHUE UCCIIETYEMOTO
Ipernapara B COOTBETCTBUH C
IIPOTOKOJIOM

JIOKYMEHTAIBHO 3aKPEIUTh
o0pa3iibl moanucei u
pacmndpoBOK MOMKICEH BCex
JIUT], YIIOTHOMOYEHHBIX BHOCHUTH
JaHHBIC U (UJTN) UCTIPABIICHUS B
NPK

JIOKYMEHTAJIBHO 3aKPETUTh
MECTOHAXOK/ICHUE U
I/IJICHTI/I(bI/IKaHI/IIO XpaHAIHUXCA
00pa3IoB B ciyyae

(ecn
Tpedyerc
1)
X X
(ecmm
Tpedyerc
s
X
X
X X
X X
X X
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HCO6XO,I[I/IMOCTI/I IMPOBCACHU S
IMOBTOPHLIX aHAJIU30B

ITocne 3aBCPIICHUA

U1

8.4. Ilocne 3aBeplIeHUs UIN TOCPOYHOTO
MPEKPALICHUS UCCIICTOBAHUS

JA0CPOYHOI0 MMPCKPaAIICHHA

Hucciaeca0BaHusg

BCC JTOKYMCHTHI,

MepeyucieHnple B moapasaenax 8.2 um 8.3 Hactosmux [IpaBwii, IOMKHBI coaepxaThcs B (haiiie
WCCIICIOBAHMSI BMECTE C HIDKEYKa3aHHBIMH JJOKYMEHTaMHU:

HaumenoBanue nokymenra Lenb Haxonurcs B
Gaiinax
HCCJIESIOB | CIOHCOpa
aTens
(Meauim
HCKOTO
yUpexae
HUS)
8.4.1. Yuer uccnenyemoro JIOKYMEHTAJIbHO 3aKpENUTh X X
mperapaTa B UCCIEI0BATEIbCKOM — HMCIIOJIb30BAHHUE UCCIIETyeMOr0O
HeHTpe (MeIUIUHCKON npernapara B COOTBETCTBUU C
OpraHH3aIlIH ) MPOTOKOJIOM. JIOKyMEHTaJIbHO
3aKpEMUTh PE3yIIbTaThI
OKOHYATEJILHOTO TOJICYeTa
KOJINYECTBA HCCIIETyEMOTO
npernapara, MoJIy4eHHOTO
HCCIIEIOBATEIHCKUM [IEHTPOM
(MEeIUIIMHCKOM opranuzanuen),
BBIJJAHHOTO CyOBEKTaM
UCCIIEIOBaHMsI, BO3BPALLIEHHOTO
cyOBeKTaMH UCCIIEIOBAaHUS U
BO3BPALIEHHOT'O CIIOHCOPY
8.4.2. JloxymeHTanus mno JOKYMEHTAJIbHO 3aKPENuTh PaKkT X X
YHHUYTOXECHHUIO UCCIIEAYEMOTO YHUYTOKCHUSI HEHCITOB30BAHHBIX  (€CITH
nmpemapara HCCIIeTyeMBbIX MpernapaToB YHHUTOX
CTIIOHCOPOM HITH B CH B
UCCIIEI0BATEIbCKOM IIEHTpE KITMHUYEC
(MEIUIIMHCKOM OpraHu3annn) KOM
LIEHTpE)
8.4.3. toroBblii epeveHb CeNaTh BO3MOXKHOU X

UJIEHTU(DUKAITMOHHBIX KOJIOB
CyOBEKTOB

UACHTU(DHUKAIUIO BCEX
BKJIFOUEHHBIX B HCCIIEJOBAaHNE
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CyOBEKTOB B Cllydae
HEOOXOIUMOCTH UX
MOCJICAYIOMIETO HAOIOICHUS.

[TepeueHp DOMKEH XPAaHUTHCS C
coOumoieHreM TpeOoBaHui
KOH(MAECHIINATHHOCTH B TCUCHHE
COTJIACOBAHHOI'O CPOKa

8.4.4. Ceprucdukar ayaura (mpu JOKYMEHTAIBHO 3aKperuTh (PaKT X
HAJIMYUN) MIPOBEJICHUS ayIuTa

8.4.5. UToroBslif oT4eT MOHUTOpPA  J{OKYMEHTaIbHO 3aKPENUTh X
0 3aBEpUICHUH UCCIIEI0OBAaHUS B OKOHYAHHUE BCEX MEPOIPUITHI

HCCIIEIOBATENLCKOM IIEHTPE UCCJIeIOBaHMsI, HEOOXOIUMBIX IS

3aBCpIIArOIICTO BU3NUTA, U
HaJIM4YHUe KOMUM OCHOBHBIX
JOKYMCHTOB B COOTBCTCTBYIOIIHX

¢aiinax
8.4.6. JlokymeHTalus no BO3BPAILAETCS CIIOHCOPY AJIA X
pacrnpeiesieHuI0 CyOBEKTOB 10 JIOKYMEHTAIBHOTO 3aKPETUICHUS
IpynmaM U pacKpbITHIO KOJIOB MMEBIINX MECTO CIIy4aeB

BCKPBITHA KOOOB

8.4.7. toroBslii oTueT JIOKYMEHTAJIbHO 3aKpEIUTh X
UCCIIeI0BATENS, IPEIOCTABISEMbI 3aBEPILICHNE HCCIICTIOBAHUS

9CO (HOK) (ecnu TpeOyercs) u

YIIOJIHOMOYEHHBIM OpraHam (re

MIPUMEHHUMO)
8.4.8. OTueT 0 KIMHUYECKOM JIOKYMEHTAJIbHO 3aKpENUTh X X
UCCIIEIOBaHUU pe3yabTaThl UCCIETOBaHMS U UX (ecu
MHTEPIPETAIHIO MIPUMEHU
MO)

[Tpunoxenne N 1

K [TpaBuiiam Hagexanei
KJIMHUYECKOU NpakTuKu EBpasuiickoro
9KOHOMMYECKOTO COI03a

TPEBOBAHUA
K CTPYKTYPE U COAEPXXAHNIO OTYETA O KIIMHMYECKOM NCCIIEAJOBAHNUN
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1. O0wue nonoxeHus

Hacrosimuii  mokymMeHT pa3paboTraH ¢ y4eToM TpeOOBaHMI PYKOBOJCTBA MeXAyHAPOIHOM
KOH(EPEHIMH 110 TApMOHU3AIMN TEXHUYECKUX TPEOOBAHUI K PErHCTPaIliH JICKAPCTBEHHBIX MPENapaToB
s menuiuHekoro npumenenus: ICH Harmonised Tripartite Guideline "Structure and Content of Clinical
Study Reports (E3)" (Bepcus 4, 1995).

W3noxeHHble B HACTOAIIEM JOKYMEHTE TpeOOBaHMS K CTPYKTYpE U COJIEPKaHUIO OT4YeTa O
KIIMHUYECKOM HCCIIEZIOBaHUM (J1ajiee - OT4YeT) SBISIFOTCS OOIMMU M MPUTOAHBI ISl OMHCAHUS
pe3yJabTaTOB HCCIECAOBAHUS JIHOOOrO TEPareBTUUECKOro, MPO(PHIAKTHUYECKOTO0 WM JUArHOCTUYECKOTO
JIEKapCTBEHHOI'O CPEJCTBA, MPOBEIEHHOIO Yy MAIMeHTOB (340pPOBBIX N00poBObIEB). KinuHuueckoe u
CTATUCTUYECKOE OIMMCAHUE PE3YJIbTATOB MCCIIEAOBAHUS, MPEICTABICHUE U aHAJIU3 JIAHHBIX, MTOJYYEHHBIX
B XOJI€ BBIIIOJIHEHUSI MCCJIEIOBAHUS BBHIMOJHSIOT B BUJAE €IMHOTO OTYETa, BKIIOYAIOUIETO TaOJIUIBI U
PUCYHKH B OCHOBHOM TEKCTE OTY€Ta WJIM B KOHIIE TeKCTa oryera. [IpuiiokeHuss K TakoMy OTYETYy
BKJIIOYAIOT:

IPOTOKOJT;
00pa3iibl UHIUBUIYATbHBIX PErHCTPAIIMOHHBIX KapT;
MH(pOpPMaLIMIO, CBA3aHHYIO C UCCIIEA0BATEISIMUY;

uH(pOpPMALIMIO, CBS3aHHYIO C HCCIEAYEeMBbIM IpemapaToM (PKCHEPUMEHTAIbHBIM TMpPernapaTom),
BKJIIOYAsi IpenapaThl CpPaBHEHUSI (KOHTPOJIbHBIE IIPEnaparhl);

TEXHUYECKYI0 CTAaTUCTUYECKYIO JTOKYMEHTAIIHIO;
COOTBETCTBYIOIIME MyOIMKAIUY;
NIEPEYHU JIaHHBIX 110 NALUEHTAM;

TaKHUC TEXHHUYCCKUC CTATUCTUYCCKHUEC NAHHBIC, KaK BBIBO/bI, IIPOMEKYTOUYHBIC paCyYCThl, aHAJIM3bI U
3aKIIFOYCHHUA Ha OCHOBC KOMITbOTCPHBIX TAHHBIX;

U JpyTHE.

XOoTd HacTOAMMHA JOKYMEHT B OCHOBHOM OTHOCHUTCS K HCCIENOBaHUSIM 3((HEKTUBHOCTH MU
0€30MacHOCTH, OCHOBHBIE IIPUHIIUIIBI COCTABJICHUS OTUETa U €r0 CTPYKTypa MOTYT HCIIOJIb30BAThCS MPU
IIOATOTOBKE OTYETOB IO Pa3HbIM BHUJAM MCCIEAOBAHUN (HAaIpHUMEp, HMCCIEAOBAHUSAM KIMHUYECKOU
¢apmakonorun). B 3aBucuMoct 0T cneuMUKH W 3HAUMMOCTH TaKHUX HCCIEJOBaHUM MOXKET
COCTAaBJIATBHCS MEHEE JETAIU3UPOBAHHBIN OTYET.

Hacrosimuii TOKyMeHT mpeaHa3HavYeH Ui OKa3aHHWsl MOMOIIM CIIOHCOpaM B COCTaBJIEHUM OTYETa,
KOTOPBI OyJeT MOJHBIM, JUIICHHBIM JBYCMBICIEHHOCTH, XOPOIIO COPMUPOBAHHBIM U MPOCTHIM JIS
MOCJIETYIOIIEr0 PACCMOTPEHUS U OLIEHKH. B oT4YeTe JOMIKHBI COMlepKaThCsl YETKOE OOBSICHEHUE TOTO, KaK
ObUTH BBIOpaHBI KPUTHYECKHE OCOOEHHOCTH AM3aiiHa McclelNoBaHUs, HHPOpMAIUS O IUIaHe, METOAE U
X0JIe TIPOBEACHUS HWCCJEAOBAaHMS, YTOOBI HE OBUIO HUKAKOW JBYCMBICIEHHOCTH B TOM, Kak OBLIO
MPOBEACHO UCCIEeI0BaHNE. B oTueTe U MpUIOKEHUAX K HEMY TakKe JIOKHO COJIEPKaThCsl I0CTaTOYHOE
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KOJMYCCTBO HHAWBUAYAJBHBIX HOAHHBIX IMAIUCHTOB, B TOM YHUCIIC I[GMOI‘pa(bI/I‘-IeCKI/IX U HUCXOAHBIX
JAHHBIX, U XapaKTEPUCTHKA AHAIUTUYECKUX METOJOB, YTOOBI IPU HEOOXOAMMOCTH YHOJHOMOYEHHBIN
opras (3KCIepTHas OpraHM3allys) rocynapcrsa - wieHa EBpa3uiickoro SKOHOMHUYECKOT0 coro3a (najee -
roCyJapCTBO-4JICH) MOI' BOCIIPOM3BECTHM OCHOBHBIE BHJbl aHalu30B. He MeHee BaXHO B TEKCTE U B
MNPUIIOKCHUAX UYCTKO YKa3bIBaTb KOHKPCTHBLIC TPYIIIILI IMAaUCHTOB, Y KOTOPLIX BbIIOJHAIUCH
COOTBETCTBYIOLINE aHAJIN3bI, COCTABIISIIUCH TAOIULIBI K CXEMBI.

B 3aBUCMMOCTH OT TOJUTHKH YIOJHOMOYEHHOTO OpraHa TroCyAapCTBa-4jieHa B OOJIACTH
DKCIIEPTU3bl HEKOHTPOJIMPYEMBIX M HWHBIX HCCIECJOBaHMM, HE HANpaBICHHBIX Ha YCTAHOBIICHHE
3G HEKTUBHOCTH (32 UCKIIIOYCHHEM KOHTPOJIMPYEMBIX HCCIECIOBAHUHN, HANPABICHHBIX HA YCTaHOBJICHUE
0€30I1aCHOCTH), B ONPEAEICHHOM CTENEHU HEMOJIHOLEHHBIX WM MPEKPALICHHBIX HCCICIOBAHUN MU
UCCIIEA0BAHUM, LIEJIM KOTOPBIX HE CBA3aHBI C 3asABJIIEMBIMM ITOKA3aHUAMM, JOIYCKAECTCS IPEACTABIATH
COKpAIlleHHbIE OTYEThl, OCHOBAHHBIE HAa OOOOILIEHHBIX JAHHBIX UM 0€3 BKJIIOYEHHUS B OTYET HEKOTOPBIX
pa3nenoB. OgHaKo B 3THUX CIIy4asX HEOOXOAMMO TMpEACTaBUTh IOJHOE ONMCAaHHE BCEX AacClEKTOB
6e3onacHoctu. [Ipu npencraBieHN COKpAIIEHHOIO OTYETa OH JOJKEH BKJIKOYATh JOCTATOYHO CBEIECHUM
O Ju3aiiHE W pe3ylbTaTax MCCICIOBAHUs, YTOOBI YIOJHOMOYEHHBIH OpraH MOT ONpPEACTHUThH
HEOO0XOAUMOCTh MPEJCTABICHUS IOJHOrO oOTdeTa. EciyM BO3HUKAIOT BONPOCHI O HEOOXOAWMOCTH
IIPEACTABIICHUS OTYETOB, CIIEYET CBA3ATHCS C YIIOJTHOMOYEHHBIM OPIaHOM.

[Tpu mospoOHOM ONMMCAHWHM TOTO, KaK OBUIO MPOBEICHO HMCCIICOBAHUE, JOIMYCKACTCS MTOBTOPCHHE
ero omMcaHus U3 paboueii Bepcuu NpoTokoya. B psje ciydaeB, eciu 3TO CBA3aHO CO CTaHAAPTHOCTHIO
BBINOJIHSEMOW METOMKH, JOIMYCKAETCS MPEACTaBISATh METOJMKY HCCIEIOBaHMs 0oJjiee KpPaTKO B BHJIE
OTJEIBHOTO pa3nenia. B kaxkaom paszene, ONMUCHIBAIOUIEM IUIAH M XOJ TPOBEACHHS HCCIICIOBAHUS,
HEOOXO/JMMO YKa3aTh OCOOCHHOCTH HCCIIEIOBaHMS, KOTOpPbIE HEJAOCTATOYHO IIOJIHO OIUCAHbl B
MPOTOKOJIE, ONPE/ICINUTh, KaKUM 00pa3oM IMPOBOJMMOE HCCICIOBAHHE OTIMYAJIOCh OT MPOTOKOJA, M
OOCYIMTh CTAaTHCTUYECKHAE METObl U aHAJU3bI, UCIOJIb3yeMbIC JUII OOOCHOBAHUS 3TUX OTKJIOHCHHU OT
3aIUIAHUPOBAHHOTO MPOTOKOJIOM XO0J[a UCCIICJOBAHHS.

[TonHbIiA OTUET OTACJIBbHOI'O0 KIMHHUYCCKOI'O UCCIICIOBAHNUA AOJIPKCH BKIIOYATh HO)IpO6HOC OIIMCaHHuC
HHAWBUAYAJIbHBIX HCXKCIIATCIIbHBIX SIBIICHHUI WU J'Ia60paT0pHI>IX OTKJ'IOHGHI/II\/'I, OJJHAKO JaHHBIC CBCIACHUS
HCO6XOI[I/IMO MMOBTOPHO PAaCCMOTPETh IIPpU TPOBCACHUHN 06mero aHaimn3a O0e30MacHOCTH II0 BCEM
HMCIOIUMCA OTUCTAM PETUCTPALMOHHOI'O JOCHE JICKAPCTBCHHOT'O ITpCIiapara.

B oTuere mOMKHBI coaepkaThcs JeMorpaguueckre U JIpyrue MOTEHIHAIbHO 3HAYUMBIC
MIPOTHOCTUYECKUE XApPAKTEPUCTHKH HCCIICyeMON TMOMYJISIUK, a B Cllydae eClH HCCIICJIOBAaHHE
JOCTaTOYHO MacIITaOHOE, JOJKHBI MPEACTABIATHCS JaHHBIC MO JeMorpaduueckuM (Harpumep, Bo3pacT,
OJI, paca, Macca Tejla) M JPYruM TOKa3aTeJsIM TOATPYIIIEI (HAMpUMep, MOYCYHbIC WM ITCYCHOUYHBIC
GbyHKIIUM), TaKUM 00pa3oM, YTOOBI MOTJIH OBITH YCTAHOBJIEHBI BO3MOKHBIE pa3inuus B 3 (HEKTUBHOCTH
i Oe3omacHOCTH. OHAKO, peakius MOATPYIIBI MMAIMEHTOB JOJKHA PAcCMAaTPUBATHCS B pPaMKax
YKPYITHEHHOW 0a3bl TaHHBIX, UCIIOJIB3yeMOU B 00IIIeM CTaTUCTUYECKOM aHaIH3e.

[Ton mepeyHs MU JaHHBIX, 3aIPALINBAEMBIMU B paMKax oTyeTa (0OBIYHO KaK MPUIIOKEHUE K OTUETY)
- MOHMMAIOT JIaHHBIE, KOTOpPbIE HEOOXOAMMBI Ui MOATBEPKIEHHUS OCHOBHBIX (KPUTHUECKUX) BHUJIOB
cTaTuCcTUYecKoro aHanuza. [lepedyHr NaHHBIX, KOTOpBIE SBISAIOTCS YaCThIO OTYETa, JOJDKHBI OBITH
yIOOHBIMU JUISI UCHOJB30BAaHUSI PEIEH3EHTOM, IPOBOASAIIMM HKCHEPTHYIO OIEHKY OT4eTa. Takum
o0Opa3oMm, cieayeT BKIIOYaTh KaK MOKHO OOJIbIIE€ MEPEMEHHBIX B OJIMH CIHMCOK, YTOOBI OrpaHUYMTH
o0beM HH(pOpMAIMM, HO 3TO HE JOMHKHO TNPUBOAUTH K CHIDKEHUIO SICHOCTH (TIOHSTHOCTH)
Mpe/ICTaBIsIeMbIX JTaHHBIX. Henb3st nomyckarh, 4ToObl M30BITOK JAHHBIX COMPOBOXKAAJCS YpPE3MEPHBIM
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UCTOJB30BAHUEM CHMBOJIOB BMECTO CJOB M XOpPOIIO TOHSATHBIX COKpamleHUH (OOIIeTTPHHSATHIX
npoeccuoHaNbHBIX COKpAllleHWH) WIM MNPUBOAMI K MPEICTaBICHUIO H300paXeHUH B MajloM JUIs
BOCIIpUATHA Maciutabe U T.J. B 3ToM ciydae mpeamodTruTeNbHEe COCTaBISATh HECKOJBKO IEepeyHei
JAHHbBIX.

I[aHHBIe AOJDKHBI IPECACTABIIATHCA B OTUCTC C PA3JIMYHBIMU YPOBHAMU ACTATIU3ALUN:

YKCIOBBIC JaHHbIE M TAaONMIBI OOINEro xapakrepa, OTOOpakarolue Hanbojee 3HAYUMBbIC IS
JAHHOTO HCCIIEOBaHUs JeMorpauueckue Mmoka3aTelid, Mmokazareian YPQPEKTUBHOCTH M OE30MaCHOCTH
MOTYT OBITh TOMEIIEHBI B TEKCT IS HUTFOCTPUPOBAHMS BaXKHBIX MOMEHTOB;

BCE NPOYME CBOJHBIC MMOKA3aTeNM, TAOIHIIBI U MEPEeYHU JeMOrpadUuecKux AaHHBIX, NOKa3aTenen
3pGEeKTUBHOCT M 0€30IaCHOCTH JOJDKHBI ObITh HpEACTaBiIeHbl B pasnene 14 ordera (corjacHo
pyOpuKaIuu pa3zienoB ykazaHHoU B yacTu Il HacTosiero 1okymeHra);

UH/IMBU/YyaJIbHbIE JJaHHBIE MAI[MEHTOB MO OTAEIbHBIM MOJrPYIaM JO0KHBI ObITh MPEACTaBICHbI B
BUJIE ME€pPEUHEN JaHHBIX B MPWIOKEHUHU 16.2 K OT4eTy (CorlacHo pyOpHKaluu pa3jesioB YKa3aHHOU B
yactu Il HacTosIIero JOKyMEeHTa);

BCE WHJIMBHUAYyaJIbHBIC JAHHbIE TMAIMEHTOB, JOJDKHBI MPUBOAUTHCS B MPUIIOKEHUU 16.4 K OTYETY
(cormacHo pyOpHKaIuy pa3/ieloB yKa3aHHOH B yacTu Il HacTosIero 10KyMeHTa).

B mo6oii Tabnwme, mnepedHe MAHHBIX WM Ha TpaduKe, OICHOYHBIE (TEOPETUYECKHE) W
NPOM3BOAHBIC I[OKA3aTEeNM, €CIM OHU HCIOJB3YIOTCS, JODKHBI OBITh OJHO3HAYHO M SICHO
UACHTUGUIHUPOBAHBL. [Ipy 3TOM JOIKHBI TPUBOIUTHCS MOAPOOHBIE PA3bICHEHUS TOTO, KAKUM 00pa3om
OBLTN PacCUYNTAaHBI WM MOJyYCHBI JaHHBIC 3HAYCHUS U KaKhe ObUTH CIeTaHbl OCHOBHBIE MPEITONI0KEHHS.

IIpuBeeHHBIE HUKE YKa3aHUA SBILIIOTCA MaKCHUMAJIBHO JETAaIU3UPOBAHHBIMU U IPEJHA3HAYEHBI
JUIs. HalIOMUHAHMSL 3asBUTENI0 O MAaKCUMaJIbHOM o0beMe MH(OpMAIH, KOTopas JAO0JKHA MPHUBOAUTHCS
UM B OTYET€ TakUM 00pa3oM, 4yTOOBI MOCJIE €€ TNPEJCTABICHHUS CBECTH K MHUHUMYMY 3aIlpOChl
JIOTIOJTHUTENBHBIX JaHHBIX. TeM He MeHee B KaKJJOM YaCTHOM cilydae TpeOOBaHMs K MPEACTaBICHUIO U
(unn) aHaNKM3y AAHHBIX MOTYT 3aBHCETh OT KOHKPETHOW CHUTYallMH, U3MEHSATHCS C TEYEHHWEM BPEMEHHU,
OTJINYATBCSA B 3aBUCUMOCTH OT KJIACCA U3y4aeMbIX IIPENaparoB, pa3jInyaThCsA B Pa3HBIX PErMOHAX, U HE
MOTYT OBITh ONUCaHbl B BUJE OOMIMX TpeOOBaHMI B HACTOSIIEM JOKyMeHTe. [loaToMy mpu moAroroBke
OTYETOB  HEOOXOAMMO  HCIOJb30BaTh  CIEUUAIbHbIE (YacCTHBIE) KIMHHYECKHE  PYKOBOJICTBA
YIOJTHOMOYEHHBIX OpPraHoB B cepe oOpallieHus JeKapCTBEHHBIX CPEICTB U 110 BO3MOKHOCTH 00CYKIaTh
MIPEACTABJICHUE JAHHBIX M aHAIU30B C YIOJHOMOYEHHBIM OpPraHoOM. B HEKOTOPBIX YIOJIHOMOYEHHBIX
OpraHax TrocCyJapCTB-WJIEHOB MOXHO IOJYYUTh MOJAPOOHBIE KOHCYJIbTAlUM W PYKOBOJCTBA IO
CTaTUCTUYECKUM METOIAUKAM.

Kaxx1ip1it 0T4eT TOJDKEH COAepKaTh BCE OMUCAHHBIE HUXKE pa3/ienbl (3a UCKIFOUEHUEM CIIy4aeB, IPU
KOTOPBIX OTH pa3feNbl SBHO HE TPeOyroTCs), MpPH 3TOM JJsi COXPAHEHUS JIOTUKA KOHKPETHOTO
UCCIIEIOBaHMs JOIMYCKAeTCsl M3MEHEHUE MOCIe0BaTEeIbHOCTH WM TPYIIUPOBKH pPa3AesioB OTYETa.
VYkazaHue OTIENbHBIX CBEJICHHN B MPHUIOXKEHUSAX K OTYETy SBISETCS TpeOOBaHWEM HEKOTOPBIX U3
YIIOJITHOMOYEHHBIX OPTaHOB U JIaHHBIC MPHUJIOKEHUS JOJDKHBI MPEJCTABIATHCA MpU HeoOXxonaumocTu. Bo
BCEX BBIIICTICPEUUCTICHHBIX CIydYasX CJEeAyeT COOTBETCTBYIOIIMM 00pa3oM HCIPaBIATh HyMEpaIHUIo
pa3aenoB oTyeTa.
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Hekotopbie TpeOoBaHMS  HACTOSILIETO JOKYMEHTa B  OTHOIIGHHHM  KPYIMHOMACIITAOHBIX
UCCIIEIOBAaHUM MOTyT OBITh HEBBIIOJIHUMBI WM HeuejaecooOpasHbl. [lpu mnmaHupoBanuum
NpPEJCTaBICHUNA  Pe3yJIbTaTOB  KPYMHOMACIITAOHBIX  HMCCIEIOBAaHMW  ClEAyeT  OOpaTUThCI B
YIOJTHOMOYEHHBIN OpraH u 00CyIuTh opMaT OTYeTA.

[TonoxeHus HACTOAMIETO JOKYMEHTa CIEAyeT YYHTHIBATb COBMECTHO C TPEOOBAHUSMHU JAPYTHX
JOKYMEHTOB, PEIJIaMEHTHPYIOIIUX IPOBENCHUE KIMHUYECKUX HCCICNOBAaHUNM M IPEACTaBICHUE
pe3yiabTaTOB O HUX.

II. TpeboBaHUs K CTPYKTYPE U COIEPKAHUIO OTYETA
1. TutynbHas cTpaHuLa

TutynpHas cTpaHUIA OTYETA JOJDKHA COAEPIKATh CIEAYIOIIYI0 HH(OpMAIIHIO:

HAaUMCHOBAHUC OTYCTA C YKA3AHUCM HAWMMCHOBAHUSA HUCCICAYEMOTO IIpeliapara, HU3y4acMoro
IMOKa3aHud K MIPUMCHCHUIO, ITIPHU KOTOPOM IIPOBOAMNIOCH UCCIICTOBAHUC,

€CJIM He YKa3aHO B HAUMEHOBAHMHU - KpaTKOE ONHUCaHUE Au3aiiHa (MapayuieNbHbIHi, MepeKpeCcTHHIMH,
CJICTION, PaHIOMH3WPOBAHHBIN), BUAA CpaBHEHUs (IU1aie00-KOHTPOJIb, aKTHUBHBIN KOHTPOJb, KOHTPOJb
"noza-3pdext"), MNPOIOIKUTEILHOCTh HCCIENOBAHUS, JIO3UPOBAHHME HCCIEAYyeMOro Ipenapara u
KOHTUHTE€HT CyOBEKTOB MCCIICIOBAHUS;

HaMMEHOBAHHE CIIOHCOPA;
uAcHTH(DHUKAIIS MPOTOKOIA (KO UK HOMED);
¢aza uccrenoBanus;

JlaTa Haydala MCCIICAOBaHUs (JlaTa BKJIIOYEHMs B MCCIIEOBAHUE IEPBOrO MAIMEHTa WM MHAs Jara
WHUIMHAPOBAHUS), 1aTa OKOHUAHUS UCCIIEOBAHUS UIIH €0 3Tana (JaTa 3aBepIlIeHHs JEUSHHs TOCTIeTHETO
ManueHTa), AaTta JOCPOYHOIro 3aBeplUIeHMs Uccie10BaHus (Tpy HAJIMYHH);

dbamMunuu W JAOKHOCTH IO OCHOBHOMY MECTy pa0OThl TJIaBHOTO HCCienoBaTens (TIaBHBIX
ucciefoBareniel) WM UCCIeNoBaTes-KoopauHatopa  (HMCclieoBaTeNei-KOOpIMHATOPOB)  WJIH
OTBETCTBEHHOTO MPECTABUTENS CIIOHCOPA;

uH(popMalusg 00 OTBETCTBEHHOM JIMIIE€, MOJIMUCABIIEM OTYET MCCIEIOBAHMS OT JHIAa CIIOHCOpa
(paMunms mpesacTaBUTENs] KOMIIAHUHU (CIIOHCOpA), MOANMCABIIETO OTYET M OTBETCTBEHHOIO 3a 3TOT
otuer). Taxke Ha TUTYJIBHOW CTpaHUIE, TUOO B CONPOBOAUTENHLHOM IMHChbME YKa3bIBalOTCS (aMIIINU,
HoMepa TeneoHa U (akca KOHTAKTHBIX JHMILl KOMIIAHUU-CIIOHCOPA, OTBETCTBEHHBIX 3a IPHEM BOINPOCOB
10 OTYETY;

yKa3aHUE O TOM, YTO HCCIEIOBAHUE, BKIIOYAs apXMBUPOBAHUE OCHOBHBIX JIOKYMEHTOB IIO
HCCJICIOBAHUIO, BBIIIOJHEHO B COOTBETCTBUU C MPABUJIAMU HAJJIEkKalEed KINHUYECKOW MPaKTHKH,
yTBEPKJIeHHbIMU EBpa3zuiickoil 53KOHOMHYECKON KOMUCCUEN (Aaliee - mpaBuia);

Jara oT4dcTa (TaK)Ke HGO6XO}]I/IMO YKa3aTb HAUMCHOBAHHA W JaTbl BCEX Ooinee PAaHHUX OTYCTOB,
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MOATOTOBJICHHBIX B PaMKax MPOBEJICHUS TAHHOTO UCCIICIOBAHMUS).
2. Cunorncuc (KpaTkoe ONMUCAHUE KIMHUYECKOTO UCCIIECIOBAHMUS )

HeobxonuMo mpeacTaBuTh CHHOIICUC (OOBIYHO OKOJIO 3 CTpaHuIl), 000Omaronmii cBeneHuss 00
ucciaenoBaHuu (B COOTBETCTBUU ¢ mnpuiiokeHneM N 2 k [lpaBuiam). YToObl OTpasuTh pe3yabTaThl,
CHHOIICUC OOJIKCH BKIIIOYATh YUCJIOBBIC JAHHLIC, @ HC TOJIBKO TCKCT U P-3HAYCHMUA.

3. ConepxaHue otyeTa

Copneprkanue oT4eTa JIOJKHO BKJIIOYATh HOMEpA CTPAHMII I JPYroe yKasaHHe Ha PacHoJIOXKeHHE
B TEKCTE OTYETAa KAXIOTrO pa3jiena, B TOM YHCIEe CBOIHBIX TaOJHI], PUCYHKOB U I'paUKOB; MEpEUCHb U
pacToNOKEHUE TPUTIOKEHUHN, TaOIHWIl W MPEACTABICHHBIX WHANBUAYATHHBIX PETHCTPAIMOHHBIX KapT
(manee - UPK).

4. IlepeueHb COKpAIICHUI U OMPE/IeIICHUs TEPMUHOB

B orduere OMKHBI OBITh  NPEACTABICHBI IEPEYEHb COKPAIIEHHH W  ONpeAeIeHHH
CIICHUAJIM3UPOBAHHBIX HWJIA HEOOBIUHBIX TCPMHUHOB, a TaKXC CIWHMHIL I/I3MepeHI/II\/JI, HCIIOJIB3YCMBIX B
ordere. [lpy mnepBoM ymOMHHAaHMM B TEKCTE€ COKpAICHHBIE TEPMHHBI JIOJDKHBI IPOIHCHIBATHCS
MIOJTHOCTBIO, a MX a00peBUaTypy HEOOXOIUMO B3ATH B CKOOKH.

5. DTuyeckue BOIpoChl

5.1. DxcneptHbIi coBeT oprann3zauuu (HezaBucuMblil STHUECKHIT KOMUTET).

Jlo;oKkHO OBITH TIPEICTABICHO TMOATBEPXKICHHE TOTO, YTO IPOTOKOJ HCCICIOBAHUS W JIFOOBIC
MIOTIPaBKU K HEMY OBUIM PacCMOTPEHBI DKCHEPTHBIM cOoBeTOM opranm3anuu (He3aBHCHMBIM ATHUYECKHM
komuteToM) (manee - 9CO (HOK)). Ilepeuens Bcex DCO (HOK), k koTOphIM OOpaiaiuch, cieayer
MPUBECTU B TpuiiokeHun 16.1.3 k oTyery (cormacHO pyOpUKaIMu pas3felioB yKa3aHHOW B HACTOAIIEH
YacTH JOKYMEHTa) U yKa3aTh (aMUIIMIO, UMS U oT4ecTBO (mpHu Hanmuuuu) npencenatens 9CO (HOK),
€CITH 3TO TPeOyeT YIOITHOMOYESHHBIH OpTaH.

5.2. 3asgBieHue o IMMPOBEACHNU HUCCICAOBAHUA B COOTBETCTBUH C OTUICCKUMU ITPUHIUITIAMHU.

CrnenyeT NpUBECTH MOATBEPKJIEHUE, YTO MCCIIEA0BAHNE MPOBEAECHO B COOTBETCTBUU C 3TUYECKUMHU
OpUHIUNAMKU  XeNbCUHCKOW  neknapanuu, mnpuHarod XVII ceccueit Bcemupnoit accambiien
3npaBooxpaHeHus B 1964 ronuy.

5.3. UadopmupoBaHHOE coriacue.

JlomkHO OBITH ONMUCAHO, KaK U KOr/ia ObLIO MOJIy4eHO HH(POPMHUPOBAHHOE corjacue y HaOpaHHBIX B
UCCIIe/IOBAaHKE MALMEHTOB (HampuMep, Ipu 0TOOpe B MCCIIeAOBaHHE, MPEBAPUTEILHOM CKpUHUHTE). B
npuinoxkennn 16.1.3 (cormacHo pyOpuKamuu pas3aenoB OT4YeTa, yKa3aHHOW B HACTOSIICH YacTu
JOKYMEHTA) K OTYETY JOJKHBI OBITh MPHIIOKEHBI 00pa3el] MUCbMEHHOW HH(POPMALIUK AJIs ManueHTa (mpu
HaIM4umn) U obpaszer (opMbl coryiacusi MalueHTa.

6. NccnenoBaTenu 1 aIMAUHUCTPATUBHAS CTPYKTYPA UCCIEN0BaHUS
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AIMUHUCTpAaTUBHAs  CTPYKTypa  HcCcliefloBaHMsl  (Hampumep, TJaBHBIH  HCCIEAOBaTeNb,
HCCIIEI0BATENb-KOOPAUHATOP, YIPABISIOMIUA KOMHUTET, aIMUHUCTpAIUsi, KOMUTETHl MOHUTOPUHIA U
OLICHKH JTaHHBIX, YUYACTBYIOIINE MOJpa3/esIeHus], CIEINATNCThI-CTATUCTUKH, [IEHTpajIbHas JabopaTtopus,
KOHTpaKTHasl uccienoBarenbekas opranmzanus (nanee - KUMO), ympapieHne moctraBkamMu B paMKax
KJIIMHUYECKUX MCCIIEIOBaHMI) JOKHA OBITH KPAaTKO OMMCAaHA B 3TOM paszelie OTYeTa.

B npunoxxenun 16.1.4 k oTueTy (coriiacHO pyOpUKaIluy pa3esioB OTYETa, YKa3aHHOW B HACTOSIICH
YacTH JOKYMEHTA) 0JKHBI ObITh IIPEACTABICHbI IIEpEeUeHb UCCIe0BaTeNe M X OpraHu3alui, UX pojb
(00s13aHHOCTH) B HUCCIEIOBAaHMM, CBEJICHHS O KBaJM(HUKAIMK HCcciIeqoBareneil  (pestomMe WiH
SKBUBAJICHTHBI €My JOKyMeHT). Taikke B mpuiokeHun 16.1.4 k ordery (corjacHo pyOpHKaluu
pas3zenoB OTYeTa, YKa3aHHOM B HACTOSIIEH YacTh JOKYMEHTA) JOJDKEH OBITh MPECTaBICH aHATOTMYHBIN
NepevYeHb JIPYTUX JIMILI, Y4aCTHE KOTOPhIX UMEET CYIIECTBEHHOE BIMSIHHUE HA MPOBEICHHUE M CCIIEIO0BaHMS.
Jlnst MacmTabHBIX MCCIIEOBAHUI C Y9acTHEM OOJBIIOT0 KOJIMYECTBA MCCIICAOBATENCH BBIICYKa3aHHBIC
TpeOOBAaHUS MOXKHO COKpPaTHTh JI0 OOIIMX CBEeIEHUMM O KBanu(UKALUMU JML, [TPOBOAUBLIMX
UCCIIEIOBaHNE, C YKa3aHUEM UHMEHH, YYEHOM CTeleHH, MecTa pabdoTbl MU POJM KaXKIOrOo U3
ucclieioBaTeNe WK Jpyrux y4aCTHUKOB.

[lepedenp HODKEH BKIIIOYATH CIEAYIOUTYI0 HH(POPMAIIHIO:
HCCJIEIOBATENH;

Tr000€ APYyroe JIHNIO0, OCYIIECTBISAIONIee HAOMIOACHNE 3a TIEPBUYHBIMU WIH IPYTUMHU MOKa3aTEISIMH
3¢ (}eKTUBHOCTH (HApUMEp, MeEACecTpa, MOMOIIHUK Bpaya, KIMHUYECKUH TMCHXOIOT, KIMHUYECKUI
(dapmMakosior WM mTaTHEIA Bpad). HeoOs3aTenpbHO BKIIOYATH B 3TOT MEPEUYCHb JIMIO, BBHIMOJHSIONICE B
paMKax MCCIEIOBaHMs AMH30INYecKUue 00I3aHHOCTH (HampuMep, Bpaya, KOTOPHI ObUT BBI3BAH B CBSI3U C
BO3MOXKHOM HE)KEJIaTeJIbHOW peaklUeil Ha IpueM JIEKapCTBEHHOro Ipenapara WM BPEMEHHO 3aMEHSI
KOT'0-TO M3 BBIIIENEPEUUCICHHBIX JIUL);

aBTOp (aBTOpHI) OTYE€Ta, B TOM UHCIE OTBETCTBEHHBIH OMOCTATUCTUK (OTBETCTBEHHBIE
OMOCTaTUCTHKH).

B cnydasx korjga yNoOJTHOMOYEHHBIMM OpraHaMu TpeOyroTcs o00paslbl MOANHMCEH TIJIaBHOTO
UCCIIeIoBaTeNsl MJIM  HCCIEeN0BaTeNA-KOOPAMHATOPA, MX TOAMUCH JOJDKHBI OBbITh BKIIOYEHBI B
npuioxkenue 16.1.5 k ordyery (cornacHo pyOpHKaMu pa3/ieloB OTUETa, YKa3aHHOM B HACTOSIIEH yacTh
JOKYMEHTa, B COOTBETCTBUU ¢ (opmoit mpmiokeHust N 3 k Ilpasuiam). Ecnu oOpasisl noanuceit He
TpeOytoTcs, B mpuiiokeHnn 16.1.5 k oTdery (corimacHo pyOpHKalMu pa3zienoB yka3aHHOM B yacTu Il
HACTOSILEro JOKYMEHTa) NPUBOIUTCA o0Opas3el] MOANUCH OTBETCTBEHHOIO CIEIHaicTa CHOHCOpa
UCCIICIOBAHMS.

7. BBeneHue

BBenenne MOMMKHO cojepKaTh KpaTKoe H3JIOKeHHe (Kak TpaBwio, He Oonee | cTpaHUIIBI)
UCCIIEIOBAaHUSI B KOHTEKCTE pa3pabOTKU UCCIEAYyeMOTo Tmpemapara, OOCYXICHHE KPUTUYECKUX
0COOEHHOCTEH uccneoBaHusl (HampuMep, OOOCHOBAaHWE W II€NIA, IICJIEBbIC TPYMIbI, JIEUYCHUE,
MPOJIOIKUTENEHOCTD, IEPBUYHBIC KOHEYHBIE TOUKH).

HeoOxonumo nepeynciauTh Bce JOKYMEHTBI, HA OCHOBE KOTOPBIX pa3padaThIiBajcsl MPOTOKOJ, WIH
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MpOYMe 3HAYUMBbIC U1 JJAHHOTO MCCJIEJIOBAHMS COIJIAIICHUS] WJIM JJOTOBOPEHHOCTU MEXKIY CIIOHCOPOM
(xoMmaHuel) ¥ YIOJTHOMOYEHHBIMU OpraHaMu.

8. Llenp 1 3amaum ucciea0BaHMs

B JaHHOM pas3aciic JOJIKHaA OBITh npeacTaBjICHa I/IH(bOpMaI_[I/IH C U3JI0KCHUCM O6H_II/IX eneu u 3aJa4
IMPOBCACHHOT'O UCCIICAOBAHUA.

9. I;ma" uccineqoBaHug

9.1. O0OuMil IU3aliH U TUIAH-OMUCAHUE UCCIIEIOBAHUS.

OO0uwmii maH vccaeI0BaHus U IU3aiiH (KOHQUrypalus) UccieoBaHus (HalpuMep, napaielbHbli,
MIEPEKPECTHBIN) TOJKHBI OBITH OMMCAaHBI KPATKO, HO SICHO C UCIOJIh30BaHUEM IPa(UKOB U TuarpaMm (Tipu
HeoOxoauMoctu). Ecnu B Apyrux ucciefoBaHMSIX HCHOJIb3YeTCsl MOXO0XKHMH IMPOTOKOJI, MOXKET OBITh
[IOJIE3HBIM JaTh CCHUIKY Ha TakOM MPOTOKOJI M ONUCaTh JIIOOble 3HAUMMbIE OTJIMYMS OT HEro.
JlelicTByrolasi peJakius IpOTOKOJIA U JH0Oble U3MEHEHUs JOJKHBI ObITh BKJIIOUEHBI KaK MPUIIOKEHUS
16.1.1 x oT4ety (coriacHO pyOpUKaIlMU Pa3/IeIOB OTYETa, YKA3aHHON B HACTOSIIEH YacTH JOKYMEHTa), a
obpazery MPK (TosbkO yHUKajbHBIE CTpaHMLbI, T.e. 0€3 BKIIOYEHHS MICHTUYHBIX CTPAHUL[ KapThl,
OTHOCSAIIIMXCS K pa3HBIM BU3UTaM) B BHJIE NpuiiokeHust 16.1.2 k oTdery (corimacHo pyOpuKaiiu pa3aeiioB
OTYeTa, YKa3aHHOW B HacTosedl yactu AokymeHTta). Eciu kakas-nmubGo mHpopmanus B 3TOM pasjene
OTYeTa B35Ta U3 APYTrUX UCTOUHUKOB (IOMHUMO MPOTOKOJIA) UX CIENYET yKa3aTh.

[TpencraBienHas MHGOpPMALUS T0JIKHA BKIIOYATh!
M3y4aeMble METO/IbI JIEUeHHs (KOHKPETHBIE ITpenapaThl, 103bl U POLETYPHI);

HCCIICAYEMYIO TIOMYJIINUIO IMAIIMCHTOB W KOJHUYCECTBO IMAIIUCHTOB, KOTOPBIC JOJIKHBI OBITh
BKJIFOUCHBI B NCCIICJOBAaHHUC,

CTETEeHb W METOJI OCJIEIUIEHUS (MAacKMpOBKH) (HAampUMep, OTKPHITOE, JABOHHOE CIenoe, MpocToe
CJIETIOe, OCJICIVIEHHE aHAJIMTUKOB U HEOCJICIUIEHNE TAllUeHTOB U (UJIN) UccieioBaTelei);

BUJ KOHTpossd (Hampumep, Iiane0o, OTCYTCTBHE JI€YEHMS, AKTUBHBI KOHTPOJb, KOHTPOJIb
"noza-adext", ncropuueckuil (peTpOCHEKTUBHBIN)) U KOH(QUTYpalMIO UCCIIEOBaHUs (MapaijiesibHas,
IIepEeKpecTHas);

METO/I pacIpeielIeHus] CyObEKTOB 10 HCCIeAyEMBIM IpynnaM (paH1oMHu3alus, CTpaTU(UKaLUN);

IIOCJIEA0BATENBHOCTD U MPOJOJIKUTEIBHOCTD BCEX NMEPUOIOB UCCIIEI0OBAaHMS, B TOM YHCIIE IEPHOAA,
IPEJIIECTBYIONIET0 PaHAOMM3AlMY, U NEepuoja HaOIIOAEHUS MOcJIe NPOBEACHMS JICUEHUs, Iepuoja
OTMEHBI Tepalnuu U MepHoa MPOCTOrO CIENOro U JBOMHOrO cienoro JieueHus. JJomkHo ObITh yKa3aHo,
KOT'/Ia MalMeHThl ObUTH paHIOMU3HUPOBaHbl. PexoMeHyeTcs yka3zaTh AU3aiiH B BUe rpaduueckoil cxeMsl,
BKJIIOYAIOIIEH XPOHOJIOTHIO MPOBEACHHBIX OIEHOK (B COOTBETCTBMU C (popMaMu rpaduyecKux cXem
npuioxxenus N 4 k [IpaBunam);

T100bIe KOMUTETHI I10 6630HaCHOCTI/I, MOHUTOPHUHTY HAHHBIX WA CIICIUAJIBHBIC PYKOBOASAIINUEC UIIU
OIICHOYHBIC KOMHUTECTHI,
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JI00BIE MPOMEIKYTOUYHBIC CTATUCTUYCCKUC aHAJIN3bl 1 OLICHKH.

9.2. ObocHOBaHME AM3aiiHa UCCIEIOBAHUSA, B TOM YUCIIE BBIOOPA KOHTPOJIBHBIX TPYIIIL.

Heobxoaumo 00OCHOBaTh BHJ BBHIOPAHHOTO KOHTPOJISI M JauW3aiiHa uccieaoBaHus. HexoTopeie
aCHeKThl AU3aiiHa UCCIEAOBAHUS, HYKIAIOIUECsS B PACCMOTPEHHH, PECTaBICHBI HUXKE.

B nienom, BeIIEINAIOT ClleAyIONIMEe KOHKYPEHTHbIE KOHTPOJIbHBIE IPYIIIbI (IPYIIIIbl CPABHEHUS ):
1a1e60-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBHEM JICUCHUS;

AKTUBHBIM KOHTPOJIb;

1moa00p 10361

HUCTOPUYECKUI KOHTPOJIb.

B nomonHeHue K ONMCAaHUIO BHJA KOHTPOJS, APYIMMHU KIIIOUEBBIMH OCOOCHHOCTSAMH JU3aiiHa
CUMTAIOTCA HCIIOJIb30BaHUE TIepeKpecTHOW KoH(urypanuu (CXeMbl) W BBIOOpD TAIHMEHTOB C
OIpEJICICHHBIMU COCTOSIHUSIMM B aHaMHe3€: HallpUMep, YyBCTBUTEIbHOCTHIO WM PE3UCTEHTHOCTBIO K
OTIpENICICHHOMY JICKapCTBEHHOMY TWIpenapaTy WIH TpyIIe JIeKapcTBEHHBIX mpenaparoB. Ecim He
IIPUMEHSIIACh PAaHA0MU3ALNs, HEOOX0IUMO OOBSICHUTh, KAKME METObI UCIIOJIb30BAINCH /ISl UCKIIFOUEHUS
CUCTeMaTH4eCcKoi ommoOKku 0TOOpa (systematic selection bias).

Heo6xonumo ¢ no3unuii n3ydaemMoro 3a00jieBaHUs WM IPUMEHSIEMOTo BU/A JEUEHHUs] OObACHUTD
MOTEHIMAJIbHBIE WM 3apaHee W3BECTHBIC 3aTPyIHEHHs, OOYCIOBJICHHBIC BBIOPAHHBIM JIU3AIHOM
UCCIIEAOBAHUA WM KOHTPOJIBHOM rpynmnoil. Tak, miId NEepeKpecTHOro Au3aiHa B TOM 4YHCIE CIEAYET
MIPEyCMOTPETh BO3MOYKHOCTb CIIOHTAHHOTO M3MEHEHMsI TeueHUus 3a00JIeBaHUs B XOJE HCCIEA0BAaHUS U
BO3HUKHOBEHUS 3(PPEKTOB mepeHoca.

Ecnu metonom ycranoBieHus! 3)PEeKTUBHOCTH BBIOpAaHO MOATBEPKICHHE SKBUBAJIEHTHOCTH, IpPU
KOTOpPOM 3(()EeKTUBHOCT, HOBOTO BHUJA JIEUEHUS HE HIDKE ONPEIENICHHOTO IMOpora Mo CpPaBHEHUIO C
MIPU3HAHHBIM BHJIOM JieueHusi (He MeHblIass 3P(EeKTUBHOCTH), HEOOXOAMMO PacCMOTPETh BO3MOKHBIE
3aTpy/IHEHUs B CBS3M C BBIOPaHHBIM JM3aifHOM HcciiefoBaHus. B yacTHOCTH, HEOOXOJMMO 0OOCHOBATH,
YTO BBIOpAaHHBIM AM3ailH CHOCOOEH YCTaHOBUTH paziuuusi MeXIy 3(P¢GeKkTHBHON U Hed((HEKTUBHOM
Tepanueil. i1 3Toro peKkoMeH 1yeTcsi IpoaHaIu3upoBaTh M0J00HbIE, paHEee TPOBEACHHBIE UCCIIEI0BAHUS
B KOHTEKCTE KJIIOUYEBBIX OCOOEHHOCTEH Nu3aifHa (BbIOOp MAallMEHTOB, KOHEUHBIE TOYKHU, JJIUTEIBHOCTD,
7032 Tpernapara, SBISIOLIETOCS AaKTUBHBIM  KOHTPOJEM, CONYTCTBYIOIIAs Tepamus U Ap.),
MO/ITBEP K IAIOIIUE CTOMKYIO CLIOCOOHOCTH BBISIBIISATH IMPEBOCXO0/ICTBO AKTUBHOIO KOHTPOJIS HaJ Iianedo.
Heo6xoa1Mo onycaTe METO/IbI BBISIBICHUS PA3IUUnil MeXY d3PPEeKTUBHON 1 HeAPHEKTUBHOM Tepanuei.
Hanpumep, Hanmuunem 5(G(EeKTUBHOCTH MOXHO CYHMTATh YETKOE pa3inuue (Ha OCHOBaHHM paHee
MIPOBE/ICHHBIX UCCIIE0OBAHUI) MEXTy TPYIION MAIIMEHTOB, MOJYYaBIINX JI€YSCHUE U TPYIIOH MalueHTOB,
HE TOJyyaBlIed JeKkapCcTBeHHbINM mpemnapar. Mepoil 3(pPeKTUBHOCTH MOMXKET CIY)KUTb H3MEHEHHE
3HAUEHUS LIEJEBOr0 MOKa3aTessd OT MCXOAHOTO YPOBHS WM JIPYrod KpUTEpHUH, HAlpUMEpP, KOJIMYECTBO
BBI3JIOPOBIIEHUH WM BBDKMBAEMOCTb. JlocTwkeHue Takoro pesyiabTaTa OyAeT MOATBEPkKAATh
CIOCOOHOCTh HCCIIEIOBAaHMS YCTAaHOBUTH paziauuus Mexay dJ(QQPekTuBHbIM U Hed(PPEeKTUBHBIM
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JIEKapCTBEHHBIMU TpemapaTamu. Heooxoaumo Takke 000CHOBATh, YTO B XOJI€ UCCIIEIOBAHUS IPAHUIIA HE
MeHbIel 3 pexTuBHOCTH (0€30macHOCTH) (Ae)IbTa) He Obla MPEBBIIICHA.

Oco0oe 000cHOBaHUE B OTYETE CIEAYET NPEACTaBUTh B OTHOLIEHUM MPUMEHEHHUS UCTOPUYECKOIO
KOHTPOJIsI, MPUMEHEHNE KOTOPOro B UCCIIEJIOBAaHUHM MMEET PsiJl OTpaHHuYEHUM (CI0KHOCTh 00ecreueHus
COMOCTaBUMOCTH CpPAaBHUBAEMBIX TPYIIN, HEBO3MOXXHOCTH '"OclieryieHus" uccieaoBaresieid, M3MEHEHUe
MTOAXO0B K JICUCHUIO WJIM TeUCHUs 3a00JIeBaHus, pa3indnsi, 00yciaoBieHHbIC A exTom miamnedo).

