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Pemenne CoBera EBpasuiickoii 3xoHOMHYecKoi kKoMuccuu 0T 3 HosiOpst 2016 r. Ne 79 "O0
yrBep:xaennu [lpaBua Hapiexamen KIMHNYecKoil npakTukn EBpa3uiickoro 3k0HOMHYeCKOro
coroza'

C u3MEHEHHUSIMH U JOITIOJTHCHUAMMU OT:

1 aBrycra 2025 r.

B cootBerctBuu co crarbeit 30 JloroBopa o EBpasuiickom skoHOMUYECKOM coro3e oT 29 mas 2014
rozaa, crarbedl 6 CornameHus o eIUHBIX MPUHIUNAX M MpaBHiax oOpalleHHs JeKapCTBEHHbIX CPEACTB B
pamkax EBpazuiickoro skoHoMu4eckoro coro3a ot 23 nexadpst 2014 rona, mynkrom 83 npunoxenust Ne 1 x
Pernamenty paGotbl EBpasmiickoif 3KOHOMHUYECKOM KOMHCCHM, YTBEp)KIeHHOMY PemeHuem Beicuiero
EBpasuiickoro skoHomuueckoro coeta oT 23 nexabps 2014 r. Ne 98, um Pemenuem Beoicmiero
EBpasuiickoro skoHomuueckoro cosera ot 23 gexaOpst 2014 r. Ne 108 "O peanuzauuu CornameHust o
€IMHbIX NPHUHLMIAX W TpaBWIaX oOpalleHus JEKapCTBEHHBIX CpPEICTB B paMkax EBpasuiickoro
SKOHOMHYECKOTO0 coro3a" CoseT EBpa3uiickoll 5KOHOMUYECKON KOMUCCUU PELLIL:

1. VYrtBepaute npunaraemsle [IpaBwiia HaJuiexamed KIMHUYECKOW NpakTUKH EBpasuiickoro
HKOHOMHUYECKOTO COI03a.

2. Hacrosiiee Pemenue BecTynaer B cuily 1o uctedeHuu 10 kaneHJapHbIX JHEH ¢ JaThl BCTYIICHUS
B cuiy [Iporokona, mognucanHoro 2 nexadbpst 2015 roga, o mpucoenuHenun PecrnyOmuku ApmMeHHsS K
CornamieHu0 0 €IUHBIX MNPUHIMIAX W TpaBUiaX oOpallleHusl JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro skoHOMHuYECKOro corosa oT 23 nexadbps 2014 roma, HO He paHee 4yeM Mo uctedeHuu 10
KaJICH/IapHBIX JHEHU ¢ 1aThl 0(UIIMAIBHOIO ONYyOJMKOBaHUS HACTOALIETo Pemienus.

Yiensl CoBera EBpa3uiickoii 3kOHOMHYeCKON KOMHMCCUH:

Ot Pecniy6nuku Apmenus B. ['aGpuensa Ot Pecniy6nuku benapyce B. Marttomesckuit Ot PecriyOnuku
Kazaxcran A. Mamun Ot Ksipreizckoit Pecniy6nuku O. [Tankpatos Ot Poccuiickoit @enepanumn

H. lysanos

Unpopmayus 06 usmenenusix:

IIpasuna usmenenst ¢ 10 mapma 2026 e. - Pewenue Coeema Eépa3zutickoti 3KOHOMUYECKOU KOMUCCUU
om I aseycma 2025 2. Ne 63

Cm. npedvldyugyio pedakyuo
YTBEPXEHDI Pemennem CoBera EBpa3uniickoil JKOHOMUYECKOl KOMHUCCHU OT 3 HOAOPS
2016 r. Ne 79

IIpaBuia HajuIeXKaLeH KIMHHYECKON NpaKTHKH EBpa3uiicKkoro 3dKOHOMHUYEeCKOro cor3a

C u3MEHEHUSIMH U JOITIOJTHCHUSAMMU OT:

1 aBrycra 2025 r.

I. O01ue moJ10KeHus

Hacrosimue IlpaBuna mpeacTaBisiior coO00i MEXIYHApOJHBIA 3THYECKANH W HAY4YHBIH CTaHIApT
IUTAHUPOBAHMS U MPOBEICHUS HCCIEIOBAHNM C y4acTHEM YelIOBeKa B KauecTBe CyObeKTa MCCIeI0OBaHUH, a
TaK)Ke JOKYMEHTAJIbHOTO 0(hOpMIIEHUS U MPEACTABIEHUS Pe3yIbTaTOB TAKUX UCCIIEI0BAaHUM.

CoOmroienue nonoxeHuit Hactosmux [IpaBuit ¢y uT it o0IecTBa rapaHTUel Toro, 4To mnpasa,
Oe3omacHOCTp M Ouaromnosryynie CyOBEKTOB HMCCIEIOBAaHMS 3alIMIIECHBI, COTJIACYIOTCA C MPUHIMIIAMH,
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3aJI0’KEHHBIMU XeJIbCUHCKOM neknapanuei, npunaroi Ha XVIII I'enepanbHoit accambiee BcemupHoii
MEIMUIIMHCKON accormanuu B 1964 roay, 1 4TO JaHHBIE UCCIIEIOBAaHUS IOCTOBEPHBI.

[lenbto Hacrosimux [IpaBun sBIsSETCS YCTAaHOBJIEHUE €IUHOTO MOPSAIKA MPOBEACHUS KIMHUYECKUX
HCCIIeOBaHUI (MCTBITAHUN) JICKAPCTBEHHBIX CPEJCTB, YTO JIOJDKHO CIIOCOOCTBOBAThH OOECIEYCHHUIO
(YHKIMOHMPOBAaHUS OOIIETO PHIHKA JICKAPCTBEHHBIX CPEJCTB B paMmkax EBpa3uiickoro 3KOHOMHYECKOTO
coro3a (manee - Coro3), B3aMMHOMY NPU3HAHUIO JAHHBIX HCCIEAOBAaHMH YIOJIHOMOYEHHBIMU OpraHaMH
rocynapctB - uneHoB Coro3a (fajee - TOCylapCTBa-wiEHbl), a TaKKe NPHU3HAHUIO pe3ysbTaToOB
WCCIICIOBAHUM MTPOBEICHHBIX HAa TaMOKEHHOU Tepputoprn Coro3a U 3a ee mpeaesiamu.

Hymepanus, ucnosb3oBanHas B paszpene Il Hactosmumx IIpaBui, COOTBETCTBYET HyMeEpaluy,
MPUMEHSIEMOM B MEXIyHAPOJAHOW pENakuUM HaIeKalell KIMHUYECKOW MPaKTUKU, B YacTU BCEX
MOJPA3/eNIOB, 3a MCKIIOYEHHEM mojapasjiena |, B KOTOPOM MOHSATHS PACIOJIOKEHbI B ajlpaBUTHOM
HOPSJKE.

Hacrtosmue IlpaBuna moarorosineHsl Ha ocHoBe ICH GCP - PykoBojcTBa mo Haanexauen
KIIMHUYECKOW TIpaKkTUKe, KOoTopoe sBisercss aokyMeHToM E6 (R2) MexayHapoaHoro coBeTa 1o
rapMOHU3AIMH TEXHUYECKUX TpeOoBaHMN K (apMaleBTHUECKUM IIpernaparaM Jjisl MEIUIIMHCKOTO
IIPUMEHEHUS.

Pa3BuTHe TEXHOJOTMH M MPOLECCOB YNPABICHUS PHUCKAaMH OTKPBIBAET HOBBIE BO3MOXXHOCTH
HOBBINIEHUST 3()PEKTUBHOCTH MPOBEACHUS HCCIEAOBAaHUM JICKapCTBEHHBIX IPENapaTroB, I03BOJIAET
cokycupoBaTbcsi Ha HamOojiee 3HAYMMBIX acrekrax. llporpecc B 00jacTé TOKYMEHTHPOBAHHUS H
NPECTaBICHNS PE3yJIbTATOB UCCIIEIOBAaHUN B YAaCTH Nepexoja oT HHPOpMALUU Ha OyMa)KHBIX HOCUTEISX
B (opMar »sIEKTpOHHBIX JaHHBIX OO0JIeryaeT BHEJIPEHHWE COBPEMEHHBIX MOJIX0A0B. Hampumep,
LIEHTPAJIN30BaHHbIM MOHUTOPUHT B HACTOSIEE BPEMsI MOXKET JAaBaTh OOJbILE MPEUMYIIECTB U B OOJIBLIEM
KosmyecTBe uccnenosanuii. Hacrosimue [IpaBuna ObUIM JOTOTHEHBI, YTOOBI CIIOCOOCTBOBATH BHEAPEHHIO
YCOBEpPILICHCTBOBAHHBIX U Oosiee A(PPEKTHUBHBIX MOAXOA0B K IJIAHUPOBAHUIO, NMPOBEACHHUIO, KOHTPOJIIO,
JOKYMEHTUPOBAHUIO U TPEJICTABICHUIO PE3YyJbTaTOB HCCICAOBAaHMNA TPU COXPaHEHHH OOeCTedeHus
3alIUThl CyOBEKTOB HCCIENI0BaHMS M JOCTOBEPHOCTH pPE3YyJbTATOB HCCIeAOBaHMU. UTOOBI yIydIIUTbH
KayecTBO M 3((EKTUBHOCTh HCCIEIOBAHUN ObUIM OOHOBJIEHBI TPEOOBaHMSA K SJIEKTPOHHBIM 3aIUCIM H
OCHOBHBIM JIOKyMEHTAaM.

Hacrosimue IlpaBuia cBsizanbsl ¢ aktamu opraHoB Coro3a B cdepe MpoBeACHUS KIMHUYECKUX
HUCCIIETOBAHUN.

YuuTeIBasg BaXKHOCTh MOJJEPKaHUS aKTOB opraHoB Coro3za B cdepe oOpalieHus JeKapCTBEHHBIX
CPEACTB B COOTBETCTBUH C COBPEMEHHBIMHM MEXIYHAapOAHBIMM CTaHJIapTaMH, HacTosimue IIpaBuna 6buin
JIOTIOJTHEHBI HAa OCHOBE IOCJIEHEN penakuuu PykoBocTBa no Hajuiexkamne knuandeckoi npakruke ICH
E6 (R2).

Hacrosmue IlpaBuna HeoOXoauMo coOMogaTh NpPU  HPOBEIECHUHM JIIOOBIX  HCCIETOBaHUN
JEKapCTBCHHBIX IPENaparoB, JaHHbIE KOTOPBIX IPEACTABIAIOTCA B  YINOJIHOMOYEHHBIE OPraHbI
(3KCIIepTHBIE OpTraHU3aIMN) TOCY1aPCTB-UJICHOB.

[IpyHIMIBI, yCTaHOBJIEHHBIE HacToAmMMHU [IpaBuinamMu, NpPUMEHMMBI TaKKe M K HMHBIM
KJIMHUYECKHM MCCIIEJOBAHUSAM, KOTOpPBIE MOTYT OKa3aTh BIIMSHHE Ha 0€30MacHOCTh M OJaromnoiyyue
4eJIOBEKA, BBICTYIAIOLIETO B KAYeCTBE CyObEKTa HCCIEeI0BAHNUS.

Hacrosmue IlpaBuwia momyiexxaT mepecMOTPY Ha pPETYJSIPHOM OCHOBE € y4Ye€TOM OIbITa MX
IIPUMEHEHUS B TOCYNapCTBaxX-4ICHaX, a TAKXKE B CIy4Yac U3MEHEHMs MEKIYHAapOJHBIX HOPM IPOBENCHUS
HcclieIoBaHui (C BHECEHHEM HEOOXOUMBIX U3MEHEHUM ).

II. OcHoBHAfA YacTh

1. Onpenesienus

Jns uenet Hactosimux [IpaBuit HCIIONB3YOTCSI MOHATHUSA, KOTOPBIE O3HAYAKOT CIEAYIOIIEE:
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1.1. "aymut" (audit) - cuctematuyeckasi U He3aBUCHUMAsl TPOBEPKA OTHOCAIIUXCS K UCCIIECIOBAHUIO
JESTEIbHOCTH M JOKYMEHTAIMH, MPOBOIUMAs JUIsl TIOATBEPKICHHUS COOTBETCTBUS ITOU NIEATEIBHOCTH, a
TakkKe Mpoleayp cOopa, aHaian3a W MPEICTaBICHHUS JAaHHBIX MPOTOKONY KIMHHYECKOTO HCCICIOBAHUS,
CTaHJIAPTHBIM OMNEPALMOHHBIM TMpOLeAypaM CIIOHCOpa, HaANeXaleld KINHUYeCKOW TNpaKTUKe U
MPUMEHUMBIM TPEOOBAHUSM;

1.2. "6narononyuyue cyobexkToB ucciaenoBanusi (mamuentoB)' (well-being (of the trial subjects
(patients))) - pu3uUECcKOE U ICHXUIECKOE 3/I0POBHE CYOBEKTOB, YIaCTBYIOIINX B UCCIICIOBAHNH,

1.3. "opomrtopa uccaenosarens' (investigator's brochure) - cBoHOE U3JIOKEHUE KIMHUYECKUX U
JOKJIMHUYECKUX JAHHBIX 00 MCCIeAyeMOM JIEKAaPCTBEHHOM TIperiapare, OTHOCSIIMXCS K €ro UCCIICOBAHUIO
C yJacTHeM 4YeJIOBeKa B Ka4eCTBe CyObEKTa NCCIIEeIOBaHMS;

1.4. "Banuaanusi KOMNbLITePpU3UpPOBaHHBIX cuctem" (validation of computerized systems) -
MIPOLIECC YCTAHOBIICHUS M JTOKyMEHTUPOBaHHs (aKTa, CBUIETEIHCTBYIOUIETO O TOM, YTO TpeOOBaHUA,
MpeIbsIBIsEMbIE K KOMIBIOTEPH3UPOBAHHOW CHCTEME II0JIh30BATENIeM, TOCTOSHHO COOIOAIOTCS C
MOMEHTa MPOEKTUPOBAHMUSI JI0 BBIBOJ]a KOMITBIOTEPU3UPOBAHHON CUCTEMBI U3 HKCIUTyaTallil WK Iepexo/ia
Ha HOBYIO KOMITBIOTEPU3UPOBAHHYIO cucTeMy. [1oaxon K BalMgaliii KOMITBIOTCPU3UPOBAHHBIX CHCTEM
JIOJI’KEH OCHOBBIBATHCS HA OIICHKE PUCKOB, KOTOPAas yUWUTHIBAET Ha3HAYCHHE KOMITbIOTEPHU3UPOBAHHOMN
CUCTEMBI U CIOCOOHOCTH ITOH CHUCTEMBI BIHUATH Ha 3aIIUTy CYOBEKTOB M JOCTOBEPHOCTH PE3YJIHTATOB
UCCJIEIOBAHMS,

1.5. "nu3aiin uccaenoanus’ (study design) - oOmmii miaH McciaelOBaHUs, OMMCAHUE CIIOCO0a
MIPOBEJICHUS UCCIIEIOBAHMS B 3aBUCIMOCTH OT 0TOOpa U (hOpMUPOBAHUSI TPYIII CYOBEKTOB HCCIIEI0BaHUS,
MAaCKHUPOBAHHUS TAHHBIX;

1.6. "noroBop" (contract) - TaTUPOBAHHOE W MOAMHUCAHHOE COTJIAIIICHUE MEXKy IBYMs WM Oojiee
CTOPOHAMH, KOTOpPOE YCTaHABIMBACT JOTOBOPEHHOCTH, KacalolIMecs pacrpejeieHus o0beMa paboT u
00s13aHHOCTEH TpU MPOBEIECHUU HCCIEAOBAHUA, & TaKXKE NMPU HEOOXOIUMOCTH (PUHAHCOBBIX BOIPOCOB.
OCHOBO# OTOBOpa JOMKEH CIYKUTh MPOTOKOJ KIIMHUYECKOTO UCCIICIOBAHUS;

1.7. "noxkaunudeckue ucciaenoBanus' (nonclinical study)" - OnoMenuIMHCKHE HCCIICIOBAHUSA,
MPOBOAMMEIE 0€3 yJacThs YeIOBEKa B KAUYECTBE CYObEKTa UCCIICIOBAHUS;

1.8. "moxkymenTajbublii cien" (audit trail) - mokyMeHTanus, MO3BOJISIONIAST BOCCTAHOBHUTH XOJI
COOBITHIA;

1.9. "noxkymentamus'" (documentation) - Bce 3ammcu B JH000i ¢dopme (BKIIOUYas 3amucy Ha
OyMaXHBIX, SJCKTPOHHBIX, MArHUTHBIX WM ONTUYCCKUX HOCUTENSAX, CKaHOTPaAMMbI, PEHTTEHOBCKHUE
CHUMKH, DJJEKTPOKapAMOTpaMMBbl U T.N.), KOTOpbIE OIUCHIBAIOT JUOO PErucTPUPYIOT METObI,
OpraHm3anuio U (WiIM) pe3yJbTaThl HCCICNOBAHUS, a TAKKE BIMSIONIME HA HUCCIeNOBaHHE (AKTOPHI U
MIPUHSITHIE MEPHI;

1.10. "3aBepennasi komus" (certified copy) - komusi (HE3aBHCHMMO OT THIIA HOCHTEIIs)
OpUTHHAJILHOM 3amUCH, KOTOpas, Kak ObLIO MOATBEPXKICHO (HANpUMeEp, JATHPOBAHHOW MOANUCHIO HIIU
BaJIMIMPOBAHHBIM TPOILIECCOM CO3JaHMSI KOMHUH), COACPXKUT Ty X€ WHGPOPMAIUIO, BKIIOYAs JTaHHEIC,
KOTOpBIE OMHCHIBAIOT KOHTEKCT, COACPKAHHUE U CTPYKTYPY, YTO U OPUTHHAJIbHAS 3aIUCh;

1.11. "3aka04eHNe HE3aBHCHMOI0 3THYECKOr0 KOMHTETa (COBeTa MO ITHKE, KOMHCCUM IO
Bomnpocam 3TUKH)" (opinion (in relation to Independent Ethics Committee (Ethical Council))) - nokymeHnT
B THCHbMEHHOW (oOpMe, KOTOPBIM CONEPKUT 3aKIoYeHHe W (WIM) PEKOMEHIAIMU HE3aBHUCHMOTO
ATHUYECKOr0 KOMUTETAa OTHOCUTENIbHO YJYacTHs YeJIOBEKa B UCCIIEIOBAHNH;

1.12. "3akouublii npeacraButenb' (legally acceptable representative)" - ¢usuueckoe uiIu
IOPUAMYECKOE JIMIO JINOO MHOM CyOBEeKT MpaBa, MMEIOLIME B CHIJIy 3aKOHA IPaBO JaBaTh COIIacMe Ha
y4acTue B KIMHHYECKOM HCCIICOBAHUN OT UMEHU TIOTEHIIUAIBHOTO CYOhEeKTa HCCIIE0BAHNS;

1.13. "unenTuduxkannoHHblii Ko cydobekTa' (subject identification code) - yHUKaJIBHBIA KO,
MPUCBAMBACMbIii  HCCIENOBATEIeM  KaXJIOMY  CYOBEKTy  HCCIENOBaHUS Ui o0ecreueHus
KOH(UICHIIMATBFHOCTA €r0 JIMYHBIX JaHHBIX U HCIOJIb3YyEeMbI BMECTO UMEHHU CyOBeKTa HCCIeI0BaHUS B
OTYETax MO HEXKEIATEIBHBIM SIBICHUSM U (WJIK) IPYTUX JAHHBIX, OTHOCSIINXCS K UCCIICIOBAHHUIO;

1.14. "unpuBuayanabHasi peructpamuonHasi kapra', "HUPK" (Case Report Form, CRF) -
JIOKYMEHT Ha OyMa)KHOM, DJIEKTPOHHOM WJIM ONTHYECKOM HOCHTENE, MpeTHa3HAYCHHBIN i1 BHECCHUS
BCEH MPeayCMOTPEHHON MPOTOKOJIOM KIMHUYECKOTO MCCIEAOBAaHUS UM TOJUIeKAIIeH nepeaade CrioHCOpY
MH(POPMALIUH TI0 KKIOMY CYyOBEKTY UCCIIEI0OBAHMS;
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1.15. "uncnmekuusi (mpoBepka)" (inspection) - JeiicTBHE YHOJTHOMOYEHHOTO OpTraHa,
3aKJIIOYaloleecss B MPOBEIECHUU O(QUIUANIBHON TPOBEPKH JOKYMEHTOB, WH(GPACTPYKTYpHI, 3amucei,
cornamieHuii 06 oOecreyeHUH KadecTBa W JIIOOBIX JPYTUX HCTOYHUKOB, KOTOPBIE PACIICHHBAIOTCS
YHOJTHOMOYEHHBIM OPTraHOM KaK OTHOCSIIMECS K MCCIEOBAaHUIO U KOTOPBhIE MOTYT OBITh PAaCIOJIOKEHBI B
UCCIIIOBATENIbCKOM LIEHTpe, Ha OOBEKTax CIOHCOpa W (MIM) KOHTPAKTHOW HCCIIEIOBATENLCKOM
OpraHu3aly WIK B JAPYTUX OpPraHHU3aIMsIX, KOTOPbIE, T0 MHEHUIO YIOJIHOMOYEHHOIO OpraHa, TpeOyroT
WHCTICKTUPOBAHUS;

1.16. "undopmupoBanHoe corjacue" (informed consent) - mpomecc AOOPOBOJIBLHOTO
MOJITBEPKICHUS] CyOBEKTOM CBOETO COTJIACHS HA yYacTHUE B KOHKPETHOM HCCIIEOBAHUU TOCIIE TTONyUeHUS
uHbopMaluu 000 BCeX 3HAYMMBIX IS MPUHATHS MM pPEIICHUS AacleKTaX HCClIe0BaHus.
HNudopmupoBaHHOe corjache JOKYMEHTHPYETCS TOCPEICTBOM TMOMAMUCAHUS W JaTUPOBaHUS (HOpMBI
WH()OPMUPOBAHHOTO COTJIACHS;

1.17. "uccaenoBarennb' (investigator) - ¢u3HUECKOe IJMIO, OTBEYANOIIEEe 3a IPOBEICHUE
MCCJIETIOBaHMs B UCCIIEIOBATEILCKOM IIeHTpe. B ciiyyae npoBeeHUs UCCIeI0BaHUS B HCCIIEI0BATEIbCKOM
[EHTpE TPYNIIOH JINII, UCCIIeoBaTeIeM (TJIABHBIM HCCIIEA0BATEIEM) IBISETCS PyKOBOIUTENb TPYIIIIBI;

1.18. "uccaenoBarenb-koopauHatop' (coordinating investigator) - ucciaeaoBaTelb, OTBEYAIOIIUN
32 KOOPJIUHALIMIO JIEATEIILHOCTH HCCIIeZoBaTeNeil BCeX HMCCIEeI0BAaTEeIbCKUX IIEHTPOB, YYAaCTBYIOUIMX B
MHOTOIIEHTPOBOM KIIMHUYECKOM HCCIIEIOBaHUH;

1.19. "mccaemoBaresb (MeauNMHCKasi opraHum3amusi)"  (investigator (institution))"
HCCIea0BaTelNb U (WIK) opraHu3aius (B 3aBUCUMOCTH OT TPUMEHUMBIX HOPMATHUBHBIX TPEOOBaHMH);

1.20. "ucciaenoBarenbckuii meHTp'" (trial site) - pakTuIeckoe MECTO MIPOBEICHUS HCCIIEIOBAHUS;

1.21. "wuccaexyemblii JiekapcTBeHHbIT mpenapat' (investigational medicinal product) -
JIEKapCTBEHHBIN TpemapaT, KOTOPBIA B UCCIICOBAHUH TIOJIBEPTraeTCs UCHBITAHUIO WIIA MPUMEHSCTCS IS
CpaBHEHMsI, BKJIIOYas Ianedo, B TOM YHCIIE 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIN IMpenapart (B ciiydae,
€CIIi ero CIOCO0 MPUMEHEHHS OTIUYACTCS OT YTBEPKIECHHOTO, a TakKe MPU €ro UCIOJIb30BAHUU IO
HOBOMY TOKa3aHUIO WX JJIs MOJyYEHUs AOMOIHUTEIBHON HHPOPMAIINH 110 YTBEPKICHHOMY MOKa3aHUIO);

1.22. "kauHu4veckoe ucciaenoBanue'’ (clinical trial) - moboe uccnemoBaHue, MPOBOAUMOE C
y4acTUEM 4YeJIOBeKa B KauecTBE CyOBbEeKTa JAJIsl BBISBICHUS WU MOATBEPKICHHS KIMHUYECKUX W (WJIH)
dapmakonorndeckux 3(pPeKToB UCCIIeTyEMbIX MPEnapaToB, U (WIK) BBISIBICHUS HEXEIATSIbHBIX peaKiui
Ha HCClielyeMble Mpenaparbl, U (WIM) U3Y4YeHHUS WX BCAChIBAHUA, paclpeiesieHus, Meradoiu3ma U
BBIBEICHHS U3 OpPraHU3Ma YeJIOBEeKa C IENbI0 OIIEHKHU UX O0e30macHoCTH U (1) () PEeKTUBHOCTH;

1.23. "koHTpaKTHas HcciedoBaTeIbCKasi opranusanus' (contract research organization, CRO)
- (U3MYECKOE JIUIIO UM OpraHu3aIus (KoMMepUecKas, HaydHO-UCCIIeI0OBATEIbCKAs WITH MHAs), KOTOpast B
paMKax JIOTOBOpa CO CIIOHCOPOM BBITIOJHSET OJHY WM Oojiee W3 ero oOs3aHHOCTEH W (YHKIIHH,
CBSI3aHHBIX C TIPOBEJCHUEM KIIMHUYECKOTO UCCIICIOBAHUS;

1.24. "kouTposb kadectBa' (quality control, QC)" - mMeTombl U Mephl, SABJISIOMHUECS YaCThIO
CUCTEMBI O0ECIICUeHHUS] KaueCcTBa WM HCIOIb3yeMbIe JJisi MPOBEPKH COOTBETCTBHUS BBIMOJHACMBIX MpU
MPOBEJICHUH UCCIIEI0BAHUS TPOLEAYD MPEABABIIEMbIM TPEOOBAHUSAM K UX KaUECTBY;

1.25. "konduaenuuanbHocts' (confidentiality) - coxpaneHue B TaiiHe OT HEYIOJIHOMOYEHHBIX
il uHOpManuy, MpUHAAIeKalled CIOHCOpY, WM MHGOpPMaIUy, MO3BOJISIONIEH HASHTU(UIHNPOBATH
CyOBEeKTa HCCIIEI0OBAHUS;

1.26. "koopanHanuoHHbiii koMuTeT'" (coordinating committee) - KOMUTET, KOTOPBIA MOXET OBITh
OpraHW30BaH CIOHCOPOM  JUISI  KOOPJAWHAIIMM  TMPOBEACHUS  MHOTOIICHTPOBOTO  KIMHHUYECKOTO
UCCJIEIOBAHMS,

1.27. "menuuuHckas opranm3anus'’ (institution (medical)) - opraHuzamusi 371paBOOXpaHEHUS
(BHE 3aBUCHMOCTH OT €€ OpraHU3allMOHHO-IPAaBOBOI (OpPMBI), B KOTOPOW MPOBOIUTCS KIMHHYECKOE
HCCIIEIOBAHHE;

1.28. ""MHOromeHTpoBOe KJIMHUYecKOe wucciaegoBanue'’ (multicentre trial) - xkiIMHHYEcKoe
UCCIIeIOBaHKE, TPOBOIMMOE 110 €IMHOMY MPOTOKOIY Oojiee ueM B 1 Mcciae10BaTenbcKOM LIEHTpe U Oojee
yeM 1 ucciaenoBareiem;

1.29. "mouuTopuHI" (monitoring) - AEATENbHOCTb, 3aKJIIOYAIOIIASACS B KOHTPOJE 32 XOJIOM
KIIMHUYECKOT0 HCCIEe0BaHus, OOECIeYeHNH €ro IMpoBelIeHus, cOopa MJaHHBIX M MPEICTaBICHUS
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pe3yJabTaTOB B  COOTBETCTBUM C MPOTOKOJIOM  KIMHHUYECKOTO  WCCIIEAOBAHMS, CTaHIApTHBIMHU
OTIEePAIMOHHBIMH TIPOIICTypaMHy, HaIJIe)KAIIEH KIMHUIECKOM MPaKTHKON M MPUMEHUMBIMHU TPEOOBAHUSIMU;

1.30. "nagaexamas kanHudeckas npaktuka' (Good Clinical Practice; GCP) - cBoa aTHdYecKux
M HAay4YHBIX TpeOOBaHWI K IUTAHUPOBAHWIO, MPOBEACHUIO, pEaM3allid, MOHHUTOPUHTY, ayIuTy,
JOKYMEHTUPOBAaHHUIO, AaHaJM3y M MPEJICTABICHUIO PE3yJlbTaTOB KIMHUYECKUX  HCCIIEOBAHUH,
obecreunBaroNIuX 3aIUTy MpaB, 0€30MaCHOCTH B 0JIaronoydusi CyObeKTOB HCCIICIOBAHUS U MTOTYUCHUE B
paMKax KIMHUYECKOTO MCCIIEJOBAHUS HAICKHBIX M JJOCTOBEPHBIX JAHHBIX;

1.31. "HexenatenbHasi peakuusi' (adverse reaction) - OTHOCHUTENBHO TPEAPETHUCTPAIIMOHHOTO
KJIMHUYECKOTO TNPUMEHEHHUS HOBOTO JIEKAPCTBEHHOI'O Iperapara MM €ro NPUMEHEHHUS 10 HOBBIM
MOKa3aHMUsM, OCOOCHHO, €CJIM TEPaNeBTHUECKUE JI03bI TOYHO HE YCTAHOBIICHBI - BCE HETATHBHBIC PEAKIINH,
CBSI3aHHBIE C MPHUMEHEHHEM JII00OW J103bI JIEKapCTBEHHOTO mnpemnapara. [Ipu 3ToM TepMuH "CBs3aHHAs C
NPUMEHEHUEM JICKApCTBEHHOTO Tpenaparta" o03HadaeT, YTO CYIIECTBYET XOTS Obl MHUHHMAaJIbHAs
BO3MOXKHOCTh HAJIMUUsl MPUYHMHHO-CIEJICTBEHHOM CBSI3M MEXIY JIEKApCTBEHHBIM IIpenapaToM |
HEXKEJIATeNbHBIM SIBJICHHEM, TO €CTh B3aUMOCBS3b HE WCKIIOYeHa. [l  3aperucTpupoBaHHBIX
JICKapCTBEHHBIX IPErapaToB MOJ HEXeJIaTelIbHOH peakuueill MoHUMaeTcsi Jro0as HeraTuBHAs pPeakius,
CBSI3aHHAass C TPHUMEHEHHEM JIEKAPCTBCHHOTO Tpernapata B OOBIYHBIX 033X, HCIONB3YEMBIX JUIs
NpoHIAKTUKY, JUATHOCTUKHM WJIM JICYCHUs 3a00JeBaHMU, a TaKXke JUII M3MEHEHUS (PU3MOJIOTHYECKUX
byHKIIHIA;

1.32. "HexenatenbHoe siBjenue' (adverse event) - yo0oe HeONAronmpusiTHOE W3MEHEHHE B
COCTOSIHUM 3JI0OPOBbS TIAllMEHTAa WM CyOBEKTa HCCIICIOBaHUS, KOTOPOMY BBEJIEH JICKapCTBEHHBIH
npernapar, He3aBUCUMO OT IMPUYMHHO-CJIEICTBEHHOM CBSI3U € ero npuMeHeHueM. HexenarenbHoe siBIeHUe
MOXKET TPEACTaBIATh COO0W Jr000e HeOMarompusaTHOE W HENpeaHAMEPEHHOE H3MEHEHHE (Hampumep,
OTKJIOHEHHE J1a00opaTOPHOro MOKa3aTelNsi OT HOPMbI), CHMIITOM WJIA 3a00JI€BaHUE, BPEMsI BOSHUKHOBEHHUS
KOTOPBIX HE MCKITIOYAeT MPUIUHHO-CIICICTBEHHON CBSI3U C MPUMEHEHHEM JICKApPCTBEHHOTO Mperapara (BHe
3aBUCUMOCTH OT HAJIMYHSI WM OTCYTCTBUS B3aUMOCBSI3U C IIPUMEHEHUEM JICKApCTBEHHOTO Mperapara);

1.33. "He3aBucuMBbIii kKoMHuTeT MO0 MOHUTOPUHTY AaHHbIX", "HKMJ/" (Independent Data-
Monitoring Committee, IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data
Monitoring Committee)) - HE3aBHCHUMBIM KOMHUTET, KOTOPHIM MOXKET OBITh 0Opa3oBaH IO HHHUIIMATHBE
CIIOHCOpa JUISI TIEPUOJUUYECKOTO0 PACCMOTPEHHUs XOJa KIMHUYECKOTO HCCIeIOBaHUsA, ITaHHBIX IO
0e30macHOCTH ¥ (MJIM) OCHOBHBIX MapameTpoB 3(PPEKTHBHOCTH, a TAKKE I BHIPAOOTKH PEKOMEHIAITII
JUIS CTIIOHCOpA O IeNIecO00pa3sHOCTH MPOAOIDKEHUS, MPEKPALICHNs MCCIeIOBaHNs WM BHECEHUS] B HETO
W3MCHEHMI,

1.34. "ue3zaBucumbiii yTuveckuii komurer", "HIK" (Independent Ethics Committee, IEC) -
HE3aBUCHUMBIN OpraH (IKCIEPTHBI COBET WM KOMHTET, JCHCTBYIOIIMA Ha YypPOBHE OpraHHU3allvH,
PETHOHAIBHOM, HAI[HOHAJILHOM WJIM MEXTyHapOAHOM YPOBHE), COCTOSIIIINI U3 MEUIIMHCKUX paOOTHUKOB,
a TakKe JIUII, HE MMEIOINX OTHOIICHUS K MEIUIIMHE, KOTOPBIH 00ecreunBaeT 3aiuTy paB, 0e301acHOCTH
u Onaromnonyyusi cyOBEKTOB HCCIIEAOBAHHUS M BBICTYNAeT Ui OOIIECTBA TapaHTOM TaKOW 3allluThl, B
YaCTHOCTH IyTEM PAaCCMOTPEHUS, YTBEPKICHHs (0J00pEHUs) MPOTOKOJIA KIMHUYECKOTO HCCIICIOBAaHUS,
KaHAMJATyp UCCIENI0BaTeNeH, UCCaeI0BaTeNbCKUX LIEHTPOB, a TAaK)KE MAaTEpHAIOB U METOJIOB, KOTOpbIE
NPEJIoIaraeTCsi MCIOIb30BaTh ISl TMOJNYYCHHS M JIOKYMEHTUPOBaHHS WH(QOPMHPOBAHHOTO COTJIACHS
cyObeKkTOB wuccienoBaHus. IIpaBoBoi craryc, cocTaB, (YHKUMH U MOPSAOK pabOTHl HE3aBUCHUMBIX
OTHYECKMX KOMHUTETOB, a TaKXe NPUMEHHMbIE K HUM TpPeOOBaHUS MOTYT pasinyaTbCcs B Pa3HBIX
rocyJapcrBax-ujieHax, TeM He MeHee HOK nmomkHbl (yHKIMOHMPOBATH B COOTBETCTBHM C HACTOSIIUMHU
[IpaBunamu;

1.35. "He3auHTepecoBaHHbIN cBHaeTeb" (impartial witness) - ¢uzudeckoe IUIO, KOTOpOE
HETPUYACTHO K IMPOBEACHUIO KIMHUYECKOTO HCCIIEOBAaHUS, HA KOTOPOE HE MOTYT OKa3aTh JaBJICHHUE
YYaCTHUKHM KIMHUYECKOTO HCCIICOBAaHHUS M KOTOpPOE B Cliydyae, €clM CYOBEKT HCCIEIOBAHUS WIIH €ro
3aKOHHBIN TPEICTABUTENb HE YMEIOT WM HE CIIOCOOHBI YHTaTh, MPUCYTCTBYET BO BpPEMS IMOIyUYCHHS
MH(POPMHUPOBAHHOTO COTJIACHS, a TAaKKe 3aUYUTBIBACT TEKCT WH(POPMHPOBAHHOTO COTJIACHS U JIOObIE
JpyTHE MPeI0oCTaBIsIeMble CyOBEKTY MCCIIeIOBAaHHUS TUCHMEHHBIC MaTePHAJIbI;

1.36. "HenmpenBuaeHHasi He:xkendaTelbHas peakuus' (unexpected adverse drug reaction) -
HEXXeJaTeNbHasl PEakIysi, CYIIHOCTh WU TSHKECTh KOTOPOW HE COTJacyeTcs ¢ M3BECTHON WH(popMalnuei o
JICKapCTBEHHOM TIIpernapare (Hampumep, ¢ OpoIIopoil HucciemoBaTens JUIsl HE3aperuCTPUPOBAHHOTO
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UCCIIEyeMOro Mpernapara Wik ¢ UHCTPYKIUEH M0 MEIUIIMHCKOMY MPUMEHEHUIO (JIMCTKOM-BKJII/IBIIIEM )
160 o01Iel XapaKTepUCTUKON JIeKapCTBEHHOTO Mpernapara i 3aperucTpUpoOBaHHOTO MIpernapara);

1.37. "obecneuenne kaudecrBa' (quality assurance, QA) - COBOKYIMHOCTh CHUCTEMATHUECKUX WU
IUTAHOMEPHBIX JCWCTBUM, LEIbI0 KOTOPHIX SBJISETCS 0OecredeHue COOTBETCTBHSI MPOBOAMMOIO
ucclieoBanus, cOopa, perucTpaluy M NpeACTaBICHUs JaHHBIX HaJAJeKallell KIMHUYECKOW MpaKkTUKe U
MIPUMEHHUMBIM TPEOOBAHUSM;

1.38. "ono0penune 3xcnepTHOro copera opranusamuu'’ (approval (in relation to Institutional
Review Boards)) - 3akimtoueHue, mpuHATOE SKCIEPTHBIM COBETOM OpTaHM3AIluH, MOATBEpKaatomee (Gaxt
MIPOBE/ICHUS SKCIEPTU3bI KIMHUYECKOTO UCCIIEIOBAHUS U SIBIISIONICECS pa3pelIeHHEeM Ha ero MpoBeICHUE
B JIaHHOM OpraHu3allid B COOTBETCTBUU ¢ HUHCTPpYKIUAMH OCO, HOPMATHBHBIMU JIOKYMEHTaMHU
MEIULMHCKOW OpraHu3alyy, a TaKXKe HaUIeXKalled KIMHUYECKOM IIPAKTUKOM U IMPUMEHUMBIMU
TpeOOBAHUSIMU;

1.39. "ocHoBHbIe 10KyMeHTBI'" (essential documents) - JOKyMEHTBI, KOTOpbIE B COBOKYITHOCTH
WIHM 10 OTIEJIbHOCTH TO3BOJISIIOT OLIEHUTh XOJ KIMHUYECKOTO HCCIEAOBAaHUS M KayeCTBO IMOJIYYEHHBIX
JTAHHBIX;

1.40. "oTuer MonuTopa' (monitoring report) - MICBMEHHBIA OTYET MOHUTOpPA CIIOHCOPY TOCIE
Ka)X/IOTO BM3HMTA B UCCIEIOBATEIbCKUI LEHTP M (MJIM) KOHTAKTa C UCCIIEAOBATENSIMU B COOTBETCTBUU CO
CTaHJIAPTHBIMH OIEPAIMOHHBIMU MTPOLIEAYPAMH CIIOHCOPA;

1.41. "otuer 06 aynute" (audit report) - 3aKIrOYeHNE B TUCBMEHHOU (hopMe ayIuTOpa CIIOHCOpa O
pe3ynbTaTax ayanuTa;

1.42. "oTuer 0 kamHU4YeckoM ucciaegoBanumn' (clinical trial (study) report) - odhopmienHoe B
MUCbMEHHOM  BHJI€ ONHUCaHHE KJIMHUYECKOTO HCCJIEeOBaHUS  KaKoro-aiubo  TepareBTUYECKOro,
NpopHIAKTUYECKOTO WM JUarHOCTHYECKOTO CPEJCTBA C y4YacTHEM YeJOBeKa B KadecTBe CyOBeKTa
UCCIIeIOBaHMsI, O0BEAUHAIONIEE KIMHUYECKOE U CTATUCTHUECKOE OMHMCAHUS, MPEACTABICHUE JaHHBIX U UX
aHaJIM3, COCTABJICHHOE B COOTBETCTBMU C TPEOOBAaHMSAMHU COTJIACHO HpuiIokeHHI0 Ne 1 K HacTosmum
[IpaBunam u moapaszpenoM 5 paszpena | npunoxenust Ne 1 x [lpaBuiam peructpanud W 3KCIEPTHU3BI
JICKapCTBEHHBIX CPEACTB Ui MEIUIIMHCKOTO IpHUMEHEHHs, YTBepxkaAeHHbIM Pemenuem Coera
EBpaswmiickoit sxoHOMHYECKON KoMuccuu oT 3 HosiOpss 2016 1. Ne 78, mipu CONPOBOXKIACHUM 3asBJICHHS O
perucTparmu;

1.43. "nepBuuHas JokymeHTanus'", ""opuruHajbHble MequIMHCKUE 3anmucu' (original medical
record (source documents)) - HCXOJHBIE JTOKYMEHTHI, JaHHBIE U 3alUCH (HampuUMep, UCTOPHH OOJIE3HH,
amMOyJaTOpHblE KapThl, Jla0OpaTOpHbIE 3alWCH, 3aMETKH, JHEBHUKH CYOBEKTOB HCCIEAOBAHUSA,
BOIIPOCHUKH, JKypHAJIbI BBIAYH MEMKAMEHTOB, 3alIUCH aBTOMAaTUYECKHX YCTPOICTB, Bepu(UIIupoBaHHbIE
U 3aBEpEHHbIE KOMHHM WJIM BBIMTUCKA, MUKPOQUIIH, (OTOHETATUBHI, MHUKPOIUICHKHM WJIM MarHUTHBIE
HOCHUTEIU, PEHTI€HOBCKHE CHUMKH, JIFOObIC 3alTUCH, OTHOCSIINECS K MAalUEHTY, B TOM YHCJIe XpaHsIIIHeCs
B alTeke, J1a00opaTopusax U OTIACICHUAX HHCTPYMEHTAIbHOW TUArHOCTHKH, UCTIOIb3yEMbIX B KIMHUYECKOM
HCCIIC/IOBAHUN );

1.44. "mepBuuHble naHubie" (source data) - mHpoOpManusa, coaepkamascs B OPUTHHATLHBIX
MEIUIUHCKUX 3alUCAX M MX 3aBEPEHHBIX KOMHUAX, O pe3ysbTaTax KIMHUYECKHX HAOIIOJICHUH,
o0crenoBaHuil U Ipyroi NEATENbHOCTH, TO3BOJISIONIAS BOCCO3AAaTh X0/ KIMHUYECKOTO HCCIIEeIOBaHUS U
OLEHUTh ero. llepBuuHBIE TaHHBIE COJIEp)KaTCs B MEPBHUYHOW JOKyMEHTAIMM (MOUIMHHUKAX WA HUX
3aBEPEHHBIX KOIHUSX);

1.45. "mnan mouuTopunra" (monitoring plan) - TOKyMEHT, KOTOpBI ONHUCBHIBAET CTPATETHIO,
METO/Ibl, pacrpeiefieHue 00s13aHHOCTeN U TPeOOBAHNS K MOHUTOPUHTY KIMHUYECKOTO HCCIIEI0BaHNUS;

1.46. "monmpaBka k mpoTokoay' (protocol amendment) - opopmI€HHOE B NMHCHMEHHOM BH/IE
ONMCaHNEe U3MEHEHUH WK OPUIMATIFHOE Pa3bsCHEHHE MPOTOKOJIa KITMHUYECKOTO UCCIIEIOBAHMUS,

1.47. "npenapat cpaBHenusi" (comparator (product)) - ucciaeIyeMbliil WK 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIM Tpenapar (aKTUBHBIM KOHTPOJh) JMOO TuTanebo, HWCHOJb3yeMble Il KOHTPOJS B
KJIMHUYECKOM HCCIIeIOBaHUY;

1.48. "npumennmsbie TpedoBanus' (applicable regulatory requirement(s)) - akTbl, COCTaBJISIONINE
npaBo Coro3a M 3aKOHOJATEIbCTBO TOCYIApCTB-WICHOB B cdepe oOpalieHHus JIeKapCTBEHHBIX CPENCTB,
perynupymoliye npoBeJeHre KINHUYECKUX UCCIIeIOBaHMI;
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1.49. "npoMe:KyTOYHBI O0TYeT 0 KJIMHMYECKOM HccjeaoBanuu' (interim clinical trial (study
report)) - OT4ET O MPOMEXKYTOUHBIX pe3yJbTaTaX W UX OILEHKE, OCHOBAaHHBIM Ha MPOBEIECHHOM B XOJI€
KJIMHUYECKOTO MCCIIeIOBaHNS aHAITU3e IaHHBIX;

1.50. "nmpoTokoJ KIAMHUYECKOro uccijaenoBanus' (protocol) - TOKYMEHT, ONMUCHIBAIOIINNA TICIH,
JU3aifH, METOOJOTHIO0, CTAaTUCTHYECKHE METOJbl M OpraHu3anuio uccienoBanud. I[lomummo 3toro,
MIPOTOKOJ KIIMHUYECKOTO HCCIEAOBAHUS OOBIYHO COACPKHUT MOJyYeHHbIE paHee JAaHHbIe U 000CHOBaHUE
UCCIIEIOBAHMSI, OJTHAKO 3Ta HH(POpMAIH MOKET OBITh IPEACTABICHA U B IPYTUX TOKYMEHTaX, Ha KOTOpbIE
CChIIaeTcs MPOTOKOJN KIMHUYECKOro uccienoBanus. [IpumenurensHo k HacTosmuM [IpaBunam moustue
"mpoTokou" BKJIOYAeT B ce0sl Kak BCE MOCIEAYIONINE BEPCUU MPOTOKOJIA, TAK U MOTIPABKU K HEMY

1.51. "mpsamoii goctyn" (direct access) - paspelieHHE Ha MPOBEPKY, aHAIN3, BEPUPUKAIMIO U
KOIMHMPOBAHUE JIOOBIX 3alMCedl M OTYETOB, HEOOXOIUMBIX JUISI OILCHKH KIMHHYECKOTO HCCIIEIOBAHUS.
Jluna, umeromue mOpaBo MPSAMOro JocTyna (Hampumep, MNPeCTaBUTENH YHOJHOMOYEHHBIX OpIraHOB
rOCy/IapCTB-UWICHOB WU YIOJTHOMOYEHHBIX OPTraHOB TPETHUX CTPAaH, MOHHUTOPHI U ayJIUTOPHI CIIOHCOPA),
JIOJIKHBI TIPUHUMATh BCE pa3yMHBIE MEpBI 711 COOJIIO/IEHUsI IPUMEHUMBIX HOPMATHUBHBIX TPEOOBAHUHN 1O
3ammTe KOHQUACHIIMATLHOCTH HWH(POPMALMHU, TO3BOJAIOMIEH HASHTHPHUIUPOBATH CYOBEKTOB, U
nH(bOpMally, IpUHAAJIEKAIIEH CTIOHCOpY;

1.52. "panpomu3anusa’ (randomization) - mporecc pacrpeesneHus: CyObeKTOB UCCIICAOBAHUS 110
rpynnaM JIeYeHUS WIM KOHTPOJIA CIydyaHbIM OOpa3oM, TO3BOJISIONIMM CBECTH K MHHUMYyMY
CyOBEKTUBHOCTb;

1.53. "pyrunHasi kJuHH4Yeckass mnpakTtuka' (routine clinical practice) - 1IabMOHHBIC
(OMHOTUTIHBIC) METUITUHCKUE TUATHOCTUYECKHE U JIeueOHbIC TPOIIEAYPhI, TEXHOJIOTHH WJIA MEPOTPUSTHUS,
KOTOpPBIE BBIMOJIHAIOTCS JJIs1 JAaHHOW TPYIIBI MAIMEHTOB WM TaHHOTO CTaHAapTa OKa3aHUs MEIUIIMHCKON
MTOMOIIIH;

1.54. "ceprudukar ayaura" (audit certificate) - JOKyMEHT, COCTaBIICHHBIH ayJIUTOPOM B
NOATBEepXkKIeHUE (DaKkTa MPOBEICHHS ayInTa,

1.55. "cepbe3Hoe HekenaTelbHOe siBJeHUe', '"cepbe3Hasi HexKelaTeJbHas peakuus' (serious
adverse event; SAE or serious adverse drug reaction; serious ADR) - HeOmaronpusTHOe MEIUIIMHCKOE
COOBITHE, KOTOpPO€ BHE 3aBUCHUMOCTH OT JO3bl JIEKAPCTBEHHOTO IIperapaTa MPHUBEIO K CMEpTH,
NpEeJCTaBIseT COOOM yrpo3y Ui >KU3HHU, TpeOyeT TOCHHUTANIM3ALUU WIM €€ TNPOJUICHUs, NMPUBEIO K
CTOMKON WM 3HAYUTEIBHOW HETPYJOCIOCOOHOCTH WJIM WHBAJIWIHOCTH WM TIPEJCTaBIIET COOOMU
BPOXKJICHHYIO aHOMAJIMIO (BPOXKACHHBIA TMOPOK Pa3BUTHUS) U CBEACHHS O KOTOPOM IPEJCTABISIOTCS B
COOTBETCTBUU ¢ YHKTOM 1.2.1 npunoxkenust Ne 11 k Hactosiuium [IpaBunam;

1.56. "caenoii meton (mackupoBka)' (blinding (masking)) - MeTos, Ipu MPUMEHEHUN KOTOPOTO
OJIHOM WJIM HECKOJbKUM YYacTBYIOIIUM B KIMHUYECKOM HCCIIEIOBAaHMM CTOPOHAM HEU3BECTHO, KaKOe
JICYCHWE Ha3HAYeHO CYOBEKTy wuccienoBaHus. [IpocToil  cremoil  MeToj — mpeaycMaTpuBaeT
HEOCBEIOMJICHHOCTh CYOBEKTOB HCCJIEIOBAaHUS O HAa3HAYEHHOM UM BHJIE JICUEHHS, B TO BpeMsS Kak
JIBOMHOM CJenoil METOJl MOApa3yMeBaeT HEOCBEIOMJICHHOCTb B J3TOM CYOBEKTOB HCCIIECIOBAaHUS,
uccieaoBareneil, MOHUTOPOB M B HEKOTOPBIX CIIy4asX JIMII, BBHIIOJHSIOUIUX CTaTUCTHUECKYI0 00paboTKy
JTAHHBIX;

1.57. "cobOawonenne TpeOOBaHUI (NPUMEHUTEJbHO K KIMHHUYECKHMM HCCIeI0BAHUAM)"
(compliance (in relation to trials)) - cooTBeTcTBHE BCEM CBSI3aHHBIM C KIMHUYECKHM HCCIICIOBAaHHEM
TpeOOBaHUAM, HaJIeKaIIeH KIMHUYECKOW MPAKTHUKE U MHBIM MPUMEHUMBIM TPEOOBaHUSM;

1.58. "couccaenoBaresnnb (subinvestigator)" - mo0o0# ujieH HMCCIEIOBATEIBCKOrO KOJUJICKTHBA,
Ha3HA4YeHHBIN HUCClleoBaTeNeM U (MJIM) OCYIIECTBIISIIOIIMMA MO/ €ro KOHTPOJEM 3HAayMMble MPOLEAYpPbI
KITMHUYECKOTO MCCIIEI0OBAHUSI B MCCIICIOBATEILCKOM IIEHTPe U (UJIM) TMPUHUMAIONINI Ba)KHBIC PEIICHUS,
CBSI3aHHBIE C UCCIIeIOBaHUEM (HAIIpUMeEp, MHTEPH, OpAMHATOP, HAYYHBII COTPYAHHUK);

1.59. "cmoncop" (sponsor) - Gu3uUecKoe WIH IOPUINIECKOE JIUII0, OTBEYAIOIICE 32 WHUIUAIIHIO,
OpraHu3aIuio U obecrneueHne PUHAHCUPOBAHUS KIMHUYECKOTO UCCIIeI0BaHUS;

1.60. '"cnmoncop-ucciaenoBartenb' (sponsor-investigator) - Qu3MYecKoe IHUIO, KOTOPOE
CaMOCTOSITEIbHO WJIM COBMECTHO C JPYIMMHM JIUI[AMH WHULUUPYET U TMPOBOJIUT KIMHHYECKOE
UCCIIC/IOBAaHNE U IO HENOCPEACTBEHHBIM PYKOBOJCTBOM KOTOPOTO HCCIEAyeMblii mpemnapar Iu0o
Ha3HA4aeTcs, MO0 BBIAETCSA CYOBEKTY MCCIICOBAHUsA, TM00 MpuHUMaeTcs uM. OOs3aHHOCTH CIIOHCOpa-
UCCIIeIOBATENs BKIIIOYAIOT B ce0s1 003aHHOCTH KaK CIIOHCOPA, TaK M UCCIIeA0BATENS;
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1.61. "cranpaptHblie onepauuoHHblie npoueaypst", "COII" (standard operating procedures;
SOPs) - monpoOHbIe THCEMEHHBIE WHCTPYKIINH, TIPEAHAa3HAYCHHBIC TS IOCTHIKCHUST €AHMHOO00pa3us MpH
OCYIIECTBIICHUH OTIPE/ICTICHHON AESITEIbHOCTH;

1.62. "cyowmekT (cy0ObexkT wuHcciaemnoBanmsi)' (subject (trial subject)) - dusmyeckoe mnwmIO,
y4YacTBYIOIee B KJIMHUYECKOM HCCIECIOBAHUU B COCTABE TPYIIIBI, MOJyYalOUIeld UCCIeyeMblil mpemnapar,
1100 B COCTaBE KOHTPOJIBHOM TPYIIIHI,

1.63. "ynosnHomouenHblie opraubl' (regulatory authorities) - opransl rocyaapCTB-4JIEHOB H
TPEThUX CTpaH, OOJIAJAIONIUEe TMPAaBOM OCYIICCTBIATH PETYIUpYIONHe (QYHKIUH, B TOM YHCIE
YIOJHOMOYEHHBIE Ha PACCMOTPEHME MPEACTABICHHBIX UM KIMHUYECKHX JIAHHBIX, a TaKXe MPOBEIACHUE
WHCIICKIINH;

1.64. "ysi3BuMBIe cy0beKThI uccjeqoBanus' (vulnerable subjects) - nuia, Ha )keaHUE KOTOPBIX
y4acTBOBaTh B KIMHUYECKOM HWCCJICIOBAHUM MOXET OKa3aTh Ype3MEpPHOE BIHMSHUE OKUIAHUE
(o6ocHOBaHHOE WM HEOOOCHOBAHHOE) TEX WJIM HMHBIX MPEUMYIIECTB, CBA3aHHBIX C Yy4YacTHEM B
WCCIIC/IOBAaHWH, WJIM CAHKIIMU BBIMIECTOSIINX JIMII B CIy4ae OTKa3a OT ydacTus. K ysa3BUMBIM CyOBeKTaM
UCCIIC/IOBAHMSI OTHOCATCS YdYallecs BBICHIMX M CPEIHUX MEIMIMHCKUX (CTOMATOJIOTHYECKUX) H
(dapMareBTHYECKMX YYEOHBIX 3aBEICHUH, MIIQANIMKA IEepCOHAl KIWHHK W J1a0opaTopui, CITyKallue
(apMalieBTUYECKX KOMIIAaHUHM, BOCHHOCIYXAIllMe, 3aKIIOYCHHBIC, a Takke OOJbHbIe, CTpaJalolIe
HEM3JICYNMBIMH  3200JICBaHUSIMU, JIMIA, HAXOJAIIMECS B JOMax IO YXOAy, MajooOecreueHHbIE W
0e3paboTHbIe, MAIMEHTHI, HAXOJAALIMECS B HEOTIOKHOM COCTOSIHUM, NPEACTABUTENN HalMOHAJIBHBIX
MEHBIUHCTB, JHUIAa 0e3 ONpeIeNICHHOTO MECTa JKUTEIbCTBA, OCKEHIbI, HECOBEPIICHHOJICTHUE M JIWIIA,
HaXOJAIIMECs 0] OTIEKOW MIIM TIONEUNTEILCTBOM, a TAKXKe JIMIA, HECIOCOOHBIE 1aTh COTJIacHe;

1.65. '"skcmeptHbiii coBer opranmsanuu'’, "ICO" (Institutional Review Board, IRB) -
HE3aBUCHMBII OpraH, COCTOSIIMNA W3 JHI, paboTaloumMX B 00JacTH MEAMLMHBI, HAyKH, a TaKXke He
MMCIOINX OTHOIICHHS K HayKe, KOTOPBIH 00ecreunBaeT 3alluTy IMpaB, 0€30MacHOCTH M OJIarOTOIyYHs
CyObEKTOB HCCIICIOBAHMsI, B TOM YHUCIIE MyTEM PacCMOTPEHMS, YTBEpXkIeHHs (0Z0OpeHHs) MPOTOKOJIa
KJIMHUYECKOTO HCCIICZIOBAaHUS M TIONMPAaBOK K HEMYy, a TaKKe MaTepHAIOB M METO/OB, KOTOpHIC
NPE/IOoNaraeTcs MCIOIb30BaTh JJS MOMYYCHHS M JOKYMEHTHUPOBaHHS WH(POPMHUPOBAHHOTO COTJIACHS
CyOBEKTOB HCCIICIOBAHUS.

2. [IpuHIUNBI HAAJIEKALIEH KIMHAYECKON MPAKTUKHI

2.1. KnuHudeckue WUCCIEIOBaHUS JOJDKHBI TPOBOAUTHCA B COOTBETCTBUU C OITUYECKUMU
NPUHIUIIAMY, 3aJ0KEHHBIMUA XeJIbCUHCKOW Nekiapanmeit, npunsaToid Ha XVIII I'enepanbHoil accambiee
BcemupHoii meaunuHckod accoumanuu B 1964 roay, u oTpakeHHbIMHM B HacTosimux I[lpaBwiax wu
MPUMEHUMBIX TPEOOBAHUSX.

2.2. Jlo Hayayia McCIeI0BaHUsl JTOJKHA OBITH MPOBE/IEHA OIICHKAa COOTHOILIEHUS IMPEABHINMOTO
(mpeacka3zyemMoro) pucka M HEeyJI0OCTB C OKUIAeMOW TONB30HM IJisi CyOBhEeKTa MCCIEA0BaHUs U OOIIEeCTBA.
HccnenoBanne MOXeT OBITh HauaTO U MPOAODKEHO TOJBKO B TOM Ciyyae, e€ciau O)KHjaaemas IoJb3a
OTPAaB/IbIBAET PUCK.

2.3. IlpaBa, 6€30MacHOCTh M OJIATOMONyYHE CYOBEKTOB HMCCICIOBAHUS HMEIOT NEPBOCTETICHHOE
3HAaYeHHE U JOJHKHBI IIPEBaTUPOBATh HAJl MHTEpEeCaMu HAYKH U 00IIeCcTBa.

2.4. Nudopmanus (DOKIHMHUYECKAs W KIMHAYECKas) 00 MCClIenyeMOM Tpernapare J0JDKHA OBITh
JIOCTATOYHOM ISl 000CHOBAHUS MPEATIOIAraeMoro KIIMHUYECKOTO HCCIIET0BaHuS.

2.5. KnuHuyeckue McclieJOBaHUs JOJIKHBI COOTBETCTBOBATh HAyYHBIM TPEOOBAHUSAM U JOJKHBI
OBITh YETKO U MOAPOOHO OMUCAHBI B TPOTOKOJIE KIMHIUYECKOTO UCCIICIOBAHMUS.

2.6. KiMHMYEeCKOe UCCIEIOBAHUE JIOJDKHO MPOBOJUTHCS B COOTBETCTBUH C TMPOTOKOJIOM,
YTBEP)KIACHHBIM  (OOOpEHHBIM) OSKCIEPTHBIM COBETOM OpraHU3aluy (HE3aBUCHMBIM  STHYECKHM
komuteroM (HOK)).

2.7. OTBETCTBEHHOCTh 3a OKAa3bIBAEMYIO0 CYOBEKTY HCCIEAOBaHUS MEAMIIMHCKYIO MOMOIIb U
MPUHSTHE PElICHUN MEIUIIMHCKOTO XapaKkTepa HeceT Bpay.
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2.8. Bce mpoBojsiye HCCIeIOBAHUE IUIA JIOJDKHBI WMETh COOTBETCTBYIOIIHME OOpa3OBaHHE,
HOJATOTOBKY M OMBIT JUIs BBINOJIHEHUS BO3JIOXKEHHBIX HA HUX 3ajad.

2.9. 1o6poBoabHOE MHPOPMUPOBAHHOE COTJIACHE JOIHKHO OBITh MOJMYYEHO Y KaXKA0TO CyObeKTa 10
€ro BKJIFOUCHHS B UCCIIEIOBaHME.

2.10. Bcrioo mMONy4YeHHYI0O TpH MPOBEACHUU KIMHUYECKOTO MCCIIEOBAaHUS HMH(DOpMAIUIO
HEOOXOAMMO PEruCTPUPOBATh, TIEpeaBaTh U XPaHUTh TaKUM 00pa3oM, 4TOOBI 00ECIeUNUTh TOYHOCTh U
NPaBUIBHOCTD €€ MPEICTaBICHUs, MHTEPIPETAllui U BepUPHUKAIHH.

OTOT NPUHLMI MPUMEHUM KO BCEM 3aIlUCSM, NMPEAyCMOTPEHHbIM HacTosmuMu [IpaBunamu, BHE
3aBUCUMOCTH OT THIIa UCTIOJIB3yEMOT0 HOCUTEIIS.

2.11.  KoHduaeHmanpbHOCTh  3amUCEH, TO3BOJSIONIMX  HIACHTU(UIMPOBATH  CyOBEKTOB
UCCIIEIOBaHMS, JIOJDKHA OBITH oOecrieueHa B IENsX COONMIOACHHUS IMpaBa HAa YAaCTHYIO JKU3Hb M 3aIIUTY
KOH(HIEHIINAJIBbHOCTH B COOTBETCTBUH C NPUMEHUMBIMH TPEOOBAHUSAMH.

2.12. IIpou3BOACTBO M XpaHEHHUE UCCIIETYEMBIX JEKAapCTBEHHBIX MPENaparoB, a Takke oOpalieHne
C HMMHU HEOOXOIMMO OCYIIECTBISTh B COOTBETCTBHM C IPAaBWIAMHU HaJJeKallell HpOM3BOJCTBEHHOM
npakTuku. Mccnemyemple mpenapaThl JOJDKHBI TPUMEHATHCS B COOTBETCTBUU C  YTBEP)KICHHBIM
IPOTOKOJIOM.

2.13. HeoOxoauMo BHEAPUTH CUCTEMBI C TMPOLEAYpaMH, KOTOpble O0ECHeuMBaIOT KayecTBO
KaX/I0T0 aCHeKTa KIMHUYECKOTO UCCIIE0BAHMUS.

Takue cUCTeMBI JODKHBI (OKYCHpPOBATBCA Ha TeX acleKTaX KIMHUYECKOro HCCIIe0BaHus,
KOTOpbIE 00€CIIEeUNBAIOT 3aIUTY CYObEKTOB MCCIEOBAHUSA U JOCTOBEPHOCTh €I0 PE3YJIbTATOB.

3. DKcnepTHBIN coBeT opranusaunnu (Hesapucumbii 3Tnuecknii komurer) (ICO (HIK))

3.1. OGs3aHHOCTH.

3.1.1. DkcnepTHBIN COBET OpraHu3aluu (HE3aBUCUMbBIA 3TUYECKHI KOMUTET) MPU3BaH 3alllUIIATh
npaBa, Oe30macHOCTh M OJjaromojyyue BceX CyOBEKTOB HccliefjoBaHMs. MccienoBaHusSIM ¢ ydacTheM
YSI3BUMBIX CyOBEKTOB JIOJKHO OBITH YAETICHO 0C000€ BHUMAHUE.

3.1.2. OCO (HOK) nomkeH moayduTh Ha pAaCCMOTPEHHUE CISAYIOIINE TOKYMEHTHI:

IIPOTOKOJI (TIONIPABKU K IPOTOKOITY);

MUCHbMEHHYIO (opMy MHPOPMUPOBAHHOTO COTJIACHS U €€ MOCIEAYIOINe PEAAKIIH, MpeiaraeMble
UCCIIeIOBATEIIEM JIJIsl UCTIONB30BAHUS B UCCIICIOBAHUU;

OMKCaHWE JEWCTBUN, HANpPaBJICHHBIX Ha TMPUBJICUEHUE CYOBEKTOB K YYacTHIO B HCCJIEIOBAaHUU
(HarpuMmep, peKJIaMHbIe OOBSBIICHUS);

MUCbMEHHBIE MaTepuaibl, KOTOpbIe OYAYyT MpeACTaBICHbl CyObEKTaM HUCCIIEeI0OBaHUS;

OpoIIIOpYy UCCIEIOBATENIS,

M3BECTHYIO HH(OPMAITHIO, KaCAIOITYIOCs O€30MaCHOCTH;

WH(GOPMAIIHIO O BBIIIJIATAX M KOMIICHCAIIUSAX CYObEKTaM HUCCIICIOBAHUS;

TEKYIIyI0 PEIaKIMio pe3toMe ucciemoBarens (curriculum vitae) m (Wwim) Apyrue MaTepHalbl,
MOJTBEPXKIAIOIIHNE €T0 KBAIN(UKAIHIO;

JIpyrue JOKYMEHTBI, KoTopble MoryT morpedoBatbcss OCO (HDOK) nans BeImogHEHUs €ro
00513aHHOCTEH.

OCO (HBK) momkeH paccMOTpeTh BOMPOC O TMPOBEACHUU TMPEAJIaraeMoro KIWHUYECKOTO
UCCIICIOBAaHMSI B COOTBETCTBYIOIIME CPOKM U JaTh 3aKIOYCHHE B IHCbMEHHOM BHJE, YETKO
UACHTU(DUIIUPYST HCCIEOBaHUE, PACCMOTPEHHBIE JOKYMEHTHI M JaThl NpPU MPUHITHH CIEAYIOLIUX
BO3MOJKHBIX PELICHUN:

o100peHue (BbIava 3aKJIIOUCHHS ) Ha TPOBEACHUE HCCIICIOBAHNS,

TpeOOBaHUE O BHECEHUH M3MEHEHH B MPEACTABICHHYIO JOKYMEHTAIUIO JI0 MTOJIyYCeHHUs 0I00pEHUS
(BBIIAUM 3aKJIIOUEHUS) HA MTPOBEJICHUE HCCIIEI0BAHNUS;

OTKa3 B 0100peHNH (BbI1a4e 3aKJIIOYCHHUS) Ha IPOBEICHUE UCCIIEIOBAHUS;

OTMeHa (MMPUOCTAaHOBKA) CACIIAHHOTO paHee 000peHus (BBIAAHHOTO 3aKIIOUCHHS) HAa TTPOBEICHHE
UCCIIC/IOBaHMS.
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3.1.3. 3CO (H3K) nomxkeH OLeHUTh COOTBETCTBUE KBATU(UKAIIUH UCCIIEIOBATENS TpeaAsiaraeéMoMy
HCCJICIOBAHUIO Ha OCHOBAHHMM TEKYIIEH pedakiuu pe3toMe ucciemoBarens (curriculum vitae) u (uimm)
JIpyroii COOTBETCTBYIOIIEH JOKyMeHTanuH, 3anpomeHHoi 9CO (HOK).

3.1.4. 5CO (H2K) nomxeH nepruoudecKu pacCMaTpUBaTh JOKYMEHTAITHIO 10 KKIOMY TEKYIIEMY
UCCJIEIOBAHUIO C YaCTOTOM, 3aBUCSIIEH OT CTENEHM pPUCKA, KOTOPOMY IOABEPrarOTCs CYOBEKTHI
HCCIIeIOBaHMs, HO HE pexke 1 pasa B roj.

3.1.5. CO (H3K) moxeT notpedoBaTh, 4T00BI CyObEeKTaM MCCIIEA0BAHMS, TOMUMO WH(POPMAIINH,
ykazanHoi B myHKTe 4.8.10 Hacrosmux [IpaBun, ObutM mpencTaBiIeHbI JAOMOTHUTEIBHBIC CBEICHHS 00
uccieoBaHu, eciy, no MueHuo ICO (HOK), 3o HeoOX0quMO /17151 3aIUTHI TIPaB U 310pPOBbsS CYObEKTOB
UCCIJIETOBAHMSI, a TAKXKe JIJIsl TapaHTUU UX 0€30IacHOCTH.

3.1.6. B ciydae ecnu coriacue Ha y4acTue cyObeKTa B MCCIICIOBAaHUH, HE CBS3aHHOM C JICUCHHUEM,
JIaeT €ro 3aKOHHBIA MPEICTABUTENb B COOTBETCTBUU ¢ nyHKTamu 4.8.12 u 4.8.14 nHactosmux [IpaBui,
OCO (H3K) nomkeH yOenuThCs, YTO MPEACTABICHHBIM MPOTOKON W (W) Apyras JAOKYMEHTAIlHs
COOTBETCTBYIOT JSTHYECKHMM U JAPYTMM NPUMEHHUMBIM TpeOOBaHUSAM K TMOJOOHBIM KIMHUYECKUM
UCCIIEIOBAHMSIM.

3.1.7. B ciaydae ecid B MPOTOKOJIC YKA3bIBAETCS HAa HEBO3MOXHOCTH IOJYYEHHS COTJIacHs Ha
y4acTHe B MCCIIEIOBAaHUU OT CyObEKTa MCCIICAOBAHUS WM €r0 3aKOHHOTO MPEJICTABUTENS B COOTBETCTBUHU
¢ nyHkToM 4.8.15 Hacrosmux [IpaBun 10 MOoMeHTa BKJIIOUEHHUs CyOBEKTa B HMCCIEOBaHUE (HAIpUMED,
pu HEOTIOXKHOM coctosiHnn), ICO (HIOK) nomxen ybenuTbes B TOM, YTO MPEICTaBICHHBIN MTPOTOKOM U
(unmu) Apyras JOKyMEHTalUs COOTBETCTBYIOT JTHYECKUM M JAPYTUM TMPUMEHUMBIM TpPeOOBaHUSAM K
MOJOOHBIM KIIMHUYECKUM HCCIIETOBAaHHSM.

3.1.8. OCO (HOK) paccmarpuBaeT pasMep W MOPSJIOK BBIILIAT CYOBEKTY HCCIEIOBaHUS, YTOOBI
yOeauTbcss B OTCYTCTBHM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WM TPUHYKACHUS CYOBEKTOB
uccienoanus. Pasmep BwIIaT cyObeKkTaM HCCIEAOBAaHUSA JODKEH OINPEAEsATh MPOMOPIHOHANIBHO HX
YYaCTHIO B HCCIIEJIOBAaHUHM, HO HE JIOJDKEH 3aBHCETh MCKIIOYMTEIBHO OT TOTO, 3aBEPIIMI CyOBEKT
MCCJIETOBAHKE MOJIHOCTHIO HIIU HET.

3.1.9. 3CO (HOK) nomxen yoeauTsCcsi B TOM, YTO HH(OpMAIH, KacaroIascs BBIIUIAT CyObeKTaM
UCCIIEIOBaHMs, BKIIIOYas CHOCOOBbI, pa3Mep W MOPSAOK BBIIIAT, OTpakeHa B MUCHBMEHHOW ¢opme
MH(POPMHUPOBAHHOTO COTJIACHS M B JPYTUX TNPEACTABIIEMBIX CyOBEKTaM HCCIEIOBAHUS MaTepuaax.
JlomxHO OBITh YKa3aHO, KaKUM 00pa3oM OyAeT OnpeesaThes MPOMOPLUHUOHATBHOCTD BHITUIAT.

3.2. CoctaB, GyHKUIUHU U TIOPSIO0K PaOOTHI.

3.2.1. B cocta B3CO (HODK) momxHO BXOAWTH TOCTATOYHOE YHCJIO JHI], OOJIAJAIOMUX B
COBOKYITHOCTH HEOOXOAWMOW KBaTU(HUKAIIMEH U OMBITOM JJIS PACCMOTPEHUS U MPOBEIEHUS IKCIIEPTHOM
OIICHKH HAYYHBIX, MEAUIIMHCKUX U 3TUYECKUX ACTIEKTOB IUIAHUPYEMOT'O UCCIICIOBAHMUS.

Cnenyet npexycmotpeTh BKItodeHHue B coctas DCO (HIOK):

a) HE MEHEE 5 YEIIOBEK;

0) mo kpaifHeli mepe | yenoBeka, HE CHEUUANIU3UPYIOLIETOCS B 00JACTH HAYYHBIX MCCIICAOBAHHM
(mesTenbHOCTH);

B) MO KpailiHed mepe | dYeioBeka, HE SBISIOIIETOCS COTPYIHUKOM MEIUIIMHCKOW OpraHu3aluu
(Mccnen0BaTeNbCKOTO IEHTPA), B KOTOPOH IPOBOAUTCS UCCIIEIOBAHHE.

['ostocoBaTh (BbIpakaTh MHEHHWE OTHOCHUTEIBHO HCCIEIOBAHMS) MMEIOT MPABO TOJBKO TE€ UJICHBI
DCO (HDK), koTopbple HE 3aBHCIT OT MCCIIENOBaTeNsl U CroHcopa AaHHoro uccieaoBanus. CO (HOK)
JIOJKEH BECTH CIIMCOK WICHOB € yKa3aHHEM MX KBaTH(UKaluu.

3.2.2. OCO (HBK) momxeH OCYHIECTBISTH NEATCIBHOCTh B COOTBETCTBHHM C JIOKYMEHTAJIBHO
ohopMIeHHBIMH PAaOOYMMM TPOLEAYpaMH, JOKYMEHTHPOBATh pE3yJbTaThl CBOEH pabOThl W BECTH
MPOTOKONBI 3acenaHuil. Ero gesTenbHOCTh [OMKHA COOTBETCTBOBaTh HactosmmM [IpaBunam u
IIPUMEHUMBIM TPEOOBAaHUSAM 3aKOHOAATEILCTBA TOCYJaPCTB-YICHOB.

3.2.3. OCO (HOK) nmpunuMaeTr pemnieHus Ha OOBSBIICHHBIX 3aceIaHUsAX MPH HAIMYUU KBOPyMa,
OIPEICJIEHHOTO PabOYNMHU POy PAMHU.

3.2.4. Tompko wiensl 9CO (HOK), nmpuHUMaBIIMEe HEMOCPEACTBEHHOE y4acTHE B PACCMOTPEHUU
JIOKYMEHTAIIMU 10 HUCCIEI0BAaHUIO0 U OOCYKIEHUM, MOTYT Yy4acTBOBAaTh B I'OJIOCOBAHHUHU (BBIPA’KaTb CBOE
MHEHHE) U (W) JaBaTh PEKOMEHIAITHH.
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3.2.5. UccnenoBatenib MOXKET MPECTABIATh HH(POPMAIUIO TI0 JIIOOBIM aCIIEKTaM HCCIIE0BaHUs, HO
HE MOXXET y4acCTBOBATh B MIPEHUSAX WM B rosiocoBaHnu (BbipaboTke MEHeHHs) DCO (HOK).

3.2.6. 3CO (H3K), moxer mpuberaTb K MOMOINA HE3aBUCUMBIX IKCIEPTOB MO CHEIUATBHBIM
BOIIpOCaM.

3.3. IIpouenypsl.

OCO (HOK) nmomken paszpaborarth, MOKyMEHTaIbHO OG(OPMHUTH W COOJIOIATh CTaHIAPTHHIC
pabouue Mnpoueaypbl, periaMeHTUPYIOLIHE:

3.3.1. CocraB (¢pamunuu, IMeHa, oTyecTBa (IpH HAMTKMUKUK) U KBanudukaiuto wieHoB) 9CO (HOK)
U yYpEeAUBLINHI €70 OpraH.

3.3.2. Tlopsgok HazHadeHus 3acemanHuid, omoemieHus wieHoB DCO (HOK) o mpeacrosmux
3ace/IaHusX, a TAKXKE OPTraHU3alMIo 3aCeTaHui.

3.3.3. [Topsi 40K MIEPBUYHOTO U MOCIEAYIOIIET0 PACCMOTPEHUS JOKYMEHTAIMHU 10 UCCIIEIOBAHUIO.

3.3.4. [lepnoAMYHOCTH MOCIIEYIOUIETO PACCMOTPEHHUS IOKYMEHTALIUHU 10 UCCIIEIOBAHUIO.

3.3.5. TlopsimoK YCKOPEHHOTO PAacCMOTPEHHS] JTOKYMEHTAllMM B COOTBETCTBUHM C MPUMEHHUMBIMHU
TpeOOBaHUSIMU i1 OAOOpeHHUs (BBIIaYU 3aKIIOUEHUS) TPU HE3HAYUTEIILHOM W3MEHEHUU B TEKYIIHX
HCCIIEOBAHMAX, YKe MOTydnuBIUX ono0penue (3akmouenue) ICO (HOK).

3.3.6. HepomycTUMOCTh BKIIFOUEHUS CyOBEKTOB B HccienoBanue a0 Toro, kak 9CO (HOK) Beimact
MMMCbMEHHOE 0100peHHEe (3aKIII0OUCHNE) Ha TIPOBEICHUE UCCIIEOBAHUSI.

3.3.7. HegonycTUMOCTh B COOTBETCTBUM C NYHKTOM 4.5.2 Hacrosmux [IpaBun OTKIOHEHHs OT
MPOTOKOJIA WJIM €ro HW3MEHEHHMH O0e3 MpeaBapuUTEIbHOTO MHCHBMEHHOTO OJOOpEHHS (3aKIFOUCHHUS)
cootBeTcTByOIMX nompaBok JCO (HOK), 3a uckinroueHueM Tex ciaydaeB, KOT/Ia U3MEHEHHUS HAIPaBJICHbI
Ha YCTpaHEHHE HEMOCPEeICTBEHHOW yrpo3bl CyOBEKTaM HCCIEAOBAHUS WM KOT/Ia U3MEHEHHUS KacaroTcs
TOJILKO aJIMUHUCTPATUBHBIX U MAaTEPUAbHO-TEXHHUYECKHX AaCIEKTOB HCCIEOBaHUS (HAmpuMep, cCMeHa
MOHUTOpA, U3BMEHEHUE HOMepa TeredoHa).

3.3.8. O0s3aHHOCTH HCCIIeIOBATENS He3aMeITUTebHO coobmats DCO (HOK):

a) 00 OTKJIIOHEHHSIX OT MPOTOKOJIA MM U3MEHEHHIX MPOTOKOJa, MPOU3BEACHHBIX JJIsl YCTPaHEHUS
HETOCPEJICTBEHHONW YIpo3bl CyOBEKTaM HCCIIEAOBAaHHS B COOTBETCTBMM C myHKTamu 3.3.7, 4.5.2 u 4.5.4

Hactosmux [IpaBu;

0) 00 M3MECHEHHSX, YBEIMUUBAIOIIUX PHUCK ISl CyOBEKTOB MCCICNOBAHUS U (HJIM) CYIIECTBEHHO
BIIMSIIOIIIUX Ha MPOBEJICHUE UCCIIEIOBAHMS, B COOTBETCTBUU ¢ MYHKTOM 4.10.2 HacTosimux [IpaBu;

B) 000 BCEX CEPbE3HBIX HEMPEIBUICHHBIX HEXKETATCTbHBIX PEAKIIHIX;

I) O HOBBIX JAaHHBIX, KOTOPhIE MOTYT CBHJETEIbCTBOBATH O BO3PACTAaHUHM pHUCKa i CyOBEKTOB
WCCJICTOBAHMSI T HEOJIArompUsTHO MOBJIHSTH HA XOJ] HCCIIETOBaHUS.

3.3.9. O6spannocth OCO (HOK) H©He3aMemmuTeNbHO B MHCHbMEHHOM BHJE COOOIIATh
UCCIIeIOBATEN0 (MEUIIMHCKON OPTaHU3aIiHN):

a) O CBOMX PEIICHUAX (3aKIFOUCHUSX ), KACAIOIIUXCS UCCIICTOBAHMS;

0) 0 mpUYMHAX BEIHECEHUS PEIICHUH (3aKII0UeHuil);

B) 0 mopsiake (Tmporeaypax) o0anoBaHUs PEIICHUN (3aKITIOUCHUT ).

3.4. JlokyMeHTaus.

OCO (HOK) momkeH XpaHWTh OTHOCSIIYIOCS K HCCJICIOBAHHMIO JOKYMEHTAIMIO (B YaCTHOCTH,
MUCHMEHHBIC TMPOLEAYPHI, MEPEUYHN CBOMX UYJICHOB C YKa3aHHUEM poja JCATeIbHOCTH U MecTa paboThl,
MIPEJICTAaBICHHBIE Ha PACCMOTPEHHUE TIOKYMEHTHI, IPOTOKOJIbI 3aCeIaHUil U KOPPECIIOHCHIINIO) B TEUECHUE
HE MEHee 3 JIeT MOCJie 3aBEPIICHUs UCCIEAOBaHUS U TIPEJICTABIATH €€ 10 TPEOOBAHUIO YIIOJTHOMOUYEHHBIX
opranoB. lccnemoBarenu, CHOHCOp, YIOJTHOMOYEHHBIE OpraHbl MoryT 3ampammuBaTh y DCO (HDOK)
nH(GOPMAIIHIO O €T0 MPOoLeypax U NEPEeUHH YICHOB.

4. UccaeaoBarenab

4.1. Kanudukarus 1 0053aTeNbCTBA UCCIIECTIOBATEIS.
4.1.1. HccnenoBarenb JODKEH HWMETh COOTBETCTBYIOIIME KBaIM(PHUKAIMIO, O0Opa3oBaHUE,
po(hecCHOHANFHYIO TIOJTOTOBKY W OIBIT, MO3BOJIAIOIIAE €My MPUHSATh Ha ceOs OTBETCTBEHHOCThH 3a
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HaJJIeXKAIee TPOBEJACHUE KIMHUYECKOTOo HccienoBanus. KBamudukanus wuccienoBarens J0DKHA
COOTBETCTBOBATh MPUMEHHUMBIM TPEOOBAHUSM M TIOATBEPIKIATHCS aKTyaJIbHBIM pe3toMe (curriculum vitae)
U (WIM) APYTUMH JOKYMEHTaMH, KOTOpbIe MOTYT OBITh 3ampoineHsl crioHcopom, DCO (HOK) u (unm)
YIOJTHOMOYEHHBIMH OpraHaMH.

4.1.2. HWccnenoBarenb JOJKEH BHHMMATEIIBHO O3HAKOMHUTBCS C TMpaBUJIAMU  HAJJICKAILETO
MPUMEHEHHs MCCIeAyeMOro mperapara, HM3JI0)KEHHBIMH B IMPOTOKOJE, TEKylIed peaakuuud OpoUIropbl
uccienoBarens, o0eil XxapakTepuCTUKE JIEKAPCTBEHHOTO Mpenapara U Apyrux UCTOYHUKAX HHPOPMAITIH,
MIPEJICTABICHHBIX CIIOHCOPOM.

4.1.3. HUccnenoBatenb NOJDKEH 3HATh M coOmroAarh Hacrosmue IlpaBuna u IpUMEHHMMBbIE
TpeOOBaHMS.

4.1.4. WccnenoBarenb (MeIUIIMHCKAash OpraHu3alusl) JOJKEH COJACHCTBOBATH MPOBEACHUIO
CIIOHCOPOM MOHUTOPHUHTA U ayJIUTa, a TAaKXKe MPOBEICHUIO0 YIIOJTHOMOYEHHBIMH OpraHaMU HHCTICKITHIA.

4.1.5. UccnenoBatenb JOHKEH BECTH NEpEeUeHb 00JaAa0IUX He0OX0IuMOoM KBamupuKaluen Juil,
KOTOpBIE IO €T0 MOPYUYECHUIO OCYIIECTBIISIOT ONPEIEICHHYIO ACSITETbHOCTh B PaMKaX UCCIIEIOBaHUS.

4.2. COOTBETCTBYIOIIUE PECYPCHI.

4.2.1. UccnenoBatenb JOMKEH OBITH CIIOCOOCH MPOJIEMOHCTPUPOBATH (HAIPUMEpP, HA OCHOBAaHUU
PETPOCTICKTUBHBIX JaHHBIX) BO3MOXKHOCTh HaOOpa B TEUYCHHE ONPEICICHHOTO TNepuoaa Tpedyemoro
KOJIMYECTBA MOJXOASIINX CYObEKTOB UCCIIEIOBAaHMS, COOTBETCTBYIONINX KPUTEPUSIM 0TOOpA.

4.2.2. UccnenoBaTellb TOJDKEH UMETHh JOCTATOYHOE KOJIMYECTBO BPEMEHH, YTOOBI HAJIICIKAITUM
00pa3oM MPOBECTH U 3aBEPIIUTH UCCIIEIOBAaHNE B T€UCHHE YCTAHOBICHHOTO MEPHO/A.

4.2.3. WccnenoBarenb JOJDKEH pacroyiaraTh JOCTAaTOYHBIM KOJIMYECTBOM KBAIHU(DUIIMPOBAHHBIX
COTPYJIHHKOB ¥ MaT€pHAIbHBIX PeCypcoB (IIOMEIIeHHs, 000pYJ0BaHKE) B IEPUO UCCIIEIOBAHUS AJISl TOTO,
9TOOBI IPOBECTH 3TO MCCIEAOBAHNE HAITICKAIUM M 0€30TTaCHBIM 00pa3oM.

4.2.4. HccnemoBaTeab OTBEYAET 3a TO, YTOOBI BCE 3aHATHIE B KIMHHYECKOM HCCIIEIOBAHUU
COTPYJIHUKU OBUIM 3HAKOMBI C MPOTOKOJIOM U HHQOpMAIMEH 00 HcclaeayeMoM IpemapaTre, a TakkKe CO
CBOMMH (QYHKIMSIMU U 00S3aHHOCTSIMH.

4.2.5. WccnenoBareiab TOMKEH KOHTPOIHPOBATH JEATEIBHOCTh COTPYJAHHMKOB WM WHBIX JIHII,
KOTOpPBIM OH Tepelan Te WM MHble 00S3aHHOCTH U (YHKIUU B paMKax MPOBEACHUS HCCIEIOBAaHUS B
HCCIIEIOBATEIILCKOM IICHTPE.

4.2.6. Ecimu uccnenoBarens (MEIUIIMHCKAS OpraHu3alys) MpuoeraeT K yciayraM Kakoro-auoo Jinia
JUTSL BBITIOJTHEHUS T€X WJIM WHBIX CBS3aHHBIX C IPOBEJCHUEM MCCIIEIOBAHUS O00S3aHHOCTEH U (QYHKITU, OH
JTOJIKEH:

yoemuThCsl (MOMYyYUTh JOKYMEHTAIBHOE MOJATBEP)KIECHHUE) B TOM, UYTO JAaHHOE JIMIO oO0jamaer
JIOCTAaTOYHOM KBaM(PUKAIIMEH SISl BBITIOTHEHUS ATUX 00sS3aHHOCTEeH U (DYHKITHI;

BHEJPUTH TPOLEAYPHI, HANPABICHHBIC Ha OOECIEYCHHE IIOJIHOTHI BBHITIOJHEHHS CBSI3aHHBIX C
MIPOBEJICHUEM HCCIIeI0BaHUs 00s3aHHOCTEN U QYHKIUHN U LIETTOCTHOCTH MOJIYY€HHBIX JaHHbIX.

4.3. OkazaHue MEJUIIMHCKOM MOMOIIY CyObEeKTaM HCCIIEeIOBAHUS.

4.3.1. SBnstomuiicss KCciea0BaTEIEM UM COUCCIIEIOBATEIEM Bpad HECET OTBETCTBEHHOCTh 32 BCE
MPUHUMAaEMbIC B paMKax MCCIIEIOBaHUS PEIICHUS MEIUIIMHCKOTO XapaKkTepa.

43.2. Bo Bpems ¥ 1O 3aBEpIICHUH Yy4YacTHs CyOBbEKTa B HCCIEJOBAaHWUU HCCIIEIOBATEIb
(MEeIUIIMHCKAs OpraHW3aIs) OJDKEH OOECIeUUTh OKa3zaHWE CYOBEKTY HCCICIOBAaHUS HEOOXOIMMON
MEIUIIMHCKON MOMOIIM B CIIy4ae BOSHHUKHOBEHHMS JIFOOBIX CBSA3aHHBIX C HCCJIEIOBAHUEM HeEKeIaTeNbHBIX
SIBJICHUM, BKJIIOYAsh KIMHUYECKU 3HAUYMMble W3MEHEHUs J1abopaTOpHBIX MoKa3zaTenen. HccinepoBarenb
(MenuIMHCKAs opraHu3anus) o0s3aH HHPOPMHPOBATh CyOBEKTa MCCIICAOBAHUS O CTABIIMX W3BECTHBHIMU
MCCJICIOBATEII0 HHTEPKYPPEHTHBIX 3a00JIEBAaHUSIX, TPEOYIOIIUX MEIUIIMHCKON TTOMOIIIH.

4.3.3. UccnemoBaTeto CiaeayeT COOOITUTh JieUalieMy Bpady, €CJIM TAKOBOW MMeEeTcs, 00 ydacTuu
CyObEeKTa B UCCIICIOBAHUU TIPH YCIOBUHU, YTO CYOBEKT HE BO3pakacT MPOTHB MHPOPMUPOBAHUS JICHAIIETO
Bpaua.

4.3.4. CyObexT uccrnepoBaHus He 00sf3aH cOOOIaTh O NMPUYMHAX, MOOYIUBIIMX €ro JOCPOYHO
MPEKPAaTUTh y4acTUE B HCCIIECIOBAaHUM, OJHAKO HCCIEAO0BaTENb JOJDKEH MOMBITAThCS YCTAaHOBUTH 3TU
MPUYUHBI, COOIOAsI IPU 3TOM IpaBa CyObhEKTa UCCIETOBAHUS.

4.4. Kontaktsel ¢ 9CO (HOK).
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4.4.1. Ilepen TeMm Kak Ha4aTh UCCIIEIOBAaHUE, UCCIEAOBATENb (MEAUIIMHCKAs OPraHU3alns) T0JDKEH
MOJIYYUTh MMUChbMEHHOE U JaTHpoBaHHOE oj00penue (3akmouenne) ICO (HOK) nporokora, mucbMeHHON
dbopMbl MHPOPMHUPOBAHHOTO COTJIACHS M €€ TOCIHSAYIONMX peAaKkIuii, Mep, HalpaBJICHHBIX Ha
MIPUBJICYCHUE CYOBEKTOB K YYaCTHIO B HCCIEIOBAaHWHU (HAMPUMEP, PEKIAMHBIX OOBSBICHHI), U JTHOOBIX
JIPYTHX TUCHMEHHBIX MaTEPHAIIOB, KOTOPHIC MPEATIONAraeTCs MPEACTaBUTh CyOhEKTaM UCCIICTOBAHMSI.

4.4.2. Bmecte ¢ ApyrMMH JOKYMEHTaMH HCCIEIOBATENbh (MEIUIIMHCKAs OpPraHU3aIus) IOJDKECH
npenctaBute JOCO (HOK) mnocnenHo penakipio Opormropel  uccienoBarens. Ecmu  Opomropy
UCCIIeIoBaTeNsl IOTOJIHIIOT B XOJ€ HCCIIEIOBaHUS, HccleaoBaTenb (MeIULIMHCKAas OpraHu3anus) o0s3an
npencraButh ICO (HOK) HOBYIO peakiiuio OpOIIOphl HCCIET0BATENS.

4.43. B TedyeHue WCCIEAOBaHUS HCCIeIOBaTeIh (MEIUIIMHCKAsT OpTaHMW3aIlusA) JIOJDKEH
npencrasiaT DCO (HOK) Bce moiexkaniye paccMOTPEHNIO JOKYMEHTHI.

4.5. CobnrofieHrE MPOTOKOIIA.

4.5.1. HUccnenoBatenb (MEIUUMHCKAsh OpraHU3alMsi) JTOJDKEH MIPOBOJIUTH UCCIEIOBAHHE B
COOTBETCTBUM C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIOHCOPOM M TMpPH HEOOXOJUMOCTH C
YIOJIHOMOYEHHBIMUA OpTraHaMH U yTBepKIeHHbIM (omo0penHsiM) DCO (HDK). B moarepxnenue
JIOTOBOPEHHOCTH HCCIIeI0BaTeNb (MEIUIIMHCKAs OpPraHu3allksa) U CIOHCOP MOAMKUCHIBAIOT MPOTOKON WIIH
3aKIIFOYA0T OTAEIBHBINA JOTOBOP.

4.5.2. MiccnenoBarenb HE JOJDKEH OTKIOHATHCSA OT MPOTOKOJIA WJIM BHOCUTH B HETO U3MEHEHHS 0e3
coryiiacus CIHOHCOpa M 0€3 TpPeaBAapUTEIBLHOTO PACCMOTPEHUS U MOJYYCHHS JOKYMEHTAIBHO
odopmiienHoro ogoopenus (3axmoueHus) DCO (HOK) oTHocuTENBHO MOMPaBKH K TPOTOKOTY, KpOME TEeX
CIIy4aeB, KOrJa HEOOXOIMMO YCTPaHUTh HEMTOCPEICTBEHHYIO YIPO3y CyOBeKTaM UCCIeIOBAHUS MM KOTa
M3MEHEHHs KacaroTcsl TOJbKO aJMUHUCTPATUBHBIX WJIM TEXHUYECKHUX acCleKTOB HUCCIeI0BaHus (Hampumep,
3aMeHa MOHHTOPA, U3MEHEHUE HOMepa TeledoHa).

4.5.3. HUccnenoBartenb WM HA3HAYEHHOE WM JIMIIO JOJKHBI TOSCHATH W JIOKYMEHTAJIbHO
o(hopMIIATH JTF0OBIE OTKIIOHEHUS OT YTBEPKAESHHOTO IPOTOKOJIA.

4.5.4. UccnenoBarenb MOXET OTKIOHATHCA OT MPOTOKOJA WJIM BHOCUTh B HErO M3MEHEHHUs IS
YCTpaHEHUs] HEMOCPEICTBEHHOW Yrpo3bl CYOBEKTaM HCCIEeNOBaHUS 0e3 IMpeIBapUTEIILHOTO OI00pECHHUS
(monmyuenust 3akimoueHus) ICO (HOK). B kparuaitimme cpoku onucaHue OTKIOHEHWW MW W3MEHEHUH C
yKa3aHWeM WX MPUYHH U TPU HEOOXOAMMOCTH MpeljaraeMbie TOMPaBKU K MPOTOKOJIY IOJKHBI OBITH
HaIpPaBIICHBI:

a) 9CO (HOK) mist paccMoTpeHust U 0J100peHust (BbIIauH 3aKIFOUCHHUS );

0) CIIOHCOPY JJIS COTJIACOBAHMSI C HHM;

B) YIIOJITHOMOUYEHHBIM OpraHaM MPU HEOOXOAUMOCTH.

4.6. Uccnenyemble nmpenapartsl.

4.6.1. OTBETCTBEHHOCTb 3a YYET MHCCIEAYEMBIX IPENapaToB B MCCIEAOBATEIBCKOM ILIEHTPE
BO3JIO’KEHA Ha MCCIIe0BATENS (MEIUIIMHCKYIO OPTaHU3AIIHIO).

4.6.2. Eciim 310 pazpemeHo (TpeOyercs), uccienoBarensb (MEIUIMHCKAs OpraHU3aIus) MOXKET
(momkeH) mepenaaTh HEKOTOPBIE WM BCE OOS3aHHOCTH HCCIeaoBaTeNsl (MEIUIIMHCKOW OpraHMU3aIluu) 1o
y4eTy HCCIEIYEMBIX MPENnapaToB B MCCIEIOBATEIBCKOM IIEHTPE alTeYHOMY PaOOTHUKY (TIPOBU30PY) WIIH
WHOMY JIUILY, TOJAKOHTPOJILHOMY HCCIIEZIOBATENIO (MEIMIIMHCKOM OpraHu3alun).

4.6.3. UccnenoBarens (METUIIMHCKAsT OPTaHU3AINS), alTCUHBI PaOOTHHUK (IIPOBH30p) WU HHOE
YIOJHOMOYEHHOE HccieoBaTeneM (MEAUIIMHCKON OpraHu3ale) JIMLIO JTOJKHBI BECTH YYeT MOCTaBOK
MpernapaToB B MCCIEAOBATEILCKUN IEHTP, WX (DAKTHUECKOTO KOJIWYEeCTBA B IICHTPE, HCIIOJIb30BAHUS
KaKIbIM CYOBEKTOM, a TaKXke ydeT BO3BpaTa CIOHCOPY JHO0 MHOTO paclopsHKEHHs HEHCIOIb30BaHHBIMU
npernapaTamMu. 3alucH MO yUYeTy JOJDKHBI BKIIIOUATh B ce0s JaThl, KOJIUYECTBO, HOMEpa MapTuil (cepuii),
CPOKM TOAHOCTH (Te MPUMEHMMO) W YHHUKaJbHBIE KOJbI HCCIEYyEeMbIX IpernaparoB U CyOBEKTOB
uccienoanus. lccrmenoBarens JOMKEH BECTH 3alUCH, JOJDKHBIM O0pa3oM TMOATBEPKAAMOIIME, YTO
CyOBEKThI HCCIIeIOBAHUS MOTydaal UCccleayeMble penapathl B 103aX, IPeIyCMOTPEHHBIX IPOTOKOJIOM, B
KOJIMYECTBAX, COTJACYIOIIUXCS C OOIMIMM KOJWYECTBOM HCCIIEIyEeMbIX TPENnaparoB, MOMYyYEHHBIX OT
CIIOHCOpA.

4.6.4. Uccnenyemble mpenapaTsl HEOOXOIUMO XPAaHUTh B COOTBETCTBHH C MHCTPYKLUSAMH CIIOHCOPA
coriacHO myHkTam 5.13.2 u 5.14.3 nactosimux [IpaBui 1 npUMEHUMBIMH TPEOOBAHUSMH.
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4.6.5. MHccnemoBatenb J0MKeH OOECHEUUTh HCHOJIB30BAHUE HMCCIEAYyEMBIX IpenapaToB B
COOTBETCTBHUH C YTBEPKACHHBIM MPOTOKOIOM.

4.6.6. VccrnenoBaTens MM YIOJTHOMOYEHHOE UM JIMIIO JOJDKHBI PAa3bACHATH KAXKAOMY CYOBEKTY
UCCIIEIOBaHMs TpaBWiIa TPUMEHEHUS HCCIeAyeMbIX IMpenaparoB M dYepe3 MNpHeMIIeMble HHTEpBaJbl
BpeMEeHH (B 3aBHCHMOCTH OT WCCIEIOBaHUs) TPOBEPSITH COOMIOJCHUE STUX HWHCTPYKIUNA KaKIbIM
CyOBEKTOM HCCIEA0BAHMUS.

4.7. PanmomMu3anus 1 pacKpbITHE KOJA.

HccnenoBatens  JOJDKEH  MPUMEHSTh NPEIyCMOTPEHHYIO B HCCIEIOBAaHHUM  METOJIUKY
paHIOMHU3ALMHU, €CJIM TaKoBas MMEETCs, U O0ecreynBaTh PACKPBHITHE KOAA TOJIBKO B COOTBETCTBHH C
npotokosioM. Ecnum  uccienoBaHue MPOBOAMTCA — CIETIBIM — METOJOM, HCCIEAOBaTelb JOJDKEH
HE3aMEeUIMTEIbHO JIOKYMEHTAIbHO O(QOPMHUTH U OOBSICHUTH CIIOHCOPY J1000€ MPEeKAEBPEMEHHOE
PacKpbITHE KOJIa UCCIEIyEeMbIX MpenapaToB (HalpuMep, CIy4aiiHOe pacKphITHE KOJa, PACKpBITUE KOJa B
CBSI3H C CEPbE3HBIM HEXKENATEIILHBIM SIBJICHUEM ).

4.8. UudopmupoBaHHOE COTIIaCHE CYOBEKTOB UCCIICTIOBAHMS.

4.8.1. Ilpm momyd4eHUHM M JOKYMEHTAJIHHOM O(OPMICHHH HMH(POPMUPOBAHHOTO COTJIACHUS
UCCIIeIOBATENb JIOJDKEH COONMogaTh NMpUMEHHMble TpeOoBaHusi, TpeOoBaHusi Hacrosmux [IpaBun u
JTUYECKUX IPUHLUIIOB, 3aJ0KEHHBIX B XeIbCUHCKON naeknapauuu, npuHstod Ha XVIII I'enepanbHOU
accambiiee BcemupHoit meaunuHCKO#M acconuanuu B 1964 roay. Jlo Hauana vcciieIoBaHUs UCCIIE0BATENb
JOJKEH TOJNIyYUTh THUChMEHHOe onobpenue (3akmouenue) DCO (HOK) mnucbMeHHON —(QOpMBI
MH(GOPMUPOBAHHOTO COTJIACHS U IPYTUX MUCbMEHHBIX MaTepUaJIOB, IPEICTABISIEMbIX CyObEeKTaM.

4.8.2. Tlucemennyto Gopmy HHPOPMUPOBAHHOTO COTJIACHS U JPYTHe MHCHMEHHBIE MaTEPHAIbI,
MpeACTaBIsIEMbIE CyOBEKTaM, CJICTyET JOMOTHATE (MCIIPABIIATh) MO MEpe MOSBICHUS HOBOW HH(POPMAIIHH,
KOTOpass MOKET OKa3aThCsl CYIIECTBEHHOH i cornacusi cyObekra. JlomomHeHHbIe (UCTpaBiIeHHBIE)
nuchbMeHHasi popmMa HHPOPMUPOBAHHOTO COTJIACUS M JIpYTHe MUCbMEHHbIE MaTepHallbl, MpeICcTaBIseMble
CyOBEKTY, JOJDKHBI OBITH paspemieHbl (omobpens) DCO (HOK) mo Hawanma WX HCMONB30BAHUS B
uccinenoBaHuu. CyObeKT WU ero 3aKOHHBIN MPEICTaBUTENb JOJIKHBI ObITH CBOEBPEMEHHO 03HAKOMJICHBI C
HOBOH MH(pOpMaIeid, CIOCOOHOH MOBIMATH Ha JKeJIaHUE CyOBEKTa MPOJI0KATh Y4aCTHE B HCCIIEOBAHUH.
daxkT nepeaadn 3To HHPOPMAIIMH JIOJDKEH OBITh IOKYMEHTAIBHO OOpMIICH.

4.8.3. Hu uccnenoBarenb, HA APyTHUE 3aHATHIC B WCCIEAOBAHUU JIMIA HE JOJDKHBI MPUHYKIAThH
CyObeKTa WM HCIIOJIb30BaTh WHBIE HEKOPPEKTHBIE METOJbI BO3JCHCTBHS C II€JIbIO CKIOHUTH €ro K
YYaCTHIO JTMOO MPOJODKEHHIO YUaCTHsI B UCCIICOBAHHH.

4.84. Hu ycrtHas, HM mnHChbMEHHas WHQOpPMAIMs, Kacaromascs WCCICIOBaHMs, BKJIIOYAs
NUCBbMEHHYI0 (popMy MH(OPMHUPOBAHHOTO COTJlacHs MAIMEeHTa, HE JOJDKHA COAEPKaTh (POPMYIHPOBOK,
MPsIMO WJIM KOCBEHHO CKIIOHSIIOIIMX CyOBEKTa WM €ro 3aKOHHOTO MPEICTaBUTENs OTKa3aThCsl OT CBOMUX
3aKOHHBIX IMIpaB, a Takke (OPMYIHPOBOK, MPSMO WM KOCBEHHO OCBOOOMKIAIOUIMX HCCIEI0BATE,
MEIUIMHCKYIO OpraHu3alllio, CIOHCOPA WIIH UX MPEACTaBUTENCH OT OTBETCTBEHHOCTH 33 XaJIaTHOCTb.

4.8.5. HccnemoBarenb WM YHOJTHOMOYEHHOE WM JIMI0O JOJDKHBI B  TIOJIHOM  Mepe
MpouH(POPMHUPOBATh CYOBEKTA WM, €CIU CYOBEKT HE CIOCOOCH AaTh MH(POPMUPOBAHHOE COTJIACHE, €TO
3aKOHHOTO MPEJICTaBUTENA 000 BCEX 3HAUYMMBIX aCMEKTax HCCIEeNIOBaHMS, B TOM YHCJIE O3HAKOMHTBH C
nHpopmarmeir 00 ucciae0BaHNM B MUCHbMEHHON GopMe U 0100peHneM (TTOJIOKUTEITHHBIM 3aKITIOUECHHUEM )
9CO (HOK).

4.8.6. Uadopmanmsi 00 MCCIEIOBAaHUM B YCTHOM M MHCHbMEHHOHW (opMe, BKIIOYAs MHUCHMEHHYIO
dbopMy HHPOPMHUPOBAHHOTO COTIIACHS, TOJDKHA COJEPKATh KAK MOKHO MEHBIIIE CIICIUAIBHBIX TEPMHHOB U
ObITh TOHSTHA CYOBEKTYy WM B COOTBETCTBYIOIIMX CIy4yasiX €ro 3aKOHHOMY TMpEACTaBUTEIIO H
HE3aMHTEPECOBAaHHOMY CBUJICTEITIO.

4.8.7. Tlepen momyueHneM MH(GOPMUPOBAHHOTO COTJIACHS MCCIIEIOBATENbh WM YIIOJTHOMOYEHHOE
UM JIAIO JTOJDKHBI MPEOCTaBUTh CYOBEKTY WIIM €ro 3aKOHHOMY IPEJICTABUTEINIO I0CTaATOYHOE KOJIMYECTBO
BPEMEHHU W BO3MOXHOCTH IMOJIYYUTH OoJiee MOApoOHYI0 WH(MOpMaIio 00 HMCCAeIOBaHUU JJIS TPUHATHS
pelieHus 00 y4acTHH B HEM WJIM OTKa3e OT Takoro ydacTusi. CyObeKT UM ero 3aKOHHBIA MPEICTaBUTEIb
JTOJIKHBI TIOJTYYUTh UCUEPIIBIBAIOIIUE OTBETHI HAa BCE BOMPOCH! 00 MUCCIIEOBAHUU.

4.8.8. Jlo Havana ydacTHsi B UCCIIEJIOBAaHUHM CYOBEKT WM €r0 3aKOHHBIA MPEICTaBUTEINb, a TaKXKe
JUI0, TMPOBOJUBIIEE Pa3bsICHUTENbHYIO Oecely, MOJKHBI MOJNHCATh U COOCTBEHHOPYYHO JaTHPOBATH
MUCbMEHHYIO (hopMy HH(POPMHUPOBAHHOTO COTIIACHSI.

04/17/2026 Cuctema TAPAHT 14/115



Pemenne Cosera EBpaszuiickoit skoHoMuueckoi komuccuu oT 3 Hos0pst 2016 r. Ne 79 "O6 yrBepxknenuu [IpaBui...

4.8.9. Ecnu cyOBEKT WJIM €ro 3aKOHHBIM TNpEACTaBUTENIb HE CHOCOOHBI YWTaTh, BO BpeMs
MIPOBEJICHUS Pa3bsICHUTENBHOM Oece/ bl TOJKEH MPUCYTCTBOBATh HE3aMHTEpECOBaHHbIN cBUeTeNb. [loce
TOTO KaK CYyOBEKTY WJIM €ro 3aKOHHOMY IMPEICTABUTENIO MPOYUTAIN U Pa3bICHIIN MHUCbMEHHYIO (hopMy
MH(GOPMUPOBAHHOTO COTJIACUS U JIpYTHE MpeACTaBsieMble CyObEKTYy MUCbMEHHbIE MaTepHalibl U CyOBEKT
WIN €r0 3aKOHHBINM MPEICTaBUTENb Jall YCTHOE COTJIacHe Ha y4acThue CyObeKTa B MCCIECIOBAHUU U, €CIU
crocoOeH, TMoAmMcad ¢ YKa3aHHeM JaThl MHUCbMEHHYI0 (opMy HHPOPMHUPOBAHHOTO COTJIACHSA,
HE3aMHTEPECOBAHHbIM CBUIETENb JODKEH €€ TOAMHMCaTh M COOCTBEHHOPYYHO TIOCTaBUTH Jary.
[ToanmuceiBass mHcbMEHHYIO (GopMy HH(MOPMHUPOBAHHOTO COTJIAcHs, HE3aUMHTEPECOBAHHBIM CBUJECTEINb
MOATBEPXKIACT, YTO HMH(POpMAIUA, COAEpKaIlascs B yKa3aHHOH QopMe U JAPYrUX HHUCbMEHHBIX
MaTepuaiax, Obljla pa3bsiCHEHa U TIOHATA CYObEKTOM WJIM €r0 3aKOHHBIM IMPEJICTAaBUTENIEM U UTO COTJIacue
Ha y4acTHe B UCCIICIOBAaHUH JaHO CYOBEKTOM WIIM €0 3aKOHHBIM IpPEeACTaBUTENIEM T00POBOJIBHO.

4.8.10. B xome pa3bICHUTENbHON Oecepl, a TaKkKe B MUCHbMEHHOW (opme MHDOPMHUPOBAHHOTO
corjlacsi ¥ JApyrux MUCbMEHHBIX MaTepuaiax, MpeACTaBIsIeMbIX CyOBEKTaM, JIOMKHO OBITh Pa3bsICHEHO
clenyolee:

a) UCCIIeIOBaHNE HOCUT SKCIIEPUMEHTAIIbHBIN XapaKTep;

0) 1IeTTb UCCIICTIOBAHNS;

B) BApHAHTHI JICYCHHUS B MPOLIECCE MCCIEAOBAHMS M BEPOSATHOCTH CIYyYalHOTO paclpelieieHus B
OJIHY W3 TPYIII JICUCHUS;

T') IpoLeayPHI UCCIIeIOBaHUs, BKIIOUAsi BCE HHBA3UBHBIC TIPOILIETYPHI;

1) 00S3aHHOCTH CYOBEKTA;

€) aCMeKThI UCCIIEJOBAHNUS, KOTOPBIE HOCAT SKCIIEPUMEHTAIBHBIN XapakTep;

) O’KMJaeMble PUCK WM HEyA0OCTBa /Uil CyOBEKTa, a TAK)KE B COOTBETCTBYIOLIUX CITydasx - JUIs
»MOpHOHa, TUI0/1a MITH MJIa/ICHIIA;

3) OXHJaeMble BbIrofa M (WiM) moib3a. Eciau monb3bl ¢ MEIWIMHCKON TOYKHM 3pEHHs] He
MpeoaraeTcs, CyObeKT JOJKEH OBITh TIOCTaBICH 00 9TOM B U3BECTHOCTH;

M) UHBIE, TOMHUMO TMPEIYCMOTPEHHBIX B HCCIIEJOBAHMM, TPOLEAYypPhl WJIM METOAbl JICUCHHUS,
KOTOpBbIE MOTYT OBITH JIOCTYNHBI CYOBEKTY, UX 3HAaUYUMblE MOTEHIMAJbHbIE BBHITOAA M (WJIM) TOJIb3a, a
TaK>Ke PUCKH;

K) KOMIIEHCalusi ¥ (WId) JIeYCHUE, JOCTYIHbIE CYOBEKTy B Cilyyae NPUUYMHEHHS Bpela €ro
3JI0POBBIO B Pe3yJIbTaTe y4acTUs B UCCIIEIOBAHUH;

J) TIJIaHHpYEMble BBIJIATHI CYOBEKTy 3a €ro ydacTue B UCCIEHAOBAHHM, €CJIH TaKOBBIE
MIPEyCMOTPEHBI;

M) TUTAHUpPYEeMBbIe PAcXobl CyOBEKTa, CBI3aHHBIE C €T0 YYacTHEM B MCCIICIOBAaHUHU, €CIIU TaKOBbIC
0’KUJAIOTCS;

H) y4acTHe cyObeKTa B UCCIIEOBAHUY SIBIISIETCS TOOPOBOJIBHBIM, OH MOXKET OTKA3aTbCsl OT yUacCTH
WJIM BBIMTH U3 UCCIICIOBAHUS B JIFOOOH MOMEHT 0€3 KaKuX-TMOO0 CAaHKITUH JJ1s ce0sl MU TIOTEPH BBITO/IBI,

0) MoHMUTOpBI, ayauTopel, DCO (HOK) u ynonHomoueHHBIE OpraHbl B TOH Mepe, B KaKOH 3TO
JIOTTYCKaeTCsl 3aKOHOAATEIbCTBOM TOCYIapCTB-WICHOB, OyAyT UMETh HPAMON JOCTYN K OPUTHHAIBHBIM
MEIUIUHCKUM 3aIUCsAM CyOBbeKTa JUIsl IPOBEPKH MPOLEAYP U (W) JaHHBIX KIMHUYECKOTO UCCIICI0BAHUS,
HE Hapymas MpU 3TOM KOH(PHUICHUMATbHOCTH JAHHBIX CYObEKTa, U CYOBEKT WM €ro 3aKOHHBIH
NPEJICTaBUTEIb, MOIMUCHIBAS MUCBMEHHYIO (hOpMy MH(POPMHUPOBAHHOTO COTJIACHA, JTAET pa3pelieHHe Ha
TaKoOM JOCTYT;

) 3aMcH, UaeHTHGUIUpYIomMe cyObeKkTa, OyIyT COXpaHEHBI B TailHE U MOTYT OBITh PAaCKPBITHI
TOJIBKO B TOW Mepe, B KaKOi 3TO JJOMyCKaeTCsl 3aKOHOAATEILCTBOM TOCYIapcTB-wieHoB. [Ipu myGnukanyu
pe3yIbTaTOB UCCIIEOBAHUS KOH(DUICHIIMAIBHOCTD JaHHBIX CyOBeKTa OyIEeT COXpaHeHa,

pP) CYOBEKT WM €ro 3aKOHHBIM MpeacTaBUTENb OyIyT CBOEBPEMEHHO O3HAKOMIIEHBI C HOBOM
uHpopManuei, cnocoOHOW MOBIUATH Ha JKeJIaHUe CyOBeKTa NMPOA0IDKATh YIaCTHE B UCCIIETOBAHHM;

C) JuIa, K KOTOPHIM MOXXHO OOpaTUTBhCSA I TOJYYCHHS TOTOJHUTEIbHON uH(popManuu o0
UCCIIC/IOBAaHNM M TIpaBax CyOBEKTOB HCCIIECIOBaHUS, a TaKXkKe B Clydyae NMPUUYMHEHHS Bpela 310pPOBBIO
cyObeKTa B pe3ysbTaTe €ro y4acTHs B UCCIIeI0BaHUY;

T) BO3MOXKHBIE OOCTOSATENILCTBA U (MJIN) IPUYUHBI, 10 KOTOPBIM yYacTHe CyObeKTa B MCCIIeIOBAaHUN
MOKET OBITh TIPEKPAIIICHO;

y) IpearnonaraeMas JIUTeIbHOCTh YUacTHsI CyOBbeKTa B UCCIIE0BAaHHM;
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¢) npUOIM3HUTENBHOE KOJIMYECTBO CYOBEKTOB, KOTOPBIX MpPEANOiaraercs BKJIIOYUTH B
HCCIIETOBAHHUE.

4.8.11. Ilepen BKIIIOUEHUEM B MCCIEA0BAHUE CYOBEKT WM €0 3aKOHHBIN MPEACTABUTEND JTOJIKEH
MOJTYYUTh TOAMMCAHHBIN AK3EMIUISIP MUCHbMEHHONH (GOopMbI HHPOPMHUPOBAHHOTO COTJIACHUSA C yKa3aHUEM
JaThl ¥ Jpyrue NpefocTaBlisieMble CyObeKTaM MHUCbMEHHBIE MaTepuaibl. Bo Bpems ydactusi cyObekTa B
MCCJIETOBAaHUH OH WJIM €ro 3aKOHHBINA MpPeICTaBUTEINb JO0JDKEH MOIy4yaTh MOANUCAHHBIE IK3EMILISPBI BCeX
MOCJETYIOIUX pelaknii TUCbMEHHON (hOpMBI MH()OPMUPOBAHHOTO COTJIACHS C YKAa3aHUEM JaThl U KOMUH
BCEX MOMPABOK K JIPYTUM MHCbMEHHBIM MaTepHaliaM, Pe/ICTaBIIEMbIM CyObEKTaM.

4.8.12. Ecnum B KJIMHUYECKOM HCCJIECOBAHUU YYaCTBYIOT CYOBEKTHI, KOTOpBIE MOTYT OBITh
BKJIIOUEHBI B MCCJIEJOBAHHE TOJIBKO Ha OCHOBAaHUH COTJIACHSA MX 3aKOHHBIX MpeACTaBUTENEH (Hampumep,
HECOBEPIICHHOJIETHHE, TMAlMeHThl C  BBIPAXEHHBIM  ciraboymueMm), CyOBEKT JOJDKEH  OBITh
porH(GOPMHUPOBAH 00 MCCIICIOBAHUHA B COOTBETCTBUHU C €0 CIIOCOOHOCTHIO MOHATH ATy WH(OpMAIUIO U,
ecii CyOBeKT B COCTOSIHMH, OH JIOJDKEH WOJNHMCaTh C YKa3aHWEM JaThl MHCbMEHHYIO (opmy
WH()OPMUPOBAHHOTO COTJIACHS.

4.8.13. Kpome ciyuaeB, onucanHbiXx B nyHkTe 4.8.14 nactosimux [IpaBui, B uccienoBanue, HE
CBSI3aHHOE C JIeYeHHEM (TO €CTh HCCIIeIOBaHHE, B KOTOPOM HE MpEANoiaraeTcsi HEMOCPEACTBEHHON ¢
MEJIUIUHCKON TOYKH 3pPEHUS MOJIB3HI Ul CyObEKTa), MOTYT OBITh BKIIFOUEHBI TOJIBKO CyOBEKTHI, KOTOpPbIE
JUYHO JaloT CBOE COIVIacheé M COOCTBEHHOPYYHO MOJINHUCHIBAIOT M JNaTUPYIOT MUCBMEHHYIO (opmy
MH(GOPMHUPOBAHHOTO COTJIACHSI.

4.8.14. B uccnenoBaHue, He CBI3aHHOE C JICUEHUEM, CYOBEKTHI MOTYT OBITh BKJIIFOUCHBI C COTJIACHs
UX 3aKOHHBIX MIPEICTaBUTENEH MPU COOIIOACHUN CIEAYIOMINX YCIOBHIMA:

a) LEeJIM HCCIEeOBaHUS HE MOTYT OBITh JOCTHUTHYTHI MOCPEACTBOM HCCIEAOBAHUS C y4acTHEM
CyOBEKTOB, KOTOPBIE MOTYT JJaTh CBOE COTJIACHE JIMYHO;

0) 0KHTaeMbIl PUCK TSI CYOBEKTOB HE3HAUYHUTEIICH;

B) HETaTHBHOE BO3/ICHCTBUE Ha 37I0POBbE CYObEKTa CBEICHO K MUHUMYMY M HE3HAUUTEIBHO;

T') HCCIIeIOBaHKE He 3allpellleH0 3aKOHOJaTeIbCTBOM rOCyJapCTBA-UJICHA;

N) Ui BKJIIOYEHHUS TaKUX CYOBEKTOB B HCCIIEJOBAHHME 3allPOIICHO CHEIHaIbHOE OJ00peHHe
(3akmouenne) DCO (HOK), yuuTsiBaromiee 3TOT acIekT.

[TomoGHBIe uCcenoBaHMs (32 MCKIIOYEHHEM OOOCHOBAHHBIX CIIy4aeB) JOJDKHBI MPOBOIUTHCS C
ydacTueM CyOBEKTOB, MMEIOIIUX 3a00JIeBaHUs, AJS JICYEHHS] KOTOPBIX IMpelHa3HauyeH HCCIeayeMblii
npenapaT. CyObeKThl B TaKUX HUCCIEIOBAHUSAX TOJDKHBI HAXOIUTHCS IMOJI TIIATENLHBIM HAOIMIOACHUEM, H
UX ydYacTHE JOJDKHO OBITh MpPEeKpalleHO, €ClM €CThb OCHOBaHUS IoJiaraTh, YTO OHHU HCIIBITHIBAIOT
Ype3MEpPHBINA JUCKOM(POPT.

4.8.15. Ilpy HEOTJIOKHBIX COCTOSIHUSIX, KOT/Ia /0 BKJIIOYEHUS B HCCIEIOBAHUE HEBO3MOKHO
MOJYYUTh COTJIACHE CaMOro CyOBEKTa, OHO JIOJDKHO OBITH 3aIlPOIICHO Y €ro 3aKOHHOTO MpEeACTaBUTEINS,
€CclIi TaKOBOW MpHUCYTCTBYeT. Eciu mnpeaBapuTenbHOE COTJIaCHE CaMOro CyObeKTa HEBO3MOXKHO U
OTCYTCTBYET €ro 3aKOHHBIH NpEACTaBUTENb, /U1 BKIIOUCHUS CyObEKTa B HCCJEIOBAHUE JOJDKHBI OBITH
MIPUHSATHI IPETYCMOTPEHHBIE MPOTOKOJIOM U (MJIM) APYTHUMH JOKYMEHTaMH U pa3perieHHbIe (0700pEHHBIC)
DCO (HDK) mepsl, HanpaBlIeHHbIE HA 3alUTy MpaB, OE30MACHOCTH U OJIArOmoNydrsi CyObEeKTa, a TaKkKe
oOecreynBarOIie COOTBETCTBUE NPUMEHUMBIM TpeOoBaHuAM. CyObeKT WM ero 3aKOHHBIN
NPEJICTaBUTEINb JOJDKHBI OBITh B KpaT4alIIne CPOKU MOCTABJICHBI B U3BECTHOCTh 00 HCCIEIOBAHUU, U Y
HUX JIOJDKHO OBITh 3alpoIlIEHO COIJIache Ha TMPOJOJDKEHHE Y4YacTHsl B HCCIEAOBAaHWHU, a Takke
MH(GOPMHUPOBAHHOE COTJIACHE B COOTBETCTBUU C MYHKTOM 4.8.10 HacTosammx [IpaBu.

4.9. lokymeHTaIust 1 OTYETHOCTb.

4.9.0. UccnenoBarens (MeIUIIMHCKAsE OpraHMU3alMs) JTOJMKEH BECTH COOTBETCTBYIOMIMM 00Opa3oM
COCTaBJICHHBIE Y TOUHBIE MIEPBUYHBIC JOKYMEHTHI U 3alTUCH 00 HCCIE0BaHNH, B KOTOPBIX OTPaXKaroTCs BCE
3HAYMMBbIC JJIS1 WCCIICAOBAHMS JAaHHBIE 10 KaXKAOMY CYOBEKTYy HCCIEIOBaHHMS B HCCIIEIOBATEILCKOM
ueHTpe. [lepBuyHble NaHHBIE AOKHBI OBITH Pa300pUYMBBIMHM, OPUTHHAIBHBIMU, TOUYHBIMH, MOJHBIMU,
JIOJDKHBI PETHCTPUPOBATHCS B MPOIIECCE OCYIIECTBICHUS! HAOMIOJCHUN TaKUM 00pa3oM, 4TOOBI MX MOXKHO
ObUTO aTpuOyTHpOBaTh. MI3MEeHEHUs NMEePBUYHBIX JAaHHBIX JIOJKHBI OBITH MPOCIEKUBAEMBIMH, HE JOJKHBI
CKpPBIBaTh MEPBOHAYAIBHO BBEICHHBIC TaHHBIC U MPH HEOOXOAMMOCTH MOyIekKAT OOBSICHEHUIO (HallpuMep,
MOCPEACTBOM JOKYMEHTAIBHOT'O CJIE/A).

04/17/2026 Cucrema TAPAHT 16/115



Pemenne Cosera EBpaszuiickoit skoHoMuueckoi komuccuu oT 3 Hos0pst 2016 r. Ne 79 "O6 yrBepxknenuu [IpaBui...

4.9.1. HccnenoBarenb AODKEH oOOECeYMBATh TNPABUIBHOCTh, MOJHOTY, pa300pYMBOCTh U
CBOEBPEMEHHOCTh  NPEJOCTaBICHUS  CIOHCOPY  JIaHHBIX, COJEpXKalUXCd B  HWHIUBUAYaJIbHOU
PETUCTPAIIMOHHOM KapTe U BO BCeX TPeOyeMbIX OTYeTax.

4.9.2. Jlanuble, coaepxamyecss B HMHAWUBUIYAJIbHOM PETHCTPAIMOHHON KapTe, JOJIKHBI
COOTBETCTBOBATH MEPBUYHON AOKYMEHTAIMH, U3 KOTOPOW OHHU TEPEHECEHBI, UMEIOIINECs PaCX0XKICHHS
IOJKHBI OBITh OOBSICHEHEI.

4.9.3. JIroOble U3MEHEHUS WU UCTIPABICHUS B WHIANBUAYATHHON PETUCTPAIMOHHON KapTe JOIKHBI
OBITh TIOMAMHCAHBI, JaTUPOBAHBI, OOBIACHEHBHI (MpU HEOOXOAWMMOCTH) M HE JOJIKHBI CKpBIBATh
MEPBOHAYAIILHYIO 3alKCh (JIOJDKEH OBITh COXpaHEH JOKYMEHTAIBHBIM ciel). DTO OTHOCHUTCS K
M3MEHEHUSIM WM UCIIPaBICHUAM KaK Ha OyMakKHbBIX, TaK U Ha 3JIEKTPOHHBIX HOCUTENSAX (B COOTBETCTBUU C
noanyHkToMm "o" mynkTa 5.18.4 nactosmux [IpaBumn). CrioHCOp JTOJDKEH MPEACTAaBUTh MCCIIEIOBATENIO U
(unu) ero yrnoJHOMOYEHHBIM MPEACTaBUTENSIM HHCTPYKIHUIO O IOpsaKe 0OPMIICHHS TAKUX UCIIPABICHUM.
CroHCcOp JOMKEH WMETh NUCHBMEHHBIC MPOIEAYpPhl, MPEIyCMAaTPUBAIONINE, YTO HW3MEHCHUS WU
UCIPABIICHUS! B HHIWBUIYaJbHOM PpErHCTPAIlMOHHOM KapTe, BHOCHUMBIE €ro YIOJIHOMOYEHHBIMU
MPEICTABUTEISAMH, JOKYMEHTAILHO OQOPMIISIFOTCS, SIBIISIIOTCSA ~ HEOOXOAUMBIMH M OJI0OpSIOTCS
uccienonareneM. Mccnenosarenb TOMKEH XPaHUTD 3alUCH 00 ATHX U3MEHEHUSX U UCIPABIICHUSX.

4.9.4. UccnenoBatenb (MEIULMHCKAsT OpraHU3alins) JOJKEH BECTH JOKYMEHTAIMIO MCCIIEI0BAHUS
COMJIaCHO Mojzipa3fienly 8§ HACTOSIIEro pasfena M NpUMEHUMBIM TpeOoBaHusM. HccrnenoBatens
(MEIUIIMHCKAsT OpraHu3anus) JOJDKeH NPHHUMATh MEphI, MPEAOTBpAIlalonIue ClaydailHoe WU
MPEKIECBPEMEHHOE YHUUTOKEHHE STUX JJOKYMEHTOB.

4.9.5. OCHOBHBIE TOKYMEHTHI JOJDKHBI XPaHUTBHCS HE MEHEE 2 JIET MOCJ€ YTBEPXKACHUS MOCIEIHEN
3asBKM Ha PETUCTPAIUIO JIEKaPCTBEHHOI'O Iperapara B rocyJapcTBe-4ieHe U 10 TeX Mop, oKa HU OJHa U3
3asiBOK HE OyJIeT HAXOJUThCSI HA PACCMOTPEHUU M HE OYJET TUTAHUPOBATHCS HOBBIX 3asBOK, MM HE MCHEE
2 jer mocie OQUIMAIBLHOTO MPEKpalleHusl KIMHUYECKON pa3pabOTKU HCCIEeIyeMOoro mpernapara. JTu
JIOKYMEHTBI JIOJDKHBI XPaHUThCS OoJiee UIMTENBHBIA CPOK B CIIy4ae, €ClId 3TO TMPEAYyCMOTPEHO
MPUMEHUMBIMU TPeOOBaHUSMHU WM JOTOBOPOM CO CHOHCOPOM. OTBETCTBEHHOCTHIO CIIOHCOpA SBIISETCS
UHPOPMHUPOBAHUE HCCIeAOBaTeNs (MEAMUMHCKOW OpraHu3anuu) o0 MCTEYeHUH CpPOKa XpaHCHHS
JIOKyMEHTAIMHU (B COOTBETCTBUU C MYHKTOM 5.5.12 HacTtosmux [IpaBwm).

4.9.6. DOUHAHCOBBIC AaCHEKTHl HCCIENOBAHUS JOJDKHBI OBITH OTPAXKEHBI B JOTOBOPE MEXKIY
CIIOHCOPOM M HCCIIeIOBaTENeM (MEIUIIMHCKON OpraHu3aiuei).

4.9.7. Tlo 3ampocy wmonuTopa, ayauropa, ICO (HOK) wumm ynoiHOMOUYEHHOro OpraHa
UCCleoBaTeNb (MEIUIIMHCKAs OpraHM3alus) JOKEH OOeCHeuruTh MPAMOM JTOCTYI KO BCEM 3aIlUCSM,
OTHOCSIIMMCS K UCCIICIOBAHHIO.

4.10. OTYeTEI 0 X04€ UCCIIEIOBAHUS.

4.10.1. Uccnenosarens gomkeH npenctasisaite DCO (HOK) kpaTtkue nmucbMeHHbIE OTUETHI O XOJ€
MCCIIEOBAHMS €XETOAHO Wi vaile, eciu 3toro Tpedyer 3CO (HOK).

4.10.2. UccnenoBatenb NOMKEH HE3aMEUIMTEIBHO MPEICTABIATh MMCbMEHHBIE OTUETHI CIIOHCODY,
OCO (H3K) (B coorBercTBuM ¢ nmyHKToM 3.3.8 Hacrosmmx [IpaBui) u, B COOTBETCTBYIOUIUX CITydYasiX,
OpraHM3alK O JIIOOBIX W3MEHEHUSX, CYIIECTBEHHO BIIUSIONIMX HA MPOBEICHUE HMCCIEAOBAaHUSA U (WIIN)
YBEJIMUYUBAIOIIUX CTENIEHb PUCKA ISl CYOBEKTOB.

4.11. IlpencraBnenue nHpOpMAIMK IO OE30MTACHOCTH.

4.11.1. OG0 Bcex cepbe3HBIX HEXKENATEIBHBIX SBICHUSAX HEOOXOJAMMO HEMEIJIEHHO COO0OIaTh
CIIOHCODY, 32 MCKJIFOUEHHUEM TeX U3 HUX, KOTOPhIE B MPOTOKOJIC WM B IPYTOM JOKYMEHTE (Hampumep, B
Opormrrope HCCieIoBaTeNsa) OMpeAeNieHbl Kak He TpeOyrolue CcpoyHoro pemnoptupoBanus. Ilocie
MEPBUYHOTO CPOYHOTO COOOIICHUsS HEOOXOIMMO B KpaTdallllie CpPOKH NPEICTaBUTh MOAPOOHOE
nuchMeHHoe cooOmienue. [lepBuuHoe U mocienyroniye CcooOLIEHUS JOKHBI HAEHTU(GUIUPOBATH
CYOBEKTOB HCCIICIOBAHUS 0 MPUCBOCHHBIM MM YHHUKAIBHBIM KOJIaM, a HE 10 MMEHaM, MEepCOHATBHBIM
UIeHTU(UKAITMOHHBIM HOMEpaM | (WJIn) ajgpecam cyObeKToB. MccaenoBarennb JOMKEH TakKe COO0IaTh
MPUMEHUMEBIE TPeOOBaHMSI M TPEIOCTABIATh MH(DOPMAIMIO O CEPhE3HOM HEXKEIATEIIbHOM SIBIICHUU B
COOTBETCTBHUU C MOPSAIKOM COTIaCHO MpuiiokeHnro No 11.

4.11.2. O60 Bcex HeXeNaTeIbHbIX SABICHUAX U (MJIM) OTKIIOHEHUSIX Ja0OpaTOPHBIX MOKa3aTeNnei oT
HOPMBI, OMpENEJICHHBIX MPOTOKOJIOM B KadecTBe KPUTHYHBIX IS OLEHKU Oe30MacHOCTH, HEOOXOIMMO
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COOOIIATh CIIOHCOPY B COOTBETCTBHH C TPEOOBAHUSAMU K MPEICTABICHUIO COOOICHH O HEKeIaTelbHBIX
SBJICHUSIX B CPOKH, OIIPEJICIICHHBIE CTIOHCOPOM B ITPOTOKOJIE.

4.11.3. TIlpm cooOmEHHUAX O CMEPTH UCCIeIoBaTeNh 00s3aH 10 3ampocy CIOHCOpa,
ynosiHoMoueHHoro opraHa u 9CO (HOK) mpeacraBuTh MOMOJHUTEIBHYIO HH(pOpMaNUi0 (Hampumep,
MIPOTOKOJ BCKPBITUS U TIOCMEPTHBIN MUKPU3).

4.12. IlpexxaeBpeMeHHOE MTPEKPAIICHUE WU TPUOCTAHOBIICHUE UCCIIEAOBAHUS.

Ecim mo kakoil-nubo TpUYMHE  HCCICNOBAaHUE TPEKJACBPEMEHHO  MPEKPAIleHO WU
MPUOCTAHOBJIEHO,  HCcienoBaTeNb  (MEOUIIMHCKAs ~ OpraHu3aius)  JOJDKEH  He3aMeUIUTEIbHO
WH(POPMHUPOBATH CYOBEKTOB UCCIIEIOBAHUS, 00ECTICUNTh UM COOTBETCTBYIOIINE JICUCHHE U HAOIIOICHUE 1,
€CJI MIPEAYCMOTPEHO MPUMEHUMBIMU TPeOOBaHUAMHU, HH(HOPMUPOBATH YIIOJIHOMOUYEHHBIE opransl. Kpome
TOTO:

4.12.1. Ecnu uccnenoBatelb MPEKICBPEMEHHO MPEKpAIaeT WM TPUOCTAHABIMBAET UCCIICIOBAaHUE
0e3 TpeBapUTEIHLHOTO COTJIACUSI CIIOHCOPA, OH JIOJKEH COOOIIUTH 00 3TOM MEAWIIMHCKOW OpraHU3aIluu
(ecii TPUMEHMMO) W HCCIeaoBaTeNbh (MEAWIIMHCKAs OpraHu3anus) OJDKeH He3aMeTUTEIIbHO
npouHpopmupoBath 06 3Tom criorcopa u DCO (HOK) u npencraButh uM nogpoOdHOE 00BSICHEHHE TPUYUH
MIPUOCTAHOBJICHUS WM IPEKPALCHUS UCCIIE0BaHUs B TUCbMEHHOU (hopMme.

4.12.2. Ecnu cnioHCOp NHpeKpallaeT Uil MPUOCTAHABIMBAET HMCCIENIOBAaHHUE (B COOTBETCTBUU C
nyHkToM 5.21 nHactosmux I[lpaBumi), ucciaempoBatenb TOJDKEH HE3aMENIUTEIbHO COOOIMUTH 00 3TOM
MEAUIMHCKONW OpraHu3aluy (eciu NPUMEHNMO), U UCCIeoBaTeNb (MEAULMHCKAs OpraHu3alus) A0JKEH
He3aMmeuTeasHo pouHdopmupoBaTth 00 3ToM DCO (HOK) u mpencraButh emy moipoOHOE THCEMEHHOE
OO0BSICHEHHE MPUYUH IPUOCTAHOBIICHUS WM TPEKPAICHHS UCCIICTOBAHUSI.

4.12.3. Eciiu 3CO (HOK) okoHuaTeapHO WM BPEMEHHO OT3BIBACT OJ00pEHHE (3aKITIOUYCHHUE) Ha
mpoBeicHUEe uccaeaoBaHus (B coorBercTBUM ¢ nyHkrtamu 3.1.2 u 3.3.9 wHacrosmux [IpaBun),
HCCTIeOBATENlb JOHKEH COOONUTh 00 HSTOM MEIMIIMHCKOW OpraHu3aiuu (€Cciau TMPUMEHHUMO) U
UCCIIeIoBaTeNh (MEIUIIMHCKAsS OpraHM3aIvsl) JODKCH HEe3aMeUIUTEIhHO MPOUHGOPMUPOBATE 00 3TOM
CIIOHCOpa U MPEJCTaBUTh €My MOJPOOHOE OOBSICHEHHE MPHUYMHBI MPEKpAlleHuss WIH MPUOCTAHOBICHUS
UCCJICIOBAHMSI B MUCbMEHHOU popme.

4.13. ITOroBbIi OTUET UCCIIEIOBATEI.

[Tpr HEOOXOIUMOCTH TOCIE 3aBEPIICHUS HUCCIICOBAHHS HCCIEIOBATENh JIOJDKEH COOOIIUTH 00
TOM MEAMIIMHCKOW OpraHM3alliM; HCCienoBaTellb (MEeIULMHCKas OpraHu3alus) JOJKEH IMPEeICTaBUTh
OCO (HOK) kparkuii oTuer 00 MTOraXx MCCIEIOBaHMSA, a YIOJHOMOUYEHHBIM OpraHaM - Bce TpeOyemble
OTYETHI (B TOM YHUCJI€ B BUJIE COOOIIICHMS).

5. Cnoncop

5.0. YpaBiieHue KauecTBOM

CrnioHcop nommKeH obecneunTh (PYHKIMOHHPOBAHHE CUCTEMbI YIpPAaBICHHS KadyecTBOM Ha BCeX
ATanax KJIMHUYECKOTO MCCIEIOBAHNUS.

B paMkax wuccienoBaHus CIIOHCOP JOJDKEH CHeNaTh NPUOPUTETHBIMH BHIBI JEATEIBHOCTH,
obecrieunBarone 0€30MaCHOCTh CYOBEKTOB WCCIICNOBAHHMS W JIOCTOBEPHOCTh €ro Ppe3yJbTaToB.
VYnpaBieHue KauecTBOM BKIIOYaeT B ceOsd pa3paboOTKy palMOHANbHBIX IPOTOKOJIOB, a TaKxke
WHCTPYMEHTOB U MPOLEAYp MO cOopy U 00pabOTKe JaHHBIX U HH(POPMAIINH, SBIISIOMICHCS KITFOUSBOM s
IIPUHATUSA PELICHUMN.

MeTtoapl, mpUMeHsAeMble IS oOecreueHus: U KOHTPOJS KadecTBa, JOJHKHBI OBITh COpa3MEpHBI
CBSI3aHHOMY C HCCIIEZIOBAaHHEM pPHCKY U BaXHOCTH coOupaemoir uHpopmanuu. CHOHCOp JOJDKEH
o0ecrevynTh MPaKTUYECKYI0 BHIMOIHUMOCTh UCCIIETOBAHMS U IOJDKEH M30eratb Ype3MepHOro yCI0KHEHUS
NPOIECCOB, M3NUIIHUX NPOIEAYyp W cOOpa H30BITOUYHBIX JaHHBIX. [IpoTOKON, WHAMBHUIYyaJIbHbIC
pEerucTpallMoOHHbIe KapThl U APYTUe JOKYMEHTHI JIOJDKHBI OBITh SICHBIMH, JAKOHMYHBIMU U BHYTPEHHE
HENIPOTUBOPEUHBBIMHU.

Cucrema ynpaBiieHUs] KaUeCTBOM JIOJKHA OBITh OCHOBaHa Ha PUCK-OPUEHTHUPOBAHHOM MOJIXOJE, B
cooTBeTCTBUH ¢ yHKTamu 5.0.1 - 5.0.7 HacTosmux [IpaBu.
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5.0.1. BrisiBIeHHE KpUTHUUHBIX IPOLIECCOB U JaHHBIX.

Bo Bpems pa3paboTKu MpOTOKOJIA CIIOHCOP JIOJDKEH BBISIBUTH MPOLECCHl U JaHHBIE, SBISIOLIUECS
KPUTUYHBIMH C TOYKH 3PEHHUS 3aIIUThl CYOBEKTOB HCCIEIOBAHUS U JIOCTOBEPHOCTH IOJY4aeMBIX
pe3yJIbTaTOB.

5.0.2. BeisiBII€HHE PUCKOB.

CrioHCOp JTOJIKEH BBISBUTH PUCKH JUIsl KPUTUYHBIX MPOLIECCOB M JaHHBIX HccienoBaHus. Pucku
CIIelyeT pacCcMaTpUBaTh KaK Ha CUCTEMHOM YpOBHE (HalnpuMep, CTaHIapTHBIE ONEPALlMOHHBIE MPOIETyPHI,
KOMITBIOTEPU30BaHHbIE CUCTEMBI, IEPCOHAIT), TAK U HA YPOBHE KOHKPETHOT'O KIIMHUYECKOTO MCCIIEI0BaHNUS
(HampuMep, AU3alH Hccael0BaHus, cOOp TaHHBIX, IPOIIECC MOTy4YeHUs! HH)OPMUPOBAHHOTO COTIIACHS).

5.0.3. OneHka pucKos.

CroHCOp JIOJDKEH OLIGHUTHh BBISBJICHHBIE PHUCKH, COINOCTAaBUB HUX C CYIIECTBYIOIIUMHU
MHCTPYMEHTaMH KOHTPOJISI pUCKOB, IPUHNUMAsi BO BHUMaHHE:

a) BEpOSITHOCTh BOBHUKHOBEHUS OLTHOKH;

0) B KakOW Mepe Takue OMMUOKH MOTYT OBbITh BBISIBJICHBI,

B) BIUSHME TaKUX OINMOOK Ha 3aIIUTy CYOBEKTOB HCCIIEIOBAHUS U JOCTOBEPHOCTH €ro
pe3yJIbTaTOB.

5.0.4. KoHTpOJIb PUCKOB.

CrioHCOp IOJKEH PelInTh, KaKue PUCKH CleAyeT MUHUMH3UPOBATh U (MJIM) KaKhue PUCKU MOKHO
CUMTATh JOMYCTUMBIMU. Mepbl, MpUMEHsEMbIe s MUHUMH3AIMU PHCKOB J0 MPUEMIIEMOTO YpPOBHS,
JOJKHBI OBITh MPOMOPIMOHATBHBl 3HAYMMOCTH pUCKAa. Mepbl M0 MHUHHMH3AIMM PUCKOB MOTYT OBITh
BKJIIOYEHBI B TPOTOKOJI NMPH IUIAHUPOBAHUM HCCIIEJOBAHMS M €ro MPOBEIEHUH, B IJIaHbI MOHMTOPHUHTA,
COTJIALICHUS] MEX1y CTOPOHAMM, OIPENEIONINe pacipeieseHie 003aHHOCTeH, CUCTEMHbIE MEXaHU3MBbl,
o0ecrieynBaONIe COOJIOJICHUE CTaHJIAPTHBIX OINEPAlMOHHBIX TPOLEAYp, a TakXke B TPEHUHT IO
MpoLeAypam U MpoLeccam.

Jlis BBISIBJICHUSI CHCTEMHBIX IMPOOJIeM, KOTOpbIE MOTYT IMOBIHUSATH Ha O€30MACHOCTh CYyOBEKTOB
MCCJIEIOBaHMS U JJOCTOBEPHOCTH €r0 Pe3yJIbTaTOB, CIEAYET 3apaHee OMpPEeIUTh MpeAebl J0MyCKOB IO
Ka4yecTBy IapaMEeTPOB HCCIICOBAaHUs, NPUHUMAass BO BHUMAaHME MEIUIMHCKHE M CTaTUCTHYECKHUE
XapaKTepUCTUKH TIEPEMEHHBIX, a TaKXe CTaTUCTUYECKHE AacleKThl HCCieloBaHus. BrplsBieHue
OTKJIOHEHHH OT MpEeNOB JOMYCKOB M0 Ka4eCTBY MapaMETPOB HUCCIEIOBAaHUS JTOJHKHO MOBJIEYH 32 COOOU
OIICHKY HE0OXOIUMOCTH MPUHATHS COOTBETCTBYIOIIUX MEp.

5.0.5. Coob1ienue o puckax.

CrioHCOp JOJDKEH JOKYMEHTHUPOBAaTh MeEpbl MO YIpaBlIeHHI0 KadecTBOM. CHOHCOP JTOJIKEH
JIOBOJIUTH MEpPHI MO YIPABICHHIO KAa4eCTBOM JIO CBEACHHUS TEX, KTO BOBJICYEH B COOTBETCTBYIOIIUE
MPOLECChl WM 3aTPOHYT HMH, 4YTOObI OOJIETYUTH MPOBEIEHUE OLEHKU PHCKOB M €€ HelpepbhIBHOE
COBEpPILIECHCTBOBAHME B X0/1€ IPOBEICHUS KIMHUUECKOTO UCCIICTOBAHMS.

5.0.6. OnieHKa pUCKOB.

CrnioHCOp, UCTIONB3YsI HAKOIJICHHBIE 3HAHUS M ONBIT, JOJDKEH MEePHOAMYECKH OI[CHUBATH MEPHI O
KOHTPOJIIO PUCKOB, YTOOBI yOETUTHCS B TOM, YTO MEpPHI MO YIPABICHUIO KAYECTBOM COXPAHSIOT CBOIO
3¢ (HEKTUBHOCTh U aKTYaTbHOCTb.

5.0.7. Coob1ieHne o pucKax.

B ordere 0 KIMHHUYECKOM HCCIEIOBAaHMM CIIOHCOP JOJDKEH OMMCATh MPHUMEHSEMBIH MOIXOH K
YOpPaBIECHUIO KaueCTBOM W OOOOIINUTH Ba)KHbIE OTKJIOHEHMSI OT 3apaHee OMNpPEIEeICHHBIX MpeAesbHBIX
JIOMTyCKOB TI0 KAauecTBY MapaMeTpOB KIMHUYECKOTO HCCICAOBAaHU, a TaKXKe NPUHSATBIE MeEpBI,
HalpaBJI€HHbIE HAa WX YyCTpaHeHHE (B COOTBETCTBHHM ¢ NYHKTOM 9.6 mpuioxkenus Ne 1 K HacTOSIIUM
ITpaBuiam).

5.1. ObecnieueHne KauecTBa M KOHTPOJIh Ka4eCTBa.

5.1.1. CrnoHcop oTBe4aeT 3a BHEIPEHHE M MOJJCpPKAHUE CHUCTEM OOecreueHUs: U KOHTPOJIS
KayecTBa CO CTaHAAPTHBIMU OMNEPALMOHHBIMU MPOLEAYPaMH, KOTOPbIE UMEIOT CBOEH IENbI0 00ECIeUUTh
NPOBE/ICHUE UCCIEN0BaHMUsA, COOp, PErHCTpPalUI0 M TPEACTaBICHUE JaHHBIX B COOTBETCTBHH C
MIPOTOKOJIOM, HAacToAIMMU [IpaBunamMu 1 MPUMEHUMBIMU TPEOOBAHUSIMHU.

5.1.2. CioHcop oTBeYaeT 3a obecreueHne corjaacus BCeX BOBJICUEHHBIX CTOPOH Ha Mpe/ICTaBICHUE
MpsIMOTO JocTyna (B COOTBETCTBMM C OyHKTOM 1.51 wHactostmmx IlpaBui) Bo Bce yuacTByromue B
UCCIIEIOBAaHUH LIEHTPHI, KO BCEM MEPBUYHBIM JaHHBIM (JOKYMEHTaM) M OTYETaM B IENIAX UX MOHUTOPHHIA
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U ay/MTa CIIOHCOPOM, a TakXKe B LEJSAX MHCIEKIHUHU YIOJIHOMOYEHHBIMH OpPraHaMH TOCYJIapCTB-UJICHOB U
TPETHUX CTPaH.

5.1.3. KoHTponb KadecTBa CJIEAyeT OCYIISCTBISTh Ha BCEX JTamax paboThl ¢ JaHHBIMH YTOOBI
00ecreunTh UX JOCTOBEPHOCTh M MPABHIIBHOCTh 00pabOTKH.

5.1.4. JloroBopbI MEKIy CIIOHCOPOM U UCCIIeIoBaTeNeM (MEIUIIMHCKON OpraHu3anneil) win Jro0oi
JIPYTO¥ y4acTBYIOIIEH B MCCIEAOBAHUN CTOPOHOM JOJDKHBI OBITH COCTABJICHBI B MUCHbMEHHOUW (popMe Kak
4acTh MPOTOKOJIA UM B KAUECTBE CAMOCTOSITEIbHBIX JJOKYMEHTOB.

5.2. KoHTpakTHas ucciaeaoBaTeiibckas OpraHu3anus.

5.2.1. CrioHCOp MOKET MOJTHOCTHIO MM YACTUYHO TepeiaTh 00sI3aHHOCTH U (PYHKIIUH, CBS3aHHBIE C
MIPOBEJICHUEM HCCIIEJIOBaHMSI, KOHTPAKTHOM HMCCIEA0BATEIbCKON OpraHU3ally, OJHAKO OTBETCTBEHHOCTH
3a KaueCTBO W TOJHOTY IMOJYYEHHBIX B XOJE MCCIEIOBAaHUS JaHHBIX IPU STOM HECET CIIOHCOP.
KonTpakTHass wuccnenoBaTenbckas OpraHM3alis JO0DKHA OCYHIECTBIATH MeEphl MO OOECHEYEHHUI0 HU
KOHTPOJIIO Ka4eCTBa.

5.2.2. Tlepemaua KOHTPAaKTHOM MCCJIEIOBATEILCKOW OpTraHW3allid JIFOOBIX CBSI3aHHBIX C
MIPOBEJICHUEM HCCIIEIOBaHUs 00S3aHHOCTEH U QYHKIUH JOKHA OBITh TOKYMEHTAIEHO 0(OpMIICHA.

CrioHCOp JTOJIKEH KOHTPOJIMPOBATH BCE BBIMOJHSAEMbIE OT €r0 MMEHU O0S3aHHOCTU U (YHKIIHH,
CBSI3aHHBIC C TMPOBEJCHHUEM WCCIEAOBAaHUSA, B TOM 4YHCIE OO0S3aHHOCTH M (DYHKIUH, KOTOpbIE OBLIN
nepelaibl  TPUBJICYEHHOW CIIOHCOPOM KOHTPAKTHOM HMCCIIEAOBATEIbCKOM OpraHu3alueid TpPEeTbUM
CTOpPOHAaM B TIOpSIIKE CyOmoIpsiia.

5.2.3. Bce cBs3aHHBIE C UCCIIEIOBAHUEM OOS3aHHOCTH M (DYHKIIUH, HE TEepeJaHHbIC KOHTPAKTHOMN
MCCJIEI0BATENIbCKOM OpraHu3aluu, OCTAIOTCS 32 CIIOHCOPOM.

5.2.4. Bce, uro B HacTosinux [IpaBuiax kacaercsl CIIOHCOpA, TaKKE€ MPUMEHHMO K KOHTPAKTHOMU
HCCJIEI0BATENIbCKON OpraHu3aluu B TOM Mepe, B KOTOPOH KOHTPAaKTHAsI MCCIIeI0OBATEIbCKAsI OpraHu3alus
MpUHUMAET Ha ce0si 003aHHOCTH U (PYHKLIMU CIIOHCOpPA B YaCTU MPOBECHUS HCCIEI0BaHNUS.

5.3. MeaunuHcKas 3KcrepTusa.

CrioHCOp JOJKEH Ha3HAYUTh OO0aNArOIIMK COOTBETCTBYIONIEH MEIMIIMHCKON KBalu(dUKaIuen
MepPCOHAJI, KOTOPBIN JOJIKEH OBITh BCETIa JOCTYIICH ISl PEILICHUS CBSI3aHHBIX C UCCJIEIOBAHUEM BOIPOCOB
MeAUIMHCKOTro Xapakrepa. [Ipu Heo0X0AMMOCTH MOTYT PUBJIEKATHCS BHEITHHE KOHCYJIbTAHTHI.

5.4. Jluzaiin uccieoBaHusl.

5.4.1. CrioHCOp MODKEH TPHUBJICKATh KBATH(PHUITUPOBAHHBIX JHUI (HAaIpUMEp, OMOCTATHCTHKOB,
KITMHUYECKUX (papMakoJoroB, Bpaueil) Ha BCEX OJTamax HCCIENOBaHHUS - OT pa3pabOTKH MPOTOKOJIA,
WHAVBUAYAIbHON PETUCTPAllMOHHOW KapThl M IUIaHA CTATUCTHYECKOrO aHajau3a [0 MOJATOTOBKU
MIPOMEKYTOUYHOTO ¥ (PHHATLHOTO OTYETOB.

5.4.2. CnoHcop MAOMKEH CcOONIOAaTh TpeOOBaHMS Moapasfena 6 HACTOSIIETO pasjieiia Hu
npuioxenus Ne 11 k Hacrosium [paBunam.

5.5. MeHeKMEHT ucclieoBaHus, paboTa C JTaHHBIMU U BEJICHUE TOKYMEHTAITUH.

5.5.1. CrioHcop 00si3aH MpUBJIEKAaTh O0JAJAIOIINX COOTBETCTBYIOUICH KBalM(UKAIIMEH JHIL JUIS
o0lIero pykoBOJCTBA HCCIEAOBaHUWEM, pabOThl C JaHHBIMHM, BEpU(PHUKAIUU JIaHHBIX, [POBEICHUS
CTaTUCTUYECKOTO aHAJIH3a U MOATOTOBKH OTYETOB 00 MCCIIEAOBAHUU.