HekoTtopeie npyrue ocOOECHHOCTH au3aiiHa WCCIIEIOBAaHUS TaKXKe TPeOYyrOT OOOCHOBAaHHS, B TOM
Yyclie HaJIMYue WIM OTCYTCTBHE OTMBIBOYHOIO MEpHOJa U JJIMTENBHOCTh NEpUOAA JICUCHHS, YTO
0COOCHHO Ba)KHO MPU XPOHUUYECKUX 3a00sieBaHusX. Eciu 3T0 He SBISIeTCS 0Y4EBUIHBIM, TO HEOOXOAMMO
Tak)xe 000CHOBaTh BHIOOP J03bl U MHTEpBaJa Jo3upoBaHus. Hanpumep, o0b14HO HedPexTuBeH mpuem 1
pa3 B CYyTKH JIEKAPCTBCHHOT'O IpermapaTa ¢ KOPOTKUM MEPHOIOM MOTYBBIBEICHUS sl KOTOPOro 3 deKT
TECHO CBSI3aH C €ro KOHIeHTpalueil B ia3me. Ecinu B paMkax ucclieJOBaHUs IPUMEHSETCS TAKOW PEXUM
JO3UPOBaHUs, €ro HeoOXoauMo OOOCHOBaTh, HANpPUMEp, TEM, YTO MPOJIOJIKUTCILHOCTD
dapmakouHaMudecKkoro 3¢ dexTa NpeBbIlaeT ATUTEIBHOCTh HAXO0KICHHS JIEKApCTBEHHOTO Mpernapara B
KpoBU. HeoOxoauMo omnmcaTh UCTIOIB30BAaHHBIC MTPOLICAYPHI, HApaBIeHHBIC HA YCTaHOBIICHUE Y deKTa
"yckonb3aHus" OT AEMCTBHS Mpemapara B KOHIIE MHTEpBala O3WPOBAHHUA, HAIpUMEp, OMNpe/esieHue
JEWCTBUS TMpernapara nepe MpueMoM ouepeHoOi 1036l B nccnenoBannu n103a-3gpQext ¢ mapamuieabHbIM
IM3aiiHOM HE0OXO0IMMO Takke 000CHOBATh BHIOPaHHBIN AMAMA30H J03.

9.3. Bo1bop u3yuaemoii MOMyJIsIIHH.

9.3.1. Kpurepuu BxitoueHus. B otyere 10maKHBI ObITH OMMCAHBI NOMYJISALUS NAUEHTOB U KPUTEPUN
0TOOpa, UCHOIb3yEMBbIE Ul BKJIIOUSHHS MAIUEHTOB B UCCIIEI0BaHKUE, U IPOAHAIU3UPOBAHA IPUTOJHOCTD
n30paHHOW TMOMYNSAUWU Uil Leneld uccienoBaHus. JOMKHBI OBITh TPEACTABICHBI KOHKPETHBIE
UCNOJb3yeMble JIMarHOCTUYECKHE KPUTEPHUH, a TaKKe KOHKpETHble TpeOoBaHMs K 3a00JIEeBaHUIO
(Hampumep, omnpeseneHHas CTENEHb TSHKECTU U NMPOJIOJDKUTENIBHOCTD 3a00JIeBaHus, pe3ybTaThl aHATIU3a
KOHKPETHBIX J1a0OpaTOpHBIX IOKa3aTeNel WiIM PeHTHHIOBOW IIKajibl, (PU3MKAIBHOrO 00CIeI0BaHuS,
OCOOCHHOCTH aHaMHe3a (HeyJaua WIM YCIeX MpeAblAyIIed Tepanuu) WiId Jpyrue MOTEHIHAJIbHBIE
POrHoCTHYECKHE (PaKTOPHI U JH0ObIE BO3PACTHBIE, MTOJIOBBIE WM 3THUYECKUE (PaKTOPHI.

JlomkHBI OBITH ONMKCAaHBl KPUTEPUU OTOOpPA U JIOOBIE JOMOJHUTEIbHBIE KPUTEPUH PaHIOMU3ALMH
(oTOOp mManUMEHTOB B TpyMNIly ¢ NMPUMEHEHUEM HuccieayeMoro mnpenapata). [Ipy Hanmnuuu OCHOBaHUM
roJiaraThb, 4To MpHU MPOBEIECHUHU UCCIIEJOBaHMSI ObUIM JIONIOJHUTENbHbIE KPUTEPUU BKIIIOUEHUS B HETO, HE
OIpeJIeJIeHHbIE B MPOTOKOJE HCCIIEA0BaHMs, AOJKHBI ObITh OOCYX/IE€Hbl UX BO3MOXKHBIE MOCIE/ICTBUS.
Hamnpumep, eciin HEKOTOpBIE HCCIIEN0BATEIN MOTJIN UCKIIIOYATh WIIN NIEPEBOANTH B APYTHE MCCIECIOBAHUS
NAlMeHTOB, KOTOpble MMENM  OIpeJesieHHble 3a00JeBaHMs MM  ONpeAEJCHHbIE HCXOJTHbIE
XapaKTEPUCTUKH.

9.3.2. Kpurepuu HeBkimoueHus. J[OMKHBI OBITH YKa3aHbl KPUTEPUU IS HEBKIIOUEHHS MAllMEHTa B
WCCIIe/IOBAaHNE Ha JTame OTOOpa, a TakKe OOOCHOBAaHWE JTHUX KpPUTEpUEB (HampuUMep, C TO3HIUH
0€30MacHOCTH, aJMUHUCTPATUBHBIC NPUYUHBI WM HEMPUTOJHOCTh JUIsl UCCleoBaHMs). BrusHue
KPUTEPHUEB HEBKJIIOYCHHS Ha BO3MOXXHOCTH PACIPOCTPAHCHUS PE3YJIBTaTOB HCCIICOBAHUS Ha BCHO
MOMYJISIIIUIO B IIEJIOM JIOJDKHBI OBITh TPOAaHAIM3UPOBAaHBI B pasfene 13 oryera 00 wHccienoBaHUM
(cormacHO pyOpuWKauu pas/ejoB OTYeTa, YKa3aHHOW B HACTOSINEW 4YacTH JIOKYMEHTa) WU B 0030pe
6e3omacHOCTH U YP(HEKTUBHOCTH MOIYJIS 2 PETUCTPALIMOHHOTO JJOChE Ha JIGKAPCTBEHHBIN Mpemapar.
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9.3.3. Kpurepuu UCKIIIOUEHHS U3 KIMHUYECKOW WM aHAJTUTHYECKON YacTu uccieqoBanusi. JJomKHbI
OBITh ONHCaHBbl 3aIUIAHUPOBAHHBIC MPHYUHBI HMCKIIOYCHUS NAIMEHTOB W3 TEpalMd WJIA OCHOBHOTO
HaOmoneHus (MpyU HATWYHWK), a TakKe OINHUCAHBI XapakTep U MPOJOJDKUTEIBHOCTh JIFOOOTO
3aITAaHUPOBAHHOTO TIOCIIEAYIONIETO HAOIIOACHUS JIJIsl TAHHBIX MAI[HCHTOB.

9.4. Jleuenue.

9.4.1. Ha3nauenHoe Jjec4cHHE. JIOMKHBI OBITH ONKMCAHBI TOYHBIC METOABI JICUCHUS WIIH
JMArHOCTHYECKUE CPEACTBA, NMPUMEHSEMbIC B KaXJIOH I'pyIIe MAlMeHTOB W MEPUOJIC MCCICIOBaHNUs, B
TOM YHUCJIEe CITIOCOOBI BBEICHUS, T03bI H CXEMbI TPUMEHEHHUS.

9.4.2. Onmcanue wucciaeayeMoro mpemapara. B oTdere MOKHBI OBITH NMPUBEICHBI CICAYIOIINE
CBEJICHUSI:

KpaTKoe OINMCAaHHME WCCIENYeMOTro Ipernapara (3KCIEPUMEHTAIBHOTO Ipernapara) (JeKapCTBeHHas
dopma, mo3upoBka, Homep maptuu). Ecnu wucnonp3oBana He | cepusi HCCiIeqyeMoro Impemnapara
(9KCIIEPUMEHTAIILHOTO TIpernapara), MalUeHThl, MOJIyYaollie Mpenapat u3 KaKIAOW MapTUH, TOJDKHBI
ObITh UACHTU(DHUIIMPOBAHBI B NMPWIOKEHUH 16.1.6 K oTdery (coriacHo pyOpHKaluu pa3ielioB OTYETa,
yKa3aHHOHM B HACTOSIICH YaCTH JTOKYMEHTA);

MCTOYHHUK IOJy4eHHs IUIaned0 W mpenapaTa cpaBHeHus. Moaudukanus npenapata CpaBHEHHUS OT
uX OOBIYHOM KOMMepdecKoM (opMbl BbIIycKa JOJKHA OBITh yKa3aHa B OTYETE, W JIOJDKHBI OBITh
NPUBEJCHBI TPEINPUHATHIE MEphl Ul OOecredeHwst TOro, 4YToOBl B pe3yiabTare MoAM(HUKanuu
Ouosiornyeckas JOCTYMHOCTb He OblIa H3MEHEHA;

JIOTUCTHKA TOCTaBOK JJISl JJIMTENbHBIX HCCIEIOBAHUN, B KOTOPBIX MPUMEHSIOTCS HCCIEAYyeMbIe
IpernapaThl ¢ OrPaHUYEHHBIM CPOKOM I'OJJHOCTH MJIM HEMIOJHBIMU JaHHBIMU O cTaOuinbHOCTU. CBeZieHUs O
MPUMEHEHUH HCCIIEeyeMbIX IMpenapaTroB IOCHE HCTEUEHUs CPOKa HUX TOAHOCTH M HAECHTU(UKALUS
MOJy4YaBIIMX MX MAlMEHTOB, a TaKXXe B Clydyae HaJIM4Yusl OCOOBIX TpeOOBaHUI K XpaHEHHIO - 3THU
TpeOOBaHUs K XpaHEHHUIO.

9.4.3. Metoabl pacnpeseneHus CyObeKTOB HCCIEIOBaHMS IO IpynnaM. MeToJibl, UCIOJIb3yeMble
UL pacmpeieNieHus CyObEeKTOB HCCIENOBAHMS TI0 TEpANeBTUYECKHM TpyIIaMm, Hampumep,
LEHTPAJIM30BaHHOE paclpe/ielieHue, paclpelesieHue B paMKax OTAEIbHBIX YUPEeXJEHHH, aJanTHBHOE
pacnpezeneHue (pacrmpesienieHle Ha OCHOBAaHMU paHee IMOJIYYEHHOI OIEHKM WM OTBETa Ha JICUCHHE)
JOJDKHBI OBITH OMHMCAaHBl B TEKCTE OTYETa, BKIIOYAs MPOLEAYphl CTpaTU(PHUKALMK WM BbIOOpa pa3zmepa
O050KOB sl paHpomuszanuu. JloOble OCOOEHHOCTH pacHpeleleHHs] MalUeHTOB JIOJKHBI  OBITh
MIPOaHATIM3UPOBAHbI B OT/IEIBHOM YacTH JAHHOTO pa3Jiena OTyeTa.

[TonpoOHOE omnucaHue MeToJa paHIOMHU3alMH, BKIIIOYas OMMCAHUE METOJAA BBINOJIHEHHUS, TOJIKHO
ObITh TPUBEACHO C YyKa3aHMEM CChUIOK HAa MCTOYHUKM B TmpuioxeHuu 16.1.7 k oryery (coriacHo
pyOpHKaMy pa3/esioB OTYETa, YKAa3aHHOW B HACTOSIIEW 4YacTH JOKYMEHTa) (MpU HEOOXOAWMOCTH).
Tabnuua, comepxamas KoJbl paHIOMHM3AlNU, WACHTU(DUKAIMOHHBINA KOJ MAallMeHTa B MCCIEIOBaHUU U
HAa3HA4YC€HHOEC JICUCHHEC, TaKXE O0JIXKHa OLITH MNpeacTaBjI€Ha B IPHIOXKCHUU. B MHOT'OLICHTPOBOM
UCCIIeIOBAaHUM HWH(OpPMAaLUs B OTYETE AOJDKHA OBITh MPENOCTaBlI€HA MO ILEHTPaM B OTAEIbHOCTH.
JlomkeH ObITh MOSICHEH METO/T CIIy4aiiHOTO TeHEPUPOBAaHUS HOMEPOB.

I[J'IH HCCIIeAOBaHUN C PETPOCIICKTUBHBIM KOHTPOJICM BaXKHO O6TJSICHI/ITB, KaKum 06pa30M OBLI
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BbIOpaH KOHKPETHBIM KOHTPOJIb, KAaKOM aJbTEPHATUBHBIM PETPOCIIEKTUBHBINA KOHTPOJIb PAaCCMAaTPHUBAJICS
(IpHM HaNMYMK) U KaK MOJIy4YE€HHbIE Pe3yJIbTaThl CPABHUBAIKCH C HCIIOJIb3YEMbIM KOHTPOJIEM.

9.4.4. Beibop o3 st u3ydeHws. J[o3bl WM TUana3oHbl J103, MCIIOJBb3YyeMbIC B HCCIEIOBAHUU,
JOJDKHBI OBITH TTPUBEJICHBI TI0 BCEM BUAM TEPAIUU U JOJDKHO OBITH ONMKMCAHO OCHOBAHHE JUIS UX BhIOOpA
(Hampumep, JaHHBIE O TPEIIICCTBYIONIEM OMBITE Y JIOJCH 1 )KUBOTHBIX).

9.4.5. BeiGop 103, BpeMeHH U MHTEpBaja MpueMa mperapara Juis Kakaoro namuesta. Heooxomaumo
ONucaTh TMpOUEAYpPY Hoadopa M03bl HCCIEAYEMOro Ipernapara W Ipernapara CpaBHEHHS (aKTHBHOTO
KOHTPOJISI) ISl KaXA0ro nanueHTa. Takue mpoueaypbl MOTYT 3aKII0YaThCsl Kak B MPOCTOM CIydallHOM
BBIOOPE (PUKCUPOBAHHOM 103l WIIM PEKUMA TO3UPOBAHUS, TAK U B 0COOOM MOA00PE T03bI HITK MOIPOOHO
pa3paboTaHHOM MeXaHu3Me O0TOOpa, OCHOBAHHOM Ha MHJAWBHIYaJbHOM pEaKIMK MalueHTa, Harpumep,
€CJIM MOBBIIICHHUE J03bl TPOUCXOAUT BIUIOTh JO MAKCUMAJIbHOW MEPEHOCUMOM J103bI WU OMPEACIICHHOTO
pesynbrata. [Ipu HATMYMKM TAKTUKU CHUXKEHUS 103b1, €€ TaKKe HE0OXOAUMO OIHCATh.

Cpoxku no3upoBaHusi (BpeMsi CyTOK U MHTEPBaAI) U COOTHOLICHUE JIO3UPOBAHUS C TIPUEMaMU TTHIIN
JOJDKHBI OBITH ONHMCAHBI, W, €CJIM OHU HE OBUIM YKa3aHbl B MPOTOKOJIC, 3TO JODKHO OBITh OTMEYEHO B
or4dere 0c000.

JloKHBI OBITH ONMKCAHBI JHOOble KOHKPETHbIE MHCTPYKLUH JJIs NAallMEHTOB O BPEMEHHU U Crocode
IpreMa J03bl.

9.4.6. MackupoBka naHHbIX ("ciemoi" Merox) (mpu Hamuuuu). JIODKHO OBITH NIPEIOCTaBICHO
ONMCaHWE KOHKPETHBIX MPOLEAYp, HCIONB3YEMBbIX [UII MACKHPOBKM JaHHBIX (HampuMmep, Crocoo
MapKUpPOBaHUs YIAKOBOK, HCIIOJIb30BAHUE OSTUKETOK, KOTOpPbIE pACKPBIBAIOT KOJbl MAaCKHPOBKH,
3arevyaTaHHbIX epeYHEN KOJOB (KOHBEPTOB), TEXHUKH JABOMHON UMHUTaLKNK). B TOM uucie 1omxHbI ObITh
OMHCaHbl OOCTOSTENIbCTBA, MPU KOTOPBIX JOMYCKAJIOCh HApyIIEHHWE MACKUPOBAHUS OJIHOTO WM BCEX
MAIMEeHTOB (HapuMep, B Clydae CEephe3HBIX HEXKENATEeIbHBIX SBJICHUHN), HCIIONB3YEMbIE IMPH 3TOM
IpoIeyphl, a TaKXke IMepeueHb JIML, UMEIIUX JIOCTYNl K KojJaM MaiueHToB. Ecim uccnenoBaHue
MO3BOJISUIO OTJIENIBHBIM HCCIIEIOBATENSIM OBITh WH(GOPMHPOBAHHBIMUA O KypCE€ MPOBOJUMOTO JICUEHHS
(HampuMep, AJi BO3MOXKHOCTH CKOPPEKTHPOBaTh PEXHUM INPUMEHEHHUs Ipernapara), HE0oOXOAUMO
OOBSICHUTH TPOLEAYPY 3aIIUTHI IPYTHX HCCIEI0BATENEH OT PaCKPBITHS HH(OPMAIIHH.

JlomkHBI OBITH OMKCAHBI MEPBI, MPUHATHIE JIsI 00ECTIEYSHHS TOTO, UTOOBI HCCIeAYEMBIii ITpemnapaT u
maanebo ObUTM HEOTJIMYMMBI, W TMPHUBEICHBI J0Ka3aTeIbCTBA TOTO, YTO OHMU OBUIM HEPA3TUYUMBI IO
BHeEITHEMY BuIy, (opme, 3amaxy u BKycy. JlomKHBI OBITH OMHCAHBI MEpPHI MO MPEAOTBPAILCHHUIO
HapylIeHUs MacCKUPOBKHM JaHHBIX HCCIEAOBAaHUS Ha OCHOBAaHUU JIAOOPATOPHBIX HW3MEpPEeHUM (Mpu
Hanmuuun). [Ipy HaTMYMKM KOMUTETa IO MOHUTOPUHTY JAHHBIX C IOCTYNIOM K HEMAaCKUPOBAHHBIM JaHHBIM
JOJDKHBI ~ OBITH ~ OMHMCAHBI  TPOLEAYpPHI, OOecTIeunBaronue TMOoJAep)KaHue OOIeld MaCKUPOBKHU
uccienoBanus. Takxke IOMKHA OBITh MOSICHEHA MpPOLEAypa MOIIEpKAaHUS MACKHPOBKA BO BpeMs
MIPOBEACHUS TPOMEKYTOUHBIX aHATTN30B.

Heo6xoauMo 0OBSACHUTH, MMOYEMY Ul CHH)KEHUS CYOBEKTHBHOCTH OCIHEIICHHsS] HEKOTOPBIX WIIH
BceX HaOIIofeHui He TpeOoBaIOCh, HApPHUMEp, HCIOJIb30BaHHE CHUIMOMAHOMETpa CO CIIydaiHbIM
HyneM (random-zero) - ycTpaHsSeT BO3MOXKHYIO HCCIEIOBATEILCKYI0 CYOBEKTHBHOCTH  TIPU
WHTEpPIPETallMM BEJIUYMHBI apTEpUaIbHOTO JABJICHMS, & JIEHThI, IMOJyYEHHBIE MPH XOJITEPOBCKOM
MOHUTOPUPOBAHMHU, 3a4acTyl0 pacIiIU(pPOBBIBAIOTCA ABTOMATHUECKH, YTO, IPEINOJIOKHUTEIbHO,
MO3BOJISIET M30€XKaTh HCCIEe0BATENbCKONM CYOBEKTHBHOCTU. Ecnm ocneruieHne OblIo KeTaeMbIM, HO
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HEBO3MOXXHBIM, HEOOXOIUMO OOBSCHUTh TNPUYMHBI OTKa3a OT €ro BBINOJHCHUS M PaCCMOTPEThH
MOCJICNCTBUS. B HEKOTOPBIX cly4asx OCJEIUICHHE TIPOBOIMWTCSA, HO 3apaHee M3BECTHO O €ro
HECOBEPIICHCTBE BCJICJCTBUE OYCBHIHBIX JICKAPCTBCHHBIX PEAKIHMA IO MEHBIIEH Mepe y 4YacTd
MAIMEHTOB (CyXOCTh BO PTy, OpajuMKapaus, JHXOpajJKa, PEaKIMd B MECTC BBCICHUS, H3MCHEHUE
nabopaToOpHBIX MOKazareneii). Takoro poga mpoOJieMbl WM MOTCHIIMATBHBIC 3aTPyIHEHUSI HE0OX0UMO
3apaHee BBISIBUTH U OINUCATh, MPEANPHHUMAINCH JIU TOMBITKU OICHUTh WX BEJIMYUHY MM PEIIUTh WX
(Hampumep, HEKOTOPBIE U3MEPEHUSI MOTJIM MIPOBOJUTHCS JIMIIAMHU, KOTOPhIE HE UMEJH MPaB PaCKPHIBATh
OCJICTIJICHHUE).

9.4.7. IlpenmecTBytomas U COMyTCTBYIOMIAs Tepanusi. JIoKHO OBITH ONMUCAHO, KaKWe IMpermapaThl
WIH TPOIEeIypbl ObUIM pa3pelieHbl 10 M BO BPEMs HCCIEAOBaHMs, ObUIO JIM 3aperHCTPHPOBAHO HX
UCIOJIb30BaHNE M KAaKUM 00pa3oM, a Takke JOObIe IpYyrue CHeru(puYecKre MpaBUiia U MPOLETYPHI,
CBSI3aHHBIC C Pa3peIICHHON WU 3alpelleHHON COMyTCTBYoMIeH Tepamnueii. [JomKHO ObITh OMUCAHO, KaK
paspeleHHas COMyTCTBYIOMIAsl TEpaIrvs MOXET TOBIHUATh HA PE3yJIbTAaT BCICACTBHE B3aWMOJICHCTBHS
pasHBIX TpenapaToB WM NPSIMOTO WX BO3JCHCTBHS HAa KOHEYHBIC TOYKH (OCHOBHBIC NEPEMEHHBIC)
WCCJICTIOBAHMS M KaK MOTYT OBITh YCTAaHOBIICHBI HE3aBUCHMBIE YPPEKTHI COIMMYTCTBYIOMIEH U HCCIIEAyEeMOM
Teparuu.

9.4.8. Mepsl no obecrieueHUIO COONIOACHUSI peKuMa JieueHus. IO KHBI OBITh OMUCAHBI MEPHI,
MPUHUMAEMBbIC JIJIsl 00ecrieueHus] U (PUKCAlUU B JOKYMEHTaX COOJIIOJICHHS PeXXUMa TEepaluu, Halpumep,
YUCT MperapaTroB, AHCBHUKHU IMALITUCHTOB, MMOKA3aTC/IN COACPKAHUA MpCIiapaTta B KPOBU, MOYC WJIN JPYTUX
KHJIKOCTSIX OpraHr3Ma WM MOHUTOPHUHT ICHCTBHS MTperapara.

9.5. Jlanuble 3¢ (HEKTUBHOCTH U OE30MaCHOCTH.

9.5.1. OnenuBaembie mokazarenu 3Q(HEKTHBHOCTH U OE30MACHOCTH M OJIOK-cXema. J{oKHBI OBITh
OLICHEHBI KOHKpPETHbIE TOKa3aTtenn 3()(eKTHBHOCTH W OE30MaCHOCTH W IPOBEACHBI J1a0OpaTOPHBIE
HUCCIICI0OBAHUA. HpI/I 9TOM JOOJIKHBI OBITH YKa3aHbl paClIMCaHue HHeﬁ OLCHKU JTUX oKazarelieu ()IHI/I
MIPOBEJICHUSI HMCCIIEOBAaHUs, BpEeMsl CYTOK, CBS3b C MPHEMaMU TNHUIIHA, U KPUTHUYECKHE CPOKU OLIEHKH
roKaszaresiei 1Mo OTHOMICHUIO K MPHEMY MCCIIEAYEeMOro mpernapara, HalpuMep, HETOCPEACTBEHHO TMepe]
cleyrolen 1030, yepes 2 yaca mocie J03bl), METObl UX U3MEPEHHS, a TaKXKe JINIa, OTBETCTBEHHBIE 32
HU3MEPCHHUC. Ecnu B cocTaBe NepcoHaja, BBITOJIHAOMICTO KIMHUYCCKHA 3HAYNMBIC U3MCPCHUA, TPOU30IIIIN
W3MEHEHHUS, OHU JJOJDKHBI ObITh YKa3aHBI.

YacToTy u BpeMs u3MepeHus mnokasaresneit 3 (HEeKTUBHOCTH U O€30MaCHOCTH CJIEIYET OTOOpaKaTh B
rpaduueckoM Buje OJ0K-cXeMbl (B cOOTBETCTBUM ¢ mpuioxenuem N 4 k IIpaBunam). J[omkHBI OBITH
yKa3aHbl HOMepa U BpeMsi BU3HTOB, HIJIM TOJIKO BPeMs BU3UTOB (€CJIM YKa3aHbI TOJIHKO HOMEpPA BU3HTOB
JaHHbIE TPYIHO BOCIPUHHMATh M HMHTEPIPETUPOBaTh). Takxke cCleAyeT yKa3aThb Bce cleu(pHuecKue
WHCTPYKIIMU JUIS TIAMEHTOB (HANpUMep, WCIOIb30BAHHE MMH PYKOBOJCTB IO TPUEMY H3Y4aeMBIX
IPEenapaToB UM UCIOIb30BAHUE THEBHUKA).

Ornpenenenusi, UCMONb3yEMbIE TSI XapaKTEPUCTUKUA UCXOI0B MCCIICIOBAHUS (HAIPUMED, KPUTEPUH
oTpesieNieHUs] BO3HUKHOBEHHS OCTPOro MHGapKTa MHUOKap/Aa, yCTAaHOBICHHE JIOKATU3allMu HHQApPKTa,
XapaKTePUCTUKAa WHCYJIbTa KaK TPOMOOTHYECKOTO WM TeMOPPArddecKOTo, pa3inuus MEexXIy
TPaH3UTOPHBIM HAPYIIEHHEM MO3TOBOTO KPOBOOOpAIllEHHsS W WHCYIHTOM, YCTAaHOBICHHE MPHUUHBI
CMEPTH) JOJDKHBI OBITh TOJPOOHO O00BSICHEHBI. JIt0ObIE METOMBI, UCTOJIb3yeMbIe IS CTaHAapTHU3AIUN
WM CpaBHEHUS pPE3yJIbTaTOB JaOOPATOPHBIX HCCIENOBAHUN WIM JPYTUX KIMHHUYECKUX W3MEPEHH
(manpumep, OKI', pentreHorpaduueckoe HCCIENOBaHUE TPYAHOM KIETKH) TaKXKe JODKHBI OBITh
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OIHUCAaHBIL. DTO 0COOCHHO Ba)KHO B MHOT'OLICHTPOBLIX UCCIICAOBAHUAX.

Eciim nmomumo wuccinenoBaTens OLEHKY KIMHUYECKHUX MCXONOB OCYLIECTBISIM HMHBIE JIHIA
(HampuMmep, CIOHCOP WJIM BHEIIHAS KOMUCCHUS OLIEHMBaIM peHTreHorpaMmbl uinu OKI wim onpenensnu
HaJIMYME Yy MalMeHTa MHCYJIbTa, OCTPOro MHGpApKTa WJIM BHE3AIHOW CMEPTH), TaKUX JIUL HEOOXOAUMO
SCHO yKa3aTh B oTyeTre. HeoOX01MMO MOTHOCTBIO OMMCATh MPOLEAYPHI, BKIIOYasi CIOCOOBI MOAACPKAHUS
OCJICIUICHUS U LIEHTPAIM30BAHHOIO IPOBEICHUS U3MEPEHNUN U MHTEPIIPETAUU UX PE3YyJIbTaTOB.

I[OJ'DKHBI OBITH OIHCAHBI CIIOCOOBI MOJIYYCHHA JAHHBIX O HCXKCIIATCIIbHBIX ABJICHUAX (I[O6pOBOJIbHOG
COOOIIICHNE, 3allOHEHUE AaHKET WM ONpOC), a TAaKKEe HCIOJIB30BaHHBIC CIICIMANbHBIC PEHTUHIOBBIC
IOKaJIbl U CHCHUAIBHO 3aIlJIAaHUPOBAHHBIC IOCICAYIOHNIUEC IMMPOLCAYPHI, HAIIPABJICHHBIC HAa YCTPAHCHUC
HE)KENAaTeIbHBIX SBJICHUHM, WM 3allJIJaHUpOBaHHAs Ipoleaypa NPOOHOro BO30OHOBIICHHS IpHEMa
npernapara.

JloKHBI OBITH ONUCAHbBI BCE UCIIOJIB30BAaHHbBIE OLIEHKU HEXeNaTeIbHbIX SBICHUH HCClIe0BaTeNeM,
CIIOHCOPOM WJIM BHEIITHEH TPYNIoi (Hampumep, OleHKa 10 CTETEHU TSHKECTH WIN 110 BEPOSITHOCTH TOTO,
YTO HEXeJaTeJbHble SIBICHHsS BbI3BaHbl MCCIEIyeMbIM IpenapaTtoM). JI0KHBI yKa3blBaThCSl KPUTEPUU
TakMX OLIEHOK (IIpM HAJIMYUU) M SICHO YKa3aHbl CTOpPOHBI, OTBETCTBEHHbIE 3a OLEHKY. Ecnu
3G GEKTUBHOCTD UM 0€30MaCHOCTh ObUIN OLIEHEHBI 110 KaTeropraabHOU, OaNIbHOM IIKaje U Jp., TOJDKHBI
OBITh TIPEJCTABIICHBI KPUTEPHUU, WCIIOIB3yEeMbIC IS MPUCBOCHHS OaJUIOB (HampuUMep, ONpeeIICHUe
0a/uIoB Ha I1Kaje). B MHOrOIEHTPOBBIX MCCIEIOBAHUAX HEOOXOAMMO yKa3aTh, KAKMM 00Opa3oM METOJIbI
ObUIM CTaHIAPTH3NPOBAHBI.

9.5.2. CootBerctBue usmepenuil. Ecnu kakas-nu6o u3 oneHok 3(pPpeKTUBHOCTH MM 0€30MacHOCTH
He ObUIa CTaHJAPTHOM, TO €CTh HE SBJSUIACH OOINEIPUHSATON, MPU3HAHHO HAJICKHON, TOYHON U 3HAYMMOKN
(cmocoOHOM paznuuath 3¢ ¢dekTuBHbIC U Hed((PEKTUBHBIC MpenapaThl), €€ HaJIeKHOCTh, TOYHOCTh H
3HAYMMOCTb JJOJDKHBI OBITh JOKYMEHTAJILHO MOATBEPKACHBL. ClienyeT onucaTh B JaHHOM pasJielie oTdeTa
paccMOTpEHHbIE, HO OTKIIOHEHHBIE allbTEPHATUBEI.

Ecnu B kadyecTBe KOHEUHOW TOYKM MCCIIEAOBAHMS MCIOIB30BAJIaCh CypporaTHas KOHEYHas TOYKa
(mabopatopHble TMOKa3aHusd, (QHU3UKAIBLHOE H3MEpPEeHHE WM NpPU3HAK, HE SBISIOMUNCS MPSIMBIM
MOKa3aTeleM KIMHUYECKOTO pe3ynibTara), 3TO JOHKHO ObITh 00OCHOBAHO, HANPUMEP, CO CCHUIKOW Ha
KIIMHUYECKHUE TaHHBIE, TyOIUKAIH, PYKOBOACTBA WU PEUICHHs YIIOTHOMOYEHHBIX OPTaHOB.

9.5.3. IlepBuunble nokaszarenu 3ppexTuBHOCTH. Heo6x0aumMo noipoOHO NepeyncinTh NepBUYHbIE
MoKa3aTeau U KOHEYHbIE TOYKHU, UCIIOJIb30BaHHbIE JJIs ycTaHOBIeHUs 3ddexkTuBHOCTH. HecMoTps Ha TO
YTO KJIIOUEBble MoKa3aTelu 3(P(EKTUBHOCTH MOTYT Ka3aTbCid OYEBHIHBIMH, NMPU HAJIMUYUU MHOXKECTBA
NEPEMEHHBIX WM MPH UX MHOTOKPATHOM HM3MEPEHHH B IMPOTOKOJIE HEOOXOAMMO YKa3aTh NEpBUYHBIE
nokasarenu 3¢p¢QeKTUBHOCTH (C 00OCHOBaHMEM HX BbIOOpa) WM ONPENECIUTh HAOOp 3HAYMMBIX
apaMeTpoB WM APYrod MeTOJ TPYHNIUPOBKH HH(OPMAIMM, KOTOPBIH MOXHO MHTEPIPETUPOBATh KaK
nokasarenb 3(dextuBHocTH. Ecnm mepBHuYHBIE MMOKa3aTead B MPOTOKOJIE HE yKa3aHbl, B oT4eTe 00
UCCIIEIOBAaHUH HEOOXOIMMO NPEACTaBUTh OOBSICHEHHUS, KaK 3TH KIIIOYEBBIE MTOKa3aTeNu ObLIIM 0TOOpaHbI
(HamprMep, Ha OCHOBAHHWHU MYOJHKANNi, PYKOBOACTB WM PEIICHHI YITOJTHOMOYEHHBIX OPraHOB) U KOT/Ia
OHHU OBUIM BBISBJICHBI (IO WJIM TOCIIE 3aBEPILICHUs MCCIIEOBAHUS U CHATHUA ocneruieHus). Heo6xoanmo
yKa3atb, ObUT JIU OPOT 3(PPEKTUBHOCTH OMKCAH B IPOTOKOJIE.

9.5.4. N3mepeHue KOHIEHTpaluuu JekapcTBa. JItoOble m3MepsemMble KOHIIEHTPALMU MpenapaTa, a
TaK)ke BpeMsl U IepUoJIbl 0TOOpa 00pa3iioB MO OTHOLIECHUIO KO BPEMEHU IPUMEHEHHUS MpernapaTa J0JKHBI
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ObITh onmcanbl. JIt06as CBsI3p MPUMEHEHUS IMpenapara 1 0Toopa mpod ¢ MprueMaMu MUIIH, TTOJI0KEHHUEM
Tella U BO3MOXKHBIM 3()(EKTOM MpreMa COMYTCTBYIOIIErO JieKapcTBa (ajaKoross, KodhenHa, HUKOTHHA)
Tak)Ke JIOJDKHA OBITh yKazaHa. JlOJDKHBI OBITH OMUCAHBI BUJ OHOJOTMYECKOTO 00pasma, oOpaboTka
00pa3IoB U METO/ M3MEPEHUS CO CChUIKOHM Ha OMyOJIMKOBAHHYIO M (MJIM) BHYTPEHHIOK BaJIHIAIIMOHHYIO
JOKYMEHTAIMIO TI0 MPOLEAYPE MCCICIOBAHUS JUIS XapaKTEPUCTUKU METOJOJIOIMYECKUX OCOOCHHOCTEH.
Ecnu B oneHke (hapMaKOKMHETHKH BaKHBIMH CUMTAIOTCSA M Apyrue (akTopbl (HampuMep, pacTBOPUMBIC
MUPKYTUPYIONIUE PEUEnTOphl, (DYHKIMS MOYEK WM TEYCHU), CPOKM U IUIAHBI 0 HU3MEPEHUI0 ITHX
(baKTOpOB TaKke JOJKHBI ObITh YKa3aHbI.

9.6. Obecrnieuenne kadecTBa NaHHBIX. J[OJDKHBI OBITH KpPaTKO OINKCAHBI CHCTEMBI OOECreueHus
KauecTBa U KOHTPOJISl Ka4eCTBA, BHEAPEHHBIE JIJIsl 0OeCreyeHusl KauecTBa JaHHbIX. Eciu Takue cucteMbl
HE HCHOJb30BAINCh, 3TO IOHKHO OBITh yKazaHO. JlOKyMeHTalus MO MeXJI1a0opaTOPHBIM METOAaM
CTaHJIapPTH3AIMKN U MpoleAypaM oOecrieueHnus KadecTBa (MPU HAIWMYMUK) JOJDKHA OBITH MPEICTaBICHA B
COOTBETCTBHUH ¢ mpuioxeHuem 16.1.10 k otyety (cormacHo pyOpuKaluu pa3iesoB OTYeTa, yKa3aHHOU B
HACTOSIIEH YacTU TOKYMEHTA).

JIroOble Mepbl, MPHUHATBIE B HCCIEA0BATEIbCKOM LEHTPE MM LEHTPAIM30BaHHO B IEIAX
o0ecrieYeHrs HMCTONIb30BaHUS CTAaHAAPTHOH TEPMHHOJIOTMM M CcOOpa TOYHBIX, MOCIEI0BATEIbHBIX,
IIOJIHBIX M JOCTOBEPHBIX JAHHBIX, HAIPUMEP TPEHUHIM, MOHHUTOPUHI HCCIIENOBAaTENEH IEPCOHAIOM
CIIOHCOpa HCCIIEOBaHMUS, HMHCTPYKTHPYIOIIUE pPYKOBOJCTBA, IIPOBEpKAa JIaHHBIX, IEPEKPECTHBIC
IIPOBEPKH, MCIIOJIIb30BAaHUE IEHTPAJbHOW J1abOpaToOpuu JUisl HPOBEAEHUS OTHENbHBIX AaHaJIM30B,
neHTpanu3oBanHas pacmupposka IKI' wimm aymuTopckas IpoBepKa JaHHBIX, TOJDKHBI OBITH ONMCAHBI.
Craenyer OTMETUTh, IPOBOJWINCH JIM KOH(PEPEHIUHU JUIsl UCCIeioBaTeNeH, MM MPUHUMAIINCH JIU JApyTUe
1ary JJis NOAroTOBKU MCCIIeIoBaTeNlel U CTaHapTU3aluy paboThl.

Ecnu cnoHCcOp Mcmonb30Ball Mpolelypbl HE3aBUCUMOM BHYTPEHHEH WM BHEIIHEH ayIuTOpCKOH
MIPOBEPOK, ITO CIEIYET yKa3aTh B JaHHOM pa3jiesie OTueTa u OmucaTh MNoApoOHO B mpuioxeHun 16.1.8 k
oT4eTy (CorylacHO pyOpHKalMM pa3/eioB OT4eTa, YKa3aHHOW B HAcTosIed yacTu JOKyMeHTa). B
YKa3aHHOM TPUJIOKEHUU JIOJKHBI OBITH MTPEICTaBIeHbI CepTU(UKATHI ayAuTa (IIPU HAJTUYUN).

9.7. IlpeaycMOTpeHHBIE IPOTOKOJIOM CTATUCTHUECKUE METO/IbI U ONIPEACICHUE Pa3Mepa BEIOOPKH.

9.7.1. CraTucTHYecKMii TUIaH M IJIaH aHanu3a. B mpoTokosie uccienoBaHus JODKEH ObITh OMHMCaH
IUIaH CTaTUCTHUYECKOrO aHaliM3a M BCE €ro M3MEHEHUs, MPOU3BEIEHHBbIE 10 IMOJY4YEHHUS JAHHBIX 00
ucxonax. B HactosmeM pazjene oTyeTa HEOOXOIUMO MOAPOOHO OMHUCAThH 3aINIAHMPOBAHHBIE COTJIACHO
MIPOTOKOJIY MCCIIEIOBAHNUs, HO HE PEAJIbHO BHIIIOJIHEHHBIE AHAJIN3bI, CPABHEHHS U CTATUCTUYECKHUE TECTBHI.
Heo6xoanMo yka3ate, MpOBOJMINCE JIM U3MEPEHHsI KIFOUEBBIX MOoKa3aTenel 6osee 1 pasa, mepeuucinTb
KOHKpETHbIE HU3MEpEeHMs (HalpuMep, CpeJHee 3HAU€HHE HECKOJIbKMX H3MEpPEeHUN B TEUEHUE BCEro
UCCIIEIOBaHMs, 3HAYCHUS B OINpPEACICHHBIE BPEMEHHBIE TOUYKM, 3HA4YEHMs MJI1 3aBEPIUMBIINX
UCCleIoBaHNe CyOBEKTOB WM 3HAUEHUS B KOHLE TepamnuM), 3allJIJaHUpOBaHHBIE KaK OCHOBA JUIs
CpaBHEHMI MEX[Iy HCCIEIyEeMbIM IpernaparoM U KOHTposneM. CXoaHbIM 00pa3oM mpHu Hainuuuu Oozee 1
AHATMTUYECKOT0 IMOAXO0/a, HAIpUMEp, U3MEHEHUE OT MCXOAHOTO 3HAYEHWs, aHAJIu3 HAKJIOHA KPHBBIX,
aHaIu3 TaOJIMIl CMEPTHOCTH, HEOOXO0AUMO 0003HAUNTH 3aIUIAHUPOBAHHBIN Moaxo[. Takxke HE0OXOAUMO
yKa3atb, ObLJ1a JIU MPeyCMOTpPEHa B paMKaX MEPBUYHOTO aHaM3a MONpaBKa Ha KOBapHaThI.

HeoGxoauMo onmcath, ObUIM JIM 3aIVIAaHUPOBAHbI OCHOBAHMS Ul MCKIIOYEHHS M3 aHaiIM3a
MAlUMEHTOB ¢ cOOpaHHBIMU NaHHbIMH. HeoO0XoauMo ykas3aTh, ObIIN JIU MPEeTyCMOTPEHBI MOATPYIIIbI, YbH
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pe3yJIbTaThl  AHAIU3HUPOBANUCH OTHAENbHO. Ecim 1npu anaimse pe3ylbTaToB  HCIOJIb30BaIMCh
KaTeropuajibHble IIKajgbl (TJ00ajJbHbIE OLIEHOYHBbIE IIKalbl, CTENEHH TSDKECTH, Ppe3yJbTaThl
OIIpeJICIEHHON BEJIMYHMHBI), UX HEOOXOMMO YETKO OTPE/ICIHTh.

HeoOxomuMo omnmcarh 3alIaHUPOBAHHBIA MOHUTOPHHT pPE3YJIbTaTOB HccienoBaHuil. Ecnm
MCCIIEIOBAaHKEM OBUIO MPEIyCMOTPEHO Y4aCcTHE KOMHUTETA 10 MOHUTOPHUHTY JaHHBIX, IOJKOHTPOIBHOTO
WA HENOJKOHTPOJIBHOTO CIIOHCOPY, HEOOXOAMMO OIUCATh €ro COCTaB M ONEPaIMOHHBIC MPOIECIYPHI, a
TaKKe MpPOLEAYphl, 00CCIICUNBAIOIINE COXPAHCHUE OCICIUICHUsT MccienoBanus. HeoOxoaumo omucarh
YacTOTy M CYTh 3aIUIAHKPOBAHHOTO MPOMEKYTOYHOTO aHAlM3a, YKa3aTh BCE 3apaHee yCTAaHOBJICHHBIC B
MPOTOKOJIC UCCIICOBAaHHS OOCTOSITEIBCTBA, B CHITY KOTOPBIX CCIICIOBAHKE JIOJDKHO OBITh MTPEKPAILCHO, a
TaKXe yKa3aTh BCE BHOCUMBIE TI0 pe3yJIbTaTaM MPOMEKYTOUYHOTO aHAIIN3a CTATUCTHYECKIE KOPPEKTHBBHI.

9.7.2. Ompenenenue pasmepa BblOOpkH. HeoOXoauMo MpeACTaBUTH 3alljlaHUPOBAHHBIA pasMmep
BBIOODKH M CIIOCOO €ro BBIYHMCIICHUS, HampuUMep, CTATHCTHYECKHE pacyeThl WIM IPaKTHYECKUE
orpanuueHus. Hapsiy ¢ Meromamu pacuera pazmepa BHIOOPKH HEOOXOIMMO MPEACTaBUTH 0OOCHOBAHHE
pacyeToB WM CCHUIKM Ha Takoe oOocHOBaHHME. HeoOXOIMMO NMpHUBECTH OIEHKH, HCHOJIb30BaHHBIC B
pacucrax, n 06"I>$ICHCHI/I$I, KaK 3TH OICHKH ObLIIH IMMOJIYy4YCHBI. B HCCIICOOBAHUAX, HAIIPABJICHHBLIX Ha
MOJTBEPIKACHUE PA3IMUMiA MEKAY METOAaMH JICUCHHUs, HEOOXOIUMO OrOBOPUTH BEIMYHMHY BBISABIISIEMOM
Pa3HUILIBI. B HUCCICAOBAHUAX C IIOJOXHUTCIbHBIM KOHTPOJIEM, HAIIPABJICHHBIX Ha IMOATBCPKIACHUC HE
MeHbIIeH 3(PEKTUBHOCTH 10 CPaBHEHUIO CO CTAaHJAPTHOW Tepammuei, onpeseseHne pa3Mepa BEIOOPKU
AOJDKHO BKJIKOYATh PpasHULy MCXKAY CpPaBHUBACMBIMHU MCTOAAMH, KOTOpasA CUHUTACTCA HCIIPUCMIICMO
OOJIBIIION M MOKET OBITh UCKITIOUYEHA B paMKaxX 3aIlJIJaHUPOBAHHOTO HCCIICAOBAHUS.

9.8. I3meHeHHs B X04€ IMPOBEACHUA UCCIICAOBAHUSA UJIHK B 3AIVIAHUPOBAHHOM aHAJIMU3C.

Jlroboe wW3MeHeHHe B MPOBEACHWU HCCICIOBAHUS WM IUIAHUPYEMBIX AaHAIHM30B (HaIpuMep,
UCKJIIOUYEHHE KaKOH-11M00 M3 CpaBHUBAEMbIX TIPYMI JICUYEHUs, U3MEHEHUE KPUTEPHUEB BKIIIOUEHMS WU
7036l TIperapara, KOPpPEKTUpPOBKa pa3Mepa BBIOOPDKM U Jip.), HMMEBIIEE MECTO IIOcjie Hayaia
UCCIIEIOBaHMsI, JOJDKHO OBITh ONUCaHO. BpeMs W NpUYMHBI TakuX HW3MEHEHHH, MpolerypHl,
UCIOJIb3YEMbI€ Ul TPUHATHS PpEUIeHWsT O BHEAPEHUU U3MEHEHWH, JMUa WIM TPyNnbl JIHI,
OTBETCTBEHHBIE 33 U3MEHEHUS, XapaKTep U COJAEPKaHNE UMEIOIUXCS TaHHBIX U NIEPEUEHb JIUL, KOTOPbIM
OHU OBLIM JTOCTYIHBI Ha JaTy BHEJIPEHUS] U3MEHEHMsI, TAK)KE JIOJKHBI ObITh OMMCAHBI BHE 3aBUCUMOCTHU
OT TOTO, OBIJIO JIM U3MEHEHHE 33JJ0KYMEHTUPOBAHO B KaueCTBE O(UIMATBLHON MONPAaBKU K IPOTOKOIY WIH
HeT (B naHHBIN pazfen He cieayeT BKIIOUaTh U3MEHEHHUS B 4acTH KaJpPOBBIX NEPECTAHOBOK U PELIECHUH).
JIroOble BO3MOXKHBIE MOCIEICTBUS M3MEHEHUH B 4YacTH MHTEPIpPETAlMM PEe3yJbTaTOB HCCIIEIOBAaHUS
JOJKHBI OBITh KPaTKO ONMMCAaHbI B HACTOSILEM paszelnie U 0ojiee MOAPOOHO B APYTUX COOTBETCTBYIOLIMX
pa3genax ordera. B kaxaoMm paszene ordera JOJKHO OBITh MPOBEIEHO YETKOE DPA3IUUUe MEXIY
yCIIOBUSIMU (TIpOIlelypaMi), 3aIlUIaHMPOBAHHBIMM B IPOTOKOJIE W B MONPAaBKAX WM JOINOJHEHUSX.
Cunraercs, 4ToO B LIEJIOM U3MEHEHUS B 3aIUIAHWPOBAHHBIX aHAIN3aX JAHHBIX, BBEICHHBIE 10 PACKPBITUS
MacCKUpPOBAHHBIX JaHHBIX, HE3HAYUTENIbHO BIIMAIOT HA HMHTEPHPETALUIO PE3YyJIbTaTOB HCCJIEI0BaHUS.
Oco6eHHO Ba)KHO, YTOOBI BpeMsl BHEAPEHHSI U3MEHEHUI ObLIO YETKO YKa3aHO 10 OTHOLIEHUIO K BPEMEHH
PacKpbITUSI MACKUPOBAHHBIX JAaHHBIX U MOJyYEHUSI UTOTOBBIX PE3YJIbTATOB.

10. Uadopmarus o cyObeKkTax UCCIeTOBAHMS

10.1. Pacnpenenenre cyOBbEKTOB MO TPYIIIIAM.
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Crnemyer mpoBeCTH MOAPOOHBIN M MOHATHBIA y4eT BCEX MAIMEHTOB, KOTOPbIE MPUHSIIN ydacThue B
MCCIIETIOBAaHUH, MIPH MOMOIIY TpadudecKoro Wik TaOIMYHOTO MPEACTABICHUS JAHHBIX B TEKCTE OTYETA.
JIOJDKHO OBITH  YKa3aHO KOJHMYECTBO IIAlIMEHTOB, KOTOpPhIE OBUIM PAaHIOMHU3HMPOBAHBI, BOLUIM B
UCCIIEIOBAaHNE W 3aBEPIIMIIM KaXIblil ero sTam (KaXAylo HeAento (Mecsl]) HCCIEeNOBaHHs), a TaKxKe
IIPUYMHBI BCEX NOCT-PAHIOMHU3ALMOHHBIX [IPEKPALLEHUH JIEYEHM I, CTPYIIIUPOBAaHHBIE 10 BUAY JICUEHUS U
OCHOBHOW mpuyKMHE (BBHIOBITUE U3-T10J HAOMIOACHUS, HEXeNaTelbHbIe SBICHUS, HECOOIIOIEHNE PeKUMA
neueHust u Ap.). Kpome Ttoro, B psnme ciaydaeB HEOOXOJMMO YKa3aTh KOJMYECTBO IAlMEHTOB,
paccMaTtpuBaeMbIX (OTOOpAaHHBIX) ISl BKJIIOUYEHHS B HCCIEIOBAaHUE, W TMPUBECTH AaHAJIU3 MPUYHH
UCKJIFOUEHUS MAMEHTOB BO BPeMs CKPHUHHMHTA, €CJIM 3TO MOXET IIOMOYb MPOSICHUTh OCHOBAaHUS Habopa
(aKkTUYECKH TOJYyYEHHOW B HCCIEIOBAaHUM MONYJISIUMU MAallMeHTOB, MpUMEHSomMX mpemnapaT. Kax
NpaBUJI0, Haubosee yA0OHBIM SBISIETCS IPEICTABICHUE JAHHBIX B BUJE OJOK-CXEMBbI (B COOTBETCTBHH C
npuinoxkenneM N 5 k IlpaBunam). Taxke JOMKHO OBITH SICHO YKa3aHO, HAOJMIOJANIMChH JIM MAIMEHTHI B
TEUEHHUE BCEr0 CPOKA UCCIENOBAHUS, JAKE €CIIU IIPUEM MPENapaTOB UMHU IIPEKPAILIAIC.

B npunoxennn 16.2.1 x oTuety (coraacHo pyOpHKanuu pa3fesioB OTYeTa, YKa3aHHON B HACTOSIIEH
YacTH JOKYMEHTAa) TaKXXe JOJDKEH OBbITh MEpPedYeHb BCEX IMAIMEHTOB, MPEKPATUBIIMX YYacTHE B
UCCIIETOBAHHH MOCJIE UX BKIIOYEHHS B HETO, C pa3/eIeHUEM IO MCCIeI0BATEIbCKUM IIEHTPaM U rpynnam
JICYCHUsS, C yKa3aHWEM HIACHTH()HUKAIIMOHHOTO KOJa MaIlMeHTa, KOHKPETHOW MPUYHHBI TPEKPAIICHHS
y4acTHsl B HCCJEIOBAaHUHU, MPOBOAMMOIO JieUeHHUs (JIeKapCTBEHHBIM Mpenapar U J103a), COBOKYMHOU
MPUHATON 103kl (€CIM MPUMEHHMO), a TAKXKE MPOJODKUTEIBHOCTH JICYCHHUS O €ro MpeKpalleHHs.
JIomKHO OBITH YKa3aHO, OBLIM JIM IEMAacKUPOBAaHbI JaHHBIC JICUCHUS MAlMEHTA Ha JaTy MPEKpalleHus UM
nedeHus. Takxke ciieyeT BKIIOYUTh IPYTyio HHGOPMAIIUIO, TAKYIO KaK KPUTUYECKUE JIEMOTpapUuIecKue
JaHHbIE (HampuMep, BO3pacT, MOJ, paca), COMMYTCTBYIOIIAs TepParus U OCHOBHBIE U3MEHEHHSI B COCTOSIHUH
MalKUeHTa Ha JaTy mpekpaiieHus jJedenus. O0pasel yKa3aHHOTO MEepeyHs MPEeIyCMOTPEH MPUII0KEHUEM
N 6 x [IpaBunam.