5.5.2. CnoHcOp MOXET TPHUHATH pelieHrne 00 oOpa30BaHMHM HE3aBUCHUMOTO KOMHTETa IO
MOHUTOPUHTY JIaHHBIX NJIi PACCMOTPEHHUS XO0Ja KIMHUYECKOTO HMCCIEIOBAaHUS, BKJIIOYAsh PACCMOTpPEHUE
JIAHHBIX IO OE30MacHOCTH W 00 OCHOBHBIX mMapaMmerpax 3(PGEeKTUBHOCTH, a TaKKe s BBIPAOOTKH
pEKOMEHIAIMii CIIOHCOPY O IEIecCO00pPa3HOCTU TMPOJOJIKCHUSI, TPEKPAIICHUS WCCISAOBAHUS WU
BHeceHUsI B Hero nm3MeHeHud. HKM/J] nomkeH uMeTh MUChbMEHHbBIE ONEPAlMOHHBIE MPOILEAYPhl U BECTH
3allMCH BCEX CBOMX 3aCEIaHUM.

5.5.3. IIpu ucnosb30BaHUM DJIEKTPOHHBIX CUCTEM ISl padOTHI C TaHHBIMU WCCIICAOBAHMS U (HJIH)
AJIEKTPOHHBIX CHUCTEM YJAJIC€HHOTO JIOCTYyMa K JaHHBIM CIIOHCOP JTOJIKEH:

a) o0ecreyuTh M JOKYMEHTAJIBHO O(QOPMUTH COOTBETCTBHE CHUCTEM DJIEKTPOHHOM 00pabOTKH
JIAHHBIX YCTAHOBJICHHBIM CIIOHCOPOM TPEeOOBAaHUSM K MOJTHOTE, TOYHOCTU U HAJIEKHOCTH JAHHBIX, a TAKXKe
K CTaOMJILHOCTH TOCTHKEHUS TpeOyeMOoTo pe3ysibTaTa (BauIaIuio);

[Tonxo/ K BaIMJAIINK TAKUX CUCTEM JOJDKEH OBITh OCHOBAH HA OIEHKE PUCKOB C YUETOM IIEJICBOTO
Ha3HA4YeHHUs] CHCTEMbl M €€ IMOTCHIMAJIbHOTO BIHUSHUS Ha 3alIUTy CYOBEKTOB HCCIEAOBAHUA U
JIOCTOBEPHOCTD PE3yJIbTATOB KIMHUYECKOTO UCCIIEIOBAHNUS;
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0) IMeTh CTaHAAPTHBIC ONEPAIIHOHHBIE MPOLIEAY Pl HCIIOIB30BAHUS ITUX CUCTEM.

CrangapTHble ONEpallMOHHBIE MPOLEAYPHl TOJKHBI BKJIIOYATh B ce0s ONMUCaHHE YCTaHOBKH,
HACTPOWKM M HCHOJB30BaHUS cucTeM. CTaHAapTHBIE ONEPAalMOHHBIE MPOIEAYPHl JOJKHBI OMUCHIBATH
BaJMJALMI0O U TECTUpOBaHHWE (YHKIMOHUPOBAHUS CHCTEM, cOOp HaHHBIX M OOpalleHHe C HHUMH,
noJyiep>kaHue paboThl CHCTEM, MEPHI 0 00ECTIEYeHHIO0 Oe30MaCHOCTH CUCTEM, YIPaBIeHUE U3MEHEHUSIMH,
pe3epBHOE KOMMPOBAHHE U BOCCTAHOBJICHHE NaHHBIX, MJIAHUPOBAHUE JCUCTBUN B Cilyyae upe3BblUaiiHBIX
CUTYyallui, a TaK)Ke BBIBOJ CHUCTEM U3 IKCIUTyaTanuu. OOs3aHHOCTH CIIOHCOpA, UCCIIEOBATENs U JAPYTHX
CTOPOH B OTHOIIIEHHUHU HCIIOJIb30BAHUS KOMIBbIOTEPU3UPOBAHHBIX CHUCTEM JOJDKHBI ObITh MOHSTHBIMH JIS
HUX, TTOJIb30BATENISIM HEOOXOJMMO TIPOBECTH O0YUYEHHUE 110 HCITIOJIb30BAHHIO STHX CHCTEM;

B) 00ecTieunTh pabOTy CUCTEM TaKUM 00pa3oM, 4TOOBI MOXKHO OBLIO U3MEHSTH JaHHBIC U MIPU TOM
BHECEHHbIC U3MEHEHUsI ObLITN ObI 33/I0KyMEHTHPOBAHBI, a paHee BBEJICHHbIC TaHHbIC HE ObLIM OBl y/1aJICHBI
(ocrancs "mokyMeHTalbHbIN ciien');

') UMETh CHCTEMY 3allMThI, TPEA0TBPALIAIONIYI0 HECAaHKIIHOHUPOBAHHBIN JOCTYI K IaHHBIM;

) OIpelNeinTh IepeuyeHb JHI], HAJEJCHHbIX IPaBOM BHOCUTh HU3MEHEHUS B JaHHbIE (B
COOTBETCTBUHM ¢ IyHKTamu 4.1.5 u 4.9.3 HacTosumux [IpaBun);

€) obecrieunBaTh a/IeKBaTHOE PEe3epBHOE KOMMMPOBAHHUE JaHHBIX;

) COXpaHATh MACKHPOBKY B HCCIIEOBAaHUSAX, NPOBOJUMBIX CJIEMBIM METOJOM (COXpaHsTh
MacKHPOBKY IPH BBOJIE U 00paOOTKE TaHHBIX ),

3) obecrieunBaTh EIOCTHOCTh JAaHHBIX, BKJIIOUYAs JTaHHBIE, OMMCHIBAIOIINE KOHTEKCT, COJepKaHNE
U CTpYKTYypy wuHpopManmuu. OITO OCOOEHHO BaXHO TIPU BHECEHHMM TaKUX M3MEHEHHH B
KOMITbIOTEPU3UPOBAHHBIE CUCTEMBI, Kak 0OHOBIICHHE TPOTPAMMHOT0 00ecrieueH s U MEPEHOC JaHHBIX.

5.5.4. Eciiu B mporecce 00paboTku AaHHBIC TPAaHCPOPMUPYIOTCS, BCET/Ia JODKHA CYIIECTBOBATh
BO3MOYKHOCTh CPaBHEHHUSI HICXOTHBIX JAHHBIX C 00pabOTaHHBIMHU.

5.5.5. CnoHCOp JOMKEH HCIOJIb30BaTh YHUKAJIBHBIN HWIACHTU(MUKAIMOHHBIA KON CyObekTa (B
coOTBETCTBUH ¢ IMYyHKTOM 1.11 Hacrosmux [IpaBui), mo3Bossromuii uaeHTUGUIUPOBATh BCE JaHHBIE IO
KOKJIOMY CYOBEKTY.

5.5.6. CrioHCOp WM JIpyTHe BIAJEINbIbl JaHHBIX JOJDKHBI XPAaHUTh BCE OTHOCSIIUECS K CIIOHCOPY
OCHOBHBIE JOKyMEHTBI HCCIIEI0BaHUs (B COOTBETCTBHH C IOJIPA3/ENIOM 8 HACTOSAMIETO pasJiena).

5.5.7. CrioHCOp IOJIKEH XPAaHUTh BCE OTHOCSIIMECS K HEMY OCHOBHBIE JOKYMEHTBI UCCIIEI0BAHUS B
COOTBETCTBUHM C TPUMEHUMBIMU TpPeOOBaHUSIMH 3aKOHOJATENIbCTBA T'OCYAApPCTB-UJICHOB, B KOTOPBIX
npenapat of00peH U (MIi) B KOTOPbIE CIIOHCOP cOOMpaeTcsi 00paTUThCA 32 0JOOPEHUEM.

5.5.8. Eciu crnoHcOp TmpekpamiaeT KIMHHYECKYI pa3padOTKy HCCIIeayeMoro mpemnaparta (1o
OJHOMY WJIM BCEM IOKa3aHUSM, MyTSAM BBEJCHHUS, JIEKAPCTBEHHBIM (hopMaM), OH JIOJDKEH XPaHHUTh BCE
OTHOCSIIIIMECS K CIIOHCOPY OCHOBHBIE JOKYMEHTHI MCCIIEIOBaHMs B T€UEHHE MO KpaiiHeill mepe 2 JeT ¢
MOMEHTa O(QHUIMATBHOTO NMPEKPAIICHUs pa3pabOTKH WIH B COOTBETCTBUH ¢ IPUMEHHUMBIMH TPEOOBAHUSMH.

5.5.9. Ecimu cnoHCOp mpekpamaeTr KIMHUYECKYI0 pPa3paboTKy HCCIIEeayeMOro mperapara, OH
JOJDKEH COOOIUTh 00 3TOM BCEM YYacTBYIOUIMM B HCCIEIOBAHUHM HCCIEAOBATENSM (MEIUIIUHCKHM
OpraHHu3aIMsaM) U YIIOJTHOMOUYEHHBIM OpraHaMm.

5.5.10. Tlepemaya mpaB COOCTBEHHOCTHM Ha JaHHBIC JOJKHA OBITH JIOBEJACHA JO CBEICHUS
COOTBETCTBYIOIIMX YIOJTHOMOUYEHHBIX OPraHOB T'OCY/IapCTB-WICHOB U YIOJHOMOYEHHBIX OPTaHOB TPETHHUX
CTpaH B COOTBETCTBUU C IPUMEHUMBIMHU TPEOOBAHUSIMHU.

5.5.11. OTHOCsMMECA K CIIOHCOPY OCHOBHBIE JOKYMEHTBHI JOJIKHBI XPAHUTHCS HE MEHee 2 JIET C
JIaThl YTBEPXKACHUS TOCIEIHEN 3asBKH Ha PETHCTPAIMIO IMperapara B TOCyAapCcTBe-wiIeHEe U 70 TeX Mop,
MOKa HHU OJIHA U3 3agBOK He OyJeT HaxOQuUThCS HAa PACCMOTPEHWHM U HOBBIE 3asBKM HE OyAyT
IUIAHUPOBAThCSA, WJIM HE MeHee 2 JIeT ¢ MOMEHTa O(UIMAIbHOrO MPEKpaIIeHUs KIMHUYECKOH (ha3bl
pa3paboTKu HccaelyeMoro mpemnapara. DTH JTOKYMEHTHI JOJDKHBI XpPaHUThCSA Ooliee JUIMTEIbHBIH CPOK B
Cclly4ae, eCJIv 3TO MPeTyCMOTPEHO TPUMEHUMbBIMH TPEOOBAHUSAMH WIH HEOOXOAUMO CIIOHCOPY.

5.5.12. CmoHcop MOMKEH B THCbMEHHOW ¢dopme mNpouHPOPMHUPOBATH HCCIeAOBaTENeH
(MEIMIMHCKUE OpraHu3ali) O HEOOXOAMMOCTH XPaHEHHUsS CBS3aHHBIX C HCCIICOBAaHHEM 3amucei, a
TaKk)Ke MMCbMEHHO U3BECTUTH MX, KaK TOJIbKO HEOOXOJMMOCTH B AajbHEHIIIEM XpaHEeHUH HE Oy IeT.

5.6. Beibop uccnemnoBarens.

5.6.1. CioHCOp HEceT OTBETCTBEHHOCTH 3a BBHIOOp HccieaoBarenield (MEAUIIMHCKUX OpTaHU3aIIHi ).
Kaxnplii uccrienoBaTens JA0JDKEH UMETh KBAM(UKAIMIO, OTBIT U PECYpChl (B COOTBETCTBUH C IYHKTAMU
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4.1 u 4.2 nacrosmux [IpaBuir), 1ocTaToO4HbBIE ISl MPOBEICHUS UCCIICOBAHUS, JJII KOTOPOTO OH BBHIOpaH.
Eciv B MHOTOIEHTPOBBIX HCCIIEJOBAHUAX HEOOXOIMMO OpPraHU30BaTh KOOPAWHAIMOHHBIH KOMHTET WU
(unn) BEIOPATh KOOPAMHATOPOB U3 YHCIIA UCCIIEIOBATENICH, TO ITO SBJISICTCS 00SI3aHHOCTBIO CIIOHCOPA.

5.6.2. Jlo moanucanusi JOTOBOpa ¢ UCCIe0oBaTeNIeM (MEIUIIMHCKON OpraHU3aIlkel) Ha MPOBEICHNE
MCCJIEI0BAHUS CIIOHCOP JIOJKEH MPEACTaBUTh UCCIEAO0BATEN0 (MEIUIIMHCKON OpraHu3aluu) NpoOTOKONI U
Oportopy HcciefoBaress B TEKyLIeH peJakluyd U J1aTh HCCIIeNoBaTeNto (MEIUIMHCKON OpraHu3aivu)
JIOCTaTOYHOE BpeMs JJIs 03HAKOMJICHHUS C TIPOTOKOJIOM U TIPEI0CTaBIEHHOW NH(pOpMaIne.

5.6.3. CIoHCOp OJKEH MOJTYYUTh COTIIache ucciaeaoBarels (MeIUIIMHCKOW OpraHnu3aliui) Ha:

a) TPOBEJCHHUE MCCIECIOBAHUN B COOTBETCTBHM C HACTOSIIMMH [IpaBuiaMu ¥ TPUMEHUMBIMU
TpeOoBaHUsIMU (B COOTBETCTBUM C HOyHKTOM 4.1.3 Hacrosmux [IpaBmi), a Takxke C MPOTOKOJIOM,
COTJIACOBAaHHBIM CO CIIOHCOPOM M paspernieHHbIM (o100perHsM) DCO (HOK) (B cooTBeTCTBHM ¢ IYHKTOM
4.5.1 nacrosmux [IpaBun);

0) cobnroeHne MPOLEAYPHl PETUCTPALIUU (TIPEACTABIICHUS ) TAHHBIX;

B) MPOBEJICHNEC MOHUTOPUHTA, ay/INTa ¥ WHCIIEKINI (B COOTBETCTBUH C MMYHKTOM 4.1.4 HaCTOAIMINX
ITpaBuin);

') XpaHEeHHE OCHOBHBIX JIOKYMEHTOB, CBSI3aHHBIX C HCCIIEOBAHUEM, IO TeX MOp, IOKa CIIOHCOP HE
COOOIINT HCCIe0BaTeN0 (MEAUIIMHCKONW OPraHMU3alliHt), YTO TH JOKYMEHTHI Oojble He TpeOyrorcs (B
COOTBETCTBUH C myHKTamu 4.9.4 u 5.5.12 nacrosmux [Ipasun).

CrnoHcop u wmccrnenoBareidb (MEAWIIMHCKAs OpraHu3allvs) JTOJDKHBI TIOJIUCATh JOKYMEHT,
MOATBEPKIAIOIININ ATO COTIacue.

5.7. PacnipeieneHue 00s13aHHOCTEH.

Jlo Hayana wuccieqoBaHMs CIIOHCOpP JAOJKEH YCTaHOBUTh M PACHpelelnTh BCE CBSI3aHHBIE C
UCCIIeIOBaHHEM 0053aHHOCTH U (DYHKIIUH.

5.8. KomnieHncanuu cyObeKTaM UCCIICTOBAHMS M HCCIICIOBATESIM.

5.8.1. Ecnmu 310 mpeaycMOTpEeHO MPUMEHUMBIMH TPEeOOBAHMSIMH, CIIOHCOP JIOJDKEH 00ECIeYHTh
CTpaxOBaHHWE WJIM TapaHTUPOBATh IOPUIMYECKYI0 M (UHAHCOBYIO TOAJEPKKY HCCIEIoBaTeNs
(MEIMIIMHCKOM OpraHM3aIlii) B CIIy4ae MPEIbSBICHUS UM TMPETEH3UN, CBSI3aHHBIX C HCCIICTOBAHHUEM, 3a
UCKJIIOYCHHEM TeX MPETEeH3HM, KOTOpble BO3HUKIM B pE3yJbTaTe yMBbICIAa WIU HEOCTOPOKHOCTU CO
CTOPOHBI UCCIIEA0BATEISI UM YWICHOB UCCIIEA0BATEIbCKOTO KOJIEKTURA.

5.8.2. IlpaBuna u mpoueaypbl CIOHCOPa TOJLKHBI MPEAycMaTpuBaTh BO3MEIICHUE PACXOJ0B Ha
JiedeHre CyOBEKTOB B Clydyae MPUYMHEHHSI BpPela UX 370POBBIO B PE3yNIbTATE UX YUACTUS B HCCIEAOBAHUN
B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBAHUSIMH.

5.8.3. Ecnm cyOBeKTHI HCCeI0OBaHuUS TOTYYalOT KOMIICHCAIINIO, TIOPSAOK U CIIOCO0 KOMIICHCAINH
JTOJI’KHBI COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAHUSM.

5.9. ®uHaHCUpPOBaHHUE.

@OUHAHCOBBIE AaCMEKThl MCCIEAOBAHUS JIOJDKHBI OBITh JOKYMEHTAJIbHO OGOpPMIICHBI B BHUJE
JIOTOBOPa MEX]1y CHOHCOPOM M HCClieJoBaTeIeM (MEIMIIMHCKON opranu3anuei).

5.10. YBenomMieHue yrmoJHOMOUYCHHBIX OPTaHoB (110/1aua 3asiBKH B YIIOJTHOMOYEHHBIC OPTaHbl).

Jlo Hayana KJIMHUYECKOr0 MCCJEAOBAHMS CIIOHCOP (WJIM CIIOHCOP COBMECTHO C HCCIEIOBATENIEM,
€CJIM 3TO MPEeITyCMOTPEHO NMPUMEHUMBIMU TPEOOBAaHUSAMH) JOHKEH MOJaTh B COOTBETCTBYIOIIUE OpraHbI
Bce TpeOyembie 3asBKU IS UX PACCMOTPEHUS, MPUHATHS U (WJIH) MOJIYICHUS pa3pEIICHUs Ha MIPOBEICHNE
uccaenoBaHus (B 3aBHCHMOCTH OT NPHUMEHUMBIX TpeOoBaHuii). Bce yBemomiieHms (3asiBKM) JTOJKHBI
COZIep>KaTh JIaTy U BCIO HEOOXOAMMYI0 HH(OPMAIUIO TS UACHTU(UKAIIMH TPOTOKOIA.

5.11. Iloareepxaenne paccMotperuss CO (HOK).

5.11.1. CnoHCcOp AOJKEH NOJIYyYUTh OT UCCIIe0BaTeNs (MEIUIUHCKON OpraHu3alun):

a) ceeaeHus o HaumeHoBaHuH U agpece DCO (HOK) uccnemoraTens (MeIUIIMHCKON OpraHU3aIlN);

6) monrBepxkaenue or ICO (HOK) Toro, uto oH OpraHuW30BaH W JCUCTBYET B COOTBETCTBHH C
HacToammMH [IpaBunamMu 1 3aKOHOAATETLCTBOM COOTBETCTBYIOLIETO rOCYJapCTBa-UJICHA;

B) JOKyMEHTaJbHO odopmieHHOe onobpenue (3akmouenune) ICO (HOK) m mo tpeboBanmio
CIIOHCOpa KOMHIO TEKyIIeW BepcHM MPOTOKOJAa, MUCHbMEHHOW (opMbl MHPOPMUPOBAHHOTO COTJACHS U
TOOBIX JIPYTHX MPEJCTaBISIEMBIX CYObEKTaM MUChMEHHBIX MAaTEPHANIOB, a TAK)KE ONMUCAHUE NEHCTBUH 1O
MIPUBJICYCHUIO CYOBEKTOB K YUYAaCTHIO B HUCCIIEIOBAaHUH, JOKYMEHTOB, OTHOCAIIUXCS K MPEAyCMOTPEHHBIM
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JUIsE CyOBEKTOB BBITUIATAM W KOMIIGHCAIIMSIM, M JFOOBIX HWHBIX JOKYMEHTOB, KOTOpPbIE MOTJIA OBITh
3arpeboBanbl DCO (HOK).

5.11.2. Ecnu DCO (HOK) oOycroBnuBaeT Bblady CBOETO OJ00peHMs (3aKIIOUeHUs) BHECEHUEM
M3MEHEHUH B KaKHe-TMOO TOKYMEHTHI HCCIENOBaHMs, HampuMep, B TMPOTOKOJ, MHCbMEHHYIO (Qopmy
MH(POPMHUPOBAHHOTO COTJIACUSl WIIM MHBIE TPEACTaBIsIeMble CyObeKTaM NMUChbMEHHbIE MaTepuaibl U (WIN)
JpyTHe MPOLEayphl, CIOHCOP TOJIKEH MOIYYUTh OT HccieAaoBaTens (MEIUIIMHCKOM OpraHU3aluu) KOMUU
M3MEHEHHBIX JOKYMEHTOB C YKa3aHUEM JaThl MOIYyYeHHOTO 0100penus (3akimtouenus) DCO (HOK).

5.11.3. CnoHCcOp JOJDKEH TMOJYy4YdUTh OT HcclenoBaTens (MEIUIMHCKOW  OpTaHHW3alliu)
JIOKYMEHTAITMIO ¢ YKa3aHUeM JIaThl MOBTOPHBIX paspemnieHui (ogoopenuit) 3CO (HOK), a Takxke penieHuit
00 OT3BIBE WM IPHOCTAHOBKE paHEE BBIJTAHHOTO 0JI00PCHMS (3aKITIOUCHUS).

5.12. Undpopmanus 00 uccienyeMbIx npenapaTax.

5.12.1. Tlpu muraHUpOBAaHUHU WCCIICIOBAHUNA CTIOHCOP JOJDKEH pacIioarath JOCTaTOYHBIM 00BEMOM
MOJyYEHHBIX B JOKIMHUYECKMX M (WJIU) KIMHUYECKHX HCCICIOBAHUSX JAHHBIX MO O€30MacHOCTH U
3¢ (HEeKTUBHOCTH, ONpPABJABIBAIOLIMX MPUMEHEHHE HCCIEIyeMOro Ipernapara ¢ HCIOJIb30BaHUEM
COOTBETCTBYIOIIMX MyTEH BBEIEHHS U 703 MPHU COOTBETCTBYIOIIEH JUTMTEIBHOCTH U B COOTBETCTBYIOIICH
MOMYJISIIUK CYOBEKTOB UCCIIETOBAHMS.

5.12.2. CnoHcop A0IDKeH OOHOBIIATH OpOLIIOPY HCCIENOBATENsl MO0 Mepe TMONIy4eHUS HOBOM
CyIeCTBeHHOU MH(popMaluu (B COOTBETCTBUY C IOJIPA3/IETIOM 7 HACTOSIIETO pa3zeiia).

5.13. IIpon3BoACTBO, yIIaKOBKA, MApKUPOBKA U KOJUPOBAHHUE HCCIIETyEeMbIX IpenapaToB.

5.13.1. CmoHcop mAOmKeH oOecne4nTh, 4YTOOBI HCCIEAyeMbIe TIpenaparbl (BKIOYas B
COOTBETCTBYIOIIMX CIIy4asX AaKTHBHBIE TIperapaTrbl CpaBHEHHMS U IuIaled0) MMeNH XapaKTEepUCTHKH,
COOTBETCTBYIOIIME CTAJANH pa3pabOTKH JIaHHBIX MpenapaToB, ObUIA MPOU3BEACHBI COTIACHO MPUMEHUMbBIM
TpeOOBaHUSAM HAJJESKAIIEW TNPOU3BOACTBEHHONW TMPAKTHUKM W B COOTBETCTBYIOLIMX CIy4asX OBLIH
3aKOJMPOBAaHbl U MapKUPOBAaHBI TaKUM 00pa3zoM, 4TOObI 00ECIeYUTh 3alIUTy MackupoBKU. Kpome Toro,
MapKHPOBKa JJOJKHA COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAHUSIM.

5.13.2. CrioHCOp MOMKEH ONpEeAeiauTh ISl MCCIEAYyEMbIX IMpEnapaToB TeMIIEpaTypy XpaHEHHS,
YCIIOBHSI XpaHEHUs (HalpuMep, B 3aIIMIICHHOM OT CBETa MECTE), CPOK XpaHEHUs, PAaCTBOPHUTEIH H
MPOLEAYPHI VIS pa3Be/IeHUs] U BOCCTAHOBIJICHHUS, a TaKXKe, €CII TAKOBBIE MIPETyCMOTPEHBI, YCTPOHCTBA IS
BBeJieHUs Tmpenapara. CHOHCOp JOKEeH HHPOPMHpPOBaTH 00 ITHX TpeOOBAaHUSX BCE BOBJICUCHHBIC
CTOPOHBI (HalpUMep, MOHUTOPOB, UCCIeI0OBaTeNIel, MPOBU30POB, JIUL, OTBETCTBEHHBIX 32 XpaHEHHE).

5.13.3. Hccnenyemble mpenapaTbl JOJDKHBI OBITh YMAaKOBaHBI TaK, YTOOBI IMPEIOTBPATUTh HX
3arpsi3HEHNE U 00ECTIEYUTh UX COXPAHHOCTD (PUTOTHOCTD) MPU TPAHCIIOPTUPOBKE U XPAaHEHUU.

5.13.4. Jlna wuccnenoBaHuil, B KOTOPHIX MCIOJIB3YETCS CIENON METOJ, CUCTEMa KOAMPOBAHMS
HCCIIETyeMOro Tpernapara JO0KHA BKIIOYaTh B ce0s MEXaHU3M, MO3BOJISIOUINI B AKCTPEHHBIX CIIydasix
OBICTPO MAECHTH(PHULIMPOBATH IMpEnapar, HO B TO K€ BpeMs HE JOIMyCKAIOIIUI BO3MOKHOCTH HE3aMETHO
PacKpbITh KOJI.

5.13.5. Ecnu nekapcTBeHHas (opma HccieayeMoro mpemnapaTa WM Iperapara CpaBHEHHs Ha
KIIMHUYECKOM JTane M3yuyeHuss Oblla CYIIECTBEHHO M3MEHEHa, TO JI0 HCIIOJIb30BaHHUS HOBOM
JEKapCTBEHHONH (OPMBI B KIMHUYECKHX WCCICJOBAHUSX JIOJDKHBI OBITh TIONYYEHBI PE3yJbTaThl
JIOTIONTHUTEJIBHBIX HCCIEAOBAaHUN JaHHOW JIEKapCTBEHHOW QopMbl MpemnapaTa (HampuMmep, AAaHHBIE O
CTaOMIIBHOCTH, PAaCTBOPHUMOCTH, OHOAOCTYMHOCTH), HEOOXOAMMBIE Ui OIEHKH TOTO, CIIOCOOHBI JIH
JTaHHBIE U3MEHEHUS CYIIECTBEHHO MOBJIUATH HA (papMaKOKMHETUYECKUH pod b penapara.

5.14. IlocraBka HccaenyeMbIX IPenapaToB U NpaBuia 0OpalleHus ¢ HUMHU.

5.14.1. CnoHcop oTBeuaeT 3a TMOCTaBKy HCCIAEAOBATEN0 (MEIUIIMHCKOW OpTraHU3aIlNH)
HCCIIETyEMOTr0 IIpernapara.

5.14.2. CrioHCOp HE TOJDKEH TMOCTAaBIATh MCCIAEAYEMBIN Mpenapar UCCISI0BATEN0 (MEAUIIMHCKON
OpraHu3aly) 0 TeX MOop, MMOKa He MOJIYYUT BCIO TpeOyemylo JOKyMEHTAalHio (Hampumep, ojo0peHue
(3akmouenne) DCO (HOK) u yrmorHOMOYEHHBIX OPTaHOB).

5.14.3. CnoHcop oimkeH yoenuThest U (i) 00eceuuTh, YTO MMChbMEHHBIE MPOIETyphl BKIIOYAIOT
B ce0s MHCTPYKIMHM [ ucclefoBarens (MEIMIMHCKOM OpraHu3aluy) MO TMpaBWIaM XpaHEHUs
HCCIIEIyeMOro Tpernapara 1 oOpalleHus ¢ HUM, a TaKkKe 10 BEJCHUIO COOTBETCTBYIOIIEH NTOKYMEHTAIIUH.
[Ipoueaypsl TOJKHBI ONMUCHIBATH OE30MAaCHOE MOJMYyUYEHUE HCCIEeyeMOro mnpenapara, oopaiieHue ¢ HUM,
ero XpaHeHHE U BbIJauy, U3bsITHE HEUCIIOIH30BAHHOTO UCCIIENYyEeMOT0 Mpenapara y cyObeKTOB U BO3BpaT
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ero croHcopy (1m0 MHOE pacHopsDKEHHE HEUCIIONIb30BaHHBIM MPENapaToM, €CIM 3TO CAHKIIMOHUPOBAHO
CIIOHCOPOM M COOTBETCTBYET MPUMEHUMBIM TPEOOBAHUSIM).

5.14.4. CrioHCOp JTOJIKEH:

a) 00ecreynTh CBOEBPEMEHHYIO [TOCTABKY UCCIIEIyEMbIX IPEnapaToB UCCIEA0BATENIM;

0) OKyMEHTHPOBATh TOCTaBKH, IMMOJTY4YCHHE, BBIJAdy, BO3BpaT U YHHUTOXKEHUE HCCIEIYyEMBIX
npenaparoB (JTU00 HHOE pacropsiKeHue) (B COOTBETCTBHUH C IOAPA3ACIOM 8 HACTOSAIIETO pasiena);

B) UIMETh CHCTEMY BO3BpaTa MCCIEAyeMOro IMpernapara u JOKYMEHTUPOBAHUS MOJTOOHOTO M3BSTHUS
(Hampumep, OT3bIBa OPaKOBAaHHOTO Mpenapara, BO3BpaTa Ipernapara Mmocjie OKOHYaHUs UCCIeA0BaHUS WIIN
M0 UCTEYCHUU CPOKA TOJTHOCTH);

I') UIMETh CUCTEMY YHHUYTOKEHHUS (JTMOO MHOTO PACHOPSIKECHHsSI) HEUCIIOIb30BAHHBIX MCCIIETYEMbIX
MpernapaToB U JOKYMEHTHUPOBAHUS TIOJJOOHOTO YHUUTOKECHHS (JTHOO MHOTO PACIIOPSHKEHUS).

5.14.5. CnoHCcOp AO0JIKEH:

a) IPUHATH MEPHI MO0 O00ECIEYEHUIO CTA0MIBHOCTH HCCIEIYyEMbBIX MPErnmapaToB Ha MPOTSIKEHUU
BCEro MepHoa UX UCIOIb30BaHMUS;

0) UMETh JTIOCTATOYHOE KOJIMYECTBO HCIIOIB3YEMOI'0 B HCCIICAOBAHUIX HCCIEIYEMOro Ipernapara,
YTOOBl MOATBEPAUTH MPU HEOOXOJUMOCTH €ro COOTBETCTBUE clelu(UKAlMsIM, a TaKKe BECTH YYeT
aHAJIM30B U XapaKTepUCTUK 00pa3loB IpenapaTta U3 mapTud. B 3aBHCHMOCTH OT CTaOMIBHOCTH 0Opa3Iibl
JOJKHBI OBITH COXpaHEHBI JIMOO /10 OKOHYAHMS aHAlIM3a JAHHBIX 10 WCCIIEeNOBaHUIO, MO0 B TEYCHHE
CpOKa, OMpPEIEICHHOTO MPUMEHUMBIMU TPEOOBAHUSMHU, HCXOMS U3 TOTO, KAKOW MEpHOJ sIBISETCS Oolee
JUTUTETIbHBIM.

5.15. JJocTyn K TOKyMEHTallU1 UCCIEOBAHUSI.

5.15.1. CnoHCOp MOJDKEH MPEeIyCMOTPeTh B IMPOTOKOJEC WM WHOM COTJIAIICHUH OOs3aHHOCTH
uccienoBarenss (MEIUIIMHCKON OpraHu3anny) OO0ECIeUnuTh MPSMON JOCTYN K TEPBHYHBIM JaHHBIM
(TOKyMEeHTaluu) IJ1s1 MPOBEJCHUSI MOHUTOPHHTA, ayauTa u skcneptu3sl DCO (HOK), a Taxke HHCTIEKITNT
YIOJTHOMOYEHHBIMH OpraHaMHu.

5.15.2. CnioHCOp A0MKeH yOeIUThCS B TOM, YTO KAl CYOBEKT J1ajl MACBMEHHOE COTJIache Ha
MPSIMOK JIOCTYT K €r0 OPUTHHAIBHBIM MEIUIIMHCKUM 3aMUCSAM JJIs MTPOBEICHUS MOHUTOPUHTA, ayJuTa U
skcrieptusbl DCO (HOK), a Takke MHCTIEKITUN yTIOJTHOMOYCHHBIMH OpraHaMU.

5.16. Madopmariust o 6€30mMacHOCTH.

5.16.1. CrioHCOp OTBEUaET 3a MOCTOSTHHYIO OIIEHKY 0€30MMacCHOCTH UCCIIeTyEeMbIX MpernapaToB.

5.16.2. CrioHCOp MOJKEH HE3aMEUIMTEIbHO YBEIOMMTHb BCEX YYAacTBYIOIIMX B HCCIEIOBAaHUU
uccienoBareneil (MEAUIIMHCKUE OpraHM3alliM), a TaKXe YINOJIHOMOYEHHBIE OpraHbl O IOJYYEHHBIX
JAHHBIX, KOTOpPBIE MOTYT HEOJIArONMPHUSATHO OTPa3UThCS Ha OE30MacHOCTH CyOBEKTOB, TOBIHUATH Ha
MIPOBEICHUE HCCIICIOBAHUS JTUO0 M3MEHUTh onoOpenue (3axmrodeHue) DCO (HOK) na mpomomkeHue
UCCIIC/IOBaHMS.

5.17. CooOrmieHus 0 HeXKEIATENbHBIX PEAKITUSX.

5.17.1. CnoHcop JOMKEH B BO3MOXXHO KOPOTKHH CpOK COOOLIaTh BCEM YUYacTBYIOIIMM B
WCCJICIOBAHUH HCCIIeOBATESIM (MeaUuIMHCKUM opranuzarusaMm), ICO (HOK) (nmpu HeobxomumocTH), a
TaKk)Ke YIOJTHOMOYEHHBIM OpraHaM o000 BCEX HEXKENATENbHBIX PEaKIUsiX, KOTOpPhIE OJHOBPEMEHHO
SBIIIOTCS CEPhE3HBIMU U HETMPEIBUICHHBIMHU.

5.17.2. Takue cpouHble COOOILIEHUS OJKHBI COOTBETCTBOBAaTh NPUMEHHMMBIM TpeOOBaHUIM U
nosjoxkeHus npuaoxkeHus Ne 11 k Hacrosiimum [IpaBriam.

5.17.3. CnoHcop [O0JKEH MpEeACTaBIATh Ha PAacCMOTPEHHME YIOJIHOMOYEHHBIM OpraHam BcCe
00HOBIIEHUS UH(POPMAIIUU 110 O€30MACHOCTH, U TIEPUOUYECKUE OTUYETHI MO0 0€30MaCHOCTH UCCIIETyEeMOTO
mpernapaTa B COOTBETCTBUM C NPUMEHUMBIMH TpeOOBaHMSAMH H HpuioxkeHuemM Ne 11 k HacTosmmm
[IpaBunam.

5.18. MOHUTOpUHT.

5.18.1. lens.

[{enbf0 MOHUTOPUHTA UCCIICIOBAHUS SIBIISIETCS TPOBEPKA TOTO, UTO:

a) mpaBa " 0J1aronoyryyre CyObeKTOB 3allHUIICHBI;

0) TpEeICTaBICHHBIC NaHHBIC SIBISIOTCSA TOYHBIMH, TOJHBIMH W TIOJITBEPKIAIOTCS TEPBHYHON
JIOKYMEHTAIIUEH;
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B) HMCCIJIEIOBAHHUE MPOBOJUTCA B COOTBETCTBUM C YTBEP)KIECHHOM TEKyIlIeW Bepcued MpOTOKOJIA
(mompaBoK K HEMY), HacTosiuMU [IpaBunamMu 1 NPUMEHUMBIMU TPEOOBAHUSIMH.

5.18.2. BbIOOp MOHUTOPOB U UX KBATH(PHUKAIIHA:

a) MOHUTOPBI JOKHBI Ha3HAUATHCS CIIOHCOPOM;

0) MOHHTOPHI JIOJDKHBI UMETh COOTBETCTBYIOIIYIO MOJTOTOBKY, a TakKe OOJafaTh HAYYHBIMH U
(unM) KJIMHUYECKUMH 3HAHHUSMH, HEOOXOJUMBIMU JJIi TPOBEIACHHS HaJUIekKAIIero MOHHTOPHHTA
uccienoanus. KBanuduxaryss MOHUTOPOB JTOJKHA OBITH MMOATBEPXKICHA JOKYMEHTAIIBHO;

B) MOHHUTOPBI JIOJDKHBI JIE€TalbHO 3HATh CBOMCTBA UCCIEAYyEMBbIX IpernaparoB, IMPOTOKOII,
MUCBMEHHYIO (GopMy UHGOPMHUPOBAHHOTO COTJAacHs W BCE JpyrHe TNpeACTaBiIsSeMble CyOBeKTaM
MCCIIEA0BAHUS MUCbMEHHBIE MaTEPHAJIbl, CTAHJAPTHBIE ONEPAllMOHHBIE IPOLIETYPHI CIIOHCOPA, HACTOAIINE
[TpaBuiia u mpuMeHUMBIE TPEOOBAHUSI.

5.18.3. O6Bem u conepikaHre MOHUTOPHHTA.

CrioHCOp [JO/KEH O00€CIedYuTh HaJIekKallluii MOHUTOPUHI HccienoBaHuil. CHoHCOp 0JKEH
OnpeAeNuTs HeoOXoauMble 00bEeM U COoAepkKaHHEe MOHUTOPUHTA MCXOJ U3 IieNied, 3a1ad, MEeTOI0JIOTHH,
CIIO’)KHOCTH, MaCKMpPOBKH, 0ObeéMa M OLIEHMBAeMbIX MapaMeTpoB uccienoBanus. [lo obmemy mpasuity, ¢
L[eJIbI0 MOHUTOPUHTA TpeOyeTcs mocenaTh UCCIe0BaTeNbCKUE IICHTPHI IO MPOBEACHUS UCCIIeI0OBaHUs, BO
BpeMs €ro MPOBEJEHUS M TMOCJE €ro oKoHYaHusa. OIHAKO B UCKIIOUUTEIBHBIX CIIydasX CHOHCOP MOXET
pEelINTh, YTO MOHUTOPUHT 0€3 IMOCEIIEHUsI HCCIEeNOBATENLCKUX IIEHTPOB B COYETAHMHU C TaKUMU
npolielypamMH, Kak TPEHUHT U IPOBe/ICHIE COBEIAHH UCClIeIoBaTeNeH, MpeJoCTaBIeHuEe UM TOIPOOHOTO
MUCbMEHHOTO  PYKOBOJCTBA, MOXET TapaHTUPOBAHHO OO0ECNeuuTh HaJJexallee MpPOBEACHUE
MCCJIEIOBAaHUS B COOTBETCTBHUH ¢ HacTosmumu [IpaBunamu. CTaTUCTHUECKU ONpeieisieMble KOHTPOJIbHbBIE
BBIOOPKHU MOTYT CIIYKHUTh IPUEMIIEMBIM METO/IOM JJIsi 0TO0Opa MPOBEPSIEMBbIX TAHHBIX.

CrioHcop AOMKEH pa3pabdoTaTh CUCTEMATU3MPOBAHHBIM IMOJIXO0J K MOHUTOPHUHTY KIMHUYECKHUX
MCCJIEIOBaHUI Ha OCHOBE OLIEHKH MPHOPUTETOB M PUCKOB. | MOKOCTH B OTHOIIEHUH 00BEMa U XapakTepa
MOHUTOpPUHIA, OMHCAHHAs B HACTOSIIEM pasjelie, MO3BOJSET HMCIOJb30BaTh PA3IHYHbIE MOAXOMABI K
COBEPIICHCTBOBAHUIO 3(PPEKTUBHOCTH M Pe3yJIbTATUBHOCTH MOHHTOpHUHTra. CIIOHCOpP MOKET BBIOpaTh
MOHHUTOPHHT C IOCEIICHHEM UCCIIEI0BATEIbCKUX IEHTPOB (Aajiee - BbIE3IHOW MOHUTOPHHT), KOMOWHAIIHIO
BBIC3JTHOTO MOHHMTOPHMHTAa M LIEHTPAJU30BAaHHOTO MOHUTOPHHIA WM, €CIIM 3TO OOOCHOBAaHO, TOJIbKO
HEHTPATU30BaHHbII MOHHUTOPUHT. CIIOHCOpP JOJDKEH 33J0KyMEHTHUPOBaTh OOOCHOBaHHE BBHIOpAHHOM
CTpaTernu MOHUTOPHHTA (HallpUMep, B MJIaHE MOHUTOPUHTA).

Brie31HOM MOHUTOPUHT OCYIIECTBIISIETCS B UCCIEAOBATEIIbCKUX LIEHTPAX, B KOTOPHIX MPOBOJIUTCSA
uccienoanue. LleHTpann30BaHHBII MOHUTOPUHT MpEACTaBIseT co00I yIaleHHYIO OIEHKY COOMpaeMbIX
JTAHHBIX, CBOCBPEMEHHO BBITIONHAEMYIO KBATU(DUIIMPOBAHHBIMU M JIOJDKHBIM 00pa3oM OOYy4YeHHBIMU
JTUIaMH (HampuMep, crieldaiicTaMy Mo YIpaBIeHUIO JaHHBIMU, OMOCTaTUCTUKAMMU ).

[leHTpanu30BaHHBI ~ MOHUTOPUHT  OOECNeuYMBaeT  JOMOJHUTEIbHBIE  MOHHTOPHHTOBBIC
BO3MO>XHOCTH, KOTOpPBIE CIIOCOOHBI JOTIOJTHUTh MOHUTOPHUHT C MOCEIICHUEM HCCIIEIOBATEIbCKUX LIEHTPOB
U COKPaTUTh €ro o0beM U (MJIM) 4acTOTy €ro MPOBEACHHUS, a TAKXKE MOMOTAeT HANTHU pazinyue MEXTy
HaJKHBIMH U ITOTEHIINAJIbHO HEHA/IC)KHBIMU JAHHBIMH.

Onenka coOupaeMblX B XOJ€ IIEHTPAJIM30BAHHOTO MOHHTOPWHIA JaHHBIX, KOTOpas MOMKET
BKJIIOYATh B ce0s CTATUCTUUYECKUN aHAIIN3, MOXKET UCTIOJIb30BAThLCS IS

a) BBIABICHUS OTCYTCTBYIOIIMX W  HECOTJACYIOIIUXCS  JIaHHBIX, BBIOPOCOB  JIaHHBIX,
HENPEIBUICHHOTO OTCYTCTBHUS BapUaOEIbHOCTH U OTKJIIOHEHHUH OT MPOTOKOIIA;

0) TpOBEepKM TaKUX TEHICHIMH W3MEHEHUS JJAaHHBIX, KaK JHMala3oHbl, COTJIACOBAHHOCTHh H
BapnaOeIbHOCTh JAHHBIX B LIGHTPAX U MEKIY HUMU;

B) OOHApPYKCHHSI CUCTEMATHUECKUX M 3HAYMMBIX OIIMOOK MpHU cOOpe M MPEACTABICHUU JIaHHBIX B
HEHTpEe M MEeXAy LEeHTpaMH, a TaKKe NOTEHIMAIbHOIO MaHMITYJIMpPOBaHUS NAaHHBIMA M MPOOJIEM C
LIEJIOCTHOCTBIO JJaHHBIX;

I') aHAJIM3a XapaKTePUCTUK U MHIUKATOPOB pabOTHI IIEHTPA;

) orbopa LEHTPOB M (WIM) NPOLECCOB s NPUIIETIBHOIO MOHHUTOPUHIA C TIOCEIICHUEM
HCCIIE0BATENbCKUX LIEHTPOB.

5.18.4. O6s13aHHOCTH MOHHUTOPA.
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MOHHUTOp B COOTBETCTBUM C TpPEOOBAHHUSAMH CIIOHCOpPA JIOJDKEH OO0ECTEeUUTh HaAJIeKaIee
MpoBeJicHHEe U JOKyMeHTanbHOoe odopmieHue wuccienoBanus. C 3TOM LETbI0 MOHHUTOP C YYETOM
KOHKPETHOT'O UCCIICIOBAHUSI M UCCIIEIOBATEICKOTO IIEHTPA IPU HEOOXOTUMOCTH

a) BBICTYIAeT B Ka4eCTBE OCHOBHOT'O CBS3YIOIIETO 3B€HA MEXK/y CIIOHCOPOM U HCCIIeIOBaTENIeM;

0) yOexmaeTrcs B TOM, 4YTO WHCCIEIOBaTeldh o0O0IagaeT HEoOXOauMOW KBamupuKanuen u
BO3MOXXHOCTSIMHU ISl TIPOBEACHUS HUCCIIEIOBAHUS M OCTaeTCsl TAaKOBBIM HA MPOTSIKEHUHM BCEro IMepHoja
uccaenoBanus (B cooTBercTBUM ¢ myHKTamu 4.1, 4.2 u 5.6 nHactosimux [IpaBwi), 4TOo moOMelIeHuUs,
OTBEJICHHBIC TSI TIPOBEACHUS HCCIEIOBaHUsS (BKJIOUYas J1abopaTropuu W 00OpYyIOBaHHE) W TEPCOHAI
COOTBETCTBYIOT TPEOOBAaHUSAM K MPOBEICHHUIO PabOT 0e30MacHO W JOJDKHBIM O0pa3oM Ha MPOTSHKEHUU
BCET0 UCCIJIEIOBAHMS,

B) B OTHOIIIGHUH MCCIIEAYEMBIX TIPETapaToB MOHUTOP MPOBEPSET CIIEAYIOIIEE:

CPOKU M YCJIOBUS XpaHEHHUS HCCIEAYEMBIX MpenapaTroB MpUeMJIeMbl U UX KOJIUYECTBO SBISETCS
JIOCTaTOYHBIM JI0 KOHIIA UCCIICJIOBAHNUS;

UCCIIelyeMble TpernapaThl MOIY4YaloT TOJBKO Te CyOBEKThI, KOTOPHIM OH Ha3HaueH, B J03aX,
YCTaHOBJICHHBIX POTOKOJIOM;

CyObeKTaM TMpPEACTABIAIOTCS HEOOXOIUMBbIE HWHCTPYKLIHMHA IO MPaBHWIBHOMY MPUMEHEHHIO
HCCJIETyEeMBIX MPeTnapaToB, OOPAIICHUIO C HUMU, UX XPAaHCHHUIO W BO3BPATY;

MOJTy4YeHue, MPUMEHEHUE U BO3BpaT HCCIEAYEeMBIX MpernapaToB B HCCIEIOBATEILCKOM IIEHTpE
JIOJKHBIM 00pa30M KOHTPOIUPYETCS U OPOPMIISIETCS TOKYMEHTAIBHO;

YHUUTOKEHHE HEUCIOJIb30BaHHBIX HCCIIEIYEMbIX IMpEenapaTroB JUOO0 HHOE PACTOpsKEHUE UMHU B
HCCJICIOBATENILCKOM IIEHTPE OCYIIECTBISETCS B COOTBETCTBUU C TMPUMEHUMBIMH TPEOOBAaHUSMU U TIO
COTJIACOBAHUIO CO CITIOHCOPOM;

') MPOBEPSIET COOJIIOICHUE UCCIEIOBATENIEM YTBEPKICHHOTO MPOTOKOIA M BCEX YTBEPIKICHHBIX
MOTPABOK K HEMY, €CJIH TaKOBbIE UMEIOTCS;

1) TpoBepsieT, 4ToObl MHUCBMEHHOE HH()OPMUPOBAHHOE COTJIACHE KaXKAOro CyObekTa ObLIO
MOJTyYEHO JI0 HayaJla ero y4yacTHs B HCCII€IOBaHUU;

€) obecrieuMBaeT HaJIW4YWE y HCCIEIOBATENsl TEKYIIeH peaakiiu OpOIIIOpHl UCCIEI0BATEs,
JIPYTUX JOKYMEHTOB U MaTE€pHUaoB, HEOOXOIUMBIX JJIs IPOBEACHUS HCCIEA0BaHUS HaIexalluM o0pa3om
U B COOTBETCTBHH C IPUMEHUMBIMU TPEOOBAHUSIMU;

k) obOecrieunBaeT, YTOOBI HMCCIIEOBATENh U €r0 COTPYJAHHMKH, 3aHATHIC B HCCIEIOBAHUH, ObUIH
JIOCTaTOYHO HH(POPMHUPOBAHBI 00 UCCIICIOBAHNH;

3) HpoBepsieT, YTOObI UCCIIENOBATENb U €T0 COTPYIHUKH, 3aHSAThIE B MCCIEAOBAHUM, BBIMTOJIHSIN
CBSI3aHHBIC C HCCIEJOBAaHUEM OOS3aHHOCTH B COOTBETCTBHHM C TMPOTOKOJIOM U BCEMH JIPYTUMHU
MUCHbMEHHBIMU COTJIAIICHUSIMU MEXIy CIIOHCOPOM U UCCleioBaTesieM (MeIUIIUMHCKON opraHu3alieil) u e
nepeaBaii CBou (yHKIIUU HEYITOJTHOMOYCHHBIM JIUIAM;

1) TpOBEpsET COONIOACHUE HCCIIENOBAaTEIeM KPUTEPUEB OTOOpa JJIS BKIIOUYEHHUS CYOBEKTOB B
UCCJIC/IOBAHNC;

K) cOOOIIaeT 0 CKOPOCTH Habopa CyOBEKTOB B HCCIICIOBAHUE;

) IPOBEPSIET MPABUIBHOCTD, MIOJTHOTY U CBOCBPEMEHHOCTh PETUCTPAIIMU JTAHHBIX B TICPBUYHBIX H
JIPYTUX OTHOCSIIIUXCS K UCCIIEOBAHUIO TOKYMEHTAaX, a TAKXKe MOPSI0K BeICHUS TAKMX JOKYMEHTOB;

M) MpoBepseT, uYTOObI HCCIENOBATENb MPEICTABIsUI BCE TpeOyeMble OTYEThI, YBEIOMIICHHUS,
3anpochl M MOAOOHBIE JOKYMEHTHI, M 4YTOOBI Takue JOKYMEHThl OBbLIM MpPaBUIbHBIMU, MOJHBIMU,
CBOECBPEMEHHBIMH, Pa300PUUBHIMY, C YKa3aHUEM JaT U WACHTU(DUIIMPOBAIN UCCIIEIOBAHUE;

H) IpOBEpSeT MPAaBHJIBHOCTh M MOJHOTY JAaHHBIX B MHIWBUIYAIbHBIX PETUCTPAIMOHHBIX KapTax,
MEPBUYHBIX JOKYMEHTaX WM JIPYTHUX OTHOCAIIMXCS K HMCCIEIOBAHUIO 3AMHCIX MyTeM COMOCTaBICHUS HX
Mex1y co0oii. B 0cOOEHHOCTH MOHUTOP JOJKEH MPOBEPSITH CeAyIoNIee:

MPABUIILHOCTh BHECEHHS TPEOYEMBIX MPOTOKOJIOM JaHHBIX B WHIANBUAYATbHYIO PETHCTPAIIHOHHYIO
KapTy U UX COOTBETCTBUE JIaHHBIM NEPBUYHON JOKYMEHTAIINH;

M00BbIe M3MEHEHHS N103bI M (WJIM) Tepamuu YEeTKO JOKYMEHTaIbHO O(OPMIISIOTCS ISl Ka)IO0TO
cyOBeKTa HCCIIeIOBaHNS,

HEKENIATeNIbHBIC SIBJICHUS, COMYTCTBYIOIIEE JICUEHUE ¥ HMHTEPKYPPEHTHBIE 3a00JIeBaHUS
PETUCTPUPYIOTCS B MHIAWBUYaIbHON PETUCTPAIMOHHON KapTe B COOTBETCTBUH C IPOTOKOJIOM;

04/17/2026 Cucrema TAPAHT 26/115



Pemenne Cosera EBpaszuiickoit skoHoMuueckoi komuccuu oT 3 Hos0pst 2016 r. Ne 79 "O6 yrBepxknenuu [IpaBui...

MPOMYIIEHHBIE CYyOBEKTOM BH3UTHI, HETPOBEICHHBIC aHAIM3BI U HEBBITIOJHEHHBIC 00CIIECIOBAHUS
SCHO yKa3aHbl B MHAMBUAYAJIBHOM DPETHCTPALlMOHHOM KapTe Kak MpPONYIIECHHbIE, HENPOBEJCHHBIE U
HEBBITIOJIHEHHBIE COOTBETCTBEHHO;

BCE CJIy4yau HCKJIIOUEHHUS U BHIOBbIBaHUS CyOBEKTOB U3 HUCCIEIOBAaHUS OBbUIM 3apPETUCTPUPOBAHBI U
OOBSICHEHBI B MHIUBUIYyaJIbHOW PErHCTPALIMOHHON KapTe;

0) cOOOIIAeT UCCIEeIOBATEINIO O JHOOBIX JOMYIIEHHBIX B HHINBUAYATbHON PETUCTPAIMOHHON KapTe
omuOKaxX, TMPOMYCKaX M HEpa30OpUMBHIX 3amucsiXx. MOHHUTOpP JOKEH TPOCIEIUTh 32 TEM, YTOOBI
COOTBETCTBYIOIIME HCIIPABJICHUSA, TO0OaBIEHUS WM UCKIIOYEHHs ObUIM CHAeNaHbl C YKa3aHHEM JaThl,
00BsICHEHBI (ITPH HEOOXOAMMOCTH) U TOMAMUCAHBI CAMHUM HCCIIEIOBATENIeM JTHOO YIMOJTHOMOYECHHBIM Ha
MOJNMCAHUE 33 HEr0 M3MEHEHWM B  WHIMBUAYAJIBHOW  pPETUCTPAIMOHHOW  KapTe  YICHOM
HCCIIeIOBATENILCKOTO KOJIEKTHBA. J[aHHbIE TOJITHOMOYUS JIOJKHBI OBITh JaHBI B TUCBMEHHOU (hopMe;

) TpoBepsieT COOMIOJICHHE CpOKa HANpPAaBIICHUS COOOIICHHS O HEXeNaTeIbHbIX SBICHUSIX,
onpeneneHHoro HacrosuwuMu IlpaBunamu, npotokonsom, DCO (HIK), crmoHcopoM M NpUMEHUMBIMU
TpeOOBAHUSIMU;

p) IpOBEPSIET BEICHUE UCCIIEIOBATEIEM OCHOBHBIX JOKYMEHTOB (B COOTBETCTBHH C IMOAPA3IACIOM 8§
HACTOSIIIETO pa3zerna);

C) cooOIIaeT HCCIENOBATENI0 OO0 OTKIOHEHHSIX OT MPOTOKOJA, CTaHAAPTHBIX OIEPAIIMOHHBIX
npoueayp, MojiokeHud Hacrtosummx IlpaBunm M mpuMeHHMBIX TpeOoBaHUIl, a TakXke MpearnpUHUMAaeT
HEOOXO0UMBIC JCHCTBHS JJIsl PEAOTBPAILCHUS TOBTOPCHHUS ITOT00HBIX OTKJIOHEHUH.

5.18.5. Ilpouiexypbl MOHUTOPHUHTA.

MonuTOp 0JKEH COOMI0AaTh MMCbMEHHBIE CTAHIaPTHBIE ONEPAllMOHHBIE TPOLIETYPhI CIIOHCOPA, a
TaKK€ MOPOLEAYpbl, CIEUHAJbHO ONPEJIEICHHbIE CHOHCOPOM JUII MOHMTOPHMHIA KOHKPETHOI'O
UCCIIeA0BaHUS.

5.18.6. OT4ueT MOHUTOpA:

a) MOcClie KaXJOTro BHU3UTAa B HCCIEAOBATEIbCKUNW LIEHTP WM CBA3aHHOTO C UCCIIEI0BAHHEM
KOHTaKTa MOHHUTOD JIOJKEH MPEJCTaBUTh CIIOHCOPY MUCbMEHHBIN OTYET;

0) OT4eTHl MOJKHBI BKJIIOYATh B ceOs Jary, HAaUMEHOBAHHWE IICHTPA, WM MOHUTOpA, HMS
MCCIIEA0BATENS UM UHOTO JIMIA, ¢ KOTOPBIM COCTOSUICS KOHTAKT;

B) OTYETHI JIOJDKHBI COACPKATh KPATKOE OMUCAHHE OOBEKTOB MPOBEPKHU, COOOIIEHUE MOHHUTOPA O
CYLIECTBEHHBIX JaHHBIX ((pakTax), OTKIOHEHMSX W HEJOCTAaTKaX, BBIBOJbI, OMUCAHHE JACWCTBUH,
MNPEINPUHSTHIX, TUIAHUPYEMBIX W (WJIH) PEKOMEHIYyeMbBIX JJisi oOecredeHus COOMoJeHUs TpeOOBaHUN
MIPOTOKOJIA, HACTOAIMX [IpaBui v ynoJITHOMOYEHHBIX OPraHOB;

r) TMpOoBEpKa CIIOHCOPOM OTYEeTa W TMOCIEAYIIIUe JEHCTBUS TI0O HEMY JOJDKHBI OBITh
JIOKYMEHTaJIbHO OOPMIICHBI YIIOTHOMOYEHHBIM MPECTaBUTENIEM CIIOHCOPA;

J1) OTYETHl O BBIC3THOM MOHHUTOPUHTE U (WIM) LEHTPAIU30BAHHOM MOHUTOPHHIE€ HEOOXOAMMO
CBOEBPEMEHHO TNPEJCTABISATh CIOHCOPY (BKJIIOYAash COOTBETCTBYIOIIMA MEHEKMEHT M MEepCOoHal,
OTBETCTBEHHBIHN 3a MCCIEAOBAaHUE U KOHTPOJb 32 LIEHTPOM) JUISl MTPOBEPKU U MOCIEIYIOUIETO KOHTPOJIS.
Pe3ynbpTaThl MOHUTOPUHTOBOM A€ATEIFHOCTH HEOOXOUMO MOAPOOHO TOKYMEHTHPOBAThH JIJIsl 00eCieueHus
BO3MOXXHOCTH TIPOBEPKU COOJIIOJICHUST TIUIaHA MOHHUTOpHHTA. OTYETHOCTh O IEHTPATM30BAaHHOM
MOHHMTOPHUHTE JOJKHA OBITH PETYJSIPHOM M MOXET ObITh HE3aBUCHMa OT MOHUTOPHMHTOBBIX BH3UTOB B
LEHTPBI.

5.18.7. Ilnan MOHUTOpPUHTA.

CrioHCOp MOMKEH pa3padoTaTh TUIAH MOHUTOPUHTA C YYETOM PUCKOB, CIICIU(DUUHBIX IS 3aIIUTHI
CyOBEKTOB U LIEIOCTHOCTH JAHHBIX B KIMHUYECKOM HccienoBaHuU. [1aH 10oKeH OnuChIBaTh CTPATETUIO
MOHHTOPHHTA, paclpeiclieHue MKy BCEMHU CTOPOHAMH O0S3aHHOCTEH 10 MOHUTOPHUHTY, IPUMEHSIEMbIS
METOJIbl MOHUTOPHHTa U OOOCHOBaHHME WX HCIOJIb30BaHUA. [lnaH Takxke MOMKEH MOAPOOHO OMHCHIBATH
MOHUTOPUHTI KPUTUYECKHUX JAHHBIX U MPOIECCOB, a TAKKE YETKO BBIIESATH ACIEKThl, HE SBIISIOIIUECS
PYTHHHOM KIMHAYECKOW TPAKTUKOW M TPEOYIOIIME IOMOJHUTEIHHOTO OO0yuYeHHUs TepcoHana. B mmane
MOHUTOPUHTA JOJKHBI COACPKATHCS CCHUIKM HA TPUMEHUMBIE MPAaBUIIA U MPOLIEAYPhI CIIOHCOPA.

5.19. Ayaur.

[Ipu mpoBenaeHUH ayauTa B paMKax Mep, HAMpaBJICHHBIX Ha 00ECMeYeHHE KadecTBa, CIIOHCOPHI
JIOJKHBI YYUTBIBATh CJIEAYIOLIEE.

5.19.1. Lens.
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[lenpr0 CIIOHCOPCKOTO ayJuTa, MPOBOJAMMOTO OTACIHHO M HE3aBHCUMO OT PYTHHHBIX (YHKIUH
MOHHMTOPUHTAa WU KOHTPOJII KayecTBa, SIBISETCS OIICHKAa COOTBETCTBHUS MPOBOJAMMOIO HCCIEAOBAHUS
MPOTOKONY, CTaHJAPTHBIM OIEPAIMOHHBIM MpOIEeaypaM, HacTosmuM [IpaBwiaM W MTPUMEHUMBIM
TpeOOBAHUSIM.

5.19.2. Bri6op u kBanudukanus ayauropos:

a) JUld TPOBEIEHHUS ayIuTa CIOHCOP JOJKeH HA3HAYUTh JIUI, HE3aBHUCHUMBIX OT KIMHUYECKHX
HCCIICIOBAHMIA;

0) cmoHcop o00s3aH  YIAOCTOBEPUTHCSA B TOM, 4YTO ayJUTOpPhl 0OJagalOT JOCTATOYHOM
KBTM(DUKAIMEH, T.€. MOATOTOBKOW W OIBITOM, HEOOXOJUMBIMU JUISl TMIPOBEICHUS ayauTa HaJIe)KalluM
oOpazom. KBanuduxarus ayauropa qoikHa ObITh MOATBEPKIEHA TOKYMEHTAIBHO.

5.19.3. Ilpouenypsl aynaura:

a) CIIOHCOpP JOJDKEH YOETUThCS B TOM, UYTO ayAUT KIMHUYECKUX HCCIEIOBAaHUN (IMPOTpaMm)
IIPOBOJUTCS B COOTBETCTBUH C MUCbMEHHBIMU MPOIIEypaMH CIIOHCOPA, OMPEACISIIOIINMU 00BEKT ayauTa,
METOJIbl TIPOBEJCHUS ayanuTa, YaCcTOTy IPOBEJCHHS ayauTa, a Takke GopMy U cojaepikaHHe OTYETOB 00
ayauTe;

0) mpu pa3paboTKe CIOHCOPOM IUIaHa ayJauTa W TMPOLEAYphl ayauTa HCCIECTOBAHMS JOJKHBI
VYHUTHIBATHCS 3HAYUMOCTH JIAaHHOTO HCCIICIOBAHMS JJIs TMOJAYd 3asBOK B YIOJHOMOYEHHBIC OPraHbI,
KOJIMYECTBO CYOBEKTOB, YUaCTBYIOUIUX B UCCIIEIOBAHNUHU, TUI U CIOKHOCThH UCCIIEIOBAHMSI, CTEIIEHb PHCKa
JUIsE CyOBEKTOB HCCIICIOBAHUS, a TakKKe JOJDKHBI OBITh TMPUHSATHI BO BHHMAaHHE JFOOBIC BBISIBICHHBIC
poOIEMBI;

B) 3aMEYaHUS U BBIBOJIBI ayAUTA JOJKHBI OBITh 0()OPMIICHBI JOKYMEHTAIILHO;

) A7 COXpaHEHUS] HE3aBHUCHUMOCTH U IIEHHOCTH (DYHKUMHU ayAuTa YIOJHOMOYEHHBIE OpraHbl He
JIOJKHBI B PYTHHHOM TMOPSJIKE 3allpallivBaTh OTYETHl 00 ayauTe. YIOJHOMOYEHHBIE OPTaHbl MOTYT
3afpammBaTh OTYETHl 00 ayAuTe, eClIM UMEIOTCS CBUAETENbCTBA CEPHE3HOTO0 HECOOTBETCTBUS HACTOSIIIUM
[TpaBuiiaM wim B cirydae cyAeOHBIX pa30UpaTeNbCTB;

) eciau 3To TpeOyeTcs COOTBETCTBYIOIIMM 3aKOHOAATEIhCTBOM TIOCYNapCTBa-yjIeHa, CIIOHCOP
JIOJDKEH TPEICTaBUTh CBUAETENBCTBO O MPOBEICHHOM ayIUTE.

5.20. HecoOmroaeHne mpuMEeHUMBIX TPEOOBaHMIA.

5.20.1. HecoOmronenue npoTokoia, CTaHAAPTHBIX ONEepallMOHHBIX MpoIenyp, HacToammx [lpaBun
1 (WIM) COOTBETCTBYIOIIMX NMPUMEHHMBIX TPeOOBaHMI HccienoBareieM (MEIUIIMHCKOW OpraHU3aIlnei)
WIH COTPYAHUKOM CIIOHCOpA JIOJDKHO BECTH K O€30TiararelbHBIM JCHCTBHSIM CIIOHCOpA, HAMPaBICHHBIM
Ha obOecrieueHrne COOJIIOICHMSI TaHHBIX TPEOOBAHU;

Ecnu BbIsiIBIEHO HecoOmroeHue TpeOOBaHMM, yKa3aHHBIX B a03alle MEepBOM HACTOSIIETO MyHKTA,
CYLIECTBEHHO BIMSIONIEE WJIM CHOCOOHOE CYIIECTBEHHO TMOBJIMATh Ha 3alIUTy CYOBEKTOB WU
JIOCTOBEPHOCTh ~ PE3yJIbTATOB HCCIENOBaHMS, CIOHCOpP O0s3aH TMPOBECTH AaHAIU3 NPUYMH IS
YCTAaHOBJICHUSI  TEPBONPUYMHBI W MPEANPUHATH  COOTBETCTBYIOLIME  KOPPEKTUPYIOIIME U
IIPEAYNPEKAAIOLIUE TCUCTBU.

5.20.2. Tlpu BBISBIEHWH B XOJ€¢ MOHUTOPHMHTA WJIM ayJUTa CEPHhE3HBIX W (MJIM) IMOBTOPSIOMIUXCS
CIlyuyaeB HECOOJIIOJICHUS TPUMEHMMBIX TpeOOBaHMN €O CTOPOHBI HCCIenoBaTeNsd (MEIUIIMHCKOTO
OpraHu3aIii) CIOHCOP JOJDKEH MPEeKpaTUTh ydacThe HccienoBaTens (MEIMIMHCKONW OpraHu3aluu) B
uccnenoBannu. Eciam yuyactue uccienoBarens (MEIUIIMHCKON OpraHM3alldy) MPEKpaIleHO B pe3ysbTaTe
CEePhE3HBIX W (WJIM) TOBTOPSIOMIUXCS CIIy4aeB HECOOJIOICHUS TPUMEHHUMBIX TPeOOBAaHHM, CIIOHCOP
JOJbKEH 0e30TiaraTesIbHO YBEIOMHUTH 00 3TOM YIIOJIHOMOYEHHBIE OPTaHbI.

5.21. JlocpouHoe peKpalleHue Uil TPUOCTaHOBKA UCCIICTIOBAHMSI.

Ecnmu  wucciaenoBaHue JOCPOYHO —MPEKPAIIEHO WIM  MPHUOCTAHOBIIEHO, CIIOHCOP  JOJDKEH
HE3aMeJUINTEIbHO COOOIIUTh HCCienoBaTeNssM (MEAMIMHCKUM OpraHu3alusM) M YIOJIHOMOYEHHBIM
OpraHaM O IPEKpPALIEHUH WJIN MPUOCTAHOBKE MCCIIENOBaHMs, a Takke ykas3arh npuunHy. 9CO (HOK)
TaKk)Ke JOJDKEH ObITh HEeMeIJeHHO WHGOPMHUPOBAH CIOHCOPOM WIJIM HCCienoBaTeseM (MeIUIUHCKOM
opraHmsanueii) (B COOTBETCTBHH C TNPUMEHUMBIMH TpPeOOBAaHUSMH), B TOM 4YHCIE O MPUIUHAX
MPEeKpAIECHHUS UK IPUOCTAHOBKH UCCIIEI0OBAHUS.

5.22. OTyer 0 KIMHUYECKOM HCCIIEIOBAHUU.

HezaBucumo oT TOro, ObUIO JIM HCCIENOBaHHE 3aBEPUICHO MO IMPOTOKOJY WU MPEKpalieHo
JIOCPOYHO, CIIOHCOp JIOJDKEH O00ecneuuTh COCTaBlIeHHE (B COOTBETCTBMM C HOpuiokeHneM Nel
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HACTOSAIIIUM HpaBI/IJ'IaM) nu HpGIICTaBJIeHI/IG B YHOJIHOMO‘-ICHHBIC OpI‘ aAHbl OTYECTOB O KIMHUYCCKOM
uccaenoBanui. CIOHCOp Takke JOJDKEH OOECIeUuTh COOTBETCTBHE OTYETOB O KIWHUYECKOM
HCCICOOBAHUHM, BXOAAIIMX B COCTAaB peI‘I/ICTpaHI/IOHHOFO JTOChEC Tpe6OBaHI/I$IM, HpCI[YCMOTpeHHBIM
npuioxenneM Ne 1 k [IpaBuiiam peructpariiv ¥ SKCIIePTU3bI JIEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO
HpI/IMeHeHI/Iﬁ.

5.23. MHOTOILICHTPOBBIE UCCIIETOBAHMUS.

[Tpy MHOTOIIEHTPOBBIX UCCIEIOBAHUIX CIIOHCOP JAOKEH 00ECIEUHTh CIIeIyIOIIee:

5.23.1. Bce uccnenoBarenu MpOBOASAT MCCIEAOBAHHE B CTPOIOM COOTBETCTBHHM C IMPOTOKOJIOM,
COTJIACOBAaHHBIM CO CITIOHCOPOM U MPHU HEOOXOJAMMOCTH C YIIOTHOMOUYEHHBIMH OPTaHAMH U Pa3pelICHHBIM
(omobpennnim) 3CO (HOK).

5.23.2. npuBuyanbHas perucTpaliioHHas KapTa pa3paboTaHa TakuM o0pa3oM, 4ToObl coOpaTh
Bce TpeOyemble IaHHBIE M3 BCEX IIEHTPOB, YYaCTBYIONIUX B MHOTOIIEHTPOBOM HCCIICIOBAaHUU. Tem
HUCCICO0BATCIIAM, KOTOpLIe CO6I/IpaIOT JOIMOJIHUTCIIBHBIC HAHHBIC, OOJIXKHBI 6BITB TAKXE Hpe,Z[OCTaBHeHBI
JIOTIOJTHUTEIbHBIE ~ WHIWBHUIyalbHBIC  PETUCTPAIMOHHBIE  KapThl, pa3paboTaHHble 1 cOopa
JOIIOJIHUTCIIbHBIX JTAHHBIX.

5.23.3. O0s3aHHOCTH UCCIIEIOBATEIEH-KOOPIUHATOPOB M APYTHX HCCIETOBATENCH JOKYMEHTAIBHO
3aKpeIUICHbI O Hayaia UCCIIeOBaHUsI.

5.23.4. BceM uccienoBaTesiM Npe1oCTaBICHB HHCTPYKITUU TI0 COOJTIOIEHUIO TTPOTOKOJIA, STUHBIX
CTaHIIapTOB OIICHKU KIIMHUYCCKUX U na60paTopHHx JAaHHBIX, a TaKXKC I10 3alIOJTHCHHIO HHIII/IBHI[}’EUIBHOIZ
PETUCTPAIIMOHHOMN KapThI.

5.23.5. CBs13p MeX 1y UCCIIEOBATEISIMU HE 3aTpyIHEHA.

6. HpOTOKOJI KINMHUYIECCKOro HCCJICA0BAHUA U IMONMPABKHA K IMPOTOKOJY

[To oOmemy mpaBuiy, COAEpKAHHE MPOTOKONA JOKHO WMETh YKa3aHHYIO HIDKE CTPYKTYpY.
Opnako wHQOpMAIMs, UMEIOIasi OTHOIICHWE TOJBKO K OJHOMY HCCIIEIOBATEIbCKOMY LEHTPY, MOKET
OBITh TIPEJICTABJICHA HAa OTJCIBHBIX CTPAHUIIAX MPOTOKOJIA UITU COJIEPIKATHCSA B OTJCIBHOM COTJIAIICHUH, a
YacThb MPUBEICHHON HIDKE MH(DOpPMAIIMM MOXET TaKKe COAEPKAaTbCAd B IPYIHMX JTOKYMEHTax, CChUIKU Ha
KOTOpbIE YKa3aHbl B MPOTOKOJIE (HAapUMep, B OpOILIIOpe UCCIeI0BATEIs).

6.1. O6mas nadopmanus.

6.1.1. Ha3panue mpoToKoJsia, WACHTH(PHUKAIIMOHHBII HOMEp MPOTOKONAa M JAaTta uznaHus. Jlobas
MoTpaBKa Tak)Ke JA0JKHA UMETh HOMED U Aaty.

6.1.2. HaumenoBanue (pamMuins) 1 apec CioHCOpa 1 MOHUTOpPA (€CJIM OHU Pa3INYalOTCs).

6.1.3. ®amwimn, nMeHa, oTdyecTBa (MPU HATUYWHN) U JIOJDKHOCTH JIUI, YIIOJTHOMOYCHHBIX OT UMEHU
CTIIOHCOpA TIOJIMTUCKIBATH ITPOTOKOJI U TIOMIPABKU K MTPOTOKOITY.

6.1.4. ®damunusa, uMs, OTYECTBO (IIPW HAIWYHH), JOJDKHOCTH, aapec W Homep TenedoHa
HA3HAYEHHOI'0 CIIOHCOPOM MEAMIIMHCKOI0 IKCIEPTa O JAHHOMY MCCIIEA0BaHUIO.

6.1.5. ®amwimu, nMeHa, oT4ecTBa (MPU HATUYWHN) U JIOJDKHOCTH UCCIIEIOBATENCH, OTBEUAIOIIHNX 3a
MPOBEJICHUE UCCIICIOBaHUS, a TAKXKE ajpeca M HoMepa Tene(pOHOB KIIMHUYECKUX IIEHTPOB.

6.1.6. ®damunus, uMs, OTYECTBO (IIPW HAIWYUH), JOJDKHOCTH, aapec W Homep TenedoHa
KBTM(UIIMPOBAHHOTO Bpada (B TOM YHCJIE CTOMATOJIOTA), OTBEUAIOIIETO 3a NMPUHATHE BCEX PEIICHUIN
MEIUIIMHCKOTO (CTOMATOJIOTHMYECKOro) XapakTepa B KOHKPETHOM HCCIEAOBATEIbCKOM IIeHTpe (eciu
JIAHHOE JIUIIO HE SIBJISIETCS UCCIIEOBATEIIEM).

6.1.7. HaumeHoBaHMsI W ajapeca KIMHUYECKUX JIA0OpATOpPHA W JPYTHX MEAMIIMHCKUX, a TakkKe
TEXHUYECKUX CITyKO ¥ (MJIH) OpraHu3aIiii, BOBICYCHHBIX B UCCIICIOBAHHE.

6.2. O00CHOBaHUE UCCIEIOBAHMS.

6.2.1. HaumeHoBaHue 1 ONKUCAHUE UCCIIEIYEMBIX IIPENapaToB.

6.2.2. CBOAHOE H3JIOKEHHE TMOTECHIHUAIBHO HMEIOIIMX KIWHUYECKYI0 3HAYMMOCThH PE3YJbTaTOB
JOKJIMHUYECKUX HCCICOBAaHUM, a TakkKe pe3yJbTaTOB KIMHUYECKUX HCCICIOBAHUM, 3HAUYUMBIX JUIS
JTAHHOTO MCCIIeIOBaHUSI.
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6.2.3. KpaTkoe omnucaHuMe€ HM3BECTHBIX W IOTEHLHAIbHBIX PHUCKOB M TMOJB3bl JUISI CYyOBEKTOB
HCCIe0BaHus (MPY HATUYHH).

6.2.4. Onucanue 1 000CHOBaHUE cloco0a BBEACHUS, JO3UPOBKHU, pEeKUMa JI03UPOBAHUS U Kypca
JICUYEHUSI.

6.2.5. VYkazaHue Ha TO, 4YTO JaHHOE KIMHMYECKOE MCCIIeJOBaHUE OyJeT NPOBOIAUTHCSA B
COOTBETCTBHUH C MTPOTOKOJIOM, HacTosIUMU [IpaBuiaMu 1 npuMEHUMBIMU TPEOOBaHUSIMH.

6.2.6. Onrcanue uccaeyeMou MomyJIsiui CyObEeKTOB UCCIICAOBAHMSL.

6.2.7. CcblIKM Ha JIMTEPATYpHbIC WCTOYHUKU W JaHHBIC, CYIICCTBEHHBIC IJI1 HCCIECIOBAaHUSA U
NpeJCTaBIAIoMNEe CO00 000CHOBaHUE JAaHHOTO MCCIIEJOBAHUSI.

6.3. Llenu u 3a/1a4m UcCIeIOBaHMUS.

JleTanpHOE OMMCaHuUeE LIeJIeH 1 3a71a4 UCCIIEOBAHUS.

6.4. JInzaitn ucciaeaoBaHus.

Hayunas 000CHOBaHHOCTb HCCIIEZIOBAaHUS M JJOCTOBEPHOCTH IOJIyUYEHHBIX B XOJI€ MCCIIEOBAHUS
JAHHBIX CYHIECTBEHHO 3aBHCSIT OT JAM3aiiHa uccienoBaHus. OmucaHue au3ailHa UCCIEIOBAHUS JIOJIKHO
BKJIIOYATh B Ce0s ClieTytolIee.