10.2. OTKJI0HEHUS OT MPOTOKOJIA.

JlomxHBl OBITH ONMCAaHbI BCE BaKHbIE (CYILIECTBEHHBIE) OTKJIOHEHHUS, CBSI3aHHBIE C KPUTEPUSIMU
BKJIFOYEHUS] WM HEBKJIIOUEHUS B UCCIEAOBAHUE, POBEACHUEM UCCIIEIOBAHMS, BEICHUEM MAllUeHTa WU
OILIEHKOU €ro COCTOSIHUS.

B TekcTe oTueTra OTKIOHEHHS OT IMPOTOKOJIa OOJIKHBI OBITh HaaJICXKallluM O6p330M 0606IJ_IeHLI Io
HCCICAOBATCIIBCKUM LHEHTPAM M CI'PYHIIMPOBAHBI 110 PA3JIMYHBIM KaTCropuiaM, TAKMUM Kak:

ManuCHTBI, KOTOPBIC MPHUHAIN YHAaCTUC B UCCIICAOBAHUH, JAKE€ €CIIN HC YIOBJIICTBOPAIOT KPUTCPUAM
BKJIFOUCHU,

ManuCHTBI, KOTOPLIC CTAJIN COOTBCTCTBOBATH KPUTCPUAM ITPECKPALICHUA YUIACTHUA B UCCIICAOBAHUN BO
BpEMsA €ro MMPOBCACHUS, HO HC ITPEKPATUIIN €TO,

MAanKuCHTBI, KOTOPLIC MOJYYNIN HCIIPABUIIBHOC JICHCHUC WX 103y IPCTIapaTOB;
ManuCHTBI, KOTOPBIC MOJYUYNIN HEPASPECIICHHOC COMMYTCTBYIOIICE JICUCHUC.

B npunosxenun 16.2.2 k oTueTy (CoriiacHO pyOpUKaIluy pasesioB OTYETa, YKa3aHHOM B HACTOSIIEH
4acTU JOKYMEHTa) JOJDKHBI OBbITh NEpPEurCIeHbl KOHKPETHbIE MallMeHThl C 3TUMHU OTKJIOHEHUSMHU OT
IIPOTOKOJIA C Pa3JIEJIEHUEM 10 LIEHTPAM JUIsl MHOTOLIEHTPOBBIX MCCIEA0BAHNN.
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11. Ouenka 3 heKTHBHOCTH

11.1. lanHbie, moaJiexaniue aHaImu3y.

HeoOxomuMo $ICHO yka3aTh, KakMe€ HMEHHO NalMEHTHl ObUIM BKJIIOUEHBI B KaXKIBbIH aHAIU3
3G (GEKTUBHOCTH, HAIpUMeEp, MAIUEHTHl, IOJYUYMBIINE KAaKOH-IMOO W3 HCCIELyeMBIX IpenapaTos,
NAIMeHThl € KAaKUMU-IMOO JaHHBIMH 1O 3((EeKTHUBHOCTH WM C ONPENEIeHHBIM MHUHUMAJIbHBIM
KOJINYECTBOM HAOJIOACHUHN, MalMeHThbl, 3aBEPLIMBILNE HMCCIEJOBAHUE, MAIMEHThl, HAOJIOJABIINECS B
ONPEIEICHHBIN IPOMEKXYTOK BPEMEHHM, MALMEHTHI C ONPEICICHHOW CTENEHBIO IPUBEPKEHHOCTU U JP.
Heo6xoanuMo sICHO yKa3aTbh, €CJIM 3TO HE ONHCAHO B MPOTOKOJIE UCCIEN0BaHUs, KOTJa (110 OTHOLICHUIO K
CHATHUIO OCJCIJICHHA) M Kak Obuld CQOPMHUPOBAHBI KPUTEPUHM BKIIOUEHUS M HEBKIIOUCHHS
IIPOAHAIM3UPOBAHHBIX COBOKYITHOCTEH NaHHBIX. EciM mepBUYHBINA aHAIW3, IPEIIaracMblid 3asBUTEIIEM,
OCHOBAH Ha OIPaHMYEHHOM KOJHMYECTBE MAlMEHTOB, HEOOXOANMO MPEAIPUHSATH MOMBITKY YCTAHOBJICHUS
3G(GEKTUBHOCTH C TIOMOILIBIO JOMOJIHUTEIBHOIO aHAJM3a C MCIOJB30BAaHMEM JIAaHHBIX BCEX
PaHIOMU3UPOBAHHBIX MJIM BKIIFOYSHHBIX HHBIM 00pa30M HaMeHTOB C JIFOOBIM 00bEMOM JaHHBIX.

B npunoxennn 16.2.3 x oTueTy (coraacHo pyOpHKaluu pa3fesioB OTYETa, YKa3aHHOW B HACTOSIIEH
9acTH JOKYMEHTAa) HEOOXOJUMO TPEJICTaBUTh TAOJMYHBIA CIHCOK BCEX MAIUCHTOB, BU3UTOB U
HaAONIO/IEHUH, MCKJIIOUYEHHBIX U3 aHanu3a >(QQEeKTUBHOCTH (B COOTBETCTBUU C MpuiiokeHneM N 7 k
[IpaBunam). Heo6xoauMo Takke B NMHAMHUKE MPOAHATM3UPOBATH MPUYUHBI WMCKIIIOUEHHS TAlUEHTOB,
BU3UTOB U HAOIIOJICHUI BO BCeX rpymmax jeueHus (B cooTBeTcTBUH ¢ npuiiokenueM N 8 k [IpaBunam).

11.2. lemorpaduyeckue u Ipyrue UCXOHbIE XapaKTEPUCTHKH.

HeobxomuMo mpeacTaBUTh TPYIIIOBBIC JAaHHBIC MO BAXHEHIIMM AeMOrpadUuecKUuM M HCXOJIHBIM
XapaKTepUCTHKAM IallMeHTOB, a Takke Apyrue (pakTopbl, BO3HUKIIUE B XOJE HCCIEIOBAHUS, KOTOPHIE
MOTJIM TIOBJIMSITh HAa UCXObI UccienoBanus. B pasznene 14.1 HE0OX0AUMO MPEACTaBUTh COMOCTABUMOCTD
TPYII JICYSHHsI TI0O BCEM MMEIOIINM 3HAYeHHE XapaKTePUCTHKAM C UCIOJIb30BaHUEM Ta0JUIl U TPadUKOB.
Cuauana HE0OXOJMMO OMUCATh JAHHBIC /IS TMAIMEHTOB, BKJIIOYEHHBIX B TPYMIMbl "BCE MAlMEHTHI C
naHHbIMK". Jlazee MOTyT Ce0BaTh JAAHHBIE IO APYTUM IPYIIAM, BKJIOYEHHBIM B OCHOBHBIC aHAJIM3BI,
TakMe Kak aHaju3 "IO MPOTOKOoNy" U JIpyrue, HalpuMmep, FPyNbl, OTOOpaHHbIE MO MPUBEPKEHHOCTU K
JICYCHUIO, COMYTCTBYIOIIEMY 3a00lieBaHUIO  (JICYCHHIO) WM  JAeMorpaduyeckuM  (MCXOIHBIM)
xapakTepucTukaMm. [Ipu HCMOAB30BaHMM TaKUX TPYII, HEOOXOAUMO TPEICTABUTh JaHHBIE IO
JOTIOJHSIOIIMM UX UCKIIFOUEHHBIM IpynnaM. B MHOTOIIEHTPOBBIX MCCIIEIOBAHUAX COMOCTABUMOCTb IPYIII
10 BO3MOXHOCTH HEOOXOIUMO OLIEHUTh KaK BHYTPHU OJIHOTO IIEHTPA, TaK U MEX]Y IIECHTPaMH.

Heo6xonuMo mpencTaBUTh JuarpaMMy, OTPaKaloLIyl0 B3aUMOCBS3b MEXAy BCei BBIOOpPKOH H
Ka)KJI0M aHAIIM3UPYEMOM IPYIIION.

Baxuelilme nepeMeHHbIe 3aBUCAT OT HpUpOJbl 3a0oneBaHMs M TpeOoBaHUil mporokosa. Kak
MPaBWJIO, K TAKMUM IEPEMEHHBIM OTHOCSIT:

nemorpaduueckre nepeMeHHbIe: BO3PacT, MO, paca;
(bakTopsl 3a00I€BaHMUS:

ocoObIe KpUTCPUU BKIIFOUCHUA (eCJ'II/I OHH HE yHI/I(pI/ILII/IpOBaHBI), JJIIUTCIIbHOCTD, CTaduA U TAXKCCTb
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3a00JeBaHUs W JpPyrue BUAbI KIMHUYECKUX KIACCU(PHUKAIMA M TPYNIUPOBOK, KOTOpPHIE 4YacTo
UCIIONB3YIOTCS WU UMEIOT IIPOTHOCTUYECKYIO 3HAUUMOCTb;

HCXOAHBIC 3HAYCHHA OCHOBHBIX KIMHHUYCCKHUX H3MepeHHﬁ, MMPOBCACHHBIX B XOJ€ HCCICAOBAHUA U
IIPUHATHEIX B KAYC€CTBE BaAXKHBIX roxaszarejiei IIPOrHo3a UJIM OTBETA Ha JICYCHUE,

CONIYTCTBYIOILIIUC 3a00JIeBaHUs B Hauale HCCICAOBAaHUs, TAKHMC KaK INTOYCYHasd HCIOCTAaTOYHOCTD,
CaXaprIﬁ ,Z[I/Ia6eT, cepacuHasd HEAO0CTaTOYHOCTb,

3HAYUMBbIE 3a00JIeBaHUs B AaHaMHC3C;

3Ha4YuMas paHEC IMpoBOAMMAA TCEpaIinsd 3360J’ICB3HI/I${, IJI1 JICUCHHUA KOTOPOIO IIPOBOJUTCA
HUCCICIOBAHUC,

npoBoaMasa COIIYTCTBYIOIAs TCpaliusd, OaxXE IPU HU3MCHCHUHU PCKHMa HOO3HUPOBAHUSA B XOIC
HUCCIICOOBAaHMA, BKJIOYasA TOPMOHAJIBHYIO KOHTPALCIIIOWIO MM 3aMCCTUTCIIbBHYI0O TOPMOHAJIbLHYIO
TCpaIno, IMMPCKPaACHHOC UKW U3MCHCHHOC JICYCHHC BCICACTBUC HAYa/la UCCICAOBAHMAA,

uHbIe (DAKTOpPBI, KOTOpPHIE MOTYT IOBIHMATH Ha OTBET HA Jie4eHWe (HampUMep, macca Tea,
PEHHMHOBBIN CTATYC, CO/IEPIKAaHUE aHTUTEN, METa0OJIMUECKUH CTaTyC);

WHbIE, TMOTEHIMAJIbHO 3HAYMMbIC TEPEMEHHBIC (HAmpUMeEp, KypeHHE, MOTpeOJIeHHe aKoros,
0co0ObIe TUETHI), a TAKXKE JJIS )KEHIIMH - MEHCTPYaJIbHBIN CTaTyC M JaTa MOCIeIHUX MEHCTpyaluil (ecnu
MIPUMEHUMO, JIJI JAHHOTO UCCIICIOBAHMUS ).

B nononnenue x Tabnmuuam u rpadukaM ¢ JaHHBIMHM MO YKa3aHHBIM HMCXOIHBIM I€PEMEHHBIM B
npuwiokeHnn 16.2.4 k otdery (coriacHo pyOpUKaluy pa3/iesioB OTYETa, YKa3aHHOM B HACTOSIIEH 4acTu
JOKYMEHTa) He0OXOAUMO MPEICTaBUTh TaOJIMUHbIE JaHHBIE 10 UMEIOLIUM 3HAYUMOCTh MHIUBUYaIbHBIM
neMorpauueckuM ¥ MCXOJHBIM XapaKTepUCTUKaM, BKJIOYas JabopaTopHble IOKa3aTeld U BCe
COITYTCTBYIOIIME JIEKAPCTBEHHBIE MpenapaThl M0 KaXJOMYy paHJIOMH3UPOBAHHOMY HalMEHTY (10 BUJaM
JICYEHHUs, a s MHOTOIIEHTPOBBIX MCCIEIOBaHUN - MO LeHTpaMm). HecMOTpst Ha TO 4YTO HEKOTOpbIE
YIIOJIHOMOYEHHbBIE OpPTraHbl 3allPALIMBAIOT BCE HCXOIHBIE ITaHHBIE B BHJIE TAONHUII, B IPHIIOKEHUH K OTUETY
00 uccienoBaHUM HEOOXOAMMO yKa3aTh TOJBKO CBEJCHHS, MMEIOIIHNE HauOOJBIIYI0 3HAUMMOCTh (Kak
MIPABUJIO, 3TO MIEPEMEHHbIE, IEPEUHUCIICHHBIE BBIIIE).

11.3. I3MepeHne NpUBEPKEHHOCTH JIEUYEHUIO.

B nmpunoxenun 16.2.5 x otyeTy (coriiacHO pyOpuKaIiiu pa3eioB OTueTa, yKa3aHHOW B HACTOSIICH
4acTU JOKYMEHTa) HeoOXOIuMO 00OOIIUThH, MPOAHATU3UPOBATH MO TPYMIAM JEUEHUS U BPEMEHHBIM
HHTCpBaJIaM W NPCACTAaBUTH B TaOJINYHOM BHUJIC BCC N3MEPCHUA IMPUBCPKCHHOCTU OTACIIBHOTO IMaIUCHTA
K HCCIEAYyEMOMY PEXHMY TEpalnuu W OINpEeAeSIeHUs KOHLEHTpAlUuu JIEKApCTBEHHOrO Ipernapara B
KHUIKOCTSIX OPTaHU3Ma.

11.4. Pesynbratsl onpeaenenus 3pGEeKTHBHOCTH U CBOJAHBIC TAOJUIIBI WHIWBUIYAIBHBIX CBEICHUI
O MaIMeHTax.

11.4.1. Ananus s¢dextuBHOCTH. HeoOX0MuMo CpaBHUTH BCe TPYIIIBI JICYEHHS 1O BCEM BaKHBIM
nokaszarensiM 3(pQEeKTUBHOCTH (M3YyYEHHBIM IEPBUYHBIM M BTOPUYHBIM KOHEYHBIM TOYKaM, BCEM
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(bapMaKoOIMHAMHYECKUM KOHEYHBIM TOYKaM), a TAaKKe IO OICHKE OTHOIICHHUS IOJIb3BI K PHUCKY JUIS
KaKJOT0 MMAlMEHTAa, €CJIM TaKOBask OCYLIECTBIIAIACh. B nccieq0BaHNsX, HAIIPABJICHHBIX HA YCTAaHOBJICHHUE
3G HEKTUBHOCTH, HEOOXOMMO MPEICTABUTH PE3YJIbTAThl BCEX 3AINIAHMPOBAHHBIX B MPOTOKOJIE aHATU30B
U aHajM3a, BKIIOYAIOLIEr0 BCEX MAIMEHTOB C HCCIEAyeMbIMH JaHHbIMM. B aHamuze HeoOxoaumo
OTpa3uTh BEIMYMHY (TOYEYHAs OLIEHKA) pa3IM4YMil MEXIy TIpyIIlaMu JI€UYEHUs, CBA3aHHBIA C Hel
JIOBEPUTEIIBHBIN MHTEPBA U PE3YJIbTaThl TECTUPOBAHMSI TUIIOTE3bI, €CJIU TAKOBAs BBIBUTAIACH.

AHanu3bl, OCHOBaHHBIC Ha HEMPEPBIBHBIX (HAIpUMEp, CpellHee apTepruaibHOE JAaBlICHUE U Ol 1O
HIKaie JeMpPeccHi) U KaTeropuaabHbIX MEPEMEHHBIX (HapUMep, KyupoBaHue MHPEKINN), MOTYT OBITh
OJIMHAKOBO TpueMiiembl. Kak mpaBmiio, 00a U3 HUX HEOOXOAMMO MPEICTABUTh, €CIIM OHU TUIAHUPOBAIIUCH
U [0 HUM UMEIOTCS JOCTyNHble AaHHble. Eciu kateropuu ObUTM pa3paOOTaHbl BIEpBbIE (TO €CTh HE
BKJIFOUEHBI B CTATUCTHYECKHN TUIAH), HEOOXOIUMO OOBSICHHTH MPEINOCHUIKH UX co3aaHus. Jlaxe eciu
OCHOBHOE BHHMAaHHE YAENSETCS OJIHOM MepeMeHHOW (Hampumep, B MCCIEIOBAHUU IO apTepHATLHOMY
JABJICHUIO TAKOBOM MOXET OBITh BETMYMHA apTEPUAIBHOTO AABJICHUS B MOJIOKEHUU 'JIeKa Ha criMHe" Ha
Hezene "x"), He0OX0IMMO IO MEHbIIIEH Mepe KPaTKO OLEHUTh U APYTrue BaXKHBIEC MMapaMeTphl (Harpumep,
apTepualibHOE JaBJIEHHE B IMOJIOKEHMHM "cTos" M B APYTUX BpPEMEHHBbIX Toukax). K Tomy xe mno
BO3MOXXHOCTH HEOOXOAMMO OMHCATh JUHAMHUKY OTBETAa Ha J€UEHHE BO BpeMeHH. /{751 MHOTOLIEHTPOBBIX
WCCTICAOBAHUN B UEJNSAX MPEICTABICHUS SCHOW KapTUHBI aHaIN3a IO KaXKIOMY LEHTPY, OCOOEHHO
KpYIIHOMY, B OTHOIICHUHU Ba)XHBIX IMEPEMEHHBIX HEOOXOJMMO TMPEACTaBUTH IaHHBIE M PE3YJIbTATHI
aHaJIM3a Mo KaXKJI0MY HEeHTPY (IIpu HEOOXOIUMOCTH ).

Eciu BaxkHble U3MEpEeHUS WJIM OIEHKHM HCX0M0B J(PQPEKTUBHOCTH WM 0O€30MacHOCTU
OCYILIECTBIISUIMCH O0JIee YeM OJHOM CTOPOHOM (HampuUMep, UCCIEA0BATENb U KOMUCCUS SKCIIEPTOB MOIJIN
clenaTh 3aKIIOYEHHWE O HaJIWMYMKd WM OTCYTCTBUM Yy TAallMeHTa OCTporo uH(papKTa MHOKapa),
HEOOXOMMO OTpa3uTh UTOTOBBIC pAa3IMUMs B OIEHKAX C YKa3aHWEM KaXJOro TNaIMeHTa ¢
HECOTJIACYIOUIMMHUCS 3aKII0YeHUSIME. B Ka)k1oM aHanu3e HeoOXOAMMO YETKO OMHUCATh CIIOCO0 OICHKHU.

[Tpy MHOTHMX HCCIIEJOBAHUSX TPYIHO MPOBECTH IPAHUILY MEXKIY MOKazaTteasiMu 3(p(HEKTUBHOCTH U
Oe3omacHOCTH (HampuMep, JeTalbHble UCXOAbl B HCCIEJOBAHMM CMEPTENBHOTO 3a00JeBaHMUS).
BOJ’II)HII/IHCTBO YKaSaHHI)IX najice HpI/IHHI/IHOB HCO6XO)II/IMO HpI/IMCHHTI) TAKXKEC HpI/I OIICHKEC Ba>XHBIX
MoKa3areieil 6€301acHOCTH.

11.4.2. Cratuctuueckue (aHaIUTHUECKHE) pe3yiabTaThl. JlJis SKCIEpTOB MO KIMHUYECKOM H
CTaTUCTMYECKOH YacTAM HCCIEIOBaHMS B OTYETE HEOOXOJMMO OMNMcaTh CTAaTUCTHYECKHM aHanu3. B
npuioxkenuu 16.1.9 k otdery (corimacHo pyOpUKalMK pa3/iesioB OTUETa, YKA3aHHOW B HACTOSIICH 4acTu
JOKYMEHTa) HEO0XOAMMO TPEACTaBUTh JETAIM3HPOBAHHYIO JOKYMEHTALMIO 110 CTaTUCTHYECKUM
MeToJiaM (B cooTBeTcTBUHU ¢ npuiiokeHneM N 9 k [IpaBunam). HeobxonumMo onucath BaXKHbBIE HJIEMEHTHI
aHaimu3a, BKJIOYAass HCIOJb30BAHHBIE METO/bI, IONPaBKM Ha jaeMorpaduyeckue U HCXOIHbIE
XapaKTepUCTUKU WM COMYTCTBYIOIIYIO TEpanuio, oOpalleHHe C BBIOBIBAHUAMHU U OTCYTCTBYIOIIMMHU
JAHHBIMM, TIOTIPaBKM HA MHOXKECTBEHHBIE CpaBHEHHUS, OCOOble aHaIM3bl JUII MHOTOIIEHTPOBBIX
UCCIIEIOBaHUM M MOMPAaBKU Ha MPOMEXYTOUHBIM aHanu3. HeoOxonuMmo mpeacTaBUTh CBEAEHHUS O BCEX
MU3MEHEHHUAX B aHAJIN3€, IPOM3BEIECHHBIX I1OCIIE CHATHUS OCIIEIUICHUS.

B nononHenwe k oOLIeMy ONUCaHUIO B JIaHHOM pasjiele OT4eTa HEOOXOAMMO pPacCMOTPETh
CJIEYIOIINE BOIIPOCHI (€CIH PUMEHUMO):

11.4.2.1. TlonpaBku Ha KoBapuaTbl. B oTueTe HEOOXOAMMO MpenCTaBUTh OOBSCHEHUS BbIOOpa U
MOTIPaBOK Ha JeMorpaduyeckue M HCXOJHBIE XapaKTEPUCTHUKH, COIYTCTBYIOIIYIO TEpalHio U JHOObIe
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Apyrue KOBapHaThl WIM MPOTHOCTHYECKHE (PaKTOpbl. MEeTOoAbl OCYIIECTBICHHUS MOIMPABOK, PE3yJbTaThl
aHAJIM30B M BCIIOMOraTesbHbIC CBEJIEHHs (HAaIpHUMep, KOBAapUALlMOHHBIA aHAIU3, 3HAYEHUS PErpeccHH
Kokca) HE0OX0IUMO BKIIOYUTH B JCTATM3HUPOBAHHYIO JOKYMEHTAIHMIO MO CTaTUCTUYECKHM METOJaM.
Ecin xoBapuaThl WM METO/BI, UCIIOJIb30BAHHBIC B JAHHBIX AHAIU3aX, OTIIMYAIOTCS OT 3aIUIaHUPOBAaHHBIX
B TPOTOKOJIE, HEOOXOIUMO OOBSICHUTh HUMEIOIIMECS pa3iudus U MPEICTaBUTh  PE3yJbTaThl
3aIUIAHUPOBAHHBIX aHAIM30B (Mpu HeoOxonumocT). He sBIAACH YacThlO OTAEIBHOIO OTYeTa 00
MCCIICIOBAaHUH, CPABHEHHUE MTOTPABOK Ha KOBApUAThl U MPOrHOCTUYECKUX (DAKTOPOB MEXIY OTICTbHBIMU
HCCIIEIOBAaHUSIMU MOYKET OBITh BaKHBIM B PE3IOME JAHHBIX KIMHUYECKOH 3()(PEeKTUBHOCTH.

11.4.2.2. O0parienue ¢ JaHHBIMH BBIOBIBIIMX CYOBEKTOB HCCIEIOBAHUS WIH OTCYTCTBYIOIIMMU
naHHbIMH. CyIIeCTBYEeT HECKOIBKO (PAKTOPOB, KOTOPBIE MOTYT MOBJIMSTH HA YaCTOTY BhIObIBaHUHN. K HUM
OTHOCSITCS: JJIUTEILHOCTh HCCICNOBaHUs, mpupona 3aboneBanus, 3P(HEKTHBHOCTh M TOKCHUYHOCTH
HCCIEAYEeMOro JICKapCTBEHHOI'O TIpernapara W JApyrue (akTopbl, HE OTHOCAIIMECS K Teparuu.
UrnopupoBanue mNanueHTOB, BBIOBIBIINX W3 HUCCIEAOBAHUS, M IMOCTPOCHUE BHIBOJOB HCKIIOYUTEIHHO
OMUPAsICh HA IMAIMEHTOB, 3aBEPIIUBIINX HCCICIOBAHKME, MOXKET MPUBECTH K HEMPABUJIBLHBIM BBIBOJIAM.
Opnrako OOJNBIION 00BEM BHIOBIBAHWI, Ja)Ke BKIIFOUCHHBIX B aHAIIM3, MOXKET BBECTH B 3a0IyKIeHHUE, B
YACTHOCTH €CIIM B OJHOW M3 TPYMHN CpaBHEHHUS ObUIO MHOTO BBHIOBIBIIMX MAallMEHTOB HAa PAaHHUX HWIIU
MIPUYUHBI BHIOBIBAaHUSI 00YCIIOBIICHBI JICUCHUEM WJIU ero ucxoaamu. HecMoTpst Ha TO 4TO BIMSIHUE pPAHHHUX
BBIOBIBAHUHN U B OTAENBHBIX CIydasX Jake CyTh OUIMOKHU OBbIBa€T TPYIHO YCTAaHOBUTH, BO3MOXHOE HX
BIIMSHHE HEOOXOIMMO MTPOAHATIM3UPOBATH KAaK MOXHO MoJiHEee. PeKoMeH1yeTcst M3yunuTh HaOJI01aBIIUECS
Cllydad B pa3jM4HbIe BPEMEHHbBIC TOUKHU WJIHM, €CIIU BBIOBIBAHUS OBUIM JOCTATOYHO YACTHIMHU, BBIIIOJHUTH
aHAIM3bl BO BPEMEHHOM TOYKE, B KOTOPOM OOJBIIMHCTBO MAIlMEHTOB BCE €II€ HAaXOAWJIOCh MO
HaOIIOJICHUEM M KOTJa MPOSBUIICS TMOJHBIA 3P (EKT JEeKapCTBEHHOro mperapara. J[Jisg OLEHKH TaKou
HETIOJTHOW COBOKYITHOCTH JIaHHBIX PEKOMEH/IYETCSl MCII0Ih30BaTh MOCIMPOBAHNE.

Heo0xonuMo OLIGHUTH pe3yibTaTbl KIMHUYECKOTO HCCIEAOBAaHHUS HE TOJBKO Ul HOArPYIIIbI
MTAIMECHTOB, 3aBEPILIMBLICH HMCCIEAOBAHMS, HO U JUI BCEW PAHIOMU3UPOBAHHOM IOIYJIALMHU MAMEHTOB
WM, TI0 MEHBbIIEH Mepe, Ul TOW €€ 4acTH, B OTHOLUEHHH KOTOPOH OCYLIECTBISIUCH XOTh KAKHE-TO
u3Mmepenus. [Ipu ananuse BAMSHUS BHIOBIBAHUHN CIIEYEeT YUUTHIBATh U CPAaBHUBATH HECKOJIBKO (PaKTOPOB
UCCIIelyeMbIX TPYII: MPUYUHBI BHIOBIBAHMS, BPEMS 10 BBIOBIBAHUSA, JOJS BHIOBIBIIUX B HCCIEIyEeMbIX
IpyIIIax B Pa3jIM4HbIEC IPOMEKYTKHA BPEMEHH.

HCO6XOI[I/IMO OIMUCAaTb MPOUCAYPHBI O6paH_ICHI/I$I C OTCYTCTBYHOIIMMU JaHHBIMH, HAIIPpUMEDP,
HCIIOJIB30OBAHHUEC OXWAACMbIX HJIM MPOU3BOAHBIX JaHHBIX. HGO6XOI[I/IMO npeaACTaBUTH HOI[p06HO€
O6T>$ICH€HI/IG, KaK TaKu€ OUCHKHU HJIM MPOU3BOJAHBIC JTAHHBIC ObLIH IMOJIYYCHBI 1 HAa KaKHUX OOIMYHMICHUAX
OHH OCHOBAHHI.

11.4.2.3. IIpoMexyTOUHBIN aHAIW3 U MOHUTOPUHI JaHHBIX. [Ipolecc paccMOTpeHUs M aHaIu3a
JAHHBIX, MOJTYYEHHBIX B paMKaX KJIMHUYECKOro HcciiefoBaHus ((popmanbHO WM HEQOPMAIbHO) MOXKET
IPUBHOCHUTH CHCTEMaTHYecKHe OMMOKM U (wiM) yBenuuyuBath omuOKy I pona. [loatomy HeoOxoaumo
MOJIHOCTbIO ~ OMHMCAaTh BCE MPOMEXKYTOUHblE aHAIW3bl, (opMaibHble WIH  HEPOpPMalIbHBIE,
3alUIAaHUPOBAaHHBIE WJIM CHUTYaTUBHBIE, OCYIIECTBISIBIIMECS 1000 CTOPOHOH  HMcCCieqOBaHus,
MPEICTaBUTENSIMU CIIOHCOPA WJIM KOMHUCCHEN 10 MOHUTOPHUHTY JaHHBIX, Ja)K€ €CIIU TPYIIbI JICUEHUs He
Obutn uaeHTuuIpoBanbl. ClieayeT yuyuThIBaTh HEOOXOIMMOCTh BBEJCHHUS CTaTUCTUYECKHUX IMONPABOK
BCJIE/ICTBHE TakuX aHain30B. HeobxoanMo onucarh Bce MHCTPYKIIMU WIIK MPOLETYphl, UCTIOIb30BaHHBIE
IUIsL TIPOBEACHUS TaKuX aHanu3oB. [IpoTokobl 3acenaHuii 1I000H KOMHCCHU MO MOHHTOPUHTY JaHHBIX
WM OTYETHl MO0 PAaCCMOTPEHHBIM Ha TAKMX 3aCEJaHUSX JaHHBIM, OCOOEHHO €CIU 3acelaHus MPUBEIH K
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HU3MCHCHUAM B IIPOTOKOJIC WM NOCPOUYHOMY MPCKPALICHUIO UCCIICAOBAHNMA, MOT'YT ITIO3BOJIMTH OG'LHCHHTB
3TO W JIOJDKHBI OBITh MPEJICTaBJICHBI B NpUiokeHun 16.1.9 x oTueTy (coryiacHO pyOpUKalluu paslienoB
OTYeTa, YKa3aHHOW B HACTOSIIEH YacTH JOKyMeHTa). HeoOxoaumo omucatb MOHUTOPHUHT JaHHBIX,
OCYIIECTBIISIEMBIA 0€3 BCKPBITHS KOJOB, JaXE €CIIM CUYUTAETCS,, YTO TAKOTO poOJia MOHHTOPUHT HE
yBenuuuBaet omuoky I pona.

11.4.2.4. MHOTOLIEHTPOBBIE UCCIEAO0BaHUS. MHOIOIEHTPOBOE MCCIIEIOBAaHUE - ATO UCCIEIOBAHMUE,
MPOBOJUMOE TI0 €IUHOMY TMPOTOKOJY, BKIIOYAIONIEE HECKOJBKO MCCIEI0BATEIbCKUX IIEHTPOB
(Hanpumep, KIWHUK, TMOJHKIMHUK, OOJBHHUII), B KOTOPOM COOpaHHBIC JaHHBIC AHAJTU3HPYIOTCS Kak
eAruHoe 1esoe (B OTJIMYMU OT MOCHEAYIOIIET0 PEIICHUS O COBMEIIEHUM JaHHBIX WM PE3yJIbTaTOB
OTHENbHBIX HccaenaoBaHuil). HeoOXoauMo mpencTaBUTh pe3yiabTaThl IO  KaxaoMmy ueHTpy. Ilo
BO3MOKHOCTH, HAmpUMeEp, €CIU B ILIEHTPAX YJIOBIECTBOPUTEIBHOE KOJUYECTBO MAI[MEHTOB B ILEJAX
MOBBIIICHUS 1IEHHOCTH TaKOro aHajin3a, HEOOXOJUMO YCTAHOBHTH HAJWMYHEe KAauyeCTBEHHOW WIIU
KOJIMYECTBEHHON 3aBHCHUMOCTH MEXY MCCIEIYEeMBIMH TPYIIaMH M3 pa3HbIX LIEHTpoB. Heobxommmo
omucath W OOBSCHUTH BCE PE3KO OTKJIOHSIOMIMECS WU IPOTUBOMOIOKHBIE PE3YyIbTaThl MEXAY
LIEHTPaMH, YyYUTBHIBAs pa3Myusi B MPOBEIACHUU HCCICIOBAHMS, XapaKTEPUCTUKAX IMAlMEHTOB WU
KIMHUYecknx Oazax. CpaBHEHHE Tpymm JOJHKHO BKIIOYaTh B ce0sl aHaiu3bl, KOTOpbIE MO3BOJISIOT
BBISIBUTH Pa3lIMyusi MEXKAY I[EHTpaMM B OTHOILIEHWM OTBETa TIpynn Ha JjedeHue. [lo BO3MOKHOCTH
HE00XO0IUMO MPEJCTaBUTh JAeMOrpadudecKue, UICXOAHbIE U UTOTOBBIC (PE3yIbTaT U3MEHEHUS UCXOIHBIX )
JaHHBIC, a TAaK)Ke JaHHbBIC d(Q(DEKTUBHOCTH TI0 KAXKAOMY LIEHTPY, JaXe €CIIi KOMOMHUPOBAHHBIN aHAN3
SIBJISICTCS] TICPBUYHBIM.

11.4.2.5. MHOXeCTBEHHbIE CpaBHEHHUS (MHOXXECTBEHHOCTh). Il0 Mepe yBenMueHus KOJU4ecTBa
IPOBEJIEHHBIX  TECTOB HAa  3HAUYUMOCTh  (KOJMYECTBAa  CpPAaBHEHMI)  yBEIMYUBACTCA  YHUCIIO
JIOKHOTOJIOKHUTEIBHBIX pe3ynbTaToB. [lpu Hammunu Oosnee 1 mepBUYHONW KOHEYHOW TOYKH (II€peMeHHast
ucxona) Oosee 1 aHanM3a KOHKPETHOW KOHEYHOM TOYKM WIJIM MHOXECTBA MCCIEIYEMBIX TPYII WM
MOJTrPYyNI OOCIICOBAaHHBIX MAIMEHTOB, B CTAaTHCTUYECKOM aHalIM3€ HEOOXOAMMO OTpPa3UTh ITY
MHOECTBEHHOCTbh, MPEACTaBUTh CTATUCTUYECKYIO MOMPABKY IS IPEJOTBPALLICHHS YBEIMUSHHS OIIMOKU
I pona nnu npuBecTH 00bSICHEHUS, TOUEMY TaKas MONpaBKa He OblIa MPeayCMOTpEHa.

11.4.2.6. Hcnonb3oBaHuEe TMOATPYNIbI MAlMEHTOB, Y KOTOPBIX TOKa3aHa 3(PQPEeKTUBHOCTb.
HeoOxonuMo oco0o mpoaHaln3upoBaTh BIMSHHUE BBHIOBIBIIMX M3 aHAJINW3a MallMEHTOB C MMEIOIIMMHUCA
JAHHBIMU BCJIEICTBUE HU3KOH NPUBEPKEHHOCTH, IMPOIYCKa BU3UTOB, HECOOTBETCTBUS TPEOOBAaHUSIM
UCCIIEIOBaHMs WIM Jpyrux npuuuH. Kak yKka3aHo BbIlIe, HCHOJb3ysl BCE HMEIOIIMECS JIaHHBIE,
HEOO0XO/JMMO TIPOBECTH aHAIU3 BCEX HCCIENOBaHMM, LENbI0O KOTOPBIX SIBISUIOCH YCTAaHOBJIEHHE
3¢ (HEeKTUBHOCTH, Ja)k€ €ClIM TaKOW aHalu3 HE IMPEAyCMOTPEH 3asBUTEIEM B KayeCTBE IMEPBUYHOTO.
PekoMeHayercss MNOATBEpAMTH HANEKHOCTH OCHOBHBIX BBIBOJOB HCCIEINOBAHHA HAa IPUMEpPE
QIbTEPHATUBHOM AaHATM3UPYEMOM MONyJSUU MauueHToB. JIroOble 3HAuWTENbHBIE PACXOXKIACHUS,
BO3HUKAIOIINE BCIIEACTBUE M3MEHEHUS IMOMYJALMHU MAlMeHTOB Ul aHalu3a, JOJKHBI ObITh MOJIPOOHO
OOBSICHEHBI.

11.4.2.7. WccnenoBaHus SKBUBAJIEHTHOCTH C AaKTUBHBIM KOHTpojeMm. Ecim wuccinenoBaHue ¢
aKTUBHBIM KOHTPOJIEM HANpaBlI€HO Ha MOATBEPKIECHHUE SKBUBAJIEHTHOCTHU (TO €CTh OTCYTCTBHE 3apaHee
YCTAQHOBJICHHON BEJIMUYMHBI PA3IMUMil) MEXKIY HCCIEAYyeMbIM IpPEernapaToM W aKTHUBHBIM KOHTPOJIEM
(mpenapaTtoM cpaBHEHUS), B aHalIM3€ HEOOXOAMMO OTPa3uTh JOBEPHUTEIbHBIM HHTEpBal A 3TOTrO
CPaBHEHHS MEXAYy JABYMs JIEKapCTBEHHBIMHU IIpelaparaMyd IO BaKHEHIIMM KOHEYHBIM TOUYKaM U
OTHOIIEHHE JTOr0 MHTEpBala K 3apaHee OrOBOPEHHOM crTenmeHHM MeHbluell 3ddexTuBHOCTH
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(6e3omacHOCTH), KOTOpasi CUMTAETCS HempueMieMol (TpeOOBaHHSI K ONMHUCAHWUIO OCHOBHBIX YCIIOBUH
UCITIOJIb30BaHUSl AKTHBHOTO KOHTpOJII B HCCJICIOBAHUSAX SKBHBAJCHTHOCTH YKa3aHbl B paszene 9.2
HACTOSIIETO JOKYMEHTA).

11.4.2.8. U3zyuyenue noarpynn. Ecinu mo3BosisieT pasMep BbIOOPKH, BKIFOUEHHOW B HCCIIEIOBAHHE,
HEO0OXOIMMO TIPOAHAIM3UPOBATh MOATPYMIBI, CHOPMHPOBAHHBIC MO BAKHBIM JeMOTpaQUUECKUM H
UCXOJHBIM XapaKTepUCTUKaM, Ha HaJIMYMe HEOXUJIAHHO BBHICOKMX HJIM HU3KUX OTBETOB U MPEJICTaBUTH B
OTUETE COOTBETCTBYIOIIME PE3YJIbTATHl aHAIN3a, HAIPUMEpP, CPABHEHUE BIUSHUS BO3pacTa, MoJia, pachl,
CTETIEHU TSDKECTH 3a0o0JieBaHMsI, MPOTHOCTUYECKUX (PAKTOPOB, aHAMHE3a MPEAbIAYIIETO JICYCHUS
JIEKApCTBEHHBIMHU TperapaTaMu TOTO ke Kiiacca u p. Eciu BeIIBUTanack runoTe3a 0 HaIu4uK pa3indui
MEX1y HEKOTOPBIMH IMOATPYIIaMH, TMIIOTE3a U €€ MPOBEpKa MOJIKHBI ObITh YaCThIO CTATHCTUYECKOIO
aHaJu3a.

11.4.3. CBoanble TaOIUIBl JAHHBIX WHAMBHAYaIbHBIX 3(dexToB. B momonHenue k tabnuiam u
rpadvKaM JaHHBIX 10 TPyNIaM B Ta0JMIAaX HEOOXOJUMO MPEACTABHTH CBEICHUS 00 WHIMBHIYabHBIX
OTBETaX M MPOYHE HMMEIOIIME 3HAYMMOCTH JJI MCCIIEJAOBaHUS CBEICHHS. YIOJHOMOYEHHBIC OPTaHbI
BIIpaBe TpeOOBaTh JAHHBIC MO BCEM MAIMEHTaM B BHUJE APXUBHBIX TAOJHI] MO KaXKJIOMY IMAlMEHTY.
TpeboBanusi K colIEp:KaHHUIO OTYETAa MOTYT BAapbUPOBATHCA OT HUCCIEJOBAHMS K HCCIECIOBAHHIO U OT
OJIHOTO KJIacca JIEKAPCTBEHHBIX MPEMApaToOB K JIPYromy, MOITOMY 3asiBUTENb JOJKEH OINPEICIUTh, IO
BO3MOXXHOCTH II0CJI€ KOHCYJBTALIMA C YIOJIHOMOYEHHBIM OPraHOM, KaKyld HMEHHO HWH(OpPMAIUIO
BKJIIOYUTH B MPUJIOKEHUE OT4YeTa 00 mcciaenoBanuu. B otuere 00 nccinenoBanuu HE0OOX0AUMO OTPA3UTh,
KaKWe JIaHHbIE BKJIFOUCHBI B KAUECTBE MPUJIOKCHHS, U KaKWe JIAHHBIE MIPEICTABICHBI B 00JIee MOAPOOHBIX
apXMUBHBIX TaOJMIAX TO OTIAEIBHBIM MAIlMEHTaM, €CJIU 3TO TPeOYyeTCs YMOJIHOMOYEHHBIM OPraHoM, U
KaKue TaHHbIe JOCTYITHBI 10 3a1pocy.

B KOHTpOIMPYEMBIX HCCIIEIOBAHUSAX, B KOTOPBIX BAKHEHIIINE U3MEPEHUS U OIICHKU 3P (EKTUBHOCTH
(Hampumep, TOCEBBI KPOBU U MO4YH, (YHKIMOHAJIbHBIC HCCIEJOBAHMS JIETKHX, YacTOTa MPUCTYIIOB
CTECHOKApJANM WU OOIIME OIEHKH) TEePUOJUYECKH TOBTOPSIOTCA, TEPEYHU MAHHBIX I KaKIOTO
ManueHTa, MPUJIaraéMbIX K OTYeTy, OOJDKHBI BKJIIOYAaTh B ce0s: HAGHTU(UKATOp MaluMeHTa, Bce
W3MEPECHHBIC U HAOJIIOAABIIMECS 3HAYCHUsI BAKHEUININX TOKa3aTesel, BKIII0Yasi HCXOAHBIC, C YKa3aHHUEM
BPEMEHH TPOBEJICHUSI U3MEPEHU (Hampumep, JeHb Tepaluu U BpeMs CYTOK, €CIH 3TO UMEET BaKHOE
3HAYEHHE), JIEKAPCTBEHHBIM Tpenapar (103y) (Ipu HEOOXOJUMOCTH B MI/KT), BCE OMpEaeICHUS
MPUBEPKEHHOCTH M BCIO COMYTCTBYIOIIYIO T€PANMI0 HA MOMEHT ompeAeNeHus (OIEHKH) WU OTU3KHIA K
HEMYy TMPOMEXYTOK BpeMeHH. Ecium KpoMe MOBTOPHBIX OLIEHOK B HCCIICIOBAHWU MPOBOIWINCH TAKKe
CpPaBHEHHUS OTBETUBIINX U HE OTBETHBIIMX Ha JICUCHUE MAIIMEHTOB (OAKTEPUOIOTUYECKOE U3JICUECHUE HITN
Hey/aua), uX HeoOXOJMMO OMHcaTh. B JOMOTHEHME K OMUCAHUIO BAKHEUIUX U3MEPEHHH B TaOiHIlax
HEO0OXOIMMO YKa3aTh CBEJEHUS O TOM, ObUI JIM TAIMEeHT BKJIIOYEH B aHanu3 3(G(GEeKTUBHOCTH (U B
KOTOPBIA U3 HUX, €CIU UX OBLIO HECKOJIBKO), CBEJICHHS O MPUBEP)KEHHOCTH TAIMEHTAa K JICUEHUIO (TpHU
HaJIM4YUM), CChUIKY Ha cooTBercTBYytome MPK, ecnu oHu BkirodeHbl B oTdeT. Takke 1enecooOpa3Ho
yKa3aTh Ba)XHbIE UCXOJHBIE CBEJCHHMS, TaKME KaK IOJI, BO3PACT, Macca Teja, UccleayeMoe 3a00eBaHme
(ecmu B mccie0BaHUE BKJIIOYEHBI MAllMEHTHI C Pa3IMYHBIMU 3a00JIEBAHUSIMU), €r0 CTaausl M TAKECTb.
[Ipu omenke 3¢h(HEKTUBHOCTH WCXOHBIEC 3HAYCHUS BAXXHEUIIUX HM3MEPEHUN OOBIYHO YKAa3hIBAIOTCS B
KaueCTBE HYJIEBBIX.

Onucannble TaONMYHBIE JaHHbIE HEOOXOAMMO TPEACTaBUTh B MNpUiIokeHUH 16.2.6 oTyera
(cormacHo pyOpHKamMM pa3fesoB OTYeTa, YKa3aHHOW B HACTOALIEW 4acTH JOKYMEHTa), BMECTO TOTO,
4YTOOBI BKJIIOYAaTh B HEro Oojee oObeMHBbIE TAOIMIIBI 110 WHIUBUAYAIbHBIM PErHCTPAIIMOHHBIM KapTam,
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TpeOyeMbIM HEKOTOPBIMH YIIOJIHOMOYEHHBIMU OpraHaMH, TIOCKOJIbKY OHHU IMPEJCTAaBISAIOT co00ii 0a30BbIe
JaHHble 10 3((EeKTUBHOCTH, HA OCHOBAHUU KOTOPBIX CTPOATCS 00001eHHbIe Tabuuibl. OHAKO TaKOro
poJa TPOMO3JKHE TaOJIUIBI MOTYT OBITh HEYJOOHBI [UIA aHAIM3a NPU NPOBEACHUHM DKCIEPTHU3BI, U
IPENOYTUTENIbHEE, YTOObI B OTUYETE ObLIN MpEACTaBIEHbl HMEIOIINE IpakTHYeckuil uarepec. Hanpumep,
€ClIi B OTYETE COOOLIAeTCsl O MPOBEJECHUM MHOKECTBA U3MEPEHUN, TaONMIBI OTAEIbHBIX MALUEHTOB C
BOKHEHIIMMU U3MEpEHUsIMH OyAyT TMOJE3Hbl JUIsl KOHTPOJS HMHIUMBUAYAJIbHBIX pE3yJIbTaTOB
UCCIICIOBAaHMsI, B KOTOPHIX OTBET KAXJOr0 NamueHTa 0O00OLIeH B OJHOW CTPOKE TaOMUIBI WIH
HEeOO0JIBLIIOM KOJUYECTBE CTPOK TaOIMILIBI.

11.4.4. 3aBucuMOCTh MEXIy JI030H Tperapara, ero KOHICHTparued u 3¢dexkrom. Ecnu mo3a y
KaXJIOTO IMaIMeHTa MOXET BapbHPOBATHCS, HEOOXOAMMO ONKCATh (PAKTHUECKH MOYUYCHHBIE ITAUEHTOM
7036l U OTPAa3UTh B TAOJMYHBIX JAHHBIX BCE BEIWYHMHBI 103, HA3HAYCHHBIC B pPaMKax HCCIICOBAHMS.
HecMoTpst Ha TO 4YTO B HCCIICZIOBaHUSX, HE HANPABICHHBIX HAa W3YyYEHHUE 3aBUCHMOCTH J03a-3(dekr,
BO3MOXXHOCTh BBISIBUTH 3aBHCHMOCTh MEXKIy 1030 © 3(dexToM orpaHudeHa, HEOOXOIUMO
MIPOAHAIM3UPOBATh JIOCTYIHbIC JAaHHBIC HA TPEAMET HAJIMYUS TaKOH 3aBUCUMOCTH. [Ipu u3ydyeHuun
3aBHCHMOCTH 103a-3(EKT PEKOMEHIYETCS BBIYUCIUTH J03y B MI/KI MAcChl Tela WIH MI/M’ ILIOLIA/H
MOBEPXHOCTH TeJIa.

CBeneHHs O KOHIEHTpAIMU JICKAPCTBEHHOTO Ipemnapara (Ipy HaIWMYUH) HEOOXOIMMO OTpasuTh B
TaOJMYHBIX IaHHBIX NpHIokKeHUs 16.2.5 k oTdeTy (coriaacHo pyOpHKalMy pa3/iesioB OTYeTa, yKa3aHHOU B
HACTOSIIIEH 4YacTW JOKYMEHTa), BKIIOYas yKa3aHue (PapMaKOKHHETHYECKUX MapaMeTpoB |, TII0
BO3MO>XHOCTH, BO B3aUMOCBSI3H C KIIMHUYECKUM OTBETOM.

bonee moapoOHbIe MpUHLIMIBI AU3aliHA U aHAJIM3a MCCIICOBAHUN, HAIIPABICHHBIX Ha BBISBICHHUE
3aBHUCHUMOCTH 103a-3(()EKT WIn KOHIEHTpauuu-3pHeKT MpeAcTaBIeHbl B METOAMYECKUX PEKOMEHIAIIUAX
10 TIPOBEJICHUIO KJIMHUYECKUX MCCIIEIOBAHUMN C LIEIBIO MOA00pa 1036l JIEKAPCTBEHHBIX MPENapaToB.

11.4.5. JlekapcTBeHHbIE B3aUMOJICHCTBUS U BIMSHHUE COMYTCTBYIOIUX 3a0oneBanuii. Heo6xoamumo
yKa3aTb Ha HaJW4M€ BCAKOW MPEANojiaraéMoil 3aBUCMMOCTH MEX]y OTBETOM M COIYTCTBYIOILIEH
Tepanuei Wi npeablIyIIUMU WIH TEKYIIUMHU COMYTCTBYIOIIMMHU 3a00I€BaHUSAMHU.

11.4.6. IlpencraBienue JaHHBIX MO KaXJA0My ManueHTy. HecMoTpst Ha TO 4TO JAaHHBIE IO KaXIOMY
HaIMEeHTy OOBIYHO OTPAXKAOTCS B TaOJIMIIAX, B HEKOTOPBIX CIIydasX PEKOMEHIYeTCsl COCTABIISATh MPOGUIN
MOoKa3areie Mo OTAENbHBIM MalMeHTaM B Jpyrux ¢opmarax, Hampumep, B BUIE TpapukoB. ITO
[IOMOTaeT MPOaHAIU3UPOBATh 3HAYEHHE KOHKPETHBIX IAapaMETPOB BO BPEMEHH, HO3Y JIEKAPCTBEHHOI'O
mpernapata 3a J3TOT e IMepHOJ M BpeMs HACTYIUIGHHUS OINpEIeNIeHHbIX SBJICHUM (Hampumep,
HEeXXEJaTeNbHbIX SBJICHUNH WJIM CMEHbl COMYTCTBYIOUIEW Tepanuu). EciM B OCHOBHOM aHaiM3e
HCIIOJIb30BaHbl YCPEIHEHHBIE TPYIIIOBBIE JaHHBIE, TAKOTO poja "U3BJICUEHUE UHANBUIYAbHBIX JaHHBIX"
uMeeT HeOonblioe 3HadeHue. ONHAKO ecau HMHIUBUAYaJbHbIE OTBETHI SBISIOTCS BaKHOM YacTbhIO
aHaJln3a, TaKue JaHHbIE MOTYT OBbITh I1OJIE3HBI.

11.4.7. 3axnrouenue 00 3¢(HheKTUBHOCTH.

HeoOxoaumMo kKak MOXHO TOJIHEE TMPEACTaBUTh B OTYETE€ Ba)KHBIE BHIBOJABI 00 3(dekTUBHOCTU
JIEKapCTBEHHOI'O IIpernapara, BKJIOYas OINMCAHME IEPBUYHBIX M BTOPUYHBIX KOHEYHBIX TOYEK, C
WCIIOJIb30BAaHUEM 3aIlJIAHUPOBAHHBIX M albTEPHATUBHBIX CTATUCTHUYECKUX TOJIXOAOB U PE3yJIbTaTOB
IIOMCKOBOI'O aHAJIN3A.
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12. OueHka 0e301macHOCTH

AHanu3 JaHHBIX O€30IIaCHOCTH CIIEAYeT NpPOBECTH B Tpu d3Tana. Ha mepBom 3rtame B Lemnsx
OIpEeJIeJIEHUs] CTENIEHU 0e3011aCHOCTH, KOTOPYI0 MOXHO OLEHUTh B PaMKax HCCJIEI0BAaHUSA, HEOOXOIMMO
U3Y4YUTh BEIMYMHY 3KCIO3MLMU (71033, JIUTENIBHOCTb, KOJIMYECTBO manueHToB). Ha BTOpoM »sTame
HEOO0XO/MMO YKa3aThb He)KeJaTelbHbIe SBIECHUS, U3MEHEHUs Ja0OpaTOpPHBIX M JPYTHX IOKa3aTeneH,
CTPYNIIMPOBAHHBIE MO KAaKOMY-JTHOO ONpEeAeICHHOMY MPHU3HAKY, MEXAY CPAaBHUBACMBIMH T'PYMIIAMU U
[IPOaHAIU3UPOBAHHbIE ITPU HEOOXOAUMOCTU C y4eTOM (PaKTOPOB, KOTOPhIE MOT'YT HOBJUATH HAa 4aCTOTY
HEXENAaTEJIbHBIX peakuui (sBieHui) (TakuX Kak BpPEMEHHAs 3aBUCUMOCTb, 3aBUCHUMOCTh OT
AeMorpagUueckux XapakTEepUCTHK, J103a WM KOHLIEHTpalus JIEKApCTBEHHOro Ipernapara U Ap.).
HeoOxonuMo yka3aTh CEpbe3HbIC HEKENATeNbHbIC SBJICHUS M JPYrue 3HAYUMBIC HEXKeIaTeIbHbIe
ABJICHUsI (OOBIYHO C TIIATEIBHBIM OOCIEI0BaHUEM MALMEHTOB) KOTOPbIE JOCPOYHO IPEKPaTUIN ydacTue
B HCCIICIOBAaHUH BCIIE/ICTBUE HEXKENATEIbHBIX SIBICHUN HE3aBUCUMO OT TOTO, OBLIIM JIU OHU 00YCIOBJICHBI
IIPUEMOM JIEKAPCTBEHHOTO IIperapara id HET, UM CKOHYAINCh.

IIpu 3TOM TepMHMH 'cepbe3Hble HEXelaTelbHble SBIEHUSA" paccMaTpUBaeTCs B 3HAYCHUH,
YCTQHOBJICHHOM IpaBWJIaMHM, a TEPMHH 'TIpOouue 3HAUUMbIE HE)KeJlaTelbHble SBJIECHUs" 0003Ha4yaer
BBIPQKCHHbIE T€MATOJIOTUYECKUE U Jpyrue JIabopaTopHble HApYyUIEHUs] U BCSKHUE HEKelaTelbHbIE
SIBJICHUSI, KOTOpPbIE MIPUBOJAAT K BMEIIATEIbCTBY, BKJIIOYas OTMEHY JIEKAPCTBEHHOW TepaIuu, CHUKEHUE
7103bl WJIM Ha3HAYEHHUE JTONOJIHUTEIbHONU TEPAIUU.

B HnocJICAyroIux pasaciax HeO6XOI[I/IMO MMpoaHaAJIN3UPOBATh U NPCACTABUTDH CIICAYIOINE CBEACHU !

00001IeHHBIC JAHHBIE C UCTIOIB30BAHNUEM TAOJHUIl U TPAPHUKOB, MPEICTABISEMBIX B OCHOBHOM YacTh
OTYeTa;

MNEpCUHN JAaHHBIX IO OTACIIbHBIM ITAlITUCHTAM,
KOMMCHTApPUH K SABJICHUAM, ITPEACTABJISOIIIUM 0COOBIH HUHTEPEC I JaHHOI'O UCCIICAOBAHU .

Bo Bcex Tabnuiax u aHaimM3ax HEOOXOIMMO MPEACTABUTH CBEJEHUS O SIBICHUSIX, 00YCIOBICHHBIX
HCCIIEAYEMBIM JIEKAPCTBEHHBIM MTPENapaToM MU KOHTPOJIEM.

12.1. BennunHa 3KCIO3UIINH.

Heob6xomuMo  oxapakTepu3oBaTh BEIHMYMHY OKCIO3UIMM  HCCIAEAYEMOTO  JICKAPCTBEHHOTO
mpemapaTa, a TakKe aKTHBHOTO KOHTpoJs M 1mjanebo ¢ yKa3aHHeM KOJIMYeCTBa MallMeHTOB,
MOJBEPTIINXCS SKCIO3UIINH, €€ JUTUTENbHOCTH U BO3JAEHCTBYIOIIEN TO3bI.

12.1.1. JInutenbHOCTh. J{MTUTENBHOCTh HKCIO3UIUU KAKOW-TUOO 10361 MOXKET OBITh BBIpAKEHA
MGI[I/IaHOI\/’I NI CpeI[HI/IM 3HAa4YCHUEM, TaK¥XeE peKOMeHI[yeTCH y1<a3aTb KOJINYECTBO IIAIlMCHTOB,
MOABEPTLINXCS BO3JAEHCTBUIO 32 ONPEIETIEHHBIN TPOMEKYTOK BpEMEHH, Hanpumep, 1 1eHb U MeHee, oT 2
nae no 1 wenmenu, or 1 Hemenmu no 1 mecsma, or 1 1o 6 MecsueB u ap. KonndecTBO manueHTOB,
MOJIBEPTIINXCS IKCIO3UIIMH HCCIEAYEeMOTro JIEKApCTBEHHOTO Mpemnapara, He0OXOANMO paclpeaeuTh o
BO3pacCTy, TOJIY, PACOBOM MPUHAUICKHOCTH W APYTHMM HMEIOIIMM 3HAYCHHE IapamMeTpaM, TaKUM Kak
3aboneBaHue (eciu B UCCIIEIOBaHIE BKIFOYCHBI MAIIMEHTHI C PA3TUYHBIMU 3200JIEBAHUSMHU), €TO TSKECTh,
COIMYTCTBYIOIIAS MMATOJIOTHS.
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12.1.2. Jloza. HeoOxomumo TpEACTaBUTHh CpeqHEEe 3HAYCHHE WM MEIWAaHy HCIOJIb30BaHHOW B
WCCIICIOBAaHUH JI03bI W KOJIMYECTBO IAIMEHTOB, KOTOPHIM OHA ObUIa Ha3HAYeHa, N103Yy, AKCIO3HIIUU
KOTOPOH MalMeHTHl OABEPrajIich HauboIee JIIMTENbHO, WK CPEIHIOI CYTOYHYIO 103y. Pekomenyercs
NPEJCTaBIATh KOMOMHHPOBAaHHYIO HH(GOpPMAIMIO  J103a-IUTUTENBHOCTh, HAlpUMEp, KOJHMYECTBO
MAIMEeHTOB, HanOoJiee YacTO MOABEPTaBLIMXCS IKCIIO3UIIUN HCIIONB3YEMOI 10301 B TCUCHHE 33JaHHOTO
NepuoJia BPEMEHU, MaKCUMAIbHOW J103€, MAKCHUMalbHO PEKOMEHIyeMOW J103¢ W 1p. B HexoTophix
ClIydyadx BaXHa KYMYJIATUBHAsA [O034. BCJII/I'-II/IHy J03bI B 3aBUCHUMOCTH OT OGCTOSITG.HBCTB MOXKHO
BBIPA3UTh B BHC (PAKTHYECKOI CyTOUHOI 103bI, B MI/KT MIM B MI/M2. Bcex MareHTOB, IOABEprIIMXCS
AKCIIO3UIIUU  Pa3IUYHBIMU  J103aMH, HEOOXOJWMO CrpYIIHAPOBATh IO BO3PACTy, TONYy, pPacOBOM
MPUHAIICKHOCTH M JPYTUM UMEIOLINM 3HAYCHHE TTapaMeTPaM.

12.1.3. KoHueHTpanus JeKkapcTBEHHOro mpemnapara. [Ipy HaJiuyuu AAaHHBIX O KOHLEHTpPALUU
JIEKapCTBEHHOI0 IIpernapara (HampuMmep, KOHIEHTPALMH BO BpeMsl OINPEAEICHHOIO  SBJICHMS,
MaKCHMaJIbHOW IJIa3MEHHOW KOHUEHTpALUH, IJIOLAAN M0/ KpUBOH "KOHIEHTpauus-BpeMs") nocaeaHss
MOJKET OKa3aThCsl MOJIC3HON /sl BBISIBIIEHUS CBSI3M MEX/Y HEXKEJIaTeIbHBIM SIBJICHUEM WIM U3MEHEHHUEM
1a00paTOPHBIX MOKa3aTeNlell W MPUMEHEHHEM HCCIIEyeMOro JIEKapCTBEHHOTO Ipernapara y OTACIbHBIX
nanuenToB. JlaHHas wuH(popMalnMs NpeicTaBisercs B npuiokeHud 16.2.5 k ordery (corjacHo
pyOpHuKaIiu pa3aesioB 0TYETa, YKA3aHHOW B HACTOAIIEH YacTH IOKYMEHTA).

[Tpeanonaraercs, 4TO BCE MALlUEHTHI, BKIIOUEHHBIE B UCCIIEJOBAHUE U MTOJIyYUBIINE XOTs Obl 1 103y
UCCIIeIyeMOro Ipemnapara, OyqyT BKJIIOYEHBI B aHaim3 Oe3zomacHocTu. Ecnm ykasaHHOE YCIIOBHE HE
BBINOJIHAETCSI, HEOOXOAUMO MPEJCTaBUTh COOTBETCTBYIOLINE OOBSICHEHUS.

12.2. HexxenarenbHbIE SIBJICHUS.

12.2.1. Kparkoe pe3toMe IO HexelaTeNbHbIM sBICHUSAM. HeobXxoaumo NpencTaBUTh KpaTKoe
pe3roMe BCeX HEeXENaTeNbHbIX SBJICHUH, 3apEerMCTPUPOBAHHBIX B X0J1€ UCCIIEI0BaHUs (C IPEACTaBICHUEM
B JIpYyTUX pa3jenax JAeTalu3upOBaHHBIX TaOIUIl U aHAJIN30B). B Takue Tabnuibl U aHaIU3bl HEOOXOAUMO
BKJIFOYMTD SIBJICHUS, 00YCIIOBJIEHHBIE KaK MCCIIelyeMbIM JIEKapCTBEHHBIM MTPENapaToM, TaK U KOHTPOJIEM.

12.2.2. llpeacraBieHue JaHHBIX O HEXKEIATEIBHBIX ABJICHUSIX. B CBOMHBIX Tabmuiax, mpuBeACHHBIX
B pazaene 14.3.1 oryera (cormacHo pyOpUKalMK pa3feNioB OTYETa, yKa3aHHOW B HACTOSIIEH dYacTu
JOKYMEHTa) HEOOXOAMMO OTpa3uTh BCE HEXKENIATeNbHbIEC SBJICHMS, BO3HUKIIKWE TOCIE Haudaja
MIPUMEHEHHS UCCIIEyeMbIX JIEKAPCTBEHHBIX IMpernapaToB (BKIOYAs SBICHUS BEPOSTHO OOYCIOBIICHHBIE
caMUM 3a00JIEBaHHEM WJIM COIMYTCTBYIOIIEH IMaTOJOTHEH, €CITU TOJBKO C YIOJTHOMOYEHHBIM OpTaHOM
3apaHee He ObUIO JOCTUTHYTO COTJIAIIEHHE 00 OTHECEHWH OTOBOPEHHBIX SIBICHUH K OOYCIOBIIEHHBIM
3a0onieBanneM). Tabnuibl JOHKHBI BKIIIOUATh B c€0s1 CBEJIEHUS] 00 N3MEHEHUH BUTAJIBHBIX IapaMETPOB U
mo0ble  M3MEHEHMsI J1TabOpaTOpHBIX TOKa3aTellel, KOTOphIe paccMaTpUBAIOTCA KaK Cephe3HbIe
HEeXeJaTelIbHbIC SIBJICHUS WJIN MTPOYNE 3HAUNMBbIE HEXKeJIaTebHbIC SIBJICHUS.

B GonbimHCcTBE CJIY4acB B TaKUX Ta6J'II/II_[aX CJICOAYCT OTPAa3UTh NPU3HAKU U CUMIITOMBI, BOSHUKIINC
B XOJ€ JICUCHUA (HpI/I3HaKI/I H CUMIITOMBI, KOTOPBIC HE ObLIN 3apCTUCTPUPOBAHBI 1O HaYaJIa UCCICOOBAHHUA
nin yCYTy6I/IJ'II/ICL B TCUCHUC UCCIICAOBAaHMA, €CIIM OHU UMCIIN MCCTO JO €0 Haqana).

B Tabnune cienyer nepeyuciuTh BCe HEXellaTelbHbIE SIBICHUS, KOJIMYECTBO MAIIUEHTOB B KaXKIOU
IpyMIE JIEYEHHs, B KOTOPOH BO3HUKIIM HEXKEJATEIbHBIC SIBJICHUS, U YAaCTOTY UX BO3HUKHOBeHuUs. Ecin
JIEYEHUE HOCUT ULHKJIMYECKHH XapakTep, HanpuMmep, IMPOTUBOOMYXOJIEBASI XUMHUOTEpANUs, TaKUe
pe3ysbTaThl CIENYyeT MPEACTaBIATh I KaXAOro IUKIAa OTAEIbHO. HexenarenbHble SBICHUS
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HEO0OXOIMMO CIPYNIHUPOBATH MO CUCTEMaM OPTaHOB. 3aTeM, €CJIM HCIIOJIb30BaJlaCh CHCTEMa TpaJaliu
CTENIEHU TSHKECTU (Hampumep, Jierkas, CpelHeW CTENeHHU, TsKenas), KaJ0oe SBICHHUE JOIMycKaercs
OXapaKTepU30BaTh C 3TOM TOUKH 3peHMs. B Tabnuiax Takxke JOIMyCKaeTCs paclpeIeIuTh HeKenaTeIbHbIC
SBJIGHUS TIO0 CTENEeHU NPUYUHHO-CIEICTBEHHON CBSA3M, HAmpHUMEp, BO3MOXKHO OOYCIOBIIEHBI U HE
00yCIIOBJICHBI, MU WCIOJIB30BaTh JPYIyIO IIKAIy, HAlPUMEp, HE CBSA3aHBI WJIM BO3MOXHO, BEPOSTHO,
OTpe/IeNIEHHO CBs3aHbl. Jlaxe MpU MCMONb30BAaHUM OLIEHKH MPUYHMHHO-CIIEICTBEHHOM CBSI3U B TaOIUIIBI
ClielyeT BKJIOUUTh BCE HEXKEJATeIbHbIC SIBJICHUS BHE 3aBUCUMOCTH OT CTEIEHHU B3aUMOCBS3U C
IIPUHUMAEMbIM JIEKAPCTBEHHBIM IPENApaTOM, BKIIIOYAs SBJICHUS, KOTOPBIE CUUTAIOTCA MPOSBICHUEM
MHTEPKYPPEHTHBIX 3a0osieBanuid. [locrmemyronue aHaIM3bl UCCICIOBAHUS WM CBOJHOW 0Oasbl JaHHBIX
0€30MacHOCTH MOTYT IOMOYb BBISIBUTH HEXKENaTelbHbIC SIBJICHUS, KOTOpPhIE OOYCIOBIEHBI WU HE
00YyCIIOBJICHBI HCCIIEAYEMBbIM JICKAPCTBEHHBIM TperaparoM. [losTomy uis aHanw3a M OLEHKH JaHHBIX,
MPUBEACHHBIX B TakUX TaOIUI[aX HE0OXOIUMO HIEHTU(UIMPOBATH KaXAOrO MAlUEHTa, Y KOTOPOIo
BO3HHUKIIO pacCMaTpUBaeMOe HeXeNaTenbHoe siBJeHre. Huxke mpeacTaBieH npuMep Takon TabIUIIbL.

[Tpumep Tabauisl

HexenarenbHbIe SBICHUS: KOJIUUYECTBO HAOIIOACHU
Y 9acToTa, C MACHTU(HUKAIMCH narreHTa
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['pynmna nevenus X N =50
Jlerkue Cpenneit ctenenu Tsoxenble Hroro Bcero

C<*> HC C HC C HC C HC |C+HC
Cucrema
OpraHos A 6 (12%) 2(4%) 3(6%) 1(2%) 3(6%) 1(2%) 12(24%) 4 (8%)
SBnenue 1 N 11 N 21 N 31 N 41 N 51 N 61

<EE>

N 12 N 22 N 32 N 52

N 13 N 33 N 53

N 14

N 15

N 16
SBnenue 1
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[Tpumeuanue: <*> C - cBa3anbl, HC - He cBsa3anbl. ['paganus "cBs3aHbl" MOXKET OBITH pacUIMpeHa,
Hanpumep Ha "omnpeneneHHo", "Bo3MoKHO", "BEposITHO".

<**> I neHTHU(UKAIMOHHBIA HOMEP MAIHCHTA.

B nomonmHenne K TakuM MOApOoOHBIM Tabnuuam, mpencTaBisieMbiM B pazzaene 14.3.1 ordera
(coriacHo pyOpUKaLuu pa3esioB 0TYETa, yKa3aHHOM B HACTOSIIEH YacTH JOKYMEHTa), B OCHOBHOM YacTH
oT4eTa HEOOXOAMMO MPEACTaBUTh JOMOJHUTEIBHYIO CBOAHYIO TaOJMIly, B KOTOPOH CpaBHHUBAIHCH ObI
uccieayemMas W KOHTpOJbHas Ipynnbl Oe3 yka3zaHUs MICHTU(UKALUMOHHBIX HOMEpPOB IAlUEHTOB,
OrPAaHUYMBAIOLIYIOCS] YAaCTHIMU HEXKENATEIbHBIMU SIBJICHUSIMU (HalpuMep, TEMH, KOTOPbIE BO3HUKAIN HE
MeHee 4eM y 1% ManueHToB rpymisbl).

Uto0bl yCTaHOBUTH UCTUHHYIO YaCTOTY HEXENATEeNbHBIX SBICHHUN, PH UX OMHCAHUN HEOOXOIMMO
HE TOJBKO OTpa3sUTh OPUTMHAIBHOE OIpEJeNieHHe, JaHHOE HCCIeoBaTelieM, HO M IOIbITaThCs
CTPYIIHUPOBATh CBSI3aHHBIE SIBJICHUS (SIBJIIEHUS, KOTOPbIE BO3MOKHO IPEJICTABIIAIOT COOOM OJUH U TOT K€
¢denomen). OHUM U3 TaKUX CIIOCOOOB SBJISIETCS UCIOIB30BAaHUE CTAHAAPTHOIO CJIOBAPS HEXKEJIATEIIbHBIX
peaxkuui (SIBIEHU).

12.2.3. AHanu3 HexenaTelbHbIX SIBJCHUN. B 1ensx cpaBHEHHsS HCCIEIYyEeMOW TpYIIbl U TPYHIIbI
KOHTPOJIsI HEOOXOJIMMO HCIOJIb30BaTh 0a30BbIE CBEJICHUS O YAaCTOTE HEXKEJIATENIbHbBIX SBJICHUM, KOTOpbIE
ObUIM IPOAHAIU3UPOBaHbI B paszzene 12.2.2 ordyera M CBEAEHHs IO KOTOPHIM OBLIM MpEACTaBIEHBI B
paznene 14.3.1 oryera (coriacHO pyOpUKaIMu pa3[ejoB OTYETa, YKA3aHHOW B HACTOAIIEH 4YacTH
JOKyMeHTa). Jlis Takoro aHaiau3a clenyeT OOBeIMHUTh BCE SBJICHUS HE3aBUCHUMO OT TSXKECTH U
IIPUYHUHHO-CJIEICTBEHHON O0YCIOBIEHHOCTU C LI€NbI0 00Jiee MPOCTOro MapaieIbHOrO COMOCTaBICHMUS
CpaBHUBaeMbIX rpymin. HecMoTps Ha TO 4TO OOBIYHO TakoW aHalIM3 MPOBOASAT MPH LIEIOCTHOM aHaIN3e
0€30MMacHOCTH, €CJIM TO3BOJISIOT Pa3Mep UCCIEJOBAHMS U €0 JM3aiiH, peKOMEHAYEeTCs M3y4uTh Ooliee
YacThle HeXeaTeIbHbIC SBJICHUS, KOTOPBIE MOJI03PEBAOTCS KaK 00YCIIOBJICHHBIE JICUEHUEM, Ha MpeIMeT
UX BO3HUKHOBEHHUS B 3aBHUCHMOCTH OT J103bI (B TOM 4YHCII€ B MI/KI WIH MF/MZ), pexuMa J103UpOBaHUS,
JUTUTENILHOCTH JIEUeHMs, 001Iel 103bl, 1eMorpauueckux XapakTepUCTHK, TAKMX KaK BO3PAacT, MO, paca
Y MHBIX UCXOJHBIX MPU3HAKOB (Hampumep, QyHKIMH MOYEK), NCX0A0B 3((HEKTUBHOCTH U KOHIIEHTPALIUU
JIEKapCTBEHHOIO Tpernapara. Takke peKOMEHAYETCS M3YyYUTh BpPEMS BO3HMKHOBEHMS HEXKEJIATEJIBbHBIX
SBJIIGHUH M UX AJTUTENbHOCTh. OCHOBBIBAACh Ha pe3yibTaTax HCCIeAOBaHUN WK (HapMaKOJIOTHYECKUX
CBOMCTBAX HCCIEAYEMOT0 JIEKAPCTBEHHOrO IpernapaTa, JOMOJIHMUTEIbHO IOIMYCKAETCsl MPOBOIUTH PN
JPYTUX aHAJIU30B.

[IpoBeneHne TIIATEIBHONM CTAaTHCTUYECKOM OLEHKH KaXKJIOTO HEXKEIATEIbHOTO SBICHUS HE
TpeOyercs. [lpyu nepBUYHOM MpEJCTABIEHUN U U3YYEHUU JAHHBIX MOKHO BBISIBUTBH, YTO 3HAUUTENIbHAS
YacTh SBJICHUA HE OOYCIIOBJIEHA JEeMOTpapUuUecKUMH U MPOYMMH HCXOAHBIMU mapamerpamu. Ecmu
UCCJIEIOBAaHHE BBHIIIOJHEHO Ha HEOOJNbIION TMOMYMALUMHU CYOBEKTOB, a KOJIMYECTBO SIBJICHHM
OTHOCHUTENIbHOE HEeOOJIbIIOoe, OBIBAET JOCTATOUHBIM OTPAHUYMTHCS aHAJIM30M CPAaBHEHHs IPYII JICYSHUS
1 KOHTPOJIS.

HpI/I OMpCACIICHHBIX 00CTOSTENLCTBAX IO CpaBHCHHIO C TMPCACTABICHHUEM 0611_[6171 HaCTOThbI
HE)KeIaTeJIbHBIX SBJICHUI OoJiee I/IHCbOpMaTI/IBHI)IM ABIACTCA UCIIOJIB30BAHHUEC Ta6J'II/IH CMCPTHOCTHU WA
APYrux aHaJin30B HOI[O6HOFO ponaa. HpI/I OUKIMYHOCTHU JICUCHUS, HAIIpUMEDP, IIPpU HpOTHBOOHYXOHeBOﬁ
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XUMUOTCpAIIUH, PCKOMCHAYCTCA IIPOBCCTHU aHAJIM3 PE3YJIbTATOB B paMKaX KaXAO0TO OTAC/ILHOI'O IIUKJIA.

12.2.4. TlepeueHb HeXeNATEIbHBIX SIBICHUM MO KaXJAOMy nanueHty. B npwioxkenuun 16.2.7 k
otdyery (COrjiacHO pyOpHKalMu pa3JesNoB OTYeTa, YyKa3aHHOH B HACTOSIIEH YacTH JOKYMEHTA)
HE00XO0IMMO MEePEUHCIUTh BCE HEXKENaTeIbHbIE SBJICHUS 110 KaKIOMY MAIl[UEHTY, BKIIIOYasi OJHO U TO XKe
SIBJICHHE, BO3HHKIIEE HECKOJBKO pa3, ¢ yKa3aHUEM KakK CTaHAApTHOrO NPHUHSATOTO TEPMHUHA, TaK U
UCIIOJIb30BAHHOTO HKCCIIeIOBaTeNIeM OPHUTMHANIBHOrO TepMmMuHa. IlepeueHb cocTaBiseTcs MO KaXIOMy
MCCIIEIOBATENIO M U3Y4aeMOM TPyYIIIe JICYSHUS U JJOJDKEH BKIIF0UATh B ¢e0sI CIIEIYIOIINE CBEACHUS:

UACHTU(PUKATOD MMALUEHTA;

BO3pacT, paca, I10J1, Macca Teia (pocCT - €CJI UMEET 3HAUEHHUE);

pacnionoxenue MPK B otuere (mpu Hanuuum);

HEeXeJaTelIbHOE sIBJIeHNE (CTaHAAPTHBINA PUHATHIM TEPMUH, OPUTHHAIBLHBIN TEPMUH);
JUTUTEIIBHOCTD HEXKEIATEIIbHOTO SIBJICHUS;

TSKECTb (HapUMep, JIerKasi, CpeAHEN CTEIICHU, TSKeas);

CEpbE3HOCTH (CEephE3HOE UM HECEPHE3HOE);

IpeIIpUHITEIE Mephl (03 BMEIIaTeIbCTBa, CHIDKEHUE J03bI, IPEKPAIICHUE JICUCHUS, HA3HAYCHUE
JOTIOJTHUTEIHLHOU TEpaIuu U Jp.);

ucxonsl (Hanpumep, B popmare CIOMS);

OIICHKa MPUYMHHO-CJIEICTBEHHOW CBs3M (HampuMep, CBs3aHa WIM He CBs3aHa). lcmonmb3ys
TaOIMYHBINA (popMaT WK IpyruM 00pa3oM HEOOXOIUMO ONUCATh AJITOPUTM €€ TTPOBEICHMUS;

JaTa BO3HUKHOBCHUA HUJIU NAaTa BU3UTA, HA KOTOPOM OBLIIO BBISIBJICHO HEXKEJIaTeIIbHOE SABJICHUC,

BpEMA BO3HUKHOBCHHA HCXKCEIATCIBHOIO ABJICHUSA IO OTHOUICHUIO K HOCHC}IHGﬁ HpI/IHSITOI\/JI J03€
HUCCIICAYEMOTIO JICKAPCTBCHHOI'O IIPLCIiapaTa (GCJ'II/I HpI/IMeHI/IMO);

TCparirgd Ha MOMCHT BO3HUKHOBCHUSA WM HCJABHO IMPOBCACHHYIO TCPAIIUIO,

BCJIIMYMHA OO3bl UCCICAYEMOI'O JICKAPCTBCHHOI'O IIpC€riapara B a0COIIOTHOM BBIPpAXKCHUU, B MI/KT
niIn Ml"/M2 B MOMCHT BO3HHUKHOBCHUS ABJICHHA,

KOHICHTpAUs JICKApCTBECHHOTI'O IIpeIiapaTa (CCJ'H/I I/I3BCCTH8.);
JJIUTEIIBHOCTD JICUCHUSA UCCIICAYEMBIM JICKAPCTBCHHBIM IIPEIIapaToOM;
COIIYTCTBYIOIIIAA TCPAIIUIO BO BPEMA UCCIICAOBAHUA.

B Hauane mepeuHs wiM Ha Kax[oW cTpaHuie (6osiee mpearnouTUTENbHbIN BapuaHT) HEOOXOIUMO
pacudpoBarh Bce a0OpeBUATYphI U YCIOBHBIE COKpAIIEHUS.
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12.3. JleranbHbIC HUCXOIbI, MPOYMEC CCPLE3HBIC HEXKCIATCIBHBIC SABJICHHUA W APYIru€ 3HAYUMBIC
HCXCIJIaTCIIbHBIC ABJICHHA.

HCO6XO,I[I/IMO YACIUTDb ocoboe BHUMAHHUE  JICTAJIBHBIM  HCXOJaM, MMpoO4YruM CCPBEC3HBIM
HCKCJIATCIIbHBIM ABJICHUAM U APYTUM 3HAYUMbBIM HCXKCIIATCIIbHBIM SABJICHUSM.

12.3.1. IlepeueHb neTaIbHBIX HCXOJIOB, MPOUYUX CEPHE3HBIX HEKEIATEIbHBIX SIBJICHUU U JIPYTHX
3HAYUMBIX HEXKEJIATEIbHBIX SBICHUH. B OTHOIIEHWM HIKEYKAa3aHHBIX SBJICHUH HEOOXOIUMO
MIPEJICTaBUTh MEePEYHH, CoAeprKale HMHGOpMalMio, ONMHCaHHYIO B pasneine 12.2.4 oryera (coriiacHo
pyOpHKaIK pa3/ielioB OTYETa, YKA3aHHOHN B HACTOSIICH YacTH JOKYMEHTA).

12.3.1.1. JletanbHuble ucxoawl. B pazmene 14.3.2 ordera mo KakIOMy MaIlMEHTY HEOOXOIUMO
MEPEUYHCIIUTh BCE JICTAIbHBIC MCXObI, 3apPETUCTPUPOBAHHBIC B XOJE MCCJICAOBAHMS, BKIIIOYAs TEPHOT
HaOIIOJICHUS 110 3aBEPIICHUH TEPaIu, a TAKXKE JICTAIbHbIC HUCXO/Ibl, BO3HUKIINE BCIEACTBUE IIpoliecca,
Ha4yaToOro BO BPEMsI HCCIICIOBAHUS.

12.3.1.2. Ilpoune cepbe3HbIC HEXKeNaTelabHbIC sBIeHUA. B pasmene 14.3.2 oruera (corjacHO
pyOpuKaiu pas3ienoB OT4YeTa, YKa3aHHOM B HACTOAIIEH YacTU JOKYMEHTa) HEOOXOIUMO IMPEICTaBUTH
BCE CEpPBhE3HbIC HEXKeNaTeNbHbIE SBIEHUS (IIOMHMO JIETAIBHBIX HCXOJOB, HO BKIIOYas CephEe3HbIC
HEeXeJaTelbHbIe SIBJICHUS, CBS3aHHBIE BO BPEMEHH WM MpeAllecTByIomue cMepTH). B mepeuens
HE0OXOIMMO BKIIIOUUTH JaOOpAaTOpHbIE HAPYIICHHsS], MATOJIOTMYECKH HU3MEHEHHbBIC JKU3HEHHO Ba)KHBIC
[IOKa3aTel M NaTOJOIMYECKUE JIaHHBIE OCMOTpA, pPACLEHEHHBbIE KaK CEphE3HbIE HEXKEIaTeNIbHbIE
SIBJICHUSA.

12.3.1.3. JIpyrue 3HauuMble HeXenaTelbHbIe siBleHUd. B pasnmene 14.3.2 oryera (corjacHO
pyOpUKaIuy pa3jielioB OTYeTa, YKa3aHHON B HACTOSIIEH 4acTH JOKYMEHTa) HEOOXOIMMO IMPEICTABUTH
BBIDQKCHHBIC TE€MaTOJOTMUECKHE W Tpouyue JiabopaTopHble HapymieHus (TOMHUMO  SIBJICHHH,
MOAMAJAIONINX O/ OMpeAeNiEHUE CEPhe3HbIX HEXKENAaTeIbHBIX SBICHUI) U JAPYTUe COOBITHS, KOTOpHIE
IMPUBCIIM K BMCHIATCILCTBY, BKJIIOYAsd OTMCHY TCpalluh HUCCICAYCMBIM JICKAPCTBCHHBIM IIpCIapaToMm,
CHIDKCHUIO JI03bl WJIM 3HAUYUTEIBHOW JOTOJIHHUTEIBHOW COMYTCTBYIOIIEH Tepamuu, KOTOpble He
MOJINA/IAI0T TIO/ OTIPE/ICTICHNE CEPhE3HBIX HEXKEIaTeIbHBIX SIBJICHUN.

12.3.2. Onucanue JeTaqbHBIX MCXOJOB, MPOUYUX CEPbE3HBIX HEXENaTeIbHBIX SBICHUA U APYrUX
3HAUNMBIX HEXKEJIATCILHBIX  SIBJICHHI. H€O6XO}II/IMO NpEaACTaBUTL KPATKOC OIHUCAHUC KaXIO0TO
JeTaJbHOTO HCXO0J1a, KaKJOr0 IPOYEro CEpbEe3HOr0 HEKENATeNIbHOTO SBJIEHHS, a Takke JpYrux
3HAaYMUMbIX HEXCJIIAaTCIBbHBIX ﬂBHeHI/II\/II, KOTOPBIC PACHCHCHBI KaK MMCIOIIUEC 0COOBIN HHTEPECC BCIICACTBHUC
X KJIMHUYECKOM 3HAuMMOCTH. B 3aBUCMMOCTM OT KOJIMYEeCTBAa TaKHE OIUCAaHUA HEOOXOAUMO
MIpeICTaBUTh JIMOO B OCHOBHOM 4YacTH oTyeTa, Jubo B paszzaene 14.3.3 oTuera (corjmacHo pyOpuKaiuu
pas3zenoB OTuYeTa, yKa3aHHOW B HACTOAIIEH YacTH JOKyMEHTa). SIBIeHHs, KOTOpble OJIHO3HAYHO He
CBA3AaHLI C UCCIICAYEMBIM JICKAPCTBCHHBIM ITPCIIapaToOM, NOMMYCKACTCA HEC ONMCBIBATHL UJIM OIMMUCATH OUCHb
Kkpatko. Kak npaBuiio, onrcanue J0HKHO COIEPKaTh CIETyIOIIUE CBECHUS:

XapaKTEP U BBIPAXKCHHOCTD SABJICHUS,

TeueHue 3a00JIeBaHUsl, TPUBE/IICE K SBJICHUIO, C yKa3aHHMEM BPEMEHU BBEICHHS HCCIICTyEeMOTO
JIEKapCTBEHHOTO Ipernapara;
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3Ha4YMMbIe Ja0OopaTOpHbIE MOKA3aTEeNH;
OTMEHSUICS JIM JIEKAPCTBEHHBIN IpenapaT v KOorja;
KOHTpPMEPHI;

HaXOJIKU Ha BCKPBITUHY;

MHEHHUE UCCIIE0BATENS U CIIOHCOpa (IPpH HEOOXOAUMOCTH ) B OTHOIICHUU IPUYUHHO-CIIEICTBEHHOM
CBSI3H.

JloToTHUTENHPHO HEOOXOUMO MPEICTABUTE CIICAYIONINE CBEACHHUS
UACHTH()HUKATOP MMAIUCHTA;

BO3pacT U TOJI AIMCHTA;

o0111ee KIMHUYECKOE COCTOSTHUE TalueHTa (Ipyu He0OOXOAMMOCTH ),

3a6OJICBaHI/I€, Ha OCHOBAaHHWH KOTOPOIo MamyvCHT ObUI BKJIIOYCH B HUCCICIOBAHUC (CCJH/I JJIs1 BCEX
NanmnMcHTOB OHO COBIIAAAacT, €I'0 HE y'KaSbIBaIOT), C YKa3aHHUEM €TI0 AJIUTCIIbHOCTH (TeKYH_[eI‘O 3n143o,ua);

3HAUYMMBIC COITYTCTBYIONIME W (WJIM) TICpEHECCHHBIC 3a00JIeBaHHMS C yKa3aHUEM BpPEMEHU HUX
BO3HUKHOBEHMUS U JUIMTEIBHOCTH;

3Ha4YMMasA COIIYTCTBYIOLIAsA U (I/IJII/I) mpeaAmCCTBYomas MCAUKAMCHTO3HAd TCpalusa € yYKa3aHUuEeM
PECKUMOB NO3UPOBAHUA,

Ha3HAaYeHHBIN HCCIeyeMbli JIeKapCTBEHHBIN Mpemnapar, 1o3a (eciu OHa OTJInYalach OT MalMeHTa K
NAIMEHTY) U JUITEIbHOCTh €r0 MPUMEHEHHUS.

12.3.3. AHanu3 u 00CyX/IeHUE JIETANbHBIX HCXOJ0B, MPOYMX CEPbE3HBIX HEXKEJATEIbHBIX SIBICHUN
U JpYruX 3HAUYMMBIX HEXENaTeNbHbIX sBIeHMA. Heo0XoauMo BO B3aUMOCBA3M C 0€30MaCHOCTHIO
UCCIIEIyeMOTO JIEKapCTBEHHOTO TIpenapaTa OLEHUTh 3HAYMMOCTb JICTAIBHBIX HCXOAOB, IPOYHX
CephE3HBIX HEXeNaTeIbHBIX SBJICHUH U JPYTUX 3HAYUMBIX HEXKEJIaTeNbHbIX SBICHUH, MPHUBEIIINX K
OTMEHE WCCIEeyeMOro JIEKApCTBEHHOTO Tpenapara, CHIDKCHHIO €ro JI03bl MM  [PUMEHEHHIO
BCIoMoraTensHOU Tepanuu. Heob6xonmumo oco0o0 mpoaHanu3upoBaTh, HE SBISETCS JM Kakoe-Iu0o H3
OTHX SIBIICHUHA paHee HENpPEABHICHHBIM BAXXHBIM HEXKENATEeIbHBIM SBICHHEM HCCIECTyeMOTO
JIEKapCTBEHHOTO Ipenapara. B OTHOLIEHHH Cephe3HBIX HEXeNaTeJIbHBIX SBJICHUH 3TO 0OCTOSTEIHCTBO
urpaer 0co00 BaXHYIO pOJb. B IENsSX BBIABICHHS 3aBUCUMOCTH SIBICHHH OT BPEMEHU TNPUMEHEHUS
HCCIIEIyeMOTr'0 JIEKAPCTBEHHOTO Iperapara U OLEHKH PUCKa BO BPEMEHU PEKOMEH]IyeTCsl MCIIOJIb30BaTh
Ta0JINLIBI CMEPTHOCTHU WM NOI0OHBIE aHATU3BbI.

12.4. Ouenka 1abopaTOpHBIX MMOKa3aTEeH.

12.4.1. IlepeueHb MHIUBUAYATbHBIX JIAOOPATOPHBIX JIAHHBIX IO KaKIAOMY MAIHMEHTY
(mpencraBneHHbI B pazaene 16.2.8 ordera) W OTKIOHEHWH J1aOOpPaTOPHBIX JAaHHBIX OT HOPMBI
(mpencraBneHHslit B pazznene 14.3.4 oryera). Ilo TpeGoBaHHIO YIIOIHOMOYEHHBIX OPraHOB PE3yJbTaThl
BCEX MMEIOIIMX OTHOIIEHHE K 0€30MacHOCTH Jab0paTOPHBIX UCCIEeI0BAaHUMN JOKHBI ObITh JOCTYIIHBI B
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BUJie TaONUYHBIX TlepedHedl B cieayromeM ¢opmare: KaKABIH psAl JaHHBIX OTHOCHTCS K BH3HTY
ManueHTa, B TeYEeHHE KOTOPOro OCYIIECTBISUIMCH J1a00paTOpHbIE UCCIIEIOBAHMS, B KOTOPOM IallEHTHI
CTPYIIHPOBAHBI IO MCCIEI0BATENIO (B CIIydae €CiIM B UCCIIEAOBAHUH ObUIO HECKOJIBKO HCCIeI0BaTENeH)
U TpYIIE JICYCHUsI, KKl CTOJI0eI BKIIOYaeT B ceOs BakHbIe AeMorpaduyeckue JTaHHbIE, CBEICHUS O
7103€ JIEKapCTBEHHOI'O Ipemnapara M pe3yjbTaThl J1abopaTOpHBIX HccienoBaHuil. [lockoibky HE Bce
UCCIIEIOBAaHUsI MOTYT yMeCTUTbCs B | Talnuie, WX HEOOXOAMMO JIOTMYECKU CIpYNIHUPOBAThH
(remaronoTM4YEeCKUE UCCIENOBaHMS, OHOXMMHS TI€UEHH, OJJIEKTPOJMTHL, aHATU3bl MOYM U Jp.).
HeoOxonuMo ¢ moMomipio Mog4YepKUBaHUs, 3aKIIOYEHHUS] B CKOOKM WJIM MHBIM 00pa3oM BBLACITUTH BCE
OTKJIOHSAIOLIMECS OT HOPMbI 3HaueHUs. Eciam Toro TpedyeT YHNOJHOMOYEHHBIM OpraH, IMepeyueHb
HEOOXOIMMO TIPEJCTAaBIATh HE B OTYETe, a KaK OTACIbHYI0 YacThb PETUCTPALUOHHOIO JI0ChE
JIEKapCTBEHHOTO Mperapara, MO0 3TOT NMepeveHb J0JDKEH ObITh HArOTOBE B CITydae 3ampoca.

[Tpumep Tabau1bI

[lepedenp 1a00pPaTOPHBIX H3MEPEHHIA

[Taument | Bpems | Bospact | ITonm | Paca | Macca | Jlo3a | JlaGopaTopHbIe TECThI

Tena
AJIT | ACT | LI®
N1 To 70 M E 70kr 400mMr Vi Vs Vy
<*>
T1 Vo, Ve V1o
T2 V3 V7 Vi
Ts V4 Vs Viz
N 2 T1io 65 XK H 50kr 300mMr Vi3 Vi V19
Ta V4 V17 V2o
Ta2 Vis Vig Vo

[Ipumeuanue: <*> V, - 3HaueHue 1a00paTOPHOTO MapaMmeTpa.

Jl1s ynoJIHOMOUYEHHBIX OpraHoB B paszzeine 14.3.4 ordera (coriacHo pyOpHKaluu pa3ienoB OTyYeTa,
yKa3aHHOM B HAaCTOSAIIEH 4YacTH JIOKYMEHTa), MCIOJb3ys BBIIICONUCAHHBIH (dopmar, HEOOXOJUMO
MIPE/ICTaBUTh IMEpPEeUeHb BCEX J1a0OpAaTOPHBIX OTKIOHEHUH MO Kaxaomy mnauueHTy. [lo maGopaTopHbiM
OTKJIOHEHUSIM, UMEIOIINM OCO0YIO 3HAYUMOCTh (J1aO0paTOpHBIE OTKJIOHEHUS, UMEIOIINE MTOTeHIIUAIbHYIO
KIIMHUYCCKYIO 3Ha'-H/IMOCTB), CIICayeT IpeACTaBIATH JOITOJIHUTECIIBHBIC CBCICHUA, Harmpumep,
HOpMaJlbHbIE 3HA4YeHUs J0 W TOocie OTKIOHEHWH, 3HA4YeHUs, B3aUMOCBS3aHHBIX J1a0OPaTOPHBIX
nokaszarenel. B HEKOTOpBIX ciydasx JKeNaTeNbHO MHCKIIOYHUTh OIpeJelIeHHbIE J1a0opaTOpHbIE
OTKJIOHEHHS U3 TOCIeAYIOIero aHanusza. Hampumep, U30IMpoBaHHbIE HE MOBTOPSIOLINECS HEOOIbIINE
OTKJIOHEHHSI HEKOTOPBIX JIa0OpaTOPHBIX MapaMeTpoB (HampuMmep, KOHIEHTPAUsi MOYEBOM KUCIOTHI HIIN
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AJIEKTPOJIUTOB) WIN CIy4YaiiHble HU3KUE 3HAYEHUSI HEKOTOPBIX J1a00paTOPHBIX UCCIIEI0BAaHUH (Hampumep,
aKTUBHOCTH TpaHCAMHUHa3, IIEeJI0YHOH (ocdaraspl, coaepkaHus a30Ta MOYEBHUHBI KPOBU U Jp.) MOXKHO
pacleHUTh KaK BEPOATHO KIMHUYECKH HE3HAYMMBbIE M MCKIIOYUTh. OJIHAKO JTr00bIe MOJO00HBIC peIIeHUs
HE00X0/UMO 4YETKO OOOCHOBaThb, a B IPEACTABICHHOM (JOCTYIHOM Ui MPEACTaBICHUS 110 3alpocy
YIIOJITHOMOYEHHOTO OpraHa) IOJHOM IepeyHe 3HAYeHUH HeoO0XOAMMO yKas3aTh KaXJo0e€ J1abopaTopHOe
OTKJIOHCHHE.

12.4.2. Ouenka kaxjaoro iaboparopHoro mnokaszarens. HeoOxomumas oreHka 1abopaTOpHBIX
3HAYEHHUH JJOJDKHA OTPENeNATHCS MOMYyYeHHBIMH PEe3yIbTaTaMH, OJHAKO, B LIEJIOM, B OTYETE HEOOXOANMO
NpeaACTaBUTL  PE3YyJIbTAaThl MPOBCACHUA  HHUIKCOIIMCAHHOI'O aHaJIn3a. B OTHOLLICHUH Kaxaoro
71a00paTOPHOTO MCCIIEIOBAHUS HEOOXOIMMO IMPOBECTH CPABHEHHE MEXy MCCIIEeTyeMON M KOHTPOJILHON
rpynnamM (eciad 3TO MPUMEHUMO M TO03BOJIAET pa3Mep HUcclieioBaHus). B pononHeHue B aHamm3e
HEOoOXO0IMMO yKa3aTh TUara3oH HOPMAIbHBIX 3HAYEHHH KaXJ0r0 1JabopaTOpHOTo MoKa3aTes.

12.4.2.1. lunamuka abopaTOpHBIX MOKa3areseil Bo BpeMeHU. 11o kaxkaoMy nmapamerpy B KaXKIblid
[IEpUOJI BPEMEHU HAa MPOTSHKEHUHM BCETO MCCIIENOBAaHUsS (HApUMep, MpU KaxJI0M BU3UTE) HEOOXOAMMO
yKa3aTh B OTYETE CJEIYIOIIME IaHHbIC: 3HAUYEHHUS TPYIIIOBOIO CPEIHEr0 WM MEAWaHbl, pa3Max
3HA4YEeHUH, KOJMYECTBO MAIIMEHTOB C OTKJIOHSIIOIUMUCS OT HOPMbI 3HAUEHUSIMH UJIH C OTKJIOHSIOIIUMUCS
Ha ONpEACICHHYIO BEIMYMHY 3HAYCHUSMH (HAmpuMep, 2-KpaTHO NMPEBBIMIAIOIIMMU BEPXHIOK T'PAaHUILY
HOPMBI, B 5 pa3 BbILIE IPAHUIBI HOPMBI, IIPH 3TOM HEOOXOMMO 000CHOBATH Takol BbIOOp). [lomyckaercs
WCII0JIb30BaTh IPAPUKH.

12.4.2.2. UnnuBuayanbHble u3MeHeHHs. HeoOXoaumo mpeicTaBUTh aHAIW3 WHAMBUAYAIbHBIX
1ab0opaTOPHBIX M3MEHEHHH 10 KaXKIOM ucciieqyeMoit rpymme. st 3Toro Iomyckaercss MCIOJIb30BaTh
pasHbIC MOAXObI, BKIIFOYAS:

Ta6JII/HH)1 CIBUI'OB - Ta6JII/IIII)I, OTpaXXaromue KOJMYCCTBO IMAOMCHTOB, HAXOOAINIUXCA HHUIKEC, B
npeaciiax uijn BbIIIC HOPMAJIbHBIX 3HAYECHUN MOKa3aTels qepe3 ONPCACICHHBIC TPOMCIKYTKU BPEMCHU

TaOIMIBI, coAepXKalmye HHQOPMAIMI0 O KOJIMYECTBE WM JI0JI€ HAlMEHTOB C H3MEHEHUEM
71a00paTOPHOTO MOKa3aTessl Ha 3apaHee YCTaHOBJIEHHYIO BEJIMUMHY 4Yepe3 OINpe/ielIeHHbIe MPOMEXKYTKH
BpemeHu. Hanpumep, 17151 a30Ta MOYEBHUHBI KPOBH MOTJIO OBITh MPUHSTO PELIEHHE O HEOOXOIUMOCTH €T0
onucaHMs, eciu u3MeHeHue mnpesbimaer 10 mr/an. Ilo sTomy mapamerpy HeoO0XoaMMO ObIIO Obl
MIPEACTABUTH KOJMYECTBO MALMEHTOB C U3MEHEHUEM, HE MPEBBIIIAIONIUM WJIM MPEBBIIIAIONIUM JaHHYIO
rpaHuily, Ha OHOM BU3UTE WU Oojee, OOBIYHO MAIMEHTOB I'PYNIUPYIOT OTAEIbHO B 3aBUCUMOCTU OT
HCXOJHOTO 3HA4YEHMs] a30Ta MOYEBHMHBI KPOBHU (HOPMAJIBHOTO WJIM IOBBIIIEHHOT0). B03MOXXHBIM
IPEUMYILIECTBOM TaKOT0 CI0co0a MpEICTaBICHUS IO CPaBHEHUIO C TaOJMIIaMU CJIBUTOB SIBIISETCS
CIOCOOHOCTH BBISIBUTH U3MEHEHUS ONpEEeIEHHOW BEIMYMHBI, JaKe €CIM KOHEYHOE 3Hau€HUeE SIBIISETCS
HOPMAaJIbHBIM;

rpaguK, COIOCTABJSIONMIMA HMCXOJHOE 3HAYEHHWE W 3HAYCHUS JTA0OpATOPHBIX MapaMeTpoB,
HAONIO/IaeMBIX B XOJI€ JIEYCHHs] MO KaXKIOMY TMAlMeHTy, B BHUAEC TOYKH, XapakTepu3ymoolencs 2
KOOPJMHATAMH: TI0 OCH a0CITMCC - HCXOHBIC 3HAUEHUS JIA0OPATOPHBIX MOKA3aTENIeH, a 0 OCH OpJIMHAT -
3HAUEHUS ITUX XKE MOKa3areeil Bo BpeMeHu (Tocie Kypca JedeHus). Eciau u3sMeHeHuii He MpOUCXO T,
TOYKA, TIPEICTABIIAIONIAS KaXI0TO MaIueHTa, OyAeT HaXOAUThCs Ha JIMHUH 45 TpagycoB. OOmmii ciBur
rpaduka B CTOPOHY BBICOKUX 3HAYEHHI MPOSBUTCS B BUJE CKOIUICHHUS TOYEK (KJIacTepa) HajJ TUHHUEH 45
rpanycoB. [lockonbky Takol crocod mpeacTaBieHUus OOBIYHO OTPAXKAET TOJIbKO | BpEMEHHYIO TOUKY IS
1 rpymmel, ¢ HETbI0 MHTEPIpPETAIlNN JAHHBIX MOTPEOYIOTCS CepUu TaKkuX TpadUKOB BO BPEMEHH IS
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UCCIIeTyeMON U KOHTPOJbHOU rpynm. C Ipyroi CTOpOHBI, YKa3aHHBIN ClIOCO0 MpPECTaBICHUS MO3BOJISICT
OTpa3uTh UCXOJIHOE U Hanbosee OTKIOHsomIeecs 3HaueHus. OH JIErKO BBISIBJISET PE3KO OTKIIOHSIOIINUECS
3HAYEHUS (JJIs1 TAKMX 3HAYCHUN PEKOMEHIYETCS YKa3bIBaTh UACHTU(DUKATOPHI AIIICHTOB).

12.4.2.3. KnuHr4ecku 3Ha4YMMble MHIAUBUAYAIbHBIC OTKIOHEHUA. HeoOxoaumo mpoaHain3upoBaTh
KIMHUYECKH W3MEHEHHUs, OTpe/IeTICHHbIC 3asBUTeNeM Kak 3HaunMble. B pa3aenax 12.3.2 u 14.3.3 oryera
(cormacHo pyOpHKanuu pa3/ieloB OTYeTa, yYKa3aHHOW B HACTOsIIEH YacTh JOKYMEHTa) HEOOXOAUMO
MPEJICTABUTh OMHCAHME KAXKJIOTO MAIMEHTa, YbW JA0OPATOpHBIE OTKJIOHEHHS OBLIM PACIEHEHBI Kak
Cepbe3HOE HEKeJaTeNbHOE SBJICHUE M B HEKOTOPBIX CIydyasX - KaK Mpouee 3HAUMMOE HEXKeJaTelbHOe
siierue. [Ipu ucronb30BaHUU LIKANBI CTETIEHH TOKCHMYHOCTH (Hanmpumep, BO3, mkana HamumonansHoro
uHctutyTta paka CIIIA) HEoOX0aUMO HE3aBUCHUMO OT CTENEHU TKECTH OXapaKTepU30BaTh MU3MEHEHMS,
KBATM(UIIUPOBAHHBIE Kak Tspkenble. [lo KaxaoMmy mnapaMmerpy HEOOXOAWMO TPECTaBUTh aHAIIU3
KIMHUYECKH 3HAYMMbIX HW3MEHEHMH U KpaTKOe ONUCaHhe OTMEHBbl TEepanud [0 pe3ylbTaraM
nabopartopHbIXx  m3MepeHuid.  HeoOXoamMo ~ ONEHUTh ~ 3HAYMMOCTh ~ HM3MCHCHMA W HX
MIPUYMHHO-CICICTBEHHYIO CBSI3b C HCCIENYeMOW Tepamueil, HampuMep, ¢ MOMOINBI0 aHallM3a TaKuX
MPU3HAKOB, KaK 3aBUCUMOCTH OT JI03bl, KOHIIEHTPAIMH JIEKAPCTBEHHOI'O Mpernapara, UCYC3HOBEHUE B
TEYCHHE TeparuHu, MOJIOKUTEIbHAS Peaklus Ha OTMEHY, MOJIOKHUTENbHAs PeaKIilis Ha BO3OOHOBIECHUE U
XapakTep COMYTCTBYIOLIEH TEpaIlHH.

12.5. JKu3HEHHO BaXHbIE I[I0KA3aTelM, JaHHble OOBEKTUBHBIX MCCIEAOBAHUNA M IPOYHE
HaOmoaeHus, 3aTparuBarone Oe3zomacHocTh. IlogoGHO nabopaTOpHBIM mapamerpaM HeOoOXOJUMO
[IPOAHAIN3UPOBATh U INPEICTABUTH CBEACHUSA O J>KM3HEHHO BaXXKHBIX I10KA3aTENAX, NMPOYMX JaHHBIX
OOBEKTUBHBIX MCCIIEJOBAHUIN U JIpyrux HaOIIOAEHUSX, 3aTparuBarouux Oe3zomacHocTh. Ecin umerorcs
J0Ka3arenbcTBa Hanwmuus  (papmakoiormueckoro 3¢Qexra, HEOOXOJUMO YCTaHOBHUTH  BCSKYIO
3aBUCUMOCTb OT [JO3bl WJIM KOHILIEHTpPAlMM JIEKapCTBEHHOIO IIpernapara WM B3auMMOCBA3b C
XapakTepUCTHUKaMU  TalueHTta  (Hampumep,  3a0ojeBaHUEM,  JIeMOrpaMuecKMMHM  JIaHHBIMU,
COIIYTCTBYIOLEH Tepamueil), a Takke OomucaTh KIMHUYECKYI0 3HA4MMOCTh HalOmroaeHuil. HeoGxoanmo
IIpU aHaJM3€ B OTYETE YAEIUTh 0c000€ BHUMAHHE M3MEHEHMSIM, KOTOpble HE OBLIM OTHECEHbl K
nepeMeHHbIM 3()(hEKTUBHOCTH, U TEM CaMbIM PACIICHEHHBIM KaK He)KeJIaTeJIbHbIE SBJICHUS.