6.4.1. Yka3aHue OCHOBHBIX W JIONOJHUTEIBHBIX (MPU HAIMYHUH) HCCIECIYEMBIX TapaMeTpOB,
KOTOpbIe OyIyT OLIEHUBATHCS B XOJI€ UCCIIEIOBAHNUS.

6.4.2. Onucanne Tuma (Au3aliHa) TPOBOJUMOTO HCCIENIOBaHMS (HAaMpUMeEp, JBOWHOE CIENoe,
1a1e00-KOHTPOIMpyeMoe, THapajielbHOE) M CXEMaTHYeCKoe M300pakeHue u3aifiHa HCCle0BaHus,
MPOLEAYpP U ITAlOB UCCIIEIOBAHUS.

6.4.3. Onucanue Mep, HAMPABIEHHBIX HA MUHUMH3AIUIO (MCKIIIOUEHUE) CYyOBEKTUBHOCTH, B TOM
quce:

a) paHJOMU3alIUH;

0) cnenoro MeTo1a (MAaCKHPOBKH).

6.4.4. Onucanue UCHOJIB3YEMOrO B MCCIEAOBAHUU JICUEHHUS, JTO3UPOBKH M CXEMBbl NPUMEHEHUS
HCCIIETyEeMbIX MpenaparoB (BKIOYAET B ceOs ONucaHue JeKapCTBEHHOM (OPMBbI, YITAaKOBKH U MapKHUPOBKU
UCCJIEYEMBIX MPENapaToB).

6.4.5. OxugaeMas TMPOJOHKUTEIBHOCTh YYacTHS CyOBEKTOB B HCCIICIOBAaHHWH, OIMCAHUE
MOCJIEIOBATEIBHOCTH M TIPOJOJDKUTEIBHOCTH BCEX IEPHUOJOB HCCIEIOBAaHUS, BKIIOYas TEPUO
MOCIEeAYIONEro HabI0eH s, €CIH TaKOBOM NMpeayCMOTpEH.

6.4.6. Onucanue NpaBWI OCTAHOBKH WJIM KPUTEPUEB HCKIIOUEHUS Ul OTAEIBHBIX CyOBEKTOB,
qyacTel UCCIIeIOBaHMs WU UCCIIEIOBAaHUS B LIEJIOM.

6.4.7. Ilporeaypsl ydera UCCIEIyeMbIX MpernapaToB, BKIOUas mianedo u mpemnapaTsl CpaBHEHHS
(Tpu HATTUYHH).

6.4.8. XpaHeHue paHJOMU3AIIMOHHBIX KOJIOB JIEYEHUS U NTPOLETYPhl UX PACKPBITHS.

6.4.9. IlepeyeHbp BceX JaHHBIX, PETUCTPUPYEMBIX HEMOCPEICTBEHHO B HWHIUBUIYAIbHOMN
perucTpanMoHHoi kapte (0e3 TMpeaBapUTEeNbHOW 3amUCH B MHUCHbMEHHOM WIM DJICKTPOHHOM BHUJEC) H
paccMaTpuBaeMbIX B KaUeCTBE MEPBUYHBIX TAHHBIX.

6.5. OT0Op ¥ UCKITIOUYEHUE CYOBEKTOB U3 UCCIICAOBAHMS.

6.5.1. Kpurepuu BiIroueHUs CyOBEKTOB B HCCIICIOBAHHE.

6.5.2. Kpurepun HeBKITIOUCHUS CyOBEKTOB B UCCIICOBAHNUE.

6.5.3. Kputepum wucCKItOueHUs CYOBEKTOB W3 HCCIAeAOBaHUS (OCHOBAHHUS TMpEKpaIieHus
NIPUMEHEHHUS UCCIIEyEeMOTo Mpenapara (UcciaelyeMoro JeueH s )), a TakKe IpoLeypbl, ONpeesonme:

a) KOTJla ¥ KaK CyOBEKTOB HCKIIFOYATh M3 UCCIICIOBAHMS (JICUCHUS UCCIICTyEMbIM TIPETapaToM);

0) KaKue JaHHBIC U B KAKUE CPOKH JJOJKHBI OBITH COOPAHBI 110 UCKITFOUYCHHBIM MMalUeHTaM;

B) TIpoIIeTypa 3aMeHbI CYOBEKTOB, €CITH 3TO IPETYCMOTPEHO;

r) mocieayioniee HaONoJeHHe 3a CyOBEKTaMU MCCIIEJOBAHUS, HCKIIOUEHHBIMH W3 JICUECHUS
HCCIIeYyEeMbIM TIpenapaToM (UCCIIeTyEeMbIM JICUEHHUEM ).

6.6. Jleuenne cCyObEKTOB HCCIICIOBAHUSI.

6.6.1. OcymiecTBisieMoe J€4eHUe, BKJIIOYas HAMMEHOBAHMS BCEX IMPEMapaToB, UX JO3UPOBKH,
9acTOTy NpueMa, MyTH (CIOCOOBI BBEACHHUsS), a TAKXKE NPOAOIKUTEIHHOCTh JICUCHHS, B TOM YHUCIIE
NepUoAbl MOCHEAYIONIEro HaOMIOEeHUsT s KaXJIOW TpyInbl CcyObeKTOB (IO TpymmaM JeueHus
UCCIIETyeMbIM TIPETapaToM, IpyIiaM HCCIelyeMOoro JeueH s, TPYyIaM HCCIeOBAHNU).
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6.6.2. JlekapcTBeHHBIE Npenaparthl (BUbl TEpaNuM), IPUMEHEHHE KOTOPBIX pa3pelieHO (BKIHOYAs
HEOTJIOXKHYIO TEPAIHIO) WJIM HE pa3perieHo 10 U (WI1) BO BpeMsl IIPOBEICHUS UCCIICIOBAHUS.

6.6.3. MeTobl KOHTPOJIS 33 COOJIIOJICHUEM TPOoLEeayp CyOBEKTaMH UCCIIEAOBAHMS.

6.7. Onenka >(ppeKTUBHOCTH.

6.7.1. Ilepeyenb napameTpoB 3((HEKTUBHOCTH.

6.7.2. Metonpl W CpPOKM TPOBEICHUS OIICHKH, PErUCTpallMd MW aHajdu3a I[apaMeTpoB
3¢ (HeKTUBHOCTH.

6.8. Onenka 0e30I1aCHOCTH.

6.8.1. Ilepeyenn mapameTpoB 6E30MACHOCTH.

6.8.2. MeToapl U CPOKH MPOBEICHUS OIEHKH, PETUCTPAIIMHA U aHATIN3a IMapaMeTpOB O€30MacHOCTH.

6.8.3. TpeboBanus K OoTYeTaMm, MPOIEIYPHI MO PETUCTPAIMH U COOOIICHHSIM O HEXEIaTeIbHBIX
SBJICHUSIX U UHTEPKYPPEHTHBIX 3a00JIeBaHUSX.

6.8.4. Metonq W TPONOKUTENBHOCTh HAOMIOACHUS 3a CyOBEKTaMH MCCIEIOBAHUS IMOCTe
BO3HHUKHOBEHUS HEKENATEJIbHBIX SBICHUI.

6.9. CtaTuCTUYECKHE ACTIEKTHI KIIMHUYECKOTO UCCIIEI0BAHMUS.

6.9.1. OnuncaHue CTaTUCTUYECKUX METOJIOB, KOTOPBIE IMPEINOJIAraeTcsi MCIOJb30BaTh, BKIIIOYAs
CPOKH IIPOBEJEHUS KaXK10T0 INIAHUPYEMOTO IMPOMEKYTOYHOI'O aHAJIN3A.

6.9.2. IlmanmpyeMoe KOJUYECTBO CyOBeKkTOB. B cilydae TmpoBeAeHHS MHOTOIICHTPOBBIX
UCCIICIOBAaHHUN JIOJDKHO OBITh ONpEAETICHO IUIAHUPYEMOE KOJIMYECTBO CYOBEKTOB B KaXKJIOM LEHTpE.
ObocHoBaHMe pa3Mepa BBIOOPKH, BKJIIOYAs TMOSICHEHHS WM BBIYUCIEHUS i OOOCHOBaHUS
CTaTUCTUYECKON MOIIIHOCTH UCCIIEIOBaHHS U KIMHUYECKOH 000CHOBAaHHOCTH MCCIICIOBAHMS.

6.9.3. [IpuMeHsieMblii ypOBEHb 3HAYUMOCTH.

6.9.4. Kpurepuu npekparieHus: UCCIe10BaHMUsL.

6.9.5. Tlpouemypsl y4eTa OTCYTCTBYIOIIHMX, HE MOJICKANIMX aHAIH3Y U (anbCUUIIMPOBAHHBIX
JTAaHHBIX.

6.9.6. Ilpomemypsl cOOOIIEHUST O JIOOBIX OTKJIOHEHHSIX OT TEPBOHAYATIBLHOTO CTATHCTHYECKOTO
iaHa (Bce OTKIOHEHHUS OT IEePBOHAYAIBHOTO CTATUCTHYECKOTO IIaHa MJOJKHBI OBITh OMHCAHBI U
000CHOBaHBI B TPOTOKOJIE M (MJIH) 3aKJIFOUYUTEITLHOM OTUeTe 00 MCCIEAOBAHMH ).

6.9.7. OT6op cyOBEKTOB A aHaiM3a (HampuUMep, BCE PAHIOMU3UPOBAHHBIE CYOBEKTHI, BCE
CyOBEKTHI, MOJIYyUHUBIINE XOTS OBl OHY 03y HCCIEAYEMOro Mpemnapara, Bce CyObeKThl, COOTBETCTBYIOIIUE
KpUTEpUsIM 0TOOpa, CYyOBEKTHI, JAHHBIC KOTOPBIX MTPUTOIHBI JIJISl OIEHKH).

6.10. IIpsamoii 1OCTYTI K IEPBUYHBIM JAaHHBIM (JJOKyMEHTAITUH ).

CroHCOp JOKEH MPEeTyCMOTPETh B MTPOTOKOJIE MM MHOM IMHCHMEHHOM COTJIAINICHUH 00S3aHHOCTh
uccienoBareneil (opraHu3anuii) He MPEnsATCTBOBATh MPSAMOMY JIOCTYNy K TMEPBUYHBIM JTaHHBIM
(ToKyMeHTanuu) Ui TPOBEACHHUS CBSI3aHHBIX C KCCIEAOBAHMEM MOHUTOPHUHTA, ayauTa, JTHYECKON
AKCIIEPTU3BI, @ TAK)KE UHCIIEKIIUU CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

6.11. KonTposb kauecTBa 1 00ecrieueHue KauecTBa.

6.12. DT4eckue acreKThl.

Onucanne STHUECKUX aCTMEKTOB HCCIIeIOBAHMUS.

6.13. Pabora ¢ 1aHHBIMHU U BEICHUE 3aIIUCEN.

6.14. duHaHCHPOBAHME U CTPAXOBAHHUE.

@duHaHCHPOBAHUE U CTPAXOBAHUE, €CIIM OHU HE OMHKCAHBI B OT/IEJILHOM JIOTOBOPE.

6.15. TlonmuTHKa B OTHOIIICHUY TTyOIHKAITHIA.

[TonuTuka B OTHOIIEHUU ITyOIMKAIUI, €CJIM OHA HE OIMCaHa B OT/AEILHOM JJOTOBOPE.

6.16. IIpunoxeHus: K IpOTOKOITY.

7. bpouopa ucciaexoBares

7.1. BBeneuue.
bpomrtopa wucciemoBatens MpejacTaBisieT Cco0OM  CBOJHOE M3JIOKCHUE KIMHHYCCKHX U
JOKIIMHUYCCKUX HJAaHHBIX IIO I/ICCJIC,Z[yeMOMy HpenapaTy, KOTOpBIC HNMCHKOT 3HAUCHUC IJIA €TI0 I/I3y‘-IeHI/I$I C
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ydacTHEeM 4YellOBeKa B KauyecTBe cyObekTa uccienoBaHus. HasHadueHunem OpoOLIIOpHI HCCIEI0BaTEeNs
ABIIIETCS TpPEAOCTaBICHHE HCCIEAOBATENsIM W JIPYTUM JIMIaM, BOBJIEYECHHBIM B IPOBEJICHUE
UCCIIeIOBaHMs, HH(OpMAIK, TOMOTaloIell MOHUMAaHUIO W COOJIOJCHUI0 MHOTHX CYIIECTBEHHBIX
MOJIO’KEHUH MTPOTOKOJIA, B TOM YHUCIIE O J103€, YacTOTe (MEPUOJUIHOCTH) 103, CIIOc00ax BBEICHHUS, a TAKXKe
npoleype MOHMTOpMHTa Oe3omacHOCTH. bpomrtopa uccriemoBaTens Takke oOecleurBaeT MOHHMAaHUE,
crocoOcTByIOlee KIMHUYECKOMY BEJCHHIO CyOBEKTOB HCCIIEOBAaHUS B TEUEHHE Kypca KIMHUYECKOTO
uccnenoBanus. Wupopmanus 1nopkHa OBITH TNpEACTaBI€HA B KPaTKOM, MPOCTOM, OOBEKTHBHOM U
JUIICHHOM pEeKIaMHOro OTTeHKa Qopme, TMO3BOJAIOMIEH KIMHULIKUCTY WIM MOTEHUUATbHOMY
UCCIICIOBATENI0 TMOHATh €€ U cHOpMUpOBaTH CBOIO COOCTBEHHYIO OOBEKTUBHYIO  OLEHKY
1[eJIeCO00Pa3HOCTH TPEANIaraéMoro HCCIIEeIOBaHUSl MCXOZAS U3 COOTHOIICHHS Mojib3a-puck. [lo 3Toii
NPUYMHE B COCTABJICHUU OPOLIIOPHI MCCIIE0BATENS OOBIYHO MOJDKEH NPUHUMATh yYacTHE MEIULMHCKHUIMA
AKCIIEPT, HO CcojAep)KaHHe OpOLIIOPBl HCCIENOBATENS JOJDKHO OBITh 0J00pEHO CHEelHaTUCTaMH TeX
obuacTeid, Te ObLIH MMOTyYeHBI OMUCHIBAEMbIE TaHHBIE.

Hacrosmue IlpaBuia onpenensioT MUHUMAaNIbHBI 00beM HH(OpMAIMK, KOTOpas JO0JKHA ObITh
BKJIIOYEHA B OpOULIIOpY HCCIEIOBATEeNs, M JNAIOT PEKOMEHJAIMU MO CTPYKTYpE H3JIOXKEHHUS ITaHHOM
uHdopmaruu. Ilpeamonaraercs, 4To Xapakrep U 00beM TOCTYMHOW WH(OpMaIuu OyayT U3MEHSTHCS B
3aBHCUMOCTH OT CTaJIMU Pa3pabOTKU UCCIeAyeMOoro npemnapara. Ecinu uccnenyemblil mpenapaT HaXoIuTCs
Ha PbIHKE U OOJILIIMHCTBY MPAKTUKYIOUINX Bpadyeil XOpoIlIo U3BECTHHI ero (hapMaKoJIOTHYeCKUe CBOMCTBA,
Oporurropa uccieoBaTeNlss MOKET ObITh MeHee MoJapoOHoH. C paspemieHus: YIoJTHOMOUYEHHBIX OpPraHOB
BMECTO OpONIIOPHI HCCIEA0BATENs] MOTYT OBITh HCIOJB30BaHbI MaTEpHalibl, COJEpKallle OCHOBHYIO
MHPOPMALIMIO O TpenapaTe, JUCTOK-BKIAABIII WM WHGPOpPMalMs HAa JTUKETKE TNPU YCIOBHH, YTO
aJIbTePHATUBHBINA BApUAHT COJIEPKUT aKTyallbHYIO, BCECTOPOHHIOIO M MOJIPOOHYI0 HHPOpMAIUIO 000 BCeX
XapaKTepUCTUKAX HCCIEAYeMOro IpemnapaTa, KOTOpble MOTYT OBITh BakKHBI JJIsi MccienoBarens. Ecim
HaxXoAsIUics B CBOOOAHOM TMpoJake JIEKAPCTBEHHBIM Mpemapar HCCienyeTcsl Ha MpeaMeT HOBOIO
npuMeHeHHs (10 HOBOMY IOKa3aHUIO), OpoIIopa HMCCIeaoBaTeNs JOJKHA OBITh COCTaBlIEHA C YYETOM
HOBOT'0 IpuMeHeHus. bpoitopy uccienoBarens cieayeT nepecMaTpuBaTh HE peke 1 paza B ron u mpu
HEOOXOIMMOCTH HCHPABIATH M JOMOJHATH B COOTBETCTBUU CO CTaHIAPTHBIMHU IPOLEAYpPaMHU CIOHCOpA.
Bbpourtopa uccrnenoBatenss MOXKET MepecMaTpUBATbCA dYalle B 3aBUCUMOCTH OT CTaJuu pa3paboTKu
npenapata M 1O Mepe MOCTYIUICHHS HOBOM 3HaunmMoil mHpopmammu. OJHAKO B COOTBETCTBHU C
MPUHLIMIIAMH HaJJiexallel KIMHUYECKONH MPaKTUKU HOBas MH(POpPMAIUS MOXKET ObITh HACTOJIBKO Ba)kHA,
9TO0 €¢ HeoOXOoAMMO coOoOIMTh uccienoBarensM u npu HeoOxoaumoctu DCO (HOK) u  (wmm)
YIOJTHOMOYEHHBIM OpraHaM JI0 €€ BKIIOYEHHS B HOBYIO pPeJaKIMi0 OpOIIIOphl HCCIEA0BaTENS.

Kak mpaBuiio, COHCOp OTBEYaeT 3a MPEIOCTaBICHHUE HCCIENOBATESIM AKTyallbHOW peIaKIuu
OpoIopel  UCCIIEIOBATENs, a KCCIEAO0BAaTeIM OTBEYAIOT 3a IPEJOCTABICHHUE AaKTyaJbHOW penakuuu
Opourropsl uccienoBatens coorsercTByomemy 3CO (HOK).

Eciu crnoHcopoM wHccnenoBaHusi ABISETCS HCCieNOBaTellb, OH JIOJDKEH paccMaTpUBaTh
BO3MOXKHOCTh TIOJYYEHHS OpOIIIOpPHI OT HM3TOTOBUTENs IMpenapara. Eciau uccienyeMblii mpemnapat
MIPEIOCTABIICTCS CAMUM CIIOHCOPOM-HCCIIEZIOBAaTEIeM, OH JJOJKEH JOBECTH HEOOXOAMMYIO0 MHGOPMAIUIO
JI0 CBEJCHUS 3aHATOTO B MCCIIEJOBAHWMU IepcoHana. B Tex ciydasx, KOr/a COCTaBJICHHE OpOIIIOPHI
uccienoBarens cTaHaapTHoro Qopmara HenenecooOpa3HO, B KadecTBe albTEpHATHBBI CIIOHCOP-
UCCIIEIOBATENb JIOJDKEH BKIIOYUTH B MPOTOKOJ pasfiell, BKIIOYAIOMUN NOJpOOHO M3JI0KEHHBIEC TaHHBIC,
coJiepKallie MHUHUMaJbHBIA O00BEM TeKylledl HHpOpMalK, MpelycMaTpuBaeMblii HACTOSIIUMU
IIpaBunamu.

7.2. O01IMe MOI0KEHU.

Bpomrropa rccnenoBarens JOKHA BKITIOUATh B CE0SL:

7.2.1. TUTYJIbHBIN JIUCT.

JomkHbel OBITH yKa3aHbl HaWMMEHOBAaHUE CIIOHCOPA, HUICHTU(UKATOPHI KAXKIAOTO HCCIEAYEMOTO
npenapata (HOMEp HCCIIEJOBaHMS, XMMUYECKOE WM YTBEP)KICHHOE HENaTeHTOBAHHOE Ha3BaHME, U
TOPrOBO€ HAMMEHOBAHME, €CIM 3TO HE MPOTUBOPEUUT JCHCTBYIOUIEMY 3aKOHOAATENBCTBY, a TaKKe
KEJIaHUIO CIIOHCOpa) U JlaTa peJakluy OpOIIIOphl UCClieoBaTeNs. Y Ka3bIBAeTCsl HOMEP BEPCHH OpOLIIOPHI
UCCIIeIoBaTeNsl, HOMEp M JaTa NpeAblAyIell peaakiuyu OpOLIIOpbl HCCIIE0BATES.

7.2.2. Yka3aHue Ha KOH(PUICHIINAIBHOCTb.
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[To >kenmaHWIO CIIOHCOP MOXET BKIIOYUTH B OpOLIIOPY HCCIIENOBATENsS YBEJOMJICHUE
uccienoBarenei (momayyaTenei) o TOM, YTO OHU JOJDKHBI pacCMaTpUBaTh OpOIIIOPY HCCIeNoBaTeNs Kak
KOH(HICHIIMATIBHBIN TOKYMEHT, IPpeJHa3HAYCHHbIN UCKIIOUUTEIBHO I 03HAKOMIICHHS U MCTIOJIb30BaHHUS
uccaenaoBarenbckuM kouiektueoM U 3CO (HOK).

7.3. Coneprkanue OpOIIIOPBI UCCIIETOBATEIIS.

Bpourtopa uccrienoBaTens M0JDKHA HWMETh CIEAYIOLIUE pa3felibl, KaXAblii W3 KOTOPBIX (Tae
NPUMEHHMO) CIIETYET COIPOBOXKIATh MIEPEUHEM CCHIJIOK HA JIMTEPATYPHbIE HCTOYHUKH.

7.3.1. Ornasnenue.

7.3.2. Kpatkwuii 0630p.

JloibkHO OBITH TIPEACTABICHO KpaTKoe pe3toMe (KemaTelbHO HE MPEBBIMIAIONICe 2 CTPAHHIY)
JNOCTYNHOW uHpoOpMaMu O (QU3HUECKUX, XUMHUYECKHX, (apMaleBTUYECKUX, (PapMaKoIOTHUECKUX,
TOKCUKOJIOTHYECKUX, (hapMaKOKHHETHYECKUX, META00INYECKUX CBOMCTBAaX, MH(OPMALIUU O KIMHUYECKOM
MIPUMEHEHUHU, COOTBETCTBYIOIICH TEKYIIEeH CTaIuu KIIMHUYECKON pa3pabOTKH HCCIIeyeMOro npernapara.

7.3.3. Beenenue.

B kxpaTkoM BBOJHOM pasfene JOJDKHbI OBITh YKa3aHbl XMMHUYECKOE Ha3BaHUE (a Takke
HENaTeHTOBAaHHOE W TOProBO€ HAMMEHOBAHMS, €CIIM Tpernapar 3aperucTpUpoOBaH) HCCIETyeMOro
npernapara, BCE AaKTHBHbIE HMHIPEIHEHTHI, (hapMakolornyeckas Trpynmna, K KOTOPOH OTHOCHUTCS
UCCIIeIyeMbIil TpernapaT, U MECTO, Ha KOTOpOoe OH B HEW mpeTeHAyeT (Hampumep, MpeuMyIIecTBa),
00OCHOBaHHUE JUIs M3YYECHHUS HCCIEIYEeMOro Ipernapara, a TakkKe €ro OKuaaeMble NMpo(UIaKTUYECKHE,
TepaneBTHYECKHUEe WM JAMAarHOCTUYecKue Moka3aHus. Kpome Toro, B BBOAHOM pasjese TOJIKEH OBbITh
copMyIHpoBaH 00K MOAX0/] K OIIEHKE UCCIIEAYEeMOro penapara.

7.3.4. ®usndeckue, XUMHUECKHUE U (hapMarleBTUIECKUE CBOWCTBA U JIEKApCTBEHHAS (hopMma.

JlomkHbl OBITH TpEACTaBICHBI OINMCAaHME KOMIIOHEHTOB HCCIEyeMOro mpemnapara (BKIOYas
XUMUYECKHE U (UITH) CTPYKTYpHBIE (OPMYJIBI), a TAK)KE KpaTKas CIpPaBKa O €ro OCHOBHBIX (PU3WYECKHX,
XMMUYECKHX U (hapMalleBTHUECKUX CBOMCTBAX.

s obecrieueHus aieKBaTHBIX Mep OE30MaCHOCTH B XOJI€ MCCIIEIOBaHUS JOJDKEH ObITh yKa3aH U
pyU HEOOXOJMMOCTH OOOCHOBAH COCTAB JIEKAPCTBEHHOM (hOpMBI, BKIIIOYAs JOMOJHUTEIbHBIC BEIIECTBA.
Takxke MOMKHBI OBITH MPEAOCTABICHBI MHCTPYKIMHU O XPAHEHUIO M HCIOJB30BAaHUIO JIEKApPCTBEHHBIX
bopm.

CrnenyeT ynoMsiHyTh J1IF000€ CTPYKTYPHOE CXOZCTBO C APYTUMHU U3BECTHBIMU COEIMHEHUSMHU.

7.3.5. JIOKIMHUYECKUE UCCIICIOBAHUSI.

BBenenue.

JloKHBI OBITH TIPEACTABICHBI B KPATKOM (opMe pe3ysIbTaThl BCEX CYIIECTBEHHBIX JOKIMHUYECKUX
UCCIIeIOBaHUM  (PapMaKOIOrMYECKUX CBOWCTB, TOKCUYHOCTH, (apMakOKMHETUKH U MeTaboIu3Ma
uccineayemMoro mpemnapata. Jlo/KHBI ObITH  OMMCAaHBl HUCIOJB30BaHHBIE METOMbI, MPEICTABICHbI
MOJTyYEHHBIE PE3yJIbTaThl, a TaKKe HMX OOCYXKICHHE B CBSI3U C HCCIEAYEMbIMH TEparneBTHUECKUMU U
BO3MOKHBIMH HEOJIaronpUsATHBIMA MM HETpeABUACHHBIMH 3(deKkTaMu y denoBeka. B 3aBucumocta ot
HaJIU4Hs (IOCTYITHOCTH) HH(GOPMAITUU YKa3bIBaeTCs CIEAYOIIee:

UCTIOJIb30BaHHBIE B HCCIIEIOBAHUSAX BU/IbI )KUBOTHBIX;

KOJIMYECTBO U TMOJI )KUBOTHBIX B KaXKIOW TPYIIIIE;

eIMHUIIBI U3MEPEHHS JI03bI (HalpuMep, MUJUTUTPaMM/KHIIOTPaMM (MI/KT));

KpaTHOCTh BBEJICHUS;

MyTh BBEJICHUS;

JUTUTETILHOCTh Kypca BBEJICHUS;

uH(OpMaLKs, OTHOCSIIASACSA K CHCTEMHOMY PacIpeIesIeHHIO;

MPOJOHKUTEIHLHOCT OCEAYIONIET0 HAOIIOACHHS TT0CIIe OKOHYAHUS BBEJICHUS Mpenapara;

pe3yJIbTaThl, BKIOYAsk PACKPBITHE CIETYIONIUX aCTIEKTOB!

XapakKTepa v 4acTOThI (HApMaKOJIOTHUECKUX UM TOKCUIECKUX (P (HEKTOB;

BBIPR)KEHHOCTH MJIM CTETICHU TSDKECTH (DapMaKOIOTUYECKHX MM TOKCHUECKUX 3P (PEKTOB;

J10303aBUCUMOCTH d(PPEKTOB;

BpPEMEHHU J10 HAaCTyIuIeHus 3¢ (peKToB;

obpatumocTu 3¢ (HeKToB;

MPOIOJDKUTEIBHOCTH AP PEKTOB.
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Jns Gonbliel HarIsIIHOCTH JIAHHBIE CJEIyeT 1O BO3MOXKHOCTH NPEACTaBIATh B BUAE TaOIHIl
(mepeuneit). [locnemyromme pasnensbl JOMKHBI COACPKaTh 00CYyXAeHHE HanbOoee BaXKHBIX PE3yIbTAaTOB
UCCIIEIOBAaHM, BKIIIOYAs J0303aBUCUMOCTh HAaOMI01aeMbIX 2(PPEKTOB, X IKCTPATIONIALHUIO HA YeJIOBeKa, a
TaKKe JII0ObIE MHBIC aCTICKTHI, TPEOYIOIIHNE UCCIIeIOBaHUs y YesioBeka. [Ipn HeoOX0AMMOCTH TOJKHO OBITh
IIPOBE/ICHO CPAaBHEHUE PE3yNbTATOB HCCIENOBaHUS APPEKTHUBHBIX U HETOKCHUYECKUX 03 Ipernapara Ha
KUBOTHBIX OJHOTO M TOTO € BHJA (HEOOXOIMMO OMNpENeIUTh TepameBTHUecKuil uHuaekc). Cremyer
yKa3aTh, KaK 3TH JIaHHbIE COOTHOCSTCS C JI03UPOBKAaMHU, MpeIIaraeMbIMH [T IPUMEHEHHS Y YeloBeka. Bo
BCEX CJIy4asiX MO0 BO3MOXKHOCTH MpPHU NPOBEICHUN CPaBHEHHI pPEKOMEHIYeTCsl YKa3blBaTh KOHLIEHTPALUU
npernapara B KpOBH (TKaHM), a HE TO3UPOBKH, BEIPAYKEHHBIE B MI/KT.

a) JlokanHn4yeckas (papMaKoJI0rusi.

JlanHblii pa3zen JODKEH BKIIOYATh B ce0s KpaTkoe omMcaHue (apMaKOJIOTHUYECKUX CBONCTB
HCCJIETyeMOro IpernapaTa U 1o BO3MOXKHOCTH €r0 OCHOBHBIX METabOIMTOB MO pe3yJibTaTaM HCCIeIOBaHUN
Ha JKMBOTHBIX. KpaTkoe omnucaHue MOIDKHO BKIIIOYATh B ce0s MCCIEIOBAHUS 1O OLEHKE BO3MOXKHOM
TepaneBTHYECKO aKTUBHOCTH (Hampumep, 3PGEeKTUBHOCTD MPU SKCIIEPUMEHTAIFHOM MaTOJIOTUH, JTUTaH/-
peLenToOpHOe B3aUMOJCHCTBHE M CHEMU(PUYHOCTh ACUCTBUS), a TaKKE HCCICAOBAHHS 110 OLEHKE
0e30macHOCTH (HampHUMep, CHelHaJbHble HCCIENOBAaHUS I8 H3Y4YCHHs] HHBIX (PapMaKOoJIOTHUYEeCKHX
3¢ PEeKTOB, HE UMEIOIINX TEPATIEBTHUECKON HAIPABICHHOCTH).

0) ®apMaKOKHHETHKA U MeTa00/IM3M Npenapara y sKMBOTHBIX.

JlaHHBIi pa3fen Jo/DKeH BKIIIOYaTh B ceOs KpaTkoe onucaHue (papMaKkOKMHETHKH, METaboIn3Ma U
pacnpesielieHusi UCCIeyeMOoro npenapara B TKaHSIX *KHUBOTHBIX BCEX BHJIOB, Ha KOTOPBIX MPOBOJIUINUCH
uccnenoBanus. JloKHBI OBITH OCBELICHBI BCAaChIBAaHME, MECTHas W CHUCTEMHas OMOJOCTYIHOCTb
HCCIIETyeMOro Tpernapara U ero MeTadOJIMTOB, a TaKXKe UX CBSA3b C JaHHBIMU (DapMaKOJIOTUYECKUX U
TOKCHKOJIOTHYECKUX UCCIIEIOBaHUN Ha )KUBOTHBIX.

B) ToxkcukoJsiorus.

JaHHplii pasfen JODKEH BKIIOYAaTh B ce0s KpaTKoe ONUCaHWe TOKCHUYecKuX 3(hdekTon
HCCIIETyeMOro Ipemnapara, BBISBICHHBIX B HMCCIEIOBAHUAX Ha JKUBOTHBIX pa3HbIX BHIOB. Creayer 1o
BO3MOYKHOCTH MPHUIEPKUBATHCS HIDKEIPUBEICHHOM CTPYKTYPHI OTJIaBJICHUS TaHHOTO pasjiena:

TOKCUYHOCTH MPU OJTHOKPATHOM BBEICHHH;

TOKCHYHOCTH NP MHOTOKPAaTHOM BBE/ICHUHU;

KaHILIEPOTE€HHOCTh;

CreMaIbHBIe HCCIEeNOBaHMs (HalpuUMep, MECTHO-pa3JpaXkaroliee JeHCTBHE, MCCIeI0BaHNE
CEHCUOWIM3UPYIONIETO ICUCTBUSA);

PENpOayKTUBHAS TOKCUYHOCTD;

T€HOTOKCHYHOCTH (MyTareHHOCTH ).

7.3.6. OnbIT NpUMEHEHUS Y YEJIOBEKA.

Beenenue.

B stom pazgene mompoOGHO oOcykmaroTcs u3BecTHbie A(D(EKTh UCClieqyeMoro mpemnapara y
YeloBeKa,  BKIOYas ~ WMHGOPMAIMIO,  OTHOCSIIIyIOCS K (papMaKkOKMHETHKE,  METa0oJu3My,
(dapMakoIMHAMHKE, 0303aBUCUMOCTH 3(PQeKToB, Oe30macHOCTH, IPPEKTUBHOCTH, a TaKXKe JIPYrHUM
BUJaM (apMakoJIOrMuecKol akTUBHOCTU. [I0 BO3MOKHOCTH JOKHO OBITH JaHO KpaTKOE OINHMCaHHe
KaX/IOTO 3aBEPILIEHHOTO KIMHUYECKOTo ucclieoBanus. Taxke 1okHa ObITh IpecTaBieHa HH(popMaIus
0 pe3yJiibTaTax JI000ro MPUMEHEHHUs HCCIeAyeMOoro mpernapaTa BHE paMOK KIMHUYECKUX HCCIEIOBaHUN
(HampuMep, CBEICHUS, TOTyYSHHbIE BO BPEMSI IIOCTPETUCTPAIMOHHOTO MPUMEHEHHUS TIpernapara).

a) ®apMaKOKMHETHKA U MeTa00JU3M Yy YeJI0OBeKa.

JlaHHBIH pa3gen IOJKEeH colepKaTh KpaTKyr MH(OpMAINio, OTHOCSIIYIOCS K (hapMaKOKHHETHKE
HCCIIeTyeMOro Ipernapara, u BKI4YaTh B ce0sl ClieyolIre JaHHbIe TPU HATUYHH:

dbapMakokMHETHKa (B TOM 4YHCIIe METa0OJM3M, BCAChIBAHHME, CBS3BIBAHHE C OCIKaMH TIIa3MBI,
pacnpesielieHue 1 BbIBEJICHUE);

OMOJOCTYITHOCTh  HCCIEIyeMOro Tpernapara (aOCONIOTHYIO IO BO3MOXHOCTH © (W)
OTHOCHUTEIIbHYI0) C UCIIOJIb30BaHUEM OTIpeIeNICHHON JIeKapCTBEHHOM (JOPMBI B KAUECTBE CPABHEHUS;

CyOmonyJIsiMK HaceNeHHus (HampuMmep, pa3iIuyus MO MOy, BO3PACTy WM HapyIIEHUSIM (QyHKIU
OpTaHOB);

B3aUMO/IeiiCTBHE (HAaIIpUMeED, JIEKAPCTBEHHBIC B3aUMOJICHCTBUS U BIUSHHUE MTpUEMa TTHIIH);
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JIpyrue JaHHble 10 (apMaKOKMHETHKE (HAmpuMmep, pe3yibTaThl MPOBEACHHBIX B paMKax
KJIMHUYECKHX HCCIIeI0BaHUN (hapMaKOKMHETHYECKUX MCCIIEJOBAHUH Ha PAa3IMUHBIX IPyIIax).

0) be3onacHocTb U 3P PEKTUBHOCTD.

Kpatko nomkna ObITh TIpeAcCTaBieHa HMHPOpMANMs, OTHOCSMIAsICS K  OE30MacHOCTH,
dapmakonuHamuke, YPPEKTUBHOCTH U J10303aBHCUMOCTH 3((deKkToB Hccieayemoro mpemnapara (M €ro
MeTa0O0JIUTOB, €CIIM UMEIOTCS IaHHBIE) U MOJIyYeHHAas B X0J1€ MPOBEJCHHBIX KIMHUYECKUX HCCIIEA0BAaHHUM
(c ygactueMm 370pOBBIX JOOPOBOJIBIEB U (MIIH) MaMEHTOB). JlokHa OBITH Mpe/cTaBlieHa HHTEPIPETALUS
uHpopmanuu. B ciydae ecnu yacTh KIMHMYECKUX MCCIEOBAHUI yXe 3aBeplleHa, i 0ojee sICHOTo
BOCTIPHUSTHS JAaHHBIX PEKOMEHAYETCS MPEICTaBUTh 110 3aKOHUEHHBIM UCCIICIOBAaHUSM CBOJHBIE OTYETHI 10
3(pPEKTUBHOCTH M 0€30MAaCHOCTU HCCIIEAYEMOro Ipernapara Mo OTAEIbHBIM IOKa3aHUAM Yy Pa3INYHBIX
nomynsiuii. Takke cieayeT HCHOJb30BaTh CBOAHBIE TaONMIBL, coaep)kamme HHGOPMAIMIo O
HEXKEJIATEeNbHBIX PEAaKLUHUAX M0 BCEM KIMHUYECKHM HCCIIEOBAHUAM (BKIIIOYAsl UCCIIENOBAHUS s JIIOOBIX
M3yYaBIIMXCS TOKa3aHui). JloKHBI OBITH OCBEIIEHBl 3HAYMMBIE pas3IMuUsl B Xapakrepe (J4acrore)
HE)KEJaTEeNNbHbIX peakuil Kak JUIsl pa3InYHbIX IOKA3aHUH, TaK U IS pa3IMYHbIX MOMYJIALUI.

B Opomrtope uccrienoBatens AOKHBI OBITh OMMCAHBI BO3MOXKHBIE PUCKHA U HEXKellaTelbHbIC
pEaKIMU, KOTOPbIE MOXKHO OKUIAaTh HA OCHOBAHUU HAKOIJICHHOTO OIbITAa IPUMEHEHMs KaK UCCIeAyeMOro
npernapara, Tak ¥ CXOJHBIX C HUM IpenapaToB. Takxke JOJKHBI OBITh OMUCAHBI MEPHI MIPEJOCTOPOKHOCTH
WIA CHEeIUaJbHbIE METOAbl HaONIONEHUs, KOTOpble HEOOXOAMMO NPUMEHSTHh IPH HCIOJIB30BAaHUU
[Ipernapara B HCCIIEI0BAaTENbCKUX LESIX.

B) IlocTperucrpannoHHbIi ONBIT NIPUMEHEHHS.

B Opourtope uccnemoBaTens T0MKHBI OBITh YKa3aHbI CTPAHBI, B KOTOPBIX MCCIETyEeMbI mpernapar
y>Ke UMeeTcs B MpoJiaxke UK OblT 3apeructpupoBal. JIrobas 3Haunmas HHGOpMaIus, MOoIy4eHHas B X0Je
MOCTPETHCTPALIMOHHOTO TPUMEHEHHs IpernapaTa, J0JDKHA ObITh MpEJCTaBlIeHa B OOOOIICHHOM BH/E
(HammpuMep, JeKapcTBEHHbIE (OPMBI, JO3UPOBKH, IIyTH BBEJICHMS M HEXelaTelbHble peakuun). Kpome
TOT0, B OpPOLIIOpE UCCIIE0BATEINS TOJKHBI OBITh YKa3aHbI CTPAHbl, B KOTOPBIX 3asBUTEIO OBLIO OTKA3aHO
B 0JJ0OpeHuM (perucTpannu) mpenapara Juisi KOMMEPUYECKOTO MPUMEHEHHs WK pa3pellieHre Ha MPOoJaxy
(perucTpalioOHHOE yI0CTOBEPEHHUE) ObLIO aHHYJIMPOBAHO.

7.3.7. O0Cy>X1eHne TaHHBIX U UHCTPYKITUHU TSI HCCIISTOBATEIS.

B sTtom paszzmene A0MKHO OBITH MPEACTABICHO OOCYXACHUE IOKIMHHUYECKUX M KIMHUYECKHX
JAHHBIX M 00001IeHa MH(OpMaIMs, MONy4YeHHas U3 pa3HbIX HCTOYHUKOB B OTHOIIEHUHM DPAa3IUYHBIX
CBOWCTB HCCIeayeMoro npemnapara. Takum oOpa3oM, HCCIeIOBaTeI0 MPeAOCTaBIAIOTCS Haubomee
MHPOpPMATUBHAs HHTEpPIpPETAlMsl HUMEIOIUXCA JaHHBIX, a TaKXe BBIBOABI O 3HAYMMOCTH 3TOM
MH(POPMALIUH [Tl TOCTEAYIOMNX KIMHUUECKUX UCCIIETOBAHHH.

JloKHBI OBITH KPaTKO OINHUCaHbl OIyOJIMKOBaHHbIE Pa0OTHI [0 CXOAHBIM IIpernaparam, e€clii TaKHue
npernapaTsl UMEIOTCSA. DTO MO3BOJHUT HCCIEIOBATENI0 OBITh TOTOBBIM K HEXKEIATENbHBIM PEaKLUsAM WIIH
JpyTuM npoGieMam, KOTOpbIe MOTYT BOSHUKHYTh B X0/1€ KJIMHUYECKUX HCCIIEIOBAHUH.

OcHOBHas 11eb TAaHHOTO pasjielia 3aKIYaeTcsl B TOM, YTOObI IIOMOYb MCCIIE0BATENIO MOTYyYUTh
YeTKOEe NPEICTAaBICHUE O BO3MOXHBIX PUCKaX M HEXeNaTeNbHBIX PEaKIUsaX, a TaKkKe O CIelHAIbHBIX
TECTax, METOJaxX HaONIOJNEHHS M MepaxX IPelOoCTOPOKHOCTH, KOTOPhIE MOTYT TOHAJ00UTHCS B XOe
KJIMHUYECKOI0 UCCIIeI0BaHMs. DTO MPECTaBICHUE JOJKHO OBbITh OCHOBAHO Ha JIOCTYIHOM HH(pOpMAIUU O
¢u3MUecKuX, XUMHUYECKHX, (papmaneBTHUYECKUX, (apMaKOJOTHUECKUX, TOKCHUKOJOTHUECKUX H
KJIMHUYECKHX CBOWCTBAaX McclieAyeMoro npenapara. KimHIueckoMy HCCIeI0BaTeNto0 TakKe JOJIKHBI ObITh
NPEJ0CTaBIIEHBl HHCTPYKIMU 110 AUATHOCTUKE U JICUEHUIO BO3MOXHBIX MEPEI03MPOBOK U HEXKeNaTeIbHBIX
peakiuii, KOTOpble OCHOBaHBl Ha NMpPEbIIyIIeM KIMHUYECKOM ONbITE M (PapMaKOIOIMYECKHX CBOMCTBAX
HCCIIETyEMOTr0 IIpernapara.

8. Hepeqenb OCHOBHBIX JOKYMECHTOB KIIMHHUYECCKOI0 UCCJICTOBAHUA

&.1. BBenenue.
OCHOBHBIMH JTOKYMEHTaMH KJIMHHYECKOTO HWCCJICIOBAHUS SBIITIOTCS JOKYMEHTBI, KOTOpBIC
ITO3BOJIAAKOT (HO OTACIIBHOCTU WJIX B COBOKYHHOCTI/I) OILICHUTH HpOBCZ[CHI/Ie HCCIICAOBAHUA U KAa4C€CTBO
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MOJIYYEHHBIX JIAHHBIX. OTH JOKYMEHTBHI CIIyXaT JOKa3aTelbCTBOM COOJIIOJCHUSI HCCIEI0BaTENIEM,
CHIOHCOPOM M MOHUTOPOM MPHUHIIUIIOB HaAJIeKaIeH KIMHUYECKOM MPAaKTUKU U TPUMEHUMBIX TpeOOBaHHIA.

OCHOBHBIE JIOKYMEHTBI HCIIOJB3YIOTCA TaKke B HHbIX MelaXx. CBOEBpPEeMEHHOE IOMEIIECHUE
OCHOBHBIX JOKYMEHTOB B (ailiibl HccienoBatenss (MEAUIMHCKOW OpraHW3alii) W CIOHCOPAa MOXET
CIOCOOCTBOBATh YCIEIIHOMY BBIMIOJHCHHIO B paMKaX KIMHHYECKOTO HCCIENIOBAaHUS CBOUX (DyHKIUN
UCCIIeIoBaTeNeM, CIIOHCOPOM M MOHUTOpOM. KpoMme Toro, 3Tu JOKYMEHTHI OOBIYHO SIBIISIIOTCA OOBEKTOM
HE3aBUCUMOI'0 ayJuTa CO CTOPOHBI CIIOHCOPA M MHCHEKIIMH CO CTOPOHBI YIOJHOMOYEHHBIX OpPraHOB B
CBS3M C TEM, UYTO OHHU SBIAIOTCS YacThIO TMpollecca TMOATBEPKACHHUS 3aKOHHOCTH IPOBEICHUS
UCCJIE0BAHUS U IOCTOBEPHOCTU COOPAHHBIX TAHHBIX.

Huxe npuBenieH MUHUMAaJIbHBIN N€peUYeHb OCHOBHBIX JOKYMEHTOB. JJOKyMEHTHI CrpyIIHpPOBaHbI B
3 pazmena B 3aBHCHMOCTH OT CTaJIMM KIMHUYECKOTO HCCJIECIOBAHUS, BO BpeMs KOTOPOW OHU OOBIYHO
CO3/1al0TCA:

1) mepen HavaIOM KIMHUYECKOU (ha3bl UCCIIeTOBAHMS (B COOTBETCTBUU C MYHKTOM 8.2 HACTOSIIINX
[TpaBun);

2) BO BpeMs KIMHHMYECKOW (ha3bl MCCIeOBaHUS (B COOTBETCTBHHM C IYHKTOM 8.3 HACTOSIIUX
[TpaBun);

3) mociie 3aBeplleHUs WIN MPEXKACBPEMEHHOTO MPEKpAIleHUs UCCIaeA0BaHUs (B COOTBETCTBUU C
nyHKTOM 8.4 HacTosmux [IpaBmi).

B ykazaHHBIX HWKE MOANMYHKTAaX MOJpa3jiefia 8 HACTOSALIErO pas3jelia yKa3aHbl LN KaKJ0To
JIOKyMEHTa U MECTO HMX XpaHeHHus (B Qaitmax wuccrmemoBaTens (MEIWIIMHCKON OpraHu3auu) U (Win)
crioHcopa). JlomyckaeTcst 00beIMHEHNE HEKOTOPHIX IOKYMEHTOB MPHU YCIOBUH, YTO OTACIBHBIC DJIEMEHTHI
JIETKO UACHTU(DUIIUPYIOTCS.

@aiinbl UCCIEIOBAHUS JIOJKHBI OBITh CO3JaHbl B Hayajle UCCIEOBaHUSI KaK B MECTE HAXOXKICHHS
uccienonarens (MEAMIIMHCKONW OpraHHU3aluM), Tak U B oduce croHcopa. VccnenoBanue MOKHO CUMTATh
ouIMaTbHO 3aBEPIICHHBIM TOJBKO TIOCIE TOrOo, KaK MOHHUTOP NPOBEpPHUT Qailibl uccienoBarens
(MEIMIIMHCKOM OpraHM3aliy) U CIIOHCOpa W MOATBEPAMT HAJMYHE BCEX HEOOXOAUMBIX JTOKYMEHTOB B
COOTBETCTBYIOIIHX (haiinax.

[lepeuncnennsle B HacToAmMX [IpaBuaax JOKYMEHTHI KaK 1O OT/IEIbHOCTH, TaK U B COBOKYITHOCTH
MOTYT OBITh MOJIBEPTHYTHI ayJUTY CIIOHCOpPA M WHCHEKIUU (TIPOBEPKE) YIOTHOMOUYECHHBIMH OpPTaHaMHU U
JTOJIKHBI OBITH MPEbSIBICHBI PU MPOBEACHUN ayIUTa WM HHCIICKIUH.

CroHcop ® wmccinenoBarenb (MEOUIIMHCKAs OpraHu3alvs) o0s3aHbl BECTH JIOKYMEHTAIUIO O
MECTOIOJIOKEHUH (MECTe XpaHEHHs) MMEIOIIMUXCS Y HHUX OCHOBHBIX JOKYMEHTOB KIMHHYECKOIO
UCCJICIOBaHMs, BKJIIOUas MEPBUYHYIO JOKyMmMeHTanuio. Cucrema XpaHEHHUs, HUCIOJIb3yemasi BO BpeMs
UCCIIEIOBaHMUsL M Ui Leled apXuBaluu (HE3aBUCUMO OT THIA HCIOJIb3yeMOro HOCHUTENs), AOJKHA
o0ecrneunBaTh BO3MOXXHOCTh UJCHTH(PHUKAIIUH, TPOCIICKUBAEMOCTh HCTOPUN BEPCHH, TIOUCK U U3BJICUCHUE
JIOKYMEHTOB.

CocTaB OCHOBHBIX JIOKYMEHTOB HCCJCIOBAHUS HAQIICKHUT JOMONHITH JUOO JOIyCKaeTCs
COKpauiath (eciau 3To 000CHOBAHO /10 Hayaja MCCIEIOBaHMs), OCHOBBIBAsICh Ha BAKHOCTU U 3HAYMMOCTH
KOHKPETHBIX JIOKYMEHTOB JUIsl HCCIIEIOBAHUS.

CrioHcop 00s13aH yOeauThCsl B TOM, YTO HCCIIE0OBAaTeIh KOHTPOJIUPYET AAaHHBIE MHIWBUYabHOM
PErUCTPAallMOHHON KapThl, MEPEJaHHbIe CIOHCOPY, U PAaclojlaraeT MOCTOSHHBIM JOCTYIOM K HHM.
CrioHCOp He BIIpaBe YCTaHABJIMBATh UCKIIIOUUTENbHBIN KOHTPOJIb Ha/l STUMH JaHHBIMHU.

Ecin BMecTO OpUrMHAIOB JOKYMEHTOB MCHOJB3YIOTCS HMX KONUU (HampuMep, IMEePBUYHBIX
JIOKYMEHTOB, MH/IMBUYyaJlbHOM PErucTPallMOHHON KapThl), OHU JOJDKHBI COOTBETCTBOBATH TPEOOBAHMUSIM,
MPEABSIBISIEMBIM K 3aBEPEHHBIM KOTIHSIM.

HccnenoBatens (MeIWUIMHCKas OpraHu3alus) o00s3aH OCYIIECTBISATh KOHTPOJb 32 BCEMH
OCHOBHBIMH JJOKYMEHTaMU U 3aMHUCSIMU, CO3IAHHBIMUA UM JI0, BO BPEMsI U TOCJIE HUCCIIETIOBAHUS.

8.2. Ilepen HavayioM KIMHUYECKOU (ha3bl UCCICTOBAHUS

Ha cramuu muiaHupoBaHus UCCIEIOBaHUS 10 ero (JOpMambHOTO Havalla JOJDKHBI ObITh CO37aHbl U
MOMEIEHBI B (haiiy creayrouue T0KyMEeHThI:

HaumenoBanue nokymenra Llenp Haxonutes B daitmax
HCCIEIoOBATEIIS \ CIIOHCOpa
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(MeTUIIMHCKOM
OpraHU3aINH )
8.2.1. bpomrtopa uccnenoBatensi  JOKyMEHTAIbHO 3aKPENUTh X X
(baxT nepenauyn UCciIeI0BATEIIO
HEO0OXOIMMON U aKTyaJIbHON
Hay4yHOU nH(popmanuu 00
HCCIIElyeMOM IIpernapare
8.2.2. JIOKyMEHTBI JOKYMEHTAIBHO 3aKPENUTh X X
IUTAHUPOBAHMSI KIIMHUYECKOTO0  (PaKT yTBEP>KJIEHUSI CIOHCOPOM
UCCIIeIOBAHMSL: TOJMUCAHHBIA U MccieloBaTeIeM IpoTOKoIa
IIPOTOKOJI, MOANMCAHHBIE (TTOTPaBOK) M MHIUBUIYTEHON
MIOTIPAaBKH K HeMY (TIpu pErucTpariMoHHON KapThl
HaJIU4uu), oopaszer
MH/IMBUYaIbHOM
PEruCTPAllMOHHON KapThl
8.2.3. Undopmarius, JIOKYMEHTaJIbHO O(OPMUTH
nperocTaBisieMasl CyObeKTy (baxT moydeHus
UCCIIEIOBAHMSL: UH(POPMHUPOBAHHOTO COTJIACHS,
- (hopma HHOOPMUPOBAHHOTO  JOKYMEHTAJIBHO ITOATBEPIUTH, X X
cornacus (BKJIto4as Bce YTO CyOBEKTaM HUCCIIEJOBAHUS
Heo0X0uMbIe OyzeT mpenocTaBiIeHa
pa3bsICHUTENIbHbIE MaTepUajbl); COOTBETCTBYIOIIAS (C TOUKU
- nr00ast Apyrasi MMCbMEHHAS 3pEHUSA COAECPIKAHUA U X X
uHpOpMaLUs; JOCTYITHOCTH JUIsl TOHUMaHHUS)
- peKJIaMHbIe OOBSBICHHS IS MUChbMEHHAas! HH(OpMaIHs, X
IpUBJIeYEHUs CyOBEKTOB B KOTOpast IOMOXKET UM C YUETOM
uccienoBaHue (eciu MOJIHOM MH()OPMHUPOBAHHOCTHU
UCTIOJIB3YIOTCS) nath coryacue. JJoKkyMeHTalbHO
MOJATBEPAHUTH, YTO MEPHI IO
NPUBJIEUYEHHIO CyOBEKTOB
aJIeKBaTHBI U OTCYTCTBYET
3JIEMEHT NPUHYKICHUS
8.2.4. ®uHaHCOBbBIE aCMEKThI JIOKYMEHTAJIbHO 3aKpENUTh X X
UCCIIEI0BAHUS (¢buHaHCOBOE COryaleHue Mmo
UCCIIETOBAaHUIO MEXTY
CIIOHCOPOM M HCCIIeZI0BaTeNIeM
(MEeIUIIMHCKOM OpraHU3aINe )
8.2.5. CrpaxoBoe JOKYMEHTAJIbHO NIOATBEPAUTD, X X
0053aTeNbCTBO (€Ciu YTO B CJIy4ae NPUUYUHEHUS
TpeOyeTcst) yiiep6a, CBA3aHHOTO C
UCCIIEJOBaHUEM, CyOBEKTaM
uccieloBaHust OyJeT JOCTyIHa
KOMIIEHCAIHsI
8.2.6. IlognucanHbIit 10roBOp JOKYMEHTAJIbHO 3aKPENUTh
BOBJIEUEHHBIX CTOPOH, npaBa, 00sI3aHHOCTU U
Harpumep: OTHOILIEHUS CTOPOH
- MEXKJy UCCIEN0BATEIEM X X
(MEeIUIMHCKOM opranu3anuei)
U CIIOHCOPOM
- MEXy UCCIIEI0OBATEIEM X X

(MeIUIIMHCKOM OpraHU3aINei )
Y KOHTPAKTHOU
HCCIIEIOBATEIIHLCKOM

(eciu Tpedyercs)
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OpraHu3anuein

- MEXIy CIIOHCOPOM U
KOHTPaKTHOU
HUCCIIEI0BATEIbCKON
OpraHu3anuein

- MEXy UCClIeJIoBaTeIeM
(MeIUIIMHCKOM OpraHu3alueil)
U YIIOJIHOMOYEHHBIMU
opranamu (eciu Tpedyercs)
8.2.7. JlatupoBaHHOE U
JIOKYMEHTaThbHO 0)OPMIIEHHOE
onobpenue (3akmoueHue) ICO
(HOK), Komuccueit no
Borpocam 3tuku (KBD)
CIICYIOIINUX JIOKYMEHTOB:

- MPOTOKOJIA 1 JTFOOBIX
MOTIPABOK K HEMY;

- UHAUBHUIYaJIbHOU
PEruCTPallMOHHOMN KapThl (€CIu
Tpedyercs);

- (hopMBI HTHPOPMHUPOBAHHOTO
COrJIacus;

- mo00oM Apyroi MUCHbMEHHON
nH(bOpMalnH, MPECTaBIAEMOI
CyOBEKTaM HCCIIETOBAHUS;

- PeKJIaMHBIX OOBSBICHUHN IS
MIPUBJICYCHHSI CYOBEKTOB B
uccaea0BaHue (eciu
UCIIOJIB3YIOTCS);

- nH(OpPMALIUK O KOMITEHCAITUN
CyOBeKTaM HcclieioBaHus (Tipu
HaJU4HH ),

- JIOOBIX HMHBIX pa3pelIeHHBIX

(0;10OpEHHBIX) TOKYMEHTOB
8.2.8. CocraB DCO (HDOK),
Cosera no stuke, KBD

JIOKYMEHTATBHO MOATBEPANTD,

YTO JJaHHOE HCCIIEeI0BaHNE
OBLJIO PACCMOTPEHO U
paspemnieHo (ogoopeno) 2CO
(HOK). YkazpiBaeTcss HOMep
BCpCUHU U JaTa JOKYMCHTA

JIOKyMEHTAIBHO 3aKPENUTh
cooTBeTcTBHE cocTtaBa DCO
(H9K) tpeboBanusim
Hactosmux [IpaBun

8.2.9. Pa3pemenue (0100peHne TOKYMEHTaJIbHO MOJITBEPIUTD,

MPOTOKOJIA, YBEJAOMIICHUE O
IIPOTOKOJIE) OT
YIIOJTHOMOYECHHBIX OPTaHOB
(ecmu TpebyeTcs)

8.2.10. Texymias pegakius
pe3toMe UCCIeI0BAHUS
(curriculum vitae) u npyrue
JIOKYMEHTBI, ITIOATBEPKAAIOIINE
KBaTH(PUKAITHFIO
HCcenoBaTeae u

YTO NMPHU HATHYUH
COOTBCTCTBYHOIINUX
MPUMEHUMBIX TPEOOBaHHIA
paspemienue (ogo0peHue,
YBEJIOMJICHHE)
YIOOJIHOMOYCHHBIX OPraHOB
MIOJIYYEHO JI0 Havasa
HUCCIICA0OBAHUA

JIOKYMEHTAJIbHO TOATBEPIUTD
KBUTH(DUKAINIO ¥ IPUTOAHOCTH
JUISL TIPOBEJICHUS MCCIIEOBAHUS

U (WJI1) OCYILECTBICHUS

MEIUIIMHCKOr0 HAOIIOACHHUS 3a

CcyOBbEeKTaMHU UCCIICTOBAHMS

X
X X
X X
X X

(ecu TpedyeTcs)

X X
(ecmm TpeOyetces)  (ecym TpedyeTcs)
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COHWCCJIEIOBATEIEN

8.2.11. HopMasnbHbIi nrana3oH

3HAUYCHUN 1A
MPEyCMOTPEHHBIX
MPOTOKOJIOM MEIULMHCKHUX

(J1abopaTOPHBIX, TEXHUUYECKHX )

poueayp u (Win) TeCTOB
8.2.12. MenunuHcKHe,

(;mabopaTopHbIe, TEXHUYECKHE)

MpOIEeTyPHI U (MIIH) TECTHI, -

cepTuduKanus, aKKpeIUTaIHs,
BHYTPEHHUH U (WJIM) BHEITHUHN

KOHTPOJIb Ka4eCTBa WU JAPyTHE
METOJIBI IIOATBEPKIACHHUS (€CITH

Tpedyercs)

8.2.13. O0Opa31bl STUKETOK HA
yHaKOBKaX I/ICCJ'IGI[yeMBIX
pernapaToB

8.2.14. UucTpykuus mo
OOpaIIeHHUIO C UCCIIEeyEeMbIMU
npenapaTtamMy U pacXoJHbIMU
MaTepuagamu (€ciau He
BKJIFOYEHA B IPOTOKOJ UIIH
OpoIIIOpy UCCIIETOBATES)

8.2.15. Yuer nmocraBok
HCCIIeTyeMBIX MPETapaToB U
PacXOHBIX MaTEPHUAJIOB

JOKYMEHTAJIbHO 3aKpEIUTh
HOPMAJIbHBIN JUaNa30H
3Ha4YeHUH JU1st 1a00paTOPHBIX
TECTOB

JOKYMEHTAJIBHO MTOATBEPANUTH
MPUTOAHOCTH 000PYIOBaHUS
JUTSL IPOBEICHUS TPEOYEMbIX

TECTOB U 00€eCIIeUeHUS
HAJIE)KHOCTH PE3y/IbTaTOB

JIOKYMEHTaJIbHO MMOATBEPAUTH
co0roieHne
COOTBETCTBYIOIIUX TpeOOBaHUM
K MapKHUPOBKE UCCIIETyEMOr0o
rpenapara v puroHOCTh
MHCTPYKLHUH 1)1 CyOBEKTOB
JOKyMEHTAJIBHO 3aKpPENUTh
WHCTPYKIUU AJIs1 00ecrieueHUs
HaJUIeKAIEro XpaHeHus,
YIIAKOBKH, paCTIpeICICHUS U
YTUIN3ALUNAN UCCIEAYEMBIX
IpenapaToB U PaCXOIHBIX
MaTepuaioB
JIOKYMEHTAIBHO 3aKPENUTh
JIaThl ¥ CIIOCOO MMOCTaBKH,
HOMEpa CEepU UCCIIETYEMbIX
MpenapaToB U pacXoIHbIX
Marepuaiios. [lo3Bossier
OTCIIEUTH CEPUIO IIpenapara,
KOHTPOJIMPOBATh yCIOBUSA
MIOCTaBKH U BECTH YUET

8.2.16. CepTu(duKaThl aHAIN30B JOKYMEHTAJIHHO MOATBEPANUTH

MIOCTaBJIEHHBIX UCCIIETYEMBIX
IIpenapaToB

8.2.17. Ilpouenypsl pacKpbITHs

KOJIa JIJISI UCCJISIOBAaHUH,

MPOBOAMUMBIX CJICIIBIM METOJ0M

8.2.18. PannoMu3aniioOHHbIN
CIUCOK

8.2.19. OTueT MOHHUTOPA O

MOJJIMHHOCTh, YUCTOTY
UCCJICTyEeMBIX MTPErmapaToB U
KOJIMYECTBEHHOE COJIepKaHue B
HUX aKTUBHOTO BEIIECTBA
(1O3upPOBKY)
JIOKYMEHTATHHO 3aKPEIUTh
MPONEAYPY IKCTPEHHOM
UACHTU(DUKAITH
MacCKHPOBAHHOTO
UCCJIeTyeMOro Tipernapara 0e3
HapyUICHUs] MACKUPOBKHU IS
OCTJIbHBIX CYyOBEKTOB
JIOKYMEHTAJIbHO 3aKpEruTh
METO/T paHJOMU3AINH
CyOBEKTOB HCCIICIOBAHUS
JIOKYMEHTaJIhHO TIOJITBEPIUTh

X X

X X
(ecnu Tpebyetcs)

X
X X
X X
X
X X

(TpeThbst CTOpOHa,
eciu TpedyeTcs)

X
(TpeThs CTOpOHa,
ecim TpedyeTcs)

X
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BBIOOpE MCCIIEIOBATEIBCKOTO
IIeHTpa

8.2.20. OT4uetr MOHUTOPA O
TOTOBHOCTH
MCCIIEI0BATENBCKOTO IIEHTPa

IPUEMIIEMOCTh
HCCIIEA0BATEIIBCKOTO IIEHTPA
JIISL JAHHOT'O UCCICAOBAHMS
(MOXeT OBITh OOBETMHEHO C
nyHKTOM 8.2.20 HacTosmen

TaOJHIIBI)
JIOKYMEHTaJIbHO TIOJITBEPIUTH
(hakT 03HAKOMIJICHUS
HCCIIEIOBATEIS U 3aHITOTO B
MCCJICIOBAHUH TIEpCOHAA C

MPOIEAYPAMH UCCIICIOBAHUS
(MOXeT OBITh OOBETMHEHO C
nyHKTOM 8.2.19 HacTosmen

TaOJIHIIBI)

8.3. Bo Bpemst kiinHUYecKo (ha3bl uCCIeJOBaHUS
B moxarsepkaeHne TOro, 4To BCSl HEOOXO0IMMast HOBasi MHPOPMAIUs JOKYMEHTAIBHO 0(hOpMIIIeTCs
M0 Mepe ee MOCTYIUICHHS, B IOMOJHEHUE K BBIIIETIEPEYHCICHHBIM TIOKyMEHTaM, UMEIoIuMcs B (aiine, 1o

X0y ucCCiI€a0oBaHUsA HCO6XOI[I/IMO Il06aBJ'I$[TI) CJICOAYIOIUC TOKYMCHTBI:

HaumenoBanue nokymMeHnra Lenn Haxomutcs B daiinax
UCCIIeIOBaTENs CTHIOHCOpa
(MeTMIIMHCKOM
OpraHH3alI1M)
8.3.1. OOHOBIIEHHBIE BEPCUH JIOKYMEHTaJIbHO 3aKpENUTh X X
OpOILIOPBI UCCIIEeI0BATENs (hakT CBOEBPEMEHHOTO
COOOLIEHHUS UCCIIEI0BATEIIO
HE0OX0oAMMOM MHPOPMALIUH 10
Mepe ee MOCTYIICHHS
8.3.2. JIroboe u3MeHeHHE: JIOKYMEHTAIbHO 3aKPEIUTh X X
- IPOTOKOJIA (TIONPaBOK) U U3MEHEHHUS JaHHBIX
WH/IMBUYTBHOM JIOKYMEHTOB, IPOU3BEICHHBIC
pEerucTpaloHHON KapThl; BO BpEMsI HCCIIEJIOBAHUS
- (popmbl HHGOPMUPOBAHHOTO
corJlacus;
- mo0OOoM APyroi MUCbMEHHOU
uHpOpMaLuy,
MPEA0CTaBIIEMON CyObEKTaM
HCCIIEIOBaHMS,
- PeKJIaMHBIX OOBSBICHUAN IS
NpUBJIeYeHHs CyOBEKTOB B
uccaeaoBaHue (eciu
UCTIOJIBb3YIOTCS)
8.3.3. latupoBaHHOE 1 JOKYMEHTAJIBHO MMOATBEPANUTD X X
JOKYMEHTaJIbHO 0(hOPMIIEHHOE (akT paccMOTpeHUs U
onobpenue (3akmouenue) ICO 0/100peHws (BBIIAYN
(H9K) crnenyromux 3akmoueHus) DCO (HOK)
JIOKyMEHTOB: MOMPABOK U (UJTN) HOBBIX
- IOTIPABOK K ITPOTOKOIY; penakuuii. YKa3bIBaroTCs
- HOBBIX PEIaKITHi: penaKkius u qaTta JOKyMEeHTa
- (hopMBI THPOPMHUPOBAHHOTO
COTJIACHS,
- IPEIOCTABISIEMBIX CYObEKTaM
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MH(POPMALIMOHHBIX MaTEPHAJIOB;

- PEKJIaMHBIX OOBSBICHUN JIJIs
NPUBJICUCHUS CyOBEKTOB B
uccaea0BaHue (eciu
UCIIOJIb3YETCH);

- IPYyTUX Pa3pelIeHHBIX
(0mO0OPEHHBIX) TOKYMEHTOB;

- pe3yJIbTaTOB MEPUOIUIECKOTO

paccMOTpeHus] JOKYMEHTAUU
10 MCCJICTIOBAHUIO (T
TpedyeTcs)

8.3.4. Pa3pemienue (o100penue,

YBEZOMJICHHE)

YIOOJIHOMOUYCHHEBIX OPraHOB IJIA
BHCCCHHA IMOIMPABOK B IPOTOKOJI

U IpyTUe TOKYMEHTHI (TIpU
HEO0OXOAMMOCTH )

8.3.5. Texyuryto peaakiuto
pe3roMe uccien0BaTens
(curriculum vitae) HOBBIX
uccueaoBarenen u (Win)
coHcclieIoBaTeIen

8.3.6. MI3mMeHeHNsI HOPMAJIBHOTO

nyarna3oHa 3HAUYEHUH U

JOKYMEHTAJIBHO 3aKPEIUTh
COOTBCTCTBHUC MPUMCHHUMbBIM
TpeOOBaHUSIM

B COOTBETCTBUH C IIYHKTOM
8.2.10 Hacros1el TaOIULIBI

I[OKYMCHTaJIbHO SaerHI/ITL
HOPMaJIbHBIN IMAaNa30H

MPEYCMOTPEHHBIX IPOTOKOJIOM 3HAUEHUHN TECTOB, U3MEHEHHBIX

MEIUITMHCKHUX (71a00paTOpPHBIX,
TEXHUUYECKUX) NTPOLEnyp U
(v TECTOB

8.3.7. U3meHeHus B
METUIIMHCKHUX (71a00paTOPHBIX,
TEXHUYECKUX ) MpoIelypax u
(wn) TecTax:

- cepTUuUKaIKS;

- aKKpeIuTaIus;

B X0/JI¢ UCCeA0BaHus (B
COOTBCTCTBHUH C HYHKTOM
8.2.11 HacTosIMmen TaOIHIIB)
Z[OKYMGHTEUILHO HOIITBepI[I/ITB,

9TO  TECTHl  HPOJOJDKAIOT
OoTBe4YaTh  TpeOOBaHUSAM B
TCUCHHE neprozaa

uccaea0BaHus (B COOTBETCTBUU
¢ oy"HktoM 8.2.12 HacTosAmei

- BHYTPCHHUH U (UJIM) BHEITHUH TaOIUIIBI)

KOHTPOJIb KauecTBa;
- W IPYTUE METOMBI
MOATBEPKICHUS (T/1e
Tpedyercs)

8.3.8. JlokymeHTanus mno
MOCTAaBKaM HCCIIETYEMBIX
MIpPenapaToB U PACXOIHBIX
MaTepUasoB

8.3.9. Ceprudukats anammza
HOBBIX CEpUH HCCIETYEMBIX
IpenapaToB

8.3.10. OT4eThl MOHUTOPOB O
BHU3HUTAX

8.3.11. CymiecTBeHHBIE I
UCCIIEI0BAHUS TIEPETOBOPHI
(mepernucka) (TOMUMO
BHU3UTOB):

B COOTBETCTBUH C IIYHKTOM
8.2.15 Hacrosei TadIULbI

B COOTBETCTBUU C IIYHKTOM
8.2.16 Hacros1el TaOIULIBI

JIOKYMEHTaIbHO 3aKPEIUTh
BH3UTHI MOHUTOPOB U
PE3yJIbTaThl TAKUX BU3UTOB
JIOKYMEHTAJIbHO 3aKPEIUTh
JI00BIE corIallieHus 1100
CYIIIECTBECHHBIC TICPETOBOPHI,
Kacaroluecs: BOIPOCOB

X
(ecmu TpeOyercs)

X
(ecnu Tpebdyercs)
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- IEPETUCKa;

- 3aIMCH BCTPEY;

- 3anucH Tene(OoHHBIX
IIEpETOBOPOB

8.3.12. Ilonnucanupie GOpMBbI
MH(GOPMHUPOBAHHOTO COTJIACHS
HannueHTa

8.3.13. IlepBuunas
JIOKYMEHTaLUs

8.3.14. 3anoaHeHHEIE,
JATUPOBAHHBIC U MO ITMCAHHbBIC
WHIWBUIyaTbHBIE
PETUCTPAIIMOHHBIC KaPTHI

8.3.15. JlokyMeHTHUpOBaHuE
WCTIPABJICHUH B
HHIAUBUYAJIbHBIX
PETUCTPALIMOHHBIX KapTax

8.3.16. YBenomiaeunue
UCCIIe0BaTeNIeM CIIOHCOPA O
CEPHE3HBIX HEeXKETATEIBHBIX
SABJICHHUAX U COOTBGTCTByIOH_[I/Ie
OTYETHI

8.3.17. YBenomieunue
CIIOHCOPOM U (WUJIN)
uccaeaoBareneM (4To

IIPUMEHHUMO) YIIOJTHOMOYEHHBIX

opranoB u 9CO (HOK) o
CCPLC3HBIX HCITPCABUICHHBIX
HEXKEeTaTeIbHBIX
JIEKapCTBEHHBIX peaKLusaxX U 00
WHOU MHGOPMAIINH 110
0e30MacHOCTH

IIPOBEJICHUS MCCIIEA0BAHNUS,
€ro aJIMUHUCTPATUBHBIX
aCIIEKTOB, HApYyIICHUN
MIPOTOKOJIA, OTYETHOCTH 10
HEXKEJIaTEJIbHBIM SIBJICHUSAM
JIOKYMEHTaJIbHO TOJITBEPIUTH, X
YTO COIVIACHE KaXa0Ir0
CyOBeKTa MOJTyYeHO B
COOTBETCTBUM C HACTOSIILIUMU
[IpaBriamu U IPOTOKOJIOM 10
Hayaja y4acTHs B
UCCJIETOBAaHHH.
Kpome Toro, 10kyMeHTaIbHO
3aKpeMnuTh pa3penieHne Ha
IpsIMOM AOCTYTI (B
COOTBETCTBUM C NYHKTOM 8.2.3
HACTOSIIEH TaOIHIIbI)
JOKYMEHTAJIbHO MOATBEPIUTH X
(axT cymecTBOBaHUS CyObeKTa
Y IOCTOBEPHOCTH COOpaHHBIX
JaHHBIX. BKIIIOUNTH NCXOAHbBIE
JIOKYMEHTBI, OTHOCSIIIIECS K
HCCIIEIOBaHMIO, JIEYEHUIO U
aHaMHe3y CyObeKTa

JTOKYMEHTAIBHO 0(OPMHTH X
MOJITBEPK/ICHUE (xomus)
UCclieoBaTeIeM WK
YIIOJTHOMOYEHHBIMH

COTPYAHUKAMH UCCIICIOBATENS
3apEeTUCTPUPOBAHHBIX JTAHHBIX
JIOKyMEHTAIBHO 3aKPEIUTh BCE X
W3MEHEHUS (JIOTIOTHEHUS ) W (xorms)
UCIIpaBJICHUS, CACIIaHHbIC B
WHAUBUIYaIbHbBIX
PEruCTPalIMOHHBIX KapTax
noce 3arnucu
NEepPBOHAYAJIbHBIX JIAHHBIX
yBEZOMJICHHE HCCleIoBaTeNIeM X
CIIOHCOPA O CEPhE3HBIX
HeXKeJlaTeIbHBIX SABJICHUSAX U
COOTBETCTBYIOIINE OTYETHI
COTJIaCHO MYHKTY 4.11
Hacrosmux [IpaBun
YBEJIOMJICHHE CIIOHCOPOM U X
(wnn) uccnenosareneM (4To
MPUMEHHUMO) YIIOTHOMOYEHHBIX
opranoB u 9CO (H3K) o
CEpbE3HBIX HETIPEABUICHHBIX
HEeXelaTelIbHbIX
JICKapCTBEHHBIX PEAKIUIX B
COOTBETCTBUU C NOJMYHKTAMU
5.17 m4.11.1 HacTOSIINX
[IpaBus u 00 nHOM

(ecmu TpedyeTcs)

X
(opuruHa)

X
(opuruHa)
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8.3.18. CooOrieHue cnioHCOpoM

HCCIIe0BATENI0 HHPOPMAITHI
10 0€30IaCHOCTH

8.3.19. [IpoMexxyTOUHBIE WK
T'O4OBBIC OTUCTHI,

npeacrasisiembie DCO (HOK) u

YIOOJIHOMOUYCHHBIM OpraHamM
8.3.20. XXypHan ckpyHUHTa
CyOBEKTOB

8.3.21. [Iepeuenn
I/II[CHTI/I(i)I/IKaI_[I/IOHHBIX KOOIOB
CyOBEKTOB

8.3.22. XXypHan perucrpanuu
BKITIOUEHUS CYOBEKTOB

8.3.23. Yuer uccienyemoro
npenapara B
HCCIIEI0BATEILCKOM IICHTPE

8.3.24. Jluct o6pa3uoB
HOaNUCEN

8.3.25. Yuer xpansamuxcs
00pa3IoB OMOIOTHIECKUX
JKUJKocTeH (TKaHel) (mpu
HaJTUIHH)

nHpopManuu Mo 6€30MacHOCTH

B COOTBETCTBHH C
nojanyHkramu 5.16.2u 4.11.2
Hactosmux [IpaBun
COO0OIIeHNE CTIOHCOPOM
HCCIIEA0BATEINI0 HHPOPMAITIHI
110 0€30I1aCHOCTH B
COOTBETCTBUH C IYHKTAMHU
5.16.2 nacrosimux IIpaBun

IMPOMEKYTOYHBIC NI I'OJOBEIC

OTYETHI B COOTBETCTBUH C
nyHkramu 4.10 m 5.17.3
Hacrosmux [IpaBun
JIOKYMEHTaJIbHO 3aKpEMUTh
UACHTU(DHUKAINIO CYOBEKTOB,
MPOUIEIIINX Mepet
UCCIIEIOBAHHEM CKPHHUHT
JIOKYMEHTaJIbHO TIOJITBEPIUTD,
YTO MCCIIEI0BATEINb
(MeauITMHCKAsT OpTaHU3aITIs)
XpaHUT KOHPUACHIIUATHHBIN
nepeyeHb UIMEH BCeX
CyOBEKTOB, KOTOPBIM TPU
BKJIFOUEHUH B HCCIIEI0BaHUE
OBUIN TIPUCBOCHBI
UACHTU(DUKAIIMOHHBIE KOJIBI.
YKa3aHHBIN [IEPEUCHD
MO3BOJIIET UCCIIEIOBATEIIO
(MEIMIMHCKON OpraHu3alnn)
UIECHTU(DUITMPOBATH JTHOOOTO
cyOBeKTa
JIOKYMEHTaJIbHO 3aKpEMUTh
XPOHOJIOTHYECKYIO
MOCIeI0BATEIHLHOCTh
BKJTIOYEHUS CYOBEKTOB 110
UACHTU(DUKAIIMOHHBIM KOJIaM
JIOKYMEHTAJIBHO 3aKPENUTh
HCIIOJIb30BaHUE HCCIIEAYEMOTO
npernaparta B COOTBETCTBUU C
IIPOTOKOJIOM
JOKYMEHTAJIBHO 0(OPMHTH
o0pa3Ibl TOANHUCEH U
pacmudpoBOK MOAMKCEH BCEX
JIUL], YIOTHOMOYEHHBIX
BHOCHUTH JJAaHHBIC U (WJIN)
UCIIPaBIICHUS B
WHAWNBUIYATBHYIO
PETUCTPALIMOHHYIO KapTy
JIOKYMEHTAJIbHO 3aKPENUTh
MECTOHAXOXKICHHUE U
UACHTU(DUKAIIIO XPAHSIIIUXCS
00pastoB (B ciydae
HEOOXOIMMOCTH TIPOBEACHHUSI

X
(ecu TpebyeTcs)

X
(ecu TpebyeTcs)
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MMOBTOPHBIX aHAJIU30B)

8.4. Ilocne 3aBepIIeHUs WM JOCPOYHOTO NMPEKPAILEHUs UCCIIEJOBAHMS

ITocne 3aBCPUICHUA

nin

JOCPOYHOTO  MPCKpAIICHUA

HCCICOOBAHHUA  BCC

AOKYMCHTHI,

MepeyuciieHHble B monpazmenax 8.2 w 8.3 wHacrosmmx [IpaBuwi, MOKHBI coaepkaThcsl B (Qaiiie

HCCIICAOBaHUS BMECTC C HUKCYKA3dHHBIMU NOKYMCHTAMMU:

HaumenoBanue nokymeHnra

Lens

Haxojautcst B daiiiax

HCCleIoBaTeNs
(MeauIHCKOM
OpraHU3AIIMH )

CIIOHCOpa

8.4.1. Yuer nccnegyemoro
npernapara B
UCCIIEI0BATEIbCKOM LIEHTPE

8.4.2. JlokymeHTauus no
YHUYTOKEHUIO HCCIIETyEMOTO
npemnapara

8.4.3. ITOroBbIi IEPEYEHB
UICHTU(PHUKAIIMOHHBIX KOJIOB
CyOBEKTOB

JIOKYMEHTaJIbHO 3aKPEIUTh X
HCTIOJIb30BaHUE UCCIIEAYEMOTO
mperapaTa B COOTBETCTBHHU C
MPOTOKOJIOM. JIOKyMEHTaIbHO
3aKPEMUTh PE3yIbTaThI
OKOHYATEJILHOr'0 IocYeTa
KOJIMYECTBA MCCIIEAYEMOTO
mpernapara, MoJIy4eHHOTO
HCCIIeIOBATEIILCKUM IIEHTPOM,
BBIJIAHHOTO CYOBEKTaM
HCCIIETOBAHUS,
BO3BPAIIEHHOTO CyOhEKTaMU
HCCIIEIOBAHUS U
BO3BPAIIIEHHOTO CTIOHCOPY
JIOKYMEHTAJIBHO 3aKpeluTh X (€CITM YHUUITOXKESH
(bakT yHUYTOXKEHUS B KJIMHUYECKOM
HEHCIIOJIb30BaHHBIX IIEHTPE)
HCCJIeTyEeMBIX MIPermapaToB
CIIOHCOPOM WJIH B
UCCJIEIOBATENILCKOM IICHTPE
CI€eNaTh BO3MOKHOMI X
UACHTU(DUKAIIIO BCEX
BKJIIOUYEHHBIX B MCCJIEIOBAHIE
CyOBEKTOB B CiIydae
HEOOXOIUMOCTH UX
MOCTIEAYIOLIETO HAOTIOICHHMSI.
repeueHb
UACHTU(DUKAIIMOHHBIX KOIOB
CyOBEKTOB JIOJDKEH XPAaHUTHCS
¢ cobmoieHneM TpeOoBaHuI
KOH(PUICHIINAITHPHOCTH B
TEUEHHE COTJIaCOBAHHOTO
Cpoka

8.4.4. Cepruduxkar ayaura (Ipu  JTOKYMEHTAJIBHO 3aKPETUTh

HAJIMYUH)

8.4.5. UToroBeIii OTYET
MOHHTOPA O 3aBEPIICHUU
HCCIICIOBAHUS B
MCCIICIOBATEIILCKOM IICHTPE

(bakT mpoBeeHUs ayauTa
JIOKYMEHTaJIbHO 3aKpENUTh
OKOHYAaHHE BCEX MEPONPUATUI
UCCIIEI0BaHMSI, HEOOXOIUMBIX
JUTSL 3aBEPIIAIONIETO BU3UTA, U
HaJIMuue KOMHUH OCHOBHBIX
JIOKYMEHTOB B
COOTBETCTBYIOLIHX (hailax

X
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8.4.6. JloxymeHTanus 1o BO3BpAIIAeTCs CIIOHCOPY AJIs X
pacrpeieIeHUI0 CyObeKTOB I10 JOKYMEHTAJIbHOTO
TpYIIIaM U PACKPBITUIO KOJIOB  3aKPEIUICHUS! HIMEBIINX MECTO
CJIy4aeB BCKPBITHS KOJI0B

8.4.7. I'ToroBelii oTUET JIOKYMEHTaJIbHO 3aKpEIUTh X
uccienoBarers, 3aBepILICHHUE UCCIIET0BaHMS
npeacrasisiemsiit 2CO (HIOK)
(eciu TpedyeTcs) u
YIOJHOMOYEHHBIM OpraHaM
(TIe TPUMEHUMO)
8.4.8. OTueT 0 KIMHUYECKOM JIOKYMEHTaJIbHO 3aKpEIUTh X X
UCCIICIOBaHUN pe3yabTaThl UCCIIEAOBAHUS U (€CIM IPUMEHHMO)

UX UHTEPIPETALHUIO

Ipunoxenne Ne 1 k IIpaBuiiam HajIekameil KINHHYeckoi npakTuku EBpasuiickoro
IKOHOMHYECKOI0 c0I03a

TpeGoBaHus K CTPYKTYpe U COAEP:KAHHUIO 0TYETAa 0 KIIMHUYECKOM HCCJIeI0BAaHNHU

C u3MEHEHUSIMH U JOIIOJTHCHUAMMU OT:

1 aBrycra 2025 r.

1. O01ue moJI0KeHus

Hacrosmuii  1okymMeHT pa3zpaboTaH C ydeToM TpeOOBaHUI pPYKOBOJACTBA MexXIyHapOJHON
KOH(EpeHIIMU 10 TAPMOHM3AINHN TEXHUYECKMX TPeOOBaHUI K pErucTpaly JIEKapCTBEHHBIX MpernapaTroB
st meaunuHckoro npumeHeHust ICH Harmonised Tripartite Guideline "Structure and Content of Clinical
Study Reports (E3)" (Bepcus 4, 1995).

W3noxkeHHBIE B HACTOSIIEM JOKYMEHTE TpeOOBaHHUS K CTPYKTYpPE M COACPNKAHHIO OTYETa O
KIIMHUYECKOM HCCJIeI0BAaHUM (J1ajiee - OTYET) SABJSIOTCSA OOLIMMU U MIPUTOIHBI IJIsl OMIMCAHUS PE3YJIbTaTOB
UCCJICIOBAHMSI TIOOOTO TEPANEeBTUYECKOTO, MPOYUIAKTUIECKOTO WIIH JUATHOCTHYECKOTO JIEKAPCTBEHHOTO
CpEICTBa, MPOBEIECHHOTO y MAIUEHTOB (340POBBIX A0O0poBoubLEB). KiMHHYECKOe M CTaTHCTHYECKOE
OMHCAaHUE pe3yJIbTaTOB HWCCIEAOBaHUS, NPEICTABICHUE W aHAIW3 JIaHHBIX, TOJYYEHHBIX B XOJE
BBITIOJTHEHUS MCCIIEOBAHUS BBIMIOJHAIOT B BUJE €IMHOTO OTYETa, BKJIIOYAIOLIErO TAaOJUIBI U PUCYHKH B
OCHOBHOM TEKCT€ OTYETa WJIH B KOHIIE TeKCTa oTueTa. [IpriiokeHus: K TaKOMY OTUETY BKJIFOUAIOT:

MIPOTOKOJ;

00pa3Ibl MHANBUAYATBHBIX PETUCTPAIIMOHHBIX KapT;

nH(GOpPMAIINIO, CBA3aHHYIO C UCCIIE0BATEISIMUY;

UH(GOPMAIIMIO, CBSI3aHHYIO C UCCIEIYyEeMBIM MpernapaToM (IKCIEPUMEHTAIbHBIM IPEIapaToMm),
BKJIIOYasi IperapaTsl CpaBHEHUS (KOHTPOJIbHBIE IPEnapaThl);

TEXHUYECKYIO CTATUCTUYECKYIO IOKYMEHTALIUIO;

COOTBETCTBYIOIIME My OIHKAIIH;

MIEPEYHU JIaHHBIX TI0 MAIUEHTaM;

TaKMe TEXHUYECKHE CTaTUCTUYECKUE JaHHbIE, KaK BBIBOJbBI, IPOMEKYTOUHBIE PACUEThl, aHATU3bI U
3aKJIFOYEHUS] HA OCHOBE KOMIIBIOTEPHBIX JAHHBIX;

U IpyTHeE.

XoTs HACTOSIMMKA JOKYMEHT B OCHOBHOM OTHOCHUTCS K HCCIEIOBaHUSAM J(PQPEKTUBHOCTH U
0€30MacHOCTH, OCHOBHbIE MPHUHIIMITBI COCTABIEHUSI OTUETA U €ro CTPYKTypa MOTYT MCIIOJIb30BAaThCs MpU
MOATOTOBKE OTYETOB IO Pa3HbIM BHUAAM HCCIEIOBAHUN (HAmpUMeEp, HCCIEAOBAHUSAM KIMHUYECKOU
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¢dapmakosiorum). B 3aBUCUMOCTH OT CHIEHIU(PHUKHN ¥ 3HAUUMOCTH TaKUX MCCIIETOBAHUNA MOXET COCTaBISTHCS
MeHee JIeTaTU3UPOBAHHBINA OTYET.

Hacrosimuii 1OKyMEHT MpeaHa3HavyeH i OKa3aHHs MMOMOIIM CIIOHCOpPaM B COCTaBJICHHUU OTYETA,
KOTOpBI OyAeT MOJHBIM, JHUIIEHHBIM JBYCMBICIEHHOCTH, XOpOLIO CHOPMUPOBAHHBIM U TMPOCTHIM IS
MOCJIEIYIONIET0 PACCMOTPEHHS M OIICHKH. B oTueTe JOKHBI COAEPIKATHCS YETKOE OOBICHEHHE TOTO, KaK
OBLITH BBIOpAHBI KPUTHYECKHE OCOOCHHOCTH AM3aiiHa UCCcaeA0BaHus, HHGOPMAIIHUS O IJIaHe, METOJIC U X0JIe
MIPOBE/ICHUS] MCCIIEJOBAHUS, YTOOBI HE OBUIO HUKAKOH JIByCMBICICHHOCTH B TOM, KaK OBLJIO MPOBEIEHO
uccienoBanue. B otyere U MpMIIOKEHUIX K HEMY Tak)Ke JIOJKHO COJIEPIKaThCS TOCTATOYHOE KOJIUYECTBO
WHAVBUIYAIbHBIX JAHHBIX TAIMEHTOB, B TOM 4YHCIIE JeMOrpauuecKux ¥ WCXOIHBIX MaHHBIX, U
XapaKTepUCTHKA AaHAJMTUYECKHMX METOJIOB, 4YTOOBI MpHU HEOOXOIMMOCTH YHOJHOMOYEHHBIH OpraH
(3KcmepTHas oOpraHuzanus) rocyjgapcrsa - wieHa EBpa3suilckoro SKOHOMHMYECKOTO coro3a (nanee -
roCy/1apCTBO-4JIEH) MOT BOCIPOM3BECTH OCHOBHBIE BHJbI aHaIW30B. He MeHee BaXXHO B TEKCTe U B
MPWIOKEHUSAX YETKO YyKa3blBaTh KOHKPETHBIC TPYNNbl MAlMEHTOB, Y KOTOPBIX BBITOIHSIIACH
COOTBETCTBYIOIIME aHAJIN3bI, COCTABIISUTUCEH TAOIHUIIBI U CXEMBI.

B 3aBuUCMMOCTH OT TOJMTHUKM YIOJHOMOYEHHOTO OpraHa TOCyAapcTBa- WieHa B 00JacTu
AKCIEPTU3bl HEKOHTPOJIMPYEMBIX W UHBIX HCCIEAOBaHUN, HE HaIpaBICHHBIX Ha YCTAHOBJICHUE
3P PEKTUBHOCTH (32 UCKIIOUYEHHEM KOHTPOJIUPYEMBIX HCCIIECAOBAaHUM, HANpPaBICHHBIX HAa YCTaHOBIICHUE
0€30MacHOCTH), B OMPEICICHHOW CTEMeHH HEMOJHOLIEHHBIX WM TMPEKPaIIeHHbIX HCCIEAOBAHUN WU
UCCIICIOBAaHMM, eI KOTOPBIX HE CBSI3aHBI C 3asABISEMBIMH TOKA3aHUSMH, TOMYCKAEeTCs MPEICTaBIATH
COKpalIeHHbIE OTYEThl, OCHOBaHHbIE HAa OOOOIICHHBIX JTaHHBIX UM 0€3 BKIIOUYEHHS B OTUET HEKOTOPBIX
pa3nenoB. OnmHako B ATHX CIOy4asX HEOOXOOUMO TPEACTAaBUTH IIOJHOE OIMCAaHHE BCEX AacleKTOB
6e3omacHoctu. [Ipu npeacraBneHNN COKPAIIEHHOTO OTYETa OH JIOJKEH BKIIIOYATh IOCTATOYHO CBEACHUN O
JU3aifHe U pe3yabTaTax MCCIe0BaHUs, YTOOBI YIIOJTHOMOUYEHHBIH OpraH MOT OIpeaesInTh HEOOX0IMMOCTh
MIPEJICTaBJICHUS MTOJIHOTO oT4YeTa. Eclii BO3HUKAIOT BOMPOCH 0 HEOOXOAMMOCTH NMPEACTABICHUSI OTYETOB,
CIIEIYET CBA3ATHCS C YIOIHOMOYEHHBIM OPT'aHOM.

[Tpu moapoOHOM ONMKCAaHUU TOTO, KaK ObLIO MPOBEACHO HCCIEAOBAaHUE, JIOMYCKAeTCs MOBTOPEHUE
ero omnucaHus u3 paboueil Bepcuu MpoTokona. B psme ciydaes, €Ciy 3TO CBSI3aHO CO CTaHIAPTHOCTHIO
BBITIOJTHAEMOW METOJMKH, JOMYyCKaeTCs MPEACTABIATh METOAUKY HCCIeNOoBaHUS Oojiee KpaTKO B BHJE
OTAENBHOTO pazfena. B kaxmom paszerne, ONMUCHIBAIONIEM IUIAH W XOJ TMPOBEIEHHS HCCIICAOBAHUS,
HEO0OXO0IMMO yKa3aThb OCOOCHHOCTH HCCIIE0BaHMUs, KOTOPhIE HEJOCTATOUYHO TOJTHO OMUCAHbI B MPOTOKOJIE,
OIpENeNINTh, KaKuM 00pa3oM IPOBOAMMOE HCCIEIOBAaHUE OTJIMYAJIOCh OT TPOTOKONA, M OOCYIHTH
CTAaTUCTUYECKHUE METOJbl W aHAIM3bl, HCIOJb3yeMble [UIsi OOOCHOBAaHUS ATHX OTKJIOHEHHH OT
3aIUTAHUPOBAHHOTO MPOTOKOJIOM X0/1a MCCIIEIOBAHMS.

[TonHbIf OTYET OTHAEIBHOTO KIMHUYECKOTO HCCIEO0BAaHUS JIOJDKEH BKIIOYATh MOAPOOHOE
OINMKCaHWEe WHAUBHUYATLHBIX HEXKETATeNbHBIX SBICHUN WU JTa00OPATOPHBIX OTKJIOHEHUH, OJJHAKO JAHHBIC
CBEJCHHS HEOOXOAMMO MMOBTOPHO PACCMOTPETH MPH MPOBEICHUHU O0IIEro aHaan3a 0€30MacHOCTH MO BCEM
MMEIOIUMCS OTYETaM PETUCTPAIIMOHHOTO JI0ChE JIGKAPCTBEHHOTO Mperapara.

B otuyere A0mKHBI coaepkaTbea jAeMorpaduyeckue W JIpyrue MOTEHIHAIbHO 3HAYMMBbIE
MPOTHOCTUYECKHE XapaKTEPUCTUKU UCCIIEAYEMOM MOMYJISAIMHY, a B CIIy4ae €ClId UCCIIeI0BaHHEe JOCTATOYHO
MacIITabHOE, JOJDKHBI MPEICTaBIAThCS JaHHbIe MO JeMorpaduyeckuM (HampuMmep, BO3pacT, IOJI, paca,
Macca Teia) W APYTUM TOKa3aTellssM TMOATrPYMIbl (HampuMep, MOYEYHbIE WU MEYCHOYHBbIC (DYHKIINH),
TakuM 00pa3oM, 4YTOObI MOIVIM OBITh YCTAaHOBJICHBI BO3MOXKHBIC pa3iauuusi B A(G(PEKTUBHOCTH WIH
6e3onmacHoctd. OnHaKo, peakiys TMOATPYNIBI TAUEHTOB JOJDKHA pacCMaTpUBaThCS B paMKax
YKPYIHEHHOU 0a3bl TaHHBIX, UCTIOIB3YyEeMOH B O0IIEM CTaTUCTUYECKOM aHAU3e.

[Ton mepedyHsIMM JaHHBIX, 3alpalliBaeMbIMH B paMKaX oOT4eTa (OOBIYHO Kak NPUIIOKEHUE K
OTYeTYy) - MOHMMAIOT JaHHbIC, KOTOPbIE HEOOXOAMUMBI JUIsl TMOATBEPXKACHUS OCHOBHBIX (KPUTUYECKHUX)
BUJIOB CTaTHCTHUYECKOTO aHajm3a. [lepeyHu JaHHBIX, KOTOpBIE SBISIOTCS YacThIO OTYETA, JOJDKHBI OBITH
YAOOHBIMU ISl MCTOJB30BAaHUS PEIEH3EHTOM, MPOBOISIIMM 3KCIEPTHYIO OIIEHKY OT4eTra. Takum
o0pasom, cielyeT BKIIoYaTh KaK MOYKHO OOJIbIlIe IEPEMEHHBIX B OJMH CIHUCOK, YTOObI OIpaHHUYUTh 00bEeM
uHbOpMallMK, HO 3TO HE JODKHO NPUBOAUTH K CHIDKEHUIO SCHOCTH (ITOHSTHOCTH) TPEACTaBISEMBIX
naHHbIX. Henmb3st gomyckarh, 4TOObI M30BITOK JAHHBIX COMPOBOXKIAJICA UYPE3MEPHBIM HCHOJIH30BAHUEM
CUMBOJIOB BMECTO CJIOB M XOpPOIIO TOHSTHBIX COKpameHuil (OOMmEenpuHATHIX MpodhecCHOHATbHBIX
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COKpaIlleHM) WM IPUBOAMI K TIPEACTABICHUIO N300paykeHU B MaJIOM JJIsi BOCIIPHATHS MaciuTalde u T. 1.
B sToMm ciyuae npeanodTutesbHee COCTaBIATh HECKOJIBKO MepeyHell TaHHbIX.

JlaHHBIEe JOJDKHBI IPEACTABIATHCS B OTYETE C PA3IMYHBIMU YPOBHIMHU JAETAIN3ALNH:

YHUCJIOBBIC JIAaHHBIE W TaOJMIBI OOIIETro XapakTepa, OTOOpaKarIIre HaumOojee 3HAYMMbIC IS
JAHHOTO MCCJIEOBaHUs JeMorpaduyeckue IMmoka3aTeny, mokasaTtend 3(dekTuBHOCTH M 0€30MacHOCTH
MOTYT OBITh MOMEIIEHBI B TEKCT I WIUTIOCTPUPOBAHUS BAXKHBIX MOMEHTOB;

BCE TPOYME CBOJIHBIC IMOKA3aTeNM, TAOJIUIBI U TIEPEUYHU AeMOrpapuuecKiX AaHHBIX, MTOKa3aTelel
a¢exTuBHOCTH M 0€30MaCHOCTH JOJDKHBI OBITh TpEJCTaBICHB B paszaene 14 oruera (corjacHo
pyOpuKaum pa3aenoB ykazaHHOH B yacTu Il HacTosIero 1o0KyMeHTa);

WHAWBUAyalIbHbBIC JaHHbBIC MAIIEHTOB MO OTJCIBbHBIM NOJArPYMIaM J0JKHBI ObITh MPECTaBICHbI B
BUJIC TIEpEeYHEN JAaHHBIX B NpHIOKeHHH 16.2 K OoT4YeTy (COrIacHO pyOpHKaIlH pa3/ieoB yKa3aHHOH B
yacTu [I HacTosIIero T0KyMeHTa);

BCE WHAMBUIYaJbHbIC JaHHBIC MAIMEHTOB, JOJDKHBI MPUBOAUTHCS B MPUIOKEHHUU 16.4 K OTUETY
(cormacHo pyOpuKaluy pa3iesioB yKa3aHHOU B yacTH Il HacTosIIero Jo0KyMeHTa).

B mo6oif Tabnuue, mnepeuyHe IAaHHBIX WIM Ha TpaduKe, OICHOYHBIE (TEOPETHUECKUE) U
MPOU3BOJHBIC T[OKa3aTeld, €CId OHM HCIONB3YIOTCS, JOJDKHBI OBITh OJHO3HAYHO U SICHO
UACHTUGHUIMPOBaHBL. [Ipy 3TOM MOKHBI MPUBOAUTHCS MOAPOOHBIE Pa3bsCHEHUS TOTO, KaKUM 00pa3zoM
ObUTH paccuMTaHbl WM MOJIYYEHBI JaHHbIE 3HAYEHUS U KaKue ObUIH CeNIaHbl OCHOBHBIE MPEATIOI0KEHUS.

[TpuBeneHHBIE HIDKE YKa3aHUS SBISIOTCS MAaKCHMAJIbHO JETAIM3UPOBAHHBIMU U TPEJIHA3HAYCHBI
JUTSL HATIOMUHAHUS 3asiBUTEII0 O MAaKCUMAaJbHOM 00beMe MHPOpMAINK, KOTOPast T0JKHA TPUBOIUTHCS UM
B OTYeTe TakuM o00pa3oM, 4YTOOBI TIOCIE €€ TPEACTABICHUS CBECTM K MHUHUMYMY 3alpOChI
JIOTIOTHUTEJIBHBIX JaHHBIX. TeM He MeHee B Ka)XJIOM YacTHOM cllydyae TpeOOBaHHUs K MPEACTABICHUIO U
(unu) aHaANMU3y JAQHHBIX MOTYT 3aBHCETh OT KOHKPETHOH CHUTYyallMu, U3MEHSATHCS C TEUEHHUEM BpPEMEHH,
OTIIMYAThCA B 3aBUCHUMOCTH OT KJIacCa M3y4YaeMbIX IPENapaToB, pa3UdaTbCsi B Pa3HbIX pErruoHax, U He
MOTYT OBITh ONMHCAHBI B BHJE OOIIMX TpeOOBaHUIl B HacTosmeM JokyMeHTe. [1oaToMy mpu MmoJaroToBke
OTYETOB  HEOOXOIMMO  HCIOJIb30BaTh  CHElMalbHbIe  (YacTHbIE)  KJIMHUYECKHE  PYKOBOJCTBA
YIOJHOMOYEHHBIX OpraHoB B cdepe oOpallieHus JeKapCTBEHHBIX CPEICTB U TI0 BO3MOXKHOCTH O0CYXIaTh
MpEJICTAaBJICHUE JAHHBIX M AaHAJIU30B C YIOJIHOMOYEHHBIM OpraHoM. B HEKOTOpBIX yMOJIHOMOYEHHBIX
OopraHax TroOCyJapCTB-WICHOB MOXHO IOJyYUTh TOAPOOHBIE KOHCYJIbTAIMM M PYKOBOJACTBA IO
CTaTUCTUYECKUM METOAUKAM.

Kax/iplii 0TYeT JOKEH co/IepKaTh BCE ONMCAHHbIE HUKE Pa3/ienbl (32 UCKITIOUCHHEM CITy4aeB, PH
KOTOPBIX OTH pas3fesibl SBHO HE TpeOyloTcs), NpH 3TOM JUIsl COXPAHEHUS JIOTMKHM KOHKPETHOIO
UCCIICIOBAHMSI JIOMyCKAETCS HM3MEHEHHUE I0CIIeA0BATeIbHOCTH WM TPYNIHUPOBKH DPAa3/IeloB OTYETa.
VYka3aHue OTAENbHBIX CBEICHUN B NPUIOXKEHHUSAX K OTUETy SIBIsSIeTCS TpeOOBaHHMEM HEKOTOPBIX U3
YIOJHOMOYEHHBIX OPraHOB M JaHHbIE MPUIIOKEHHUS JOJDKHBI MPEICTABIATHCS MpH HeoOxoaumoctu. Bo
BCEX BBIIICTIEPEUNCIICHHBIX CIIydasX CJeAyeT COOTBETCTBYIOIIMM OOpa30oM HCHPaBIATh HyMepaluio
paszesnoB oTyera.

Hekotopeie TpebOoBaHMS  HACTOALIETO JOKYMEHTa B  OTHOUICHHMH KPYIMHOMAcCIITaOHBIX
UCCIIEIOBAaHHI MOTYT OBITh HEBBINOJIHUMBI WM HelesnecooOpasHbl. [lpu mraHupoBaHUM U MIpeICTaBICHUH
pe3yNIbTaTOB KPYMHOMACHITAOHBIX HCCIEAOBAHUN CleyeT OOpaTUThCS B YINOJHOMOYEHHBIH OpraH H
00cyuTh hopMaT OTYeTA.

[Tono)keHHsT HACTOALIETO JOKyMEHTa CJeIyeT YYHUThIBaTh COBMECTHO C TPeOOBAHUAMU IPYTUX
JOKYMEHTOB, DETJIAMEHTHUPYIOUIMX MPOBEACHUE KIMHUYECKHX HCCICAOBAaHUM M  TpeACTaBJICHUE
pE3yJIbTaTOB O HUX.

I1. TpeOGoBaHus K CTPYKTYpe U COAEPKAHUIO OTUETA

1. TutyjbHasi CTPaAHUIIA

TutynpHas cTpaHHIla OTYETa J0JKHA COAEPKATh CIEAYIONYI0 HHPOPMAIHIO:
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HAaUMEHOBAHME OTYETa C YKAa3aHUEM HAaUMEHOBAHHUS MCCIEAYEMOro Ipenapara, H3y4aeMoro
MOKa3aHUs K MPUMEHEHHUIO, IIPU KOTOPOM MPOBOIMIIOCH UCCIIEOBAHNE;

€CJIM HE yKa3aHO B HAUMEHOBAHUM - KPaTKOE ONMCaHUE JH3aiiHa (TapaienbHbli, IEPEKPECTHBIMH,
CJICNION, paHJIOMU3MPOBAHHBIN), BUAA CpaBHEHMs (IU1a1ie00-KOHTPOJb, AKTUBHBI KOHTpPOJIb, KOHTPOJIb
"no3za-3pdext"), NPONOHKUTEIBHOCTh HCCIEOBAHUS, JO3MPOBAHUE HCCIEAYEeMOro Ipernapara Hu
KOHTUHTE€HT CyOBEKTOB HCCIIEZIOBAaHUS; HAMMEHOBAHUE CIIOHCOpA; MIEHTH(UKALUS MPOTOKONA (KOA MM
HOMEp);

(haza uccienoBaHus;

JlaTa Hayajla MCCJIEJIOBaHMs (AaTa BKIIOUEHUS B MCCIEA0BAaHUE MEPBOTO MAallMEHTa WINM MHas J1aTa
WHHULMMIPOBAHMS), JaTa OKOHYaHMs MCCIIEIOBAHUS WM €ro 3Tana (JaTa 3aBeplLICHUs JeUeHHs! TOCIEIHETO
MalKeHTa), 1aTa JOCPOYHOTO 3aBEPIICHUS UCCIIEA0OBAHUS (MIPU HATTUYHH ),

bamMuIuM M JOJDKHOCTH IO OCHOBHOMY MeECTy paOoThl TIJIaBHOTO HcciefoBaTelns (TJIaBHBIX
UCClIeIoBaTeNe) WM  HCCIEI0BaTeNsA-KOOpAUHATOpAa  (McciefoBaTesNedl  KOOPAMHATOPOB) WM
OTBETCTBEHHOT'O TIPEJCTABUTEIS CIIOHCOPA;

uHpopManus 00 OTBETCTBEHHOM JIMIIE, MOJINKMCABIIEM OTYET MCCIEAOBAHUs OT JHIA CIIOHCOpa
(bamuus ipeAcTaBUTENSI KOMIIAHUHU (CITOHCOpPA), TOIKACABIIETO0 OTYET M OTBETCTBEHHOTO 33 3TOT OTYET).
Taxke Ha TUTYJIBHOW CTpaHUIlE, MO0 B COMPOBOIMTEIHHOM NHCHbME YKa3bIBAIOTCS (aMHINH, HOMEpa
Tesie(hoHa U pakca KOHTAKTHBIX JINL KOMIIAHUM-CIIOHCOPA, OTBETCTBEHHBIX 3a IIPUEM BOIIPOCOB 110 OTYETY;

yKa3aHHE€ O TOM, YTO HCCJIEI0BAaHUE, BKJIIOYAs AapXUBUPOBAHUE OCHOBHBIX JOKYMEHTOB IO
WCCJICIOBAHNIO, BBIIIOJIHEHO B COOTBETCTBHMM C IIPaBUIAMM HAJUIC)KALIEW KIMHUYECKOW IIPAKTUKH,
YTBEPKIACHHBIMU EBpa3uiickoil 5KOHOMUUYECKON KOMHCCHEN (Jlajiee - TIpaBuIa);

JaTta or4era (Takxke HEOOXOAMMO yKa3aTh HaMMEHOBAHMs U J1aThl BCeX Ooyiee paHHMX OTYETOB,
MOJATOTOBJIEHHBIX B PaMKaXx IPOBEIEHUS JAHHOTO UCCIICIOBAHHUS).

2. CuHoncuc (KpaTkoe ONMCaHUe KIMHUYECKOr0 UCCJIeI0BAHMS)

HeoOxoqumo mpeacTaBuTh CHHOICUC (OOBIYHO OKOJO 3 cTpaHwWil), 0000MmAroNii cBeAeHUsS 00
uccaenoBaHUM (B COOTBETCTBUHU C mpuiokeHueM Ne 2 k I[lpaBumam). UToObl OTpa3uTh pe3yJIbTaThl,
CHHOIICUC OOJIKCH BKJIKOYATh YHUCJIOBBIC JAHHLIC, @ HC TOJIBKO TCKCT U P-3HAUCHUA.

3. Conep:xkaHue oT4eTa

Conep:kaHue OT4ETa TOJDKHO BKIIOYATh HOMEpa CTPaHUI] WM JAPYroe yKazaHUe Ha PACIOIOKEHHUE
B TEKCTE OTYETa KaXJOTr0 pasjelia, B TOM YWCIIC CBOJHBIX TAOJUI], pUCYHKOB U TpadUKOB; MEPEYCHb H
PAacCIIOJIOKCHHUC HpHJIO)KCHHﬁ, Ta6JII/IL[ U TOPCACTABJICHHBIX WHAWBUAYAJIBHBIX PETUCTPAIUOHHBIX KapT
(manee - UPK).

4. IlepeyeHb COKpalleHUil U oNpe/e/IeHNs TEPMHUHOB

B otuere mOKHBI OBITH TPENCTABICHBI TEPEYCHb  COKpAICHUH W OMNpeAesICHUM
CHGI_[I/IaJII/ISI/IPOBaHHBIX NN HCOGBI‘-IHLIX TepMI/IHOB, a TAKKC CAUHUI] H3MepeHHﬁ, I/ICHO.HBByeMBIX B OTUCTC.
[Ipu mepBOM yMOMHHAHWM B TEKCTE€ COKPAIICHHBIE TEPMHUHBI JIOJDKHBI MTPOMMCHIBATHCS TOJHOCTHIO, a UX
ab0peBHaTypy HEOOXOUMO B3SITh B CKOOKH.

5. TH4eckue BONpoChI
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5.1. OxcnepTHblii coBeT oprann3anuu (He3aBucuMBbIii 3THYECKUA KOMHTET)

Jlo;kHO OBITH TPEACTAaBICHO MOATBEPXKICHHE TOTO, YTO TNPOTOKOJ HCCIEIOBAHUS M JIOOBIE
MOTPaBKH K HEMY OBLIM pacCMOTPEHbI DKCIEPTHBIM COBETOM opraHuzauuu (He3aBUCHMMBIM 3THYECKHUM
komureroM) (manee - ICO (HDOK)). Ilepeuens Bcex DCO (HIK), k koTropbsiM oOpamajiuch, CieayeT
MPUBECTH B IpWiIoXkeHWU 16.1.3 k oruery (coriacHo pyOpHMKaIlMu pa3/iefioB yKa3aHHOW B HACTOSIICH
YacTH JIOKyMEHTAa) U yKa3aTb (haMuInio, UMs U 0TYecTBO (TpH HamnuuK) npeacenatens 3CO (HIK), ecnu
3TO TpeOyeT yIMOJIHOMOYEHHBIN OpraH.

5.2. 3asBieHue o NMPOBECACHUH UCCTICA0BAHUA B COOTBETCTBUM € ITUYECCKUMHU IPUHIUIIAMHU

CrnenyeT npuBeCTH MOATBEPKACHUE, YTO UCCIECJOBAHUE MPOBEACHO B COOTBETCTBUU C dTUYECKUMH
NpUHIUIAMHA  XeNbCHHCKOM  jaeknapanuu, npunstod XVII  ceccueit  Bceemupnoit  accambien
3apaBooxpaHeHus B 1964 rony.

5.3. Uu¢opMupoBanHoe coriacue

JloJKHO OBITH OMMCaHO, KaK M KOrAa ObLTO MOTy4eHO HHPOPMUPOBAHHOE COTJIache Y HAOpaHHBIX B
UCCIIe/IOBAaHNE TMAIMEHTOB (HAampuMep, MpH OTOOpEe B MCCIENOBAaHUE, MPEIBAPUTEIILHOM CKpPHHUHTE). B
npwioxeHuu 16.1.3 (cormacHo pyOpHKaIuy pa3eioB OTYETa, YKa3aHHOW B HACTOAIIEH YacTH JJOKYMEHTA)
K OTYETY JIOJKHBI OBITh MPUJIOKEHBI 00pa3ell MMCbMEHHON MHPOpPMAaLUH IS ManuenTa (Ipyu HaIUYUH) U
oOpa3er] GopMbI coracus MaryeHTa.

6. UccnenoBaTeiu M aIMUHUCTPATUBHAS CTPYKTYPa UCCJIeJOBAHUS

AIMUHHCTpaTHBHAs ~ CTPYKTypa  HCCIelOoBaHUs  (Hampumep, TIaBHBIM  HCCieloBaTelb,
HCCJIEIOBATENb-KOOPAUHATOP, YIPABJIAIOMINNA KOMMTET, aJIMUHUCTpALUs, KOMUTETbl MOHMTOPHUHIA U
OIICHKH JAaHHBIX, YYaCTBYIOIIME MOJpa3fesieHus], CleUaINCThI-CTATUCTUKY, LIEHTpaJbHas J1TabopaTtopus,
KOHTpaKTHasl HcclieoBaTeNbekas opranuzanus (manmee - KWO), ynpaBieHue noctaBkamMu B paMKax
KIIMHUYECKHUX UCCIIEIOBaHMI) JOKHA OBITH KPaTKO OMMCAaHa B 3TOM pasfelie OTyeTa.

B npunoxennu 16.1.4 x otdery (coryiacHO pyOpHKaIMy pa3/ieioB OTYETa, YKa3aHHON B HACTOSIICH
94acTH JOKYMEHTA) JOJKHBI ObITh MPEACTABIICHBI MEpeUeHb MCCleAoBaTeIe U X opraHu3anuil, UX poJib
(00s13aHHOCTH) B  HCCIIEJOBAaHUM, CBEACHHS O KBaNU(HUKAIMU HCCiIeqoBareneil  (pesioMe WM
AKBUBAJICHTHBIM €My JTOKYMEHT). Takke B mpuioxeHun 16.1.4 x otyeTy (cornacHo pyOpuKamuu pa3aciioB
OTYeTa, YKa3aHHOW B HACTOALICH YaCTH TOKYMEHTA) JIOJKEH OBITh MPEICTABICH aHAJIOTUYHBIA NEepeyeHb
JIpYTUX JIUI, y4acTHEe KOTOpPBIX HMMEET CYIIECTBEHHOE BIHUSHUE Ha IpoBelIeHUEe uccienoBaHus. s
MaciTaOHBIX MCCIIEOBaHUN € yyacTHeM OOJIBIIOTO KOJMYECTBA HCCIIEAOBATeNei BbIICyKa3aHHbIE
TpeOOBaHUS MOKHO COKPATHUTh 10 OOLIMX CBEICHUN O KBAIM(UKAIMY JINILI, TPOBOJUBIIMX HCCIEI0OBAHUE,
C YKa3aHHEM HUMEHHU, YYEHOH CTENeHHU, MecTa pabOThl U POJH KaKIOrO W3 MCCIEOBaTENIeH WIN JPYTuX
YYaCTHUKOB.

[TepedeHpb HODKEH BKIIIOYAThH CIIEAYIONTYI0 HH(POPMAIIHIO:

UCCIIeIOBATENN;

mr060€ Ipyroe JUI0, OCYIIECTBIAIONIee Ha0I0IeH!Ee 3a TEPBUYHBIMHU WIIH IPYTUMH TOKA3aTeIIMU
3¢ (deKTUBHOCTH (HApHUMEp, MEJCECTpa, IMOMOIIHUK Bpauya, KIMHUYECKUN TICHXOJIOT, KIMHUYECKUN
(dapmakosior wiaM mMTAaTHRIA Bpad). HeoOs3aTenbHO BKIIIOYATH B 3TOT IEpPEUYEHb JIUIIO, BHITIOIHSAIONIEE B
pamKax HCCIeI0OBaHUs SMU30JUUYEeCKHe 00sI3aHHOCTH (HAalpuMep, Bpaya, KOTOPbIN ObUT BBI3BaH B CBS3H C
BO3MO)XHOM HEXEJIaTeJIbHOM peaKkIUeil Ha IpHUEeM JIEKapCTBEHHOI'O IMpenapara Wil BPEMEHHO 3aMEHsUI
KOT'0-TO U3 BBIIIETIEPEUNCICHHBIX JIUIT);
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aBTOp (aBTOpBI) OTYETa, B TOM UHCIE OTBETCTBEHHBIH OHOCTATUCTUK (OTBETCTBEHHBIC
OMOCTAaTHUCTHKH).

B cinydasx korzma ymoJTHOMOUYEHHBIMH OpraHaMu TpeOyloTcsi o0pasipl MOANKCEH TJIaBHOTO
UCCIIeIOBATENs UM MCCIIe0BaTENI-KOOPANHATOPA, UX MOAMKUCH TOJIKHBI OBITh BKIIOUYEHBI B IPUI0KEHUE
16.1.5 x otuety (coryacHO pyOpUKallMu pa3/IesioB OTYETa, YKa3aHHOW B HACTOSIIEH 9acTU JOKYMEHTA, B
cootBeTcTBUHU ¢ (hopmoit mpuinoxkeHuss Ne 3 k [IpaBunam). Ecam oOpasupl moamuceit He TpeOyrOTCs, B
npuioxkeHun 16.1.5 k ordery (coryacHo pyOpuKalMM pa3fenoB yka3aHHOM B uacTu Il Hacrosiuero
JIOKYMEHTa) MPUBOAUTCS 00pa3el] MOJIUCH OTBETCTBEHHOIO CIEIUAINCTA CIIOHCOPa UCCIIEIOBAHUS

7. BBenenue

BBenenue m0DKHO cojepkaTh KpaTKoe H3JI0KeHHe (Kak TpaBuiao, He Oosiee 1 CTpaHMIIBI)
UCCIICIOBAaHMsI B KOHTEKCTE pa3pabOTKu HCCIEAyeMOro mpemnapara, OOCYXKICHHE KPUTHIECKUX
OCOOGHHOCTEH wuccaeaoBaHus (Hampumep, OOOCHOBAaHWE W IIENIM, II€JIeBbIe TPYIIIbBI, JICUCHHUE,
MPOAOJKUTCIIBHOCTD, ICPBUYHBIC KOHCYHLIC TO‘{KI/I).

Heo0xomumo mepedyncianTh BCe TOKYMEHTHI, HA OCHOBE KOTOPBIX pa3pabaThiBajICs MPOTOKOI, WU
npoYnec 3HAUYUMBIC Ui JAHHOI'O0 HCCIICAOBAHUA COTJIAIICHHUA WM OJOTOBOPCHHOCTH MCXKY CIIOHCOPOM
(komMmaHWEN) ¥ YIIOJTHOMOYEHHBIMH OpTaHAMM.

8. Lleab U 33724 Hccjae0BaHMS

B nanHOM pasznene pomkHa OBITH TpeACTaBiIeHa WHGOPMAIUS C W3JIOKEHHEM OOIUX Ieled u
3a/1ay MPOBEICHHOT'O UCCIICIOBAHUSI.

9. Ili1aH uccjie10BAHUA

9.1. O0M#A AN3aH U IJIAH-0NMUCAHKNE MCCAeI0BAHUA

OOuwmii Tu1aH MccaeI0BaHus U Tu3aiiH (KOHQUrypalys) ucciae1oBanus (HarpuMep, napauiesbHbIH,
MEPEKPECTHBIN) TOHKHBI OBITH OMMCAHBI KPATKO, HO SICHO C UCIIOJIh30BaHUEM TpapuKoB U AuarpaMm (mpu
HeoOxonumocTH). Ecnu B Jpyrux HMCCIEAOBAaHHUSX HCIOJB3YETCS MOXOXKHH IMPOTOKOJ, MOXET OBITh
MOJIE3HBIM JIaTh CCBUIKY Ha TaKOW MPOTOKON M OMNHCaTh JiIoOble 3HAaYMMble OTJIMYUS OT HEro.
JeiicTByromas peaakius MpOTOKOJIa M JI0Oble M3MEHEHHs JIOJDKHBI OBITh BKIIFOUEHBI KaK MPUIOKECHHUS
16.1.1 x oTdeTy (COTVIACHO pyOpHKAIIMK PA3/eIOB OTYETA, YKA3aHHOW B HACTOSIICH YacTH JOKYMEHTA), a
obpazery UPK (Tonmpko yHHKalbHBIE CTPAHMLBL, T.e. 0€3 BKIIOYCHHMS HWACHTHUYHBIX CTPAHUIl KapThl,
OTHOCSIIIIUXCS K PA3HBIM BU3UTaM) B BHJIe NPWIOXKeHUs 16.1.2 k oTueTy (corimacHO pyOpHKaluu pa3aeiioB
OTYeTa, YKa3aHHOW B HACTOSIIEH 4YacTH JOKyMeHTa). Ecnm kakas-mu0o wHQOpMAIus B 3TOM pasfelie
oT4eTa B35Ta U3 APYTUX UCTOYHUKOB (IOMHUMO MPOTOKOJA) UX CIEAYET yKa3aTh.

[TpencraBnenHas HHPOPMALIUS TOJKHA BKITIOYATh!

M3y4aeMble METO/bI JIeUeHHs (KOHKPETHBIE MIPenapaTsl, 103bl U MIPOLIETYPHI);

UCCIIEYeMYIO TMOMYJISALUUIO0 TAIMeHTOB M KOJMYECTBO MAIMEHTOB, KOTOPHIC JOJDKHBI OBITH
BKJIIOUEHBI B UCCJIEIOBAHUE;

CTENEHb U METOJ OCJICIUICHUs (MacKUpPOBKH) (HAIpuUMeEp, OTKPBITOE, JABOMHOE CIIENoe, MPOCTOe
CJIeTioe, OCJICTIICHHE aHAJTMTUKOB W HEOCJICTICHNE TTAIIMeHTOB U (WJIM) UCCIIe0BaTeNe);

BUJ KOHTPOJIS (Hampumep, 1uianedo, OTCyTCTBHE JIEUEHUS, aKTUBHBIM KOHTPOJIb, KOHTPOJIb "/103a-
ahdext", wucropuveckuid (PETPOCNEKTUBHBIM)) W KOH(DHUTypamuio HCCiIeA0BaHuUS (TMapasuiesibHasl,
NEPEKPECTHAs);
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METO/I pacIpeieNICHHs] CYObEKTOB IO HCCISIYEMBIM TpyHaM (PaHI0OMHU3AIMs, CTPATHPUKAIIN ),

MOCJIEIOBATEILHOCTh M MPOOJIKUTEIIHFHOCTh BCEX MEPHOI0B UCCIIEOBAHUS, B TOM YHCIIC TIEPHOIA,
MPEIIECTBYIONMIETO PAHIOMH3AIlUN, W Tepuoja HAOMIOJCHUS TOCIe MPOBEACHUS JICUYCHUs, NEepHuoaa
OTMEHBI TEPANKK W MEePUoa MPOCTOrO CJIETOro M JBOWHOTO CIIETOro JiedeHus. J{oJKHO OBITh yKa3aHo,
KOTJ1a MalueHThl ObUTH paHIOMU3UPOBAHBL. PeKOMEHIyeTcs yKka3aTh JU3aiiH B BUE TPAQUICCKON CXEMBI,
BKJTFOYAIOIIEH XPOHOJIOTHIO TPOBEACHHBIX OICHOK (B COOTBETCTBHHM C (OpMaMH TpapUUIECKUX CXEM
npuioxenus Ne 4 k [Ipasunam);

J00bIe KOMHUTETHI TI0 0€30TaCHOCTH, MOHUTOPUHTY JaHHBIX WJIA CHEIUATBHBIC PYKOBOISIINEC WITH
OLIEHOYHbIE KOMHUTETHI;

T00BIE TIPOMEKYTOYHBIE CTATUCTUUECKHUE aHAIU3BI U OTICHKH.

9.2. O0ocHOBaHUE IM3aiiHA M CCJIEIOBAHUSA, B TOM YK CJIe BBIOOPA KOHTPOJIbHBIX TPy

HeoOxonumo o0ocHOBaTh BHUA BHIOPAaHHOTO KOHTPOJS M Au3aiiHa uccienoBaHus. HexoTtopswie
aCTIeKThI JU3aifHa UCCIIEI0BAHMS, HYK/IAIOUIHECs B PACCMOTPEHUH, TIPEICTABICHBI HIXKE.

B nieioM, BeIIEISIOT CleAyoNne KOHKYPEHTHbIE KOHTPOJIbHBIE TPYIIIbI (TPYIIbl CPABHEHUS):

1a1e00-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBHEM JICUCHUS;

AKTUBHBIA KOHTPOJIb;

mo00p 10361,

HUCTOPUYECKUI KOHTPOJIb.

B nononHeHwe K OMHMCaHWIO BHJAA KOHTPOJS, IPYTUMH KIHOYEBBIMU OCOOEHHOCTSMHU JU3aiiHa
CUMTAIOTCA WCIOJBb30BAHHWE TMEPEKPeCTHOW KOHUTypamuu (CXeMbl) W BbIOOp MAIMEHTOB C
OTIpe/IeICHHBIMU COCTOSTHUSIMM B aHaMHE3€: HalpHUMep, YyBCTBUTEIBHOCTBIO WJIM PE3UCTEHTHOCTBIO K
OIIpEJICIIECHHOMY JIEKAPCTBEHHOMY IIpernapary WM TpyINe JEKapcTBEHHBIX TmpenaparoB. Eciam He
MPUMEHSIACh paHA0MU3alNs, HE0OX0IUMO OOBACHUTH, KAKME METO/Ibl UCTIOIB30BAIMCH JJISl HCKIIIOUEHUS
cUCTeMaTH4YecKoi omuOku oToopa (systematic selection bias).

HeoOxoaumo ¢ mo3unuii u3yyaemoro 3a00jieBaHus WIM MPUMEHSIEMOro BUa JIeYeHUs 00BICHUTh
NOTEHIMAJIbHBIE WM 3apaHee W3BECTHBbIC 3aTpyJHEHHUs, OOYCIIOBJIIEHHBIC BBIOPAHHBIM IH3aHHOM
WCCIICIOBAHUSI WJIM KOHTPOJIbHOW rpynmo. Tak, sl MEepeKpecTHOro au3aiiHa B TOM YHCIE CIEAYET
NPEyCMOTPETh BO3MOXXHOCTh CIIOHTAHHOTO HM3MEHEHHs TeueHHs 3a00JieBaHMA B XOJ€ HCCIEIOBAHUS U
BO3HUKHOBEHHUS 3(PPEeKTOB mepeHoca.

Ecnu metonom ycraHoBieHus 3()(EeKTHBHOCTH BBIOPaHO MOATBEP)KJICHHE SKBHUBAJICHTHOCTH, TPU
KOTOPOM 3((EKTUBHOCTh HOBOTO BHJA JICUEHHUS HE HUXKE OIPEAENIEHHOrO0 MOopora Mo CpPaBHEHUIO C
NPU3HAHHBIM BUJIOM JieueHUs (He MeHbIIas 3(p(PEKTUBHOCTH), HEOOXOIUMO PACCMOTPETH BO3MOXKHBIC
3aTpyJHEHUS B CBSI3U C BbIOpaHHBIM JM3aliHOM HccienoBaHus. B dacTHocTH, HE0OOX0IMMO 00OCHOBATH,
YTO BBIOpAHHBIM JU3aiiH crocOOEH YCTaHOBUTH pa3Nuuusi MEXIY IPQPeKTHBHONH M HedpeKTUBHOM
Tepanuel. [l 3Toro pekoMeHayeTcsl MpoaHaaIu3upoBaTh M0100HbIE, paHee MPOBEICHHbIE HCCIEA0BAHNUS
B KOHTEKCTE KIIIOYEBBIX OCOOCHHOCTEW u3aiiHa (BBIOOp MAIMEHTOB, KOHEYHBIC TOUYKHU, AJTUTEIHHOCTD,
J03a Tpemapara, SIBISIIOIIETOCS  aKTUBHBIM — KOHTpOJIEM, COMYTCTBYIOIIAas Tepamuss W Jp.),
MOJATBEPKIAIOIINE CTOWKYIO CIIOCOOHOCTH BBISIBIISITH MPEBOCXOJICTBO aKTUBHOTO KOHTPOJS HaJl IuIanedo.
HeoOxomumo onucaTh METOJIBI BBISBJICHHS pasinyuil Mexay 3G dekTuBHON 1 HEADHEKTUBHON Teparuei.
Hanpumep, HamuuueM 5(GQGEKTUBHOCTH MOXHO CYMTaTh YETKOE pasiauuue (Ha OCHOBAaHUM paHee
MIPOBEJICHHBIX MCCIIEIOBAHMI) MKy TPYNION MallMeHTOB, MOJIYYaBIIMX JICYEHUE U TPYNION MalueHTOB,
HE TIOJydYaBIIEH JIEKapCTBEHHBIH mpemapar. Mepoil >(QQEeKTHBHOCTH MOXET CIYXHTbh H3MEHEHHE
3HAYEHMs 1IeJIEBOTO TOKa3aTesis OT MCXOJHOTO YPOBHSI MM JAPYroMl KpUTEpHi, HampuMmep, KOJIUYECTBO
BBI3/IOPOBJICHUI MM BBDKHBAEMOCTb. JlOCTHKEHHE TaKOTo pe3yibTaTta OyAeT MOATBePkKIaTh CIIOCOOHOCTD
UCCJICIOBAHMsI yCTAaHOBUThH pa3iuuus MeXIy 5(PQPeKTUBHBIM U Hed(D(EKTHUBHBIM JIEKapCTBEHHBIMU
npenapatamu. HeoOxoauMo Takke OOOCHOBaThb, YTO B XOJAE MCCIIEJOBAHUS TpaHMIA HE MEHbIIEH
s dexTuBHOCTH (6€30macHOCTH) (A€NIbTa) HE OblIa MPEBHINICHA.
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Oco0oe 000CHOBaHHE B OTYETE CIIEYET MPEACTABUTh B OTHOIICHUU MPUMEHEHUS HCTOPHUECKOTO
KOHTPOJISI, TPUMEHEHHE KOTOPOrO B HCCIIEOBAaHUM HMMEET PsAJl OTpaHUYEHHH (CIO0XHOCTh OOecreueHus
COMOCTAaBUMOCTH CPAaBHMBAEMBIX TPYII, HEBO3MOXHOCThH "OCJHEIUIeHHs" HCccleoBaTeNie, W3MEHEHUE
MTOIXO/I0B K JICUCHHUIO WJIA TEUCHUS 3a00JIeBaHUs, pa3Inydnsi, 00yciIoBiIeHHbIE d(dexToM 1ianedo).

HekoTopsie npyrue ocoOEHHOCTH AM3aiiHa MCCIEIOBaHUS Takke TPeOYHOT OOOCHOBAaHHS, B TOM
qrclie HAIMYUe WM OTCYTCTBHE OTMBIBOYHOIO MEPHOJa U UTUTEILHOCTD MEPHO/a JICYSHHUSI, YTO OCOOEHHO
BXHO TIPH XPOHHUYECKHUX 3aboieBaHusX. Eciam 3To He SBISETCS OYEBUIAHBIM, TO HEOOXOJUMO TaKke
000CHOBaTh BHIOOp 103kl M MHTEpBaJIa Jo3upoBaHus. Hampumep, o0bruHO HeddekTuBeH mpuem | pas B
CYTKH JIEKAPCTBEHHOTO IMpernapaTa ¢ KOPOTKUM MEPHOAOM IMOIYBBIBEACHUS ISl KOTOPOTro 3((HEKT TeCHO
CBSI3aH C €ro KOHIIEHTpaluei B Iiazme. Eciam B pamkax HccieoBaHUS NPHUMEHSETCS TakKoll pexum
JIO3UPOBaHUsI, €ro HEoOXOAMMO  OOOCHOBaTh, HAmpUMEp, TEM, YTO  TMPOJOJLDKUTEIBHOCTH
dapmakomHamMudeckoro 3¢ ¢dekra IpeBbIIIaeT JIUTEIBHOCTh HAXO0XKICHHS JIEKAPCTBEHHOTO Tperapara B
kpoBH. HeoOxoqumo ommcath MCIOIB30BaHHBIC MPOIECIypPhI, HANIPABIEHHbIC Ha yCTaHOBJICHHE d(deKTa
"yckonb3aHus" OT JACHCTBHS Mpernapara B KOHIIE HMHTEpBaja JO3UPOBAHUA, HAMpPUMEp, OMpPEACIICHUE
JEHCTBUS Tpernapara nepej IpueMoM odepeaHon A03bl. B uccnenoBanuu n03a-3¢p(deKT ¢ napamuienbHbIM
JIN3aifHOM HEOOXOIMMO TaKke 000CHOBATh BEIOPAHHBIN JIHAa30H J103.

9.3. BbiO6op u3yyaemMoii monyJasiuuu

9.3.1. Kpurepuu BrmrodeHUs. B oTdere AOMKHBI OBITH OINHMCAHBI TOIMYJSIUS IMAIlMEHTOB U
KpUTEpUU OTOOpA, MCIOIB3yeMble JUIsl BKIIOUCHUS MAllMEHTOB B HCCIENIOBaHWE, W MPOAHATU3NPOBAHA
MPUTOHOCTh HW30paHHOW TMOMyNsAUMU A7 1enedl ucciaenoBaHus. JlomkHBI OBITH IpeaCTaBICHBI
KOHKPETHBIE UCIONb3yeMble JIHMATHOCTHMUYECKHE KPUTEPUH, a TAaKKE KOHKPETHhIE TpeOOBaHUS K
3a00JIeBaHUIO0 (HAaIpUMeEp, OIpeleieHHass CTeNeHb TSKECTH U MPOJOJIKUTEIBHOCTh 3a00JIeBaHuUs,
pe3yNIbTaThl aHAJIN3a KOHKPETHBIX Ja00PaTOPHBIX TOKa3aTellel MM PEHTHHTOBOM KA, (PU3UKATHHOTO
obOcrenoBanus, OCOOGHHOCTHM aHaMHe3a (HeyJada WM ycrleX MpeAblaylied Tepanuu) WIH JIpyrue
MOTEHIIMATbHBIE TIPOTHOCTHYECKHE (DAKTOPHI U JIFOOBIC BO3PACTHBIE, MTOJIOBHIC MU 3THUYECKUE (PaKTOPHI.

JlomkHBI OBITH OMMCAaHBI KPUTEPUH O0TOOpA M JII0ObIe TOMOJHUTENbHBIE KPUTEPUH PaHAOMU3ALINN
(oTOOp TAIMEHTOB B TPYIIy C NPUMEHEHHWEM HCCIIeIyeMoro mnpemnapara). [Ipu Hanumuuu OCHOBaHUM
noJlarathb, 4To MpHU MPOBEJACHUN HCCIEAOBAHNS OBLIM JOMOIHUTEIbHBIE KPUTEPUHU BKIIOUEHUS B HETO, HE
OTpe/ieTieHHbIE B MPOTOKOJIE HCCIIEIOBAHUS, JOJDKHBI OBITH OOCYXIIEHBI MX BO3MOXKHBIC MOCIEIICTBUS.
Hanpumep, eciu HeKOTOpbIE UCCIeI0BATENN MOTJIA UCKIIIOYATh WU MEPEBOJIUTh B APYTUE UCCIIEI0BAHUS
MAalMEeHTOB, KOTOPbIE UMENH OIpeCIICHHbIC 3a00JIeBaHUS WU ONPECIICHHBIE UCXOIHbIE XapaKTEPUCTUKH.

9.3.2. Kputepuu HeBKItOUeHUS. J[0JDKHBI OBITh yKa3aHbl KPUTEPHUH /ISl HEBKIIOUEHHS TIAI[UCHTA B
UCCIIe/IOBAaHNE Ha JTame oTOopa, a Takke OOOCHOBAaHME OJTHUX KpHUTEpHUEB (HAampuUMep, € TO3UIHHA
0e30MacHOCTH, aJAMHUHHCTPATHUBHbIE MPUYMHBI WM HENPUTOJHOCTh Ui HccienoBaHus). BiusHue
KpUTEPUEB HEBKJIIOYEHHUSI Ha BO3MOXKHOCTh pPAaCHpOCTpPaHEHUsI PE3yIbTaTOB MCCIEIOBAHUS Ha BCIO
MOMYJISIIUIO B IIEJIOM JIOJDKHBI OBITH TPOAHAIU3UPOBaHbI B pazfene 13 oTuera 00 MccieA0BaHUH (COTJIACHO
pyOpHKaIuu pas3/ieJioB OTYETa, YKa3aHHON B HACTOSIIEH YacTH IOKYMEHTa) WK B 0030pe 0€30MacHOCTH U
3¢ (HEeKTUBHOCTH MOZYJISl 2 PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpernapar.

9.3.3. Kpurepuu HUCKIIOUEHHS M3 KIMHUYECKOW WM aHAJIUTHYECKOM YacTU HCCIEIOBaHUSI.
JlomkHbl OBITH OMNUCAaHBl 3alUIAHUPOBAHHBIE MPUYMHBI HUCKIIOYEHHS] TAIlMEeHTOB W3 TEepanuu HIn
OCHOBHOTO HaOMOJeHUs (TpU HATUYHMM), & TAK)KE OMHCAHBI XapaKTep U MPOJOJDKUTEILHOCTH JIFOOOTO
3aIJIaHUPOBAHHOTO MOCJIEAYIOIIEr0 HAOMIOICHUS 1JIS IaHHBIX MAI[UeHTOB.

9.4. Jleuenue

9.4.1. Hasznauennoe nedeHue. JIOIDKHBI OBITH ONHMCAHBI TOYHBIC METOMBI JICUCHUS WIIH
JTUArHOCTHUYCCKHUC Cpel[CTBa, HpI/IMCHSIeMbIe B Ka)I(,Z[OfI FpYHHC ITaIITMCHTOB U HepI/IOI[e HUCCICA0OBaHUsA, B TOM
YHCJIe CIIOCOOBI BBEICHMSI, O3Bl M CXEMbI IPUMEHEHUSI.
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9.4.2. Onucanue wucclieqyeMoro mnpemnapara. B oTdere MOJKHBI ObITH MPUBEICHBI CIIECTYIOLINE
CBEICHHUS:

KpaTKO€ ONMCAaHHE MCCIEAYEMOro Ipernapara (3KCIEpUMEHTAIBHOTO IpenapaTa) (JIeKapcTBEHHas!
dopma, no3upoBka, Homep mapTuu). Eciu wucnonb3oBana He 1 cepusi uccieayeMoro Ipernapara
(9KCTIEpUMEHTAIILHOTO TIperapaTa), MaueHThl, TOMyJalolue Ipenapar u3 KaKIou MapTHH, JOJIKHBI ObITh
UIECHTU(UIIMPOBAHBI B IPUIOKEHUU 16.1.6 K 0T4eTy (COriacHO pyOpHKaIlMK pa3/eioB OTYeTa, YKa3aHHOU
B HACTOAILEH YacTH I0KyMEHTA);

MCTOYHUK TOJy4YeHUs Iianebo u mpemnapaTta cpaBHeHHs. Monudukamus rnpernapata cpaBHEHUS OT
UX OOBIYHOW KOMMEpUecKod (OpMBI BBIMyCKAa JOJHKHA OBITH yKa3aHa B OTYETe, W JOJDKHBI OBITh
MPUBENCHbl NPEANPUHATHIE Mepbl JUIsi OOeCHedeHHs TOro, 4YToObl B pe3yjbTaTe MoOAU(UKAINU
Ouoornueckasi JOCTyITHOCTh He Obllla U3MEHEHA;

JIOTUCTHKA TMOCTABOK JJISl JUTMTEIbHBIX HCCIIEIOBAaHHUM, B KOTOPBIX MPUMEHSIOTCS HCCIETyeMble
npenaparbl ¢ OrPaHUYEHHBIM CPOKOM TOJAHOCTU WJIM HETOJIHBIMU JaHHBIMHU O CTaOUIbHOCTH. CBEAEHUS O
MPUMEHEHUN HCCIEAYEeMBbIX IpenaparoB IOCIEe HCTEUEHHUS CpPOKa MX TOJHOCTH W HJEHTHU(UKALUS
MOJTyYaBIIUX WX TMAIMEHTOB, a Tak)Ke B Clydyae HATUYHUS OCOOBIX TpeOOBaHWUN K XPAHCHHUIO - OTH
TpeOOBaHUS K XPAHCHHUIO.

Hngpopmayus 06 usmenenusx:

Ilynkm 9.4.3 usmenen c 10 mapma 2026 e. - Pewenue Cosema Eepa3uiickoili 3KOHOMUYECKoU
komuccuu om 1 aseycma 2025 2. Ne 63

Cm. npedvloyuyio peodakyuio

9.4.3. Meronpl pacnpeziefieHHs CyObEeKTOB HCCIIEAOBAaHUs MO TpynnaMm. MeToJibl, UCIOIb3yeMble
JUIL  pacrlpesiesieHuss CyOBEKTOB HCCIENOBaHHMA 10  TEPaleBTHUECKUM TpyIIaM, Hampumep,
LIEHTPAJIM30BaHHOE paclpe/ieieHne, paclpesielieHue B paMKaxX OTIEJbHBIX MEIUIIMHCKUX OpraHu3alui,
aJlaliTUBHOE pacrpezeneHue (pacrpeiencHie Ha OCHOBAHUM paHee IMOJyYeHHON OLEHKM WM OTBETa Ha
JieuyeHue) JOJDKHBI ObITh ONUCAHBl B TEKCTE OTYETa, BKJIIOYAs MPOLEAYpbl CTpaTU(HUKAIMU WU BbIOOpa
pa3mepa OJIOKOB Ui paHIoMH3anuu. JIoOble 0COOEHHOCTH pachpeAesieHHs IMAlMeHTOB JOJDKHBI OBITH
[POaHAIM3UPOBAHbI B OT/IEIBHOM YacTH 1aHHOTO pa3jiesia OTYeTa.

[TonpoOHoe onmcaHue MeTo/a PaHIOMM3ALMH, BKJIIOYas OMMCAHUE METOJIAa BBIMOIHEHUS, JOKHO
ObITb NPUBEJEHO C YyKa3aHMEM CChUIOK HAa HCTOYHUKM B OpuiokeHuu 16.1.7 k oTueTy (coriacHo
pyOpHKanuu pa3zesnoB OT4YeTa, YKa3aHHOM B HACTOSIIEW 4YacTh JOKyMeHTa) (Ipu HeoOXOIUMOCTH).
Tabnuua, cogepkamias KOJAbl paHIOMHU3ALUHU, UJCHTU(UKALMOHHBIA KOJ MalMeHTa B HCCIEIOBAaHUHU U
Ha3HAYeHHOE JICYEHHE, TakXKe JOJDKHA ObITh NpEJCTaBlI€Ha B MPWIOKEHHU. B MHOroueHTpoBOM
UCClIeIOBaHUM MH(pOpMAIMs B OTYETE JOJKHA ObITh MPE0CTaBIeHa M0 LIEHTPaM B OTJENbHOCTHU. JloykeH
OBITh MOSICHEH METOJ] CIIy4alfHOTO FreHepUPOBAHNS HOMEPOB.

Jlis uccnenoBaHuii ¢ PETPOCHEKTHBHBIM KOHTPOJIEM Ba)XKHO OOBACHUTH, KakUM 0Opa3oM Obul
BBIOpaH KOHKPETHBI KOHTPOJIb, KAKOW albTePHATUBHBIA PETPOCIIEKTUBHBI KOHTPOJb PAaCCMAaTPHBAJICS
(IpM HANMMYKMM) U KaK MOJTyYeHHbIE pe3yJIbTaThl CPABHUBAIKCH C UCIIOJIb3YEMBIM KOHTPOJIEM.

9.4.4. Beibop no3 mist uzydeHus. [{03bl WM Auana3oHbl 703, UCIOJIb3yeMble B HCCIEIOBaHUH,
JIOJDKHBI OBITh TIPUBEAEHBI IO BCEM BUIaM TEPANUU U JIOJKHO OBITh OMMCAHO OCHOBAHUE Ul MX BBIOOpA
(Hampumep, AaHHBIE O IPEAIIECTBYIOLIEM OIBITE y JIFOJEH U )KUBOTHBIX).

9.4.5. Bo1bop 1103, BpeMeHHU M MHTEpBaja MpreMa npemnapara s Kaxaoro nanuenta. Heodxoanmo
OmucaTh MPOIEAypy IMOa0Opa 03B HMCCIEAYEeMOro Mperapara W Ipernapara CpaBHEHHs (aKTHBHOTO
KOHTPOJIs) AJIsl KaKAOro ManueHTta. Takue Mpolexypbl MOTYT 3aKJIoYaThCs Kak B MPOCTOM CIydalHOM
BbIOOpE (PMKCHPOBAHHOH O3Bl WM PeXUMa TO3MPOBAHMUS, TaK U B 0COOOM MOIO0PE 03Bl MU MOIPOOHO
pa3paboTaHHOM MeXaHH3Me OTOOpa, OCHOBAHHOM Ha WHAMBUIYalbHOM peakiuM MalueHTa, Halpumep,
€CJIM MOBBILIEHHE JJO3bl IPOUCXOIUT BILUIOTH JO MaKCUMAJIbHOW MEPEHOCUMOM 03Bl WM ONPEIEIEHHOTO
pesyabrara. [Ipy HanUYMK TaKTHUKN CHUYKEHUS J103bl, €€ TaKXKe He00X0AUMO OIUCATh.

Cpoku 103upoBaHus (BpeMsi CYyTOK U MHTEpPBaj) U COOTHOILIEHUE AO3UPOBAHUS C MPUEMaMH IMHUILU
JIOJDKHBI OBITH OMMCAHBI, U, €CIM OHM He ObLIM yKa3aHbl B IPOTOKOJE, 3TO JOKHO OBITH OTMEUYEHO B
oryere 0c000.

JloKHBI OBITH ONMCAHBI JHOObIE KOHKPETHBIE MHCTPYKIMHU AJIS MALIMEHTOB O BPEMEHHU M CIlocode
preMa J03bl.
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9.4.6. MackupoBka mansbix ("ciemoi" meron) (mpu Hamuuuu). JOMKHO OBITH MPEIOCTABICHO
ONMKMCAaHWE KOHKPETHBIX NPOLEAYyp, HCHOIB3YEMBIX [UIsl MAacKHpPOBKM JaHHBIX (Hampumep, crocod
MapKUpOBaHUsl YIAaKOBOK, MCIIOJIb30BAaHUE DSTUKETOK, KOTOpBIE pACKpBIBAIOT KOJbl MAacCKUPOBKH,
3areyaTaHHbIX NepeyHeil KoJO0B (KOHBEPTOB), TEXHUKU JABOWHOM MMUTAIMK). B ToM yuciie 10JKHBI OBITh
OINHCaHbl OOCTOATENBCTBA, MPU KOTOPBIX JOMYCKAJOCh HApPYIIEHWE MACKUpPOBAHMsI OJHOTO HWIIHM BCEX
MAlMEeHTOB (HampuMep, B CIydyae CEpbEe3HBbIX HEXKENATEeNIbHBIX SIBICHUMN), HCHOJIb3yeMble MPH 3TOM
IpOLEAYphl, a TaKK€ IEpedYeHb JUI, MMEIIUX IOCTyl K KOJaM NanueHToB. Ecimu uccinenoBaHue
MO3BOJIAJIO OTAENIbHBIM HCCIIEIOBATENsIM OBITh MH(MOPMHUPOBAHHBIMU O Kypce MPOBOAUMOTO JEUEHUS
(HampuMmep, JUISI BO3MOXHOCTH CKOPPEKTUPOBAaTh pPEKUM NPUMEHEHHs TIpernapara), Heo0X0IuMo
00BSACHUTH MPOLIEYPY 3AIIUTHI IPYTUX UCCIIe0BaTeNel OT PaCKPhITH HH(DOPMAIIHH.

JloKHBI OBITH OMMCAaHBI MEPHI, IPUHATHIC I 00ECIIEUEeHHUsI TOTO, YTOOBI UCCIIEAYEMBIH Mpernapar
U 11anedo ObUIM HEOTIIMYMMBI, U MPHUBEACHBI J0Ka3aTeIbCTBA TOTO, YTO OHU OBLIM HEpPa3IUYUMBbI IO
BHEIIHEMY BHIYy, ¢opme, 3amaxy Hu BKycy. JlODKHBI OBITH ONHMCAaHBI MEpBl IO MPEIOTBPAIICHHIO
HapylLIeHUsT MAacCKUPOBKM JIaHHBIX HCCIICOBAHHUS HA OCHOBAaHHMM J1a0OpaTOPHBIX HU3MEpeHui (Tpu
Hanuuuu). [Ipn Hanuuum KoMHUTETa 0 MOHUTOPUHTY JAHHBIX C JOCTYIIOM K HEMAaCKMPOBAaHHBIM JaHHBIM
JIOJIKHBI OBITH OMHCAHBI MPOLIETYPhI, 0OecIeYnBaloIHe MoA/Iep:KaHre o01Iel MAaCKUPOBKU UCCIIEI0OBaHUS.
Taxke [0DKHA OBITH TOSCHEHA TMpOLEAypa TMOANCpKAHUS MACKUPOBKM BO BpeMs IPOBEICHHS
MIPOMEKYTOUHBIX AHAJIN30B.

Heo6xonumMo OOBSICHUTH, MOYEMY JJISi CHUIKEHUSI CYOBEKTUBHOCTH OCIICIUICHUS HEKOTOPBIX WIIN
BCexX HaO0IeHUI He TpeOoBaNIOCh, HAPUMEp, UCIOIb30BaHUE C(HUTMOMAHOMETPA CO CIIyYalHBIM HYyJIeM
(random-zero) - ycTpaHseT BO3MOXHYIO HCCIEIOBATENbCKYI0 CYOBEKTUBHOCTH MNPU HMHTEPIPETALUH
BEJIMYMHBl apTEPUAIBHOTO JIABJICHMS, & JIEHTHI, MOJYyYEHHBbIE IPH XOJITEPOBCKOM MOHHUTOPHUPOBAHMH,
3a4acTyl0 paclIM(pPOBBIBAIOTCS aBTOMATHYECKH, 4YTO, IMPEINOJIOKHUTEIBHO, MO3BOJSET U30EkKaTh
UCCIIEIOBATENIbCKOM  cyObeKTHUBHOCTU. Ecam ocnerseHne ObLIO KelaeMblM, HO HEBO3MOXKHBIM,
HE00X0IMMO OOBSICHUTH PUYMHBI OTKa3a OT €T0 BHITIOJIHEHUS U PACCMOTPETh MOCIEACTBUSA. B HEKOTOPBIX
ClIy4asix OCJEIUIEHUE MPOBOJUTCS, HO 3apaHee U3BECTHO O €ro HECOBEPUICHCTBE BCIEIACTBUE OUYEBUIHBIX
JICKapCTBEHHBIX PEAKUUH IO MEHbIIEH Mepe y dYacTH MalUeHTOB (CyXOCcTh BO pTy, Opaaukapnaus,
JUXOpajKa, peaklud B MECTe€ BBEACHHUSA, W3MEHEHHE JabopaTopHbIX mokaszaTeneit). Takoro pona
npoOjaeMbl WM TOTEHIMAJIbHBIE 3aTPyAHEHUS HEOOXOJMMO 3apaHee BBIABUTh M OIKCATh,
NPEeINPUHUMAIIUCH JIM TOMBITKA OIEHUTh WX BEJIMYMHY WM PEUINTh UX (HApUMeEp, HEKOTOpbIe
M3MEPEHUS MOTJIM IPOBOANTHCA JIMIIAMH, KOTOPBIE HE UMEIIN IIPAaB PaCKPbIBATh OCJIEIUIEHHUE).

9.4.7. IlpenmiecTByroIIas U COMyTCTBYIOMAs Tepanus. JlomKHO OBITh OMHMCaHO, KaKue Mpenaparsl
WINA TIPOLEAYpbl ObUTM pa3pelieHbl 10 M BO BpPEMsSl HCCIEAOBAHHs, OBUIO JIM 3apETUCTPHUPOBAHO HUX
UCIIONIb30BaHUE M KakuM oO0pa3oM, a Takke JIoOble Jpyrue crneurduyeckue MpaBuia U MPOLELYpPHI,
CBSI3aHHBIE C Pa3peIIeHHON WM 3alpelieHHON COomyTCTByomel Tepanueid. JloimkHO OBITH ONMMcaHo, Kak
pa3penieHHas CONMyTCTBYIOIIAs TEpanMsl MOXET IOBJIWATh HAa PE3yJbTaT BCIEACTBHE B3aWMOICHCTBUSA
pasHBIX IIpENnapaToB WM NPSIMOrO MX BO3JEHCTBUS HAa KOHEYHBIE TOYKM (OCHOBHBIE IEPEMEHHBIE)
MCCJIETOBAHMS U KaK MOTYT OBbITh YCTaHOBJIEHBI He3aBHCUMBIE 3(h(DEKTHl COMYTCTBYIONIEH U HCcaeTyeMon
TEpaIuu.

9.4.8. Mepbl 10 obecrieueHUI0 COOMIOICHHsI PeKUMa JieueHUs. JIOJDKHBI OBITh OMHMCAHBI MEPHI,
NpUHUMaeMble g obecrieueHust U (pUKcaluu B JOKyMEHTaX COOIONEHHs peXUMa Tepaluu, Harnpumep,
y4eT MpenaparoB, JHEBHUKH MALMEHTOB, MIOKA3aTeIN COAEPKAHM MpenapaTa B KpOBU, MOUYE WIN JIPYTHUX
JKUAKOCTAX OPraHK3Ma UM MOHUTOPUHT JEHCTBUS Mpenapara.