12.6. 3aknroueHue 0 0€30MacHOCTH.

Heob6xomuMo  mpoaHanu3upoBaTh  OOIIYI0  0O€30MAaCHOCTh  HMCCIENYEeMOTO  JIEKapCTBEHHOTO
mpemapaTta, MOJAPOOHO MPOAHATM3UPOBAB SIBICHUS, BO3HUKIINE BCIEJICTBUE HM3MEHEHHUS JI03BI,
HCO6XO}II/IMOCTI/I COHYTCTBYIOIHGﬁ TCparnu, CCEPLE3HBIM HCKCIATCIbHBIM SABJICHUAM, ABJIICHUAM,
BO3HUKIIIUM B OTBET Ha OTMEHY TE€paIuy, U JeTabHBIM HcxoaM. Heo0X0auMOo BBISIBUTH BCEX MAIIEHTOB
WM HUX TIPYIIbI, MOABCPKCHHBIX IMOBBIIICHHOMY PHCKY, HOI[pO6HO IIpoaHaJIu3upoOBaB TCX H3 HUX,
KOTOpBIE SIBISIFOTCSI TIOTEHIIMATBHO YSI3BUMBIMH WJIM MOTYT OBITh MPEACTaBICHBI HEOONBIIUM YHCIOM
CyOBEKTOB (Hampumep, 1eTu, OepeMeHHbIe, OCTA0JICHHBIC MTOXKUIIbIC JIUIIA, TAIIMEHTH CO 3HAYUTEIbHBIMU
HapylIeHUss MeTa0oNlM3Ma M BBIBEJEHUS JIEKAPCTBEHHBIX MpenapartoB U 1Ap.). HeoOxoammo omucarthb
MOCTIE/ICTBHS OIICHKH 0€30MacHOCTH BO3MOKHOTO TPUMEHEHHS JIEKapCTBEHHOTO Tpernapara.

13. O6¢cyxaenne u olIee 3aKTFYeHIE
JlomkHBl OBITH KpPaTKO H3JI0XKEHbI U OOCYXKIEHBI pe3yJabTaThl OLEHKH 3(PGEKTUBHOCTH H

0€30MacHOCTH, COOTHOIIEHHUS TOJb3a-PUCK CO CCBHUJIKOM Ha TaONUIbI, PUCYHKA U COOTBETCTBYIOIINE
pasznensl oryeta (mpu HeoOxoauMmocTu). JlaHHBIA pa3ien He JIOJDKEH MPECTaBIsATh COO0OM TpocToe
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HUTUPOBAHUC OIMMUCAHUA JAHHBIX WA BBOAUTH HOBBIC JAHHBIC.

OO6cyxeHre U BbIBOJIBI TOJKHBI SICHO OXapaKTepU30BaTh BCE MOJIYYCHHBIC B XOJE MCCIEI0BaHUS
HOBBIC WJIM HENpPEABHICHHBIE JaHHBIC, NPOKOMMEHTHPOBATh HX 3HAYNMOCTb M OOCYAHUTH BCe
MOTEHLIMAJbHbIE MPOOJEeMbl, HaNpUMep, MPOTUBOPEUHS] MEXIYy B3aUMOCBSA3aHHBIMU TECTAMH.
Knuanueckast 3 HAUMMOCTh M BAXXHOCTH PE3YJIBTATOB TAKXKE JIOJDKHBI OBITh 00CYKACHBI HCXOS U3 IPYTUX
uMeroImxcsa AaHHbIX. JlOJDKHBI OBITH yKa3aHbl Bce crienu(uuecKkrue MpeuMyIlecTBa WIH CHelHalbHbIe
MPEOCTePEKEHUS, HEOOXOIUMBIE KaK JUIs OTIEJIBHBIX MAMEHTOB, TaK M JUISI TPYMI PUCKA, a TaKKe
T00bIe MOCIEACTBUS AJIsl TPOBEACHUS OYIyIIUX HccaeloBaHui. B kauecTBe aJlbTepHATUBHOIO BapUaHTAa,
pe3yabTaThl TAKUX 00CYKJICHHI MOTYT OBITh BKJIIFOUEHBI B pe3toMe 1o 0e30macHoCTH 1 3 (heKTHBHOCTH B
COCTaB PETUCTPALIMOHHOIO J0Che (MHTETPUPOBAHHOE PE3IOME).

14. TaGnuupl, puCyHKH, rpaduKu, Ha KOTOPBIE JaHbl CCHUIKH,
HO KOTOpBIE HE BOIILIM B TEKCT OTUETA

PI/ICYHKI/I JOJIXKHBI UCIIOJIB30BAaThCA JJIA rpaquecxoro 0T06pa)KCHI/I$I BaXXHBIX PE3YJIbTAaTOB WJIN IJIA
MOSACHCHUA PE3YJIbTATOB, KOTOPBIC CJIOKHbBI AJIsI BOCIIPUATHUA B Q)opMe Ta6J'II/II_I.

Baxwnsie nemorpadudeckre JaHHbIE, a TAK)KE TaHHBIC TI0 3PPEKTUBHOCTH U OE30MIaCHOCTH JTOJKHEI
OBbITh IPEACTABJICHbI B CBOJHBIX PUCYHKaX M Ta0JMIaX B TEKCTe oTyeTa. Eciau 3TO HEBO3MOXKHO clieslaTh
[0 KakUM-IM0O0 MpUYMHAMH, HalpuMep, H3-3a Pa3MEPOB WM HUX KOJMYECTBA, HUX HEOOXOJUMO
IPEACTaBUTh B JaHHOM pas3[eie OT4YeTa C YKa3aHUEM IIEPEKPECTHBIX CCBUIOK Ha TEKCT, a TaKkKe
BCIIOMOTaTeJIbHbIE WU IOTIOJHUTENbHbIE PUCYHKH, TAOIULIbI W [IEPEUHHU.

B nanHOM paszzgerne oTdeTa O KIMHUYECKOM HCCIIECAOBAaHUU MOJXKET OBITh MPEACTAaBIICHA CIIETYIOIast
uHpOpMaLHS:

14.1. Jlemorpaduueckue 1aHHbIE (CBOIHBIE PUCYHKH, TaOIHIIbI).

14.2. lannbie o 3pPpekTuBHOCTH (CBOJHBIC PUCYHKU, TAOJIUIIBI).

14.3. Jlannble o 6e30MmacHOCTH (CBOJIHBIE PUCYHKH, TAOJIUIIBI):

MPEeI0CTaBIIEHNE JAaHHBIX O HEXKENATEIbHBIX SBJICHUSIX;

nepeyeHb cydyaeB CMEPTH, APYTUX CEPhE3HBIX U 3HAUMMBIX HEXKENaTeIbHBIX SBICHUN;

ONMCAHUE CIIY4aeB CMEPTH, APYTUX CEPbE3HBIX M HEKOTOPBIX APYTHX 3HAYMMBIX HEXKEIATEIbHBIX
SIBIICHUI;

nepeveHb OTKJIOHSIONMXCS OT HOPMBI MOKa3aTeliell 1TabopaTOPHBIX HCCIIEA0BaHUM (10 KaKIOMYy
MAIUEHTY).

15. Cniucok nureparypbl
JlomkeH OBITh MPEAOCTAaBICH CHHCOK HAYYHBIX CTAaTe W3 JMTEpaTyphl, UMEIOLIeH OTHOIIECHHE K

OlLIGHKE pe3yJlbTaToB uccienoBaHus. Komuu BakHbIX MyONMKaUi JOJKHBI OBITH TNPEACTABIEHBI B
npunoxenusax 16.1.11 u 16.1.12 x ordery (cormacHo pyOpUKalMu pa3leNoB OTYETa, yKa3aHHOH B
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HacTosIIel yacTu JokyMeHTa). CChUIKM Ha JIMTEPATYPY JAOKHBI OBITh IPEOCTABIICHBI B COOTBETCTBUH C
MEXIyHapoaHbIMH cTaHjaapTamu (BankyBepckas nexmapanus 1979 r. "Egunbsie TpeOoBaHMsIM K
PYKOIIHUCSM, TPEACTABISEMbIM B OHOMEIUIIMHCKUE >KypHAIbBI"), MEKIrOCyIapCTBEHHBIM CTaHIAPTOM
I'OCT 7.1-2003 ("bubnumorpaduyeckas 3amnuch. bubnuorpaduyeckoe onucanue. OOuwme TpeOOBaHUS U
MpaBWJIa COCTABIICHUS") WIM CUCTEMOM, TpUMEHsIeMoil B pedeparuBHoM xypHaie "Chemical Abstracts".

16. [Ipunoxenus

B nanHOM paznene n0KeH ObITh MPENCTaBIEH IEPEUeHb BCEX NMPUIIOKEHHUM, MPECTABICHHBIX B
OTUeTe 110 UCCIENOBAHNIO. B ciydae nmonyyeHus pa3penieHust Co CTOPOHbI YIIOJIHOMOYEHHOTO OpraHa HeT
HEOO0XOAMMOCTH TPEAOCTABIATh HEKOTOPBIE MPUWIOKEHHUS B OTYETE, HO OHMU JIOJDKHBI OBITH TOTOBBI K
MIPEIOCTABIICHUIO 1O TPeOOBaHUIO. 3asiBUTENb JOJKEH SICHO 0003HAUYMTH MPUIIOKEHHS, KOTOpbIe OYyIyT
NpeJCTaBIeHbl ¢ 0TYeToM. /[y TOro, 4ToOBl MPUIIOKEHUs OBUIM JAOCTYIHBI MO TPeOOBAHHIO, CIEIyeT
o0ecneunTh X OKOHYATENIbHOE YTBEPXKICHHE KO BPEMEHHU MPEIOCTaBICHUS OTYETa B YIOJIHOMOYEHHBIN
Opras.

[IpuoskeHnss K OTYETY pacIojiararoTcsi B CIEAYIOIIEM IOPSAAKE M HYMEPYIOTCS 1O Cleayrolen
pyOpuKanuu:

16.1. Madopmanms 00 UCCIeI0BaHHH:
16.1.1. mIpOTOKOJ ¥ MOIMPaBKH K TPOTOKOIY;
16.1.2. obpazens UHAMBUAYAIBLHOIN PErUCTPAIIMIOHHON KapThI,

16.1.3. mepeuenr DCO (HOK), oOpas3upl mucbMeHHON WHGOpMAIMK JJIS MAUEHTOB U (OPMBI
UH(QOPMHUPOBAHHOTO COTIIACHS;

16.1.4. mepedyeHb W XapaKTEPUCTHUKUA HCCIEIOBATENICH, a TaKKe IPYTrUX OTBETCTBEHHBIX JIUIL
UCCIIeIOBaHMs, BKJIOYas KpaTtkoe pestome (1 cTpanuia) nubo SKBUBAJIEHTHOE OMHCAHHE OOYUYECHHS U
ombITa paboThI, UMEIOIIETO OTHOIIIEHUE K MMPOBEACHUIO KIIMHUYECKOTO HCCIICIOBAHNS;

16.1.5. moanucyu raaBHBIX MCCIEN0BATENEH, UCCIEN0BATENEH-KOOPANHATOPOB WM OTBETCTBEHHOTO
MIpeICTaBUTEIS CIIOHCOPA - B 3aBUCUMOCTH OT TPEOOBAaHUI yIIOJTHOMOUYEHHOT'O OpraHa;

16.1.6. B ciayyae HMCIONB30BaHUS B HCCIEAOBaHMM Oojee | cepum HccieqyeMoro mpemnapara -
IIEPEYHM KOJOB ITAIIMEHTOB, MTOJIy4aBUIMX MPENapaTsl pa3HbIX CEPUN;

16.1.7. cxema paHAOMU3aLNU U KOABI (MACHTH(HUKAIMS MAIIMEHTOB M Ha3HAUYEHHOE JICUCHNUE);
16.1.8. ceptudukarsl aynura (€Ciu MpOBOIMINCE);
16.1.9. nokymeHTalus MO CTATUCTUYECKUM METOIaM;

16.1.10. nokyMeHTaIMs IO METOIMKaM BHYTpPEHHEN 1a00paTOpHOI CTaHIapTU3AIMH U MPOLIeTypam
obecrieyeHrs: KauecTBa (eCIy MPUMEHSUINCH);

16.1.11. myOonukanuu, 6a3upyroIrecs: Ha JaHHOM HCCIIEIOBaHUY;
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16.1.12. BaxxHble MyOIMKaLKU, Ha KOTOPbIE CCHUTAIOTCS B IAaHHOM OTYETE.
16.2. IlepeyeHb JaHHBIX IO CYOBEKTaM HUCCIICIOBAHUS:

16.2.1. mepeueHb CyOBEKTOB, KOTOPHIE IOCPOYHO BHIOBLIN M3 UCCIICIOBAHNUS,
16.2.2. OTKIOHEHUA OT MPOTOKOJIA;

16.2.3. manuueHTsl, KOTOPBIX UCKIIOUMWIN U3 aHau3a 3 (HEeKTUBHOCTH;
16.2.4. nemorpaduyeckue JaHHBIE;

16.2.5. cobmonenue pexuma JedeHus: ("koMmruiaiieHc") W (WiIM) J@HHBIE O KOHIICHTPALUU
JICKQPCTBEHHOT'O CPEICTBA (IIPH HAIWYHH);

16.2.6. nHOAUBUAYaTIbHBIE TaHHBIE OTHOCUTEIBHO 3(PPEKTUBHOCTH;
16.2.7. nepeueHp HEKENMATENBHBIX SBIECHUH (IO KAXIOMY CYOBEKTY);

16.2.8. mepeyeHb MHIMBHUIYAJIBHBIX TOKa3aTeNell 1a00paTOPHBIX HUCCICAOBAHUI MAMEHTOB, €CIIU
TpeOyeTcsl yOJTHOMOYEHHBIM OpPraHoOM.

16.3. UnauBuayanbuble peructpanuonnblie kaptel (MPK).

16.3.1. UPK no cayyasMm cMepTH, IPYTUM CEpPbE3HBIM HEXKEIATEIIbHBIM SIBICHUSAM U CIy4asm
BBIBEICHUSI U3 MCCIIEI0BAHUS B CBSA3H C Pa3BUTUEM HEXKENATEIbHBIX SIBJICHUIA;

16.3.2. npyrue UPK, nipeacraBieHHble HA PACCMOTPEHUE.

16.4. IlepeueHb NaHHBIX O KAKJOMY CYOBEKTY UCCIIEJOBAHUSI.

[Ipunoxenue N 2

K [IpaBuiiaM HajuieKalen
KJIMHUYECKOU NpakTUKu EBpa3niickoro
YKOHOMMYECKOI'0 COI03a

®OPMA CHUHOIICHUCA
(KPATKOTI'O OITMCAHUA KIIMHUYECKOI'O UCCIIEJOBAHUA)

Haunmenosanue crioncopa OtnenbHas TabnIMIA (ITone ucnonp3yercs
(KoMTIaHUHN): HUCCJIEIOBAHUSA, OTHOCSIIAACS | TOJILKO HAIlHOHAIIbHBIMU

K YaCTU JI0ChE YIIOJTHOMOYEHHBIMHA

OpraHamu)
HanmeHnoBaHHe TOTOBOIO Towm:
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PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N

79

"O6 yTBepxaeHUM MpaBun Hagexallei KIMHUYECKON MpaKT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

npernapara

HaunmeHnoBaHMe aKkTUBHOTO
UHIPEIUEHTA:

Crpanuna:

HazBanue uccienoBaHus:

Uccnenosarenu:

HccnenoBaTtenbCkuil IEHTP:

[TyOnukarus (ccbuika):

Uccnenyemslit nepuon (roaa):

(mara Hauana Habopa)
(mara mocyiemHero BU3UTA)

daza pa3paboTku mpenaparta:

Lenu:

Mertonomnorus:

Yucao manueHToB (38.HJ'IaHI/IpOBaHHOC )51 HpoaHaHI/IBI/IPOBaHHOG)Z

Z[I/IaFHOL’s N OCHOBHBIC KPUTCPUU JIA BKIIFOYCHUA:

Wccnenyemslit mpenapar, 103a U ciocod NPUMEHEHMsI, HOMED CEpUU:

HaunmenoBanue crioncopa
(KoMIIaHUM):

HanmenoBaHue roToBoro
rpernapara

OTaenbHast TadIuIa
HCCIEI0BAHUS, OTHOCSILASICS
K YaCTH JIOCHE

Towm:

(ITone ucnonb3yercs
TOJIbKO HAIIMOHAIbHBIMU
YIIOJITHOMOYEHHBIMU
OpraHaMu)
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"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

HanmeHoBaHnE aKTUBHOTO
UHIPEUECHTA: Crpanuna:

HpOI[OJDKI/ITCJIbHOCTL JICUCHUA:

[Ipenapar cpaBHEHUs, 1032 U CIIOCOO NPUMEHEHUS, HOMEpP CEPUH:

Kpurepuu onenku:
O} heKTHBHOCTD:

besomacHocTh:

CTaTHCTUYECKHE MCETOJBbI:

KPATKUI OB30P - BEIBO/IbI
PE3VJIbTATBI OHEHKU DOOEKTUBHOCTU:

PE3VJIbTATBI OLIEHKU BE30ITACHOCTHM:

3AKJIIOYEHHUE:

[ara otuera:
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"O6 yTBepxaeHUM MpaBun Hagexallei KIMHUYECKON MpaKT... Aata coxpaneua: 23.10.2024

[Tpunoxenue N 3

K [IpaBwiam Hajpnexaieu
KJIMHUYECKOW MpakTUKu EBpazuiickoro
IKOHOMHUYECKOTO COI03a

O®OPMA CTPAHMUIIBI
[HOAIMMCHU I''TABHOI'O UCCJIEJOBATEJIA
NJIN UCCIIEJOBATEJIA-KOOPIMHATOPA

I[TOAITNCH I''TABHOI'O UCCIIEAOBATEJIA
NJIN NUCCIEJOBATEJIA-KOOPJUHATOPA
NJIM OTBETCTBEHHOI'O ME/JULITMHCKOI'O
CIIEHNAJIMCTA CIIOHCOPA

HA3BAHME UCCIIEJOBAHUS: o

NCIIOJIHUTEJIb
NCCIIEJOBAHUS: s

A IMpoYurTal HaCTOSIHII/Iﬁ OTYCT M, OCHOBBIBAsACh Ha MOCM 3HAHHH JAHHOI'O HCCJIICAOBAaHMA,
HAaCcTOAIMUM IMOATBEPKAAKD, YTO B HEM IIPABUWIBHO H3JIOKCHBI MPOLCAYPBI HNPOBCACHUSA
HCCIICO0OBAaHUA U €T0 PE3YyJILTAThI.

NCCIIEJOBATEIJIb: I[NOAITNCH

WJIA OTBETCTBEHHBII
MEJINIIMHCKUI CIIELIMAJIUCT
CIIOHCOPA

BJIAZAEJIEL] OTYETA:

JIATA:
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"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

[Ipunoxenue N 4

K [IpaBunam Haamexaien
KJIMHWUYECKOU NpakTUKU EBpasuiickoro
9KOHOMMYECKOTO COI03a

®OPMBI IIJIAHA U IM3AMHA KJIMHUYECKOI'O UCCJIEJOBAHU S

I. IInan KIMHAYECKOTO HUCCiIea0BaHUs U Fpa(i)I/IK €ro OICHKHU

INEPKOL JIEUEHWA A B C
Bl B2 Cl C2
TecTupyeMelli npenapat/ TecTupyeMeli npenapat/
lccaenyeMell npenapat lccrenyeMell npenapat
A A
1 I
5 Mmr 10 mMr \ / 10 Mr
N/
BBOIOHEIN \/
nepuon Vccaenyemeni npenapat/ /\ Vccrnenyewmeni npenapat/
VccrenyeMelt npenapar / \ Hccrenyewmeli npenapar
B / \ B
L
5 Mo 10 mr 10 mr
Hepenu -2 (=3) 0 3 o 9 12
Busur 1 2 3 4 5 6
TecT C dusaMUueckoM HaTpPy3koMm 24 u X <1> X <2> X X X X
MeIMUMHCKMY aHaMHe?s X
dusukanbHOEe OOCJenoBaHUE X X
SKT X X
JlabopaTopHEE MCCJenOBaHUA X X
HexemlaTesibHEIE ABJIEHUSA X X X X X
<1> 14 - 20 gHeii mociie BU3UTA 1.
<2>1 -7 nHell mocie NepBoro JHs TecTa ¢ GPU3NYECKOI Harpy3KoM.
II. In3aitH KIMHUYECKOTO HCCIeT0BaHuUs U TpadUK €ro OleHKH
(popma)
JIBoliHOE ciemnoe
[Tnane6o
IIpocroe cnenoe ‘ ‘ ‘ ‘
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"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

CKpUHUHT ITmane6o Hoza 1
nepuos

1 2 3 4 P ‘ ‘ ‘ 11
Busur ‘ ‘ ‘

(7mn) (7 an) (7 nw) (7 nH) Ho3za 2 (14 on)

10
Ho3a 3
(7mw) (7 nw) (7 nw) (7 oH)
5 6 7 8 9
(popma)
Orenka Cxpununr Bsoguwiii Mcxoanbrit Jleyenue HaOmronenne
Henens -2 -1 0 1 2 3 4 5 6 7
WudopmupoBanHoe X
corjacue
Anammues
dusnkanbHOE X X
ooOciiefoBanue
O} heKTUBHOCTD:
[lepBrunas X X X X X X X X X X
nepeMeHHast
Bropuunsie X X X X X X X
MIePEMEHHBIE
be3omacHOCTE:
HexenarenbHnie X X X X X X X X X X
SIBIICHUS
JlaGopatopHsble X X X X X X
TECTHI
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PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N

79 [lokyMeHT npefoctaBneH KoHcynbTaHTloC
"06 yTBepxaeHWM MpaBui Hagnexallen KIMHUYECKON NpakKT... Hata coxparenua: 23.10.2024
Macca tena X X X X

[Tpunoxenue N 5

K [IpaBwiiam Hajpnexaieu
KJIMHUYECKOW MpakTUKu EBpazuiickoro
KOHOMHUYECKOTO COI03a

OOPMbI [IPEJACTABJIEHUA PACITPEJEJIEHUA ITAIITMEHTOB
ITpumep 1

Pacnpenenenue nauneHToB
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"O6 yTBEpXAeHWM MpaBun Hagnexallen KIMHUYECKON NpakKT...

[okymeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHeHnus: 23.10.2024

BCCTO MAaMCHTOB I10JIYy4Yalio JICYCHHE B ﬂBOﬁHOM CJICTIOM ,Z[H3aﬁHe

N=1.724

N = 340 = = = =
pexum A pexum B pexum C pexum D pexum E
N =281 N =159 N = N = N = N = N = N = N = N
3aBEpLINIIO BBIOBLIO 3aBEPIINIIO BBIOBLIIO 3aBEPLIMIIO BBIOBLIIO 3aBEPLINIIO BBIOBLIIO 3aBEPLINIIO BBIO

HEXKEJIaTeNbHOE SBJICHHUE
(20)

HE/I0CTaTOYHAs

s dextuBHOCTS (1)
TTOTEPSHBI JISI
HabmoneHus (6)

JIpyTHE MEAUIIMHCKUE
MPUYUHEI (5)

JpyTHE HEMEIUIIMHCKHE
MPUYUHEI (5)

Hapyl1ieH mporokoi (10)
perenue nanuenTa (12)

HE)XeJIaTeIbHOE SIBIICHHUE
(19)

HE/I0CTaTOYHas

s hekTUBHOCTS (2)
MOTEPSTHBI [T HAOIOACHUS
(8)

IpyTHE MEAUIIMHCKUE
MIPUYUHEI (8)

JpyTHE HEMEIUIIMHCKHE
MpUYUHEI (4)

Hapy1ieH rnpotokoi (10)
pemienue naruenTa (10)

HEXeIlaTeIbHOE SIBJICHHE
(26)

HEJ0CTaTOYHAs

s dextuBHOCTS (1)
MTOTEPSTHBI JJTSI HAOTFOICHUS
()

IpyTHE MEAUIIMHCKUE
MPUYUHEI (4)

JpyTHE HEMEIUIIMHCKHEC
MIPUYUHEI (6)

HapyIieH mpoToko (3)
pernieHue nanueHTa (25)

HEe)XeJaTeIbHOEe SBIICHHE
(24)

HEI0CTaTOYHAs

s dextuBHOCTS (1)
TTOTEPSTHBI TSI
HabmoeHus (6)
IPyTHE MEAUIIMHCKUE
npuyuHbI (8)

JPyTHE HEMEUIIMHCKIEC
npu4uHbI (7)

HapyIIieH MpoToko (6)
penienue namuenTa (27)

N =1.361

HE)KEJNaTeIbHOE SIBJIC]
(42)

HeIOCTaTOYHAS
a¢pdextuBHOCTH (0)
NOTEPSIHBI JUIs HAOJIIC
(6)

JPYTUE MEIUIIMHCKHE
npuuuHsl (14)
JpyTue HEMEIUIINHCK
npuanHbI (1)
HapylIeH MPOTOKOI (.
pelnieHue nanueHTa (|
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PeweHnune CoBeTa EBpasmitckoi akoHoMu4eckoi kommcecum ot 03.11.2016 N 79
"O6 yTBEpXAeHWM MpaBun Hagnexallen KIMHUYECKON NpakKT...

[okymeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHeHnus: 23.10.2024

HaHI/IeHTH, 3aBCPIIMBIIMEC UCCIICIJOBAHUC

Pacnpenenenune nauueHToB

N = 2670
CKpPUHUPOBAHO NMALIMEHTOB

N =1732 N =938
PaHIOMHU3UPOBAHO MAI[EHTOB HPUYUHBI BHIOBITHS

IIPU CKPUHUHTE:
(300)
(271)

N=8

HE MOJyYaJId HUKAKOTO
JICYEHUs], IPUUUHBI:
(2)

(4)

@)

[Ipumep 2

N=1724

ITaITME€HTHI, nonyanHme
JICYCHHE B JIBOMHOM
CJIETIOM JHu3aiiHe
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"O6 yTBEpXAeHWM MpaBun Hagnexallen KIMHUYECKON NpakKT...

[okymeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHeHnus: 23.10.2024

pexum B

pexum C

N =

N =

3aBCPIINUIIO

BEIOBLIO

HexenarenbHoe siBienue (20)

HEYJIOBJIETBOPUTEIbHBIN OTBET (32)
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PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
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"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

[Tpunoxenue N 6

K [IpaBwiiam Hajpnexaieu
KJIMHUYECKOW MpakTUKku EBpazuiickoro
HIKOHOMHUYECKOTO COI03a

OOPMA TIPEJICTABJIEHWA ITEPEYHA
IMAIIUEHTOB, JOCPOYHO ITPEKPATUBIINX ITPUEM IIPEITAPATA

VccnenoraHue N
(MnerTndmkaumsa Hadopa HOaHHEIX)

[lepeyeHb MNALMEHTOB, OOCPOYHO [IPEKPaTMBUMX [IPMEM IIpernapara

eHTp
JleueHue [MaumeHT N TIlosm BospacT Ilocmenuuy [InuTesnbHOCTb [Jlo3a Conyrcreyilomee [[pUUMHBL
BUBUT eueHyre npekKpaleHns
ViccrenyeMelll npenapaT (SKCIepMMEeHTAaJIbHBEI NpernaparT) HexemnarenbHasa
peakuusa <*>
HesddexTUBHOCTHL
npernapara
JleueHue [MaumeHT N TIlosm BospacT Ilocmenuuy [InuTesnbHOCTb [Jlo3a Conyrcreyilomee [[pUUMHBL
BUBUT JleueHue npekKpaleHns
[lpenapaT CpaBHEHUS
JleueHune MaumeHT N Tlosm BospacT IlocnenHmy JnuTenbHOCTh Jlo3a Conyrcreyoumee [IPUUMHBEL
BUBUT JleueHMre npeKpaueHns

[Inauebo
(IIoBTOPUTE OJ18 OPYTUX LEHTPOB)

[Tpumeuanue: <*> Cnenuduyeckas peakiiys, SBUBIIASCS IPUUNHON MPEKpaLeHUs pUeMa.

[Ipunoxenne N 7

k [IpaBriiam Hajnexaieu
KJIMHMYECKOW NMpakTUKK EBpa3niickoro
9KOHOMMYECKOI'0 COI03a

®OPMA IIEPEYH
I[MAITMEHTOB 1 HABJIYOAEHNH, UCKIIFOYEHHBIX
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[aTta coxpaHeHus: 23.10.2024

"O6 yTBepxaeHUM MpaBun Hagexallei KIMHUYECKON MpaKT...

N3 AHAJIN3A DOPEKTUBHOCTU

ViccrnepmoBsaHue N
(MnenTudmkaumsa Habopa HOaHHEIX)

[lepeueHb NAUMEHTOB U HaOJIIOIEeHWUN,
MCKJIOUEHHEIX M3 aHalrz3a 20bekKTUMBHOCTHU

HeHTp:
JleueHne MauveHT N [Mox BospacT VckioueH u3 [IpUUYMHEL
———————————————— -—- - HaOIOeHNA NnpeKpameHns
ViccrenyeMel npernapaT (32KCIepMMEeHTAaJIbHBEIM IIpernapart)
JleueHne MauveHT N [Mox BospacT VckioueH u3 [MpUUMHEL
———————————————— -—= ——————= HaBJIoOeHN A NpeKpaleHns
[lpenapat
CpaBHEeHUA
JleueHnue MaumeHnt N Mo BospactT VckioueH u3 [TpMYMHEL
———————————————— -—= ——————= HaBJoOeHN A NpeKpaleHns
[Inauebo
(IIoBTOPUTEL IOJI OPYTUX LIEHTPOB)
CnopaBOYHEE TaOJIMLE
KpaTrkoe oboOumeHuUe:
[Ipunoxenne N 8
K I[TpaBmiiam Hagexanei
KJIIMHUYECKOU ITPaKTUKU EBpasuiickoro
3KOHOMHYECKOI'0o COro3a
O®OPMA YUETA

YHNCJIA TTALIMEHTOB W HABJIFOJEHUI, UCKJIFOUEHHBIX
N3 AHAJIN3A DOPEKTUBHOCTU

Uccnenosanme N
(Mnentudukanus Habopa TaHHBIX )

Yucto manueHToB U HaOIIOAEHHI,
MCKJTIOYEHHBIX U3 aHaIu3a 3PEeKTUBHOCTH
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79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

Hccnenyemplii mpenapat (3KCIIEpUMEHTAIBHBIN TIpernapar) N =
Henensa

[Tpuumna 1 2 4 8

Htoro

AHaJIOTUYHBIE Ta6J'II/IHI)I JOJI2KHBI OBITH MMOATOTOBJICHBI AJIA APYTHUX I'PYIIT JICYCHHA.

[Ipunoxenue N 9

K [IpaBuiiaM HajuiexKalen
KJIMHMYECKOU MpakTuKu EBpazniickoro
YKOHOMMYECKOI'0 COI03a

TPEBOBAHUA
K PA3AEJY 11.4.2 "CTATUCTUYECKUE (AHAJIMTUYECKHUE) BOITPOCHI"
OTYETA O KIIMHNYECKOM UCCJIEAOBAHWU U TTPUJIOXKEHUA 16.1.9
K OTYETY O KIIMHUYECKOM HUCCJIIEAOBAHUU

1. Cratuctrueckuii aHaIn3

1. B npunoxxeHuun HEOOXOJUMO MPEACTaBUTH MOAPOOHOE OINHCAHUE CTATHUCTUYECKOTO aHalu3a
K10l MepBUYHON NepeMeHHOU >(PPEeKTUBHOCTH. MUHUMaNIbHbIE TpeOOBaHUS K ACTAIU3UPOBAHHOMY
OTYETY:

a) CTaTMCTUYECKas MOJEIb, JieXkallas B OCHOBE aHain3a. OHA MOAJIEKUT TOYHOMY U IOJTHOMY
OIMCaHUIO, TPU HEOOXOIUMOCTHU CO CChUIKAMHU Ha JINTEPATypYy;
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PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

0) GopmynHpoBKa HCCIETYEMOrO KIMHUYECKOTO TMPEINOIO0KEHUS, BBIPAKCHHAsS B KOHKPETHBIX
CTaTUCTUYECKUX TEPMHUHAX, HApUMED, B hopMe HYJIEBOM U albTepHATUBHON THIIOTES;

B) CTaTUCTHYCCKHUEC MCTOAbI, UCIIOJIb30BAHHBIC TJId OLCHKHU 3(1)(1)6KT3,, MMOCTPOCHUA NOBCPUTCIIbHBIX
HUHTCPBAJIOB U . B COOTBETCTBYIOIIIHMX ClIydasaX HeO6XO,Z[I/IMO YKa3bIBaTb CChUIKH HA JIMTECPATYPY,

I) AONYLICHMS, JIeKAI[Ue B OCHOBE CTATUCTUYECKHX MeTOn0B. HeoO0Xoaumo, HACKOJIBKO 3TO
MO3BOJISIIOT ~ CTAaTUCTUYECKME BBIKJIAIKH, I10Ka3aTb, 4YTO JIaHHbIE YJOBJIETBOPSAIOT  KIIIOYEBBIM
JOTYIIEHUSIM, OCOOCHHO MPH HEOOXOAMMOCTH TOITBEPKICHUS OOOCHOBAaHHOCTH 3aKiodueHuid. Eciu
3asBUTEJIEM IPOBEIEHbl OOLIMPHBIE CTATUCTMYECKHE aHAJIN3bl, HEOOXOAUMO PAaCCMOTPETh CTEHEHb HX
COOTBETCTBHS 3aIlJIJAHUPOBAHHBIM JI0 TIOJYYEHHUS pPE3YyJIbTaTOB HCCIENIOBAaHUS, M, €CIM OHM HE
COOTBETCTBYIOT APYT JAPYry, HEOOXOAMMO OIHUCATh, KAKUM 00pa3oM IIpU NOCTPOCHUU BBIBOAOB B LIEJSAX
UCKJIIOUEHUS] CyObEKTUBHOW OMIMOKU (CyOBEKTUBHOCTH) ObTM BBIOpaHBI KOHKPETHBIE BUIBI aHAIU3a.
OTO 0COOEHHO BaXKHO JJIi AHAJIU30B IOATPYII, IHOCKOJIBKY €CIM OHM HE ObUIM 3aIllIaHuPOBaHBI,
10/100HbIE aHAJIM3bl, KAaK [IPaBUIIO, HE 00ECTIEYNBAIOT HAJAECKHBIX OCHOBAHUHN JI OJJHO3HAYHBIX BBIBOJIOB.
IIpu sTOM:

€CJIM JaHHBIC O COOBITHX noaBCprajainch Hp606pa3OBaHI/IIO, CJICAYCT MPCACTAaBUTH 000CHOBaHUE
HCO6XOI[I/IMOCTI/I Hp606paSOBaHI/I$I JaHHbIX, a TaKXKXC HWHTCPIPECTALIUMIO OICHOK 3(1)(1)CKTOB JICYCHUA,
OCHOBAHHBIX Ha Hp606paBOBaHHHX JaHHBIX

O6CY)KI[€HI/IC IMpaBUJIbHOCTHU BBI60pa CTaTUCTHUYCCKUX mnpoueayp u 000CHOBAHHOCTE
CTAaTUCTUYCCKUX 3aKIIFOUCHUM 6YIIYT SABJIATHCA OTHpaBHOfI TOYKOM IJi1 CTaTUCTUKA YIIOJIHOMOYCHHOI'O
opraHa I1pu OIpcACICHNN HCO6XOI[I/IMOCTI/I IIOBTOPHOTI'O aHAJIN3a JAHHBIX

) KpUTepUd 3HAUYMMOCTH, BBIOOPDOUHOE pACIpEAeTCHUE KpPUTEpUs 3HAUMMOCTH IIpH
CIPaBEIJIMBOCTH HYJIEBOM TMIOTE3bl, 3HAUYEHUS KPUTEpUsS 3HAYMMOCTH, YPOBEHb 3HAUUMOCTH (T.e.
p-3HaU€HHE) M [POMEXKYTOUHbIE CBOJHBIE JaHHble B (opmare, TMO3BOJAIOLIEM CTAaTUCTUKY
YIIOJIHOMOYEHHOTO OpraHa OBICTpPO M JIETKO BepudUIUpOBaTh pe3ynbTaThl aHanu3za. HeoOxomumo
yKa3aTh, SBJIAIOTCS JIU p-3HAYEHUs OJTHO- UM JBYCTOpOHHUMH. HeoOxoaumo mpencTaBuTh 000CHOBaHMS
UCIIOJIb30BaHUsI OJTHOCTOPOHHUX KPUTEPHEB;

€) aHaJIU3, OCHOBAaHHBIM Ha NMpuMeHeHuu Kputepus CTbrofieHTa (t-KpUTEpHil) TOJKEH coaepkKaTb
3HA4YeHUsl t-CTAaTUCTHKH, CBS3aHHbIE C HEW CTENEeHU CBOOOJBI, p-3HAUEHHUE, BEIUYMHBI JIBYX BBIOOPOK
(rpymm), cpexHee M JUCHEPCUI0 KaXJA0M U3 BBIOOPOK, OOBEAMHEHHYIO OLIEHKY JHUCIIEPCHH.
JIOKyMeHTaIsi MHOTOLIEHTPOBBIX MCCIEN0BAaHUM, MPOaHAIN3UPOBaHHAS C IOMOILBIO JHUCIEPCUOHHOTO
aHaIM3a J0JDKHA BKJIIOYATh CIEIYIOLNE MUHUMAIbHBIE CBEACHUSA: TAaOIUIly AUCIEPCUOHHOIO aHAlN3a C
BBIJICJICHUEM LIEHTPOB, JIEKaPCTBEHHBIX IpenaparoB, 3¢p¢dexra B3auMMOIEHCTBHS OSTHUX (HAKTOPOB,
OCTaTOUHYI0 M 00uIyto aucnepcuu. s ucciaenoBaHUl € MEPEKPECTHBIM JAHU3ailHOM JOKyMEHTalus
JOJDKHA BKJIIOYATh CBENEHUS O IOCIEeNOBATEIbHOCTSX BKIIOYEHHS MAllMEHTOB, MAI[MEHTaX BHYTPH
MIOCJIEZI0BATENBHOCTEN, UCXOAHBIX 3HAUEHUSAX B Hauaje KakJI0ro Mepuoja, OTMBIBKE U JJIUTEIBHOCTH
OTMBIBKH, BBINAJIEHUSX B TEUEHHE KAXKAOr0 TNepuoja, JIEKapCTBEHHBIX IpenapaTax, Iephojax,
JUCTepCUuH, OOYCIIOBICHHOM B3aUMOJIEHCTBUEM JTHUX (AKTOPOB (JEKApCTBEHHBIX MpenaparoB H
MIEPUOJIOB), OCTATOYHOM M oOmied nucrnepcusix. [[nsg Kaxaoro MCTOYHMKA M3MEHYMBOCTH, HCKIIOUYast
o0uIyl0 JIucnepcuio, B TabauIe HEOOXOAMMO yKa3aTh CTENEHU CBOOOABI, CyMMY KBaJpaToB, CpelHEee
KBaJIpaTUYHOE, COOTBETCTBYIOIINN Kputepuii F, p-3HaueHue u cpeiHee 3HaUEHNE CyMMBbI KBalpaToB;

)K) B Ka)I(HBIﬁ MOMCEHT H&6J’II~OJ]€HHI>1 IPOMECKYTOYHBIC CBOJHBIC OAHHBIC JOJDKHBI OTpa)XaTb
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nemorpaduueckie XapakTEepUCTUKU M JAaHHBIE, COJEpIKAIINe OTBETHI Ha JeueHue (yCpeIHCHHBIC WIIH
CTPYIIHUPOBAHHBIE HMHBIM 00pa3oM) MO KaXIO0M KOMOMHAIMM "LEHTp-BUA JjedeHus" (WK Apyromy
3JIEMEHTY U3aiiHa, HallpUMeED, OCIEA0BATEIbHOCTH).

II. ®opmaT u conepxanue TpedyemMoit HHPpOPMAIUH, [T0IaBACMOI
TI0 3aIPOCy IKCIEPTa-CTATUCTHKA YIOJTHOMOYEHHOTO OpraHa

2. B otuere KaXXI0Iro KOHTPOJIHMPYEMOT'O KIMHHUYECKOIO HCCICOOBAHUA HCO6XO,Z[I/IMO YKa3bIBaATb
MEPpCUYHNU JaHHBIX (Ta6JII/I'-IHbIe) 0 ManrMeHTax, UCI0JIb30BAHHBIX CIIOHCOPOM B CTATUCTUYCCKUX aHAJIN34AX,
n Ta6J'II/II_IBI, IMOATBCPKAAOMIUE BBIBOJAbI M OCHOBHBLIC HaXOIKH. OTH IEPECUHN HaHHBIX Tpe6y10TCH
CTaTUCTHUKY YIOJIHOMOYCHHOI'O OpraHa, IIO3TOMY YIIOJJHOMOYCHHLIC OpraHbl BIIPpABC 3aIlpOCUTL Y
CIIOHCOpa MpEACTAaBUTL 3TU IIEPECUYHHU B JICKTPOHHOM BHUC.

[Tpunoxenue N 10

k [IpaBriiam Hajuiexxamen
KJIMHUYECKON mpakTuku EBpazuiickoro
SKOHOMMYECKOT'O COI03a

ITIEPEYEHD
ITOITPABOK K PA3IEJIAM KIIMHUYECKOI'O UCCJIEAOBAHUN A, KOTOPBIE
PACCMATPUBAIOTCA KAK CYIHECTBEHHBIE

1.B CJIydac BHCCCHHA W3MCHCHHUI B pasaciibl IPpOTOKOJIA KIMHUYCCKOIO HMCCICAOBAHWA CIIOHCOP
IJIL PAaCCMOTPCHUA IIOIMPABKU B Ka4dCCTBEC CymeCTBeHHOﬁ AaCT OLCHKY 3HAYUMMOCTH IIOIIPpaBKHU B
OTHOIICHHWU PHCKAa U OXKHIAeMOM II0JIb3BI JJIS IMallMeHTa HCCIICOOBaHUsA, a TAKXC HayIIHOI\/II OEHHOCTH
HUCCICIOBaAHUA.

2. HOHpaBKI/I K pasaciaM KIMHHUYECKOTO HCCICAOBAHHA CUHUTAIOTCA CYIMICCTBECHHBIMHU, €CJIM OHU
MOTYT IIOBJIUATH HaA:

a) 6e30macHOCTh WK (PU3UIECKOE JIMOO0 MCUXUUECKOEe OJIaronoiyane maiueHTa;
0) HayYHYIO [IEHHOCTh MCCIIE0BaHUS.

3. CyulecTBeHHBIMU MONpPaBKaMHM K pas3jeliaM KIMHUYECKOTO0 HCCIEAOBAHUS MOTYT SBISATHCS
clieAyromne n3MeHeHus <1>.

<I> HpO‘H/IC N3MCHCHUA K pa3acjiaM KIMHUYCCKOTO UCCICAOBAHUS CHUTAIOTCA HCCYIIICCTBCHHBIMU.

4. I3McHeHus B IMPOTOKOJIC UCCIICAOBAHUA (I/ICHLITaHI/ISI)Z

OCJIb UCCIICAOBAHNMA,
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JIHM3aliH UCCIICIOBaHMS,

UH(POPMHUPOBAHHOE COTJIACHC,

nporeaypa oTéopa cyobeKkToB (MMalMeHTOR);

nokazarenu 3PpPEeKTUBHOCTH;

cxeMma 3abopa OMoIOrHYecKux 00pasIoB;

No0aBJICHUE WM UCKITFOUYEHUE TECTOB MIIU TIOKa3aTelIeH;
KOJIMYECTBO CYOBEKTOB (TIAIIMEHTOB);

BO3PACTHOM JMAaIa3oH CyObeKTOB (MAIUEHTOB);

KPUTEPHUU BKITFOUCHUS;

KPUTEPHH HEBKJIFOUCHHUS,

MOHUTOPUHT O€30ITaCHOCTH;

MPOIOJDKUTEIBHOCTh MPUMEHEHHSI UCCIICAYEMOTO TIpernapara;
U3MEHEHHE JI03UPOBAHMSI HCCIIEAYEMOTro Tpenapara;
U3MEHECHHE TIpernapaTa CpaBHEHUS;

CTaTUCTUYECKHUI aHaJIHU3.

5. 3MeHeHus, CBSI3aHHBIE C OpraHU3aIie KIMHUYECKOTO UCCIIeI0BaHUS:

3aMCHa OTBETCTBCHHOI'O HUCCICI0BATCIIA U IIPUBJICYCHUC HOBBIX OTBCTCTBCHHBIX
HCCHCHOB&TCHCﬁ;

3aMCHa UCCICA0BATCIIA-KOOPpANHATOPA,

3aMeHa  HMCCIIEIOBaTEeIbCKOrOo  IIEHTpa (MEAMLUUMHCKOW  OpraHM3alliu) WIM  Jo0aBlieHHe
JIOTIOJTHUTEBHBIX HCCIIEI0BATEIbCKUX EHTPOB (MEIUIIMHCKUX OpraHU3alnii);

3aMCHa CIIOHCOpa UJIn O(I)I/II_[I/IEU'ILHOFO MNpEACTaBUTECIIA CIIOHCOPA,

3aMCHa KOHTpaKTHOfI HCCHCHOBaTGHBCKOﬁ OopraHusanuu, OTBETCTBCHHOI 3a BBIMOJHCHUE BaXKHBLIX
3aa4 B paMKax UCCICAOBAaHNA,

HU3MCHCHHC yC.]'IOBI/Iﬁ 3aBCPIICHUA UCCIICIOBAHMA.
6. I/IBMCHCHI/ISI, CBA3aHHBLIC C UCCIICAYCMBIM MPLCIIapaTOM:

MaTepuana epBUYHON yIIaKOBKH;
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IIPOU3BOIUTEIIA JCUCTBYIOLIETO BEIECTBA;
IIPOM3BOJCTBEHHOIO ITPOLEcca IEHCTBYIOIIETO BEIECTBA;
cnennduKanuii 1eHCTBYIOIIErO BEIIECTBA;

IIPOU3BOJICTBA UCCIEAYEMOTO IIpernapara;

crenu(UKauy UCCIIeyeMOoro Ipenapara,

cnenuUKanuii  BCIIOMOTATEIbHBIX BEIIECTB, KOTOPBIE CIIOCOOHBI MOBIMUATH Ha JICHCTBHE
JICKapCTBEHHOTO Ipenapara;

CpOKa XpaHEHUs, BKJItOYast IEPUOJl IPUMEHEHHUS I0CIIEe IEPBOT0 BCKPBITUSA U (WIIN) pa3BEICHHUS;
CYIIECTBEHHBIX M3MEHEHUH COCTaBa MCCIEAYEMOrO IIpenapara;

YCIIOBUM XpaHEHMUS;

METOJIMK HCCIIEI0OBaHUI aKTUBHON CyOCTaHIINM;

METOJMK HCCIIEI0BaHUI HCCIIENYEMOTO IIpenapara;

METOAMK UCCIIE0BaHUI He(hapMaKOIEHHBIX BCIIOMOTaTeIbHBIX BEIIECTB.

7. I/I3M€HCHI/I5{, CBA3aHHBIC C AJAHHBIMH JOKJIIMHHYCCKHX I/ICCJ'IGI[OBaHI/Iﬁ H COIIPOBOXAAOIIHUCCA
U3MCHCHUECM OLICHKHU COOTHOIICHUA I10JIb3a-pPUCK. HOHpaBKI/I JaHHBIX JOKJIIMHUYCCKUX
(bapMaKOHOFI/I‘ICCKI/IX N TOKCHKOJOIHYCCKHX I/ICCJ'ICIIOBaHI/Iﬁ B OTHOLICHHU TCKYHNIUX KIIMHUYCCKUX
HCCHGHOB&HHﬁ, KOTOPBIC COMPOBOXKIAAIOTCA M3MCHCHHEM OLCHKU COOTHOLICHUS I10JIb3a-pUCK, B TOM
YHUCJIC B OTHOIICHHUM

pe3yIabTaTOB HOBBIX (hapMaKOJIOTUYECKHUX UCCIIETOBAHMIA;

HOBOM MHTEPIIPETAINU CYIIECTBYIOMNX (HapMaKOJIOTHIECKUX UCCIICOBAHMIA;
pe3yJIbTaTOB HOBBIX TOKCHKOJIOTHYECKUX UCCIEOBAHMI;

HOBOW MHTEPHPETALUHU CYIIECTBYIOIIMNX TOKCUKOJIOTMYECKUX UCCIIEI0BaHUN;
pe3yJIbTaTOB HOBBIX UCCIEAOBAHMI JIEKAPCTBEHHBIX B3aUMOJICHCTBUM.

8. I/ISMGHGHI/IH, CBA3aHHBIC C JAaHHBIMH KIHMHHYCCKHX PICCJ'IGI[OB&HPII’I U COIIPOBOXIAOMINCCA
HU3MCHCHUEM OLICHKKW COOTHOIICHHA IT0JIb3a-PHCK. HOHpaBKI/I B KIIMHHUYCCKOM HCCICIOBAaHUH, a TAKXKC
IOIMpaBKU NAaHHBIX, 0T06pa>1<a}0mnx OIIBIT TIPUMCHCHUA MpClapara y 4YCJIOBCKA, KOTOPBIC SABJIAIOTCA
BAXHBIMH JJIA TEKYHIUX I/ICCHG,ZIOBaHI/Iﬁ n  COIIPOBOXIAIOTCA HM3MCHCHHUEM OLCHKHW COOTHOIICHHA
MoJIb3a-pUCK. HaanMep, B OTHOIICHHMH

6630HaCHOCTI/I, CBSA3aHHOM C KIMHHYSCKHM HCCIICOJOBAHUEM HJIM  OIIBITOM  IMPUMCHCHUA
HCCICAYCMOTIO JICKAPCTBCHHOI'O IMMPETIapaTa y 4CJIOBCKaA,
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PE3YyJIbTAaTOB HOBBIX KIIMHUYCCKHUX (bapMaKOJIOI‘I/I‘-IGCKI/IX HCCHGHOB&HHﬁ;

HOBOM HHTEPIIPETAINH CYINECTBYIOIUX KIMHUYCCKHUX (bapMaKOJ'IOFI/ILIeCKI/IX HCCHeﬂOBaHHﬁ;
PE3YyJIbTAaTOB HOBBIX KIMHUYCCKHUX HCCHCHOBaHHﬁ;

HOBOM HHTEPIIPETAIU CYIHNCCTBYIOUX TaAHHBIX KIIMHUYCCKHUX I/ICCJIG,HOBaHPlﬁ;

HOBBIX JAHHBIX 110 OIBITY HPUMCHCHHUA UCCIICAYCMOTI'O IPCIiapaTa y 4CJIOBCKaA,

HOBOW MHTEPIPETALNH CYIIECCTBYIOIIMX JaHHBIX MO ONBITY MIPUMEHEHUS UCCIEIyeMOro npemnapara
y 4eJIOBEKa.

9. Tlopsamok paccMOTpEeHMsI PEryJIsSTOPHBIMU OpraHamMH IIONPaBOK K pasjienaM KIMHHYECKOIOo
WCCTIEIOBAHUS OMpeAeaeTcss TPEOOBAHMSIMU B COOTBETCTBMU C HAIMOHAIBHBIM 3aKOHOJATEIHCTBOM
roCy/1apCTB - WieHOB EBpa3uiickoro S5KOHOMHUYECKOTO COI03a.

[Tpunoxenue N 11

k [IpaBriiam Hajuiexxamen
KJIMHUYECKON mpakTuku EBpazuiickoro
SKOHOMMYECKOT'O COI03a

TIIOPSII0K
TTPEICTABJIEHVS HHOOPMALIVH 110 BE3OITACHOCTH B XOJIE
KJIMHUYECKUX UCCJIEJIOBAHUI

1. O6s13aHHOCTH CITIOHCOPA IO NMPEACTABICHUIO UHPOPMALIUU
10 6e30MacHOCTH B XOJI€ KIIMHUYECKOTO UCCIIEI0BaHUS

1.1. Opranu3anus CUCTEMbl TMCbMEHHBIX CTaHJIAPTHBIX MPOLEAYP.

CnoHCOp HeceT OTBETCTBEHHOCTD 3a OPraHU3allMI0 CUCTEMBI MMCbMEHHBIX CTaHJAPTHBIX MPOLELYP
B Lensix o0ecrneueHuss TpeOyemMoro YpOBHsS CTaHJApTOB KauyecTBAa IPH BBINOJIHEHUU (DyHKUIUN
JOKYMEHTUPOBaHMs, cOOpa JaHHBIX, BaJMJAlMM, OLIEHKH, AapXUBUPOBAHMs, pPEMNOPTHUPOBAHUA U
MIPEJICTAaBICHUS TOCHeayomeld HWHGOpPMalUd 1O BBISBISEMBIM HEXKENATeNbHBIM peakUuusM MpH
MIPOBEACHUH KIMHUYECKUX UCCIICTOBAHUMN.