9.5. lanubie 3(p(peKTUBHOCTH U 0€30I1ACHOCTH

9.5.1. OnenuBaemble TokazaTenu 3G(HEKTUBHOCTH B 0€30MacHOCTH M OJ0K-cxema. J|oMKHBI OBITh
OIICHEHBI KOHKPETHBIC TMOKa3aTean 3(P(EKTUBHOCTH M O€30MacHOCTH W TMPOBEIEHBI JIa0OpaTOPHBIC
uccnenoBanus. [Ipu 3ToM JODKHBI OBITH yKa3aHbl paclyCaHHe JTHEH OLIEHKM ITHX IMoKazaTenei (IHH
NPOBE/ICHUSI WCCIICIOBAHUS, BPEMsl CYTOK, CBSI3b C NMpPHUEMaMH IHUIIH, ¥ KPUTHYECKUE CPOKH OIICHKH
rokasaresei Mo OTHOIICHHUIO K MpHUeMy HCCIEeIyeMOro Ipernapara, HalmpuMmep, HEMOCPEICTBEHHO Nepen
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CIIeyIoIel 10301, yepe3 2 "aca mocje J03bl), METOIbI UX U3MEPEHHS, a TAKKe JIUIA, OTBETCTBECHHBIC 3a
u3Mepenue. Ecnu B cocTtaBe nepcoHasna, BHIMOIHIIOMIET0 KIMHUUYECKU 3HaUMMbIe U3MEpPEHUs, TPOU3OILTN
W3MEHEHUs, OHU JIOJKHBI ObITh YKa3aHBbI.

YacToTy 1 BpeMs U3MepeHHs moka3aresneil 3pGekTuBHOCTH U O€30MaCHOCTH CIEAYeT OTOOpaKaTh
B rpaduueckoM BHJIE OJIOK-CXeMbI (B COOTBETCTBUU ¢ npuioxkeHUueM Ne 4 k [IpaBunam). J{omKHBI OBITH
yKa3aHbl HOMEpa U BpeMsi BU3UTOB, WU TOJHKO BpEeMs BU3UTOB (€CJIM yKa3aHbl TOJIBKO HOMEpPA BU3UTOB
JaHHBIC TPYJHO BOCIPHUHMMATH M HHTEPIPETUPOBATH). Takke cleayeT ykaszaTh Bce crenuduueckue
WHCTPYKUMHU Ui TalMeHTOB (HalpUMep, HCHOJIb30BaHUE HMH PYKOBOJCTB IO MPUEMY H3ydaeMbIX
MIPerapaToB UM MCIIOJIH30BAHUE THEBHUKA).

Omnpenenenus, UCIIOIB3YEMBbIE ISl XapaKTEPUCTUKU UCXOI0B MCCIIEOBaHUS (HaIpUMep, KPUTEPUU
OTIpe/IeTICHUS] BO3HMKHOBEHHS OCTpPOro HWHGApKTa MHUOKap/a, YCTAaHOBICHHE JOKATW3allud HH(APKTA,
XapakTepUCTHKa MHCYJIbTa Kak TPOMOOTHYECKOTO WJIM TeMOpPPArudyeckoro, pasiuuus MEeXAy
TPAH3UTOPHBIM HAPYIIEHHEM MO3TOBOTO KPOBOOOpAIIEHHWS M HHCYJIBTOM, YCTAaHOBIIGHHE MPHYUHBI
CMEPTH) JAOHKHBI OBITH MOAPOOHO 00BsACHEHBI. JIT0OOBIE METOBI, UCTIOIB3YEMBIE TSI CTAHAAPTH3AIIUN WITH
CPaBHEHUS PE3yJIbTATOB Ja00OPATOPHBIX UCCICIOBAHUN WM IPYTUX KIMHUYECKUX U3MEPCHUI (Harpumep,
OKI', pentreHorpaduyeckoe HCCIAEAOBaHUE TPYAHOW KIIETKH) TaKXKe JOJDKHBI OBITH OIMMCAHBI. JTO
0COOCHHO Ba)KHO B MHOTOIICHTPOBBIX UCCIICIOBAHUSX.

Eciu momuMo wuccnenoBarenss OLEHKY KIMHUYECKHMX HCXOJOB OCYIIECTBISUIM HMHBIE JIKIA
(Hampumep, CIIOHCOP WJIM BHEIIHSS KOMHUCCHUS OIEHUBAIM peHTreHorpammbl wim DK wnm ompenensau
HaJIMYUe Y MAlMeHTa UHCYJIbTa, OCTPOro HHapKTa UM BHE3AMMHOW CMEPTH), TAKUX JIUI] HEOOXOIUMO SICHO
yKazatb B oTueTe. HeoOXoauMO TOTHOCTHIO OIMHUCATh MPOLEAYPHI, BKIIOYAs CHOCOOBI MOMAEpKaHUS
OCJICIUICHUS U [IEHTPAIU30BAHHOTO IPOBEJCHHS U3MEPEHUN 1 MHTEPIPETAIIUN X PE3yIbTaTOB.

JlomkHbl  OBITH OMHCAHBI CIOCOOBI TOJIYYCHUS JAHHBIX O HEXKENATENbHBIX  SBICHUSIX
(mo6poBOIEHOE COOOIIEHNE, 3allOTHEHUE AaHKET WM OMPOC), a TaK)Ke HCIOJIb30BAHHBIC CIICIIMAJIbHBIC
PEUTHHTOBBIC IIKATBl W CICIHATLHO 3aIUIAHWPOBAHHBIE TOCIEAYIONIUE MPOIEAYPhl, HAMPABICHHBIC HA
YCTpaHEHUE HEeXeNaTelIbHbIX SBICHUHN, WM 3alJlaHUpOBaHHAs Mpolleaypa MpOOHOro BO30OHOBICHUS
npremMa mpermnapara.

JlomkHBI OBITH OMHMCAHBI BCE UCIOJIb30BAHHBIE OLIEHKH HEXENaTeIbHbIX SIBJICHUN HCCIIeI0BATENIEM,
CTIOHCOPOM WJIM BHEIIHEW TPyNmoi (HampuMmep, OICHKA M0 CTETEHU TSHKECTU WIH M0 BEPOSITHOCTH TOTO,
YTO HEeXeNlaTeJbHbIE SIBICHUS BBI3BaHBI HCCIEAyEeMBIM MpernaparoM). J[OMKHBI yKa3bIBaThCsl KPUTEPUU
TaKHUX OLICHOK (TpY HAJIMYMH) U SICHO YKa3aHbI CTOPOHBI, OTBETCTBEHHEIE 32 OLIeHKY. Eciu appexTuBHOCTD
nin 0e30macHOCTh OBUTM OILIGHEHBI IO KaTeropuajibHOM, Oa/uTbHOW INKale W Jp., JOJDKHBI OBITh
MPEJICTABICHBI KPUTEPUH, UCIIONIb3YEeMbIC JJIsi MPUCBOCHUS OaioB (HampuMmep, ornpeneicHne 0auioB Ha
mKajnae). B MHOTOIEHTPOBBIX HCCIAEAOBAHHUAX HEOOXOIMMO yKaszaTh, KaKMM 00pa3oM METO/Abl OBbLIH
CTaHJIaPTU3UPOBAHBI.

9.5.2. CootBetcTBUEe M3MepeHnil. Eciu kakas-m0o u3 oneHok 3(h(PeKTUBHOCTH WK 0€30MMacHOCTH
He ObUIa CTaHAAPTHOM, TO €CTh HE SBIISUIACH OOLIETPUHATON, TPU3HAHHO HAJCKHOW, TOUHOW M 3HAUUMOM
(cocoOHOM paznuyaTh 3¢ dekTruBHbIe U Hed(DPEKTUBHBIC Tpemaparhl), €€ HaJIeKHOCTh, TOYHOCTh M
3HAYUMOCTD JIOJDKHBI OBITh IOKYMEHTAILHO TOATBEpKAeHBI. ClielyeT omucath B JAaHHOM pa3jielie oTdera
pPaccMOTpEHHbIE, HO OTKJIOHEHHBIE allbTEPHATUBEI.

Ecnu B xadecTBe KOHEUHOW TOYKHU WCCIICIOBAHMS HCIIOIH30BAIACH CypporaTHas KOHEUHas TOYKa
(;mabopatopHble TOKa3aHUs, (U3MKAIBHOE W3MEpEHUE WM TpPHU3HAK, HE SBISIOMUNACA MPSIMBIM
MOKa3aTeeM KIMHUYECKOTO pe3yibTara), 3TO JOKHO OBITh OOOCHOBAaHO, HANpUMEp, CO CCBHUIKON Ha
KIIMHUYECKHE JaHHbIe, IMyOIUKaIK, PYKOBOACTBA UJIH PEHICHHUS YIIOJTHOMOYEHHBIX OPraHoB.

9.5.3. IlepBuunsle nokazarenu 3¢ dexrnBHocTH. Heo6X01uMO MOIpOOHO NEPEUNCIUTh IEPBUYHbIC
MOKa3aTeIM U KOHEUHbIe TOYKH, UCIOJIb30BaHHBIC JIJIS yCTaHOBJIeHUs >PdexkTuBHOCTH. HecMoTpsa Ha TO
YTO KJIIOYEBBIC TOKa3aTeNud 3(PGEKTUBHOCTH MOTYT Ka3aThCs OYCBUIAHBIMHU, MPU HATUYUA MHOXKECTBA
MEPEMEHHBIX WJIA NPU UX MHOTOKPATHOM M3MEPEHHHU B IMPOTOKOJIE HEOOXOAMMO yKa3aTh MEpPBUYHBIC
nokazarean 3(P(GEeKTUBHOCTH (C OOOCHOBaHMEM HX BBHIOOpA) WM ONpPEACIUTh HA0Op 3HAYMMBIX
napaMeTpoB WM JIPYrod METOJA TPYNIUPOBKH HMHGOpPMAIMU, KOTOPBIA MOXHO HHTEPIPETHUPOBATH KaK
nokazarenb >PQexTuBHOCTH. Ecim mepBUYHBIE TOKa3aTeld B MPOTOKOJIE HE yKa3aHbl, B OTYeTEe 00
UCCJIETIOBAaHUHM HEOOXOAMMO IMPEICTaBUTh OOBACHEHUS, KaK ATH KJIIOYEBbIEC MOKa3aTean ObUIHM O0TOOpaHbI
(Hampumep, Ha OCHOBAaHHMHU TyOIHMKAINi, PYKOBOJICTB UM PEIICHUN YIIOJTHOMOUYEHHBIX OPTaHOB) U KOTJa
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OHU OBUTH BBHISBJICHBI (IO WJIHM TOCIIE 3aBEPIICHUS MCCIEAOBAHUS U CHATHUA oclieruieHus). Heobxomaumo
yKa3aTh, ObLT JIX TTOpOT 3PHEKTUBHOCTH OMKCAH B MPOTOKOJIE.

9.5.4. VI3amepeHue KOHIICHTpAIUuU JiekapcTBa. JroOble m3aMepsieMble KOHIICHTpAIMU Mpernapara, a
TaKXe BpPEeMs U MEPHOIBI 0TOOPa 0Opa3IoOB MO OTHOIICHUIO KO BPEMEHU MPUMEHEHHUS Tperapara JOKHBI
ObITh onmcanbl. JIro0as CBA3b MPUMEHEHHUs Mpernapara U 0Toopa mpod ¢ mpueMamu MUIIH, TOJI0KEHUEM
Tela W BO3MOXHBIM 3(PPEeKToOM mpHeMa CONMyTCTBYIOIIETO JieKapcTBa (alaKorois, KodernHa, HUKOTHHA)
TakkKe JOJKHA OBITh yKa3zaHa. J[OJDKHBI OBITH OMHMCAHBI BUJ OWOJIIOTHYECKOTO 00pasma, o0paboTka
00pa3IoB M METOJ U3MEPEHHUS CO CCHUIKOW Ha OMyOJWKOBAHHYIO M (WMJIM) BHYTPEHHIOI BAJIMIAIMOHHYO
JOKYMEHTAIIMIO TIO TMPOLEAype UCCIEA0BAaHMS U XapaKTEPUCTHUKU METOI0JIOTUYECKUX OCOOCHHOCTEH.
Ecmu B oneHke (hapMakOKWHETHKH Ba)KHBIMH CUHTAIOTCS W JIpyrHe (GakTopbl (HarpuMep, pacTBOPHMEIC
[UPKYJTUPYIONIUE PEIenTopbl, (QYHKIUS MOYCK WM TMEYCHH), CPOKH W IUIaHBI 1O H3MEPECHUI0 ITHX
(haKTOPOB TaK)Ke JOJIKHBI ObITh YKa3aHHI.

9.6. O0ecneuenue Ka4eCcTBa JAHHLIX

JlomkHbl OBITH KpaTKO OINUCaHbl CHUCTEMbl OOEcleyeHHs KauyecTBa U KOHTPOJS KadecTsa,
BHEJIPEHHBIE ISl 00eCTieueHNs KauecTBa JaHHBIX. Eciu Takue cUcTeMbl HE UCIONb30BAIUCH, 3TO JTOJKHO
ObITh yKazaHo. JloKyMeHTauus 1O MeXJ1a0opaTOPHBIM METOJaM CTaHJapTHU3allud U Tpolerypam
obecrniedeHrs KavecTBa (MIPU HAIMYUH) JIOJDKHA OBITH MPEACTABIICHA B COOTBETCTBHH C MPUIOKCHHEM

16.1.10 x oTueTy (corimacHO pyOpUKaIMK pa3IesioB OTUETa, YKa3aHHOW B HACTOSAIIEH YacTH IOKYMEHTA).

JltoOble Mepbl, TPHUHSITHIE B HCCICIOBATEIIbCKOM IICHTPE WM IICHTPAIM30BAHHO B IEJSIX
oOecreyeHns UCTIOIb30BaHMsI CTAaHJAPTHON TEPMUHOJIOTUN U cOOpa TOYHBIX, MOCIEI0BATEIbHBIX, MOJIHBIX
U JIOCTOBEPHBIX JaHHBIX, HApUMEpP TPEHUHTH, MOHUTOPUHI HCCJEAOBaTelield MEepCOHAIOM CIOHCOpa
WCCIEOBAHUS, WHCTPYKTUPYIOIIME PYKOBOJICTBA, NIPOBEpKA JAHHBIX, MEPEKPECTHBIE IMPOBEPKH,
MCIIOJIb30BAaHUE IIEHTPAIbHON J1a00paTOpUu AJIs MPOBEAEHUS OTIEJIBHBIX aHAIM30B, LIEHTPAJIN30BaHHAs
pacmmdpoka DKI' nnu ayauropckasi mpoBepKa JTaHHBIX, JOJDKHBI ObITh onmucaHbl. ClemnyeT OTMETHTH,
MPOBOAWINCH T KOH(EpeHIMH is WCCIe[OoBaTelIe, WIM NPUHUMAINCH JIM JApPyrue Iaru s
MOJITOTOBKU MCCIIeIoBaTeNel 1 CTaHAapTU3aluu paOoThI.

Ecnu crnioHCOp MCNOIb30Ball IMPOLEAYPhl HE3aBUCUMOW BHYTPEHHEH WIM BHEIIHEW ayJUTOpPCKOU
MIPOBEPOK, ITO CIEAYET yKa3aTh B JAHHOM pas3fielie OT4YeTa U OMUcaTh MOJAPOOHO B mpuiokeHuu 16.1.8 k
oT4eTy (COTJacHO pyOpHKalMu pa3[esioB OTYeTa, YKa3aHHOW B HACTOAINIEH dYacTh JOKyMeHTa). B
YKa3aHHOM TPHUJIOKCHUH JTIOJDKHBI OBITh MPEACTaBICHBI CepTU(HUKATHI ayauTa (MIPU HATHYNHN).

9.7. IlpexycMoOTpeHHbIE IPOTOKOJIOM CTATHCTHYECKHE METOAbI U ONpeae/ieHre pa3Mepa BbIOOPKHU

9.7.1. CrarucTruecKkuil TIIaH W TUTaH aHaln3a. B mpoTokosie ucciaenoBanus TOJDKEH OBITh OMUCaH
II'TaH CTAaTUCTHYCCKOI'O aHajlu3a U BCEC €ro HU3MCHCHU, HpOI/I3B€,HeHHBIe o HOHy‘IeHI/ISI JAHHBIX 06
ucxonax. B HactosmeM paszmene oT4era HEOOXOIMMO MOAPOOHO ONMUCATh 3allJIJaHUPOBAHHBIC COTJIACHO
HpOTOKOHy HUCCICAOBaHUA, HO HC peanLHo BBITTOJIHCHHBIC aHAJIM3hbI, CpaBHCHI/IH N CTATUCTHUYCCKHUEC TCCTHI.
HeoOxoaumo yka3aTh, TPOBOIMIUCH JIM M3MEPEHUS KIIFOUEBBIX TMOKaszarenel Oosee 1 pasza, mepeuncianThb
KOHKPETHBIE HM3MEpPEHHUs (HampuMmep, CpeAHee 3HAYCHHE HECKOJIBKMX H3MEPEHH B TEUEHHE BCETrO
WCCJICIOBAHMS, 3HAUCHHUS B OIPEACIICHHBIE BPEMEHHBIC TOYKM, 3HAYCHHUS JUIS  3aBEPIIMBIIHMX
HCCICOIOBAHUC CY6’beKTOB HNJIX 3HAYCHUA B KOHIIC TepaHI/II/I), 3aHJIaHI/IpOBaHHBI€ KaK OCHOBa IJId CpaBHeHI/Iﬁ
MEXIy HCCIeAyeMbIM TIpenapatoM W KoHTpojieM. CxomHbpiM oOpazoM Tmipu Haimuuuu Oojee 1
AHAJIUTUYCCKOI'O Imoaxoaa, HaHpI/IMep, HU3MCHCHUC OT HCXOJHOI'0O 3HA4YCHHsA, aHaJIN3 HAKJIOHa KpI/IBbIX,
aHanu3 TabJWIl CMEPTHOCTH, HEOOXOAMMO 0003HAUMUThH 3aINIAHUPOBAHHBIN MOAX0. Takke HE0OXO0auMO
yKa3atb, ObLIa JIU MPEAYCMOTpPEHA B paMKaX NIEPBUYHOTO aHAJH3a MOMPaBKa Ha KOBAPUATHI.

HeoOxomumo ommcaTth, ObUIM JIM 3alJIAaHUPOBAHBI OCHOBAHUWS I HMCKIIOUEHHUS U3 aHaIM3a
MAIMEeHTOB ¢ COOpaHHBIMU JaHHBIMU. HeoOxoauMo yka3arh, ObUTH JIM TPEAYCMOTPEHBI MOATPYIIIbI, YbH
pe3yiabTaThl  AHAIM3UPOBAIMCH OTACNbHO. Ecam mnpm  aHaimm3e pe3ysbTaToB  HMCMOJIB30BAINCH
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KaTeropuaJibHble MIKabl (T700aIbHbIE OLICHOYHBIE LIKAJIbl, CTENIEHHU TSKECTH, PE3YJIbTAThl ONPENEICHHON
BEJIMYMHBI), UX HEOOXOIUMO YETKO OIMPEICIUTh.

HeoOxonumo omucaTh 3alUIaHUPOBAHHBIA MOHMTOPUHI pE3yJIbTaTOB HccienoBaHuid. Ecmum
UCCIIeIOBaHUEM OBLIO MPETyCMOTPEHO y4acTHe KOMHUTETa MO0 MOHMTOPUHIY AAHHBIX, MOAKOHTPOJIBHOTO
WINA HETOJKOHTPOJIBHOTO CIIOHCOPY, HEOOXOIUMO OMHUCATh €r0 COCTaB M ONEpPAIMOHHBIC MPOLEAYPHI, a
TaKXe Mpolenyphl, oOecrneynBarolue COXpAaHEHUE OcJeIuIeHus uccnenopanus. HeoOxoaumo ommcath
4acTOTY U CyTh 3aIUIaHUPOBAHHOTO MPOMEKYTOYHOI'O aHAJIW3a, yKa3aThb BCE 3apaHee YCTaHOBJICHHBIE B
IIPOTOKOJIE UCCIIE0OBAHUS OOCTOSATENLCTBA, B CHIIy KOTOPBIX UCCIIEOBAaHUE JOJKHO OBITh MPEKPAILEHO, a
TaK)Ke€ yKa3aTh BCE BHOCHUMBIE 110 pe3yIbTaTaM IPOMEXYTOUHOTO aHAJIN3a CTATUCTUYECKUE KOPPEKTUBBI.

9.7.2. OmnpeneneHue pasMepa BbIOOpKH. HeoOXomaMMo MpeacTaBUTh 3aIlUIaHUPOBAHHBIA pazMep
BBIOOPDKM UM CIOCOO €ro BBIYMCICHUS, HANpPUMEp, CTATHCTUYECKHE pPACUYeThl WM TPAKTHYECKUE
orpanndenus. Hapsagy ¢ meronamu pacdera pazmepa BHIOOPKM HEOOXOJUMO IPEICTaBUTH 0OOCHOBAaHUE
pacyeToB WM CCHUIKM Ha Takoe oOocHoBaHMe. HeoOXOAMMO TPUBECTH OIEHKH, HCIIOIb30BaHHbIC B
pacueTax, U OOBSICHEHHUS, KaK 3TH OLEHKH ObUIM TMOJydeHbl. B uccienoBaHMsIX, HalpaBiICHHBIX Ha
MOATBEPXKICHUE PA3TUUUN MEXKIYy METOAAMHU JICUEHUs,, HEOOXOIMMO OTOBOPUTH BEIMUYUHY BBISBIISIEMOM
pasHuLBEl. B HcclenoBaHMAX € IOJOKUTENBHBIM KOHTPOJIEM, HAIPABICHHBIX HA IOATBEP)KICHUE HE
MeHbIel 3(p(QEeKTUBHOCTH TO CpPaBHEHHUIO CO CTaHIAPTHOW TEpamuel, ompejieieHrue pa3Mepa BBIOOPKH
JOJDKHO BKIJIOYATh Pa3HUIy MEXKIY CPaBHHBAEMBIMH METOJAMH, KOTOpas CUHMTAETCS HENPHEMIIEMO
O0JIBIION M MOKET OBITh MCKIIFOUCHA B PAMKaX 3aIJTAHMPOBAHHOTO MCCIICAOBAHMS.

9.8. U3meneHnus B X0/J1¢ MpoBeIACHUA UCCTCTOBaAaHUA WM B 3aIVIAHUPOBAHHOM aHAJIN3€

Jlroboe wm3MeHeHHWE B TPOBENEHUHM HCCIEIOBAaHMSA WM IUIAHUPYEMBIX AaHaJIM30B (Hampumep,
UCKJTIOYEHHE KaKOM-Tu00 U3 CpaBHUBAEMBIX TPYIII JICUEHUs, I3MEHEHUE KPUTEPUEB BKIIOUEHUS WIIN J03bI
npernapara, KOppeKTHpPOBKa pa3Mmepa BBIOOPDKH W JIp.), UMEBIIEE MECTO MOCJe Haydanaa HCCIeIO0BaHMA,
JOJIKHO OBITH onucaHo. BpeMs v mpuYHHbBI TaKUX U3MEHEHUH, IPOLEAYPbl, UCIIOIb3YEMbIE JJIsl IPUHATUS
pelIeHNs] O BHEAPEHUM M3MEHEHUH, JIMIA WIN TPYIIBI JIUL, OTBETCTBEHHBIE 3a M3MEHEHUS, XapaKkTep U
COJIep’)KaHUE UMEIOUINXCS JTAHHBIX U MEpeueHb JIHI, KOTOPHIM OHHM ObUIM JTOCTYIHBI Ha JIaTy BHEAPEHUS
U3MEHEHHs, TaKKe JOJDKHBI OBITh ONHCAaHBl BHE 3aBUCUMOCTH OT TOTO, OBLIO JM H3MEHEHHE
3aJJOKyMEHTHPOBAHO B KauecTBE O(QUIIMAIBHOMN MOMpPaBKU K MPOTOKONy wiH HeT (B nanHbIil pasmen He
CIIeyeT BKJIIOYAaTh M3MEHEHMS B YaCTH KaJpPOBBIX IEPECTAaHOBOK U pemieHHit). JIroOble BO3MOXKHBIC
MOCNEACTBHUSI U3MEHEHUH B YacTH MHTEPHpPETAlUU pPe3yIbTaTOB HCCIEIOBAHUS JOJDKHBI OBITh KpPaTKO
OIMCaHbl B HACTOSIIEM paszzene M Oojiee MOoApOOHO B JPYTrUX COOTBETCTBYIOIIMX paszenax ordyera. B
KaXKIOM pasziefie 0T4eTa JOJIKHO ObITh MPOBEACHO YETKOE Pa3Inyhe MEXKIY YCIOBUSAMH (MpoleaypaMu),
3alJIaHUPOBAHHBIMU B IIPOTOKOJIE U B MONPABKaxX WM JOMOJHEHUAX. CUuTaeTcs, 4yTo B 1IEJIOM U3MEHEHUS
B 3alUIAaHMPOBAHHBIX aHANM3aX JIAHHBIX, BBEACHHBIE JO PACKPBITHS MACKUPOBAHHBIX JaHHBIX,
HE3HAUUTENIFHO BIUSIOT HA HHTEPIIPETALIUIO PE3YIbTAaTOB HccaenoBaHuss. OCOOCHHO BaXKHO, YTOOBI BpeMsI
BHEJPEHUS M3MEHEHHI ObLIO YeTKO yKa3aHO IO OTHOIICHHWIO K BPEMEHU PACKPBITHS MAaCKHUPOBAHHBIX
JTAaHHBIX U MOJIy4EHHS UTOTOBBIX PE3YJIbTATOB.

10. Undopmauus o cydbeKTaxX MCCIeI0BAHUSA

10.1. Pacnpenenenne cy0ObeKTOB 10 rpynnam

Cnenyet npoBecTH MOAPOOHBIM M MOHATHBIM y4eT BCEX MAallMEHTOB, KOTOPBIE NIPUHSIIN YYacTHE B
WCCIICIOBAHHH, TIPU MTOMOIIU T'paUIecKOro Wik TaOJUYHOTO IMPEJCTABICHHUS JaHHBIX B TEKCTE OTYETA.
I[OJ'DKHO 6BITB yKa3aH0 KOJINYCCTBO IIalIMCHTOB, KOTOpBIC 6BIJII/I paHIIOMI/ISI/IpOBaHBI, BOIIIJIM B
MCCJICIOBAaHUE W 3aBEPIIMIIA KaXAbIH €ro dTam (KaKIyl Hemento (Mecsl]) HCCICAOBaHMs), a TakKe
IIPUYMHBI BCEX MOCT-PAHIOMU3ALMOHHBIX [IPEKPALICHUN JIEYEHUS, CTPYIIIMPOBAHHBIE 110 BUY JICUCHUS U
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OCHOBHOW TMpHWYMHE (BBIOBITHE W3-TIOJ] HAOIIOJCHMS, HEXKEIATEIbHBIC SIBICHUS, HECOOIOICHNE peKuMa
nedeHuss u ap.). Kpome Toro, B psae ciaydaeB HEOOXOAUMO YKa3aTh KOJMYECTBO TAIUCHTOB,
paccMarpuBaeMbIX (OTOOpaHHBIX) IS BKIIOYEHHUS B HCCIIECIOBAaHWE, M TPUBECTH AaHAIW3 MPUYHH
WCKITFOUYCHHMSI TIAIIUEHTOB BO BpeMs CKPUHHUHTA, €CJIUM 9TO MOXET IOMOYb MPOSICHUTh OCHOBaHUsS Habopa
(GaKTUYECKU TMOJYYCHHON B WCCIICJJOBAHWM TIOMYJISAIIMYA TAIMEHTOB, MPUMEHSIOMMX mpenapar. Kak
paBujI0, Hanbosee yI0OHBIM SIBIISICTCS TIPEACTABJICHUE JAHHBIX B BUJE OJIOK-CXEMBbI (B COOTBETCTBHH C
npmwiokeHueM Ne 5 k [paBumam). Taxke MOMKHO OBITH SICHO YKa3aHO, HAONIONANHCH JIU TAIMCHTH B
TEUEHHUE BCETO CPOKA UCCIICIOBAHMS, JAXKE €CIIU MIPUEM MPEernapaToB UMHU MpeKpaIiaics.

B npunoxenuu 16.2.1 x ot4ery (coryiacHO pyOpHKaIMy pa3/ieioB OTYeTa, YKa3aHHON B HACTOSIIEH
YacTH JIOKYMEHTA) TaKXe JODKEH OBbITh TIepeueHb BCEX TMAI[MEHTOB, MPEKPATUBIINX Yy4yacTHE B
MCCJIEIOBAHUM TIOCJIE UX BKJIIIOYEHHS B HETO, C Pa3/JelIeHUEM 10 UCCIE0BATEIbCKUM IIEHTPAM U TpyIIam
JICYCHUS, C yKa3aHHEM HIACHTU(PUKAITMOHHOTO KOJla TAIlMeHTa, KOHKPETHOW NPUYWHBI TMPEKpaIleHUs
y4acTHsi B UCCJIEIOBAHHMM, IMPOBOJUMOIO JI€UeHHUs (JIEKapCTBEHHBIM MpenapaT W J103a), COBOKYMHOM
MPUHATON M03bI (€CIM TMPUMEHHUMO), a TakKKe MPOJODKUTEILHOCTH JICUEHUS JO0 €ro TMpEeKpaIleHus.
JlomkHO OBITH YKa3aHO, ObLTH JIM IEMAaCKUPOBAHbBI JIAHHBIC JICUCHUS MAIIMECHTA Ha JaTy MPEKPaIICHUS UM
nedeHus. Taxke cleayeT BKIIOUUTH APYTYyI0 HHGOPMAIHIO, TAaKyl0 KaK KpUTHYECKHE JeMorpaduiyecKue
JlaHHbIE (HaIpUMep, BO3pacT, MOJ, paca), COMYTCTBYIOIIAs Tepanus U OCHOBHBIC U3MEHEHHUSI B COCTOSIHUU

NalyeHTa Ha JaTy npekpaiueHus JiedeHus. OOpasel] yka3aHHOTO MepeyHs MpeayCMOTPEH MNPHIOKEHUEM
Ne 6 x [IpaBunam.

10.2. OTK/JIOHEHHS OT NPOTOKOJ1A

I[OJI)KHBI 6BITB OIIMCAaHbl BCE€ BaXXHBIC (CyH_IeCTBCHHBIe) OTKJIOHCHHA, CBA3AaHHBLIC C KpI/ITCpHHMI/I
BKJIFOUCHUST WM HEBKJIIOUEHHUS B UCCIIEOBAaHUE, MTPOBEACHUEM HCCICAOBAHUS, BEICHUEM TaIlMEeHTa WU
OLICHKOI €TI0 COCTOSHHS.

B TekcTe oTyeTa OTKJIOHEHHUS OT MPOTOKOJIA JOJDKHBI OBITh HaJIekKAIIUM 00pa3oM 000OIIEeHBI 0
HCCJICA0OBATCIbCKUM HCHTpaM n CprrIHI/IpOBaHBI 1o pa?;JII/I‘-IHBIM KaTeropI/mM, TAKHUM KakK:

MAIMEHTHI, KOTOPBIC MPUHSIINA YYaCTHE B UCCIICIOBAHUH, JJAXKE €CIIA HE YAOBICTBOPSIOT KPUTEPHUIM
BKJIFOUCHUS,

MAIMEHTHI, KOTOPHIE CTaTM COOTBETCTBOBATh KPUTEPHUSAM MPEKPAIECHUS YYaCTHS B MCCIICIOBAHUH
BO BpEMsI €ro MIPOBEJICHUS, HO HE MIPEKPATHITH €T0;

MAIMEHTHI, KOTOPBIE MOTYYNIN HEMPABUIHHOE JICYCHUE WITH JTO3Y TPEIapaToB;

MAlKUEHTHI, KOTOPBIE MOJIYUYUIIN HEPA3PEIICHHOE COMYTCTBYIOIIEE JICUCHUE.

B npunoxennn 16.2.2 x oT4eTy (COrTacHO pyOpUKaIMK pa3IesioB OTUETa, YKA3aHHOW B HACTOSIIEH
qacTu I[OKYMCHTa) JOJI’)KHBI 6BITB Hepe‘H/ICHCHBI KOHerTHBIG MaguCHTBI C 3TUMHU OTKIOHCHHUAMHU OT
MIPOTOKOJIA C pa3IesICHUEM I10 IIEHTPAM ]I MHOTOIIEHTPOBBIX UCCIICTOBAHHM.

11. Ouenka 3¢p(peKTUBHOCTH

11.1. JlanHble, moasIesKaANIHEe AHATIU3Y

HeoOxomumo sicHO ykaszaTh, KakMe WMEHHO IMAllMeHTHl OBLUIM BKJIIOYEHBI B KaXKIbIH aHaIU3
3¢ (HEeKTUBHOCTH, HANPUMEp, TMAIUCHTHI, TOMYYUBIINE KAKOU-TMOO W3 HCCIEAYEMBIX MpErnapaToB,
MaleHThl C KaKUMHU-TMOO JaHHBIMH 10 J(G(EKTUBHOCTH WM C OINPEACIICHHBIM MHUHUMAJIbHBIM
KOJIMYECTBOM HAOIIO/ICHUH, TMAIMEHTHI, 3aBEPIIUBIINE HCCIICIOBAHNE, MAIMCHTHI, HAOIIOJABIINECS B
ONpeACICHHBIA MPOMEXKYTOK BPEMEHHU, MAIMEHTBI C OMNPEJCICHHONW CTEMEHbIO MPUBEPKEHHOCTH U Jp.
HeoOxoaumo sICHO yKa3aTh, €CJIM 3TO HE OMKCAHO B MPOTOKOJIE MUCCIEIOBAHUS, KOTIa (10 OTHOIICHUIO K
CHATHIO OCJICIUICHHS) W Kak ObTM CPOPMHUPOBAHBI KPHUTEPUH BKIIOYCHHS W  HEBKIFOYCHHS
MPOAHAJIM3UPOBAHHBIX COBOKYIHOCTEN NAHHBIX. ECIM NMEpBUYHBIN aHAIW3, MPEAJIaracMblii 3asiBUTEIIEM,
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OCHOBAH Ha OIpPaHUYCHHOM KOJMYCCTBC MAUCHTOB, HCOGXOI[I/IMO MNPpCANPUHATDH IMOIBITKY YCTAHOBJICHHUA
3G(}EeKTUBHOCTH C TIOMOMIbIO JOMOJIHUTENBHOIO aHajiu3a C HUCHOJb30BaHUEM JAaHHBIX  BCEX
PaHAOMU3UPOBAHHBIX NI BKIIFOUCHHBIX WHBIM 06pa30M IIaIMCHTOB C JIIO6LIM O6’beMOM JaHHBbIX.

B npunoxxennn 16.2.3 x oTdeTy (CormacHO pyOpUKaIMK pa3IesioB OTUeTa, YKa3aHHOW B HACTOSIIEH
qaCTu ,Z[OKYMCHTa) HGO6XO[[I/IMO MMpEaACTaBUTh TaGHH‘{HBIfI CIIMCOK BCCX MMAaIlMCHTOB, BHU3UTOB H
HaOIOZICHUHN, MCKIIOYCHHBIX M3 aHanmm3a 3(PGEeKTHBHOCTH (B COOTBETCTBUU C INpuiaokeHneM Ne 7 k
[TpaBunam). HeoOxoaumo Takke B JWHAMHKE MPOAHAIM3UPOBATH NMPHUUMHBI UCKIIOUEHHS MAI[EHTOB,
BH3UTOB M HAOJIIOJICHUI BO BCEX TPYyIIax JieueHUs (B COOTBETCTBUU C npriiokeHrueM Ne 8 k [IpaBuiam).

11.2. Iemorpadguyeckue u Jpyrue uCXoaHble XapaKTePUCTHKHU

HeoOxoaumo mpeacTaBuTh TPyNIOBLIE JaHHBIE MO BaXHEHIIUM JeMorpa@uueckuM M UCXOIHBIM
XapaKTepUCTHKAM TAIMEeHTOB, a TaKXke JApyrue (akTopbl, BOSHUKIINE B XOJAE HCCIEIOBaHUS, KOTOPHIC
MOTJIM TIOBJIUSATH HA MCXOJBI UccienoBanus. B paszmene 14.1 HE0OX0IUMO MPEACTaBUTh COMOCTABUMOCTD
TPy JICUECHHUS TI0 BCEM MMEIOIIUM 3HAYCHHE XapaKTEPUCTUKAM C WCIIOH30BAaHHEM TaOIUI[ U TPadUKOB.
CHayana HeEOOXOIMMO ONMCATh JaHHBIE /JISl MAlMEHTOB, BKJIIOYEHHBIX B TPYIIbLl "BCE MAIMEHTHI C
JaHHbIMH". Jlamee MOTYT ClleoBaTh JAaHHBIE 110 APYTHM TPYIIaM, BKIIOUYEHHBIM B OCHOBHBIC AHAJIM3bI,
TaKUe Kak aHajau3 "0 MPOTOKONY'" W JpyTrue, HampuMep, TPYIIbl, OTOOpaHHBIE MO MPUBEPKEHHOCTH K
JICYCHUIO, COMYTCTBYIOIIEMY 3a0oneBaHuio  (JieueHWI0) WM  jgeMmorpadguueckuM  (MCXOIHBIM)
xapaktepuctukam. [Ipy HCMONB30BaHMM TaKUX TPyMN, HEOOXOAUMO NPEACTaBUTh JaHHBIE IO
JIOTIOJTHSIIOIIMM UX UCKJIIOYEHHBIM TpymiaM. B MHOTOIIEHTPOBBIX UCCIEAOBAHUSX COMOCTABUMOCTh T'PYIII
M0 BO3MOXHOCTH HEOOXOAMMO OLIEHUTh KaK BHYTPH OJHOTO IIEHTPA, TaK U MEXAY LIEHTpaMHu.

HeoOxoqumo mpencTaBuTh AWarpamMmy, OTPAKAIOIIYI0 B3aWMOCBSI3b MEXAY BCEH BBIOOpKOW U
Ka)X10M aHATM3UPYyEMOU TPYyMHIoil.

Baxmweiliime nepeMeHHbIE 3aBUCIAT OT NPHUPOJbI 3a0oneBaHMs W TpeOoBaHUil mporokoina. Kak
MIPaBUJIO, K TAKUM NIEPEMEHHBIM OTHOCSHT:

nemorpaduueckue epeMeHHbIe: BO3PACT, MMOJ, paca;

(hakTopsl 3a00JIEBaHUS:

0CcO0bBIe KPUTEPHUH BKIIIOUEHUS (€CITM OHU HE YHU(DUIIMPOBAHBI), JITUTEIBHOCTD, CTAJAUS U TSHKECTh
3a0o0NieBaHUsl W JPyrue BUABl KIMHUYECKUX KiIaccU(UKAMi U TPYNIHPOBOK, KOTOpPbIE YacTO
UCIIOJIB3YIOTCS WU UMEIOT MMPOTHOCTUYECKYIO 3HAUUMOCTB;

MCXOJIHbIE 3HAYEHUs OCHOBHBIX KIIMHMYECKUX U3MEPEHUH, MPOBEIECHHBIX B XOJ€ MCCIIECIOBAHUSA U
MPUHSATHIX B KAUECTBE BAXHBIX MTOKAa3aTeJIel MPOTHO3a UM OTBETA Ha JICUEHUE;

COIyTCTBYIOIIME 3a00JIeBaHUSI B Haudaje MCCIEJAOBaHUS, TaKUE KakK MOYeYHas HEeIOCTaTOYHOCTD,
caxapHbIil 1Ha0eT, cepeyHas HeIOCTATOYHOCTh;

3HaYuMbIe 3a00JIeBaHUs B aHAMHE3E;

3HauuMas paHee MPOBOAWMAs Tepamus 3a00NeBaHUs, IS JICUCHUS KOTOPOTO IPOBOJIUTCS
HCCJIEI0BAHMUE;

MPOBOJIUMAsl COMYTCTBYIOIIAsl Tepamnus, Jake MPU H3MEHEHHHM peXUMa J03UPOBAHUS B XOJI€
HCCIIE0BAHMS, BKIKOYasi TOPMOHAJIBHYIO KOHTPALCTIINIO WIIA 3aMECTUTEIIbHYIO TOPMOHAIBHYIO TEPAIHIO,
MpPEKpaIICHHOE UM U3MEHEHHOE JISYeHUE BCIICJICTBUE Havalla UCCIICI0BAHMS;

uHbIe (AKTOpBL, KOTOpble MOTYT TMOBJHUATH Ha OTBET Ha JieUeHHE (HampUMep, Macca Tena,
PEHUHOBBIH CTaTyC, COIEPKAHUE AHTUTEN, META00JIMUECKHUH CTaTyC);

WHbIe, MOTEHLUAJIbHO 3HAYMMBIC IEpPEeMEHHbIE (HApuUMep, KypeHHe, MOTpeOsieHHue ayKorods,
0COOBIE JUETHI), a TAKXKe I KCHIIWH - MEHCTPYAIbHBIN CTaTyC W JaTa MOCIECTHUX MEHCTpyaIuil (eciu
MPUMEHUMO, JUIsl TAaHHOTO UCCIIeI0BAHUS).

B nomonnenue k TabnuiiaM U rpadukaM ¢ JaHHBIMHU [0 YKa3aHHBIM HCXOJHBIM MEPEMECHHBIM B
npwiIoxkeHuu 16.2.4 k otyeTy (COrTacHO pyOpHKaIlMu pa3ielioB OTYeTa, YKa3aHHOW B HACTOAIICH YacTH
JIOKYMEHTa) HeOOXOIMMO TPEJICTABUTh Ta0JIMYHBIC TaHHBIC IO UMEIONINM 3HAYUMOCTh MHIUBHYaTbHBIM
neMorpa@uueckuM M HUCXOAHBIM XapaKTepUCTHKaM, BKIIIOYas JilabopaTOpHbIE TIIOKa3aTeld U Bce
COMYTCTBYIOIIHUE JIEKAPCTBEHHBIE Mpenaparhl MO KaKJIOMYy PaHIOMU3MPOBAHHOMY MaIMEHTy (IO BUIaM
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JICYCHUs, a JJII MHOTOLEHTPOBBIX HCCIEJOBAaHUM - MO IeHTpaMm). HecMOTpst Ha TO 4YTO HEKOTOpPHIC
YIOJTHOMOYEHHBIE OpTaHbl 3alpalliuBalOT BCE UCXOHbIEC TaHHBIE B BUJE TAOJIUI, B MPUIOKEHUH K OTUETY
00 WcclenoBaHUM HEOOXOAMMO YKa3aTh TOJIBKO CBEACHHS, UMEIONINE HAUOOJBINYI0 3HAYMMOCThH (Kak
MIPaBHUJIO, 3TO MIEPEMEHHBIE, IEPEUNUCTICHHBIE BBIIIE).

11.3. U3mMepeHre NPUBEP:KEHHOCTH JIEYEHHU IO

B npunoxxennn 16.2.5 x oTdeTy (cormacHo pyOpUKalMy pa3IesioB OTUeTa, YKa3aHHOW B HACTOSIIEH
YacTH JOKyMEHTa) HEeO0OXOAMMO OO0OOIINTh, MPOAHAIM3UPOBATH MO TPYIMIAM JIEYCHUS U BPEMEHHBIM
MHTEpBaJiaM U MPEICTaBUTh B TAOIMYHOM BUJE BCE U3MEPEHHSI PUBEPKEHHOCTH OTIEIBHOTO MalueHTa K
UCCIIEIYEMOMY DPEXHUMY TEpallMd M ONPEAENICHUs KOHILIEHTPAllMM JIEKApCTBEHHOIO IIpernapara B
KHUJIKOCTSAX OpraHu3Ma.

11.4. Pe3yabTaThl onpeneneHus 3(pPeKTUBHOCTH M CBOJAHBIE TA0IMIbI HHANBUAYAJIbHBIX CBeICHU I
0 ManMeHTax

11.4.1. Ananu3 s>¢pdextuBHOCTH. Heo0X0AMMO CpaBHHUTH BCE TPYMIIBI JICYEHUS IO BCEM BaXKHBIM
nokaszareiasiM 3(QQEKTUBHOCTH (M3yYEHHBIM IE€PBUYHBIM M BTOPUYHBIM KOHEYHBIM TOYKAM, BCEM
(apMakoIMHAMHYECKUM KOHEYHBIM TOYKaM), a TaKKe IO OIICHKE OTHOIICHUS MOJb3bl K PHUCKY JUIS
Ka)/I0Tr0 MalleHTa, eclii TaKoBas OCYLIeCTBIsUIach. B MccineoBaHusAX, HapaBIEHHBIX HA YCTAHOBIICHUE
3G PEKTUBHOCTH, HEOOXOIUMO MPEICTABUTH PE3YJIbTAThl BCEX 3aIUTAHUPOBAHHBIX B MMPOTOKOJIE aHAIU30B U
aHaJIM3a, BKIIIOYAIOIIEr0 BCEX MAlMEHTOB C UCCIEAyEeMbIMU JaHHBIMH. B aHamm3e HEoOXOQMMO OTpa3HUTh
BEJIMYMHY (TOUYEYHas OLIEHKA) pa3IM4Mil MEeXIy IpylnamMH JEUYEHUs, CBSI3aHHBIM C HEH JTOBEPUTEIbHBIN
MHTEPBAJI ¥ pe3yJIbTaThl TECTUPOBAHUS TUIIOTE3bI, €CIIM TAKOBAs BBIJBUTAIaCh.

AHanu3bl, OCHOBaHHbBIE HA HENPEPBIBHBIX (HAIPUMED, CPEHEE apTeEpUAIbHOE JaBICHHUE U 0asul 1o
IIKaje JEMPEeCcCui) U KaTerOPHAIbHBIX MEPEMEHHBIX (HampuMep, KyMUpoBaHWE WH(EKIIMH), MOTYT OBITh
OJIMHAKOBO npremieMbl. Kak npaBuio, 06a U3 HUX HE0OX0AUMO MPECTaBUTh, €CIIM OHU TUIAHUPOBAIIUCH U
[0 HUM MMEIOTCS JOCTyNHble JnaHHble. Ecimu kareropum ObliM pa3pa®oTaHbl BHEpPBbIE (TO €CTh He
BKJIIOUEHBI B CTaTUCTHYECKHUH IUIaH), HEOOXOAMMO OOBSCHUTH MPEAINOCHUIKM MX co3jaaHus. Jlaxe ecnu
OCHOBHO€ BHHMMAaHHE YJENAeTCsl OJHOW NMEepPeMEHHOW (HampuMmep, B HCCIEAO0BAaHUM IO apTepHATIbHOMY
JTABJICHUIO TAKOBOW MOXET OBITh BEJIMUYMHA apTEPUATIbHOTO JABJICHUS B MOJIOKEHUM "Jieka Ha ciuHe" Ha
Henene "X'"), HeoOXOUMO 10 MEHBIIIEH Mepe KPaTKO OIICHUTh U APYTHe BaKHBIC TTapaMeTphl (HarmpuMmep,
apTepUalIbHOE JaBJIEHUE B TMOJIOKEHMM 'CTos" M B JPYrux BpEMEHHBIX Toukax). K Tomy e mno
BO3MOYKHOCTH HEOOXOJUMO OMNKCaTh JUHAMUKY OTBETa Ha JIEYEHHE BO BpeMEHHU. JlJIi MHOTOLIEHTPOBBIX
UCCIIC/IOBAaHUI B IIENSAX MPEACTABICHUS SCHOM KapTHHBI aHaliM3a IO KaXJAOMY LEHTPY, OCOOCHHO
KPYITHOMY, B OTHOILIEHHH BaXXHbBIX EPEMEHHBIX HEOOXOAUMO IIPEJCTABUTh JaHHBIC U PE3YyJIbTAThl aHAIN3A
M0 KaX/I0MYy LIEHTPY (TIPH HE0OXOAUMOCTH).

Ecium BakHBIE U3MEpEHUS WM OLEGHKH HCXOA0B d(pdexkTuBHOCTH WM  0E30MacHOCTH
OCYIIECTBIISUTUCH O0Jiee YeM OJHOM CTOPOHOMU (HampuMmep, HCCIeI0BaTelb U KOMUCCHS SKCIIEPTOB MOTJIN
ClIeNaTh 3aKIF0UYEHUE O HAJTMYUH UM OTCYTCTBUHU Y HAIIMEHTa OCTPOro MH(papKTa MHOKap/a), HE00X0IUMO
OTpa3uThb WTOTOBBIE pa3iIMuMs B OLEHKAX C YKa3aHWEM KaXJOro MAalMeHTa C HEeCOrJIacyOLUMUCS
3aKIIIOYEHUAMU. B Kak10M aHanu3e HeoOX0AUMO YETKO OMUCATh CIIOCO0 OLEHKH.

[Tpu MHOTHX MCCIIEIOBaHUAX TPYAHO MPOBECTU TPAHUILY MEXKAY MOKa3aTeNsIMHU dPPEKTUBHOCTH U
O0e3omacHOCTH (Hampumep, JeTaldbHBIE MCXOJAbl B HCCICJOBAHUM CMEpPTEILHOTO 3a00JIeBaHus).
BoNIbIIMHCTBO yKa3aHHBIX Jlajiee MPUHIMIIOB HEOOXOJUMO NPUMEHSTHh TakXKe IPH OICHKE Ba)KHBIX
nokasaresei 6e30MacHOCTH.

11.4.2. Craructuueckue (aHaIMTUYECKHE) pe3yabTaThl. [[sl SKCIepTOB NO KIMHUYECKOH U
CTaTUCTHYECKON YacTsIM HCCIElI0BaHHUs B OTYETEe HEOOXOAMMO OMNMCaTh CTAaTHUCTUYECKUN aHanu3. B
npuioxennu 16.1.9 k ordery (cornacHo pyOpUKalUMU pa3/iesioB OTYETa, YKa3aHHOM B HACTOSIIEH YacTH
JIOKYMEHTa) HE00X0AUMO MPEICTaBUTh JETATU3UPOBAHHYIO JOKYMEHTALUIO [0 CTATUCTUYECKUM METO/1aM
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(B cootBercTBUHU ¢ npuioxeHreMm Ne 9 k Ilpasunam). HeoOxonumo onucarh BaKHbIE 3JIEMEHTHI aHAIIN3A,
BKJIIOYAsi MCIIOJIb30BAHHBIE METO/]IbI, TIOMPABKU HA JAeMorpaduyeckue U UCXOJTHBbIE XapaKTEPUCTUKU WU
COIYTCTBYIOIYIO TEpaIuio, oOpalieHre ¢ BHIOBIBAHUSAMH M OTCYTCTBYIOIIMMH JITaHHBIMH, MOMPABKU HA
MHO’KECTBEHHBIE CpaBHEHUS, 0COObIE aHAJM3bl UII MHOTOLEHTPOBBIX HCCIEIOBAaHUM M TOMpPAaBKU Ha
NPOMEXYTOUHBIA aHanu3. HeoO0XoauMo NpeACTaBUTh CBEACHHMS O BCEX H3MEHEHUSAX B aHAJM3E,
MIPOU3BEICHHBIX TIOCTIE CHATUS OCIICTUICHHUS.

B nononHeHune Kk oOleMy OINMUCAHMIO B JIaHHOM pasjielie OT4eTa HEOOXOIMMO paccMOTPEThH
CJIETYIOIINE BOMIPOCHI (€CIIM TPUMEHNMO):

11.4.2.1. IlonpaBku Ha KoBapuaThl. B oTyeTe HEOOXOIUMO NpPENCTaBUTh OOBSICHEHHs BbIOOpa U
MONPABOK Ha JAeMorpaduyecKkue M HCXOAHBIC XapaKTEPUCTUKH, COMYTCTBYIOIIYIO TEpamuio U JOObIe
JpyTue KOBapuaThl MM MPOTHOCTHYECKHE (DakTOphl. MEeTOJbl OCYIIECTBICHHUS IOMPABOK, PE3yJIbTaThl
aHaJIM30B W BCIIOMOTaTeNbHbIE CBEJCHUS (HalpUMep, KOBapHAllMOHHBIA aHalW3, 3HAYEHUS PErpeccuu
Koxkca) He00X01MMO BKIIFOYHTD B AETATU3UPOBAHHYIO JOKYMEHTALMIO TI0 CTATUCTHYECKUM MeToaaM. Eciu
KOBapHaThl WM METOJIbl, MCIOJb30BaHHBIE B JAHHBIX aHAIM3aX, OTJIWYAIOTCS OT 3alUIaHMPOBAHHBIX B
NPOTOKOJIE, HEOOXOAMMO  OOBSCHUTH HMMEIOLIMECS pasiuuusi M OPEACTaBUTh  Pe3yJIbTATh
3aIIaHUPOBAHHBIX aHAIM30B (TIpu HeoOxoammocTu). He sBasSsCh 4YacThiO OTAETBLHOTO OTYeTa 00
UCCIIC/IOBAaHUH, CPAaBHEHHE IMOMPABOK HAa KOBapUaThl M MPOTHOCTHYECKUX (PAKTOPOB MEXKIY OTACTHHBIMU
UCCJIETOBAaHUSIMH MOXKET OBITh BaKHBIM B PE3IOME JaHHBIX KIIMHUYECKOH 3()(HEeKTUBHOCTH.

11.4.2.2. ObpamieHre ¢ AaHHBIMU BBIOBIBIIMX CYOBEKTOB HCCIEIOBAHUS WM OTCYTCTBYIOIIUMHU
naHHbIMU. CyIECTBYET HECKOJBKO (paKTOPOB, KOTOPhIE MOTYT MOBJIUATH Ha YacTOTy BbIObIBaHUH. K HUM
OTHOCATCS: JUIMTENIHOCTh WCCIICOBAaHUs, Npupoaa 3aboneBaHus, 3(P(EeKTHBHOCT M TOKCHYHOCTH
UCCIIEyeMOro JIeKapCTBEHHOTO Tpernapata M Jpyrue ¢akTopbl, HE OTHOCALIMECS K TEeparuu.
HrHopupoBaHHe MAlMEHTOB, BBIOBIBIIMX M3 HUCCIECAOBaHMSA, U MOCTPOCHHE BHIBOJOB MCKIIOYUTEIBHO
ONMHpAasiCh Ha MAalMEHTOB, 3aBEPIIMBIIUX HCCIEAOBAHUE, MOKET MPHUBECTH K HENPaBWJIBHBIM BBIBOJIAM.
Onnako 00JbIION 00BbEM BBIOBIBaHUI, Ja)Ke BKIIIOYCHHBIX B aHAJIN3, MOXET BBECTH B 3a0iyxaeHUe, B
YACTHOCTH €CJIM B OJIHOM W3 TPyNN CpaBHEHHsS OBLIO MHOTO BBIOBIBIIMX MAIMEHTOB HAa pPaHHUX WIU
NPUYHHBI BBIOBIBAaHUS 00YCIIOBJICHBI JICYCHUEM WIIM €ro ucxoaaMu. HecMOTpst Ha TO YTO BIUSIHME PAaHHUX
BBIOBIBAaHUI M B OTIENBHBIX CIy4asX Jake CyTh OUIMOKH ObIBaeT TPYJHO YCTaHOBHUTH, BO3MOXKHOE HX
BJIMSIHAE HEOOXOAMMO MpOaHATU3UpPOBaTh KaKk MOXHO IOJIHEe. PekoMeHyeTcst n3yunTh HAaOII0AaBIIHUECS
Clly4ad B pa3jMyHble BpEMEHHbIE TOYKU WM, €CJIM BBHIOBIBAHUS OBLIM JIOCTATOYHO YAaCTHIMH, BBITOJIHHUTD
aHaJM3bl BO BPEMEHHOW TOYKE, B KOTOPOil OOJBIIMHCTBO IMALMEHTOB BCE €II€ HAaXOJIWJIOCh IMOJ
HaAOJIIOJICHUEM M KOT/Ia TMPOSBHWICSA TOJHBIA 3¢ (eKT JexkapcTBEHHOTo mpemnapara. [ OLIEHKH Takoi
HETOJIHOM COBOKYITHOCTH JAHHBIX PEKOMEH]IyETCs HCIIOJIb30BaTh MOICIIMPOBAHUE.

HeoOxoaumMo OLIEHUTH pe3yibTaThbl KIMHUYECKOTO HCCIENOBAHHS HE TOJBKO JI MOJArPYMIIbI
MaIMEeHTOB, 3aBEPIIMBIIEH MCCIEIOBAHUS, HO W JJIsl BCEH paHIOMH3MPOBAHHOW MOIYJISIIUHN TMAI[IEHTOB
WIM, TI0 MEHbIIEH Mepe, /Uid TOW €€ 4acTH, B OTHOIIEHUH KOTOPOW OCYIIECTBISUIUCH XOTh KaKHe-TO
u3Mepenus. [Ipu ananuse BAMSHUS BBIOBIBAHUHN CIIEAYeT YUYUTHIBATh U CPABHUBATH HECKOJIBKO (haKTOPOB
UCCJIETyeMbIX TPYIIN: MPUYMHBI BHIOBIBAHMS, BpEeMs 1O BBIOBIBAHMS, JOJII BBHIOBIBIIMX B HCCIEAYEMBIX
rpymnIax B pa3iudHbIe TPOMEKYTKH BPEMEHHU.

HeoOxonumo omnmcarh mnpouenypsl oOpaiieHuss ¢ OTCYTCTBYIOIIMMHU JaHHBIMHU, Halpumep,
UCTIOJIb30BaHUE OXKUIAEMBIX WJIM TPOU3BOAHBIX JaHHBIX. HeoOXoauMo mpeacTaBUTh MOJIPOOHOE
00BsICHEHHE, KaK TaKye OILICHKH WJIM MTPOU3BOHbIC JaHHBIC OBbUIH MOTYYEeHBI U Ha KaKUX JOMYIIEHUSIX OHU
OCHOBAHBI.

11.4.2.3. IIpoMeXyTOUHBIM aHAJIN3 U MOHUTOPHUHT JaHHBIX. [Iporecc paccMoTpeHMss U aHaAIU3a
JTAHHBIX, MOJIyYE€HHBIX B paMKaxX KIMHUYECKOTO HccienoBaHus ((popManbHO WM HeQOPMAaIbHO) MOMKET
MIPUBHOCUTH CHCTEMAaTHYECKUE OMMOKM M (Wiau) yBenuwduBaTh omuOKy I poma. Tlosromy HeoOxomammo
MIOJTHOCTBIO ONHCATh BCE MPOMEXKYTOUHbIE aHANIM3bI, (hOpMalIbHbIE WM HE(popMallbHbIE, 3aIUIaHUPOBAHHbIE
WM CUTYaTHUBHBIE, OCYIECTBIISIBIINECS JTF0O0H CTOPOHOI Hccie10BaHus, IPEACTaBUTEISIMU CIIOHCOpa WIIN
KOMHCCUEH MO0 MOHUTOPHMHTY JaHHBIX, Ja)Ke €CIM TPYMIbl JICYeHUs HE ObUTM HICHTU(UIIMPOBAHBI.
CrnenyeT y4yuTbIBaTh HEOOXOJUMOCTh BBE/ICHUS CTATUCTHUUYECKUX MOIPABOK BCIIEJICTBUE TaKUX AHAJIU30B.
Heo6xonumo ommcaTh Bce WHCTPYKLIMH MM TPOLEAYpPHI, HCHOIb30BAHHBIC IS TPOBEICHHS TaKUX
aHanu3oB. [Iporokonbl 3acenaHuii 1000 KOMHUCCHMM IO MOHUTOPUHTY JI@HHBIX WJIM OTYETHl IO
pPacCMOTPEHHBIM Ha TaKMX 3acelaHUsAX JAaHHBIM, OCOOCHHO €CIM 3acelaHHs MPHUBEIU K M3MEHEHUSIM B
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MPOTOKOJIE WU JOCPOYHOMY HPEKpaIEHHIO UCCIIEI0BAaHUSA, MOTYT TO3BOJIUTH OOBSICHUTH 3TO U JTOJDKHEI
OBITH MPECTaBICHBI B MPUIOKEeHUH 16.1.9 k oT4eTy (coryiacHO pyOpUKaIuy pa3AesioB OTYEeTa, YKa3aHHON
B HacTosIel yactu JokyMmeHTa). HeoOXoaumMmo ommcaTh MOHHTOPUHI JAaHHBIX, OCYIIECTBIIEMBIA 0e3
BCKPBITHSI KOJIOB, TaXKE €CJIM CYUTAETCS, YTO TAKOTO POJia MOHUTOPUHT HE yBelInyuBaeT omuoOKy I pona.

11.4.2.4. MHOTOLIEHTPOBBIE UCCIIEOBaHNS. MHOIOLIEHTPOBOE UCCIIEN0BAHUE - 3TO MCCIIEN0BAHUE,
MIPOBOAMMOE 0 €AMHOMY MPOTOKOJY, BKIIOUAIOIIEe HECKOIbKO MCCIEI0BATEIbCKUX LIECHTPOB (Hampumep,
KITMHUK, TOJIMKIMHUK, OOJIbHUIT), B KOTOPOM COOpaHHBIC NaHHBIC aHATU3UPYIOTCS Kak eIuHOoe Iienoe (B
OTIMYMHM OT TMOCJIEAYIOIIEr0 pEeHIeHHs O COBMEUICHHM JIaHHBIX WM pPe3yJbTaTOB OTAENbHBIX
uccnenoBanuii). HeoOXonumo mpencTaBUTh pe3ynbTaThl MO KakaAoMy LeHTpy. Ilo Bo3MoXKHOCTH,
HaIpUMep, €CJIM B LIEHTPaxX YIOBJIETBOPUTEIHHOE KOJMYECTBO MAlMEHTOB B LIEJSX MOBBIIICHUS IEHHOCTH
TAaKOT0 aHaIN3a, HEOOXOJWMO YCTaHOBHTH HAJIMYME KaYeCTBEHHOW WIJIM KOJIWYECTBEHHON 3aBUCHUMOCTH
MEXJ1y HCCIEAyEeMbIMH TpYIaMU U3 pa3HbIX IeHTpoB. HeoOxoaumo omucaTh U OOBSICHUTH BCE PE3KO
OTKJIOHSIIOIIMECS] WM IPOTUBOINOJIOXHBIE PE3YJIbTAaThl MEXAY LEHTPaMH, YUYUTBIBas pa3indus B
MIPOBEJICHUH HCCIIEIOBAHUS, XapaKTePUCTHKAX IMAlMEHTOB WM KIMHUYeckuX Oazax. CpaBHEHHE TpyIII
JOJDKHO BKJIIOYAaTh B ceOs aHANU3bl, KOTOpPbHIE MO3BOJSIOT BBIIBUTH PAa3IMYMsl MEXKIy LEHTpaMH B
OTHONICHUU OTBETa Irpymnm Ha JiedeHue. [1o BOZBMOXXHOCTH HEOOXOJUMO MPEACTaBUTH JieMorpaduieckue,
HCXOJIHBIE ¥ UTOTOBBIE (Pe3yJbTaT U3MEHEHUS! UCXOJHBIX) JaHHBIC, a TaKXKe JaHHbIE Y(PPEKTUBHOCTH IO
KaKIOMY LIEHTPY, AaKe €CId KOMOMHUPOBAHHBIN aHAIIN3 SBIISIETCS IEPBUYHBIM.

11.4.2.5. MHOXeCTBEHHbIE CpaBHEHHs (MHOXKECTBEHHOCTh). Ilo Mepe yBenMueHus KOJIMYECTBa
MPOBEJCHHBIX ~ TECTOB Ha  3HAYUMOCTh  (KOJNMYECTBA  CpPAaBHEHUH)  YBEIWYHMBAETCS  YHUCIO
JIOKHOMOJIOKHUTEIBHBIX pe3ynbTaToB. [lpu Hanuuuu Oonee 1 mepBUYHON KOHEYHOH TOYKH (TIepeMeHHas
ucxona) Oosee 1 aHanu3a KOHKPETHOW KOHEYHOW TOYKM WM MHOXKECTBA HCCIEIyEeMbIX TPYII HIN
HNOATPYII 0OCIEeIOBAaHHBIX IMAllMEHTOB, B CTATUCTHMYECKOM aHAJHM3€ HEOOXOAMMO OTpasuTh ITY
MHO’KE€CTBEHHOCTb, IPEJICTABUTh CTATUCTUYECKYIO MMOMPABKY ISl MPEAOTBPAILICHUS yBEIUYEHHS OTHOKH |
poJia WM IPUBECTH OOBACHEHHUS, TIOYEMY TaKasi IIOMpaBKa He OblIa MpeTyCMOTpeHa.

11.4.2.6. Hcnons3oBaHWe TMOATPYNIBLI TMAlMEHTOB, Yy KOTOPHIX TMOKa3zaHa 3(()EKTUBHOCTS.
Heo6xonumo 0co00 mpoaHaIHM3UpOBaTh BIMSHUE BHIOBIBIIMX W3 aHaIM3a MAIlMEHTOB C HWMEIOIIMMUCS
JAHHBIMU BCIIEACTBHE HHU3KOH MNPHUBEPKEHHOCTH, MPOMYyCKa BU3UTOB, HECOOTBETCTBHUS TpPeOOBaHUIM
UCCIIEIOBaHUsL WM Jpyrux nNpuuuH. Kak yka3aHO BbIIIe, HCIONB3Ys BCE HMEIOIINMECS JaHHBIE,
HEOOXOJUMO TIPOBECTH aHaJM3 BCEX HCCIEIOBAHUN, LENbI0 KOTOPBIX SBJSUIOCH YCTaHOBJICHHE
(G PEKTUBHOCTH, AK€ €CIM TaKoW aHajiu3 HE MPEeIyCMOTPEH 3asBUTENIEM B KadyecTBE MEPBUYHOTO.
PekoMenayercss TOATBEpPAUTh HAAECKHOCTH OCHOBHBIX BBIBOJIOB HCCIIEIOBaHUS Ha TpUMEpe
aIbTCPHATUBHON aHATM3UPYyeMOH NOMyNsSIUH MauueHToB. JloOble 3HAYUTEIBHBIE PACXOXKICHHUS,
BO3HHUKAIOIIKME BCIEACTBHE M3MEHEHUS MOMYJISAINM MAlMeHTOB JUIsl aHaln3a, JOJKHBI OBITH MOIPOOHO
OOBSICHCHBI.

11.4.2.7. HccnenoBaHus S5KBHBAJECHTHOCTH C AaKTUBHBIM KOHTposieM. Eciau wuccinemoBanue ¢
aKTUBHBIM KOHTPOJIEM HAaIpaBJIEHO Ha MOATBEPXkACHHE 3KBHUBAJEHTHOCTH (TO €CThb OTCYTCTBHE 3apaHee
YCTAaHOBJICHHOW BEJIMYMHBI PA3IUUUi) MEXAY HCCISAyeMbIM IpernapartoM M aKTUBHBIM KOHTPOJIEM
(mpenapaTtoM CpaBHEHMsI), B aHaAJINW3€ HEOOXOAMMO OTpPAa3UTh JOBEPUTEIbHBIM HMHTEpPBAl A 3TOrO
CpPaBHEHUS MEXIy JABYMs JIEKQpCTBEHHBIMHM TperaparaMd MO BaKHEWIIMM KOHEYHBIM TOYKaM U
OTHOLICHHE JTOr0 MHTEpBaJla K 3apaHee OrOBOPEHHOM CTemeHW MeHbIIeH A(PQPEKTUBHOCTH
(6e3omacHOCTH), KOTOpasi CUYUTACTCS HEMpUEMIIEMOW (TpeOOBaHUS K OMHCAHUIO OCHOBHBIX YCIIOBUU
UCIIOJIb30BAaHUSl AKTHUBHOTO KOHTPOJII B HCCIENOBAaHUSAX HKBHUBAJIEHTHOCTH YyKa3aHbl B pazjene 9.2
HACTOSIIETO TOKYMEHTA).

11.4.2.8. N3yuenne noarpyni. Eciau mo3BosnsieT pa3mep BbIOOPKH, BKIIOUEHHON B MCCIIEIOBaHHUE,
HEOOXOJUMO TPOAHATU3UPOBATH MOATPYIIIEI, CHOPMHUPOBAHHBIE IO BaXHBIM JeMOTpaQHUUECKUM H
UCXOJHBIM XapaKTEPUCTUKAM, Ha HAJIMYUE HEOXKHUIAHHO BBICOKMX MJIM HU3KHUX OTBETOB M INPEACTABUTH B
OTYeTEe COOTBETCTBYIOIIME PE3yJbTaThl aHaJN3a, HAIPUMEp, CPaBHEHHE BIUSHHUS BO3pacTa, Mojia, pachl,
CTENEHH TSDKECTH 3a00JIeBaHUs, MPOTHOCTUYECKHX (DAKTOpOB, aHaMHE3a MPEIbIIyIIEro JEeYCHHS
JIEKapCTBEHHBIMU TpernapaTaMu TOTO ke Kiacca u Ap. Ecnu BelBUranach rurnoTe3a 0 HaJU4ud pa3iuduii
MEXJly HEKOTOPBIMU MOJArpyIIaMH, TUIOTE3a U €€ NMPOBEPKA JOJIKHBI ObITh YacCThIO CTATUCTHUYECKOTO
aHanm3a.
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11.4.3. CBonHble TaONUIBI AAHHBIX WHIUBHIYaIbHBIX 3¢ QeKToB. B nomonHenue k tabaumaMm u
rpadvkaM JaHHBIX 1O TpyInaM B TaOauIax HEOOXOAMMO MPEICTaBUTh CBEIEHUS 00 MHAMBHIYabHBIX
OTBETaX M MPOYHE HMMEIOLINE 3HAYUMOCTh JUIS MCCIECIOBAHUS CBEJCHUA. YTOJHOMOYECHHBIE OpTaHbI
BIIpaBe TpeOOBaTh JaHHbIE MO BCEM MAllMEHTaM B BHUJAE APXMBHBIX TAOJIHUI] MO KaXKIOMY IMalUEHTY.
TpeboBaHMs K COIEP>)KAaHHUIO OTUYETa MOTYT BapbUPOBATHCS OT UCCIIEOBAHUS K HCCIEIOBAHUIO U OT OJHOTO
KJlacca JICKapCTBEHHBIX IMIpernapatoB K JAPYyromy, IOITOMY 3asiBUTENb JOJDKEH OMNpeNeluTh, IO
BO3MOXKHOCTH TIOCJIE KOHCYJIbTallUd C YIOJHOMOUYEHHBIM OpraHoM, Kakyl0 HMEHHO HWH(pOpMAIIHIO
BKJIIOUUTH B MPUJIOKEHHE OT4eTa 00 uccieqoBaHuu. B oTuete 00 Mcciae0BaHUU HEOOXOAMMO OTPa3UTh,
KaKue JJaHHBIC BKIJIIOYCHBI B KQUEeCTBE MPUJIOKEHUS, U KaKUe JJaHHbIC TPEACTaBJICHbI B 0oJiee MOIPOOHBIX
apXUBHBIX TaOJMIIAX MO OTIENbHBIM IMAllMEHTaM, €CIU 3TO TpeOyeTcsl YHNOJHOMOYEHHBIM OpPTaHoOM, U
KaKMe JIaHHbIe JIOCTYIIHBHI 110 3a1pocy.

B KOHTpodHMpyeMmbIX HCCIEIOBAaHUSAX, B KOTOPHIX BaKHEHIIMe W3MEpeHHs] M  OICHKHU
3G PEKTUBHOCTH (HAIpUMep, MOCEBBI KPOBU U MOYHM, (PYHKIIMOHAIbHBIE MCCIEIOBAHUS JIETKHX, YacTOTa
MPUCTYIIOB CTEHOKApJIWW WJIM OOILIUE OLEHKH) MEPUOAMYECKH MOBTOPSIOTCS, MEPEeYHH JaHHBIX IS
KaXXJIOTO TMallMeHTa, MPUIaraéMbIX K OTUYETY, JOJDKHBI BKJIIOYATh B ceOs: MACHTU(HUKATOP MAIMEHTa, BCE
M3MEpEHHbIC U HAOIIOAABIINECS 3HAUCHUS! BaKHEHIIMX IMOKa3aTesel, BKIYas UCXOAHbBIE, C yKa3aHUEM
BpPEMEHHU TPOBEJCHHUS M3MEPEHUI (HampuMep, JAEeHb Tepaluu U BPEeMs CYTOK, €CJIHM ATO MMEET Ba)KHOE
3HAUYCHME), JICKApCTBEHHBIH Tmipemapar (mo3y) (MpH HEOOXOAMMOCTH B MI/KT), BCE ONpEICTICHUs
NPUBEP’KEHHOCTH M BCIO COMYTCTBYIOUIYIO TEPANUI0O HAa MOMEHT OIpeeieHus (OLEHKH) UIN OIU3KUN K
HEMY MPOMEXYTOK BpeMeHH. Eciii Kpome MOBTOPHBIX OILEHOK B HCCIEAOBAHUU MPOBOJAMIINCH TaKKe
CpaBHEHMS OTBETHBIIMX M HE OTBETHUBIIMX HA JICYCHHE MAIMEHTOB (OAKTEPHOIOTHYECKOE U3NICUCHUE WIIN
HeyJaya), uX HeoOXOJWMO omucaTh. B JomoiHeHue K OMHMCAHHI0 BaKHEWIIMX HM3MEpeHHil B TaOiuiax
HE00XO0/IMMO yKa3aTh CBEJICHHS O TOM, ObLI JIM MAIIMEHT BKJIIOYEH B aHATU3 A3(PPEKTUBHOCTH (M B KOTOPBIA
W3 HHUX, €CJIM MX ObUIO HECKOJBKO), CBEJICHUS O MPHUBEPKEHHOCTH TMAIMECHTA K JICUCHUIO (MPU HAJTUYHH),
cchulKy Ha cootBercTByromue MPK, ecnu oHum BKIIOYEHBI B oT4eT. Takke IenecooOpa3HO yKaszaTh
Ba)KHBbIE MCXOJIHbIE CBEJCHMS, TaKHe Kak IOJ, BO3pacT, Macca Teja, HuccieayeMoe 3abojieBaHue (eciu B
UCCIIEIOBAaHHE BKIIIOYCHBI MALIMEHTHI C pa3IMYHBIMU 3a00JIEBaHUSAMHM), €T0 CTAANA U TsDKECTh. [IpH orenke
53¢ (}EeKTUBHOCTH HCXOJHBbIE 3HAUYCHUS BaXKHEMIIMX W3MEpeHHH OOBIUHO YKa3bIBAIOTCA B KauecTBe
HYJICBBIX.

OnucaHHble TaOJIMYHBIC JIaHHBIE HEOOXOIWMO TMPEJACTaBUTh B NPWIOKEHUU 16.2.6 oTdera
(cormacHo pyOpuKanuH pas3/eioB OTYETa, YKa3aHHOMW B HACTOSIIEH 4YacTH JOKYMEHTa), BMECTO TOTO,
9YTOOBI BKIIIOYATh B HEro Oosee 0ObeMHble TAONUIBI MO WHAMBUAYAIbHBIM PETHUCTPALMOHHBIM KapTam,
TpeOyeMbIM HEKOTOPHIMU YIIOJIHOMOYEHHBIMU OpPTraHaMHM, TIOCKOJIBKY OHHU TPEACTABIAIOT co00i Oa30BbIe
JaHHble 10 3(PPEKTUBHOCTH, HA OCHOBAHHUU KOTOPBIX CTPOATCS 0000meHHbIe Tabauibl. OHAKO TaKOTo
pola TpOMO3JKUE TaOMUIBI MOTYT OBITh HEYAOOHBI Ui aHajdu3a IMPH MPOBEACHUU OSKCIEPTU3bI, U
MpEeOYTUTENIbHEE, YTOOBI B OTYETE ObUIM MpECTaBICHbI UMEIOLINE MTpaKTHUeckuii uHTepec. Hampumep,
€ClTi B OTYETE COOOIIAeTCsl O MPOBEICHHH MHOXKECTBA W3MEPEHUH, TaOMUIIBl OTACIBHBIX MAI[HEHTOB C
BOXHEHIIMMU U3MEpPeHHsIMH  OyJIyT TIOJIE3HBI JJIi KOHTPOJNS HMHAMBHUIYaJIbHBIX pE3yJbTaTOB
MCCIIEIOBaHMsI, B KOTOPBIX OTBET KaXKJIOTO MalueHTa 0000IIeH B OHON CTPOKE TaOIUIbl MIIM HEOOIBIIOM
KOJIMYECTBE CTPOK TAOIHIIBI.

11.4.4. 3aBucumMocTh MEXIy J030H Tpemnapara, ero KoHieHtpanuei u sdpdexrom. Ecnu moza y
Ka)KJO0ro TMalleHTa MOXET BapbUpPOBATHCS, HEOOXOIMMO OMHcaTh (AKTUYECKU IMOJYYECHHbIE MalMEeHTOM
J03bI U OTPa3UTh B TAOMUYHBIX JAHHBIX BCE BEIMYHMHBI 103, Ha3HAUYCHHBIC B paMKax HCCIICIOBAHMUS.
Hecmotpss Ha TO 4YTO B HCCNEAOBaHUSAX, HE HANpaBICHHBIX Ha H3yYEHUE 3aBUCUMOCTU 103a-3Q(eKT,
BO3MOXKHOCTh BBISIBUTH 3aBUCHMOCTh MEXIy J1030d M 3(QeKToM orpaHndeHa, HeoOXO0AUMO
MPOaHANIM3UPOBATh JOCTYNHbIE JAaHHbIE Ha NpeaMeT Haluyus Takoil 3aBucumoctd. [lpu m3ydenun
3aBHCHMOCTH /1033-2(p()EKT PEKOMEHIYETCS BBIYMCIUTEL 103y B MI/KI MacChl Tejla WM MI/M * IUIOLIaau
MOBEPXHOCTH Tea.