1.2. CpOK MMpEaACTaBJICHUA I/IH(I)OpMaLII/II/I 0 CEPBHE3HBIX HCIIPCABUACHHBIX HCKCIIATCIIbHBIX PCAKIIUAX.

1.2.1. CrnoHcOp IOJKEH MNpeACTaBIATh HMHPOPMALUI0 000 BCEX CEPbE3HBIX HENPEABHICHHBIX
HexenatenbHbIX peakuusax (CHHP) na uccienyemslit mpenapar, BBISIBIEHHBIX B XOJA€ KIMHUYECKHX
UCCIIeIOBAaHHM, OJOOpPEHHBIX K IMPOBEACHUIO B TOCYAApPCTBE - WieHe EBpa3zuiickoro 3KOHOMHUYECKOIO
coro3a (manee - Coro3) B yIIOJTHOMOUYEHHBIN OpraH rocyaapcTsa - wieHa Cor3a, Ha TEPPUTOPUE KOTOPOTO
IIPOBOAMTCS KIIMHUYECKOE MCCIEN0BaHNE UCCIEAYEMOTO MpenaparTa, 1 JKCIEPTHBIA COBET OpraHU3aluH
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(HezaBucumblii aTnueckuit komurer) (panee - 9CO (HOK)) cooTBETCTBYIOMNX KIMHUYECKUX LIEHTPOB B
cootBeTcTBUU C nporeaypamu DCO (HOK):

HE M03/1Hee 7 KaJeHJapHBIX JHEH C AaThl moxydeHus uadopmammu o Beisisaennn CHHP, B cirydae
€CJIM OHM IIPUBEJIHA K CMEPTH WJIU NPEACTABIIIN YIPO3Yy [UIsl )KU3HH;

He mo3aHee 15 KaneHmapHbIX IHEH c maThl nmomydeHus uHpopmaruu o BbisiBieHun CHHP mms
OCTaJIbHBIX CEPHE3HBIX HENPEABUICHHBIX HEXKENIATEIbHBIX PEAKIIHH.

1.2.2. B cny4yae oTCyTCTBHUSL y CIIOHCOpA MOJHON MH(OpMAIMK Ha ATy MPEICTaBICHHUS CPOYHOTO
COOOIIEHHS O CIy4ae CMEPTH WIM Ppa3BUTHU JKU3HEYTPOXKAIOIIETO COCTOSHHS — CIIOHCOPOM
NPEINPUHUMAIOTCS MEphl M0 TOJIYYEHHIO TOJHOW MH(pOpMamu, KOoTopas mHpeacraBisercs B (opme
MOCJIEAYIOIIETO CPOYHOTO COOOIIEHUS] O BBIBICHHOW CEPbE3HOW HENpEeIBUACHHON HEXEeNaTeIbHOM
pPCaKuu HE MMO3JHEC 8 KaJICHAAPHBIX IIHeI71 C AaThbl IPEACTABIICHUA IICPBUYHOTO COO6IIICHI/I$L

1.2.3. B ciy4ae moiy4eHus: CIOHCOPOM HOBOM 3HaYMMON MH(OPMAIIMH MO BBIABICHHOW Ccepbe3HON
HENPEIBUICHHOW HEXENIaTeIbHON peaKIuy JaHHas WHQPOpMAIUs J0DKHA OBITh TIpECTaBiIcHa B (hopme
MOCIIEAYIOIIETro COOOIIEeHNUs B TeUeHue 15 KaneHIapHbIX THEH ¢ JaThl €€ MOTyYeHHUS.

1.2.4. TpebGoBanust 1O TPEACTABICHUIO HHODOPMAIMK O CEpPhE3HBIX  HEMPEABHICHHBIX
HEKENATEIbHBIX PEaKIHsIX pPAaCHpOCTPaHSIOTCA Ha WCCIEAYeMbI IperapaTr, BKIIOYas IpenapaT
CpaBHEHUS U TIaIe0o.

1.3. TpeboBanus kK HHGPOPMAITUHU O CEPHE3HONM HENPEIBUICHHON HEXKETIATSIIbHON PEeaKIInH.

1.3.1. Tpebyemas MuHMMAaNbHAs WHPOPMAIUS O CEPHE3HOH HEMPEABUICHHON HEXeNaTenbHOU
peaxiuu.

MunumanbHast MHQOpMaLKs NPy NPEICTaBICHUN B YCTAaHOBJIECHHBIE CPOKH MEPBUYHOTO CPOYHOTO
COOOIIEHNUs O BBISIBIICHHON Cephe3HON HETpeIBUACHHOM HEXeNaTelbHOM peakiiuy BKII0YaeT:

yKa3aHHE TMOJ03PEBAEMOr0 HCCIEAYeMOro INpenapara, HACHTU(UKAIMOHHBIA KOJA CyObeKTa
HCCIEA0BaHMS, Y KOTOPOIO pa3BUIIACh HEXKeNAaTeIbHasl PEaKIIts;

OIHMCcaHue HEXeIaTeIbHOMN p€akuuu Wik €€ HCXO0Ja, KOTOPBLIC OMNPCACICHBI KaK CCPbC3HLBIC H
HEMIPCABUACHHLBIC U JIS1 KOTOPBIX IMMPEAIIOJIaracTcd HaJIuuue HpI/I‘-II/IHHO-CJ'IeI[CTBeHHOI\/'I CBsA3U C IPUEMOM
HCCIICAYCMOTIO MMperiapara,

pe3yiabTaT OUCHKHU HpH‘{HHHO'CHeI[CTBeHHOﬁ CBs3U,

HCTOYHHUK IOJIYYCHHA I/IH(i)OpMaIII/II/I 0 HEeXeIaTeIbHOU p€aKkuuu, I/II[@HTI/I(bI/IKaHI/IOHHHﬁ HOMCED
COO6I_I_ICHI/I${ 0 HEXellaTelIbHOU pCaKkuuu, HpI/ICBOCHHHﬁ CIIOHCOPOM;

HOMEp MPOTOKOJIA UCCIIET0BaHNUS.
1.3.2. [TonHas uabOpMAaIUs O CEpbe3HON HEMPEIBUICHHON HEXEIATSIIbHON PEaKIIUH.

Crnenyer obecreuuTh MOCIEAYIOMMNA cOOp M TpEeACTaBICHUE IOJHOM HHPOpPMaLUU O ciydae
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Cepbe3HON HETPEABUICHHON HEXeNaTeIbHON peaKllii, KOTOpas JOJDKHA COOTBETCTBOBATH TPEOOBAHUSIM
pyKOBOJACTBA MeEXIyHapOAHOW KOH(MEpPEeHIIMH 1O TapMOHHU3alHMK "YTpaBlIeHUE JaHHBIMHU 10
0€30MacHOCTH - D3JEMEHTHl JAHHBIX JJIA T[epelaadyd COOOIIeHWH 00 WHAWBHIYAIbHBIX CIydasx
HEeXeJaTeNbHbIX peakiuii' E2B.

1.4. CnpaBoynas uHdopmarius mo 6€30MmacHOCTH.

1.4.1. CnpaBounas uHdpopMalus 1mo 6€30MacHOCTH HCCIICyeMOro Mmperapara.

B uensx omnpeneneHuss NpeABUIACHHOCTH BBISBICHHONM B XO0J€ NPOBEICHUS KIMHUYECKOTO
HCCICIOBAaHUS CEpbE3HOM HexenatenbHoW peakiuu (mainee - CHP) wa wmccnmemyemsbiii mpemnapar
UCIIOJIb3YETCS IeHCTBYIOIIast Ha Aaty BeisiBiieHus CHP Bepcust OpomIrophl Hecae10BaTeNs.

1.4.2. CmopaBounas wuH(popMarmsi 1o O€30IaCHOCTH 3apErHCTPHUPOBAHHOTO JIEKAPCTBEHHOTO
npernapara.

B uensx onpeneneHus NpeIBUACHHOCTH, BBISIBICHHOW B XOJI€ IPOBEICHUS KIMHUYECKOTO
UCCIEAOBAHUS  CEPhE3HOM  HEKENATeIbHOM peakluu Ha HCCIEAyeMbld Mpenapar, KOTOPbIH
3aperucTPUpOBaH Ha Tepputopuu ctpanbl BbisiBiieHus CHP, ucnone3yercss neiicTBylomias Ha naTy
BBISBJICHUS HEXKENATEIBbHON PEAKIIMU BEPCHS HHCTPYKLIMU 110 MEAULMHCKOMY IIPUMEHEHUIO.

1.5. IIpeacraBnenue nHOM MHPOPMAIUH 110 OE30MACHOCTH.

CrioHcop JTOJKEH B TeueHue 15 KajieHnapHbIX AHEW C JaThl MOTy4eHUs HHGOpMAIUU MPEACTaBUTh
B YIOJHOMOYEHHBIH opraH rocyaapctBa - wieHa Coro3a u OCO (HDK) coorBercTByrOmmx
UCCIIEIOBATENLCKUX IIEHTPOB B cOOTBeTcTBUU ¢ mpouenypamu DCO (HOK) unyio mHdpopmanuio mo
0€30MacHOCTH, KOTOpasi MOKET M3MEHSTh OLIEHKY COOTHOIICHUS TOJIb3a-PUCK HCCIETyeMOro mpernapara
00 CIY)XKUTh OCHOBaHUEM JJI1 U3MEHEHUN B PEKOMEHIAIUSX 110 €r0 Ha3HAUEHUIO, a TAK)KEe OCHOBAHHEM
JUI IEPECMOTPa BO3MOXKHOCTH JIaJIbHEHNILIEro MPOBEACHMS UCCIIeI0BAaHUS:

a) 0 KIIMHUYCCKU 3HAYUMMOM IPCBBINICHUN O)I(PII[&GMOIZ JaCTOTbl MW HU3MCHCHUHU XapaKTepa
OXKNAACMBIX CCPBE3HBIX HEKECIATCIbHBIX peaKuHﬁ;

6) O CCPBE3HBIX HEUPCABUACHHLIX HECKCIIATCIBHBIX PCAKIUAX, PA3BUBHINXCA y IMAOUCHTA IIOCJIC
3aBCPUICHUSA €T0 YHAaCTHA B KIMHUYCCKOM UCCJIICIOBAHUU,

B) O HOBBIX JIaHHBIX, CBSI3aHHBIX C MPOBEACHUEM KIMHHUYECKOTO MCCIEIOBaHUS UK C Pa3pabOTKON
HCCIIEAYEeMOTo Mpernapara, KOTOpble MOTYT MOBJIUSATh Ha O€30MaCHOCTH MAIlMEHTOB, TAKUX KaK:

CCPLC3HBIC HCKCIIATCIIbHBIC SBJICHUA, CBA3AHHBIC C HpOI.I@,HypOfI IMPpOBCACHUA UCCIICAOBAHUSA, HaA
OCHOBAaHUU KOTOpOI\/'I Tpe6yeTC$[ BHECCHHEC M3MCHCHUU B IMPOTOKOJ IMMPOBCACHUA UCCIICAOBAHMA,

orcyTcTBUe A(O(PEKTUBHOCTH UCCIEAYyeMOTo Tpernapara, NPUMEHSEMOTo TMpu MNaTOJOTHH,
MPEJCTABIISIIONICH YIrpO3y I )KU3HH;

HOBbIE Ba)KHBIE JIaHHBIE IO OE30MAaCHOCTH, MOJYYEHHbIE B XOJ€ HEAABHO 3aBEPIIUBIINXCS
WCCIIC/IOBAaHMI Ha >KUBOTHBIX (BBISBIICHHBIA KaHIEPOTeHHBIH d(O(EKT W aHaJOrHMYHBIE MO TSDKECTH M
BaXHOCTH 3P PEKTHI);
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MPEXICBPEMEHHOE TMPEKPAIICHUE WM MPUOCTAHOBKA MCCIEIOBAHUS B JIPYroil crpane (CTpaHax),
00yCIOBJICHHbIE U3MEHEHHEM B OIICHKE 0€3011aCHOCTH aHAJIIOTMYHOTO HCCIIEAyeMOro Mpenapara;

HWHBIC NAHHBIC I10 6630HaCHOCTI/I, KOTOPBIC U3MCHAIOT COOTHOHICHUC II0JIb3a-pUCK IJIA Cy6'b€KTOB
HUCCICIOBaHUAI,

I‘) 0 pCKOMCHAAUAX KOMUTETA 110 HE3aBUCUMOI OLICHKC PE3YJIbTATOB KIIMHUYCCKOI'O UCCIICAOBAHUA
B OTHOILI€CHHH OLICHKH 0e3omacHOCTH HCCIICAYEMOTI'0 IIpe€rapara.

1.6. ®opma nipencraBiieHus THGOPMAIIMH 110 O€30MaCHOCTH.

1.6.1. ®opma mnpejacraBieHuss HHQOPMAIMK O CEPHE3HBIX HEMPEIBUACHHBIX HEXKEIaTeIbHbBIX
peaklusaX B YIIOJIHOMOYEHHBIE OpraHbl rocyaapcets - wieHoB Coroza u 9CO (HOK).

Wudopmaiiis 0O cepbe3HbIX HEMPEIBUICHHBIX HEXENATeNbHbIX PEaKIHsIX TMPEACTaBIsSETCS B
YIIOJTHOMOYEHHBIE OpraHbl rocynapcets - wieHoB Coroza u 9CO (HOK) cnoncopoMm B ¢popme cooOmieHus
0 HexenarenpHOM peakuuu. Dopmar CcOOOIIEHHH JOKEH COOTBETCTBOBAaTh  PYKOBOJICTBY
MexayHapoaHod KOH(EpEeHIMH 10 TapMOHW3aluu "YIpaBieHHE [JaHHBIMH 1O O€30MacCHOCTH -
AJIEMEHTHI JAHHBIX JUIS Mepeayu cOOOUIeHU 00 MHAMBUAYAIBHBIX CIy4asX HeXelaTeNlbHbIX peakiuil”
E2B.

1.6.2. ®opma mnpencrtaBieHuss WHPOPMALMU O CEPbE3HBIX HEMPEABUACHHBIX HEKEIATEIbHBIX
PEaKIHSIX UCCIICIOBATEIISIM.

Nudopmans 0 cepbe3HBIX HENMPEABUACHHBIX HEXKENIATEIbHBIX PEaKIMsIX MPEACTABISICTCS
UCCIIeIoBaTeNsIM B 0000IIEHHOM BUJE B (hopMe MepeuncaeHus] ¢ KPaTKUM OMHMCAHUEM HexKelaTeIbHbBIX
peaknmii 3a TMepHo, MPOAODKUTEIFHOCTh KOTOPOTO JIOJDKHA ONpEAETAThcs mpoduieM O0e30macHOCTH
HCCIIElyEMOI0 IMpernapaTra M KOJMYECTBOM BBISBISEMBIX CEPBE3HBIX HEOKHUIAHHBIX HEXKEIaTEIbHbBIX
peakuuii. J{aHHBIM TEpPedYeHb TOJKEH COMPOBOXKAATHCA KPATKUM 3aKIIOUEHUEM [0 TEKYIIEH OIEHKE
npodusst 6e30MacHOCTH 32 OTUYETHBINA IEPUO.

1.6.3. ®opma nmpeacTaBIeHUsI HHOW HHPOPMALIMU 110 0€30MaCHOCTH.

Wnas uHpopManus no 0€30MaCHOCTU B COOTBETCTBUM C IYHKTOM 1.5 HACTOSIIEro MPHIIOKEHUS
IPEJCTaBIsETCA B YIOJHOMOUYEHHBIE OpraHbl rocynapct - wieHoB Coroza u 3CO (HOK) cnoncopom B
MMCbMEHHOM BHJI€ C YKa3aHWEM Ha3BaHMUS KIMHUYECKOIO WCCIEIOBaHMUs, HOMEpa IpPOTOKOIa
HCCIIEIOBAaHMSI U KPaTKOT'0 OMUCAHUsI HOBOM MH(popMauy no 6€30MacHOCTH.

1.7. Obnactp pacnpocTpaHeHus TpeOOBaHUS 110 MpeICTaBIeHUIO HH(OpMAIIK 110 6€30MaCHOCTH.

1.7.1. TpeOGoBaHus 1O TPEACTABICHUIO HH(OPMAIMK IO  BBISBIEHHBIM  CEPbE3HBIM
HENpeIBUICHHBIM HEXeNaTeIbHbIM peakuusM U MHOW HH(opManuu mo 0e30MacHOCTH HCCIIETyeMOro
IpernapaTa B COOTBETCTBUM € NOANYHKTaMH 1.2 - 1.5 HacTOALIEro MPUIIOKEHUS PAaCHpPOCTPAHSAIOTCS B
OTHOIICHWN KJIMHUYECKHUX HCCIEAOBaHUN, 0JOOPEHHBIX K NMPOBENEHUI0 HA TEPPUTOPUM rOCynapcTBa -
yneHa Coro3a Ha Bce HCCIENI0BAaTENbCKUE LEHTPBI, B KOTOPHIX CIIOHCOPOM JHOO €ro mapTHEpoM Ha
JIOTOBOPHOW OCHOBE BBINOJIHAETCS KIMHHYECKOE MCCIIEIOBAHUE HCCIENYEMOrO Iperapara, BKIOYas
HCCIIEI0BATENbCKHUE LIEHTPHI, PACIIOJI0KEHHBIE HE HA TEPPUTOPUH TOCYapcTB - wieHoB Coro3a.

www.consultant.ru Crpanuua 115 un3 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

1.7.2. TpeOGoBanus 1O TPEACTABICHUIO HHGOPMAIMM IO  BBIABICHHBIM  CEpPhE3HBIM
HETIPEIBU/ICHHBIM HE)KENAaTeIbHBIM DEaKIHUsIM B COOTBETCTBHM C TIIOANYHKTOM 1.2 HacTosAIIero
MPUIIOKEHUST PACTIPOCTPAHSIOTCS HA BBINOJHAEMBIE CIIOHCOPOM JHOO €ro mapTHEpOM Ha JIOTOBOPHOM
OCHOBE KJIIMHUYECKHE MWCCIIeIOBAaHUS, OJ0OpEeHHBbIE Ha TEPPUTOpPHU rocyaapctBa - uieHa Coros3a, B
KOTOPBIX UCCIIEYEMBbIi Mperapar BKI0YaeT OJHO U TO XKe JHCTBYIOIIEe BEIIECTBO, BHE 3aBUCUMOCTH OT
JIEKapCTBEHHOM (HOPMBI, JOZUPOBKH, PEKMMA JI0O3UPOBAHMS U ITOKAa3aHUI K IPUMEHEHHIO.

1.8. Cepbe3HBIe HEXECJIATCIIbHBIC PCaKIIUH, HE CBA3aHHBIC C UCCIICAYEMBIM IIpCIIapaToOM.

I/IH(l)OpMaHI/II-O O CCPBE3HBIX HEKCIATCIBHBIX PCAaKIHAX, KOTOPBIC BBIABJICHBI IIPU IIPOBCIACHUU
KIIMHUYCCKOIO HCCIICAOBAHUSA, JId KOTOPBLIX ONPECACTIACTCA B3aMMOCBA3bL C 3apCrUCTPUPOBAHHBIMU
JICKApCTBEHHBIMU ITp€riapaTaMiy, HEC ABIAIOMIUMUCA HCCICAYEMBIMHU IIp€liapaTaMd W Ha3Ha4dYaCMbBIMU B
Ka4dCCTBC COHyTCTBYIOL[IGfI TCparunu, IMpU OTCYTCTBUH PCAKIHUU BBaHMO[[ef/'ICTBI/ISI C HCCICAYCMbIM
npenapaTroM CIIOHCOPY CIICAYET NPCACTABIIATE B YIIOJIHOMOYCHHBIC OpTraHbl IrOCYAapCTB - YJICHOB Coroza
WX  COOTBCTCTBYIOIIMM  ACPKATCIIAM  PCTUCTPALMOHHBIX y,I[OCTOBepeHI/Iﬁ B COOTBCTCTBUU C
3daKOHOAATCIBCTBOM 3THUX I'OCYAAPCTB - YICHOB Coro3a.

1.9. PackpbITHE paHIOMU3AIIMOHHOTO KOJIA.

1.9.1. TpeboBaHus 1O PACKPBITUIO PAHIOMHM3AIMOHHOTO KOJa B Cllydae CEpbe3HOU
HENpeIBUICHHON HEeXXeJaTeNIbHOM peaklnu.

B ciyyae nony4deHus: COOOIIEHUS O HeXelaTeIbHOM SIBICHIH, KOTOPOE OLIEHUBACTCS KaK cephe3Has
HETIpeBUJICHHAsI HEXeaTelIbHasl PeakIiusi, CIOHCOPOM BBINMOJIHACTCS PACKPBITHE PAHIOMHU3AIMOHHOTO
KOJIa HEIMOCPEICTBEHHO MO CYOBEKTY HCCIIEIOBaHUS, Y KOTOPOTO pa3BWIIACh JaHHAS HEXellaTelbHas
peakius. CIIOHCOPOM BBINIOJNHSCTCS TPEOOBAHUS B COOTBETCTBHUHM C IOAITYHKTOM 1.2 HACTOSIIETO
MIPUJIOKEHUS TI0 CPOYHOMY MPEICTaBICHUIO MH(OpPMAlMKU O BBISBICHHON CEPhE3HOI HEeIpelIBHICHHOM
HEe)XKeJlaTeJIbHON peakuy B YIOJHOMOYEHHBIN opraH rocyjapcersa - uieHa Coro3a ¢ y4eToM pe3ysibTaToB
packpbITHsl KoAa paHaomMu3auuu. [Ipm 3TOM CIIOHCOPOM MOKET COXPAHATHCS OCJEIUIEHHE 0 TaKUM
ciy4JasiM IS JIUI, OTBETCTBEHHBIX 3a JajbHEHIee TMpPOBEAECHNE KIMHUYECKOTO HCCIeIOBaHUS
(Hampumep, MOHUTOPOB, UCCIIEZIOBATENICH ), a TAKKE OTBETCTBEHHBIX 32 00paboTKy AaHHbIX. MH(DopMaiius
M0 HEXEJIATeIbHBIM PEAKIMsIM C PACKPBITUEM PaHIOMHU3AIMOHHBIX KOJOB CYOBEKTOB HCCIEIOBAHUS
JIOJKHA OBITH JOCTYNHA JIMIIAM, OTBETCTBEHHBIM 3a BBINOJIHEHHE TPEOOBAHHI IO MPECTABICHUIO
nH(poOpMaui 0 HEXeNaTeIbHBIX PEaKIMsIX B YIMOJHOMOYEHHBIE OpraHbl rocyaapcTB - wieHoB Coro3a,
MIPEJICTAaBUTENSIM YIIOJIHOMOUYEHHBIX OpraHoOB rocyaapcTs - wieHoB Coro3a; wienam DCO (HOK), unenam
Komurtera mo He3aBUCHMMOW OIEHKE pe3ylIbTaTOB KIMHUYECKOTO HCCIICNOBAHMS WM WHBIM JIAIIAM,
OTBETCTBEHHBIM 32 BBITIOJIHEHNE TIOCTOSTHHON OLIEHKH 0€30MacHOCTH B XOJ/I€ MPOBEICHUS KIMHHYECKOTO
uccnenoBanus. [lns wuccnenoBaTenell pacKpbITHE PaHIOMHU3ALMOHHOIO KOJA B XOJI€ BBIMOJIHEHUS
KIIMHUYECKOTO HCCIEeI0OBAaHUS BBIMOIHIETCS TOJBKO B Cly4ae, €Ci 3TO MPEJCTaBIAETCS HEOOXOIUMBIM
JUTst o0ecriedeHust 6€30MacHOCTH CyOBhEKTa NCCIIETOBAHUSI.

1.9.2. Pe3ynbTarhl pacKphITUS PAaHAOMU3AIMOHHOTO KOJIa COOTBETCTBYIOIIUM 00pa30M OTpakaroTCs
B 0a3ax JMaHHBIX CIOHCOpa M YMOJTHOMOYEHHBIX OpPraHOB rocyaapctB - uieHOB Coroza. OOHOBIICHHE
uH(popManui 1o OE30MacHOCTH B OpOIIOpe HCCIEAOBATENs BBINONHIETCS HAa OCHOBAaHWHW aHAlM3a
AaHHBIX C PACKPBITBIM KOAOM JICUCHUS.

1.9.3. Oco0Oble monyJIsIHH.
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IIpy nmpoBeneHUN KIMHUYECKUX MCCIEAOBAHUM C yYaCTHUEM MOIYJSALMH, Ui KOTOPON XapaKTepeH
BBICOKHW YpPOBEHb OCIOXHEHUH M CMEPTHOCTH, B CIIy4asX €CJIM KOHEUYHbIE TOYKM IO OLICHKE
3G (HEKTHBHOCTH MOTYT SIBJISATHCS OJIHOBPEMEHHO CEPhE3HBIMH HENPEIBHICHHBIMH HEXEIaTeIbHBIMU
peakuusMu, JUOO0 KOrja CMEepTh WJIM WHOW Cepbe3HbI HEOIAarompusATHBIA HCXOA MOMKET SIBISTHCS
KOHEYHOW TOYKOH MO OIeHKE A(PPEKTUBHOCTH HCCIEIYEeMOTo Ipernapara, JOCTOBEPHOCTh Pe3yIbTaTOB
KIIMHUYECKOTO  HMCCIEAOBAaHUSA MOXET ObITh HapylleHa TMpU CHCTEMAaTUYECKOM  PACKPBITHH
PaHJIOMHU3ANUOHHBIX KOMOB. B 3TuX nr00 MOM0OHBIX cly4asX CIIOHCOPY MPU IMOITYYCHHH OJ00PECHHUS
MIPOTOKOJIa KIMHUYECKOTO MCCIECJOBAaHUS CIEAYET II0 COIVIaCOBAHUIO C YIOJIHOMOYEHHBIM OpPraHoM
rocynapctBa - wieHa Coro3a ONpeAenuTb, KAaKHE CEpbEe3HbIC SBJICHHUS, OOYCIOBJICHHBIE TEUCHHUEM
OCHOBHOTO 3a0ojeBaHUs, HE OyIyT MOJIekKATh CHUCTEMAaTHYECKOMY PACKPBITHIO PaHIOMU3AIIMOHHBIX
KOJIOB M CPOYHOMY TPEJCTABJICHHUI0O MH(DOpPMAIMM B YIOJHOMOYECHHBIH OpPraH TOCyAapcTBa - 4JeHa
Coro3a. B 3Tux ciydasx o0s3aTeNbHBIM SBISIOTCS Ha3HaueHUE U obecriedyeHue (yHKIMOHUPOBAHUSA
Komurera mo He3aBUCMMON OLEHKE PE3YyJbTATOB KIMHHUYECKOI'O HMCCIENAOBAHUS C LENbIO BBIOJIHEHUS
MOCTOSIHHOM OIIEHKH W aHallu3a JaHHBIX MO 0€30MaCHOCTH BBIMOIHIEMOr0 KIMHHYECKOTO HCCIeI0BaHUS
W ONpENENEHUs PEKOMEHJAlUMil IS CHOHCOpPa B YAaCTH BO3MOKHOCTH JAJIbHEWILIErO IPOBEACHUS
KJIIMHUYECKOTO HCCJEI0BAHMS, BHECEHHMS H3MEHEHUH B MPOTOKOJ MCCIEAOBAaHUS WJIM OCTAHOBKHU
KJIMHUYECKOTO UCCIIENOBAHUS.

Exerognoe npeaACTaBJICHUC I/IH(i)OpMaI_II/II/I 10 0€30I1aCHOCTH.

CrioHCOp B TE€UEHHUE BCETO CPOKA KIMHUYECKOrO UCCIEI0BAHUS JOJKEH €KETOJHO MPEICTABIIATh B
YIIOJTHOMOYEHHBIM oOpraH rocygapcrsa - wieHa (Coro3a, Ha TEpPPUTOPUM KOTOPOIO IPOBOAMTCS
KJIIMHUYECKOE UCCIIEI0BAaHUE UCCIIEYEMOT0 IIpenapaTa, IepuoANYecKuil 0T4eT (IEpUOANYECKUE OTUETHI)
1no Oe30MacHOCTU HCCIEAYEeMOro Ipernapara, COoJepKaHue KOTOpPOro (KOTOpBIX) MOJDKHO OTBEYaTh
TpeOOBaHUsAM, MPUBEICHHBIM B npuiokeHnn N 12 k IlpaBunam Hajexamied KIMHUYECKOH MPaKTUKU
EBpa3suiickoro 3KOHOMHU4ECKOI0 COI03a.

Wupopmanus 1no NEpUOIUYECKOMY OT4ETy IO O€30MaCHOCTH HCCIEeLyeMOro Ipernapara
npencrasisiercs B OCO (HOK) B ¢opme KpaTKoro H3JI0KEHUS OCHOBHOI'O COJEPIKAHHUS OTYeTa C
MIPUIOKEHUEM CTPYKTYPUPOBAaHHOTO IIEPEYHSI CEPbE3HBIX HEXKENATENbHBIX PEaKIUi COINIACHO
npwiokeHnto N 12 x IlpaBuiiaMm Haanexamen KIMHUYECKON NMPakTUKU EBpa3niickoro "5KOHOMHUYECKOTO
COH03a.

2. O0513aHHOCTH UCCIIEI0BATENS IO MPEICTABICHUIO
UH(OPMALIMH O BBISIBICHHBIX B X0/1€ KIIMHUYECKOTO HCCIeI0BAHUS
HCKECIATCIIbHBIX PCaKIUAX

2.1. IlpeacraBnenue uHGpOpMAIMH 110 O€30MIACHOCTH CIIOHCOPY

2.1.1. UccnenoBatenb AOMKEH HE3aMEUIUTENIBHO, B TeueHUE 24 4acoB C JaThl BbIsBIEHUS (1100
MoJIy4eHus: ”HPOPMAIIMH O BBISIBICHUHN) MPEICTABUTH CIIOHCOPY MH(POPMAIUIO B OTHOIICHUH CEPhE3HBIX
HCXKCJIATCIIbHBIX HBHGHI/Iﬁ, KpOMe TEX, KOTOpI)Ie onpeﬂeneHm B HpOTOKOJ’Ie nJINn B )IperM )IOKYMQHTG
(Hampumep, B OpoIIIIOpe UCCIeoBaTeNs ), KaK He TPEOYIOIIe HEMEJIEHHOTO YBEJOMIICHUSI.

[Tocne mpexacTaBieHUS CPOYHOTO COOOIIEHHMS O CEPbE3HOM  HEXKENaTeJIbHOM  SIBICHUU
UCCIIeIOBATENb JAODKEH MPEACTaBUTh CIIOHCOPY JAeTalbHOe COOO0IIeHre ¢ MoaApoOHON nHpopMalueit mo
CepbE3HOMY HEXKeNaTeJIbHOMY SIBJICHHUIO, IMO3BOJISIIOIIEH CIOHCOpPY CHAeNaTh OLEHKY HeOoOXOIUMOCTU
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nepeCMOoTpa COOTHOICHHU A IMOJIb3a-pHUCK KIIMHUYCCKOI'0 UCCICAOBAHMA.

2.1.2. HccnenoBarenb OPEACTaBISIET CIOHCOPY HH(MOPMALMIO O HEXKENIATeNbHBIX peakIusX u
OTKJIOHEHHSIX J1a00paTOPHBIX MOKAa3aTeNeid, KOTOPBIC OMPEACNICHbl B IMPOTOKOJIC HCCIICIOBAHUS Kak
KPUTHYECKHE JJIs OLEHKU Oe30MacHOCTH B CpPOKH, OIpelesieMble MPOTOKOJIOM KIMHHYECKOIO
HCCIIEIOBaHUS.

2.2. llpencraBnenne nHGoOpMaLuu Mo 6€300aCHOCTH
B YIOJIHOMOUYEHHBIE OpPraHbl rocyaapcTB - wieHoB Coro3a

I[OHOJ'IHI/ITGJ'IBHBIC Tpe60BaHI/IH o MnpeacTaBJICHUIO I/IH(i)OpMaLII/II/I O BBIABJIICHHBIX CCPBE3HBIX
HCKCJIATCIIbHBIX PCAKIUAX Ha HCCJIGI[yGMLIfI npenapar, HEC pPAaCCMOTPCHHBLIC B pPaMKaxX HACTOALICTO
IIPUIIOXKCHUSA, OIIPCACIIAOTCA 3aKOHOAATCIbCTBOM I'OCyAapCTBa - 4JIicHa Coroza.

[Tpunoxenue N 12

K [IpaBriiam Hajuiexxamen
KJIMHUYECKON mpakTuku EBpazuiickoro
SKOHOMMYECKOT'O COI03a

TPEBOBAHUA
K ITEPUOJUYECKOMY OTYETY I10 BE3OITACHOCTHU PA3PABATBIBAEMOI'O
JIEKAPCTBEHHOT O ITPEITAPATA

1. Onpenenenust

Jnst neneii Hacrosinux TpeGoBaHU UCTIONIB3YIOTCS TOHSTHS, KOTOPBIE 03HAYAIOT CIICYIOIIEE:

"Ba)KHBIM MAEHTU(PHUIMPOBAHHBIN pHCK", "BaKHBIA MOTEHUMANbHBINA puck (important identified risk
and important potential risk)" - waeHTHQUIMPOBAHHBIN WM TOTCHIMATIBHBIA PHCK, KOTOPBIH MOXKET
OKa3aTh BJIMSHHE HAa COOTHOILIEHHUE IOJIb3a-PUCK JIEKAPCTBEHHOr'O Mpernapara Ui UMETh MOCIEeICTBUS
JIS1 OOIIIECTBEHHOTO 37]PaBOOXPAHEHNS;

"mara oxoHuaHusi cObopa mannbix (data lock point)" - mara 3aBeprieHus cOopa NaHHBIX AT
BKJIFOUCHUS B IEPUOAMYECKUN OTUYET IO O€30MMaCHOCTH MCCIIeTyeMOTo TIperapara;

"3aBepIIeHHOE KIWHUYeckoe wuccienoBanue (completed clinical trial)" - knuHHUYeckoe
WCCIIEIOBaHME, TI0 Pe3yJIbTaTaM KOTOPOTO COCTABIIEH HTOTOBBIN OTYET KIMHUYECKOTO UCCIICAOBAHMS,

"unentuduuuposanubiii puck (identified risk)" - HexenatenbHOe mocneacTBue (apMakoTepanuu,
IS KOTOPOTO TMOJYYEHO aJeKBAaTHOE JJOKAa3aTeIbCTBO HAIMYMSA B3aWMOCBSI3M C IOJ03PEBACMBIM
JIEKapCTBEHHBIM IIPETapaToM;

"WHTEPBEHIIMOHHOE KIWHWYECKOe uccienoBanue (interventional clinical trial)" - xnmHMYeckoe
UCCIIeIOBaHKEe, B KOTOPOM CyOBEKTaM MCCIEIOBAHUS BBITIONHSIETCS MPOCIIEKTUBHOE HA3HAYEHHUE OJTHOTO
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WJIN HCECKOJBKHX MCIUIMHCKHUX BMCIIATCIILCTB (HaHpI/IMep, HpO(l)I/IJIaKTI/I‘-IeCKOG BMECIIAaTCIILCTBO,
Ha3HA4YCHUE JICKAPCTBCHHLIX IIPCIAapaTOB, BBIIIOJHCHUC XUPYPIrHYCCKUX BMCHIATCIIBCTB, IIOBCACHYCCKAAL
TCpanung u T.H.) C ICJIBIO OLICHKHU BJIMAHUA JAHHBIX BMCIIATCIILCTB HA MTOKA3aTCIIM COCTOSAHUS 3J0POBbBA;

"uccnenyemblid mpenapar (investigational drug)" - mpemapar, HaxoasImIUKCS B pa3paboTke
¢bapmaneBTueckor komnanue. B pamkax Hacrosimero Ilpunoxenus NaHHBIH TepMUH UMeeT Oojee
y3KO€ 3HaYCHHE 110 CPABHEHUIO C MCIIOJIb3yeMbIM B TekcTe [IpaBun Haanexaieil KIMHNYeCKON IPaKTHKU
EBpa3uiickoro 5KOHOMHUYECKOTO COI03a M HE BKJIIOUAET MPerapaThl CpaBHEHUS U TU1anedo;

"MeXIyHapoaHas JaTa OJ00peHHs pa3pabaThiBaeMoro JiekapctBeHHoro mnpemnapata’, MJIOPJIII
(development international birth date) - nata mepBoro omoOpeHus IS MPOBEICHUS UHTEPBEHIIMOHHOTO
KJIIMHUYECKOTO UCCIIEIOBaHUS B JIF0O0O0 U3 CTpaH MUPa;

"He)KeNaTeNIbHBIC SBJICHMSI, PEACTaBIIsomue 0coOblii maTEpec (adverse event of special interest)" -
HE)KENlaTeIbHOE SIBJICHUE, MMEIolIee OCOOBIH HAay4YHBIH M MEIUIMHCKUA WHTEpPEC MPUMEHHUTEIBHO K
UCCIIeIyeMOMY TIperapary WIN HCCIIE0BATEIbCKOM MporpaMMe CIIOHCOpa, KOTOPOEe MOXKET IMOTpeOoBaTh
HETPEpPHIBHOTO MOHHMTOPHHTa ¥ HE3aMEUIMTEIbHOTO WH(POPMUPOBAHUS CIIOHCOPA CO CTOPOHBI
uccnenoBarens. JlaHHbIe HeXXenaTenbHbIE SIBICHUS MOTYT OTPEOOBATh JAbHEHIIIET0 U3YUCHHS C LIEITHI0
HaJUIeXKAIIed XapaKTepUCTUKU M OICHKHA. B 3aBHCHMOCTH OT XapakTepa HEKeNaTelIbHOTO SBJIICHUS,
MPECTABIISIONIET0 OCOOBI MHTEPEC, MOXKET MOTPeOOBAThCS CPOYHOE IMpEACTaBICHUE WHPOPMAIH OT
CIIOHCOpa TpEThel CTOPOHOH (HampuMmep, YHNOJHOMOYEHHBIM OpraHaM TOCYAapCTB - YJICHOB
EBpasuiickoro sxonomuueckoro Corosa);

"HCMHTEPBEHIIMOHHOE KJIMHUYECKOe ucciemoBanue (non-interventional clinical study)" -
ucclieIoBaHue (MCIBITAHUE ), KOTOPOE COOTBETCTBYET CIICIYIONINM TPEOOBAHUSM:

JICKapCTBEHHBIM IIpenapar Ha3HA4yaeTCs B COOTBETCTBUM C MHCTPYKLUHEH II0 MEAULUHCKOMY
IIPUMEHEHHUIO;

pemICHUC O HAa3HAYCHHUU IMALIUCHTY OIIPCACICHHOIO JICUCHUA HE NPHUHUMACTCA 3apaHCC COIJIACHO
IMPOTOKOJY HCCICAOBaHUA, HO COOTBETCTBYCT HpHHfITOfI IMPAKTHUKEC, W HA3HAYCHUC JICKAPCTBCHHOTO
npemnapara 4€TKO OTACJICHO OT pCHICHUA O BKIIFOUYCHUHU ITAIUCHTA B UCCIICAOBAHNC,

K ManueHTaM HE IMPHUMCHAIOTCSA KaKue-JImoo AOMOJHHUTECIBHBIC TUATHOCTUYCCKUC UJIIN KOHTPOJBbHBIC
Ipoucaypsl, a il aHaJIM3a MOJYUCHHBIX JAHHBIX UCIIOJB3YHOTCA SMTUACMHUOJIOTHYCCKUE MCTOABI;

"oxxuaemast 3¢dexTuBHOCTD (1monb3a)" (anticipated efficacy (benefit)) - addexkTuBHOCTS (M10NIB3a),
KOTOpas elle He Obula yCTaHOBIICHA JUIS UCCIIEAYEMOT0 MPOAYKTA, HO OXKHJIAETCS UCXOAS U3 UMEIOLINXCS
3HaHUN 00 > dexTUBHOCTH (TOJIb3€) TAHHOTO Kiacca JICKAPCTBEHHBIX IMPEnapaTroB JHOO JTaHHBIX
MPEIIECTBYIONIMX KIMHUYECKUX UM JOKIMHUYECKUX UCCIIeI0BaHUH;

"mporpaMma KJIMHUYecko paszpaboTku (clinical development programme)" - COBOKYMHOCTH
KIIMHUYECKUX MCCIEN0BAaHUN OJHOTO U TOTO € MCCIEAYEMOro IpernapaTra, BHE 3aBHUCHUMOCTH OT
MOKa3aHUN K Ha3HAYEHUIO U JIEKApCTBEHHOU (hOPMBI;

"mpojoypKaromieecst KIMHUYECKoe uccienoBanue (ongoing clinical trial)' - xiaumHHYeckoe
WCCIIC/IOBAaHNE C HAYaBIIUMCS BKIIOYCHHEM CYOBEKTOB WCCIENOBAHMS, BHE 3aBUCHMOCTH OT €ro
MIPUOCTAHOBKH WJIM 3aBEPILICHUS aHaU3a, [0 pe3ysibTaTaM KOTOPOro He MOATOTOBIJIEH 3aKITIOUUTETbHBIN
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OTYET;

"moTeHIMaNbHBIM puck (potential risk)" - HexenmaTenpbHOE MOCHenCTBUE (hapMakoTepanuu, B
OTHOIICHUH KOTOPOTO HWMEIOTCS OCHOBaHUS I TMOJO3PEHUM [0 HATUYHIO B3aUMOCBSI3U C
JICKQpCTBEHHBIM TIperapaToM, OJHAKO JaHHAs B3aMMOCBS3b HaJJIeKalMM 00pa3oM He Obuia
MOATBEPIKICHA;

"peructp (registry)" - COBOKYNHOCTb JAHHBIX IO MalME€HTaM, XapaKTEPU3YIOUIUMCS KaKUM-THO0
OJIMHAKOBBIM TpPH3HAKOM (TMpu3HAKamH). JlaHHBIA MPU3HAK MOXKET MPEACTaBIATh co00i 3abosieBaHUe
(peructp 1o 3a0oyieBaHMI0) WIM CHENU(PUUECKOe BO3JIEHCTBUE JIEKAPCTBEHHOIO Iperapara
(JlekapCTBEHHBINA pEerucTp). Peructp HampaBiieH Ha MPOCIIEKTUBHBIA COOP OMpPEEICHHON COBOKYITHOCTH
JAHHBIX 10 MalMeHTaM C UCIOJIb30BaHUEM CTaHAapTHU30BAaHHOIO ONMpOCHUKA. (JIekapcTBEHHBIE PEruCTPhI
HampaBjeHbl Ha CcOOp JaHHBIX HA NPOTHKEHUU OMNPENEICHHOTO BPEMEHH MO  IOMYJISALHH,
MOJIBepraoIencs BO3ACHCTBUIO M3y4aeMOro JIEKApCTBEHHOTO Ipernaparta, W (Uiau) MO OMpeesIeHHOM
nomyysiuy. [lanreHTsl MOTyT OBITh BKJIFOYEHBI B KOTOPTHOE HCCIEAOBAaHHME I cOOpa ITaHHBIX O
HEKENaTEeNbHBIX ABICHUSX C MPUMEHEHUEM CTaHIAPTU3UPOBAHHOTO OMPOCHHKA (CTaHAAPTU3UPOBAHHBIX
ONPOCHHUKOB). PerucTpel MOTyT OBITh TMOJE3HBIMH JUIsl YCWICHHS CHUTHAlla, OCOOCHHO IS PEIKHX
HEKeNaTeNIbHBIX PeaKIuii);

"curnan (signal)" - wHbOpMAITUS, TOCTYTAIOIIAs] OT OJHOTO WJIM HECKOJIBKUX UCTOYHHKOB, KOTOpas
MpEANoJaraeT HaJMYue HOBOW MOTEHIMAIbHOW NMPUYMHHO-CIEACTBEHHOM CBS3M WJIM HOBOTO aCIIEKTa
M3BECTHOM B3aUMOCBS3HM MEXKY BO3JICHCTBUEM JIEKAPCTBEHHOTI'O Mperapara U HeXKeJlaTeIbHbIM SIBJICHUEM
WM COBOKYITHOCTBIO B3aMMOCBSI3AHHBIX HEKEJATENbHBIX SIBJICHUH, OLlEHUBAaeMas KaK JOCTAaTOYHAs IS
TambHEUITNX ACUCTBHH 10 Bepu(UKauy CUTHANA;

"CroHCOp-KCCieoBaTeNb (sponsor-investigator)” - ¢usuyeckoe JUIO, KOTOPOE HHHUIMUPYET U
BBITIOJIHSIET KJIIMHHUYECKOE HCCIIEIOBAHUE CAMOCTOSITEIBHO JHMOO C MHBIMHA HCCIIEIOBATENSIMU U TIOJ
HEIMOCPEICTBEHHBIM PYKOBOJCTBOM KOTOPOTO BBIMOJHSIOTCS HAa3HAUY€HHE, Bblauya WIM MPUMEHEHHE
HCCIIETyEMOro npenapara cyobeKTaMH ucciieJoBaHus. B 0053aHHOCTH cIOHCOpa-KUccie10BaTels BXOIAT
00513aHHOCTH KaK CIIOHCOPA, TaK U HCCIEA0BATENs.

2. O01ue mojaoXKeHus

[Tepuonuueckuit aHanu3 wuHGOpMAMM 1O OE30MAaCHOCTH TMpH KIMHUYECKOHW pa3zpaboTke
UCCIIEyeMOro Tpernapara UMEeT pelllaollee 3HAUeHHWE JJIi HENpPEepbIBHOM OLEHKH pHCKa CyOBEKTOB
uccnenoBanus. BaxHo obecnednBaTh perysipHoe HH()OPMUPOBAaHHE YHIOJIHOMOYEHHBIX OpPraHOB
rocy1apcTB - wieHoB EBpa3uiickoro 3kOoHOMHYeCKOro coro3a (Jajee COOTBETCTBEHHO - YIIOJTHOMOYEHHBIE
oprassl, rocynapctBa-uieHbl, Co03) M HMHBIX 3aMHTEPECOBAHHBIX CTOPOH (Hampumep, DKCIEPTHOTO
coBera opranuzauuu (HeszaBucumblii stnueckuil komuter) (nainee - O9CO (HDK))) o pesynbrarax
JAHHOT'O aHAJIN3a U MOJIyYEHHs JaHHBIX B OTHOLIEHUU Npoduiis 6€30MaCHOCTH UCCIIeyeMOro npernapara,
a TaKKe YBEIOMJIIEHHUS O JCHCTBHUSX, NPUHATHIX B OTHOLIEHUMM BO3HUKAIOMIMX BOIPOCOB IO
6e3onmacHoctu. Ilepmomuueckuit order 1O OE30MACHOCTH  pa3padaTbiBaeMoro (MCCIEAyeMOoro)
JIeKapCTBEHHOTO mpernapata (nanee - POOB) sBisieTcst cTanaapTom i MEPUOANIECKON OTYETHOCTH T10
paspabaTbiBaeMbIM (MCCII€yeMbIM) TNpenaparaMm (BKJIIOYas 3aperUCTPUpPOBAHHbIE Ipernaparbl, I10
KOTOPBIM MPOJIOJIKAETCS BHIIOJHEHUE pa3pabOTKU) 7Sl TOCYJapCTB-YICHOB.

OcHoBHo#i nenpto POOB sBisieTcss mpeacTaBlieHre MCYEPIBIBAIONIETO W TITYOOKOTO €XKEroHOTO
0030pa u oreHKH WH(pOpMaIUK 1Mo 6€30MaCHOCTH MCCIIEAYEeMOTo Ipenapara, Kotropas Obljia coOpaHa Ha
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MPOTSIKCHUN OTYCTHOI'O MEproaa BHEC 3aBUCUMOCTHU OT €ro pEeruCTpaluOHHOIO CTaTyCca HOoCPCACTBOM:

OLICHKH BO3MOXKHBIX OTJIMYHIA TOJYYCHHOW 3a OTYCTHBIA MEPHOJ] CIIOHCOPOM HH(POPMAIUH MO
0€30MMacHOCTH OT MPEANIESCTBYIOIINX 3HAHUH 11O IPOPHITI0 O€30MACHOCTH UCCIISyeMOTO IPOAYKTA;

OIMCAHUS HOBBIX BBISBJICHHBIX aClIEKTOB MPOMUIIsS 0€30MaCHOCTH, KOTOPBIE MOT'YT OKa3aTh BIIUSHHE
Ha o0ecriedyeHne 6e30MacHOCTH CyOBEKTOB UCCIICAOBAHHUS,

0000mIeHNsT JaHHBIX TI0 TEKYyImed OIEHKE W YOPABJICHHIO HWIACHTU(UIUPOBAHHBIMU U
MOTEHIIMATBHBIMHU PUCKAMHU;

MpeJICTaBICHHUs] OOHOBJICHUS IO COCTOSIHUIO KJIIMHUYECKOT0 M3y4eHHs (MIPOrpaMMbl pa3paboTKH) U
pE3yJIbTaTOB UCCIIEI0BAHUS.

POOB nomxeH ObITh TAKOHUYHBIM U MIPEICTABIATh YIOJTHOMOYEHHBIM OPraHaM TOCy1apCTB-UJICHOB
MH(POPMAIINIO, TTO3BOJISIONIYIO TOATBEPIUTh O0ECHeueHHe CIIOHCOPOM HaIJICKAIIeT0o MOHUTOPHHTA U
OLIGHKH JaHHBIX MO0 Mpoduio 6e30nacHOCTH uccieayemoro npenapara. B POOB nomexart oTpakeHuto
BCE HOBBIE ACTEKTHl NMpoduisi 0e30MacHOCTH, BBIABICHHBIE 3a OT4YeTHBHIM mepuon. POOB He momken
UCIIOJIb30BATHCS B IIEJIAX MEPBUYHOTO YBEIOMIICHHS O 3HAYUMBIX HOBBIX JIAHHBIX 10 O€30MacCHOCTH JINO0
B Ka4eCTBE CII0CO0a BBISBICHUS HOBBIX aCIIEKTOB MPOGUIIS 6€30MacHOCTH.

OcnoBHoli BkitoyaeMoit B POOB unbopmanueil sSBis0TCS AaHHBIE U Pe3yJbTaThl KIMHUYECKUX
I/ICCJICZIOBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIapaToB U OMOJIOTHYECKUX BCIICCTB, BHE€ 3aBHCHMOCTH OT HX
PErucTpallMOHHOIO cTaryca. B ciydae mpofospkeHHs KIMHUYECKOIO H3YYEHHUsS IOocje pPEerucTpaluu
JnekapcTBeHHoro npemnapara, POObB BkitouaeT Takke JaHHbIE MOCTPETMCTPALMOHHBIX HCCIIEIOBAaHUM.
POOb HampaBiieH Ha OLEHKY uccienyemoro (paszpaOaTbiBaeMOro) mnpemnapara, HH(opManus 1o
IpernapaTaM CpaBHEHHS U IUIalle00 BKIIIOYAETCSI B HErO TOJBKO B CiIydae, €ClId 3TO UMEET OTHOILIEHUE K
0€30MacHOCTH CYOBEKTOB UCCIICIOBAHMS.

B POOBb Bxitogaercs nHpopmarys mo 6€301macHOCTH, MMojlydaeMasi B X0Z€ BCEX MPOA0JIKAIOIIUXCS
KIIMHUYECKUX MCCIENOBAHUN U MHBIX MCCIEIOBAaHUM, BBINOIHAEMBIX WM 3aBEPLIEHHBIX CIIOHCOPOM Ha
MPOTSKEHUH OTYETHOTO MEPUOJIa, B TOM YHCIIE:

KIIMHUYECKHE MCCIeOBaHUs pa3padbaTbiBaeMoro (MccieayeMoro) npemnapara (papMakonornueckue
WCCIICJIOBAHMS y UEJIOBEKa, TEPaleBTHYCCKHE IIOMCKOBBIC WCCICAOBAHUS H  TEPANCBTHYCCKHE
noATBepKaaroiiue uccnenaoanus (¢passi I - 11));

KJIMHUYECKHE WCCIICAOBAHUS 3aperuCTPUPOBAHHOTO JIGKAPCTBEHHOTO Tperapara mo 0100peHHBIM
NoKa3aHMUAM (McCIeJ0OBaHNE TeparneBTHYecKoro npuMmenenus (paza IV));

TEpaneBTUYECKOe NPUMEHEHHE HCCIEeNyeMOro mpemnapaTta (HampuMep, B paMKax paclIMpEeHHOTrO
J0CTyIa, UHAUBUIYAIbHOTO TOCTYIIA U UHBIX);

KIIMHUYCCKUE HCCIICAOBAaHHA, MPOBOAVWMEBIC IJIA MOAACPKKHU H3MCEHECHHUI mponecca mponu3BOJACTBA
JICKApCTBCHHOT'O CpCACTBA.