CBenieHUs 0 KOHIIEHTpAIMM JIEKAPCTBEHHOIO INpenapara (Ipy HaJIUu4nuu) HEOOXOAUMO OTpPa3HUTh B
TaOJMYHBIX JaHHBIX OPUIOKEeHHs 16.2.5 k oTueTy (corjacHO pyOpHKaluu pa3zesioB OTYETa, YKa3aHHOU B
HACTOSIIIIEH YacTH JIOKyMEHTa), BKJIOYas yKa3zaHHe (PapMaKOKMHETHUECKUX MapaMeTpoB M, IO
BO3MO>XHOCTH, BO B3aUMOCBSI3H C KIIMHUYECKUM OTBETOM.
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Bonee moapoOHble MPUHLIMIBI TU3aiiHa M aHAJIH3a MCCIEeIOBAaHUN, HANpaBICHHBIX Ha BBISBICHHE
3aBUCUMOCTH J103a-3(PpPeKT niau KOHIEHTparuu-3QHeKT MpeICcTaBIeHbl B METOJAMYECKIX PEKOMEHIAIINIX
10 IPOBE/ICHUIO KIIMHUYECKUX UCCIIEIOBAHUH € IeNIbI0 I0100pa 103kl JIEKapCTBEHHBIX MpenapaToB.

11.4.5. JlekapcTBeHHBIC B3aMMOJICUCTBHS U BIUSHUE COIMyTCTBYIOMUX 3aboneBanuii. HeoOxommmo
yKa3aTh Ha HAUIMYKME BCSIKOW MPEANOIaraéMord 3aBUCUMOCTH MEXY OTBETOM M CONYTCTBYIOIIEH Teparuein
WM TIPEABLAYIIMMH UIIH TEKYIIUMH COMYTCTBYIOUIMMHU 3a00JI€BaHUSIMH.

11.4.6. IlpeacraBneHue 1aHHBIX N0 KakI0OMy NanueHTy. HecMOoTpst Ha TO 4TO JTaHHBIE [0 KaXI0MY
MAIUEHTY OOBIYHO OTPAXKAIOTCS B TAOIUIAX, B HEKOTOPHIX CIIydasX peKOMEHAYETCSl COCTABIIATH MPOQPHIN
rokasaresiei 1o OTAeNbHBIM MalMeHTaM B ApYrux ¢popmarax, HanpuMmep, B Buae rpaukoB. ITO OMOTraeT
MIPOaHAIU3UPOBATh 3HAUEHHE KOHKPETHBIX MapaMeTPOB BO BPEMEHH, /103y JIEKAPCTBEHHOI'O MIperapara 3a
ATOT € NEPHOJ M BpeMsl HACTYIUICHUS ONpPEIENECHHBIX SBJICHUM (HANpUMeEp, HEKEJIaTebHBIX SBICHUN
WIM CMEHBl CONyTCTBYyIOLIedl Tepamnuu). Ecinm B OCHOBHOM aHalu3e HCIHOJB30BaHbl YCpEIHEHHbBIC
IPYIIIOBBIE JTAHHBIE, TAKOTO Poja "W3BJICUEHUE WHAMBUIYAJIbHBIX JaHHBIX" MMEeT HeOOIbIIoe 3HAaUCHHE.
OpHako eciau MHIMBUIYaJbHbIE OTBETHI SBISIOTCS BaXKHOM YaCThIO aHAIM3a, TaKHE JaHHbIE MOTYT OBIThH
IIOJIE3HBI.

11.4.7. 3axmouenue 06 3 PpeKTHBHOCTH.

Heo6xonumMo Kak MOKHO TIOJHEE MPEACTaBUTh B OTYETE Ba)KHbIE BBIBOABI 00 3((eKTHBHOCTH
JIEKapCTBEHHOI'0 Tperapara, BKJIOYas OINMCAaHUE TEPBUYHBIX M BTOPUYHBIX KOHEYHBIX TOYEK, C
WCIIOJIb30BAHUEM 3aIUIAHUPOBAHHBIX U aJbTEPHATHUBHBIX CTATUCTUYECKUX TIOJIXOJIOB U PE3YyJIbTATOB
MOMCKOBOT'O aHAJIN3A.

12. Onenka 0e30MacHOCTH

AHanu3 JaHHBIX O€30MacHOCTH ClleAyeT NpoBecTH B TpH 3Tanma. Ha mepBoM sTame B LEsX
OIIpE/IENICHUS] CTENEHN OE€30MAaCHOCTH, KOTOPYIO MOYKHO OLIEHMTh B paMKax HCCIIEI0BaHMs, HEOOXOIUMO
U3yYUTh BEJINYMHY O3KCIO3ULUM (033, UINTEIBHOCTh, KOJMYECTBO ManueHToB). Ha BropoM srame
HEOO0XO/IMMO yKa3aTh HEXeNaTeNbHbIC SBICHUS, W3MEHEHHs JTa0OpaTOpHBIX M JPYTHX IOKa3aTeseH,
CTPYNIIMPOBAHHBIE MO KaKOMY-JTHOO OINpEIelIeHHOMY IpPHU3HAKY, MEXIy CPaBHHBAEMBIMHU TIpyNIaMU U
NPOaHAJIM3UPOBAHHbBIE TPU HEOOXOAUMOCTH C Y4eTOM (PaKTOPOB, KOTOPHIE MOTYT IMOBJIUSATH Ha YacCTOTY
HEXKEJNATeNbHBIX peakiui (ABJIeHWH) (TaKMX Kak BpPEMEHHas 3aBHCHMOCTb, 3aBHCUMOCTb OT
neMorpauuecKux XapakTepUCTHK, /032 WM KOHIEHTpalus JIEKapCTBEHHOrO Tpemapara W Jp.).
Heo6xonnumo yka3atk cepbe3Hble HEeXKellaTeNIbHbIE SBJICHUS U IpyTe 3HauMMble HE)KeJIaTelIbHbIC SABICHUS
(0OBIYHO C TIIATENBHBIM OOCIIEZIOBAHHMEM MAIMEHTOB) KOTOpBIE JIOCPOYHO TMPEKPATHIIM YYacTHE B
UCCIICIOBAaHUM BCIIEACTBUE HEXKEIATENbHBIX SBJICHUA HE3aBHCUMO OT TOTO, OBLIM JIU OHM OOYCJIOBJIEHBI
IIPUEMOM JIEKApPCTBEHHOIO NpenaparTa Win HET, NI CKOHYAJIUCh.

[Ipu »TOM TepMmuH '"cepbe3HbIE HEXKEIATEIbHbIC SIBJICHUS" paccMaTpPUBACTCS B 3HAYCHMHH,
YCTaHOBJICHHOM IIpaBHJIaMH, a TEpMHH 'TIpOYHe 3HAUYMMBbIE HEXelaTelbHble SBICHHUA" 0003HadaeT
BBIPQ)KEHHBIE T'€MAaTOJOIMYECKHEe M Jpyrue J1abopaTopHble HAapyLIEHHsT M BCAKHE HeXeJaTelbHbIe
SBJICHUS, KOTOPbIE NMPUBOAIT K BMEILIATENIBCTBY, BKJIKOYAsi OTMEHY JIEKAPCTBEHHOM TepanuH, CHU)KEHHE
J103bI MJIM Ha3HAYEHUE JIOTIOJIHUTENIbHON Tepanuu.

B mocnemyrounmx pazgenax HEOOXOAMMO IpOaHATU3UPOBaTh U MPEICTABUTH  CIIEIYIOIIUE
CBEJICHUS:

0000IIIeHHbIE JaHHBIE C MCIOJIB30BaHMEM TaONMIl U TpadUKOB, MPEACTABISIEMbIX B OCHOBHOH
YaCTH OTYETa;

IIEPEYHU JIaHHBIX 10 OT/IEIbHBIM NAIL[UEHTAM;

KOMMEHTAapUH K SIBIEHUSM, IPEICTABISAIOIIMM 0COOBIM MHTEPEC I JAHHOTO UCCIIEOBAHMSL.

Bo Bcex Tabnumax u aHanuzax HEOOXOAMMO IMPEJICTABUTh CBEIEHUS O SBJICHUAX, 00YCIOBICHHBIX
UCCIIEyEMbIM JIEKaPCTBEHHBIM MPENapaToM UM KOHTPOJIEM.
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12.1. BeanunHa 3KCIIO3UIIHHA

HeoOxomumMo — oxapakTepu30BaTh BEIMYMHY OKCIO3UIMU  HCCIEAYEMOr0 JIEKapCTBEHHOTO
mpenapara, a Tak)ke akTHBHOT'O KOHTPOJISI M TUT1ae00 ¢ YKa3aHUEM KOJIMYECTBA MAIMEHTOB, IMOABEPTIINXCS
SKCHO3ULINH, €€ JJIUTEIBHOCTH U BO3JICHCTBYIOIIEN JO3bI.

12.1.1. JnutenbHOCTh. JIMMTENTBHOCTh SKCIO3UIMU KaKOW-IMOO J03bI MOXET OBITh BBhIpa)KCHA
MEIUMAaHON WM CpPEIHUM 3HAUYCHHUEM, TaKXKE PEKOMEHAYETCA YyKa3aThb KOJWYECTBO TMAIMEHTOB,
MOJBEPTIINXCSl BO3JICHCTBUIO 32 OMPEICICHHBIA TPOMEXKYTOK BPEMEHH, HAaIpuUMep, 1 1eHb U MEHee, OT 2
nuert go 1 wemenu, ot 1 Hemenu a0 1 mecsma, or 1 no 6 mecsaueB u np. KoinuecTBo maiueHTOB,
MOJABEPTIIUXCS IKCIO3UIIMHA HUCCIEAYEMOT0 JIEKAPCTBEHHOTO TpernapaTa, HeOOXOIUMO pPacTpeIeuTh 10
BO3pacCTy, MOy, PacoBOM NPUHAANEKHOCTH M JIPYTMM HMEIONIMM 3HAaY€HUE MapamerpaMm, TaKuM Kak
3a0oeBanue (€Ci B MCCIICOBAaHNE BKIIFOUCHBI MAIIMEHTHI C PA3IUYHBIMUA 3a00JICBaHUSIMHU), €TO TSHKECTb,
COIMMYTCTBYIOIIAS TATOJIOTHSI.

12.1.2. lo3a. HeoOxomuMo TpeACTaBUTh CPEIHEE 3HAUCHUE WJIM MEIMAaHy HCIIOIh30BAHHOW B
WCCJICIOBAaHUH J03bl U KOJIWYECTBO TNAIMEHTOB, KOTOPHIM OHA ObUIa Ha3HA4YeHa, J03Y, JKCIO3HIMH
KOTOPOM MaIMEHTHI MOABEPTaAIUCh HauOoJee NITUTEIBHO, WM CPEAHIOI CYyTOUHYIO 103y. PekoMeHmyeTcs
MPEJICTaBISATh KOMOMHUPOBAHHYIO HH(DOPMAIIHIO 103a-JIUTEIHHOCTh, HATIPUMED, KOTUIECTBO MAIUEHTOB,
Han0oJiee YacTO TOJBEPraBIIUXCS ADKCIIO3HMIIMK HMCIOJb3yeMOW 1030 B TEUEHHE 3aJaHHOTO TEpHOoja
BPEMEHH, MaKCUMAaJIbHOM J103€, MAKCUMAJIbHO PEKOMEHAYEMOH J03€ U Ap. B HEKOTOpBIX ciaydasx BayKHA
KYMyJISITUBHAs J1103a. BenuuuHy 10361 B 3aBHCHMOCTH OT OOCTOSITENIBCTB MOKHO BBIPA3UTh B BHUJIE
(paKTHYECKOM CYTOYHOM 103k, B MI/KI WM B MI/M’. BceX NalMEHTOB, MOABEPIIIMXCH DKCIO3UIUM
PasIMYHBIMK J1I03aMH, HEOOXOJIUMO CTPYNIHUPOBATH IO BO3PACTy, MOy, PACOBOW MPUHAIIC)KHOCTH W
JIPYTUM UMEIOIINM 3HAYEHUE TTapaMeTpaM.

12.1.3. KoHueHTpamusi JeKapCTBEHHOro mpemnapara. [Ipy Hanuuuu AaHHBIX O KOHUEHTPAIMHU
JIEKAapCTBEHHOr0 Mpenapara (HampuMep, KOHIIGHTpAllMd BO BpEeMs  OIpPEACIICHHOIO  SIBJICHUS,
MaKCUMaJIbHOW TIJIa3MEHHOW KOHIIEHTpPAIUH, IO 10/l KPUBOK "KOHIIEHTpalUs-BpeMs'") MOoCaeaHss
MOXET OKa3aThCs MOJIE3HOM AJI BBISIBICHUS CBSI3U MEX]y HEXKEIAaTeJIbHBbIM SIBJICHUEM WM W3MEHEHUEM
a00paTOPHBIX TIOKA3aTeNield U MPUMEHEHHEM HCCIIeIyeMOTO JIEKApCTBEHHOT'O Tperapara y OTAEIbHBIX
narueHToB. JlanHas nHGOpMAaIHs PeICTaBIseTCs B MPUIIOKEHUH 16.2.5 K 0TYeTy (coriacHo pyOpukanuu
paszesioB OTYETa, YKa3aHHOW B HACTOSIIICH YacTH JOKyMEHTA).

[Ipenmonaraercs, 4To BCE MAIMEHTHI, BKIFOUEHHBIC B WCCIICOBAHWE W TOMYYUBIINE XOTS ObI 1
JI03y MCCIIeyeMOTO Tpernapara, OyayT BKIIOUYECHBI B aHalin3 Oe3omacHocTd. Ecim ykazaHHOe ycloBue He
BBITIOJTHSETCSI, HEOOXOIMMO MPEACTABUTH COOTBETCTBYIOIIHNE OOBICHEHUSI.

12.2. HesxkenaTeabHbIE ABJICHUSA

12.2.1. KpaTkoe pe3ioMe IO HEXeNIaTeNbHBIM sBIEHUSAM. HeoOXoaumo mpencTaBUTh KpaTKoe
pe3loMe BCEX HEXeNlaTeNIbHbIX SBJICHUH, 3apErUCTPUPOBAHHBIX B XOJI€ HCCIEA0BaHUs (C MpeICTaBICHUEM
B JIPYTUX pazjienax AeTaJu3UpOBAHHBIX TaOJIUIl M aHAINW30B). B Takue TaOMUIBI 1 aHAIN3bI HEOOXOAUMO
BKJIIOUUTH SIBJICHUSI, 00YCIIOBJICHHBIE KaK UCCIIEyEeMbIM JIEKAPCTBEHHBIM MIPENapaToM, TaK U KOHTPOJIEM.

12.2.2. TlpeacraBieHuEe MaHHBIX O HEKEIATCNbHBIX SBICHHUSIX. B CBOAHBIX Ta0NHIAX,
MpUBEJIEHHBIX B pazzaene 14.3.1 oruera (coriacHo pyOpUKaIluu pas3eioB OTYeTa, YKa3aHHOW B HACTOSIIEH
YacTH JOKYMEHTa) HEOOXOAMMO OTpa3uTh BCE HEXKeNaTelbHbIC SBICHHS, BO3HUKIIME IOCTE Haydaia
MPUMEHEHHUS HCCIEeNyeMbIX JIEKApCTBEHHBIX IMpenapaToB (BKJIOYAsl SIBJICHHUS BEPOSITHO OOYCIOBICHHBIE
caMUM 3a00JIEBaHUEM WJIM COIYTCTBYIOIIEH MAaTOJIOTHEH, €CIU TOJBKO C YIOJIHOMOYEHHBIM OpPIraHOM
3apaHee He ObUIO JOCTHTHYTO COTJIallleHHe 00 OTHECEHHWH OTOBOPEHHBIX SIBICHUI K 00YCIOBICHHBIM
3aboseBaHueM). TaOmuIbl TOMKHBI BKIIIOYATh B ce0sl CBEACHUSI 00 M3MEHEHUH BHUTAIBHBIX ITapaMeTPOB U
mo0ble  M3MEHEHHUs J1a0opaTOpHBIX TIOKa3aTesiel, KOTOpbIe pacCMaTpHUBAIOTCS KaK Cepbe3HbIe
HE)KEJIaTEJIbHBIE SIBJICHUS WIM [IPOYUE 3HAUUMBbIE HEXKEIATEIbHbIC SIBJICHUS.

TAPAHT:
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[To-BumuMOMYy, B TEKCTE TPEIBITYIIEro ad3ala JoMmyIIeHa onevyarka. 37ech U Jajiee Mo TEKCTy BMECTO
cioB "B pasznene 14.3.1" cnenyet unrtath "B ab3ame 2 pa3gena 14.3"

B GonbIMHCTBE cTyyaeB B TAaKUX TAOIHIIAX CIIEAYET OTPA3UTh MPU3HAKU U CHMITTOMBI, BO3HUKIIIHE
B XOJie JieueHus (MIPU3HAKU U CUMIITOMBI, KOTOpbIE HE ObUIM 3apETUCTPUPOBAHBI 0 Hayasla UCCIIeI0BaHUS
WK YCYTYOMIIHCh B TEYCHHUE UCCIICIOBAHUS, €CIIM OHU UMEIIM MECTO JI0 €r0 Hadama).

B taGnuie cneayeT nepeyuciIuTh BCe HEeKeNnaTeabHble IBJICHUS, KOJIMYECTBO MAIlMEHTOB B KaXKI0M
IpyIIe JeUYEeHUs,, B KOTOPOM BO3HUKIIM HEXelaTelIbHbIE SIBJICHUSA, U 4acTOTy MX BO3HUKHOBeHMs. Ecmu
JICYeHWE HOCUT UUKIMYECKHH XapakTep, HampuMmep, NPOTHUBOOIYXOJIeBas XUMHOTEpanus, Takue
Pe3yNIbTaThI CIACAYET MPEACTABIATE I KaKOTO IUKIIA OT/IENbHO. HexkenaTenpHbIe SIBICHUS HEO0OX0IUMO
CTPYNIIUPOBATH 110 CUCTEMaM OPraHOB. 3aTeM, €CJIH HCIOJIb30BaJIach CUCTEMA IpaJlallui CTETICHU TSKECTH
(Hanmpumep, Jerkas, CpeIHeH CTeneHH, TshKelas ), Ka/10€ SBIICHUE JIOMYCKAeTCsl 0XapaKTepHU30BaTh C ATOM
TOUKH 3peHus. B Tabmuiax Takke JOMycKaeTcs paclpeleNuTh HeXKelaTelabHbIe SBICHUS MO CTEHEeHH
MPUYUHHO-CICICTBEHHOW CBSI3U, HAlpUMep, BO3MOXXHO OOYCJIOBIEHBI W HE OOYCIOBICHBI, WU
MCIIOJIb30BATh JIPYTYIO LKAy, HallpUMep, HE CBSA3aHbI UM BO3MOXKHO, BEPOSITHO, ONPEICIICHHO CBSI3aHBI.
Jlaxke TIpH WCIOJIb30BAHUU OILIGHKH MPUYUHHO-CIICJCTBEHHOUN CBSI3W B TAaOJHIIBI CIIEYeT BKIIOYUTH BCE
HE)KeJlaTeJIbHbIC SBJICHUS BHE 3aBUCHMOCTU OT CTENEHU B3aMMOCBSI3U C MPUHUMAEMbBIM JIEKAPCTBEHHBIM
MpenapaTroM, BKJIOYasl SBJICHHS, KOTOPbIE CUYUTAIOTCS MPOSIBICHUEM HHTEPKYPPEHTHBIX 3a00JI€BaHUU.
[Tocnemyromue aHanu3bl HCCIEAOBAHUS WM CBOAHOW Oa3bl JaHHBIX OE30MAaCHOCTH MOTYT IOMOYb
BBISIBUTh HEKEJIATENbHBIC SIBIICHUS, KOTOpPHIE OOYCJIOBIEHBI WM HE OOYCIOBJICHBI HCCIEIYEMbIM
JIEKapCTBEHHBIM IpenapaToM. [ToaToMy a1 aHanmu3a U OLEHKU JIaHHBIX, IPUBEJACHHBIX B TaKUX TaOIUIaxX
HEOOXOUMO HACHTU(UIIMPOBATh KAXKIOTO TMAIlMEHTa, Y KOTOPOTO BO3HHMKIO paccMaTPUBAEMOE
He)KeNaTesbHOoe siBIeHre. Hinke mpeicTaBieH npuMep Takoi TaOiIuIibl.

IIpumep Tabauubl HexkenarenbHble siBJEHHS: KOJUYECTBO HAOJIIOeHUI U 4aCTOTA, C
HIeHTH(UKALMEH NauMeHTa

['pynna neuennst X N =150
Jlerxue Cpenneit Tsoxenvle Hroro Bcero
CTEIICHHU
c* | HC C | HC C | HC C | HC |C+HC
Cucrema 6 (12%) 2(4%) 3(6%) 112%) 3(6%) 12%) 12(24%) 4(8%)
opraHoB A
SIBnenne 1 N11**  N21 N 31 N 41 N 51 N 61
N 12 N 22 N 32 N 52
N 13 N 33 N 53
N 14
N 15
N 16
SIBnenue 2
IIpumeuyanue:

* C - cBazanbl, HC - He cBsa3anbl. ['paganus "cBsi3aHbl" MOKET ObITh pacUIMpeHa, HapUMep Ha
"onpeneneHHo", "BO3MOXHO", "BEpOATHO".
** M nenTnUKalMOHHBIA HOMEp MallUeHTa.

B nmonosmHeHune kK TakuM TOAPOOHBIM TaOnWIaM, MpeACTaBisieMbiM B pasmene 14.3.1 oruera
(cormacHo pyOpUKaluy pa3[eioB OTYETa, YKa3aHHON B HACTOSIIEH 4acTH IOKyMEHTa), B OCHOBHOW 4acTH
oT4yeTa HEOOXOJUMO TPEICTABUTH IOTOIHUTEIBHYIO CBOJIHYIO TAaOIUIly, B KOTOPOH CPaBHUBAIUCH OBI
uccienyeMas W KOHTpONIbHAash Tpynmbl 0e3 yKa3aHus HWIACHTHU(DHUKAIIMOHHBIX HOMEPOB IMAallMEHTOB,
OTPAaHUYHUBAOINIYIOCS YaCTHIMH HEKEJIATeITbHBIMU SBJICHUSIMHU (HAIIpUMEDP, TEMH, KOTOPbIE BO3HUKAIU HE
MeHee ueM y 1% ManueHToB TPyYIIIb).
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UToOb! YCTAaHOBUTH UCTHHHYIO YACTOTY HEXEIATENbHBIX SBJICHHM, MPU UX OMUCAHUH HEOOXOIMMO
HE TOJNBKO OTpPa3UTh OPHUTMHAIBHOE OIpeJelieHne, AAaHHOE UCCleoBaTeieM, HO M TOMBITaThCs
CTPYINIIUPOBATH CBS3aHHBIC SIBJICHUS (SBJICHHS, KOTOPhIC BO3MOXKHO MPEACTABISIOT COO0I OAMH U TOT Ke
¢denomen). OTHUM M3 TaKUX CIIOCOOOB SIBISIETCS UCIOJIb30BAaHUE CTAHAAPTHOTO CJIOBAPsS HEXKENaTeIbHBIX
peakiuuii (IBJICHUN).

12.2.3. AHanu3 HeXenaTeIbHbIX SIBICHUN. B 1ensiX cpaBHEHUs UCCIETyeMON TPYIIbl U TPYIIIbI
KOHTPOJISI HEOOXOUMO HCIOJIb30BaTh 0a30BbIE CBEJCHHS O YaCTOTE HEXKEJIAaTeIbHbIX SBICHUN, KOTOpPbIC
OBLTM TpOaHAJIM3UPOBAHBI B pasnene 12.2.2 oTyeTa W CBEICHHS IO KOTOPHIM OBUIM TPEACTABJICHBI B
paznene 14.3.1 oryera (corjacHO pyOpUKalMu pa3/iesioB OTYeTa, YKa3aHHOM B HACTOSIIEW YacTH
JIokyMeHTa). s Takoro aHanmuza clieyeT OObEeIUHUTh BCE SBJICHHUS HE3aBUCUMO OT TSDKECTH H
NPUYHHHO-CJIEICTBEHHOW OOYCJIOBJICHHOCTH C ILIEJbI0 00jee MpOCTOro MapayIeNbHOIO COMOCTABIICHHS
CpaBHMBaeMbIX Ipynn. HecMoTpss Ha TO 4TO OOBIYHO TaKOW aHAIW3 MPOBOAAT HPU IIEJIOCTHOM aHAu3e
0€30IacHOCTH, €CIIM TO3BOJISIIOT pa3Mep HCCIEIOBAaHUS M €ro TU3aiiH, peKOMEHAyeTcs M3Y4YHTh Oojee
YacTble HeKeJaTelbHbIE SBJICHUS, KOTOPbIE MOI03PEBAIOTCS KaK 00YyCIOBIECHHBIC JEUEHUEM, HA MPEAMET
UX BO3HMKHOBEHHS B 3aBUCUMOCTH OT J03bI (B TOM 4YHMCJIE€ B MI/KI MJIM MI/M *), peXXHMa JI03MPOBAHMS,
JUTUTEILHOCTH JIeUeHus1, oOlIel 103bl, TeMorpapuueckix XapakTepUCTHK, TAKUX KaK BO3pacT, MOJ, paca 1
WHBIX UCXOJHBIX MPU3HAKOB (Hampumep, QYHKIMH MMOYEK), UCXOJ0B dPPEKTUBHOCTH M KOHIIEHTPAIUU
JIEKapCTBEHHOT0 IMpenapaTta. Takke peKOMEHAYeTCS H3Y4YUTh BpeMsi BO3HHKHOBEHHUS HeEKelaTEeIbHbIX
SBIIGHUN W MX JUIUTEIhHOCTh. OCHOBBIBASICh Ha pe3yJibTaTaX HCCIEAOBAHUN WU (HapMaKOIOTHUECKUX
CBOMCTBAaX HCCIEAYEMOro JEKapCTBEHHOTO Ipemnapara, JOMOJHUTEIbHO JOMyCKaeTcs MPOBOAUTH PNl
JIPYTHX aHAIIU30B.

[IpoBenenue TIHIATENPHOM CTATHCTUYECKOM OIIGHKM Ka)KJOTO HEXKENaTeNbHOIO SIBICHUS HE
TpeOyetcst. [Ipy mepBUYHOM TMPENCTABICHUM U W3YYCHHHM JAHHBIX MOXHO BBISIBUThH, UYTO 3HAUUTEIHHAS
4yacTb SIBJIGHUH HE OOyCIOBJIEHA JeMorpauueckuMU W MPOYMMH HCXOJHBIMH MapameTpamu. Ecmu
UCCIIEIOBAaHKE BBITIOJIHEHO HA HEOOJIBIION MOIMYIIALUU CYObEKTOB, & KOJTMUECTBO SABJICHUNA OTHOCHTEIBHOE
HeOOoJIbIII0e, OBIBACT JOCTATOUYHBIM OTPAHUYUTHCS AHAIU30M CPABHEHMSI TPYII JICYCHUSI U KOHTPOJISL.

[Ipu ompeneneHHBIX OOCTOSATENBCTBAX IO CPABHEHHUIO C TMIPEJCTaBICHHEM OOIIEH YacTOTHI
HE)KeNaTeNIbHBIX SIBJICHUM Oojiee MH(OPMATHUBHBIM SIBISETCS HCIOJIb30BAHUE TAOJIMIl CMEPTHOCTU WU
JIPYTUX aHAIM30B MOJ00HOTO poxaa. IIpu HMKIMYHOCTH JIeUEeHUs, HANPUMEp, MPH MPOTHUBOOIYXOJIEBOM
XUMHOTEPAIUN, PEKOMEHIYETCSl IPOBECTH aHATIU3 PEe3yJbTAaTOB B paMKax KakJI0T0 OTAEILHOTO IHMKIIA.

12.2.4. TlepeueHb HEXENATENBHBIX SBICHUM MO KaKJOMYy NauMeHTy. B mpunoxenuun 16.2.7 x
oTdeTy (COrJIacHO pyOpUKaIuu pa3lesioB OT4YeTa, YKa3aHHOMW B HACTOSIIEH 4YacTH JIOKYMEHTA)
HE00XO0/IMMO TIEPEUHCIIUTh BCE HEXKENNATENbHBIE SBICHUS 10 KKAOMY HalMEHTY, BKIIIOYasi OJHO U TO XKe
SBJICHUE, BO3HMKIIEE HECKOJBKO pa3, C yKa3aHMeM KaK CTaHJapTHOTO NPUHATOTO TEPMHUHA, TaK U
UCTIOJIb30BAaHHOTO HCCIIEZOBATEeNIeM OPHUTMHAIBHOIO TepMuHa. l[lepeyeHb coOCTaBiseTCS MO KaXIOMY
MCCJIEIOBATEIIO U U3y4aeMOil rpyIIe JIeYeHHs! U JOJHKEH BKIIIOUATh B ce0s CeIyIOIIIe CBEICHUS:

UICHTU(PHUKATOP MAIMEHTa,

BO3pacT, paca, IoJjl, Macca Tena (pocT - €CJId UMEET 3HaUeHHue);

pacnionioxenue MPK B otuere (npu Hamuuun);

He)KeJlaTeNbHOE SIBICHNE (CTaHJapPTHBIN NPUHATHIA TEPMUH, OPUTUHATIBHBIA TEPMUH);

JUTUTEIIFHOCTh HEXKENATESIILHOTO SIBJICHHUS,

TSOKECTD (Harpumep, JIeTKas, CPETHEH CTETICHH, TsDKesas);

CEPbE3HOCTH (CEPHE3HOE UIIN HECEPHE3HOE);

MpeIpUHSTHIE Mephl (0e3 BMEIIaTeIbCTBa, CHUKEHHUE JI03bl, MPEKpaIleHue JeueHus, Ha3HaueHue
JIOTIOTHUTEIILHOU TepaIuu  JIp.);

ucxobl (Hanpumep, B hpopmate CIOMS);

OLIEHKA TNPUYMHHO-CIICJCTBEHHONW CBS3U (HampuMep, CBsi3aHa WM HE cCBs3aHa). Mcmomb3ys
TaOMMYHBIN (hopMaT WK IPYTUM 00pa3oM HEOOXOAMMO OMUCATh aJITOPUTM €€ MPOBEICHNS;

JlaTa BOSHUKHOBEHHUS UJIH JIaTa BU3UTA, HA KOTOPOM OBLIO BBISIBIICHO HEXKEIIATEIIBHOE SIBIICHUC;

BpEMsI BO3HUKHOBEHUS HEXKEJIATEeJLHOTO SIBJICHUS MO OTHOIICHUIO K IMOCIETHEH MPUHATON 103€
HCCJIEAYEeMOro JIEKApCTBEHHOTO Mpenapara (€ciiu IpuMeHUMO);

Tepanusi HA MOMEHT BO3HUKHOBEHUS WJIM HEJAABHO MPOBEJCHHYIO TEPAIHIO;
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BEJIMYMHA JI03bI HCCIIEyeMOro JICKAPCTBEHHOTO TpermapaTa B aOCOMIOTHOM BBIPAKCHHH, B MI/KT
WIHM MI/M” B MOMEHT BO3HMKHOBEHHS SBICHHUS;

KOHIIEHTpAIUsl JIEKApCTBEHHOIO Mpenapara (eciu U3BeCTHa);

JUTATENTLHOCTH JICYSHUS UCCIIeTyEeMbIM JICKApPCTBECHHBIM ITPETIapaToM;

COITyTCTBYIOIIAsl TEPAIsl BO BPEMsl UCCIICTOBAHMUSI.

B navasie mepeuns wiu Ha Kaxjou cTpanwuiie (Oosee MpearnoYTUTEIbHBIA BapHaHT) HEOOXOIUMO
pacmmdpoBaTh Bce a0OpeBUATYPBI U YCIIOBHBIE COKPAITICHHSL.

12.3. JleranbHble HCXO/bI, MPOYME CEPHE3HbLIC HEKEIATEC/IbHBIC ABJICHUSA U JIPyIrue 3 HAYMMbIC
HeKeJIaTeJdbHbIC AIBJICHUSA

HeoOxomumo  yaenuTh oco0oe BHMMAaHHME JIETaJbHBIM HCXOJaM, MPOYUM  CEPhE3HBIM
HEXKEIIATEIbHBIM SIBJICHUSM U JIPYTUM 3HAYMMBIM HEXKETATCIIbHBIM SIBIICHUSIM.

12.3.1. IlepeyeHb JIeTATIBHBIX HUCXOJOB, MPOYMX CEPHE3HBIX HEKEJATENIbHBIX SIBJICHUU U JAPYTUX
3HAYUMBIX HEXKEJIATEIbHBIX SBJICHHUA. B OTHOIICHUH HIKEYKAa3aHHBIX SBICHUI HEOOXOAMMO MPEICTABUTH
MEepPEYHH, cojaepXkalre HWHpopManuo, OmHUCaHHYr B pazaene 12.2.4 ordera (corjlacHO pyOpuKaruu
pa3ziesoB OTYETa, YKa3aHHOM B HACTOSIIEH YacTU JOKyMEHTA).

12.3.1.1. Jleranpubie ucxonsl. B pasmene 14.3.2 ordyera MO KaxaAOMy MalUEHTY HEOOXOIMMO
MEPEYUCIIUTh BCE JICTAIBHBIC HMCXOJIbI, 3aPETUCTPUPOBAHHBIE B XOJI€ HCCICOBAHUS, BKIOYAs MEPUO
HaAOJIIO/IEHUS 110 3aBEPILECHUN TEPaNuy, a TaKXKe JeTaJbHble MCXO/bl, BOSHUKIIKE BCIEACTBHE IMpoIllecca,
Ha4yaToOro BO BPEMs HCCJICIOBAHMUS.

TAPAHT:

[To-BumMOMY, B TEKCTE TIPEIBITYIIEro ad3ara JOMyIIeHa onevyarka. 37ech U Jajiee 1Mo TEKCTy BMECTO
cioB "B pasznene 14.3.2" cnenyet unrtath "B ab3ame 3 pa3gena 14.3"

12.3.1.2. Ilpoune cepbe3Hble HEXeNaTelbHble sBIeHUSA. B paspene 14.3.2 oTuera (corjacHo
pyOpHUKamu pa3aesioB OTYeTa, YKa3aHHOW B HACTOSIIECH YacTH JOKYMEHTA) HEOOXO0IUMO TIPEICTaBUTh BCE
CEpbE3HbIE HEXeNaTelIbHbIe SBJICHUS (MOMHUMO JIETAIbHBIX HCXOJOB, HO BKJIIOYasi CEpPhE3HbIC
HEeXeJaTelIbHbIE SIBJICHHS, CBS3aHHBIE BO BPEMEHM WM TMPEAIICCTBYIOIIME CMEpTH). B mepeueHb
HEOOXOUMO BKJIIOYHTH JIA0OpPATOpPHBIE HAPYIICHHS, MATOJIOTHYECKH W3MEHEHHBIC JKU3HCHHO BaXKHBIC
MOKAa3aTeJIM U MaTOJIOTHYECKUE JaHHBIE OCMOTPA, PaclieHEHHBIE KaK Cephe3HbIC HEeXKEIATCIbHBIC SIBIICHHUS.

12.3.1.3. Jlpyrue 3HauuMble HeXenarenbHble sBieHusA. B paspene 14.3.2 oruera (corjacHo
pyOpuKamuu pa3aenoB OT4YeTa, yKa3aHHOW B HACTOSIIEH YacTH JOKyMEHTa) HEOOXOJMMO MpECTABUTH
BBIPQKECHHBIC TEMATOJIOTHYECKHE U MPOoUHre 1ab0opaTopHbIe HAPYIIEHUsS (TIOMUMO SIBJICHUM, ITOIA IAI0NIX
MO/ OMpeEJeCHUE CEPhE3HBIX HEXENATeNbHBIX SBJICHWW) M JAPYyTHe COOBITHS, KOTOPHIE TNPUBEIN K
BMEIIATEILCTBY, BKJIFOYAst OTMEHY TEPAITUU UCCIIETyEeMbIM JICKApPCTBEHHBIM MPENapaToM, CHIDKEHUIO 036l
WIM 3HAYMTEJbHOW JIOMOJIHUTEILHON COMyTCTBYIONIEH Tepamuu, KOTOpPhIE HE TMOANAfaroT IO
ONpeJIeTICHUE CEPhE3HBIX HEXKETATEIbHBIX SIBICHUH.

12.3.2. Onucanue JeTalabHBIX MCXOJ0B, MPOYMX CEPHE3HBIX HEKENATENbHBIX SBJICHUN U JPYTUX
3HAYUMBIX HEXKEIATeIbHBIX siBIeHu. HeoO0Xx01MMo peICTaBUTh KPAaTKOE ONMHMCAHNE KaKIOTO JICTATHhHOTO
MCX0JIa, KaXIOTO0 IPOYEr0 CEePhE3HOr0 HEXENATeNIbHOTO SBIICHHUS, a TaKXKe JPYTruX 3HAYMMBIX
HEKEIIATeIbHBIX SBJICHHM, KOTOPBIE PACIICHEHBI KaK HWMEIONIUE OCOOBId WMHTEpPEC BCIEACTBHE WX
KIIMHUYECKOW 3HAYUMOCTH. B 3aBHCHMOCTH OT KOJWYECTBA TaKWE OMHCAHUS HEOOXOAMMO MPEACTaBUTH
1100 B OCHOBHOM YacTH OTYeTa, 1100 B pazaene 14.3.3 oryera (cormacHo pyOpHKamMy pa3iesioB OTYETa,
YKa3aHHOH B HACTOSAIIEH YacTH TOKyMEHTa). SIBIeHHs, KOTOpbIE OHO3HAYHO HE CBS3aHBI C UCCIIETYEMbIM
JICKapPCTBCHHBIM IIpPETapaToM, JOIYCKAeTCs HE OINMWCHIBATh WM OMUCATh OYeHb KpaTko. Kak mpaBwmiio,
OTMCaHUe JOHKHO COACPIKATh CICAYIOIINE CBEICHHUS:

TAPAHT:

[To-BuauMoMy, B TEKCTE TpenbIayIIero adsama JomyneHa ornevyarka. 31ech 1 Janee M0 TeKCTy BMECTO
cioB "B paznene 14.3.3" cnenyet untaTh "B ab3ane 4 pazgena 14.3"
XapaKTep U BHIPAKEHHOCTD SIBIICHHS;
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TeueHue 3a00JieBaHMs, MPUBEALIEEe K SBICHHUIO, C YKa3aHUEM BPEMEHM BBEACHHUS HCCIIEIyEeMOTO
JICKApCTBEHHOTO MpeTapara;

3HAYMMBbIE J1a0opaTOpHbIE MOKa3aTeNH;

OTMEHSUICS JIV JIEKAPCTBEHHBIN TpenapaT U KOT/a,

KOHTpPMEpHI;

HAXOJIKA Ha BCKPBITUH;

MHEHHME HCCIeoBaTeNss M cHoHcopa (Ipu HEOOXOAMMOCTH) B OTHOLICHWHM TNPHUYMHHO-
CJIEICTBEHHOM CBA3H.

JlonomHUTENbHO HEOOXOMMO MPEACTAaBUTh CIIETYIONINE CBEACHUS:

UICHTU(QHUKATOP MAIMCHTA,

BO3PACT M IOJI MALMEHTA;

o011ee KIMHUYECKOe COCTOSTHHUE MarieHTa (Mpyu He0OXOAMMOCTH);

3a0oJeBaHre, HA OCHOBAaHMM KOTOPOTO MAalMEHT ObUT BKJIIOYEH B HCCIEJ0BaHHE (€CIM IJs BCeX
MAIMEHTOB OHO COBMAJIAET, €r0 HE YKa3bIBAIOT), C YKa3aHUEM €T0 JITUTEIFHOCTH (TEKYIIETo TH30/1a);

3HAYMMBbIE COIYTCTBYIOIIME M (WJIM) TepeHeceHHbIe 3a00JIeBaHUS C yKa3aHHEM BPEMEHH HX
BO3HUKHOBEHUS | JUTUTEILHOCTH,

3HAYMMasi COMYTCTBYIOWAas U (MJIM) MpPEeIIIeCTBYIONIasi MEAUKAMEHTO3HAs Tepanusl ¢ yKa3aHHEM
PEKUMOB JIO3UPOBAHUS;

Ha3HAUYEHHBIN MCCIIeyeMBblii JTeKapCTBEHHBIN Mpernapar, 103a (€CJii OHa OTJIMYaach OT MaIMeHTa K
MAIHMEHTY) U JUTUTEILHOCTh €r0 MPUMEHCHHSI.

12.3.3. AHaiu3 1 00CyXJIeHHE JIETATbHBIX UCXOJ0B, IPOYNX CEPbE3HBIX HEXKETATeIbHbBIX SBICHUH
W JIPYTHX 3HAYAMBIX HEXENATeNbHBIX sBIcHUA. HeoOXommmMo BO B3aMMOCBSI3M C 0€30MAaCHOCTHIO
HCCIIETyeMOT0 JIEKAPCTBEHHOTO Tperapara OLleHUTh 3HAYUMOCTh JIETAIBHBIX HCXOJI0B, IPOYUX CEPhE3HBIX
HEXKEJTATENbHBIX SBJICHUH W JPYTMX 3HAYAMBIX HEKEJATENbHBIX SBJICHUH, MPHUBEIINIMX K OTMEHE
HCCIIEIyeMOr0 JIGKAPCTBEHHOTO Tperapara, CHIKEHHIO €ro J03bl WM MPUMEHEHHIO BCIIOMOTaTEeIbHOM
Tepanuu. HeoO6xomumo 0co0o mpoaHaIM3upOBaTh, HE SBISIETCS JM KaKoe-THOO W3 ITHX SIBICHUH paHee
HETpE/IBUCHHBIM Ba)KHBIM HEXKEJIATENbHBIM SIBICHHEM HCCIEeIyeMOro JIeKapcTBEHHOro mpemnaparta. B
OTHOIIICHUH CEPhE3HBIX HEXKENATECIBHBIX SBICHUN 3TO OOCTOSITEIHCTBO MIPaeT 0CO00 BaXkKHYIO poiib. B
LENAX BBISBJICHUS 3aBUCHMOCTH SIBJICHMH OT BPEMEHH IPHUMEHEHHs HCCIEIYyeMOro JIEKapCTBEHHOTO
npernapata W OIEHKHM PHUCKAa BO BPEMEHH PEKOMEHJYETCS HCIIOJb30BaTh TAOJIHMIIBI CMEPTHOCTH HIIH
0J00HBIE aHATM3HI.

12.4. Onenka 1adopaTOpHBIX MOKa3aTe el

12.4.1. IlepeueHb MHAMBHUIYaIbHBIX JIA0OPATOPHBIX JAHHBIX MO KaXJAOMYy MAIUEHTY
(mpencraBieHHbI B pazgene 16.2.8 oT4eTa) W OTKJIOHCHHWH JIAOOPATOPHBIX JAaHHBIX OT HOPMBI
(nmpencraBneHHbl B pazzgene 14.3.4 oryera). [lo TpeOOBaHMIO YIOJIHOMOUYEHHBIX OPraHOB PE3YJIbTATHI
BCEX MMEIOLIMX OTHOIIEHHE K 0€30IacHOCTH J1aOOpaTOPHBIX MCCIEIOBAHUN JTOJKHBI OBITh JAOCTYIIHBI B
BUJIC TAaOJUYHBIX NIepeUHel B cieayronieM (GopMate: Kbl psii JAaHHBIX OTHOCUTCS K BUBUTY TAIMEHTA,
B TEYEHHE KOTOPOTrO OCYIIECTBISUINCh Ja0OpaTOpHbIE MCCIEIOBaHUSA, B KOTOPOM IAI[MEHTHI
CTPYNIIMPOBAHbI IO UCCIIEN0BATEINIO (B ClIydae €CJIM B UCCIEA0BaHNN OBIJIO HECKOJIBKO MCCIeA0BaTeNel) n
rpynIe JIeYeHus; KaxIplid cTosnber BKJIOYaeT B ceOs BakKHbIE JeMorpauuecKkue JaHHbIC, CBEICHUS O
JI03€ JICKapCTBEHHOTO TNpenapaTa M pe3yibTaThl JaObopaTOpHBIX wHccienoBaHuil. [lockoiabKy He Bce
UCCIIEIOBAaHUSI MOTYT YyMeCTHTbcs B 1 Tabmuie, MX HEOoOXOAMMO JIOTMYECKH CrpyHIHUpOBaTh
(remaroyiorn4ecKue UcciIeI0BaHus, OMOXUMUS TMEYCHH, IIEKTPOJIUTHI, aHAJIH3Bl MOUYH U Jp.). Heo6xoanmo
C MOMOILBIO TIOJUEPKUBAHHUS, 3aKIIOUEHHsI B CKOOKH MJIM MHBIM 00pa3oM BBIIEIHUThH BCE OTKIIOHSIOLINECS
OT HOpMBI 3HaueHUs. Eciu Toro TpedyeT ynoJHOMOYEHHBIN opraH, NepeueHb HE0OX0IUMO MPEICTABIATh
HE B OTYETE, & KaK OTACJbHYIO YacTh PETHCTPALMOHHOIO JOChE JIEKAPCTBEHHOrO Mpemnapara, Ju00 3TOT
NepeveHb JI0JDKEH OBITh HarOTOBE B CITydyae 3ampoca.

TAPAHT:
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[To-BumuMOMYy, B TEKCTE TPEIBITYIIEro ad3ala JoMmyIIeHa onevyarka. 37ech U Jajiee Mo TEKCTy BMECTO
cioB "B paznene 14.3.4" cnenyet untath "B ab3ate 5 pa3gena 14.3"

IIpumep Tadanusbl [lepeyens 1adopaTopHBIX H3MEpPeHUH

[Tanment | Bpemss | Bospacr [Ton Paca Macca Jo3a JlaGopaTopHbIe TeCThI
Tena AIT | ACT | 1@

No 1 To 70 M E 70 xr 400 mr V * Vs Vo
T 1 V 2 V 6 V 10

T 2 V 3 V 7 V 11

T 3 V 4 V 8 V 12

N92 TIO 65 X H 50 KTI' 300 M V13 V](, V]9

T 21 V 14 V 17 V 20

Ts Vis Vs Vi

I[Ipumeuanue: * V, - 3HaUeHUE TaOOPATOPHOTO ApaMeTpa.

Jlis yroJIHOMOYEHHBIX OpraHoB B paszzesne 14.3.4 otdera (coriacHo pyOpUKaluy pa3/iesioB OT4eTa,
YKa3aHHOM B HACTOSIIEH YacTH JOKYMEHTA), MCIOJb3ys BBIIICONUCAHHBIM (opmar, HEO0O0XOAUMO
NPEJCTaBUTh MEPEYeHb BCEX JIA0OPATOPHBIX OTKJIOHEHHMH MO KakaoMy namueHty. [lo mabopaTopHBIM
OTKJIOHEHUSIM, UMEIOIIUM 0COOYI0 3HAUUMOCTh (J1a0OpaTOPHBIE OTKIOHEHHS, UMEIOIUE MOTEHIUAIBHYIO
KIIMHUYECKYIO 3HaYMMOCTB), CJIEYET MPEACTABIATh JONOIHUTEIbHBIE CBEICHNUS, HAIIPUMED, HOPMaJIbHbIE
3HAQYEHUs JI0 U TM0Clie OTKIOHEHMH, 3HAYeHMs, B3aUMOCBSA3aHHBIX J1a0OpAaTOPHBIX IIOKa3arened. B
HEKOTOPBIX CIy4yasiX JKeJIaTeIbHO MCKIIOYHTH OIpe/eIeHHbIe J1adopaTOpHble OTKIOHEHUS U3
nocjenyoomero aHanusa. Hampumep, HM307IMpOBaHHBIE HE MOBTOPAIOLIMECS HEOOJIbIINE OTKIOHEHHS
HEKOTOPBIX JJAOOPATOPHBIX MAPaMETPOB (HApUMep, KOHLIEHTPAIM MOYEBOW KUCIOTHI HITH 3JIEKTPOJIUTOB)
WIN CIy4yaiiHble HU3KUE 3HAYEHHUs HEKOTOPBIX J1a0OpaTOPHBIX MCCIIENOBAaHUH (HAampuMep, aKTHBHOCTH
TpaHCAMHHAa3, IEIOYHON (ocdaTassl, COIEpKaHUI a30Ta MOUEBUHBI KPOBH U JIP.) MOXHO PACLEHUTh Kak
BEPOSITHO KIMHUYECKH HE3HAauMMble M HCKIIOUUTh. OJHAKO JIIOOBIE MOJOOHBIE pEIIeHUs HEeoO0XO0AUMO
4eTKO 000CHOBATh, a B MPEACTABICHHOM (JOCTYITHOM JUIs MPEACTABICHUS 0 3aIPOCY YIOIHOMOYEHHOTO
opraHa) TIOJIHOM TIEpEeYHe 3HAYCHUH HEOOX0IMMO YKa3aTh Kak10e J1abopaTopHOE OTKIOHEHHE.

12.4.2. Onenka kaxjaoro nabopaTopHoro mnokaszarens. HeoOxomumas OIeHKa J1abOpaTOPHBIX
3HAYEHUH JI0JKHA OIPENeNIAThCS MOIyYeHHBIMU pe3yJibTaTaMu, OJHAKO, B IIEJIOM, B OT4YETE HEOOXOAUMO
NPEJICTaBUTh PE3yJIbTaThl MPOBEICHHS HUKEOIMCAHHOTO aHau3a. B OTHOIIEHNHN KaXX10r0 1a00paToOpHOTo
UCCIIeIOBaHMsI HEOOXOAUMO MPOBECTH CPABHEHUE MEXAY MCCIETyeMOM M KOHTPOJIBbHOM rpynmnaMu (eciu
3TO MPUMEHMMO U TO3BOJISIET pa3Mep HccienoBaHus). B nomosnHeHne B aHanm3e HEOOXOIUMO yKas3aTb
JIMana3oH HOPMaJIbHbIX 3HAUYE€HHUH KaX10ro0 J1a00paTOPHOIo MOKa3aTes.

12.4.2.1. lunamMuka nabopaTOpHBIX MoKa3aTeneil Bo BpeMeHH. [1o kaxioMy mapaMeTpy B Kax bl
NepUOJI BPEMEHH Ha MPOTSKEHUU BCErO MCCIEAOBaHMs (HampuMep, MpH KaxXJIOM BHU3HUTE) HEOOXOAMMO
yKa3aTb B OTYETE CIAEAYIOLIME AAHHbBIE: 3HAUEHUS TPYNIIOBOTO CPEIHETO WIM MEIUAHBI, pa3Max 3HAa4eHUH,
KOJINYECTBO MALMEHTOB C OTKJIOHSIOUIMMUCSA OT HOPMBI 3HAYEHUSIMU MM C OTKJIOHSIOIIMMUCS Ha
OINPEEICHHYI0 BEJIMYMHY 3HAYCHHUAMM (Hampumep, 2-KpaTHO IPEBBIIAIONIMMHM BEPXHIO TpPaHUILY
HOPMBI, B 5 pa3 BBIIIEC TPAHUIIBI HOPMBI, TIPH 3TOM HEOOXOAMMO 000CHOBATh Takoi BBIOOD). [lomyckaeTcs
UCTIOJIb30BaTh IpaUKH.

12.4.2.2. UnauBuayanbHble u3MeHEHHS. HeoOxomumo TpeACcTaBUTh aHAIW3 WHIWBHIYaTbHBIX
71a00paTOPHBIX M3MEHEHUH M0 KaXIOoM HccienyeMoil rpymme. s 3TOro JomycKaeTcsi HCIOJIb30BaTh
pa3Hble MOAXO0/IbI, BKIOYAS:

TAOJMUIIBI CABUIOB - TaOJIMIBI, OTPAKAIOUIME KOJMYECTBO MAIMEHTOB, HAXOIAIIMXCS HUXKE, B
npejenax Win Bblllle HOPMAJIbHBIX 3HAYCHUH NTOKA3aTesl yepes3 ONpeleIeHHbIEe IPOMEXYTKU BPEMEHH;

TaONMUIBI, colepKamue HH()OpPMAIMI0 O KOJUYECTBE WM J0Jie MAIUeHTOB C HW3MEHEHHEM
71a00paTOPHOTO MOKa3aTess Ha 3apaHee YCTAaHOBJIEHHYIO BEJIIMYMHY 4Y€pe3 ONpEESICHHbIE NMPOMEXYTKH
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BpeMeHH. Hanmpumep, uist a30Ta MOYEBUHBI KPOBH MOTJIO OBITh MPUHSTO PEIICHUE O HEOOXOAUMOCTH €ro
ommucaHus, eciu u3MeHeHwe mpesbimaer 10 mr/mr. Ilo sTomy mnapameTpy HEOOX0IUMO OBLTIO OBI
MPEACTaBUTh KOJIMYECTBO MALMEHTOB C M3MEHEHUEM, HE MPEBBIIIAIONIMM WU MPEBBIIAIONIUM JTAHHYIO
rpaHuIly, Ha OJHOM BHU3WUTE WK Oosiee, OOBIYHO MAIMEHTOB I'PYHIHUPYIOT OTAEIBHO B 3aBUCHUMOCTH OT
HCXOJIHOTO 3HAYEHUS a30Ta MOYEBHHBI KPOBU (HOPMAJIBHOTO WJIM TOBBIIIEHHOTO). Bo3MOXHBIM
MPEUMYIIECTBOM TaKOro crnoco0a MpeACTaBIeHUS IO CPaBHEHHIO C TaOJHMIIAMU CJIBHUIOB SIBIISETCS
CIIOCOOHOCTH BBISIBUTH U3MEHEHUS OINPEICICHHON BEIMYUHBI, JIaXKe €CITM KOHEYHOE 3HAYCHHE SIBIISCTCS
HOPMAaJIbHBIM;

rpaduK, COIMOCTABJSIOIIMN HCXOAHOE 3HAUYEHHWE U 3HA4YECHUs JabOpaTOPHBIX IapaMeTpoB,
HAOMIOJTaeMBIX B XOJIe JICUEHHUS MO KaXJOMy TMalMeHTy, B BHUJAE TOYKH, XapakTepusyroueics 2
KOOpJMHATaMHU: 110 OCH a0CLMCC - UCXOJHbIE 3HAYEHMsI Ja00paTOPHBIX MOKa3aTesel, a 0 OCH OpJAUHAT -
3HaYEHMS ITHUX K€ MOKa3aTelell BO BpeMeHHu (mocie Kypca jeudeHus). Ecaum u3aMeHeHuil He mpouCXOIuT,
TOYKa, MPEACTABISIONIAs KKIOTO MAIMeHTa, OyIeT HaXOAUThcs Ha JMHUU 45 rpamycoB. OOmmii caBur
rpaduka B CTOPOHY BBICOKMX 3HAUCHUU MPOSBUTCSA B BUJE CKOIUICHHUS TOUCK (KiacTepa) HaJ JIMHHEH 45
rpaaycoB. ITockonbKy Takoi croco6 mpeacTaBaeHuss 0OBIYHO OTPaXKAeT TOMBKO 1 BpeMEHHYIO TOUKY Aus 1
IpyNnbl, C IEJNbI0 WHTEPIPETallMd JAHHBIX MOTPEOYIOTCS CEepuu TakuX TrpaduKoB BO BPEMEHM IS
UCCIIETyeMON B KOHTPOIbHOU Tpymi. C Apyroil CTOPOHBI, YKa3aHHBIN CIIOCOO MPECTABICHUS TTO3BOJISET
OTpa3uTh UCXOAHOE M Hauboliee OTKIIOHSoMEeecs 3HauyeHHs. OH JIETKO BBISBIISET PE3KO OTKIOHSIOIINECS
3HAaYeHUS (ISl TAKMX 3HAYCHHUI PEKOMEHIyeTCs YKa3bIBaTh WICHTU(DUKATOPHI TTAIIHEHTOB).

12.4.2.3. Knuanyecku 3Ha4YMMbIe WHANBUyaJIbHBIE OTKIOHEHHU. HeoOXoammo mpoaHaaIu3upoBaTh
KIIMHUYECKH U3MEHEHMUsI, ONPE/ICIICHHbIE 3asBUTENIEM Kak 3HauuMble. B pasnenax 12.3.2 u 14.3.3 otuera
(cormacHo pyOpHWIKalUuM pa3feioB OTYETa, YKA3aHHOW B HACTOSIIEH YacTH JIOKYMEHTa) HEOOXOIMMO
MPEJICTABUTh OINMCAaHUE KAXKJIOTO TAIMEeHTa, YbU J1a00paTOpHBIC OTKIOHEHUS OBUIM PACIICHEHBI Kak
CEPbE3HOE HEXKEJIATEIIbHOE SBICHUE M B HEKOTOPBIX CIIy4asX - KaK IpouYee 3HAUMMOE HEXKeJIaTeIbHOE
spienue. [Ipu ucnonb30BaHUU MIKANbl CTETIEHH TOKCHYHOCTH (Hampumep, BO3, mkana HamumonansHoro
uHctutyTa paka CIHIA) HeoOXoaMMO HE3aBUCUMO OT CTENEHHU TSHKECTH OXapaKTepu30BaTh M3MEHEHUS,
KBATM(UIIMPOBAHHBIE KakK Tspkedble. [lo kaxkaomy mapaMmerpy HEOOXOJUMO TMPEJCTaBUTh aHAIU3
KJIIMHAYECKH 3HAa4MMbIX M3MEHEHMH W KpaTKOe ONHMCaHWE OTMEHbl Tepalud M0 pe3yjbTaTaM
nabopatopHbix u3MepeHuil. HeoOXomuMo OIEHUTh 3HAYMMOCTh HM3MEHEHHUH H WX NPUYHHHO-
CJIEICTBEHHYIO CBA3b C HUCCIEAYEMON Tepamuel, HapuMmep, ¢ MOMONIbI0 aHAM3a TaKUX IMPU3HAKOB, KaK
3aBUCUMOCTB OT JI03bI, KOHIIEHTpAIIMU JICKAPCTBEHHOTO Mpernapara, UCYE3HOBEHHE B TEUCHHE TEpaIuu,
MOJIOKUTENbHASL peaklrs Ha OTMEHY, IIOJIOKHUTEIbHAs peaklMs Ha BO30OHOBICHHE M XapakTep
CONYTCTBYIOIIEH TEPAIIUU.

12.5. ZKu3HeHHO Ba)KHbIE IOKA3aTeJU, JaHHbIe 00beKTHBHBIX HCCJIeI0BAHUI U ITpoYMne
Ha0JII0/1eHus, 3aTPparuBaime 60e30MacHOCTb

[Tomo6HO TabopaTopHBIM apaMeTpaM He0OXOAMMO MPOAHATN3UPOBATh U MPEICTABUTH CBEICHUS O
JKU3HCHHO BAXXHBIX ITOKA3aTCIIAX, MPOYUX OAaHHBIX OGBGKTI/IBHBIX I/ICCJ'ICI[OBaHI/Iﬁ " Opyrux HaGJ'IIO,Z[eHI/ISIX,
3aTparuBarIIUX 0€30MacHOCTh. Eciin MMEroTCs ToKa3aTenbCTBA HATMYUS (hapMaKoIorudeckoro dddekra,
HGO6XOI[I/IMO YCTaHOBUTH BCAKYIO 3aBUCUMOCTH OT J03bI MJIM KOHLCHTPAIUK JICKAPCTBCHHOI'O IIpCIiapaTa
WIA B3aUMOCBSI3b C XapaKTEPUCTHKAMH TAalMeHTa (HampuMmep, 3a0oJieBaHUEM, JIeMOTpaPUUECKUMU
JTAHHBIMM, COIYTCTBYIOIIEH Tepamuei), a TakKe ONUcaTh KIMHUYECKYI0 3HAYMMOCTh HAOIOACHUH.
HeoOxomumo mpu aHanm3e B OTYETE YACIHTH 0CO00OC BHHMAaHUE HM3MEHEHUSM, KOTOpblE HE OBLIH
OTHCCCHBI K NICPCMCHHBIM 3(1)(1)CKTI/IBHOCTI/I, 1 TCM CaMbIM PACHCHCHHBIM KAaK HCKCIIATCIIbHLIC ABJICHUA.

12.6. 3axkao4yenue 0 0e30MACHOCTH

HeoOxomumo mpoaHanw3upoBaTh OOMIyI0 OE30MACHOCTh  HCCIEAYEMOrO  JICKapCTBEHHOTO
npernapara, MOJPOOHO MMPOAHANIM3UPOBAB SIBJICHUS, BO3HHUKINIHNEC BCJCACTBUE W3MEHEHHS J03bI,
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HEOOXOJUMOCTH CONYTCTBYIOUIEH TEpalnu, CEpbEe3HbIM HEKEIATEIbHBIM  SIBJICHUSIM, SIBJICHMSM,
BO3HHKIIMM B OTBET Ha OTMEHY TepaluH, U JeTalnbHbIM HcxogaM. HeoOXoauMo BEISIBUTE BCEX MALlUEHTOB
WM UX TPYIIIBI, TTOABEPKEHHBIX MOBBIIIEHHOMY PUCKY, TOJPOOHO MMPOaHATU3UPOBAB TEX U3 HUX, KOTOpPbIE
ABJISIFOTCSl MMOTEHIUAIBHO YSA3BUMBIMH WM MOTYT OBITh HPEJCTaBICHbI HEOOIBIINM YHCIOM CYyOBEKTOB
(Hampumep, neTH, OepeMeHHbIe, OcIabIeHHbIEC TTOKUIIBIC JIUIA, TAMEHTHI CO 3HAYUTEIbHBIMI HAPYLICHHUS
MeTaboJIM3Ma U BBIBEIEHUS JIEKapCTBEHHBIX IpernaparoB M 1p.). HeoOxoauMo omucate NoCiIeaCTBHS
OLIEHKHM 0€30MacHOCTH BO3MOXKHOTO MPUMEHEHUS JISKapCTBEHHOTO Mpenapara.

13. O0cy:xn1eHue u odlIee 3aKJII04YeHHe

JlomkHBl OBITH KpaTKO H3JIOXKEHBI W OOCYXICHBI pe3yJbTaThl OLEHKH dS()(HEKTUBHOCTH U
0€30MacHOCTH, COOTHOIICHUS TOJb3a-PUCK CO CCBHUIKOM Ha TaOJMIbI, PUCYHKM U COOTBETCTBYIOILIHE
pazzmensl oTueTa (MpH HeoOXonuMmocTH). [laHHBIM pasfen He JOJDKEH MPEeACTaBlIATh co00il mpoctoe
HUTUPOBAHUE OMMCAHUS IaHHBIX WM BBOJUTH HOBBIE JJAHHBIE.

OOcy>xaeHne U BBIBOJBI JJOJDKHBI SICHO 0XapaKTEPH30BaTh BCE MOJTYUYECHHBIE B XOJI€ UCCIIETOBAHHS
HOBBIE WM HEIMpPEABHUJICHHBIE JaHHbIe, NPOKOMMEHTHPOBaTh HX 3HAYUMOCTh U OOCYyIHUTh BCe
NOTEHIMAJIbHBIE  MPOOJIEMBI, HANpUMEp, MPOTHUBOPEUUS MEXKIY B3aUMOCBS3aHHBIMH  TECTaMHU.
Knunudeckasi 3Ha4MMOCTh M BaXXHOCTh PE3YJIbTaTOB TAKXKe JOJIKHBI ObITh OOCYKIEHBI UCXO/ U3 IPYTHX
UMeoIuXcs TaHHbIX. J[OMKHBI OBITh YKa3aHbl BCE CIEIU(PHUYECKUE MPEHUMYIIECTBA WM CIElHaTbHbIC
MPeIOCTepEKEHNsI, HEOOXOAUMbIE KaK AJsl OTAENbHBIX IMAllMeHTOB, TaK M JUId TPYNI PHUCKa, a TaKke
Jr00bIe TOCECTBHS ISl IPOBECHHS OYAyIIMX MCCIIEAOBAaHUA. B KauecTBe anbTepHATUBHOIO BapHaHTa,
pe3ybTaThl TAKUX OOCYXKJICHU MOTYT OBITh BKIIFOUEHBI B pe3toMe 1Mo 06e30macHOCTH U 3(PPEKTHBHOCTH B
COCTaB PETUCTPAIIMOHHOTO JIOChE (MHTETPUPOBAHHOE PEIOME).

14. Tabuupl, pUCYHKH, Pa@UKH, HA KOTOPBIE 1aHbI CCbIIKH, HO KOTOPbIe He BOLIN B TEKCT
oT4eTa

PucyHKM JOMKHBI MCTONB30BAThCS 7S Tpadudyeckoro OTOOpakeHUs BaXKHBIX PE3YyJbTaTOB WIIU
JUTSI TIOSICHEHUSI PE3YJIbTaTOB, KOTOPBIE CIIOKHBI JIJISl BOCTIPUATHS B popMe TaOIHIIL.

Baxnple nmeMmorpaduueckue naHHBIC, a Takke MaHHbIE MO A(PEKTUBHOCTH M O€30MaCHOCTH
JTOJIKHBI OBITH MPEICTABICHBI B CBOJHBIX PUCYHKAX W TaONHIIAX B TEKCTE oTyeTa. ECIiM 3TO HEBO3MOXKHO
cenaTh Mo KakuM-IH0O MPUYMHAMU, HallpUMep, U3-3a pa3MEpOB WM UX KOJMYECTBa, UX HEOOXOAMMO
MPECTaBUTh B JIAaHHOM pa3jielie OTueTa C YKa3aHWeM IEePEKPECTHBIX CCBHUIOK Ha TEKCT, a TaKkKe
BCIIOMOTaTeNIbHbIE WU IOTIOJHUTENbHBIE PUCYHKH, TAOIUIBI MIIH MTEPEUHHU.

B nanHoM pazzene oTueTa 0 KIIMHUYECKOM UCCIICIOBAHUH MOXKET OBITh IIPEJCTABICHA CIIEAYIOIas
nHbopmaIus:

14.1. lemorpacduyeckue naHHbie (CBOIHBIC PUCYHKH, TAOIHUIIBI).

14.2. Jlannbie o 3 ¢pexTuBHOCTH (CBOAHBIC PUCYHKHU, TAOJIUIIBI).

14.3. JlanHble 1o 6€301acHOCTH (CBOIHBIC PUCYHKH, TAOIHUIIBI):

MIPEIOCTABIIEHUE TAHHBIX O HEXKENIaTeIbHBIX SIBICHUAX;

MepeUueHb CIIy4aeB CMEPTH, APYTUX CEPhE3HBIX U 3HAYMMBIX HEKEIATEIbHBIX SIBICHUN;

OMKCAaHUE CIy4aeB CMEPTH, APYTUX CEPhE3HBIX U HEKOTOPBIX APYTUX 3HAYMMBIX HEKEIaTeIbHBIX
SIBIICHUIA;

nepeyeHb OTKJIOHSAIOIIMXCS OT HOPMBI MOKa3aTelel J1abopaTOPHBIX HUCCIeNOBaHUMN (IO KaXAOMY
MAIUEHTY).

15. Cnincok mutepatypsl
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JlomkeH OBITH MPEOCTaBIIEH CHUCOK HAYyYHBIX CTaTed W3 JIMTepaTypbl, UMEIOINIEH OTHOLICHHE K
OIICHKE pEe3yJbTaTOB HccienoBaHus. Konmum BaxHBIX MyOIHMKaUil JOKHBI OBITH HPEJNCTaBICHB B
npuinoxenusax 16.1.11 u 16.1.12 x ordery (cormacHo pyOpuKaluu pas3ieioB OTYETa, yKa3aHHOW B
HacToAlIel yacTu JokyMeHTa). CChIIKM Ha JIUTEPATypPy TOJDKHBI OBITH MPEIOCTABICHBI B COOTBETCTBHH C
MEXIyHApOAHBIMU cTaHaapTamu (BankyBepckas pexmapamus 1979 r. "Enunsle TpeOoBaHUSIM K
PYKOTIUCSIM, TIPEACTABISIEMBIM B OMOMEIUIIMHCKUE KYPHAJBI'"), MeXTocynapcTBeHHbIM ctanaaptoM ['OCT
7.1-2003 ("bubaunorpaduueckas 3anuck. budnmuorpaduueckoe onucanue. O6mue TpeOOBaHUS U MIPaBUIIA
COCTaBJICHHS") WJIM CUCTEMOM, MpuMeHseMoi B pedepatuBHOM xkypHaie "Chemical Abstracts".

16. llpuioxenus

B nanHoMm pasnene 1oyKeH ObITh MPEJCTaBJICH MEePeUYeHb BCEX MPHIOKEHUHN, PECTaBICHHBIX B
OTYeTE IO MCCIEeI0BaHMI0. B ciydae momyueHus pa3pemieHusi CoO CTOPOHbBI YIIOJIHOMOYEHHOTO OpraHa HeT
HEOOXOJUMOCTH TMPEIOCTaBIATh HEKOTOphIE MPUIIOKEHHUS B OTYETE, HO OHHM JOJKHBI OBITh TOTOBBI K
NPEJIOCTABICHUIO 110 TpeOOBaHMIO. 3asBUTENb JOJDKEH SICHO O0O3HAYMTh MPUIOKEHUS, KOTOpble OymyT
npescTaBieHbl ¢ oT4eToM. s TOro, 4ToOBl MPMIIOKEHHS ObUIM JOCTYIHBI MO TPEeOOBAHUIO, CIIEAYET
o0ecreynTh WX OKOHYATENIbHOE YTBEP)KJICHHE KO BPEMEHHU IMPEJOCTABICHUS OTYETa B YHOJIHOMOYECHHBIH
Opras.

[TpunoxeHuss K OTYETY pacIloyiaraloTcs B CIEAYIOMIEM MHOpPsAKE W HyMEpPYIOTCS IO CIETYOLIeH
pyOpukammu:

16.1. Madopmariust 00 UCCIICIOBAHUH:

16.1.1. OpOTOKOJI ¥ MOMPABKU K IPOTOKOJIY;

16.1.2. oOpazen; HHIUBUAYATEHONW PETHCTPALIMOHHON KapThI;

16.1.3. mepeuenr CO (HDOK), oOpa3iel mucbMeHHONW WHGOPMAIMK ISl TMAlMEHTOB U (POPMBI
MH(GOPMHUPOBAHHOTO COTJIACHS;

16.1.4. mepedyeHb W XapaKTEpPUCTUKH HCCIEAOBATENCH, a TaKXKe APYTUX OTBETCTBEHHBIX JIMI]
UCCIICIOBaHMsI, BKIItoUash Kpatkoe pestome (1 crpanwmia) mubOO IKBUBAJICHTHOE OINMCAHUE OOYYCHHS U
OTbITa pabdOThI, UMEIOLIETO OTHOIIEHUE K POBEACHHUIO KIIMHUYECKOTO UCCIEA0BaHNUS;

16.1.5. moanucy riIaBHBIX UCCIEI0BATENCH, CCIe0BaTeNell KOOPANHATOPOB WK OTBETCTBEHHOTO
MIPEJICTaBUTEIS CIIOHCOPA - B 3aBUCUMOCTH OT TPEOOBaHUHN YIIOJTHOMOUYEHHOTO OpraHa;

16.1.6. B crmydae HCIONB30BaHMS B HCCIEAOBaHUU Oosiee 1 cepuu HcciemyemMoro mperapara -
MEePEYHU KOJIOB MAIlMEHTOB, MOTYYaBIINX MpernapaThl pa3HbIX CEpHIii;

16.1.7. cxema paHIOMU3aLUHU U KO (MACHTU(DHUKAIMS MAIIMEHTOB U Ha3HAUCHHOE JICYEHUE);

16.1.8. ceptrdukarsl aynura (€Ciu MPOBOAMINCH);

16.1.9. nokymeHTaIus O CTATUCTUYECKUM METOJIaM;

16.1.10. goxymeHTaIusi IO METOAWKAM BHYTPEHHEH abopaTOpHON CTaHAapTH3allid W
mporeaypaM ooecreueHus KauecTBa (€Cii MPUMEHSLITUCH ),

16.1.11. myGnukanuu, 6a3upyroniuecs Ha JaHHOM UCCIICIOBaHUY;

16.1.12. BaxHbIe MyOIMKAIMK, HA KOTOPbIE CCHIJIAIOTCS B JAHHOM OTYETE.

16.2. TlepeueHb JaHHBIX IO CYOBEKTaM HUCCIICIOBAHUS:

16.2.1. nepeueHb cyOBEKTOB, KOTOPbIE JOCPOUHO BHIOBUIN U3 HCCIIEIOBAHNUS;

16.2.2. OTKJIOHEHUS OT MIPOTOKOJIA;

16.2.3. manuueHThl, KOTOPBIX UCKIIOUMIN U3 aHaimu3a 3¢ hekTuBHOCTH;

16.2.4. nemorpaduueckue TaHHbIE;

16.2.5. cobmonenue pexuma JsedeHus ("komruiadieHc") W (WIM) JaHHBIE O KOHIEHTpPAIUU
JIEKApCTBEHHOTO CPe/ICTBA (TIPH HAJTMYHH);

16.2.6. nHAUBUAyabHBIC TaHHBIE OTHOCUTEIHHO 3(PPEKTUBHOCTH;

16.2.7. nepedeHb HEXKEIATENBHBIX SBJIEHUH (TI0 KQXKIOMY CYOBEKTY);

16.2.8. nepedyeHb MHAMBUAYAIBHBIX [TOKa3aTeled Ja0OPATOPHBIX HUCCIIEIOBAaHUI MMALIUEHTOB, €CIU
TpeOyeTcsl yOJTHOMOYEHHBIM OPTaHOM.

16.3. UnauBuayanbHble peructpanuonsblie kaptel (MPK).
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16.3.1. UPK no cmyuyasM cMepTH, IAPYTMM CEpPBE3HBIM HEXKEJATEIbHBIM SIBJICHHUSIM U CIIy4asiM
BBIBEICHUS U3 UCCIIEIOBAHUS B CBSI3U C Pa3BUTHEM HEXKEIATEIbHBIX SIBICHUM;

16.3.2. npyrue UPK, npencraBineHHble Ha paCCMOTPEHHE.

16.4. TlepeueHb JaHHBIX IO KAXIOMY CyOBEKTY UCCIEIOBAHUSI.

IIpunoxenue Ne 2 k [IpaBujiam HauIexamed KINHAYecKoi npakTuku EBpasuiickoro

IKOHOMHYIECCKOIo Coro3a

(I)opMa CHHOIICHCA (KpaTKOFO OIMUCAHUA KIMHHYECKOIO I/ICC.]IeIIOBaHI/Iﬂ)

HaunmeHnoBanue crioncopa

OtnenpHas TabIUIA UCCIIETOBAHMS,

(KoMMmaHum): OTHOCSIIIASICS K YACTH IOChE  TOJBKO
HaumeHnoBaHue roTroBOro HallMOHATHHBIMH
mpemnapara Towm: YIOJTHOMOYEHHBIMH
HanmeHoBaHMe akKTUBHOTO opraHamu)
WHTPEJIUCHTA: Crpanuma:

(ITone ucnonp3yercs

HazBaHue ncciaenoBaHus:

Hccnenosarenu:

HccnenoBaTenbCKuil LEHTP:

[TyGnukanus (cchlika):

Vccnenyemblit mepuon (roaa):
(mara Hauana Habopa)
(1aTa MmocieHero BU3NUTA)

da3za pa3paboTKu Mpenapara:

Lemu:

MeTtonoiorus:

Uucao manueHToB (3aHHaHI/IpOBaHHOG u HpoaHaJII/I3I/IpOBaHHOe)Z

,HI/IaFHO?) N OCHOBHBIC KPUTCPUHU JJIs1 BKIIFOUCHUA!

Wccnenyemslii mpenapar, 103a U Ciocod NPUMEHEHMsI, HOMEP CEpPUH:

HaumeHoBaHue CIIOHCOpa

OtnenpHas TabIMIA UCCIIETOBAHMS,

(ITone ucnons3yercs

(KoMIIaHUH): OTHOCSIIAACS K YaCTH JI0ChE TOJIBKO

HanmenoBaHue roroBoro HallOHAIbHBIMU

mpemnapara Towm: YIIOJIHOMOYEHHBIMH
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HanmeHnoBaHue akTUBHOIO OpraHaMu)
VHIPEIUEHTA:

Crpanuna:

HpO,Z[OJDKI/ITeJIBHOCTL JICUYCHHUA:

[IpemapaT cpaBHeHUs, 1032 U cI0CO0 MPUMEHEHUs, HOMEP CepUH:

Kpurepun oneHku:
D PexTUBHOCTD:

bezonacHOCTE:

CTaTUCTUUYECKUE METOIBI:

KPATKHWM OB30P - BbIBO/IbI
PE3VJIbTATBI OHEHKU DODEKTUBHOCTU:

PE3VJIbTATHI OLIEHKU BE3OITACHOCTHU:

SAKJIIOYEHHUE:

aTa oT4dcTa.