POOb Taxke BKIIOYAeT B ceOS HMHEIE JAaHHBIC, KOTOPBIC SABJIAIOTCA 3HAYUMBIMH B OTHOIICHWUA
0e30IMacCHOCTH pa3pa6aTLIBaeMoro (I/ICCJ'IC,I[yeMOFO) npenapara, B TOM 4UCJIC CICAYIOIUC NaHHBIC:
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Ha6JHOI[aTeJIbeIX U SIIUACMHUOJIOTNYCCKUX PICCJICI[OB&HHFI;

JOKIMHUYECKUX UCCIIeIOBAaHUM (TOKCUKOIOTMUYECKUX MUCCIEIOBAHUN U UCCIEAOBAHUN 1n Vitro);
npyrux POOB, koTopbie UMEIOT OTHOIIEHUE K UCCIEAYEMOMY Mpernapary;

MIPOU3BOJICTBEHHBIX 1 MUKPOOHOIOTHUECKUX U3MEHEHHI;

HEIAaBHO OIMYOJIMKOBAHHBIC B MEUITMHCKOW JIUTEPATYPE;

KJIMHUYECKMX HUCCIIEOBAaHUM, 10 pe3yiapTaTaM KOTOpBIX Oblla BbISBIEHA HEJOCTAaTOYHAs
3G PEKTUBHOCTb, YTO MOIJIO OKa3aTh HEMOCPEACTBEHHOE BIMSAHHE Ha O€30MacCHOCTh CYOBEKTOB
uccieloBaHus  (HampuMmep, yXYyIIIEHHE OCHOBHOrO 3a00JeBaHUs B CIy4ae CEpbe3HOW WU
KHU3HEYTpOXKAIOIIEH 11aTOJIOTUN );

HWHBIX UICTOYHHKOB JaHHBIX II0 0€30MacHOCTH aHAJIOTHYHOI'O TCPAINICBTUYCCKOI'O KJIaCcCa,

KJIMHUYECKUX MCCIIEAOBAHUM, NPOBEICHHBIX MapTHEpAMHU CIIOHCOpa MO pa3pabdOTKe, €ClIU 3TO
IIPEyCMOTPEHO JOTOBOPAMH.

3. O0uue TPUHITUIIBI
3.1. Enunsiii POObB mis 1eficTBYIOIIETO BEIIECTBA

C uenpio obecrieyeHHs] MCUEPMBIBAIONIEIO aHAIKM3a U MPEJCTaBICHUS JAaHHBIX MO 0e30MacHOCTH
HCCIIEAYEMOro TMperapaTa CIIOHCOpP JOJDKEH mpenctaBiarh eauHblii POObB, BkiItodaromuil JaHHBIE 1O
BCEM JIEKQpCTBEHHBIM (popMaM M J103UPOBKaM, NMOKA3aHUSIM K Ha3HAUYEHHUIO, UCCIIECTYyEMbIM MOMYIISIIUSIM
(korma BO3MOXkHO). B ciydae, eciu 3TO He MpeACTaBISETCS BO3MOXXHBIM (HampuMmep, KOTJa JaHHbIC
HEJOCTYIHBI CIOHCOPY), CIAEAYeT NpPEACTaBUTh COOTBETCTBYIONIEE OOBSICHEHHWE BO BBOJHOW YacTu
oT4eTa.

Ecnu B pa3zpaboTke ncciaenyemMoro mpernapara y4acTBYIOT HECKOJIBKO CIIOHCOPOB, B YaCTHOCTHU TPHU
BBITIOJIHCHUH COBMECTHOM pa3pabOTKM WJIM Ha OCHOBAHMHM WHBIX JIOTOBOPOB, MMH MOXET OBITh
npezacrasieH enquubiii POOB.

3.2. Ilepuoauunocts npeacrasiaenus POOD n nara okoHuaHus
cOopa JaHHBIX

Hawano romoBoro mnepuojga IO MPEACTABICHUIO OTYETa OINPENEISIETCS B COOTBETCTBHM C
MEXyHApOAHOH naToi 0100peHns pa3pabdaTbiBaeMOTro JIEKapcTBEHHOTo npenapara (naiee - MJAOPJIIT).
Mecsn u nata MJIOPJIIT siBnsitoTcst 1aToit Havyasia oTcueTa rojloBoro nepuosa st nogaun POOB.

B cnyyae mpoBeneHus NepBOro KIMHUYECKOTO UCCIIEIOBAHMS HA TEPPUTOPUM CTPAHBI, B KOTOPOM
OTCYTCTBYET O(UIHMaNbHAs NpOLEAypa OAO0OpEHHs KIMHUYECKOTO HCCIIEAOBAaHUS, COOTBETCTBYIOLIAS
JaTa, CBsI3aHHas ¢ HAYaJIOM MEPBOT0 KIIMHUYECKOTO MCCIEI0BAHNUS, T0JKHA OBITh Ha3HaUeHa CIIOHCOPOM.
Jlnst Bcex cTpaH, B KOTOPBIX BBINNOJHSIOTCS KIMHUYECKHE HCCIENOBAaHUS MCCIEIyeMOro Ipenapara,
noaaepkuBaercs u ucnonb3yercs eauHas MJIOPIIII npu nogroroske POOB.
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Hatoit okxonuanusi c6opa nanubix POODB sBisieTcss mociaeaHuil J1IeHb OTYETHOIO TMEpPHOJa,
cocraBisitouiero 1 rox. [lns ymoOcTBa BBINONHEHHUS aJAMMHUCTPATUBHBIX MPOLEAYp IO >KEJTaHHUIO
CIIOHCOpa JaTOW OKOHYAHUs cOOpa JaHHBIX MOXKET OBITh OMNpENeJeH IMOCICIHUN JeHb MecsIla,
npeamectyoniero MJIOPJIIT.

B cimyuae mpomoipKeHHs BBIMOJIHEHHS MPOrpaMMbl KIMHHYECKOW pa3paOOTKH JIEKAPCTBEHHOTO
mpernapaTa Ha TEPPUTOPUU TOCYAapCTBa-ujeHa IOCIE €ero TroCyJapCTBEHHOM pEerucTpauud, B
COOTBETCTBUM C TpPEeOOBAaHUSMHU 3aKOHOJATENbCTBA I'OCYAAPCTB-WIEHOB JIOJDKHBI IPEACTABIATHCS Kak
POOB, tak u nepuoguueckre 0OHOBIsIEMbIE OTYETHI 110 0€30MaCHOCTH UCCIIEAYyeMOro npemnapara (Jganiee -
ITOOB). Ilo xenanuto cnoncopa POOB moxeT OBbITh MOATOTOBIEH UCXOAS U3 MEXKIYHAPOIHOM IaThI
peructpanuu (naiee - MJIP), ucnons3yemoii B IIOOB, 4T0 MO3BOMUT CHHXPOHU3UPOBATH JaThl MOAAYH
000MX TEepUONUYECKUX OT4YEeTOB. B ciyuyae cuuxponm3anuu gat nomaun POOB u I[TOOb, oTderHbIit
MepUoJ UIsl CJEIYIOIIEr0 MEepPHOAMYECKOro OT4eTa MO OE30MacCHOCTH HUCCIEAYyeMOro Ipenapara He
JIOJKEH MPEBBIIATH OJUH IO,

POOb pomxeH npeacTaBisTbCS BCEM YHNOJIHOMOYEHHBIM OpraHaM TrOCYJapCTB-UJI€HOB, Ha
TEPPUTOPUU KOTOPBIX MPOBOJATCA KIMHUYECKUE UCCIEN0oBaHuUs (MCIIBITAaHUS) UCCIEyeMOro npemnapara,
He no3Hee 60 KaJleHJapHBIX JHEH C 1aThl OKOHYAaHUS cOOpa TaHHBIX.

3.3. [IponomkutensHocTh nogauu POOB

[IponomxurensHocth mogaun  POOb  ompenensercs  TpeOGoBaHUSMU — 3aKOHOJIATENIbCTBA
rocynapcrBa-wieHa. Eciu B rocynapcTBe-uieHe WIH B IpYrOM rocyaapcTBe JIM0O B OTAEIBHOM PETHOHE
B COOTBETCTBUU C TPeOOBAHHUIMH COOTBETCTBYIOIIETO 3aKOHOAATEIbCTBA Mpekpariaercs noaadya POOB,
CIIOHCOPY CIEAYyeT CAeNaTh yKazaHue, uyTo 3akitountenabHblii POODB sBiseTcs mocienHuM €KeroHbIM
OTYETOM JIJISl UCCIIelyeMOro Mpernapara B JaHHOM TOCyJapCcTBe-wieHe (IpyroM rocyaapcrse, OTAeIbHOM
peruone). CroHCOpY TakkKe CleAyeT CHeslaTh YKa3aHHE O HAJIMYUU IPOJOJDKAIOIIMXCSA KIMHUYECKUX
HCCIIEIOBAHUM B IPYTUX CTPaHaXx.

3.4. OTBETCTBEHHOCTH 3a MOATOTOBKY U npezacrasiienne POOb
3.4.1. OTBETCTBEHHOCTh CIIOHCOpA

CroHCcOp KJIMHUYECKOTO WCCIEIOBAHUS SBISETCS OTBETCTBEHHBIM 3a MOATOTOBKY, COAEpX aHHUE U
nogady POOB. CrioHCOp MMeeT mpaBo JeNIerupoBaTh BhITTONIHEHHE padboT no noaroroBke POOB tpeTweit
CTOpOHE (HampuMep, KOHTPAKTHON MCCIEeA0BATEIbCKON OpraHu3alumn).

Ecnu cnoncop He mMeer goctymna K uHMOpMaIuu, BKIIOYaeMoi B onpeseneHHbie pazaensl POOb
(Hampumep, CIOHCOp-HCCIENOBaTeNh MOXET He pacrnojarate uH(popmammeid Mo acmekTam
IIPOM3BOJICTBEHHOTO MpoIlecca, JaHHBIM JTOKJIMHUUYECKUX HCCIIEeI0BaHUM, HHPOpMaIMel o perucrpaiuu
JIEKapCTBEHHOTO TIpernapaTta), J0JKHO ObITh CIIeNaHo cooTBeTcTRYyIomIee ykasanue B POOB.

3.4.2. OTBETCTBEHHOCTb HECKOJIBKUX CTOPOH
B ciyuae BbINOJIHEHUS] KIMHUYECKOTO MCCIIEJOBAHUS WM MPOTPaMMBbl pa3pabOTKH HECKOJIbKUMHU

CIIOHCOPaMHU CTOPOHBI JTOJKHBI OpraHu3oBath nmoArotroBky eauHoro POOB (eciau Bo3moxHO). [lanHOE
TpeOOBaHUE PACTIPOCTPAHSAETCA MPU HATUYMM y CIIOHCOPA JIOTOBOPOB IO COBMECTHOW pa3zpaboTKe WM
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JMIIEH3UOHHBIX JIOTOBOPOB € OJHOHM WM 0ojiee CTOpOHaMHU JHOO B CiIydae BBIMOIHEHUS OTIEIBHBIX
KJIMHUYECKUX HCCIIEOBAaHUI WIN IIPOrpamMMbl pa3pabOTKU JEKapCTBEHHOIO IpenapaTta ¢ BOBJIECYEHUEM
rOCy/lapCTBEHHBIX M YAaCTHBIX OpraHM3allUii, JAEIOBBIX MApTHEPOB WIM MHBIX CTOPOH. B 3THX ciyuyasx
CIIOHCOP JAOJDKEH pacnojaraTb HHUCbMEHHBIMU COIJIALICHUSMH, OIpPENEeNAIOMUMHE TOPSII0K OoOMeHa
JAaHHBIMU U JIETAIbHOE paclpeielieHne 00s13aHHOCTEN 110 OAroToBKe U npeacrasiennto POOB.

Ecnu npencrasinenue enuHoro POOB HEBO3MOXKHO, CIIOHCOPBI MOTYT MPHUHTH K COIVIAIIEHUIO O
nojaue otaenabHbIX POOB Ha oauH M TOT ke pa3pabareiBaeMblil mpenapat. JlaHHas CUTyaIusi MOKET
BO3HUKHYTh, KOIJIa pa3lidyHble CTOPOHBI HCCIEAYIOT pa3pabaTbiBaeMblil MpemapaT IO pa3HbIM
MOKa3aHUAM, WM CIOcO0aM BBEJCHHS, WIM C UCIIOJb30BAaHUEM pPa3IMYHBIX JEKapCTBEHHBIX (opMm. B
kaxxaoMm cirydae B POOB nomkHO ObITH IPUBEACHO 000CHOBAaHUE MPEICTABICHUS OT/IEIbHBIX OTYETOB.

3.4.3. POOb my1st KOMOMHUPOBAHHOM Tepanuu

[TockonbKy KJIMHHMYECKas pa3paboTka KOMOMHHUPOBAaHHOW TEpamuH CONpsDKEHa C  PSIOM
IIOTCHIUAJIBbHBIX CJ'IO)KHOCTGIZ, HaCTOsIue HpaBI/ma HC MOT'yT MpeAyCMOTPETh BCC BO3MOKHBIC ACIICKTHI.
CnoHcopy cliefyeT omnpeneiuTh Haubosee MmpuemieMblii BapuanT moaroroBku POOB Ha ocHoBaHMM
OLICHKHU psa (1)aKTOpOB, BKJIIOYas MOMYJIAIHIO MAallMCHTOB, MOKa3aHWA K HAa3HAYCHHUIO, JICKAPCTBCHHYIO
dopMy M T.O., a TaKKe YCIOBUS MPOBEICHUS KIMHUYECKUX HCCIICAOBAHUN W 3aKOHOIATEIbCTBO
rocynapcts - wieHoB Coro3a. B otueTe 101KHO OBITH IPUBEIEHO 0OOCHOBAaHHE BHIOPAHHOTO MOAX0/aA.

Kak npaBuiio, 1o KJIMHUYECKUM HCCIEIOBaHUAM (PUKCHPOBAHHBIX KOMOMHALMI MpeACTaBIISIeTCs
enunblii POOB (TO ecTh mpu Ha3HAYeHUM KaK MHHUMYM 2 NEHCTBYIOIIMX BEHIECTB B (PUKCHPOBAHHOM
7103€ B O/IHOM JIeKapcTBEHHOM Gopme). Eciam crioHcop NpOBOIUT KIMHUYECKUE HCCIIEI0OBAHUS OTACIIBHBIX
KOMIIOHEHTOB, BXOJAIIMX B COCTaB (UKCUPOBAHHON KoMOMHanuu, otaenbHble POOB  nmomxHbI
IPEJCTABIATHCS ISl KAKA0r0 KOMIOHEeHTa. MMeromue oTHoIeHue Aannble U3 Kaxaoro POOB nomxHbL
OBITh 0000IICHBI B cOOTBeTCTBYIOIIEM paszzaene apyrux POOB (cm. mompazmen 4.11.5 wacTosmux
TpeboBanmii).

Jlnsg uccnenoBaHMM, KOTOpblE BKIIIOYAIOT B Ce0 MHOTOKOMIIOHEHTHYIO TEpamuio, TO €cCTb
KOMOMHAIMM JIEKAPCTBEHHBIX CPEJICTB HE SABISIOTCA (DUKCUPOBAHHBIMM) CIIOHCOP MOKET MOJTOTOBUTH
OJIUH U3 CIEIYIOUINX OTYETOB!

a) POObB a5 KoMOMHMPOBAaHHOW Tepamnuu,

6) POOb(»1) s onHoro wunu Oojiee MHAMBUAYAIbHBIX KOMIIOHEHTOB (B JIaHHOM Clydae
uHpopMaLUs M0 KIMHUYECKUM UCCIIeI0BaHUSAM MHOTOKOMIIOHEHTHOH Tepanuy MOXKET ObITh BKJIIOUEHA B
POOBb na o= 1M BCe KOMIIOHEHTHI).

[Ipumeps! ctpareruu noarorosku POOB
JUIs KOMOMHUPOBaHHOM Tepanuu

KomOunupoBanHas Tepanusi, Ha3HauaeMas B POOBb
KJIIMHAYECKUX UCCIIENOBAHUAX

uccneayemblil npenapar (A) + enunbii POOb
3aperucTpUpOBaHHBIN(bIE) JIEKAPCTBEHHBIN(BIE) Ha KOMOMHHUPOBAHHYIO Tepamnuio (A +
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npemnapat(sl) (X, Y, Z) X+Y+2)
170171

POOB Ha uccnenyemslii npenapar (A),
BKJTFOYAIOIIUH TaHHBIC o
KOMOWHUPOBAaHHOH Teparuu

IBa ucciaeayeMslx npenapara (A) + (B) eaunbiii POOb
Ha KOMOMHHUPOBAHHYIO Tepanwuio (A +
B)
WIn
nBa ortaenbHbix POODB Ha (A) u (B), B
KaX/IbIil U3 KOTOPBIX BKIIIOYAIOTCSA
JaHHBIE TT0 KOMOWHUPOBAHHOM

Tepanuu
JBa (i OoJee) 3apETUCTPUPOBAHHBIX €IMHBIN
JIEKAPCTBEHHBIX npenapara B kauectBe POODB Ha KOMOMHMPOBaHHYIO TEPAIIUIO
uccienyemoit komounanuu (X, Y, Z) X+Y+2)

3.5. CnpaBounast uHpopmanus 1mo 6e30MmacHOCTH

B uensx ompeneneHuss COOTBETCTBUSL IOJy4aeMOM Ha TMPOTSIKEHUUM OTYETHOrO TEepuojaa
uHpopManuu 1Mo OE30MaCHOCTH HUMEIOUIMMCS JaHHBIM 10 Mpoduio 0e30MacHOCTH HCCIEeTyeMOro
mpernapara HCIOJIb3yeTcs JIEHCTBYIOIAas Ha HAdajlo OTYETHOTO mepuoia Opomropa ucciemoBarens. B
cooTBeTcTBytomeM pazzaene POOB (cMm. monpazaen 4.10.1 nactosumx TpeGoBaHMil) yKa3bIBalOTCS HOMED
BEPCHH U JiaTa OpOIIIOPBI MCCIIEA0BATENsI, KOTOpPask MCIIOJIB3yeTCsl B Ka4eCTBE CIPABOYHON MH(pOpMAIHH
o 6e3omacHOCTU. B ciyyasx eciau cormacHO 3aKOHOAATENbCTBY TOCyaapcTB - uieHoB Coroza Opormrtopa
uccaeaoBarenis He TpeOyeTcsi, B Ka4eCTBE CIPABOYHON HMHQPOpMAaNMMU MO O€30MaCHOCTH MOXKET OBITh
HCII0JIb30BaHa COOTBETCTBYIOIIAS MHCTPYKIHS IO MEIUIIMHCKOMY IPUMEHEHHUIO.

Kak mpaBwio, B kadecTBe crnpaBouyHONl HH(poOpManuu 1o O0e30macHOCTH HCIOJIb3YETCS OAMH
nokymeHT. [Ipu onpenenennsix obcrodrenscTBax B POOB mMoxer ucnonp3oBarbes Oonee 1 JoOKyMeHTa B
KauyecTBE CIPaBOYHON MHQoOpMauu 1no Oe3omacHocTd (Hampumep, B ciydasx noaroroBku POOB s
UCCIIEyEMOI0 Tpernapara, KOTOPbIA IPUMEHSJICS KaKk B KauyeCcTBE MOHOTEpAluU, TaK U B COCTaBe
KOMOWHHUPOBAHHOM TEPAITHH ).

Ecnu Ha mpOTSHKEHMH OTYETHOTO TMEpPHOJa BBIMOJHSJICS MEPEeCMOTp OpOIIIOpHI MCCIENOBATENS U
OHAa HE TMPEJCTABIAJIACh paHEE B COOTBETCTBYIOUIMI YIOJHOMOYEHHBIN OpraH, CIIOHCOp JOJIKEH

MIPE/ICTaBUTh KOMHIO TEKYIIEH Bepcuu OpOILIOphl HcciieoBaTels B kauecTBe npuioxeHus k POOB.

4. TpeboBaHUs K COCTABY U COJIEPKAHUIO TTEPUOTUUECKOTO OTYETA
no 6ezonacHocTH uccneayemoro npernaparta (POOB)

4.1. TurynpHas cTpaHuLa

TutynbHass CcTpaHuLa JOJDKHA coaepxkarb mnopsakoBeli  HoMep POODB, HaumeHoBaHue
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HCCIIEyEMOTr0 INpenapara, OTUYETHBINA MEPUOJ, AaTy COCTABIIEHUs OTYETa, HAa3BaHHWE U aJPEC CIOHCOPA,
3asBJcHUE O KOHUIASHIIMAILHOCTH HHpOopManuu, coaepxkameiics B POOb, u npenocrepexenue, 4To
POOB MosxeT cozepkarh JaHHbBIE C PACKPBITBIMHU KOJAMH PaHIOMU3AIIH.

4.2. Kparkoe uznoxenue ocHoHoro POOb

Kpartkoe wu3noxxeHHe BMECT€ C THUTYJIBHOW CTpaHHIEH MOXET CIYXHTh CaMOCTOSTEIbHBIM
nokymeHToM, noaxomsanmm aias noxaun B DCO (HOK) B rocymapcrBax-unenax (rme TpeOyercs). B
KpaTKoe H3JIOKEHHE JOJDKHA OBITh BKJIIOYEHA KpaTkas uH(popMaius mo Hambosiee BaXHBIM JIaHHBIM,
BKIIFOYCHHBIM B OTYET:

HOMEp OTuUeTa U OTUETHBIN NEPHOJ, KpaTKasi XapaKTepUCTHKA UCCIIEyEMOro Ipenapara (MeXaHu3M
neucTBus, (apMakoTepaneBTUYECKUM Kiacc, MOKa3aHHUA K IMPUMEHEHMIO, CIOCO0 BBEICHMS, PEXUM
JI03UPOBAHUS, JIEKAPCTBEHHBIE (POPMBI);

OIICHKA KOJIMYECTBAa CYyOBCKTOB WCCICIOBAHMS, TIOJABEPIIINXCS BO3JICHCTBHIO HCCIEAYEMOTO
nperapara;

PETrUCTPallMOHHBIN CTaTyc C YyKa3aHUEM KOJIMYECTBAa CTpaH (€cid JIeKapCTBEHHBIM Ipenapar
3apEerucTpUpPOBaH);

KpaTKoe HM3JI0KeHHEe 0000IIeHHOH oueHKH mpoduis 6e3onacHocT (cM. paszaen 4.21 HacToOSIIHMX
TpeboBannii);

KpaTKO€ M3JI0KEHHE BAXKHBIX PUCKOB (cM. paznen 4.22 nacrosmux TpeboBaHuid);

MEpBbI, MPUHATHIE B CBSI3U C JAHHBIMU MO O€30MACHOCTH, BKJIIOYAsl CYIIECTBCHHBbIC M3MEHEHUS B
Opo1irope uccieaoBaTens;

3aKJII04YEeHUE (BBIBOJBI).
4.3. OrnaBnenue
Paznen nomken copepxats ornasienue POOBD.
4.4. Beenenue
Bo BBeneHun ykasbiBaercs cienyroias nHpopmarus:
MIOPJIIT unun M/IP (eciau mpuMeHNMO);
OTYETHBIN NEpUOJ ¥ opsAaKkoBbIl Homep POOBD;

XapaKTepUCTHKA UCCIIEyeMOro mpernapara (MeXaHu3M AeUCcTBUs, (papMakoTepaneBTHYECKH Kilacc,
croco0 BBEJIEHUS, PEKUM J103UPOBAHMUSL, JIEKAPCTBEHHbIE (POPMBI);

KpaTKOC OIMUCAaHUC MMOKa3aHU# K MMPUMCHCHUTIO U UCCIICAYCMBIX HOHy.IISII.IHfI;
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KpaTKOC OIIMCAHUC XapaKTepa U BpGMGHHOfI HAIpaBJICHHOCTU KJIIMHUYCCKUX HCCHCHOB&HHﬁ,
BKJIIIOUCHHBIX B OTUYCT (HaHpI/IMep, BCC KIIMHUYCCKHNE UCCIICAOBaHUA NCCIEAYEMOI'0 IIpe€Iiapara,

KIIMHUYECKHUE WCCIICIOBAHMS IO OMPEACIICHHOMY IMOKa3aHHI0; MCCIICIOBAaHUS KOMOWHUPOBAHHOM
Teparuun);

KpaTKOEe ONKMCAHME W TMOSCHEHWS B OTHOIICHWU KaKoH-TOO WH(pOpMaIuu, KoTopas HE Oblia
BKJIIOUEHA B OTYET (HampHUMep, HEMpeICTaBICHUEe YacTu UHPOpMAaIK 0 6€30MacCHOCTH NapTHEPAMHU IO
pa3paboTKe UCCIeyeMOoro penapara);

obocHOBaHMe mpencTaBieHus Heckoiabknx POOB mns omHoro mccnemyemoro mpemnapara (eciu
IIPUMEHHUMO).

4.5. PeructpalluOHHBIN CTaTyCc B MUpE

B nanHOM pasnene N0MKHO OBbITh MPEACTABICHO KPAaTKOE H3JIOKEHUE COCTOSHUS IO
pPETUCTPAlIMOHHOMY CTaTycy (eciu mnpuMeHuMo), Bkitouas MJIP, 3apeructpupoBaHHBbIC IMOKa3aHUS
(3aperucTpupoBaHHOE MOKa3aHUE) K MPUMEHEHUIO, 0JJOOPEHHBIE 103bl, COOTBETCTBYIOIINE CTPAHBI.

4.6. Mepbl, IpUHSATHIC 32 OTYETHBIN NIEPUO]] B CBS3U C TAHHBIMU
1o 0e30MacHOCTH

JlaHHBIM pa3fen JOKEH BKIIOYATh ONMCAHUE NPUHATHIX 32 OTYETHBIA MEpUOJ CIIOHCOPOM,
YIOJHOMOYEHHBIMU OpraHaMH, HE3aBHCHUMbIM KOMMTETOM I10 MOHUTOpHHIY naHHbIX, DCO (HOK) B
Hessax 0e30IacHOCTH Mep, KOTOpble OKa3ajiHu BIMSHUE Ha MPOBEACHUE OIPEEIEHHOIO KIMHUYECKOI'o
UCCle0BaHus (MCCIe0BaHUM) WIM Ha IMPOrpaMMy KIMHHYECKOM pa3paboTku B LeiaoM. B pasnene
JOJDKHBI OBITh yKa3aHbl OCHOBAHMS JUIl HPUHATHS Mep, a TakKe BO3MOXKHbBIE M3MEHEHMs IO paHee
MPUHATBHIM MepaM (HanpuMep, BO30OHOBJIEHUE KIIMHUYECKOTO MCCIIEJOBAHMSI MTOCIIE €r0 MPUOCTAHOBKH).
B nensix 6€30macHOCTH MOTYT OBITh IPUHSTHI MEPHI:

OTKa3 CO CTOPOHBI YMOJIHOMO4YEHHBIX opraHoB win OCO (HOK) B paspemieHun npoBeneHus
KJIMHUYECKOTO UCCIIEI0BaHMS [0 ITUUECKUM OCHOBAHMSIM WJIM acleKTaM 0e3011acHOCTH;

qacTU4YHaid (HOJ'IHaSI) MNPpUOCTAaHOBKA WM TPCKIACBPEMCHHOC [MPCKpAICHUC KIMHUYCCKOTO
WCCIIEIOBAHMS 1O TPUYHHE T[IOJIYYeHUsT HOBBIX JIAHHBIX IO O€30MacCHOCTH WJIM HEJOCTATOYHOM
3¢ PEeKTUBHOCTU UCCIEAYEMOTO Mpernapara;

OT3bIB UCCIICAYEMOTI'O IIpeIiapaTa UK Iperiapara CpaBHCHUS

OTKa3 B FOCY}IapCTBeHHOI}'I PErucTpaivi 1mo HUCCICAYCMBIM IMOKA3aHUAM K IMPUMCHCHHIO, BKIIHOYasd
I[O6p0BOJ'IBHBIfI OT3bIB 3a4BJICHUA HA IIPOBCACHUC FOcyHapCTBeHHOﬁ perucTpanuu;

BBEJIEHHUE MEp IO YNPABIEHUIO pUCKaMU (BHECEHHE MOIPaBOK B MPOTOKOJ B CBS3M C acleKTaMu
O6e3omacHOCTH WM S(PPEKTUBHOCTH HCCIEAYEeMOro IpenapaTa, BKIOYas H3MEHEHHE peXuma
JO3UPOBaHUS, KPUTEPUEB BKIIOYEHMSI (HEBKJIIOUEHHS), BBEJIEHUE JIOMOJHUTEIHHOIO MOHMUTOPUHTA,
OrpaHUYCHUE JUIUTEIBHOCTA BO3JEHCTBHS, OIPAHUYEHUE MCCIECAYEMOW IMOMYJSLHUM WM IOKA3aHUU K
IIPUMEHEHHUIO;
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W3MEHEeHHE UHOPMUPOBAHHOTO COTJIACHS;
M3MEHEHHE COCTaBa Ipernapara;

BBEJICHUE YIOJHOMOYCHHBIMA OpPraHAMH JOIOJHUTEIbHBIX TPEOOBAaHUN 1O TIPEICTABICHUIO
nHpopManuu 1mo 6€30MacHOCTH;

IoATOTOBKa HOHOHHHTGHLHOﬁ I/IH(i)OpMaLII/II/I JJIA I/ICCJIGZ[OBaTeJIeI;’I 1 MCOUIIMHCKHX pa6OTHI/IKOB;
IJIAHUPOBAHUEC HOBBIX I/ICCHG,Z[OBaHI/Iﬁ 10O U3YYCHHUIO ACIICKTOB HpO(bI/IJ'IH 6C3OHaCHOCTI/I).

IIpy HanM4MK roCyIapCTBEHHONW PErMCTPAaLMM B JAHHBIM pa3zell TaKKe BKIIOYAKOTCS CICAYIOIIHE
MepbI B OTHOILIEHUH 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOT'O IIperapara:

OTKa3 CO CTOPOHBI YITIOJTHOMOYCHHBIX OPTraHOB B INIOATBCPKACHUHN PCTUCTPALIUU,
IMPHUOCTAaHOBKA PErucCTpai UJin OT3bIB C PbIHKA,

IOPUHIATHE YIOJHOMOYEHHBIMH OpraHaMH MEp II0 YIPABJICHUIO pUCKaMU (CYLIECTBEHHbIE
OrpaHUYEHUS B 0OpallleHuH;

CYIICCTBCHHBIC HM3MCHCHHA B HHCTPYKLOUHU I[I0 MEAWMLIUHCKOMY HNPUMCHCHHIO, KOTOPBLIC MOTI'YT
IMOBJIMATH Ha IIpOrpaMmMy KJIIMHUYECKOMN pa3pa60TKH;

MOJrOTOBKA JIOTIOJIHUTENbHON MHPOPMALIUU U IPYTHe MEpbl MUHUMHU3ALMU PUCKA;

Ha3HAuY€HUE  YNOJHOMOYEHHBIMH  OpraHaMy  JIOMOJHUTENIBHBIX  [TOCTPETUCTPALIMOHHBIX
UCCIIEIOBAaHUM WJIM MHBIX HCCIIEJJOBAHUNM IO OLEHKE acCleKTOB Mpoduis Oe30MacHOCTH, BKJIOYast
JOKJIMHUYECKHE UCCIIE0BAHMS).

B nmaHHBI pa3zmen Takke BKIIOYAKOTCS 3alpOChl YIOJHOMOYEHHBIX OpPraHOB, KOTOPHIE BBOJISAT
onpejeNieHHble OTPAaHWYEeHHs B OTHOIICHWM TEKYIIeW WIM IUTaHUPYyeMO#Ml MporpaMMbl pa3paboTKu
WCCTIeAyeMOro Tmpemnapara (Hampumep, TpeOOBaHUE TMPOBEACHUS JJIMUTENBHBIX JIOKIMHUYECKUX
HCCIIEIOBAHUM JO Hayajla JOJITOCPOYHBIX KIMHUYECKUX HCCIECIOBAHUM, 3alpoC O MPEACTaBICHUU
crenu(pUIecKUX JaHHBIX IO 0€30IaCHOCTH /10 Havasa MeauaTpuyeckoro NCCiaeI0BaHus ).

Jannas uHdopmMaius npeactabisercs B popMe 0000IEHHOr0 MepeyuHs ¢ yKa3aHueM OOHOBIICHHM
(ecu MPUMEHUMO).

4.7. I3MmeHeHus, BHECEHHBIE B CITPABOYHYIO HMH(POPMAIIHIO
1o 0€30MacHOCTH UCCIEAYEeMOT0 Mpemnapara

JlaHHbBIi pa3gen BKIOYaeT B ce0s MepeyeHb M3MEHEHHH, KOTOpble ObLTH BHECEHBI 32 OTYETHBIM
Mepuo B OPOIIIOPY MCCIAEAOBATENS WM WHYIO CIIPABOYHYIO MH(GOPMAITUIO 1O OE30MaCHOCTH B CBSI3U C
HOBBIMU acmeKkTamu Tpoduis 0e30MacHOCTH HCcieayeMoro mpemnapata. J[aHHbIE W3MEHEHHS MOTYT
KacaThCsi,  HalpuMep, HW3MEHEHUW  KPUTEPUEB  HEBKIIOYCHHS,  MPOTUBOINOKA3aHUU,  Mep
MPEIOCTOPOKHOCTA M OCOOBIX YKa3aHWi, TIEpEeYHS Cephe3HBIX HEXKENATeTbHBIX peakuuid Hu
HEXEJIAaTeNIbHBIX SIBJICHUHN, MPEICTABISIONMIUX OCOOBIM WHTEpEC, JIEKAPCTBEHHBIX B3aMMOJICUCTBHM, a
Tak)Xe BaXHbIC JAaHHBIE, MIOTYYCHHBIE B XO/€ NOKIMHUYECKUX uccaenoBanuil. [logpobnas undopmanms
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0 JIAHHBIM MU3MEHEHUSM JO0JDKHA OBITh IPEJICTABICHA B COOTBETCTBYIOIMHUX pazaenax POOB.

4.8. [lepevyeHb Npo0IDKAIOIMIUXCS U 3aBEPIICHHBIX B OTYETHOM
NeproJie KITMHUIECKUX UCCIICOBaHUI

JlaHHBII pa3jiern BKII0YaeT B ce0s KpaTKyro WH(OPMAIIHIO 10 MPOIODKAIONIMMCS U 3aBEPIICHHBIM B
OTYETHOM TIEPHOJIC KIIMHUYECKUM UCCIICIOBAHUSIM C MPEICTABICHUEM B MPUIIOKEHUH K TIEPUOTHUECKOMY
otuety (B Tabau4YHOM popme) neTanbHON HH(DOPMAITUH IO CIEAYIOIINM pa3ieiiaM:

UICHTU(PHUKAIIMOHHBIN HOMEp U (haza UCCIeI0BaHMS;
CTaTyC BBINOJIHEHHS (TIPOIOJDKAIOIIEECs NCCIIeIOBaHNUE - KIMHUYECKOE UCCIIeJOBaHNE HAYaIOCh);
KJIMHUYECKOE MCCIIEI0BAaHNE HAYalI0Ch, HO B HACTOSIIIEE BPEMSI IPHOCTAHOBIICHO;

KJIMHUYECKOE HCCIICIOBAHUE 3aBEPIICHO, HO OTYET IO KIMHUYECKOMY HCCIICAOBAaHUIO €Ile He
3aKOHYEH;

3aBCPIICHHOC UCCICAOBAHUC - OTUCT 11O KIIMHUYCCKOMY UCCIICAOBAHUTIO 3aKOH‘leH);
rocyaapCTBa-4JICHBI, B KOTOPBIX PACIIOJIOKCH KaK MUHUMYM OAWH I/ICCJIGI[OBaTeJII)CKI/Iﬁ LOCHTP,
KpaTKO€ Ha3BaHUC UCCICOAOBAHUA,

JU3ailH  HMcClieoBaHUs (HEKOHTPOJIUPYEMOE, KOHTPOJIMPYEMOE, OTKPBITOE, IIPOCTOE CIIEIOE,
JIBOMHOE cJIenoe, B NapaliesIbHbIX IpyInax, ¢ MepeKPeCTHbIM AU3aliHOM U T.J., BKJIIOYas pa3/ielieHue Ha
IpYyINIIb JIEYEHUS);

A03bI U PCIKUM JO3UPOBAHHA UCCICAYEMOTO IIpCIiapaTa U Ipernapara (HpenapaTOB) CpaBHCHHUA,

XapaKTepUCTHKA HCCIETyeMON NOMyNsIMM (BO3pacT, IMOJ, MOKa3aHWs K MPUMEHEHHI0, 0COObIe
rpynnbl CyOBEKTOB (MAlMEHTOB) (HAIpUMep, MAIlMEeHTHI ¢ HapylieHueM (YHKITMN TTOYEK WIIH MalUeHTHI C
PE3UCTEHTHOCTHIO K JICUCHHUIO));

JlaTa Hayasa KIMHUYECKOro UCClieIoBaHus (110 ONpPEIeeHUI0 CIIOHCopa) (HarpuMep, MepBbIil BU3UT
MIEPBOr0 BKJIIOUEHHOTO CyObeKTa (alMeHTa) UCCIEJOBaHMS);

IUTAHUPYEMBI 00BEM BKIIIOUSHMS;

OIICHKa KYMYJ'ISITI/IBHOFO quciia ITalIfueHTOB (Cy6”b€KTOB) HUCCJICJOBaHUA, HOJ'Iy‘II/IBHII/IX JICUCHHUC B
KaKJ0i TeueOHOi Tpyre (ecnu mpuMeHnMo). B nanHOM paszene JOMKHBI ObITh IPUBEACHBI JaHHBIE 10
q)aKTI/IIIGCKOMy KOJ'II/IIIGCTBy BKIIFOUCHHBIX Cy6’B€KTOB HUCCIICOOBAHUA B OTKpI)ITBIX NI SaBepHICHHI)IX
KIIMHUYECKUX KCCIEIOBAHUAX U (UJIM) OLIEHKA, OCHOBaHHAas Ha CIIOCO0E paHAOMHU3ALMU IJIS CIETMbIX
HCCIIEIOBaHUM.

4.9. OneHKa KOJIMYECTBa CYOBEKTOB, TIOJIBEPTIINXCS BO3ACHCTBHUIO
HCCIIeAYEeMOTo Ipenapara

Hannpiii pazgen POOB nomkeH conepxkarh HMH(poOpManuioo o0 o0meM KOJIUYeCTBE CYObEKTOB,
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MOABEPTIINXCS BO3JEHCTBUIO (KYMYISTUBHOMY BO3JCHCTBHIO) B KIMHUYECKHX HCCIEAOBAHUSAX (CM.
noapazaen 4.9.1 nacrosmux TpebGoBaHWil) M IPHU TEpaNleBTHUECKOM IpUMEHEHUHU (cM. mojapasaen 4.9.2
Hactosux TpeboBanuit). TpeGoBaHUs MO MPEICTABICHUIO HHPOPMAIIMH B JAHHOM pa3/ielie BKIIIOUYAIOT B
cebs cienyroniee:

a) TaHHBIC JOJKHBI OBITh MPEACTABICHBI B TAOMMYHOU (hopMme;

0) mpH HaJM4Me CYHIECTBEHHBIX PA3IMUYUN MEXy KIMHUYECKUMU HCCIEAOBAHUAMU B OTHOIICHUU
UCCIIeTyeMOH 03bl, CrIoco0a BBEACHHSI, MCCIEAYEMOW MOMYJSIUU JaHHBIE B TAOJMIE JOJKHBI OBITh
COOTBETCTBYIOIIUM 00pa30M OMuUCaHbI JIHUOO0 MpeACTaBICHbI B BUJE OTACIbHBIX TA0JIHUIL;

B) €CJIn CBOJHBIC Ta6HI/ILIbI CCPBC3HBIX HECKCIATCIbHBIX SIBIICHUI npeaACTaBJICHbI OTACJIBHO I10
KaXXIO0MY HCCIEAYEMOMY IOKAa3aHWIO, JaHHBIC 110 OLICHKE BOSﬂCﬁCTBHﬂ (KYMYJ'IHTI/IBHOFO BOSﬂCﬁCTBHﬂ)
JOJIDKHBI OBITH TaKIKE CrpynnurpOBaHbI 11O UCCIICAYCMBIM IMOKAa3aHHAM,

) IpU HAJIMYUK CYIIECTBEHHBIX PACXOXKICHHUHM MO BPEMEHU KyMYJSITUBHOT'O BO3JACUCTBUS MEXIY
KJIMHUYECKUMH HCCIIEIOBAaHUSAMU WM MCCIEAYEMBbIM IIpernapaToM M IpenaparoM (IpernapaTamu)
CpPaBHEHHUS JAaHHBIC IO OIICHKE BO3JICHCTBUS PEKOMEHAYETCS MPEICTaBIATh B YCIOBHBIX EIUHHIIAX
"CcyOBEKT - MPOMEKYTOK BpeMeHHU" (1eTTOBEKO-/ICHb, YEITIOBEKO-MECSI] TN YSIIOBEKO-T0/1aX );

J) JaHHBIC MO BO3JCHCTBUIO HA 3JIOPOBBIX JOOPOBOJBIECB (B OCOOCHHOCTH IPH HW3YYCHHUH
OJTHOKPATHOTO HA3HAYCHHS) MOTYT TPEACTABIATHCS OTACIHHO BBUAY UX MCHBIICH 3HAYMMOCTH IS
OIICHKHU TTpoduIsi 0€30MMacCHOCTH;

€) JUIsl 3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaTroB, KOTOPbIE HAXOMSITCS B IPOrpaMMe
KIIMHHYECKOU pa3pabOTKH, MOXET ObITh UCIOJIh30BaH MEHEE TOUHBIN MOAXOJ B OICHKE KyMYJISITUBHOTO
BO3JICHCTBUSL B XOJ¢ KIMHUYECKHX WCCIEAOBAHUNA B CIy4ac MHOTOJICTHETO TEpareBTHICCKOTO
NpUMEHeHUsT W (WIM) TPUMEHEHHS 10 MHOTOUYHCICHHBIM TOKa3aHUSAM (CIIOHCOP  JOJKEH
KOMMEHTHPOBATh TAKUE CIIy4au).

4.9.1. O60611eHHas OIICHKA KOJUYECTBA CyOBEKTOB,
MOJIBEPTIIUXCS BO3ICHCTBUIO UCCIIEyeMOT0 Tpernapara B Xo/1e
BBITMIOJTHEHUSI POTrpaMMbl KIIMHUYECKON pa3padoTKu

JlanHbIi1 mosipa3/ien N0KEeH BKITI0YaTh B ce0s (B TaOIMUHOM opMe) cienyromlyo nH(opmaIuio:
o011ee YuCiIo CyObEKTOB B MPOJIOJDKAIOIINXCS U 3aBEPIICHHBIX KIMHUYECKUX HCCIEIOBAHUAX;

KOJIMYECTBO CYOBEKTOB KJIMHMYECKHUX HCCIECJOBAHUM, IOJYYMBIINX HCCIEAyEeMbI mpemnapar,
wiane6o v (uinm) npenapaTthl cpaBHeHMs, HaunHasg ¢ MJIOPJIIT (B cimyuae ciembix MpoaoDKAIOLIMXCS
UCCIIEIOBAaHUH YHCII0 CYOBEKTOB OLIEHUBAETCS UCXO/S U3 UCIIOIb3yEMOr0 METO/IA PAHIOMU3ALIUN);

KyMYJISITUBHOE KOJMYECTBO CYOBEKTOB KIMHHYECKUX UCCIEIOBAHUM, MMOJABEPTIINXCS BO3ICHCTBUIO
WCCTIEAYEeMOro TIperapara 1Mo BO3PACTHBIM TPYIIaM, MOy, PACOBOM MPHHAMICKHOCTH (TIPU HATMYWN
JTAHHBIX );

JneMorpaduuecKkie XapakTepUCTUKH 0 OTACIIBHBIM HCCIIEIOBAaHUAM 0CO00# BaXKHOCTHU (HAmpumep,
kitoueBbie uccienoBanus I ¢aser).
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B nanHoM nonpaszzene NpuBOANUTCS YKa3aHUe U 0OOCHOBAHUE MCIIOJIB30BAHHOIO METO/1a (METOJI0B)
OLICHKH 0000IIEHHOTO (KyMYJISATUBHOI'O) BO3/ICHCTBUS, a TAK)KE OTPAaHMYCHUS TAHHOTO METO/Ia.

4.9.2. OueHka BO3JICUCTBUSA MPU MOCTPETUCTPALIMOHHOM
MIPUMEHEHHUH JIEKAPCTBEHHOIO Mpernapara

B cnywae ecnm umccienyeMblil mpenapar 3aperMCTPUPOBAH HA TEPPUTOPUU KaKOH-THOO CTpaHbI
(cTpaH), CIOHCOPOM JOJDKHBI OBITh BKIIOYEHBI B OTYET JIAHHBICE IO OICHKE O0O0OIIEHHOTO
(KyMyJSITHBHOTO) BO3JICWCTBHS Ha MAlMEHTOB MO pPe3yabTaTaM MOCTPETUCTPAIIMOHHOTO MPHUMEHEHUS,
OCHOBaHHbIC Ha JaHHBIX TmocieaHero IIOOB wiM WHBIX HMCTOYHMKAX JAHHBIX C YyKa3aHHEM U
000CHOBaHHUEM HCITOJIb30BAHHOI'0 MeTOa (METOJOB) OLICHKH BO3/ICHCTBHUS.

4.10. annble B BUAC CTPYKTYPUPOBAHHBIX IMEPEUHEN U 000OIICHHBIX
(KyMYJSITUBHBIX ) TAOIHUIT

Hannsiii  pasgen POODb  nomkeH colepkaTb CTPYKTYpUpPOBaHHBIE IIEPEUYHU  CEPHE3HBIX
HEXKEIIATSIbHBIX PEAKINH, 3apeTHCTPUPOBAHHBIX CIOHCOPOM 3a OTYETHBIM TEPHOA, U OOOOIICHHBIC
TaOJIMYHBIE JIaHHBIE 110 CEPhE3HBIM HEXKENATEeNbHBbIM SIBICHUSAM, KOTOpPbIE OBUIM 3aperucCTpUpPOBAHbI
cioacopom ¢ MJIOPJIII, To ecth TaOiuIBl JOIDKHBI BKJIIOYATh B ce0sl BCE Cephe3HBbIC HEXeNIaTeIbHbIe
apnenus (nanee - CH), a ve tonbko CHP 1 uccnenyemoro mpemnapara M NpenapaTroB CpaBHEHHS.
HUcrounukom JAaHHBIX B IIEPCUHAX U Ta6JII/IIlaX C PaCKPBITBIMH PAaHAOMHU3aIMOHHBIMH KOJaMH MOT'YT OBITH
3aBEpIIEHHbIC KIMHUYECKUE HCCIICOBAaHMs, a TaKKe HHIMBUAyaJbHbIE CIIydyad, B KOTOpPBHIX OBLIO
BBITIOJIHEHO PACKPBITHE KOJIA PaHAOMH3AIMH 0 MPUYMHAM, 00YCIOBICHHBIM 0€30IacHOCThI0 CyOBeKTa
uccienoBanus. CIIOHCOpBI HE JOJDKHBI PAacCKpbIBATh PAHJOMM3ALMOHHBIE KOABI C LIEJIBIO MOATOTOBKH
POOB.

ITo YCMOTPCHUIO CIIOHCOpPA IJIA o0neryeHus BOCIIpHUATHUA W IIOHHUMAaHUS I/IHCI)OpMaI_II/II/I B pasaciic
MOXET  HUCIOJB30BaThHCA rpa(bnqecxoe OTO6pa)K€HI/Ie OMpCACIICHHBIX  aCIICKTOB  JAaHHBIX 110
HEKEJIATCIIbHBIM PCAKIHUAM.

B nenom tabmuubt CHS nomxHBl BKIIOYaTh B ce0s TOJIBKO T€ TEPMHUHBI, KOTOpbIE OBLIM
UCMOJb30BaHbl Ui KJIacCU(UKALMM CEPhE3HOCTH HEXeNaTelIbHbIX SBICHUN; TaONMIBI HE JIOJIKHBI
BKJIIOUATh HECEPhE3HbIE HEXKENATEIbHBIE SBJICHUS.

OmnpeneneHHble HeXenaTeNbHbIE SBJICHHUS MOTYT OBITh HCKIIOUEHBl U3 CTPYKTYPHUPOBAHHBIX
nepeyHeil U 0000IEHHBIX TaOJMYHBIX JAHHBIX, OJHAKO MO BCEM CIEIAHHBIM HCKIIOYEHUSIM JIOJIKHBI
ObITh JaHbl OObsCHEHHs B oTueTe. K 4Mciay Takux HeXelaTelbHbIX SBICHHH OTHOCATCS, HalpHMep,
He)KeJlaTeJIbHbIE SIBJICHUSI, ONpeIesieMble IPOTOKOJIOM KIMHUYECKOTO UCCIIEJOBaHMSI KaK He TpeOytoiue
cOopa M BBOJA JaHHBIX B 0a3zy NaHHBIX MO OE30MACHOCTH, a TAKXKE SIBIIAIOLIMECS COCTaBJISAIOIIMMU
KOHEYHBIX TOYEK OLIEHKH J((EeKTUBHOCTH (HAampUMep, JeTalbHbIE HCXOJbl, OOYCIOBJIEHHBIE
IIPOrpeccCupOBaHMEM OCHOBHOTO 3a00JI€BaHUs, B KIIMHUYECKUX HCCIEOBAHUSAX C y4acTHEM MallEeHTOB
CO 3JI0Ka4€CTBEHHBIMH HOBOOOPA30BAHUSIMH).

4.10.1. CopaBouHast uHpOpMaIus

B nmanHOM monpasnmene yKa3bIBalOTCS BEpCHsS (BEPCHH) HCIOIB30BAHHOTO [IJIST KOAUPOBAHUS
TEPMUHOJIOTHYECKOTO CJIOBApsS U Ha3BaHUE JOKYMEHTa C HOMEPOM €TI0 BEPCHH, KOTOPbIN HCIOIb30BaJICA
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B KauyeCTBE CIPABOYHON HHQPOpPMALUU MO OE30MaCHOCTH MJsl OIpENeNieHUs] NPEABHICHHOCTH NpHU
COCTaBJICHMM TaOJIMYHBIX JaHHbBIX, IJ€ 3TO TpedyeTcs B COOTBETCTBUM C 3aKOHOAATEIHCTBOM
roCy1apCTB-4JICHOB.

4.10.2. CTpyKTYpUpOBAHHBIN MEPEUCHb CEPbE3HBIX HEXKETATCIbHBIX
peakuii 3a OTYETHBIN EPUO

B panHoM moapaszaene NPUBOAMTCS KpPAaTKOE OMUCAHHE MPHUHIMIIA BKJIIOYEHUS CEPbE3HBIX
HEXEJNaTelIbHBIX PpPEaKIUui B TEpeueHb, CaMU TMEPEYHH CEPhE3HBIX HEXKEJIATEIbHbIX pEeaKlnid,
3aperucTPUPOBAHHBIX MPU IPOBEACHUH KIMHUYECKUX UCCIIeIOBAaHUI 32 OTUETHBIN MepHo/l, TPUBOAITCS B
npwioxkeHnu k POObB. He cneayer ucnonb3oBaTh 3TOT pasjien AJis aHAJIM3a CEPbE3HBbIX HEXKENATEIbHbIX
peakuuil win BeIBOJOB. CTPYKTYpHUpPOBAaHHBIE MEPEYHU JIOJDKHBI MPEACTaBIATh UH(POPMALMIO 110 BCEM
CEPbE3HBIM HEXKENATEIbHBIM peakuusiM (IO OCJICINICHHBIM CIydasM U CIIy4asM C PacKpbITBIM KOJIOM
JICUYEHUs) U3 KIMHUYECKUX MCCIEIOBAaHUN CIIOHCOpAa B OTYETHBIN mepuojl. JJaHHbIe B MepeyHsIX JOKHBI
OBITh CTPYIIUPOBAHBI CHaYa a M0 KIMHUYCCKUM UCCIICIOBAHHSIM U 3aTEM 10 OPraHo-()YHKIIMOHAIBLHBIM
KJIacCcaM.

Crnydau 1o KaXJ0My OTAEIbHOMY CyOBEKTY UCCIIE0BaHMs (€CJIM BO3MOKHO) JAOJIKHBI BKIIOYAThCS
B CTPYKTYpPUPOBaHHbIE MEPEUHU EIUHOXK/bl BHE 3aBUCUMOCTH OT KOJMYECTBA TEPMHUHOB CEPbE3HBIX
HE)XKeJIaTeJIbHBIX PeaKliii, BKIIFOUEHHBIX B onucaHue ciydasd. Eciu y cyObekTa ucciaenoBaHust pa3Buiioch
OoJiee OTHON Cepbe3HOM HeXenaTeaIbHON PeakLuu, OHU JIOJIKHBI ObITh IEPEUUCICHBl B OIIMCAHUH OJHOTO
cillydas II0Ji Ha3BaHMEM HauOoOJee CEepbe3HOW HEKEeNaTeIbHOW peakuuu (KanoObl, CUMIITOMAa WIH
JIMarHo3a) COIJIaCHO OlLieHKe croHcopa. Ecim y cyObeKkTa HCCIIeOBaHUS Pa3BWINCh pa3IMYHbIE
CCPLC3HBIC HCKCIIATCIIBHBIC PCAKIMU B pPa3sHOC BPEMA HaA MPOTSKCHUH KIIMHUYCCKOI'0 HMCCICIOBAHUA
(HampuMep, ¢ UHTEpBAJIOM OoJiee HelleNn), JaHHbIE Cepbe3HbIe HeXeIaTeIbHbIC PeaKMH JOKHBI ObITh
MIEPEYUCIICHBI OTIEIBHO W CYOBEKT MOXET OBITh BKIIOYCH B CTPYKTYPHUPOBAHHBIH TepedeHb Oolee
OJTHOT'O pa3a.

WNupopmaniys no cepbe3HbIM HEXEIATEIbHBIM PEAKIMSIM B CTPYKTYPUPOBAHHBIX MEPEUHSAX JAOHKHA
BKJIKOYATh CJIEAYIOLIUE JaHHBIC:

I/II[GHTI/I(i)I/IKaHI/IOHHI)II\/’I HOMCP KIIMHUYCCKOI'0 UCCIICAOBAHMS,
I/II[GHTI/IQ)I/IKaI_[I/IOHHLII\/'I HOMCEp CY6T>GKTa HUCCIICOOBAaHUs,

UIEeHTU(DUKAITMOHHBIM HOMEp COOOIIEHUs O CephEe3HOM HEeXeNaTeIbHON peakiuu 1mo 0a3e JaHHBIX
CIIOHCOpA;

ToCcyaapCTBO, B KOTOPOM BBISIBJICHA CECPHE3HAA HEXKEIATCIIbHAA PCaKI s,
BO3pPacT 1 1OJI Cy6’beKTa HUCCICIOBAHUA,

YKa3zaHUEC TIPYIIbl JCUCHUA WKW YKAa3aHUC, 4YTO JAHHBIC OCJICIIJICHHBIC, €CJIM HE BBINIOJIHAJIOCH
PACKPBITHEC PAHIOMU3AIIMOHHOI'O KOJIA,

J03a W JUIMTEIbHOCTh HAa3HAUYEHHUs MCCIEAYeMOro IpernapaTa, a Takxke (Ipu HEoOXOAMMOCTH)
JeKapcTBeHHas (opMa U CriocoO BBEICHUS;
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JaTa Hayasla U (WIK) BpeMs OT Hauyajla IpUeMa 0 pa3BUTHUS CEPbE3HOM HEXEJaTelIbHON PEeaKiuy;
JaThl Ha4aja ¥ OKOHYaHMs Ha3HA4YEHUs MCCIIEeLyeMoro mpenapaTta U (WIM) OLEHKa MPOJOKUTENbHOCTH
JICUYEHUS;

Ha3BaHUE (OMHMCAHKUE) CEPbEe3HON HEeXeNaTeapHou peakiuu (mpu ucnoas3opanuu MedDRA crnenyet
YKa3bIBaTh MPEANOYTUTEIIbLHBIA TEPMUH);

UCXOJ] CEpPbEe3HOW HEKeNaTeIbHOW peakuuu (HalmpuMmep, pa3pelnsaoch, JeTalbHbI HCXO7,
yJIydlllEHUE, Pa3pelIuIoch C OCTaTOYHBIMU SIBJICHUSIMU, HEU3BECTHO), CIEAYeT yKa3biBaTh Mcxon HP y
MAalUEHTA, B CIIy4ae HECKOJIbKHUX HEXENAaTeNIbHbIX PEAaKIUi YKa3bIBACTCA HAUXYALLINUN UCXOI;

KOMMEHTapuu (HampuMep, OIleHKa MPUYUHHO-CIICICTBEHHON B3aUMOCBSI3U B CIy4ae PacXOXKICHHUS
BO MHEHHUSIX CIIOHCOpAa M HCCIIEJOBATels, COIYTCTBYIOIIME JIGKAPCTBEHHBIC MpErapaThl, €CIU
MOJIO3PEBACTCSI UX MpsiMasi CBSI3b C HEXENATebHOW peakIMel WM JIGKAPCTBEHHOE B3aMMOJCHCTBHE,
MOKa3aHMs, I0 KOTOPhIM Ha3HAYaJICAd TI0J03PEBACMBbI JICKAPCTBEHHBIM mpenapar (Iperaparsi),
pe3yNbTaThl OTMEHBI M IOBTOPHOTO HA3HAYCHHS WCCIEAYEMOTO Iperapara NPy HaJIMYdd TaKHUX
CBeJIeHUH ) (eClIi TPUMEHUMO ).

O606HIGHH21$[ I/IH(i)OpMaIII/Iﬂ O BBIABJICHHBIX CCPBLE3HBIX HCEKCIIATCIIbHBIX PEAKIUAX OOJDKHA
BKJIIKOYATh JAHHBIC CJICIIBIX U OTKPBITBIX KIMHUYCCKUX HCCHGHOB&HHﬁ.

4.10.3. O6o061eHHbIE (KyMYISITHBHBIC) TAOIHUHBIC JTaHHBIC
O BBISIBJICHHBIX CEPhE3HBIX HEXKEIIATCIIBHBIX SIBICHUSIX

B nanHOM monpaszerne aenaercss OTCHUIKA K MPHIIOKEHHIO C 00OOIIEHHBIMHU (KyMYJISTUBHBIMH)
TaOJMYHBIMU JIaHHBIMU 110 BBISIBJIEHHBIM CEPbE3HBIM HEXKENATEeIbHBIM SBJICHHUSM, IOJTY4E€HHBIMU
CIIOHCOPOM KJIMHMYECKuX uccienoBanuii 3a nepuon or MJIOPJIII no natel okoHyaHusi cOopa JaHHBIX
tekymero POOB. B cinydae oTcyTcTBUS KaKOH-IMOO YacTH JAHHBIX YKa3bIBAaeTCA IMPHUUYMHA TAaKOTrO
orcyrcTBusl. OO000IIEHHbIE (KyMYJSTHUBHBIE) TaOJM4YHbIE JaHHBIE O BBIABIEHHBIX CEPbE3HBIX
HEXXEJIATeNbHbIX SBJICHUSAX MPUBOAATCA B TPWIOKEHUHM M (DOPMHUPYIOTCS C pa3JeleHUuEM 10
OpraHo-(pyHKIIMOHaJIbHBIM KJIaccaM, MCCIEAYEeMbIM IpernapaTraM, a TaKKe 0 IpernapaTaM CPaBHEHHUS.
JlaHHple MOTYT OBITH CIpYIIUPOBaHbBI IO OTAEIbHBIM IMPOTOKOJAM HCCIEIOBaHUN, MOKa3aHUsM,
crocobaM BBEJEHUS WIM HHBIM KaTeropusMm (eciu 1enecoodpasHo). O0obiieHHas uHpopMauus o
BBISIBJICHHBIX CEPBE3HBIX HEKENATEIbHBIX SIBJICHUSAX JOJDKHA BKIIIOYATh JAHHBIE CIENBIX M OTKPBITHIX
KJIMHUYECKUX UCCIIECOBaHUM.

4.11. Baxxuble naHHbIE, TOTYYEHHBIE B XO/€ KIIMHUYECKUX
HCCIIEA0BAHUH 32 OTYETHBIN IIEPUOL

4.11.1. 3aBepiieHHbIE KIMHUYECKUE UCCIIEIOBAHMS

B nannom nogapasnene POOB B 000011eHHOM BUE CHOHCOPOM MPUBOAUTCS KpaTkas uHpopmamus
110 HOBBIM KJIMHUYECKU BaXXHBIM JIaHHBIM, TTOJIYYECHHBIM 10 PE3YJIbTaTaM 3aBEPIITUBIINXCS 32 OTUYECTHBIN
Meproj] KIMHUYECKUX uccienoBanuil. MuHdopmamuss MoxeT BKIIOYaTh B ceOsl JTaHHBIE, KOTOPBIE
MOATBEPAWIIN JTUOO OMPOBEPTIIN paHee BHIIBIECHHBIC BaXKHBIC aCMIEKTHl MPOoduiis OE30MacCHOCTH, a TaKKe
JTAaHHBIE TI0 BHISIBJICHHBIM HOBBIM CHTHAJIaM MO 0€30MacHOCTH.
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4.11.2. [Iponomxkaroniyecs: KIMHAYECKUE UCCIEIOBaHUS

B nannom noapaznene POOB B 000011eHHOM BUIE CIIOHCOPOM MPHUBOAMTCS KpaTKasi WH(OpMAIHS
[0 KJIMHUYECKH BAXXHBIM JAaHHBIM, BBISABICHHBIM B XOJI€ IPOBEACHHS €IIe HE 3aBEPLIMBIIMXCS
KIMHUYECKUX HCCIICOBAaHUM (HampuMmep, MpU MPOBEICHUH MPOMEKYTOYHOTO aHAJIHM3a JaHHBIX WU B
pe3ynbTate pacKphITHS PAaHIOMH3AIMOHHBIX KOJOB TPU Pa3BUTHH HEKENATEIbHBIX PEAKIHi).
Wudopmanrs MOXET BKIIOYATh AaHHBIC, KOTOPbIE MOATBEPIMIN JHOO ONPOBEPINIM paHEe BBISIBICHHbIC
Ba)XHBIC ACHEKTHl MpOoQuas OE30MaCHOCTH, a TAaKXKe JaHHBIE O BBIIBICHHBIM HOBBIM CHTHAJaM IO
0€30MacHOCTH.

4.11.3. InurensHOE MOCIEAyIOIIee HAOTIOACHHE

B nmanubIii monapasznen AoKHA OBITh BKIIOUEHA MHGpOpMaIus (ecou MPUMEHUMO) O Pe3ylibTaTax
JUTUTEIHHOTO TIOCTEAYIOMIEr0 HaOII0IeHUs 32 CYObeKTaMH MCCIIEOBAHM MOCIIE 3aBEPIICHUSI Y4acTUs B
KIMHAYECKOM HccaenoBanuu. [locne 3aBepiieHust mporpaMmbl pa3pabOTKH JIUTEIBHOE MOCIEAYIOIee
HAOIIIOJIEHUE MOXKET OCTaBaThCS EIUHCTBEHHBIM MPOJOJDKAIOUIMMCS BUIOM JEATEIBHOCTH, B XOE
KoToporo nosydaercss uHGopmanus s POOB. B atom ciydae tonbko B ganHoM nofapasnene POOB
OyZIeT MmpencTaBiIsaThCs HOBas MH(OpMaLIUSL.

4.11.4. HOE TepareBTUYECKOE MPUMEHECHHUE
HCCIIETyEMOr 0 Ipernapara

B nmansbIi mogpa3aen BKIIOYAIOTCS KIMHUYECKH BaXKHBIE TAHHBIE TI0 O€30MaCHOCTH, KOTOPbIE OBLIH
IIOJIy4YEHBbI IIPU IPOBEIEHUU CIIOHCOPOM CIIELMAIBHBIX MPOTOKOJIOB HMCCIEAOBAHHUN, B XOJ€ KOTOPBIX
BBITIOJIHSCTCSI OPTraHM30BaHHBIA CcOOp WM TpEACTaBIeHHE WHPOPMALMU O HEKEIATENBHBIX PEaKIHIX
(HammpuMep, B paMKax paclIMpEeHHOI0 AOCTYIMA, NHAWBUIYAIBHOTO JOCTYIA U UHBIX).

4.11.5. HoBsle maHHbI€e 110 OE30MMaCHOCTH
KOMOMHHPOBAaHHOW Teparuu

Ecnu wuccnenyemsblii mpenapar paspalaThiBaeTCs TakK K€, KaK KOMIOHEHT (PUKCHUPOBAHHOMN
KOMOMHAIMM WJIM MHOTOKOMIIOHEHTHBIX pPEXHMOB Tepanuu, B JaHHOM mnozpasaene POOB mno
OTJEIbHOMY KOMIIOHEHTY MPUBOATCS JaHHbIE 110 BaXKHOW MHPOpPMAIIMHU MO0 OE30MaCHOCTH, MOTYyYEeHHON
IIPU OLICHKE Ha3HAYeHMsI UCCIIeyeMOro Mnpenapara B COcTaBe KOMOMHAIMM JIEKAPCTBEHHBIX MpenapaToB.
Ecin POOB cocrapnsiercss uis KOMOMHUPOBAHHOM Tepanuu Wik GUKCUPOBAHHON KOMOMHAIMU, B TOT
MoJpa3zien cleayeT BKJIOYaTh HHGOpPMAlMI0O MO O€30MacHOCTH, MOJTYYEHHYIO W3 HCCIIEIOBaHUIM
OTJEJIbHBIX KOMIIOHEHTOB.

4.12. Jlannabie 10 0€30MacHOCTH, TTOJIYYCHHBIE B XOJ1€
HEUHTEPBEHIIMOHHBIX UCCIEA0BaHUI

B nmanuBli pazgen npommkHa OBITH BKIIOYEHa o0oOmiaromas HHQOpManus Mo 0e30MacHOCTH,
MOJTydeHHAs] CIIOHCOPOM 3a OTYETHBIH IEepHOA B pE3ylbTaTe IPOBEACHUS HEHMHTEPBEHIIMOHHBIX
UCCIIeIOBaHUM (HarmpuMep, HaOMIONATeNbHBIX HCCIEAOBAaHUM, SMUIEMUOIIOTHYECKUX HCCIET0BaHHM,
PETUCTPOB U POTPAMM aKTHBHOT'O MOHUTOPHHTA).

4.13. lannble o 6€30MaCHOCTH, OJy4YE€HHBIE B XOJI€ IPYTHX
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KJIIMHUYECKHUX UCCIEIOBAHUN

B nmanneni pazmen momkHa OBITH BKIIOYEHAa 000OmIaromas MHQOpManus 1o Oe30MacHOCTH,
MOJyYEHHAs CIOHCOPOM 32 OTYETHBIH NEpPHOA B pe3yidbTaTe NPOBEICHUS HWHBIX HCCICIOBAHUM
(HanpuMmep, aHajdM3a CBOJAHBIX JAHHBIX WM METa-aHallM3a PaHIOMH3HPOBAHHBIX KIMHHYCCKUX
UCCIIeJOBAaHHM, TaHHBIX 0 0€30IIaCHOCTH, MPEIOCTABICHHBIX MapTHEPAMU 10 Pa3pabOTKe MCCIIETyEMOTrO
npenapara JM0O UCCICIOBAaTEISIMU, SBISIONIMMUCS HMHUIMATOPAMHU TPOBEACHUS KIMHHYECKOTO
HCCJICIOBAHMS ).

4.14. Jlannple 10 0€30MMaCHOCTH, TIOJIYYCHHBIC B X0J1€
MOCTPETUCTPALMOHHOTO MPUMEHECHUS

B cmywae ecnm wucciaenyemblil  mpemapar 3aperuCTpUpOBAaH Ha TEPPUTOPHU  KaKOro-inbo
rocyJiapcTBa, B pasjiene MpeacTaBiseTcsa KpaTkass 00001eHHas HHPOopMaLus 0 OCHOBHBIM JIaHHBIM 110
0€30MacHOCTH, KOTOpble OBUIM IMOJyYeHBI B XOJ€ IOCTPErHCTPAMOHHOTO MPUMEHEHHS W CTajH
JOCTYIHBI CIIOHCOPY B OT4ETHOM nepuoje. Ocoboe BHUMaHUE ClelyeT yIeIUTh TeM JIaHHBIM, KOTOpbIE
SBWJINCh OCHOBAaHUEM JUIsl BHECEHHS W3MEHEHUH B HMHCTPYKIMIO MO MEIULHUHCKOMY MPUMEHEHHIO,
OpouItopy uccienoparesis, THPOPMUPOBAHHOE COIJIaCHe WM IUIaH YIpaBiIeHUs pUCKaMu. [laHHbIE 1O
0€30MacHOCTH B HACTOSILIEM pasfelie JOJDKHBI BKIIOYaTh B ceOs pe3yiabTaThl NMPUMEHEHHS KaK B
COOTBETCTBUM C MHCTPYKLHMEH MO MEIWLIMHCKOMY NPUMEHEHHUIO, TaK U IO HEe3aperuCTPUPOBAHHBIM
[IOKa3aHUsAM (IpUMEHeHue '"BHE HHCTPYKUMH'"), pe3yiabTaTbl OLIMOOK HAa3HAY€HUs, Cllydau
NEePe03UPOBKH, PA3BUTUS 3aBUCUMOCTH, IPUMEHEHHS y OCOOBIX TIpYII MalMEeHTOB (HampuMmep, y
OepeMEHHBIX JKEHIINH).

4.15. JlaHHbBIC TOKIIMHUYCCKUX UCCIICIOBAHUI

B nanHOM paszzgene IODKHBI OBITH NpHBENEHBI OOOOIIEHHBIC NaHHBIE 1O HanOoIee BaKHBIM
CBEJIEHUSM 10 0€30MacCHOCTH, MOJYYEHHBIM 332 OTUETHBIN MEpPHOJA MO pe3ysbTaTaM MPOBEAECHHBIX WIIH
MIPOJOJDKAIOIINXCS  TOKJIMHUYECKUX MCCIEI0BaHUN In Vvivo M in vitro (Hampumep, HCCIeIOBaHUA
KaHIEPOTeHHOCTH,  PENpPOAYKTUBHOM  TOKCHYHOCTH, HMMYHOTOKCHMYHOCTH). OIleHKa  BIUSHUS
JOKJIIMHUYECKUX JIaHHBIX Ha KIIMHUYECKYIO O€30MacCHOCTh JOJKHA ObITh OTPa)kK€Ha BBIIIOJIHEHA B pazJiene
0000111eHHON OlIeHKH Mpo¢uiIs 6e30MaCHOCTH HCCIeyeMOoro mpernapara nepuoanyeckoro ordera (CMm.
paznen 4.21 nacrosmux TpeGoBanuii).

4.16. JlutepaTypHble JaHHbIE

B nanHoM pasznene B 000OIIEHHOM BHUJE JOKHBI OBITh NMPUBEICHBI HOBBIC, a TaK)KE Ba)KHbIE
JaHHBIE 110 OE30MacCHOCTH, UMEIOIINE OTHOIIIEHHE K UCCIIeyeMOMY Mpernapary, KOTOpble OMmyOIuKOBaHBI
B HAy4yHOW JMTEpaType, BKJIIOUEHbI B HEONMyOJWKOBaHHBIE MOHOTrpaduu, ObUIM TpEICTaBICHBI Ha
HAy4YHBIX KOH(EPEeHUHUAX, TUO0 OomyOIMKOBaHBI B BHUJE aOCTPAKTOB U CTalU JOCTYIHBI CIIOHCOPY B
OTUETHBIN Tiepuo/. J[aHHBIN pa3/en MOJDKEeH BKIIOYATh B ce0s JaHHBIC KIMHUYECKUX M JTOKJIMHUYECKUX
UCCIIEIOBAHMM, a Takke (€CIM MPUMEHUMO) JaHHBIEC M0 COCTUHEHUSM aHAIOTMYHOTO Kiacca. CroHcop
JOJDKEH TIPEICTABIISITH KOMUU a0CTPAKTOB 1O JaHHOMY pa3feny (€Ciu BO3MOXKHO).

4.17. Jipyrue POOB

Cnoncop pomxeH mnpenctabiarh eauHbiii POOB. Ecnu croncop rotoBut Heckonbko POOB st
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OJTHOTO HCCIIEyeMOTo Ipenapara (HalpuMep, MO Pa3IMYHbIM MOKa3aHUsIM, IporpaMMmaM pa3padoTKH,
JIEKapCTBEHHBIM (pOopMaM), B JaHHOM pazjiesie IPUBOAUTCS B 000OIEHHOM BUE BaXkHast UH(OpMALHs 110
6e3onacuoctu u3 apyrux POOB, ecnu oHa ele He mpeCcTaBiIeHa B Apyrux paszaenax Hacrosmero POOB.
B pasnene npencrapistoTcst 0000LIEHHBIE JAHHBIE 32 OTYETHBIM MEpUoJ MO 3HAYMMOW MHPOpMALUU 110
6e3onmacHoctH, BKIOUeHHOH B POOD, mnpenocraBieHHONW APYrHMH CIIOHCOPAMH, BBITOJIHSIOIIUMHU
KJIMHUYECKHE UCCIIE0BAHUS TOTO e UCCIIeyeMoro npenapaTa (Ipy UX HaJIU4uu).

4.18. JlaHHBIC TIO HETOCTATOYHON TeparneBTUYCCKON 3P (HEKTUBHOCTH

B nmaHHOM pa3ziene CyMMUPYIOTCS JaHHBIC, KOTOPBIC CBHUICTENBCTBYIOT O HEIOCTATOYHOU
3G (HEeKTHBHOCTH HCCIEIyeMOro mpemnapara JTu00 ero MeHbIneld 3(QQPEKTUBHOCTH TIO CPAaBHEHUIO C
UCTIOJB3YyeMOU JUTSl JICYCHUS CEPhE3HBIX M IKH3HEYTrPOXKAIONMMX 3a00JIeBaHUI Tepanuel (Hampumep,
0oJbIllee KOJHMYECTBO HEKEIATEIBHBIX CEPACYHO-COCYAMCTHIX SIBICHUH B WCCIEAOBAHUU HOBOTO
AQHTUArPEraHTHOTO CPEJICTBA IPH JICYCHUU OCTPOTO0 KOPOHAPHOTO CHUHAPOMA) W MOTYT OTPaKaTh
MTOBBIICHHBIA PUCK JIJISI CYOBEKTOB UCCIICIOBAHMUS.

4.19. Nusle nannsle M0 0€30II1aCHOCTH, BEIABICHHBIE B X0
KIMHUYECKUX HUCCIIENOBAHUI

B nmanHOM pasgene MOXET HPUBOIUTHCS JIOMOJHHUTENbHAs HHGpOpPManus 1Mo Oe30MacHOCTH,
HarpuMep:

4.19.1. O600meHHbIE (KyMYJIATUBHBIC) TAOTUYHBIC JaHHBIC
10 CEPhE3HBIM HEXKENATEIbHBIM PEaKIHsIM

B nannom rnmoapasaciic IMpuBOaAUTCA I/IH(1)OpMaI_II/IH IO BCEM CCPLC3HBIM HCKCIIATCIIbHBIM PCAKIHUAM
IMIyTEM YKa3aHHuA O6HIGFO KOJIMYCCTBA CCPHE3HBIX HEKCIATCIbHBIX peaKuHﬁ:

10 OpraHo-(h)yHKIIMOHAJILHOMY KJlaccy;
110 TEPMUHOJIOTMYECKUM HauMEHOBAHUSIM HEKeNaTeIbHbIX PEeaKIINii;
10 TpYIIE JIeYeHus (eCu MPUMEHUMO).

CnenyeT BBIACIIUTE HCMIPCABUACHHBIC HCKCIIATCIIBHBIC PCAKIIUU.

4.19.2. [lepedeHb CyOBEKTOB KIMHUYECKUX HCCIICIOBAHUN,
KOTOpbIE YMEPIHU B TEUEHUE OTYETHOTO MIepro/ia

B nannom noapaszene npuBouTCs HHGOpMAIHs 110 CyObeKTaM MCCIeI0OBaHUN, KOTOPbIE YMEPJIH B
X0Jle TPOBEACHUS KIMHUYECKUX HCCIIEOBaHMWI, BKIIOYaromas B ceOs CIeAyIoU[Ue JIaHHBIE:
UACHTU(DUKAIIMOHHBIA HOMEp Cllydas JIETaJbHOIO MCXO0/Ja, Ha3HAUYCHHOE JIeYeHHEe (MOXKET COXPaHATHCS
OCJIETUIEHUE), MPUYMHA CMEPTH MO0 KakXIOMY CYObeKTy wucciefoBanus. Bce acnekTel mnpoduis
0€30MacHOCTH, ONpejessieMble M0 pe3yibTaTy 0030pa AAHHBIX MO JIETAJBHBIM HCXO0JaM, JOJKHBI OBITH
HaJUIeKaIUM  00pa3oM OTpaKeHbl B paszene o0O0OOIIeHHOW oleHku npoduis Oe30macHOCTH
uccneayemoro npenapara POOB (cMm. paznen 4.21 nacrosimux TpeboBanuii).
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4.19.3. IlepeueHb cyOBEKTOB KIMHUYECKUX
UCCIIEJOBAaHUN, KOTOPbIE OBUTH MCKITFOUCHBI N3 KIMHUYECKUX
MCCIICIOBAaHH B CBSI3U C PA3BUTHEM HEKEJIATEIbHbIX SBICHUN
B T€YEHUE OTYETHOT'O MEepHoIa

B nmanHoMm moppasnene mpuBoAuTca MHQOpMAIMS MO CyOBEKTaM HCCIENIOBaHUI, KOTOpbIE ObUIM
HUCKIIIOYCHBI U3 I/ICCJIGI[OBaHI/If/'I B CBA3KU C PA3BUTHUCM HCKCIATCIIbHBIX SIBICHUM B TEUYCHHE OTYETHOTO
neprojia BHE 3aBUCUMOCTU OT YCTAHOBJICHMSI B3aUMOCBSI3U C Ha3HAUCHHEM HCCIIEyeMOro Iperaparta.
Bce acmextsl npoduiist 6€301macHOCTH, ONpeAessieMble 10 pe3ynbTaTy 0030pa JaHHBIX MO BBIOBITHIO U3
KIIMHUYECKUX HCCIIEOBaHMM, TOJKHBI OBITh HAAJEKAIUM 00pa3oM OTpa)KeHbI B paszzesie 00001eHHOM
omeHkn Tnpodwist Oe3omacHocTH uccnenyemoro mnpemnapata POOB (cm. pasmen 4.21 HacTosmmx
TpebGoBanwuii).

4.19.4. CymecTBeHHbIE TONPABKU B MPOTOKOJIbI KITMHUYECKUX
uccienoBaHuil gassel [

B JaHHOM MOoApas3aciic O0JIKHBI OBITh OITHCAHBI CYIICCTBCHHBIC HM3MCHCHHA B IIPOTOKOJIAX
KIIMHUYCCKHX I/ICCJ'IGI[OBaHI/Iﬁ (1)83]':»1 I, CACIAHHBIC Ha IMPOTHKCHHUNU OTYCTHOI'O II€puoaa, €CJIM OHH paHCC
HC NPCACTABJIAINCH KaK ITOIMMPAaBKU K IIPOTOKOITY.

4.19.5. CyiecTBeHHbIE U3BMEHEHUS IIpolLiecca MPOU3BOACTBA

JlanHblil mozpa3fen JOJKEH BKIOYaThb B €e0sl KpaTKOE ONUCAHHUE CYIIECTBEHHBIX H3MEHEHHM
nporecca Mpou3BOACTBA UM MUKPOOHOJIOTHYECKUX M3MEHEHUH (eC/IM TaKue UMENINCh), IPOM30LIE IINX
32 OTUETHBIN TEpPHOJ, C OTPAKCHHWEM OLEHKH WX TOTCHIUAIBHOTO BIMSHUS Ha acleKThl NpPOQuIIsi
0e30macHOCTH B pazjeisie 00001IeHHOM OLleHKH npoduiis 6e3omacHocTH uccnenyemoro npenapara POOb
(cm. paznen 4.21 nvacrosmux TpeOoBanumii).

4.19.6. Onncanne 0OIIET0 UCCIEN0BATENLCKOrO IIJIaHa
Ha MPEJCTOALINI ro1 (€cu IPUMEHUMO)

B nanHoM mojapaszaene mpuBOAMTCS KPATKOE ONMUCAHUE MCCIIEI0BATEIbCKOIO IJIaHa, 3aMEHSOIIETO
IUTaH UCCIIeI0BAaHUS 3a IPEIIIECTBYIOUINI TOI.

4.20. JlanHbIe, OJYYCHHBIE TIOCIIE JaThl OKOHYaHUs cOopa
nanuerx POOB

JlaHHBIM pa3fen JOKEH BKIOYAaTh OOOOLICHHYI0 HH(POPMALHUIO IO MOTEHLIUANIbHO Ba)KHBIM
JaHHBIM TI0 OE€301acCHOCTH, KOTOpble ObUTM BBISBICHBI IOCIE JaThl OKOHYAaHWs cOOpa JaHHBIX, HO B
nepuosl noAroroBku ganHoro POOB. IloTeHumanbHO BaKHBIE JaHHBIE BKIIOYAIOT B cebs (HO He
OTPaHUYMBAIOTCS) KJIMHUYECKA 3HAYMMBIMH HOBBIMH  COOOIICHUSIMH, Ba)KHBIE JaHHBIE IO
nocJenyomeMy HaOMIOACHNI0, BaXKHbIE JaHHBbIE JOKIMHUYECKHX HCCIEIOBaHUM, JI00ble Mephl,
MIPUHATBIE CTIOHCOPOM, YIOJTHOMOUYEHHBIMH OpPraHaM{ WJIM HE3aBUCHUMBIM KOMHUTETOM IO MOHHTOPHHTY
JAHHBIX B CBSI3U C M3MEHEHUsAMH mpoduis 6e3omnacHocTH. CBeeHMs, BKIIOYCHHbIE B JAHHBIN pasnen,
JOJDKHBI OBITH yUYTEHBI B pazjelie O0OOIIEHHON OIEHKH MpoQwiIsi OE30MacHOCTH HCCISTYEeMOTO
npemnapara POOB (cm. pa3znen 4.21 nactosmux TpeGoBanuii).
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4.21. O600meHHas o1ieHKa POt 0€30MaCHOCTH
UCCIIeyeMOro mpernapara

B nanHOoM pasnmene nomkHa OBITH TpUBEAEHA OO0O0OIIEHHAs oOIleHKa Npoduisi 0e301acHOCTH
UCCIIEyeMOro Mpemnaparta ¢ OObSIUHCHHBIM aHAIM30M BCEX HMMEKOIIUX K HEMY OTHOIICHHE HOBBIX
KIIMHUYECKHUX, TOKIMHUYCCKUX, SMUICMHOIOTMYCCKUX JaHHBIX, OJTYYCHHBIX Ha MPOTSHKEHUH OTYETHOTO
Meproja, C COIMOCTABICHWEM C MPEKHUMH CBEACHUSAMU IO Mpoduiito 0e30MacHOCTH HCCIeIyeMOro
npermapata. i  3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX IpENAparoB OIEHKA BKIIOYaeT B cels
KIIMHUYECKH 3HAYUMBIC JIaHHBIC TIOCTPETUCTPANIMOHHOTO MOHUTOpPUHTA. B maHHOM pasnerne He JOhKHA
OyOnmupoBaThcss MHMOPMAIKsS, BKIOYCHHAS B MPEIbIAYIIUE pa3feiibl OTYeTa, HO JOJDKHA OBITh J1aHa
WHTEpIpeTanuss HOBOW WH(OpMAanUKU 1O OCE30MACHOCTH U OICHKA €€ BIMSHHS Ha WCCIEIyeMYIO
MOMYJISILIMIO ¥ TIpOrpamMMy pa3pabOTKH UcclieyeMoro mnpemnapara. JloykHa ObITh AaHa (€CId IPHUMEHHUMO )
OTJIENIbHAS OI[EHKA IO HAMIPABIICHUSIM TEPAIIEBTUYECKOTO MPUMEHEHUS, ITyTSM BBEICHHUS, JIEKAPCTBEHHBIM
dhopmam ¥ (M) TTOKa3aHKUAM K IPUMEHEHUIO.

4.21.1. Ouenka pucKoB

IIpu onenke pucka oco60e BHUMaHKE JOJDKHO OBITH YIACICHO MHTEPIPETALUH JaHHBIX 110 HOBBIM
UACHTU(PUIIMPOBAHHBIM TpoOiieMaM 10 O€30MacHOCTH WM 3HAYMMOH HOBOM WHGpOpMAIMU 110
OeszomacHocTh. JlommkHa OBITH NpEJCTaBIEHA OIEHKA CIEIYIONIMX AaCHeKTOB Mpopwmiis 0e30macHOCTH
(ecu IPUMEHUMO):

a) HOBBIC BBISIBIICHHBIE aCIIEKTHI TPO]HII 0€3011aCHOCTH:

JIETAJIbHOE ONKMCAHUE HEKEIIATEIbHBIX ABICHUN WIIN PEAKIUN;

CBSI3aHHBIE C IPUMEHEHHEM HCCIIElyeMOro MpernapaTa u3MEeHEHHs TaOOpaTOPHBIX TapaMeTPOB;
(bakTopbI pUCKa;

B3aUMOCBS3b C J103aMH U MPOAOKUTEIBHOCTHIO JICUEHUS;

00paTUMOCTh OCIIOKHEHUH;

(bakTopbl, KOTOpbIE MOTYT OBITH TMOJE3HBl JUIS TMPOTHO3UPOBAHUS WM TMPEAOTBpAICHUS
HEKEJIaTeJIbHBIX PEaKInii;

0) 3HaUMMbIE U3MEHEHUS B XapaKTEPUCTUKE paHee 3aperuCTPUPOBAHHBIX HEXKEJIATENbHBIX PEaKINi
(HampuMmep, TIOBBIIIEHUWE OKHUJAEMOW YacTOThl WJIM CTENEHU TSKECTH, YTSKEIEHUE HCXOJI0B,
YCTaHOBJICHHE TPYII PUCKA PA3BUTHUS OCIOXKHEHHI);

B) CUMITOMBI, KaJoObl, JaOOpaTOpHblE U3MEHEHHUS, XapaKTepHbIe JUIsl TAKUX HOBBIX WJIU paHee
UACHTU(PUIMPOBAHHBIX KIMHUYECKM 3HAYUMBIX BHJOB TOKCHYHOCTH, KaK TeMaTOTOKCHYHOCTH,
KapAMOTOKCUYHOCTh (BKIIIOUas yminHeHue uHTepBaia QT u pe3ynbTarhl crieUaNbHBIX HCCIETOBaHHUM
QT/QTc), MHETOTOKCHYHOCTh, HE(POTOKCHUYHOCTb, JIETOYHA TOKCHUYHOCTb, HEHPOTOKCHYHOCTH,
MMMYHOT€HHOCTh M pEaKLU{ THIIePUyBCTBUTEIBHOCTH;

1") JICTAJIbHBIC UCXOJbI HEXKCIATCIIbHBIX HBHCHHﬁ;
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I[) OCTaHOBKA KIIMHUYCCKOTO HCCIICAOBAHUA II0 HNPUYHUHE Pa3BUTHUA HCKCIATCIbHBIX HBHGHHﬁ,
BKJIIO4ass UBMCHCHU A J'Ia60paTOpHBIX MmapaMCTpOB UJIU PE3YJILTATOB O6CJ'I€,Z[OB&HHI>1;

e) B32H/IMOI[CI>1CTBH$I C JICKapCTBCHHBIMHU IIpCriapaTaMy U UHBIC B3aHMOII€I>’ICTBI/ISI;
)K) BaXXHbIC JaHHBIC I10 6630H3CHOCTI/I, IMOJIYYCHHBIC B JOKIIMHUYCCKUX UCCICIOBAHUAX

3) acmeKThl TPOW3BOACTBCHHOTO IIPOIlECCa, KOTOPBIE MOTYT OKa3aTh BIUSHUE Ha NPOQUIH
0e301acHOCTH;

M) HEJOCTaTo4Hasi TepaneBTHYecKast 3(pPEeKTUBHOCTD, €CIIM OHA MPEACTABISET IOTOIHUTEIBHBINA
PHCK JUIsl CyOBEKTOB KJIMHUYECKOTO UCCIIEJOBAHNUS;

K) HaJM4YUE JIOTIOJIHUTEIBHOTO PUCKA JJISl TaKUX OCOOBIX MOMYJSIMOHHBIX TPYII, KaK MOXHIIbIC
HAIMEHThl, Je€TH, NAlMeHThl C HapylleHueM (DYHKIUHM MEeYEHU WJIM IOoYeK, JIMOO MHbIE IPYMIbl pHCcKa
(HarrpuMep, CyObEKTHI ¢ MEJUICHHBIM WJIA OBICTPBIM META00IH3MOM);

J) BO3ICUCTBUE B MEPUOJT OEPEMEHHOCTH U JIAKTAIIUU M €T0 UCXOIBL;

M) acIeKThl 0€30M1aCHOCTH IPU JUIUTEILHOM IPUMEHEHUN;

H) JJAHHBIC [0 KIIMHHUYECKH 3HAYMMBIM OIIMOKAM MPUMEHEHUS JIEKAPCTBEHHOT'O Mpernapara;
0) JIaHHBIE TI0 OTCYTCTBHIO MPUBEPKEHHOCTH MALIMEHTOB JICYCHUIO;

1) CITy4au Mepeio3UPOBKU M €€ KOPPEKIIHH;

p) ciydau HEMPaBUIBLHOTO YIIOTPEOICHUS U 3JI0YITOTPEOJICHUS;

C) acmekThl 0e30MacHOCTH, CBSI3aHHBIE C NPOLEIypaMH, MPEIyCMOTPEHHBIMH IMPOTOKOJIOM
KIIMHAYECKOTO UCCIIeIOBaHu (Harpumep, OpOHXOCKOIHS, OMOIICHSI, yCTAHOBKA [IEHTPAIILHOTO BEHO3HOTO
Karerepa), MO0 C TPOBEIEHHWEM MM JAM3aHHOM KIMHUYECKOTO HCCIelIOoBaHMA (Hampumep,
HE/IOCTaTOYHBIA MOHUTOPUHT CYOBEKTOB HMCCIIEIOBAHMS, CIHMIIKOM TUTEIBHBINA Meproa 0e3 akTHBHOM
Tepanum);

T) HOTGHHI/I&J’IBHIﬂﬁ PUCK 3HAYMMBIX HOBBIX JAHHBIX I1O 6C3OH3CHOCTI/I, BBISABJICHHBIX JISI APYTOr'o
COCAMHCHHA aHAJIOTMYHOI'O KJ1accCa.

4.21.2. OueHKa COOTHOIIEHHS T0JIb3a-pPUCK

B mogpasnene MOMKHO OBITH MPEICTaBICHO KPAaTKOE 3aKIIOUEHUE MO OIEHKE COOTHOIIEHUS
COBOKYITHOTO pHCKa, YCTAHOBJIEHHOTO MO Pe3yJibTaTaM aHajn3a 0000IEHHbBIX (KYMYJSITUBHBIX) JaHHBIX
mo 0e30macHOCTH, U oxupaemMod 3PdekTuBHOCTH (TIONB3bI). ClemyeT chenarh ykKa3zaHUE, HACKOJIBKO
M3MEHUJIACh OIIEHKAa COOTHOIICHMS TIOJIb3a-PUCK MCCIEAYEMOro IpermapaTa IO CpaBHEHHUIO C
MIPEIIIECTBYIONUM OTYETOM M0 Oe3omacHocTu. J[aHHBIN mojpa3ien He MpelHa3HaueH s JeTalbHOU
OLIEHKH COOTHOIIIEHHUS MOJIb3a-PUCK UCCIIEyeMOro Mpernapara.

4.22. O600m1eHHas nH(GOpMAaLIKS O BaXKHBIX PUCKaX
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B nmanHOM paszene nomkHa OBITH MpeACTaBiIeHA KpaTkas 0000meHHas MHGOpMAIHs O Ba)XKHBIX
UICHTU(QUIMPOBAHHBIX W TMOTEHIUAIbHBIX puUCKaXx B Qopme mnepeuHs. K uuciny BakHBIX pPHUCKOB
OTHOCSITCSl, HAallpUMEp, PUCKH, KOTOpPbIE MOIYT IPUBECTU K JOINOJIHUTEIBHOMY BHECEHHUIO MeEp
MIPEIOCTOPOKHOCTH, OCOOBIX YyKa3aHUN WU NPOTHUBOIIOKA3aHUNH B HMHCTPYKIMIO [0 MEIUIUHCKOMY
IIpUMEHEHNIO. JlaHHBIE pUCKM MOTYT BKJIIOYATh, HAIpUMEp, XapaKTepHbIE i1 ONPEICIICHHOU
MOJIEKYJISIPHOIM CTPYKTYphl TOKcHueckue 3¢ (EKThl Hin MpobieMbl 10 0€30MacHOCTH, BBISIBICHHBIE IO
pe3ysibTaTaM HaKOIUIEHUs JaHHBIX JOKIMHMYECKUX M KIMHMYECKHUX HcciaenoBaHui. Kaxaplii puck
JOJDKEH TOJIBEpraTthbCs €XKEroJHOM IMEepEeolleHKEe C aHaM30M BCEX HMEIONIMXCS Ha TEKYIIMH MOMEHT
O0BEIMHEHHBIX JTAHHBIX M 3HAHUM, IpU 3TOM 0c000€ BHUMAHHE CJIENYeT YAENSATh HOBBIM JAHHBIM IO
0€301MacHOCTH, MOTYYSHHBIM 32 OTYETHBIN Mepuoj. CTeneHp AeTalu3aluyd OMUCaHUs MOKET 3aBUCETh OT
CTaguy pa3padOTKU JIEKAPCTBEHHOTO Mperapara: Ha pPaHHUX CTagusaX pa3paboTKu B 0OOOLICHHYIO
MH(OPMALIHIO 110 BaXXHBIM PHCKAM MOKET BKJIIOUATHCS ONMHMCAHWE WHAMBUAYAIbHBIX ClydaeB, Ha Oosee
MO3/IHUX JTamax, M0 Mepe HAKOIUICHUS 3HaHWH, WHPOpMAlMS IO PUCKAM MOXET HOCHUTh MEHee
JeTaTM3UPOBAHHBIN XapaKTep.

Pucku, KoTopble OBUIM TMOJIHOCTHIO OMMCAaHBI WM OTBEPTHYTHI, JOJDKHBI OCTaBaThCs B 0030pe B
BHJIC KPaTKOTO OINHCaHUsA (HampuMep, HAXOJKH M3 TOKCHKOJOTHYCCKUX MCCICAOBAHHMMA WU PAHHUX
KIIMHUYECKUX HCCIICIOBAaHUHN, KOTOpPBbIE HE OBLIM TOITBEPXKICHBI OoJiee MO3THUMH KIMHUYCCKUMU
JTAHHBIMU ).

WNudopmanus o JaHHOMY pa3eiy MOXET OBITh IpeicTaBlieHa B (hopMe ONucaHus Win TaOJIHII.
4.23. 3axntoueHue (BbIBOJbI)

3aKiIIoueHne JOJKHO COZEpkKaTh KPaTKoe ONMCAHUE BCEX U3MEHEHUH B MMEIOIMXCS 3HAHUAX IO
3¢ GEKTUBHOCTH U 6E30IIaCHOCTH UCCIIEAYEMOro penapaTa, KOTOpble IPOU30IILIM 32 OTYETHBIN epuos 1
HOBJIMSAIN Ha OLEHKY, CAETAHHYIO B IIPEALIECTBYIONIEM OTYETE IO OE30MaCHOCTH. 3aKII0UCHHE JIOJKHO
BKJIIOYATh YKa3aHUE JAeWCTBUH, KOTOpbIE OBUIM MPEANPUHATHI WM IUIAHUPYIOTCS C LENbI0 HaJUIeXKallero
OTPaXKEHHs BBIIBJICHHBIX HOBBIX AacCHEeKTOB MNpoduiss Oe30MacHOCTH B MpOrpaMMe KIMHUYECKON
pa3paboTKH UCCIeyeMOoro mpernapara.

4.24. IIpniio>xeHus K OT4ETY

POOB nmomxeH comepxath CIeAYIOUTNE PUTOKECHHUS:

Oportopa uccienoBaTes;

KyMYJSITUBHAsl TaONMUIA CYIIECTBEHHBIX 3alPOCOB CO CTOPOHBI YIIOJIHOMOUEHHOTO OpraHa;
CTaTyC BBIITOJHCHHSA IMTPOAOIKAOIINXCA U 3aBEPIICHHBIX KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/II\/'I;
KYMYJSITUBHBIE TAOJIUIIBI 110 IeMOTpadUIeCKUM JIaHHBIM;

CTPYKTYPHPOBAHHBIC TMCPECYHHU 110 CCPBE3HBIM HCEKCIATCIbHBIM pPCAKIHAM, BBIABIICHHBIM 3a
OTUYCTHBIN Nnepuona;

KYMYJIATHBHEBIC TaOIUYHEIE JAaHHBIC O BBIABJIICHHBIX CEPBE3HBIX HCKCIATCIIbHBIX ABJICHUAX

www.consultant.ru Crpanuua 140 us 146
HafeXXHaa npaBoBad noaaep)xka


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

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
79
"O6 yTBepxaeHUM lMpaBun Hag/exallei KIMHUYECKON NpaxT...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

CHUHOIICHUC (€CJId TPUMEHUMO).
POOB moxeT coziepkath CICAYIOMIUE TPUITOKCHUS:
KyMYJISITUBHBIC Ta0JIMYHBIC JAHHBIE 10 BCEM CEPhE3HBIM HEXKETIATCIIbHBIM PEaKIIHsIM;

nepeyeHb CyObEKTOB KIMHMYECKUX MCCIEAOBaHUN, KOTOpPbIE YMEpJIM B TEUEHUE OTYETHOIO
epuoaa;

MNEPCUCHDb CY6T>CKTOB KIIMHUYCCKUX HCCHGHOB&HHﬁ, KOTOPELIC OBUIM HCKJIIOYEHBI M3 KIMHHUYECKHX
HUCCIICAOBAHUM B TEUCHHUE OTYECTHOI'O nepuoaa,

CYIIIECTBEHHBIE U3MEHEHUS IPOTOKOJIOB KIIMHUYECKUX HcciaenoBanuil [ ¢assr;
CYILLECTBEHHbIE U3MEHEHUS IIpolLecca IPOU3BO/ICTBA;

omnucaHue oOIIero MjiaHa UCCIICIOBAHUMA HA MPEACTOSIINMA roJ1 (€CIM MPUMEHHMO).

HpI/IMepH Ta6J'II/II_[ nepequﬁ JaHHBIX 110 KIIMHUYCCKHUM HMCCJICA0BaHUAM

Tabauua 1
Cratyc mpoaoKArOIMIMXCS ¥ 3aBEPILIEHHBIX
KIIMHUYECKUX HUCCIICTOBAHMMA
00630p MPOAOIKAIOUIUXCS KIMHUIECKUX UCCIICIOBAHUM
(uccnemyemblii mpemnapar)
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WNnentudukanu | @a | Crp | Hazpanue | [duzaiin | Pexum | Uccnenye | I[lepswii |I[Inanmpye| BosupeiictBue
OHHBIA HOMEp | 32 | aHa | UCCIeA0Ba | UCCIEO0B | 103UpOBa Mas BU3UT Moe Ha CyObEKTOB
KJIMHUYECKOTO HUS aHUs HUS MOIYJISINM | MEPBOr0O | BKJIIOUEH | UCCIICIOBAHUS
HCCJICJOBAHUI a maryeHTa ue <*>
<*F> Ha ocHoBaHMM OOmMEro KOJIUYeCTBa Cy@’beKTOB mccijiegopaHmMa 110 COCTOAHUMIO
Ha u HpMMeHHeMOﬁ CXeMbl PaHIOMMI3AallVIN .
(mara)
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Tabnuua 2
0O0630p 3aBepIICHHBIX 32 OTYCTHBIN MTEPUOJT UCCIICTOBAHUI
(uccnenyemelii mpenapar)
Nnentuduxanu | ®a | Ctp | Hazpanue | uzaitn | Pexxum | Uccnenyem | BosznelicTBue Ha
OHHBIM HOMEp | 32 | aHa | UCCIEAOB | UCCIIENO | I03UPO ast CyOBEKTOB
KIHHHYECKOTO aHus BaHMs | BaHUS |MONyJAnus | (TAIMEHTOB) MO
HCCIICIOBAHUS rpyIIaM JeYCHHS
(M/X)
Tabnuma 3
OneHka o0mIero KoJm4ecTsa CyObeKTOB,
MOJIBEPIIINXCS BO3ACUCTBUIO UCCIIEIyeMOro mpernapaTa (OleHKa
KYMYJISSTUBHOTO BO3/ICHCTBHSI), HA OCHOBAaHHH (DAKTHUECKUX JTAHHBIX
13 3aBEPUICHHBIX KIIMHUYECKUX UCCIEIOBAHUI U OLEHKH 110 METOAY
PaHIOMU3ALMH U3 TTPOJOJDKAIOIINXCS KIMHUYECKUX UCCIIEA0BaHUI
Jleuenue Yucno cyObekToB
JlexapcTBeHHBIN ITpenapar
[Ipenapat cpaBHeHUs
[Tname6o
Tabmnuna 4
Orenka o01Iero KoIu4ecTBa CyObEeKTOB, MOABEPTIIINXCS
BO3/ICHICTBUIO HCCIIEyEMOTo Mpemnapara (oleHKa KyMYyJISTUBHOTO
BO3JICUCTBUS ), HA OCHOBAHUHU JAHHBIX 3aBEPILICHHBIX KIMHUYECKUX
MCCJIEIOBAHM TI0 BO3PACTY U MOy <*>
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Yuciio cyObeKkToB

Boszpactnas rpynna

My 4YrHBI

JKeHIUHEI Htoro

<* > ﬂaHHbIe 3aBEPIEHHBIX KIIMHNYECKUX MCCJ‘Ie,JIOBaHMIZ IO COCTOAHMIO Ha
(naTa)

Tabmuua 5
Onenka o0uIero KoJn4ecTsa CyObeKTOB, MOABEPTIINXCS
BO3/IECHCTBUIO HCCIIEyEeMOro Ipemnapara, (OleHKa KyMyJISTUBHOTO
BO3/ICHCTBUS) HA OCHOBAaHUH JAHHBIX 3aBEPIICHHBIX KIMHUYECKUX
UCCIIEIOBAaHUM 110 PACOBON NPUHAATIEKHOCTH
Paca Uucno cyObeKTOB UCCIIEIOBaHUS
Asnarckas
Adpuxanckas
EBponeiickas
WNnas
HewnssectHo
Hroro
Tabmnuma 6

HpI/IMepLI Ta6J'II/II_I O606I.I.[CHHBIX JAaHHBIX O CCPBE3HBIX HEKCIATCIbHBIX

peakmusx (CHP)

CTpyKTypHpOBaHHBIN NIEPEYEHb CEPHE3HBIX HEXKETATEIbHBIX PEAKIIMI
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HNH <*> NH <*> | Crpan | Onuc | Ucx | Hara Hauana | [Tono3pesae | CyrouHas Jatsl Komme
KIIMHUYECK | COOOLICHUS a aHue | of peakuuu MBI n03a Hayaja v | HTapUH
oro o CHP <**> | Bozpa | CHP EFES nexkapctBeH | Crnoco6 OKOHYAHUS
HCCIEen0Ba (UH <*> CT [Tepuon ot HBIN BBEJICHUS JICUEHUS
HUS cyOBeKTa ITon Hauala (uccnenyem | Jlekapctsen | [Ipomomkur
HCCJIEIOBAHU npuema Jo BIii Has opMa | eIbHOCTb
af ) Hayaja npernapar) JeYeHus
peakuuu I
1 2 3 4 5 6 7 8 9 10
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"O6 yTBepxaeHUM MpaBun Hagexallei KIMHUYECKON MpaKT... Aata coxpaneua: 23.10.2024

<*>HH - uneHTUPUKAIMOHHBII HOMED.
<**> JccnenoBanue (LIEHTP, TAIIUEHT).

<*#**> Tonpko 11t mepBUYHBIX coodmeHuii o CHP.

Tabnuua 7
[Tpumepsr 06001EHHBIX (KyMYJISITUBHBIX ) TAOTHYHBIX JAHHBIX
10 CePhE3HBIM HEXKENNAaTeIbHBIM SBICHUSIM
O060061eHHas (KyMyJIsSTHBHAs ) Ta0JIMIIa IO CEPhE3HBIM
HE)KEJaTeIbHBIM SIBJICHUSM
Oprano-(yHKIMOHAIBHBIN KJIacc O0111ee KOJIMYECTBO MO COCTOSHUIO 110 31 nexabps
2015 rona
[IpennoururenbHbINA TEPMUH (HasBanue | Ocnemnen | Ilpemapar | Ilmane6o
UCCIIETyeMOT O HBIi CpaBHEHHUSI
npemnapara) | mperapar
UccnenoBanus 18 4 7 2
[ToBpIlIeHNE aKTUBHOCTH
aJlaHMHaMUHOTpaHchepasbl 9 2 4 1
[ToBbIlIeHNE aKTUBHOCTH
acaptaramMuHOTpaHchepasbl 9 2 3 1
Hapymennst co cTopoHsl HEpBHOM
CUCTEMBI 2 2 4 7
CuHKONaNbHOE COCTOSIHUE 2 2 4 7
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