IIpunoxenune Ne 3 k IlpaBujiam Hau1exaeil KINHN4YecKol npakTtuku EBpa3uiickoro
IKOHOMMYECKOI'0 COI03a

d)opMa CTPaHMIbI MOANMCH INIABHOI'O HCCJIEA0BATEC/ISA HJIH HCCIIECA0BATEIA-KOOPAXHATOPA

NOIONNCE TJIABHOT'O MCCIIEODOBATEJIA

i MCCIJIEOOBATEJIA-KOOPIMHATOPA

Wim OTBETCTBEHHOI'O MEIMIOVMHCKOI'O
CIIEIVAJINCTA CIIOHCOPA
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HABBAHUE JCCIIEIOBAH St & i it it e e e e e e e e e e e e e e e et ee et eeeeeeeeaeanans
VICTIOJIHUTEJID MCCIEIOBAHMIS T v i it it ittt et ettt e ettt et e e e e aeeeeeeeenennns

s npoumTalJyl HacToOSWMM OTYeT U, OCHOBHIBAasCb Ha MOEM BHaHUM IaHHOT'O

nccjiegoraHM4d, HaCTOAIMM IIOoOTBEpPXOAal, qTo B HEeEM IIPaBMIIBHO M3JIOXEHEL
IIpoLuenypr IIPOBEedEeHNVA MCCJIJIEeOOBAHMA M €T'0 pPpe3yJIbTATH.

VCCJIEOOBATEJIb : IIOOMNNCH

VI OTBETCTBEHHHN
MEOVIIVMHCKAN CHEIVAJINCT
CIIOHCOPA

BJIAOEJIELI OTYETA:

TIIATA:
Ipuioxkenne Ne 4 k [lpaBuiaM HajJiexkaleil KIMHN4YecKoil npakTuku EBpa3uiickoro
IKOHOMHYECKOro c0I03a
DopMBblI IVIAHA U AU3AHA KIMHUYECKOr0 UCCJIeI0OBAHUSA
I. ILi1aH KIMHUYECKOI0 UCC/IEI0BAHNA U I'Pa(UK €ro OLeHKHU
I[TEPUO/J JIEUHEHUA A B C
Bl B2 Cl C2
Tectupyemslii npenapat/ Tecrupyemslit npenapar/
Hccnenyembiil mpenapar Hccnenyemeiit npenapar
A A
S Mr 10 mr 10 mr
BBoanbIit
NEPHUOL  |Mccnenyemblii mpenapar/ Hccnenyembrii npenapat/
CCIeAyEeMBbIA Ipenapar Hccnenyempiit npenapar
B
S mr 10 mr 10 mr
Henenn -2 (-3) 0 3 6 9 12
Buszur 1 2 3 4 5 6
Tect ¢ dpusznueckoi Harpy3Kou 24 u X(1) X(2) X X X X
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MeauHCKUN aHaMHE3 X
dusukanpHOE 00CIEI0OBaHNE X X
OKI X X
JlaGopaTopHble ucciae10BaHus X X
HexenarenbHble SIBJICHUS X X X X X
(1) 14 - 20 nueit nocne Bu3uTa 1.
(2) 1 - 7 nHeii ioce MepBOTo IHS TecTa ¢ GU3HUIECKON HArpy3KOu.
I1. /Iu3aiiH KIMHUYECKOT0 MCC/IeIOBAHUSA U IPA(PUK ero OUeHKH
(popma)
JIBOMHOE CIIEoe
[Tmamedo
[IpocToe cnemnoe | | |
CKpUHUHT [Tnane6o Jloza 1
nepuoa
1 2 3 4 P | | | 11
Buzur | | | | |
(7ma) (7mH) (78R) (7mH) Joza 2 (14mH)
| | | 10
Jloza 3
(7mn) (7mH) (7mn) (78H)
5 6 7 8 9
(dhopma)
OreHka Cxpununr Bwoassiii  Mcxomnbiit Jleyenune Ha0mronenne
Henens -2 -1 0 1 2 3 4 5 6 7
HNudopmupoBanHoe X
corJiacue
AHaMmHe3 X
dusukanbpHOe X X
oOcnenoBanue
O} PeKTUBHOCTD:
IlepBuunas X X X X X X X X X X
nepeMeHHas
Bropuunsie X X X X X X X
nepeMeHHbIe
be3zonacHocCTb:
HexenmarenbHnie X X X X X X X X X X
SIBIICHUS
JlaGopaTopHbie X X X X X X
TECTHI
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Macca Tena X X X X
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MMpuiio:xkenne Ne S k IlpaBuiiaM HajJiexkaleil KIMHUYECKO NpakTuki EBpa3uiickoro 3k0HOMHYECKOro co3a

(I)OpMI)I NpeaACTABJICHHUSA pacnpeacjcHus MaiueHToB

Ipumep 1
Pacnpeuene}me ManueHToOB
N=1.724
BCEeT'0 MNAalMEHTOR IOJIYUYaJiO JieueHMe B IOBOMHOM CJIEIIOM IOM3aliHe

N = 340 N = N = N = N =

pexuMm A pexuMm B pexuMm C pexumMm D pexuMm E
N = 281 N = 59 N = N = N = N = N = N = N = N =
3aBepum— | | BEOBLIO 3aBepUmIIO BEIOBIJIO 3aBepUmIIO BEIOBLIIO 3aBepUmIIO BEIOBIJIO 3aBepum-— BRIOBLJIO

JI0 JI0

HexeJlaTeJIbHOe HexeJjlaTeJIbHOe SABJIEHUEe HexeJjlaTeJIbHOe HeXxeJlaTeJbHOe HexeJlaTeJbHoe
aByeHue (20) (19) aBJieHne (26) aBjieHue (24) aBjieHme (42)
HemocTaTouHada HemocTaTouHada HemocTaTouHada HemoCcTaTouHada HemocTaTouHada
sbpexTBHOCTEL (1) 50PeKTUBHOCTEL (2) sbpexTBHOCTEL (1) sppexTmBHOCTEL (1) sbbexTuBHOCTE (0)
[IOTEePSHE IJId [IOTEePsSHbE IJIid [IOTEePSHE IJId IIOTEPSHE IJId IIOTEePSHE IJIg
HabgogeHus (6) HabgogeHus (8) Habaooenus (7) HabOaogeHmus (6) HabOaogeHus (6)
opyrue OIpyIMe MeOULMHCKUE OpyIMe MeOULMHCKUE OIpyIMe MeOULMHCKUE OIpyIMe MeOuUMHCKUE
MeIOULIMHCKME OPUYMHEL (8) OpuumMHEL (4) OPUUYMHEL (8) npuuvHel (14)

04/17/2026
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OPUYMHEL (5)
npyrune
HeMeOMLMHCKME
OPpUYMHEL (D)
HapylWeH IIPOTOKOJI
(10)

peleHre maluMeHTa
(12)

OpyTMe HeMeOVLMHCKM/E
OpuumHeL (4)

HapyumeH npotTokos (10)
pemenue naimeHTa (10)

npyrue

HeMe OULMHCKUE
IPUUMHEL (6)
HapylleH MOPOTOKOJI
(3)

pemeHyre naumMeHTa
(25)

opyTrre
HEMEeIOMLMHCKME
OpuumMHEL (7)
HapylleH OIPOTOKOJI
(6)

peleHre nauMeHTa
(27)

OIpyI'Me HeMeIMLMHCKUE
npuumHel (1)

HapylleH OPOTOKOJI
(14)

peleHMe HnauMeHTa
(15)

04/17/2026

[laureHTH,

N=1.361

Cuctema 'APAHT

3apepumMBuyrie MCCJIegOBaHME
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Pacnpenesienue nanueHToB

IIpumep 2

N=2670
CKPMHMPOBAHO
NauMeHTOB
N=1732 N=938
PaHIOMU3MPOBAHO IIPUYYMHEL BBIOBEITH A
IaluMeHTOB IPpM CKPUHUHTE:
(300)
(271)
N=8
He T[oJjlydaliM HUKakKoIO
JIe4eHMs, IIPUYMHEL:
(2)
(4) N=1724
(2) NalUMEeHTH, [IOoJIydaBlune
JieyeHMe B JBOMHOM
CJIelIOM IOu3aMHe
N= N= N=
pexmuMm A pexuMm B pexuMm C
| | |
N= N=
3aBEepPUmIIO BEIOEBLJIO
I
|
HexeJlaTeJIbHOEe sABJIEHUE
(20)
HeyIOBJIE TBOPUTEIbHEIN
orBeT (32)
OP. e en.
OP. eeew.
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Ipunoxenne Ne 6 k [IpaBujiaM HaAsIexkaleil KIMHUYeCKOH NPpakTUKU EBpa3uiickoro 3JkOHOMHYECKOro c003a

®opMma npeacTaBeHNs NMepevyHs NALUEHTOB, J0CPOYHO NPEeKPAaTHBIINX NIPHEM Npenapara

HccnenoBanue Ne
(MUnentudukarus Habopa TaHHBIX)

IlepeueHp nalMEeHTOB, TOCPOYHO NPEKPATUBIINX IPUEM IIpenapaTa

Lentp:

Jleuenue ITanment Ne ITon  Bo3zpacr [Tocnegnuit Bu3utr JnurensHocts  Jlo3a
Uccnenyemplii mpenapat (3KCIIEpUMEHTAIIBHBIN TIpernapar)

Jleuenue ITanent Ne ITon  Bozpacr [Tocnegnuit Bu3utr JnurensHocts  Jlo3a
IIpenapat cpaBHEHUSA

Jleuenue ITanmenT Ne ITon  Bo3zpacr [Tocnegnuit Bu3utr JnurensHocts  Jlo3a
[Tname6o

(IToBTOPUTH 11 IPYTHX TICHTPOB)

Ipumeuanue: * Crnenuduyeckas peakuus, IBUBIIASACS MTPUINHON PEKpaIeHHs TpreMa

04/17/2026 Cucrema TAPAHT

ConyrctBytoiiee neueHue [I[puunHb npexpaeHus
HexenarenpHas peakius™

HesddexkruBrOCTH
npernapara
ComnyTtctBytotiee yiedeHue [IpudanHbl mpekpaiieHus

ConyrcrBytouiee nedyeHue [ I[puunHel npekpaiieHus
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Ipunoxenne Ne 7 k lIpaBujiam HajIexkameil KINHHYeckoi npakTuku Espasuiickoro
IKOHOMHYECKOI0 c0I03a

®opMa nepeyHs NAMEHTOB U HAOJII0OAeHUI, HCKJIIOYEeHHbIX U3 aHAIU3a dPPexTUBHOCTH

HUccnenosanue No
(Mnentudukanus Habopa TaHHBIX)
[TepedyeHn marMeHTOB U HAOJIOICHUH,
UCKJTIOUEHHBIX U3 aHanu3a 3 dekTuBHOCTH

Hentp:

Jleuenune [Tanment Ne ITon Bospact  HckiroueH u3 ITpnunnbI
HAOJIFOIEHUS MpEeKpaIieHus

Hccnenyemslii penapar (3KCIEpUMEHTAIbHBIN Ipenapar)

Jleuenue [TarmmenT Neo ITon Bozpact  Uckmrouen u3 [Tpyuunnb
HaOJr01eHUS IpeKpalieHus

[Ipemapar

CpPaBHEHHUS

Jleuenue [TarmmenT Neo ITon Bozpact  Hckmrouen u3 [Tpuunnb
HaOJIr01eHUS NpeKpalieHus

[Tnane6o

(IToBTOPUTH AJIs APYTUX LIEHTPOB)
CrnipaBoyHbI€ TaOIHUIIBI
Kpartkoe 06061menue:

IIpunoxenue Ne 8 k [IpaBuiiam HauIexkamed KINHUYecKoi npakTuku EBpa3uiickoro
IKOHOMMYECKOI0 c003a

®opMma yyeTa YuCJIA NANUEHTOB U HA0JII0/ICHUI, MCKJII0YEeHHBIX U3 aHAIU32 3PPeKTHBHOCTH

VlccriemoBaHMe n
(MoenTudmkaumsa Habopa IaHHEIX)

YucJo naumMeHTOB M HabJowIeHUN,
VICKJIIOUEHHEIX M3 aHamz3a 50beKTUMBHOCTU

VlccaenyeMelr npenapaT (SKCIEPMMEeHTAaJIbHEM Ipenapar) N =
Hepeunsa
[IpuunHa 1 2 3 4
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VToro

AHAJIOTUYHEIE Ta@J’[V[LLbI OOJIKHEI OBITH IMNOOT'OTORJIEHH IOJIS OPpyTI'X T'PYIIIl JIEedeHMA.

Ipuioxenne Ne 9 k IlpaBuinam Hauiexkameil KJIMHHYecKoil npakTuku EBpasuiickoro
IKOHOMHMYECKOI0 c0I03a

TpeboBanus k pasaeay 11.4.2 "craTucTruueckue (aHAJIMTHYECKHE) BONPOCHI' oTUYETA 0
KJIMHUYECKOM MCCJIeJOBAHUN U NPHI0KeHNs 16.1.9 Kk 0TYeTy 0 KJIMHNYECKOM HCCJIeJ0OBAHUM

I. CtaTucTH4yecKkuii aHaans

1. B mpunoxeHMH HEOOXOIUMO TMPEACTaBUTh MOAPOOHOE ONUCAHHE CTATUCTHYECKOI'O aHajIu3a
KKIOW MEepBUYHON mepeMeHHOW 3(P¢eKTUBHOCTH. MHUHHMMaNbHBIE TpeOOBaHMS K JAETaIU3UPOBAHHOMY
OTUETY:

a) CTaTUCTUYECKas MOJEJb, JeKalas B ocHOBe aHanu3a. OHa MOJUICKUT TOYHOMY U IOJIHOMY
OIMCAHMIO, TPU HEOOXOIMMOCTH CO CChUIKAMU Ha JIUTEPATYPY;

0) hopmMyIHUpOBKa HCCIEAYEMOTr0 KIMHUYECKOTO MPEATIONOKECHHs, BhIpAKEHHAsT B KOHKPETHBIX
CTaTUCTUYECKHX TEPMHHAX, HAIpUMep, B popMe HyJIeBOM U albTEPHATUBHON TUIIOTES;

B) CTaTUCTHUUECKHE METO/Ibl, UCIIOIb30BaHHbIE JIIsI OLIEHKHU () (eKTa, NOCTPOCHUS TOBEPUTEIbHBIX
MHTEPBAJIOB U Jp. B cOOTBETCTBYIOMIMX cyyasiX HEOOXOIUMO YKa3bIBaTh CCHUIKU Ha JIUTEPATYPY;

r) JOMNYIIEHUs, JEKAllUe B OCHOBE CTaTHUCTUYECKUX MeToJ0B. HeoOxoammo, HACKOJIBKO 3TO
MIO3BOJIAIOT CTATUCTUYECKUE BBIKJIA/IKH, TI0KAa3aTh, YTO JaHHBIE YAOBIETBOPSIOT KIHOYEBBIM JTOMYLICHUSIM,
OCOOCHHO TMpPH HEOOXOIUMOCTH TOATBEPKICHUS OOOCHOBAHHOCTH 3akitoueHui. Ecnm 3asButenem
IIPOBE/ICHBI OOIIMPHBIE CTATUCTUYECKHE aHAJIN3bl, HEOOXOAMMO PACCMOTPETh CTENEHb UX COOTBETCTBHS
3allJIaHUPOBAHHBIM 0 TOJYUYEHUS Pe3ylbTaTOB HCCIEOBAHMS, U, €CIM OHU HE COOTBETCTBYIOT JIpYyT
JIpyTy, HEoOXOAMMO ONHCaTh, KakKuM OO0pa3oM TMpH IOCTPOCHUH BBIBOJOB B IENSAX HCKIIOUEHUS
CyOBbeKTUBHOM OMMOKU (CyOBEKTUBHOCTH) ObUIM BBHIOpAaHBI KOHKpPETHBIE BUIbI aHANIM3a. DTO OCOOEHHO
B)XHO ISl QHAJIM30B MOATPYIII, OCKOJIbKY €CJIM OHM He OBbLIM 3aIlsIaHMPOBAHBI, 10100HbBIE aHAIM3bI, KaK
MIPaBUJIO, HE 00eCNeYNBAIOT HAJICKHBIX OCHOBAHUM IS OTHO3HAYHBIX BHIBOAOB. [Ipu aTOM:

€clIi JTaHHbIE O COOBITUSAX IMOJBEPrajiuch MPeoOpa30OBaHUIO, CIEAYeT MPEJCTaBUTh 0OOCHOBaHHE
HEOOXOUMOCTH MpeoO0pa3oBaHMs JIaHHBIX, a TaKXKE HWHTEPIPETalNi0 OLEHOK 3P EKTOB JeUeHHUs,
OCHOBaHHBIX Ha MPE0OPa30BAHHBIX TAHHBIX;

o0cyXJleHue TMpaBWIBHOCTH  BBIOOpAa  CTATUCTHUECKUX MpoUeayp M  0OOCHOBaHHOCTh
CTaTUCTUYECKHUX 3aKIIOYEHUN OyIyT SIBIATHCS OTIPABHOM TOYKOM JJISI CTATUCTHKA YIOJIHOMOYEHHOTO
oprasa IMpH ornpeJieJIeHu HeoOX0JMMOCTH TOBTOPHOT'O aHAJIN3a JaHHBIX;

) KpPUTEPHA 3HAYMMOCTH, BBIOOPOYHOE pacHpefesieHHe KpPUTEepHs 3HAYMMOCTH  TpHU
CHPAaBEUIMBOCTU HYJIEBOM THIOTE3bl, 3HAUYEHUS KPUTEpUs 3HAYMMOCTH, YPOBEHb 3HAYUMOCTU (T.e. p-
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3HAYEHWE) ¢ TPOMEXKYTOYHBIE CBOJHBIE JaHHble B (opmare, IMO3BOJSIONIEM CTAaTHCTUKY
YIOJHOMOYEHHOT'0 OpraHa ObICTPO U JIETKO Bepu(UIIMpoBaTh pe3yapTaThl aHaiau3a. Heo0xoauMo ykasars,
ABISIOTCSL  JIM  3HAUEHHWs] OJHO-WJIM JBYCTOPOHHUMH. HeoOXoaumo mpencTaBUTh OOOCHOBAaHUS
UCIIOJIb30BaHUS OTHOCTOPOHHUX KPUTEPHUEB;

€) aHaJu3, OCHOBAHHBIM Ha MpuMeHeHUM Kputepusi CTblosieHTa (t-KpUTEpHil) TOIKEH COAEpkKaTh
3HAYEHUs t-CTAaTUCTUKHU, CBA3aHHbIE C HEH CTENeHH CBOOOJIbI, p-3HAUYEHHUE, BEIMYMHBI JIByX BBIOOPOK
(Tpymi), cpeaHee U AUCTICPCHIO KXKIOW U3 BRIOOPOK, OOBEAMHEHHYIO OIICHKY AHCIepcHu. JJokyMeHTanus
MHOTOLIEHTPOBBIX HMCCJIEIOBAHUMN, TPOAHATU3UPOBAHHAS C MOMOIIBIO JUCIEPCHOHHOIO aHAIM3a JOJDKHA
BKJIIOYATh CJIEIYIOIME MUHUMAJbHBIC CBEACHUS: TAOJUIy IMCIEPCHOHHOTO aHAlIW3a C BBIJCICHUEM
IIEHTPOB, JICKAPCTBEHHBIX IpenaparoB, d¢dhekTa B3auMOACHCTBHUS 3THX (PAKTOPOB, OCTATOYHYIO M OOIIYIO
qucnepceuu. Jlis ucenenoBaHnii ¢ NEPEKPECTHBIM AU3aHHOM JOKYMEHTALMS 10JKHA BKIIIOYaTh CBEIEHUS O
MI0CJIEIOBATENBHOCTAX BKJIIOUEHHS MAlMEHTOB, MALMEHTaX BHYTPU IOCIEA0BATEIbHOCTEH, HCXOIHBIX
3HAUEHUSX B Hayaje KaXJO0ro MepHoJa, OTMBIBKE M JUIMTEIBHOCTH OTMBIBKH, BBINAJCHUSX B TEUECHHUE
KaXJ0ro  Tepuoja, JICKapCTBEHHbIX  Iperaparax, IepHojax, JIUCHEepCHH,  OOyCIOBIECHHOMN
B3aUMOJICHCTBHEM JTHUX (AKTOPOB (JIEKAPCTBEHHBIX IPENapaToB M IEPHOAOB), OCTaTOYHOW M 0OImIei
qucnepcusax. s KaxIoro MCTOYHMKA HM3MEHYMBOCTH, WCKIIIOYas OOLIyI0 AWCHEPCUI0, B Tabiuie
HEOO0X0/IMMO YKa3aTh CTENEHU CBOOOBI, CYMMY KBaJpaTOB, CpeaHEE KBaJAPAaTHYHOE, COOTBETCTBYIOIIUI
kputepuii F, p-3HaueHue u cpepHee 3HaU€HUE CyMMBbI KBa/IpaToB;

) B KaXIbIH MOMEHT HAOIIOJCHUH NPOMEXKYTOUHBIE CBOJHBIC JAHHBIC JOJDKHBI OTpakaTh
JeMorpauuecKkue XapakTepUCTUKU M JaHHbIE, COJEpXKalllie OTBEThl Ha JiedeHUe (yCpeIHEHHbIE WU
CTPYNIIMPOBAHHBIE WHBIM 00pa3oM) MO KaxJ0i KOMOHMHAIuM "HEHTp-BHI JedeHusa" (WM JIpyromy
AJIEMEHTY JIn3aiiHa, HallpuMep, MOCIeA0BaTEIbHOCTH).

I1. ®opmar u coaepxxanue TpedyemMoii MH(pOpMAIUK, IOJABAEMO 110 3aANPOCY IKCNEPTA-CTATUCTHKA
YIOJIHOMOYE€HHOI0 OpraHa

2. B oryere KaxI0ro KOHTPOJIUPYEMOTO KIMHHYECKOTO HCCICIOBAHHS HEOOXOJMMO YKa3bIBaTh
MEPEYHU JIaHHBIX (TaOJMYHBIE) O MAIMEeHTaX, UCIOJIB30BaHHBIX CIOHCOPOM B CTATUCTUYECKUX aHAIN3aX, U
TaOJIMIBI, TOATBEPXKIAIONINE BBIBOABI W OCHOBHBIC HAXOAKH. OTH TMEPEYHU JJAHHBIX TPEeOYOTCS
CTaTUCTUKY YIIOJJHOMOYEHHOIO OpraHa, MO3TOMY YIOJHOMOYEHHBIE OpraHbl BIIPpaBE 3allpOCUTh Yy
CIIOHCOpA MPEICTaBUTh 3TH MEPEYHU B AIIEKTPOHHOM BHJIE.

Ipuioxenne Ne 10 k IlpaBuiaM HaaJeskamel KIMHA4YecKoil npakTuku EBpasuiickoro
IKOHOMHYECKOI0 c0I03a

Ilepeyens MONMpPaBoOK K pa3aejiaM KJIMHHYECKOT0 MCCIeI0BAHUS, KOTOPbIE PACCMATPHBAIOTCS KAK
CylleCTBEHHBIE

1. B cimyyae BHeceHHs] U3MEHEHUN B pasJieNibl MPOTOKOJA KIMHUYECKOTO HCCIEAOBAHUS CIIOHCOP
JUIE PACCMOTPEHHUsI TIOMPAaBKM B KadyeCTBE CYMIECTBEHHOW JaeT OIEHKY 3HAYMMOCTH IOTPABKU B
OTHOIIICHWU PUCKA U OXKHIAEMOW TOJIb3bl JJIS TMAlMEHTA HCCICNIOBAHUS, a TAaKXKEe HAYYHOU IEHHOCTU
UCCIICIOBAHHSI.

2. IompaBku K pazjienamM KIMHHYECKOTO HCCIEAOBAHUS CUUTAIOTCS CYIIECTBEHHBIMH, €CIH OHU
MOTYT TIOBJIHSITH Ha:

a) 6€30MacHOCTh WK (PU3HUYECKOE TUOO0 ICUXUYECKOE 0Iaromoayyue MmanrueHTa;

0) Hay4YHYIO IICHHOCTh MCCIICIOBAHUS.

3. CyliecTBeHHBIMH TMOTpPaBKaMH K pasfielaM KIWHUYECKOTO HCCIICIOBAHUS MOTYT SIBIISITHCS
CIIeIYIOIINE U3MEHEHUS ™.

4. VI3MeHeHus B MPOTOKOJIE UCCIAEAOBAHUS (MCTIBITAHUS):

eI UCCIICIOBAHHS,
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JU3aliH UCCIISIOBaHUS;

MH(GOPMUPOBAHHOE COTJIACHE;

nporeaypa oToopa cyobeKToB (MalUeHTOB);

nokazatenu 3P PEeKTUBHOCTH;

cxema 3a0opa Ononoruueckux o0pasIos;

no0aBieHHE WU UCKIIIOUEHHE TECTOB WM MTOKazaTesei;
KOJIMYECTBO CYOBEKTOB (TIAIIIEHTOB);

BO3PACTHOM Juana3oH CyObeKTOB (MTAllUeHTOB);

KPUTEPUU BKIIFOUCHUS;

KPUTEPUN HEBKITIOUCHHUS;

MOHHTOPHUHT 0€30MIaCHOCTH;

MPOJOKUTEILHOCTh PUMEHEHHUS UCCIIETyeMOro Ipernapara;
M3MEHEHHUE JI03UPOBAHMSI HCCIIEyEMOro Mperapara;
M3MEHEHHUE Tpernapara CpaBHEHHUS;

CTaTUCTUYECKUHN aHAIU3.

5. I3MeHeHus1, CBA3aHHbIE C OpraHU3alMel KIMHUYECKOTO UCCIEAOBAHUS:

3aMCHa OTBCTCTBCHHOI'O HUCCICO0BATCIIA U1 IMPUBJICYCHUC HOBBIX OTBCTCTBCHHBIX

HCCIIeIoBaTEIICH;
3aMeHa MCCIIeI0BATENSA-KOOPIMHATOPA;

3aMeHa  HMCCJENOBATEIIbCKOTO  IeHTpa (MEOWUIIMHCKOW  OpraHW3allii) Wiu  J100aBJICHHE

JOIMOJIHUTCIIbHBIX UCCIICAOBATCIILCKUX LICHTPOB (MGI[I/IL[I/IHCKI/IX OpI‘aHH3aL{Hﬁ);
3aMeHa CITIOHCOpa WM O(UIHATIBHOTO MPEICTABUTENS CIIOHCOPA;

3aMEHa KOHTPAKTHOM MCCIEN0BATEIbCKON OPraHU3allMi, OTBETCTBEHHOW 3a BBIIIOJHEHHE BayKHBIX

3aJ1a4 B paMKax MCCIIE0BaHUs;
NU3MCHCHUC yCHOBI/Iﬁ 3aBCPUICHUA UCCIICAOBAaHM.
6. M3MeHeHus1, CBA3aHHBIE C UCCIIETyEMbBIM MPEMapaToM:
Marepuaia MepBUYHON YIaKOBKH;
MIPOU3BOIUTENS JCHCTBYIOIIETO BEIIECTBA;
MIPOU3BOACTBEHHOTO MIpoliecca JEHCTBYIOIIETO BEIIECTBA;
cnenudUKaIui JEHCTBYIONIETO BEIIECTBA,
MIPOU3BOICTBA UCCIIEAYEMOT0 IIpenapara;
crelu(pUKauu UCcCIeayeMOoro npenapara;

CHGI_[I/I(i)I/IKaI_[I/If/'I BCIIOMOT'aTCJIbHBIX BCHICCTB, KOTOPLIC CIIOCOOHBI IOBIHATH Ha ﬂCﬁCTBHC

JICKApCTBEHHOTO Mperapara;

CpOKa XpaHEHUs, BKJIK0Yasl IEPHOJ] IPUMEHEHUS TI0CJI€ IEPBOT0 BCKPBITUS U (WJIH) pa3BEICHMUS;

CYIIECTBEHHBIX U3MEHEHUH COCTaBa UCCJIEAYyEeMOTO Mpernapara;

YCJIOBUH XpaHEHUs;

METOJMK UCCJICIOBAHNI aKTUBHOMN CyOCTaHIINH,

METOAMK UCCIEA0BAHUI HCCIIElyeMOTro Ipenapara;

METOMK UCCIICI0BaHUHN HepapMaKONEHHBIX BCTIOMOTaTeIbHBIX BEIIECTB.

7. I/IBMGHGHI/IH, CBSI3aHHBIC C JAHHBIMHM JOKIMHHUYECKHX HCCICIOBAHUM U COIIPOBOKAAOIINECCAH
U3MEHCHHUEM OLCHKU COOTHOIICHHUA II0JIB3a-pUCK. HOHpaBKI/I JaHHBbIX JOKIIMHUYCCKHUX
(1)apMaKOJIOFI/I‘-I€CKI/IX U TOKCHKOJIOTMYSCKHMX HCCJICIOBAaHUM B OTHOIICHHHU TCKYIIUX KIMHHUYCCKUX
PICCJ'ICI[OB&HH?I, KOTOPBIC COMPOBOXKAAIOTCA U3BMCHCHHUEM OLICHKKW COOTHOMICHUA IOJb3a-PUCK, B TOM YHUCJIC

B OTHOLICHUMH:
PE3yJIbTaTOB HOBBIX (hapMaKoJIOTUYECKUX UCCIIeI0BAaHU;
HOBOUW WHTEPIIPETAINH CYIIECTBYIOMHX (hapMaKOJIOTUICCKUX UCCIICIOBAHHIA,
PE3yJIbTaTOB HOBBIX TOKCUKOJIOTUYECKUX UCCIIEI0BAHUM;
HOBOU HUHTCPIIPETAINU CYHICCTBYIOINX TOKCHUKOJIOTHICCKUX I/ICCJIeI[OBaHI/If/’I;
pEe3yJIbTATOB HOBBIX MCCJIEAOBAHUM JICKAPCTBEHHBIX B3aMMO/ICHCTBHIA.

8. I/I3MCHGHI/I$I, CBA3aHHBIC C JAHHBIMH KIIMHUYCCKUX I/ICCJICIIOBaHI/Iﬁ U COIPOBONKAAKOIINCCA
HN3MCHCHHUEM OLCHKH COOTHOIICHHA II0JIb3a-PUCK. HOHpaBKI/I B KIIMHUYCCKOM HCCJICAOBAaHHWH, a TAKXC
MOIIpaBKU JaHHBIX, 0T06pa>1<aloumx OIIBIT TMPUMCHCHUA IIpCliapaTa y YCIOBCKA, KOTOPLIC SABJIAIOTCHA
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BAXHBIMHU IJId TCKYIIUX I/ICCJIGIIOBaHI/Iﬁ U COIIPOBOKAAKOTCA M3MCHCHUCM OILICHKU COOTHOIICHHA IIOJIb3a-
puck. Hanpumep, B OTHOILLICHUH:

6€3OHaCHOCTI/I, CBSI3aHHOM C KIIMHUYECKUM HUCCICOJOBAHUCM WJIK  OIBITOM IMPUMCHCHUA
HCCJIETyEeMOT0 JIEKapCTBEHHOTO Mpenapara y 4elloBeKa;

Pe3yIbTaTOB HOBBIX KIIMHUUECKUX (hapMaKOIOTHIECKUX HCCIEeOBAHNM;

HOBOW MHTEPIIPETALNU CYIIECTBYIOMNX KIMHUYECKUX (PapMaKOoIOrHUeCKUX UCCIIEIOBAHUML;

PE3YJIbTATOB HOBLIX KIIMHUYCCKUX HCCHCI[OBaHHfl;

HOBOW MHTEPIIPETALMU CYIIECTBYIONIMX JAHHBIX KIIMHUYECKUX UCCIIEIOBAHMIA;

HOBBIX JAHHBIX IO OIBITY MPUMCHCHHA UCCIICAYCMOTIO IMpeTiapaTa y 4CJI0BCKaA,

HOBOW MHTEpHpPETAIUH CYIIECTBYIOIUX JAHHBIX M0 ONBITY IPUMEHEHHUs UCCIIeTyeMoro npemnapara
y 4esioBeKa.

9. Tlopsnok paccMOTpeHHs] PEeryiasTOPHBIMH OpraHaMH MOMPaBOK K paszaesiaM KIMHHUYECKOTO
HUCCICAOBaHUA OIPCACIACTCA TpeGOBaHI/I}IMI/I B COOTBCTCTBHHM C HAIIMOHAJIBHBIM 3aKOHOJATCIILCTBOM
roCyJIapCTB - 4Ie€HOB EBpa3niickoro 3kOHOMHUYECKOTO COI03a.

* HpO‘-II/Ie HU3MCHCHMUS K pasgcjiaM KIIMHUYCCKOTO UCCICAOBAHUSA CHUTAIOTCA HCCYIICCTBCHHBIMMU.

Hngpopmayus 06 usmenenusx:

Ilpunosxcenue 11 uzmeneno c 10 mapma 2026 e. - Pewenue Cosema Eepa3uiickoil 2KOHOMUYECKOU
komuccuu om 1 aseycma 2025 2. Ne 63

Cum. npedbldyuyyro pedakyuio
IIpunoxenne Ne 11 k IlpaBuiam HajuIe:xkamed KIMHNYECKO npakTuku EBpa3uiickoro
IKOHOMHYECKOI0 C0I03a

Iopsinok npeacraBiaennss uHGpopManuu no 6e30MACHOCTH B X0/1€ MPOBeAeHNs KIMHUYECKUX
HCccJae10BaHuN

C U3MEHEHUSIMH U JOIIOJTHCHUAMMU OT:

1 aBrycra 2025 r.

1. O0513aHHOCTH CIIOHCOPA IO NMPEACTABICHHI0 HH(POPMALNH 110 0€30IIaCHOCTH B X0/1e NPOBeACHUs
KJIMHHUYECKOI0 HCCIeJ0OBAHMSA

1.1. Opranuzanusi CUCTEMbI MIUCbMEHHBIX CTAHJIAPTHBIX MPOLIEAYD.

CrioHCOp HECET OTBETCTBEHHOCTD 32 OPraHU3alLlMI0 CUCTEMBI MMCHbMEHHBIX CTAaHAAPTHBIX IPOLEAYD
B IensiXx o0ecrnedeHuss TpeOyeMoro ypoBHS CTaHJIApTOB KauyecTBa IIPU  BBINOJIHEHUU (DYyHKIMIA
JOKYMEHTHPOBaHUs, cOOpa JaHHBIX, BalWJAllUM, OLEHKH, apXUBHUPOBAHUSA, PEMOPTUPOBAHHUS U
NpPEACTaBICHUs MocleAyoned HMHGOpPMAlUM IO BbBIABISAEMBIM HEXENIATeIbHBIM PEAKIUAM IpHU
IIPOBEJCHUM KIMHUYECKUX UCCIIEI0OBAaHUI.

1.2. IIpencraBnenre MHGOpPMALMKA O CEPbE3HBIX HENPEIABHICHHBIX HEXKENATEIbHBIX PEAKIUAX B
YIOJHOMOYEHHBII OpraH Trocyjgapcrsa - uieHa EBpa3uiickoro 3KOHOMHYECKOIO coOlo3a (nanee
COOTBETCTBEHHO - rocyJapcTBa-wieHsl, Coro3).

1.2.1. CrioHCOp [OJDKEH TMpPEeNCTaBlIATh HWHPOpPMAIMI0O 000 BCEX CEPbE3HBIX HEMPEIBUACHHBIX
HE)KEJIATEJIBHBIX PEaKLUAX Ha UCCIIENyEMBIN IIPENapaT, BBIABICHHBIX B X0€ KIMHUYECKUX MCCIEN0BaHUM,
OJOOPEHHBIX K MPOBEACHUIO B TOCYAAapCTBE-WICHE, HA TEPPUTOPUU KOTOPOTO MPOBOIUTCA KIMHUYECKOE
UCCIIEIOBaHUE:

He3aMeUIMTEIbHO, HO HE MMO3/[Hee 7 KalleHJApHbIX AHEW C JaThl MOJNyuyeHHs HH(OpMAIMH O
BBISIBJICHUH CEPbE3HOM HENPEIBUICHHON HE)KENATEIbHONW PEaKliH, B Cllydae €ClId OHA IPUBEJa K CMEPTH
WIM NIPEICTABIISIIA YTPO3Y JUISl KU3HU;
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He To3aHee 15 KaleHIapHBIX JHEH ¢ JaThl MOJy4YeHUs WHPOpPMAlMU O BBISIBICHHHM CEPhE3HOMN
HEIPEABUICHHON HEXENIaTeIbHON PeaKIUU JUIsl OCTAIIBHBIX CEPbE3HBIX HENPEABUICHHBIX HEKENATEIbHbIX
peaKuuid.

Pemenne o menecoobpasHocTH CpodHOro WH(POPMUPOBaHUS (IKCHPECC-OTYETHOCTH) B APYTHX
CUTyalusx (Hampumep, B CIOy4asX BaKHBIX C MEIUIIMHCKOM TOUYKM 3pEHHS COOBITHH, KOTOpBIE HE
MPEJICTaBISIOT COOON HEMOCPENCTBEHHYIO yrpo3y MAJsl KM3HM NAlleHTa, HE MPUBOAST K CMEPTHU WU
TOCIUTAIM3AllMY, HO MOJBEPraloT MalMeHTa PUCKY MM TPeOYIOT BMEIIATENbCTBA ISl MPEIOTBPAILICHHS
OJIHOTO U3 MCXOJOB, NMPHUBEACHHBIX B OMpE/ENICHNH) MPUHUMAETCS Ha OCHOBE MEAMIIMHCKONW U HAy4YHOH
olLleHKH. Takue cirydan 0ObIYHO TAK)KE CIENYET CUUTATh CEPhE3HBIMM HEXKEJIATEIbHBIMU SIBJICHUSMH.

1.2.2. Tlpu OTCYyTCTBUHU TOJHOW MH(OpPMAIUM HA ATy TMPEACTABJICHHS CPOYHOTO COOOIICHUS O
Clly4ae CMEPTH WJIM Pa3BUTHH JKU3HEYI'POKAIOIIETO COCTOSHUS CIIOHCOPOM IPEIIPUHUMAIOTCS MEPHI 110
MPEJICTAaBICHUIO MOJTHON MHbopMauu B GopMe JAOMOTHUTEIBHOTO CPOYHOTO COOOIIEHUSI O BBISIBICHHON
CEepPbE3HON HEMpPEIBUICHHON HEXENATeNIbHOM peakiuu He Mo3/JHee § KaJeHAApHbIX JHEeW C JaThl
MpeICTaBICHHSI IEPBUYHOTO COOOIIECHUSI.

1.2.3. B cnyuae nosryueHus CIIOHCOPOM HOBOW 3HaYMMOM MH(OpPMAINH 110 BBISBJICHHON Cepbe3HOM
HENpeIBUCHHON HEXKelIaTeIbHOM peakluH JaHHas MHpopMaius ToJKHa OBITh MpeicTaBiieHa B (opme
MOCJIEYIOIIEr0 COOOIIEHHs B TeUeHUe 15 KaJeHIapHbIX THEH ¢ 1aThl €€ MOTyueHHs.

1.2.4. TpebGoBaHus 1O TIPEACTABICHUIO WHPOPMAIIMKM O CEPHE3HBIX HEMPEIBUICHHBIX
HE)KEJIATEJIbHBIX PEeaKlMAX paclpoCTPaHSIOTCS Ha MCCIEAyeMBld Ipenapar, BKIO4Yas Ipenapar
CpaBHEHHUA. DTH TpeOOBaHMS HE PACIPOCTPAHSIOTCS Ha Mianedo, 3a UCKIIOUEHHUEM CIy4yaceB BbISBICHUS
CEPbE3HOM HENPEABUACHHOW HEXENATeIbHOM PEakUMH, I KOTOPBIX YCTAaHOBJIEHA IIPUYMHHO-
CJIEJICTBEHHAs CBS3b C MPUMEHEHHUEM I1aneoo.

1.2.5. Ilepuon mpencraBieHust WHGOpMalWM, yKa3aHHOM B myHkTax 1.2.1 - 1.2.3 HacTosImiero
[Topsiaka, ncuucnseTcss ¢ AaThl MOJMYUYEHUs] pa3pellieHrs Ha MPOBEACHUE KIMHUYECKOrO MCCIEIOBAaHUS B
roCyJapCTBe-WwICHE M 3aKaHYMBAETCS TIIOCNIE JaThl TIOCJIEIHEr0 BU3UTA IOCIEAHEro CyObeKTa
HCCJIE0BAHMS B TOCYIAPCTBE-WICHE, HA TEPPUTOPUHU KOTOPOTO MPOBOAUTCS UCCIEAOBAHUE UCCIELYEMOIO

npernapara.
1.3. TpeboBanus K IpeIOCTaBICHUIO HHGOPMAIIMH O CEPHE3HON HETPEIBUICHHON HEXeIaTeIbHON
peaxkuuu.
1.3.1. TpeOGyemass muHMManbHas HHPOpPMAIUSA O CEPHhE3HON HEMPEABUICHHON HEXEIaTeIbHON
peaxkuuu.

MunumainbHasg uHGOpMaIUs MpU MPEACTABICHUU B YCTAHOBJICHHBIE CPOKHU MEPBUYHOIO CPOUHOTO
COOOIIEHHUS O BBIABICHHON Cephe3HON HENPEIBUACHHON HEXKENaTeIbHOM PeakIuy BKIIOYaeT:

yKa3aHHe [0JI03PEeBAaEMOr0 HCCJIeIyeMOoro Ipernapara, HJISHTU(PUKAIMOHHBIN KOJI CyObeKTa
HCCJIEIOBaHMsI, Y KOTOPOTO pa3BUIIACh HEXKENIATeNIbHAs PEaKIus;

ONMCAHUE HEXKENATEJbHOW pEaKkIUu WU €€ HMCXOAa, KOTOpBIE OMNpENETCHbl KaK CEpbe3HbIE U
HENPEIBUJCHHBIEC U JUI KOTOPBIX MPEANOIaraeTcsi HaIUYue NPUYNHHO-CIIEICTBEHHONW CBSI3U C NMIPUEMOM
HCCIIEAYEMOro Mpenapara;

pe3yJIbTaT OLEHKH IPUUNHHO-CIIEICTBEHHOM CBSI3H;

UCTOYHUK TMOJIy4eHUs HH(DOpPMAMM O HEXKeNaTeJbHON peakIuH, UICHTU(PUKAIUOHHBIA HOMEp
COOOIICHHUS O HEXKENATEIbHOW PEaKIINH, IPHCBOSHHBIN CIIOHCOPOM;

HOMED MPOTOKOJIA KIIMHUYECKOTO UCCIIEOBAHUS.

1.3.2. TlonHas uHpOpMAIHS O CEPbe3HON HEMPEIBUACHHON HEXKEIaTeIbHON PEaKIiu.

Cnenyer oOecreunTh TOCIEAYIOIIME cOOp W TMpEACTaBICHUE TMOJHOW WH(OpMANuUU O Ciydyae
Cephe3HON HENpeBUICHHON HEXKEeNTaTeIbHON peakiuy, KOTopas JO0JKHA COOTBETCTBOBATH TPEOOBAHHIM
pykoBosictBa MexnayHaponHoro CoBera 1o rapmonum3anuu E2B  "VYnpaBnenue gaHHBIMH - TIO
0€30IacHOCTH: DJIEMEHTHl JIAHHBIX Ui Tepefayd CcooOIleHH 00 WHAWBUAYAIbHBIX CIIydasx
HEKeJIaTeJIbHBIX peakiui'.

1.4. CnpaBounast undopmanus 1mo 6€30macHOCTH.

1.4.1. CnpaBounas wuHpOpManus MO OE30MACHOCTH HE3aPETrUCTPUPOBAHHOTO HCCIIETYEMOT0
npernapara.

B wmemsx omnpeneneHus NpPeIBHICHHOCTH BBISIBICHHOM B XOJA€ MPOBEACHUS KIMHUYECKOTO
UCCJIENIOBAHUS CEPbE3HOM HEXKEIATCIIbHOW peaklUy Ha UCCIEAYEeMbIM IIpenapar MCIOJIb3yeTcs
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JNeHcTByIOIAss Ha JaTy BBIBICHUS CEPhE3HOM HEXKENATeNIbHOW peakUWd BepcHs  OpOIIOpHI
HCCIIeIoBaTelIs.

1.4.2. CnpaBouynas wuH(popManus 1O O€30MACHOCTH 3apETUCTPUPOBAHHOIO HCCIICTYEMOTO
JIEKapCTBEHHOT' O Iperapara.

B umensx omnpeneneHuss NpPeIBUICHHOCTH BBISIBJICHHOM B XO0/€ MPOBEACHUS KIMHUYECKOTO
WCCIICIOBAHUSI  CEPbE3HOM  HEXENaTeIbHOM peakuMu Ha HUCCIeNyeMbld mpemnapaTr, KOTOPBIM
3apErUCTPUPOBAH HA TEPPUTOPHUH CTPAHBI BBISIBICHUS CEPhE3HON HEXKENATeIbHON peaKkuu, UCTIOIb3YEeTCs
JIEWCTBYIOIAs HA ATy BBISBIICHUS CEPHhE3HON HEXKENATEIbHON peakiuu BEpCHsl oOIel XapaKTEePUCTHKU
JIEKapCTBEHHOTO Tpernapara WM €€ aHaJloT B APYTHX rocyaapcTBax JMOO JEHCTBYIOMIAas HAa YKa3aHHYIO
JaTy BepcHsi OpOLIIOPBI UCCIIEIOBATETIS.

1.5. IIpencraBneHne CIOHCOPOM HHOM HH(pOpMAIMK IO OE30MaCHOCTH.

Croncop B TedeHHEe 15 KaJleHIApHBIX JHEW C JarThl TOJYyYEeHHsT WHOW WHGPOPMAIMK T10
0€30IacHOCTH JIOJKEH MPEJICTABUTh B YIIOJTHOMOUYEHHBIH OpraH rocyiapcTBa-uieHa, UCCIe0BaTeNsIM U B
skcriepTHbI coBeT opranm3aruu JCO (HOK) cooTBEeTCTBYIOIIMX HCCIEAOBATEIBCKUX IIEHTPOB WHYIO
MHPOPMALIMIO 1O OE30MaCHOCTH, KOTOpask MOXET HM3MEHUTh OIIEHKY COOTHOIIEHHUS '"Moyib3a - pHUCK"
HCCIIEIyeMOro TMpemnapara JM0O CIIy)KUTb OCHOBAaHHUEM [UIsi M3MEHEHUH B PEKOMEHJAlUsAX IO €ro
Ha3HA4YCHMIO, a TAKXKe JJIs IEPECMOTPa BO3MOKHOCTH JAJIILHEHUIIETO POBEACHUS UCCIIEI0OBAHUS:

a) O KIMHUYECKH 3HAYMMOM MPEBBIIICHUH OXHAaeMOHl YacTOTHl W HW3MEHEHUHU Xapakrepa
O’KUJIAEMBIX CEPbE3HBIX HEKENATEIbHBIX PEaKIIHii;

0) 0 cephe3HBIX HEMpPEBUICHHBIX HEKEJIATeNbHBIX PEaKIMIX, Pa3BUBLIMXCSA y MAlME€HTa IMOCIe
3aBEPILECHUS €TO YUaCTHUsl B KIIMHUYECKOM MCCIIEIOBAaHUU;

B) O HOBBIX JIaHHBIX, CBA3aHHBIX C MPOBEJACHUEM KIMHUYECKOTO MCCIIEIOBaHUS WIN ¢ pa3paboTKoi
UCCIIElyeMOro TpernapaTa, KOTopble MOTYT HOBIHUATH HAa 0€30MaCHOCTh MAllMEHTOB, BKIIOYAs:

Cepbe3Hble HEXKeNaTeNIbHbIE SIBICHHUS, CBA3aHHBIC C MPOIEIypOoil MPOBEACHUS HCCIEIOBaHUS, Ha
OCHOBAaHUU KOTOPBIX TpeOyeTcsi BHECEHNE U3MEHEHHUH B TPOTOKOJI IPOBEICHUS HCCIIEIOBAHUS;

oTcyTcTBUE J(PGEKTUBHOCTH HCCIEAYyEeMOro IpernapaTa, MPUMEHSEMOro TpU IAaTOJIOTHH,
MIPEACTABIISIONIEH YTpo3y NSl *KU3HU;

HOBBIE BaXKHbIE JlaHHBIE MO OE30MACHOCTH, MOJyYEeHHbIE B XOJE HEIaBHO 3aBEpIIMBIIUXCS
WCCJICIOBAaHU HA JKUBOTHBIX (BBISBICHHBIH KaHIEPOTeHHBIH A(P(HEKT W aHATOTHYHBIC MO TSHKECTH U
BOKHOCTH P (DEKTHI);

IIPEKIEBPEMEHHOE IpPEKpallleHue WIM IPUOCTAHOBKA HCCJIENOBAaHUS B JIPYTOM TIOCYAAapCTBE
(rocynmapcTtBax), 0OyCJIOBJIICHHBIE M3MEHEHHEM B OIICHKE O€30MaCHOCTH AaHAJIOTHYHOTO HCCIIEIyEMOTO
Ipernapara;

WHBIE JaHHBIE TI0O 0€30MACHOCTH, KOTOPBIC H3MEHSIOT COOTHOIIEHUE "TI0JIb3a-pUCK" IJIsT CYOBEKTOB
UCCIJIEIOBAHMSI;

r) 0 PEKOMEHJAlUAX HE3aBUCUMOTO0 KOMHUTETa 10 MOHUTOPUHTY JAHHBIX B OTHOIICHUU OILICHKH
0€30IacHOCTH UCCIIeyeMOTo Mpernapara.

[IpeacraBnenne wHOM wuHpopmaruu 1o Oe3omacHoctn B DCO (HOK) cooTBeTcTBYROMIMX
UCCIIEIOBATENIbCKUX IIEHTPOB B CPOK, YKa3aHHBIH B a03alle NEepBOM HACTOALIETO IYHKTA, MOXET
OCYUIECTBIIAITECS ~ CIOHCOPOM  TOCPEJICTBOM  oOecreueHus  mepefauyd  JaHHOM  MH(opmanuu
uccnenoaresnieM B DCO (HIK) cooTBeTCTBYIOIIETO UCCIIEI0BATENBCKOTO LIEHTPA.

1.6. ®opma mpecTaBICHHS CIOHCOPOM HH(POPMAIIMH 110 OE30MTaCHOCTH.

1.6.1. dopma mpeACTaBICHHUS CIOHCOPOM HMH(POPMALUM O CEPHhE3HBIX HEMPEIBUACHHBIX
HE)KeJaTEeJIbHBIX PeaKUsIX B YIOJTHOMOYEHHbIE OPTraHbl TOCYAapCTB-UJICHOB.

WNudopmanvss 0 cepbe3HBIX HEMPEABUACHHBIX HEXKEIATeNbHBIX PEAKIUSX B COOTBETCTBUH C
OYHKTOM 1.2 HACTOSIIEro MOpsiKa MPeACTaBIsSIeTCS CIIOHCOPOM B (hopMe COOOIIeHHs O HeXenaTeabHOU
peakiu. dopMaT cooOIIeHUI MOMKEH COOTBETCTBOBATh PYKOBOJCTBY MesxayHapoanoro Cosera 1o
rapmoHm3aruu E2B  "VmpamieHue naHHBIMH TIO O€30MACHOCTH: JJIEMEHTHI JAHHBIX I TIepeaadu
cooOmIeHnit 00 MHIWBUIYATBHBIX CIydasxX HeKeIaTeNbHbIX peaknwii'. [Ipu ¢hopMupoBaHUU CoNepiKaHuUs
WHAMBUAYAIbHOTO COOOIIEHUS [JOJDKHA MCIONb30BaThbCcsl TEPMUHOJOTUS MeAUIIMHCKOTO — CcoBaps
TEPMHHOB HOpPMAaTUBHOW mpaBoBoil nestenbHOCTH (MedDRA). [lpm 3TOM B COOOIIEHUHM TOJKHBI
HCIIOJIB30BaThCS TePMUHBI HIDKHETO ypoBHs (LLT).
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1.6.2. ®opma mpeACTaBICHHUS CIIOHCOPOM HMH(POPMALUM O CEPHhE3HBIX HEMPEIBUACHHBIX
HEeXeJaTeNIbHBIX peakiusax uccienoBareiasMm u B 2CO (HOK).

1.6.2.1. Uudopmanmst 0 cepbe3HOM HEMPEABUACHHON HEKEIATeNbHOW pPEaKIUu IMPEICTaBISETCS
MPEMOYTUTEIBHO B 0000IIEHHOM BHAEe B ¢GopMe MepedHs HeXeNaTelbHbIX peakluil 3a IMepHuo/,
IPOIOJDKUTEIBHOCTh KOTOPOTO JIOJDKHA OMpeAessaTbes npoduieM 0e30MacHOCTH  HCCIeyeMOro
mpernapaTa U KOJTM4eCTBOM BBISBIISIEMBIX CEPhE3HBIX HEMPEIBUICHHBIX HEXKeIaTeNbHbIX peakiuil. JlanHbiii
NepeveHb JIOJKEH COMPOBOXKAATHCS KPATKUM 3aKIIFOUCHHUEM I10 TEKyIIeil omeHke mpoduis 6e30macHOCTH
3a JJaHHBIN nepuol. B ciydasx HEBO3MOKHOCTH MpeJCcTaBieHus: nHpopmanuu B 0000IIEHHOM BHJI€ WU B
cllyyae HEOOXOJMMOCTH JOIMyCKaeTcsl MpeacTaBieHne MH(opManuu B (GopMe CPOYHOTO COOOILICHHS O
CEpPhE3HOMN HENMPEIBUACHHON HEXKETATEIbHONU PEaKIUH.

1.6.2.2. TlpeacraBnenue nHGOPMAIIUU O CEPHE3HON HEMPEIBUICHHON HEXEIATEIBHON peaKIny B
OCO (HDK) coOTBETCTBYIOIIMX HCCICIOBATEIBCKAX IIEHTPOB MOXKET OCYIIECTBISITHCS CIIOHCOPOM
MOCPEJICTBOM OOecrieueHus] TMepefayd JaHHOM HMH(OpPMAlMM HCCIEI0BATEeIeM COOTBETCTBYIOLIETO
uccaenoBarenbckoro 1eHtpa B OCO (HOK) cooTBercTBYyMOMEro HCCIIEIOBATEILCKOTO IIEHTpa, B
cooTBeTcTBUM ¢ nyHKTamu 3.3.8 u 4.10.2 IlpaBun Hajuiexamieid KIMHUYECKON MpakTHUKU EBpasuiickoro
SKOHOMHMYECKOI0 COI03a, YTBepkAeHHbIX Pemiennem CoBeta EBpasuiickoil 5JKOHOMUYECKON KOMHCCUU OT
3 HOsA6ps 2016 . Ne 79.

1.6.2.3. Ilepuon npencraBneHus nHGOPMAINH, YKa3aHHOW B myHKTax 1.6.2.1 - 1.6.2.2 HacTOsIIETO
MOpsI/IKAa, HAUYMHAETCSI HE II03/IHEE MOMEHTA OTKPBITHUS HMCCIIEOBATENbCKOIO IIEHTpAa M 3aKaHYMBAETCS
MocJie OCIEHETO BU3UTA MOCIEIHEro cyObeKTa UCCIeIOBaH sl B MCCIIE0BATEIBCKOM IIEHTPE, B KOTOPOM
IIPOBOAMTCS UCCIIEIOBAHUE.

1.6.3. ®opma npeacTaBiIeHUs CIIOHCOPOM WHOM HH(POPMAITHH 1O O€30MaCHOCTH.

Wnast mHpopmanus 1mo 0e30MacHOCTH B COOTBETCTBHM C IYHKTOM 1.5 HacTosmiero mopska
MPEJICTaBIsIeTCs] CIOHCOPOM B IHCBMEHHOM BHJE C YyKa3aHHEM HaWMEHOBAaHHS KIMHHUYECKOIO
UCCIIC/IOBAHMsI, HOMEpa MPOTOKOJIAa HCCIECIOBAHUS M KpPaTKOTO ONMCAaHUS HOBOW HH(OpPMALUHU IO
0€301MacHOCTH.

1.7. OGnacth pacmpocTpaHeHHUs TpeOOBaHHS MO MPEICTABICHHUIO CEPhE3HBIX HEMPEIBHICHHBIX
HE)KeNaTeIbHbBIX PeaKIuil.

Tpe6oBanust myHKTOB 1.2 - 1.4 u 1.6 HAaCTOAIIEr0 MOPSIIKA PACHPOCTPAHSIOTCS Ha BCE Cephe3HbIE
HENpPEIBUJCHHBIC  HEXeJlaTelbHbIE  PEaKIUH, BBIABICHHBIE B  HCCIEIOBATENBCKUX  IEHTpax,
pacronio)keHHbIX Ha Tepputopun Coro3a U IPYTUX TOCYAApCTB, TJI€ CIIOHCOPOM JIMOO €ro mapTHEpOM
MIPOBOAMTCSA HCCIENOBaHHE, OJOOPEHHOE Ha TEPPUTOPUU TOCYJapCTBa-4wieHa, a TaKXKe Ha peakiuH,
BBISIBJICHHBIE B KIMHUYECKMX MCCIEIOBAHUAX C IPUMEHEHHEM JIaHHOIO JEHCTBYIOILErO BEIIECTBA,
HE3aBHCHUMO OT JIEKAPCTBEHHON (POPMBI, TO3UPOBKH, PEKUMa JO3UPOBAHUS U MOKa3aHUI K MPUMEHEHHUIO,
IIPOBOAMMBIX CIIOHCOPOM JIMOO €T0 MapTHEPOM.

1.8. Cepbe3Hble HekeIaTeNbHbIE PEaKIii, He CBSA3aHHbIE C UCCIIeyeMbIM IIPErapaToM.

Nudopmannio O Cepbe3HBIX HEKENATENbHBIX PEAaKIMAX, BBISBICHHBIX TPU TPOBEICHUU
KIIMHUYECKOTO HMCCIE0BaHus, Ui KOTOPBIX OIpEAeNsieTcsl B3aMMOCBA3b C 3aperuCTPUPOBAHHBIMU
JIEKapCTBEHHBIMU IIperapaTaMy, HE SBISIIOIIMMUCA HCCIIEIyEMBIMU IpernapaTaMM UM Ha3HadyaeMbIMU B
KauecTBE COMYTCTBYIOIIEH Tepamuu, NpU OTCYTCTBHM pEAKIMH B3aUMOACHCTBHUS C HCCIEIyEeMbIM
IIPENapaToM UCCIIEN0BATENIO CIEAYET NMPEACTABIATH B YIIOJIHOMOUYEHHBIE OpraHbl FOCYAApCTB-UJIEHOB WIN
JIEPKaTENI0 PEruCTPAIMOHHOTO YIOCTOBEPEHMS 3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIperapara B
COOTBETCTBHH ¢ akTamMu opranoB Coro3a 1o (apMakoHa30py.

1.9. PackpeiTue paHI0MHU3aIIMOHHOTO KOJA.

1.9.1. TpeOGoBaHuss 1O PpaACKPHITHIO PpaHJOMH3AIIMOHHOTO KOJAa B CJIy4ae CEpbe3HOM
HEMPEIBUACHHON HEXKENaTeIbHOU PEeaKInH.

PackpbITHe paHJIOMH3AIIMOHHOTO KOAa B CiIydae IIOJNyYyeHHs COOOIICHHS O HeXeIaTeIbHOM
SBJICHUU, KOTOPOE OLIEHWBAETCS KaK cephe3Has HENpeIBUICHHAsI HeXeNaTeabHasl peakiiys, BhIIOIHIETCS
TOJIBKO IO CyOBEKTy MCCIEAOBAaHUA, y KOTOPOTO pa3BWIach JaHHAs HEXelaTelbHas peakuus. B
COOTBETCTBUHM C MOAMYHKTOM 1.2 HAaCTOSILIEro MOpsAIKa CIOHCOPY HEOOXOAUMO He3aMeIUTEIbHO
NPEJCTaBUTh MH(OPMAIMIO O BBIBICHHOW CEphE3HOW HENPEIBUIACHHOW HEKENaTeNIbHOM peakluu B
YIOJTHOMOYEHHBII OpraH rocyAapcTBa-ujeHa C YYETOM pe3yJbTaTOB PAaCKpBHITUS KOAA PaHIOMH3AIUH.
IIpu 3TOM CIIOHCOPOM JIOJIKHO COXPAHATHCS OCJEIUIEHHE B TaKMX CIydasx Ui JIML, OTBETCTBEHHBIX 3a
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JaIbHENIEE TPOBEACHHE KIMHUYECKOTO UCCIENOBaHMs (TakMX KaK pPYKOBOAMTEIH, MOHUTOPHI,
MCCIJIEIOBATENN), a TaK)Ke JIUL, OTBETCTBEHHBIX 3a aHAIM3 JAHHBIX U UHTEPIIPETALMIO PE3YJIbTAaTOB MOCIe
3aBepILEHHsI UCCIeIOBaHMA (TaKUX KakK IMepcoHall oTaeia ouomerpun). MHpopmanus no HexenaTenbHbIM
peakuusiM C pacKpbITUEM PaHIOMU3AIMOHHBIX KOJOB CYOBEKTOB MCCIEIOBAHUS MOXET OBbITh JOCTyIHA
TOJIBKO JIMIIaM, OTBETCTBEHHBIM 3a BBINOJIHEHHE TPeOOBAHMN IO TPEACTaBICHUI0 HH(OPMAIMH O
HEXEJNATeNIbHBIX PEeakIusIX B YINOJHOMOYCHHBIE OpraHbl TrocymapctB-wieHoB, B OCO (HOK) wu
HE3aBUCUMBbIE KOMUTETHI 10 MOHUTOPHUHTY JAHHBIX WM WHBIM JIMIAM, OTBETCTBEHHBIM 32 BBINOJHEHUE
MOCTOSIHHOM ~ OLIGHKH 0€30MacHOCTH B XOJA€ MpPOBEICHUS KIMHUYECKOro wuccienoBanus. s
UCCIIeIOBaTeNeN paCKphITHE PaHIOMU3ALMOHHOIO KO/Ia B X0/1€ BBINOJIHEHHSI KIIMHUYECKOT0 MCCIIET0BaHUs
BBITIOJHSETCS TOJIBKO B CIIydae, €CH 3TO MPECTaBiIsieTcs HE0OX0IUMBIM ISl obecriedeHusi 0e30MacHOCTH
CyOBEeKTa HCCIIETOBAHUS.

1.9.2. Pe3ynbTarhl pacKphITHS PaHJIOMU3AIMOHHOTO KOJIa OTpaXKaloTcs B 0a3ax JaHHBIX CIIOHCOpA
U YIOJHOMOYEHHBIX OPraHOB TOCYJapCTB-WICHOB. AKTyanu3anus WHPOpPMALUU 1O OE30MacHOCTH B
Opo1itope rcciaea0BaTeNs BHIIOIHAETCS HA OCHOBAaHUH aHAJIN3a JaHHBIX C PACKPBITBHIM KOJIOM JICUCHHUS.

1.9.3. Oco0ble TOMyJIAIHH.

[Tpu mpoBeneHNHN KIMHUYECKUX UCCIIEOBAHUN C y4acTHEM MOMYJALUH, UIsl KOTOPOil XxapakTepeH
BBICOKMI YpPOBEHb OCJIOXHEHMM M CMEpPTHOCTH, B CiIy4ae, €CIM KOHEYHbIE TOYKM II0 OLEHKE
3¢ (HEeKTUBHOCTH MOTYT SIBISTHCS OJHOBPEMEHHO CEpPhE3HBIMH HENMpPEIBUICHHBIMU HEXeIaTeIbHbIMU
peakuusMu MO0 KOIZJa CMEpPTh WM WHOW CEpbE3HbI HEOJaronpHUSATHBIA HCXOJ MOXKET SIBIISTHCA
KOHEYHON TOUYKOW MO oneHke 3(h(EKTUBHOCTH HCCIENYyEeMOro Ipenapara, JOCTOBEPHOCTh PE3yJIbTaTOB
KJIMHUYECKOTO  HMCCIENOBaHMA MOXET OBITh HapylleHa TpU  CHUCTEMaTHYECKOM  PACKPBITUH
paHIOMU3ALMOHHBIX KOJIOB. B Takux ciy4asx CHOHCOPY IMpH TMOJYyYeHUH OJ00peHHs] MPOTOKOIa
KIIMHUYECKOIO0 HCCIIEJOBAHMSI CJIENYET IO COIJIACOBAHMIO C YIOJIHOMOYEHHBIM OpPraHOM TIOCYJapcTBa-
YJieHa OINpeAeNuTh, KaKUe CEephe3HbIC HEeXelaTelabHbIE SBJICHUS, 00YCIOBIEHHBIE TEYEHHEM OCHOBHOIO
3a0oneBaHus, He OyayT MOAJEkKaTb CHUCTEMATHUYECKOMY pPACKPBITUIO DPAaHIOMH3ALMOHHBIX KOJOB U
CPOYHOMY MpEJCTaBICHUIO0 HHPOPMAIIK B YIIOJHOMOUYEHHBIN OpraH rocyJapcrBa-ujieHa. B aTux cimyuasx
00s13aTeNbHBIM SIBIISIIOTCSL HAa3HAUEGHUE W obOecrieueHue (yHKIIMOHMPOBAHUS HE3aBHCUMOI'O KOMHUTETA TI0
MOHHMTOPHUHTY JAaHHBIX JJIsl BBINOJHEHHUS MOCTOSHHOM OLIEHKM M aHaluW3a JAaHHBIX MO 0e30MacHOCTH
BBITIOJHAEMOTO KJIMHUYECKOTO MCCIEAOBAHUS W ONPENCIICHUS PEKOMEHJIALUN AJi1 CIIOHCOpa B 4YacTH
BO3MOXKHOCTH JTaJIbHEHIIEro MpOBEICHHsS KIIMHUYECKOTO HCCIIEI0BaHuUsl, BHECCHHSI U3MEHEHHH B TPOTOKOJI
MCCJIEIOBaHMSI MJIM OCTAaHOBKHU KJIMHUYECKOTO UCCIICJOBAHMUS.

1.9.4. Exerognoe npeacraBieHrne nHGOpMaIuy mo 0€30MacHOCTH.

CrioHCOp B T€4EHME BCETO CPOKa MPOBEIEHUS HUCCIEI0BAaHUS JODKEH €KEroHO MPEACTaBIATh B
YIOJHOMOYEHHBII OpraH TOCyJlapcTBa-4jeHa, Ha TEPPUTOPUU KOTOPOTrO TPOBOJUTCS HCCIIEIOBaHUE
JICKapCTBEHHOTO IIperapara, IepUOANYECKHd OT4eT (MepHOoAMYECKHe OT4YeThl) MO Oe30MacHOCTH
pa3pabaThiBaeMOro JIEKAPCTBEHHOTO TMpernapara, coAepiaHHe KOTOpPOro (KOTOPBIX) MOJIKHO OTBEYaTh
TpeOOBaHUsAM, NpPUBEACHHBIM B npuiokeHud Ne 12 k IlpaBunam Haanexaieil KIMHUYECKON NMPAKTUKH
EBpaswmiickoro skoHOMHueckoro coro3a. He TpeOyercs B 00s3aTENbHOM TOPSAKE MPEICTABIATH
NEPUOIUYECKHE OTUYETHI 10 0€30MacCHOCTH Pa3pabaThIBAEMOro JIEKApCTBEHHOTO penapaTa B KIMHUYECKUX
UCCJIEIOBAHUSIX, IPOJAOIKUTEIBHOCTh KOTOPBIX COCTAaBIIsAEeT MeHee 1 roza.

B DCO (HDK) cnoHcopoM mpencTaBisieTcss JUOO MEPUOJUUECKUH OT4YEeT Mo Oe30MacHOCTH
pa3pabaTbeiBaeMOro Ipernapara, Ju00 KpaTkoe H3JI0KEHHE OCHOBHOTO cojepxaHus oTdyera. B mocneanem
cllydae CTPYKTYPHUPOBAaHHBIM NEpPEYEHb CEPbE3HBIX HEXKENATENbHBIX PEaKLUUi COIJIAaCHO HPHJIOKEHUIO

No 12 k IlpaBunmam Haamexamed KIMHUYECKOW MPAaKTUKU EBpa3uiickoro SKOHOMHYECKOTO COHO3a
MIPEICTABIISIETCS] CHOHCOPOM Ha ocHOoBaHuu 3anpoca ICO (HOK).

2. O0S13aHHOCTH MCCJIEI0BATEIA M0 NMPEACTABJICHUI0 MH(OPMAIIUK O BbISIBJIEHHBIX B X0/1€
HCCJIeIOBAHMS HEKeIaTeJIbHbIX SIBJI€HUAX CIIOHCOPY
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2.1. VccnenoBarenb OJDKEH HE3aMEMIUTENBHO, B TeUeHHE 24 4acoB C JaThl BBISBICHUS (THOO
MoJTydyeHus: HGOPMallMU O BBISBICHUH) MPEACTaBUTH CIIOHCOPY MHGOPMAIIMIO B OTHOUICHUH CEPhE3HBIX
HEXKEIIATEIbHBIX SBJICHHM, KPOME TEX, KOTOpBIC OIMpPENeJCHBl B MPOTOKOJE WU B JPYrOM JOKYMEHTE
(Hanmpumep, B OpOLTIOpE UCCIIEIOBATENs), KaK HE TPEOYIOIIHe HEMEIJICHHOTO YBEIOMIICHHS.

2.2. Tlocrme mnpenCTaBlIEHUS CPOYHOTO COOOIICHHS O CEPHhE3HOM HEXKEIaTeILHOM SBICHUU
UCCIIeIOBAaTeNb JODKEH IMPEACTaBUTh CIIOHCOPY COOOIIeHHE ¢ MoApoOHOM MH(OpMalueid o cepbe3HOM
HEKENIATEIbHOM  SIBIICHUH, TIO3BOJISIONIEH CIOHCOPY CJeNaTh OICHKY HEOOXOIMMOCTH MEepecMOTpa
COOTHOIIEHUS "T0JIb3a - PUCK" KIMHUYECKOTO UCCIICIOBAHUSI.

HccnenoBatens MpeACTaBISCT CIIOHCOPY WH(POPMAIIMIO O HEXKENATEIbHBIX SBICHHUSX U
OTKJIOHEHHSIX JIabOpaTOpPHBIX IOKa3zaTeseil, KOTOphble OMpeleleHbl B MPOTOKOJE HCCIEeIOBAaHUS Kak
KPUTHYECKHE, I OLEHKH OE30MacCHOCTH B CpPOKH, OIpeAenseMble MPOTOKOJIOM KIMHHUYECKOTO
hcciaenoBanus.".

IIpunoxenue Ne 12 k IlpaBujam Hauiexamel KInHu4Yeckoii npakTuku EBpasuiickoro
IKOHOMMYECKOI0 c03a

TpeOoBanus K NepHOANIECKOMY OTUYETY 110 0€30I1aCHOCTH Pa3padaTbiBaeMoro JeKapcTBeHHOI0
npenapara
C u3MEHEeHUsIMH U JOIIOJTHCHUAMMU OT:

1 aBrycra 2025 r.

Unpopmayus 06 usmenenusix:

Pazoen 1 usmenen ¢ 10 mapma 2026 o. - Pewenue Cosema Espa3zutickou 2KOHOMUYECKOU KOMUCCUU
om I aseycma 2025 2. Ne 63

Cm. npeovioywuyio peoaxyuio

1. Onpenesiennst

s meneit Hacrosinux TpeboBaHU MCTIONIB3YIOTCS TOHATHS, KOTOPHIE O3HAYAIOT CJICYIOIIEe:

"Ba)KHbIH HMICHTH(PUUHUPOBAHHBIM pHCK', "BaHBI NOTEHUHMAJBHBIH pHCK (important
identified risk and important potential risk)" - uneHTHHUIMPOBaHHBIN WM MOTEHIHMAIBHBIN PHUCK,
KOTOPBI MOKET OKa3aTh BIMSHUE HAa COOTHOLIEHUE TOJIb3a-pUCK JIEKAPCTBEHHOIO IMpernapara Uil UMETh
MOCNEACTBHUS JIJIs1 O0IIECTBEHHOTO 3/IpaBOOXPAHEHUS;

"nata oxkoHuanusi coopa naHHbIX (data lock point)" - mara 3aBepineHust cOopa MaHHBIX JUIS
BKJIIOUEHUS B IEPUOAMYECKUN OTYET 10 0€30MaCHOCTH UCCIIEyeMOro pernapara;

"3aBepuIeHHOEe KJAMHMYeckoe ucciaeaoBanue (completed clinical trial)" - xnuHHyeckoe
HCCJIEIOBaHKE, [0 Pe3yJIbTaTaM KOTOPOI'0 COCTABIIEH UTOTOBBII OTYET KIIMHUYECKOTO UCCIIEIOBAHMS;
"unenTuuuupoBannblii  puck  (identified risk)" -  HexenarenbHOe — IOCIEACTBHE

dapmakoTepanuu, s KOTOPOTO TOJYYEHO aJeKBaTHOE J0Ka3aTelIbCTBO HAIWYHUS B3aHMMOCBS3H C
M0/103PEBAEMBbIM JIEKAPCTBEHHBIM MPENAapaToOM;

"HHTEePpBEHIIMOHHOE KJIMHUYecKoe uccienoBanue (interventional clinical trial)"
KIIMHUYECKOE WCCIEAOBaHNE, B KOTOPOM CYOBEKTaM WCCIICIOBAHMS BBITIONHSIETCS MPOCIIEKTHBHOE
Ha3HA4YeHHE OJHOT0 MM HECKOJbKMX MEIUIIMHCKUX BMEIIATeNbCTB (Hampumep, MpoduiakTuyecKoe
BMEILIATEILCTBO, HA3HAUYECHHE JIEKAPCTBEHHBIX IMPENapaToB, BHIMNOJHEHUE XUPYPTrUUECKUX BMEIIATEIbCTB,
MOBE/ICHYEeCKas Tepamusi M T.I.) C LEJIbI0 OLEHKM BIUSHHUS JaHHBIX BMEIIATENIbCTB Ha IOKa3aTelu
COCTOSIHUS 37J0POBbS;

"ucciaenyemblii mpemapart (investigational drug)" - mpemapar, HaxomsmMiicss B pa3padOTKe
dapmaneBTHueckol Komnanuei. B pamkax Hactosiero [Tpunoxenus JaHHBIA TEPMUH UMEET OoJiee y3Koe
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3HAUYEHHE II0 CPABHEHUIO C HCIIOIb3yeMbIM B TekcTe IIpaBun HaJuiexamied KIMHUYECKOM IPAaKTUKU
EBpasuiickoro 3KOHOMHYECKOI0 COI03a M HE BKJIIOUAET Mpernaparhl CpaBHEHUS U MI1anedo;

"MexkayHApOAHAsT daTa og00peHHsi pa3padaTbIBaeMOro JeKapCcTBEHHOIo mpemapara',
MOPJIII (development international birth date) - nmata mepBoro omoOpeHus I TPOBEACHUS
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIICOBAaHUS B IIOOOH U3 CTpaH MHUpA;

"HexkesIaTeJIbHbIE SIBJIEHUS, NpeacTaBisomue ocoobiii mHrepec (adverse event of special
interest)!" - HexenaTenpHOE SBJICHHE, HWMEIONIEE OCOOBI HAyYHBIH W MEIUIUHCKHNA HWHTEpEC
MPUMEHUTEIBHO K HCCIIEyeMOMY Ipenapary WIA HUCCIeI0BaTENbCKONW MPOrpaMMe CIIOHCOpa, KOTOpoe
MOYET OTpeOOBaTh HEMPEPHIBHOTO MOHUTOPHUHTA M HE3aMEUTUTEIHHOTO HHPOPMHUPOBAHUS CIIOHCOPA CO
CTOPOHBI HccrenoBatTens. JlaHHbIe HexXeNaTelbHbIe SIBICHUS MOTYT MOTPeOOBaTh JAabHEHIIEro N3y4eHUs
C LEIbI0 HAIIEKALIEH XapaKTEepUCTHUKUM M OLEHKU. B 3aBHCHMMOCTM OT XapakTepa HEKEIaTeJIbHOTrOo
SBIICHUS, TPEJCTABJISIONIETO OCOOBI HWHTEpEeC, MOXKET MOTpedOoBaThCcsl CpPOYHOE MPECTaBICHUE
MHPOPMALIUK OT CIIOHCOpAa TPEThell CTOPOHOH (Hampumep, YIMOJTHOMOUYEHHBIM OpraHaM ToOCyJapCTB -
wieHoB EBpasuiickoro skonomudeckoro Corosa);

"HeMHTePBEHLIMOHHOE KJIMHUYeCKOe HcciaenoBaHue (non-interventional clinical study)"
Hccre0BaHue (MCTIBITAHUE), KOTOPOE COOTBETCTBYET CIIEIYIONIUM TPEOOBAHUSM:

JIEKApCTBEHHBIA MpenapaT Ha3HA4yaeTcs B COOTBETCTBUM C OOIIEM  XapaKTepUCTUKOU
JIEKapCTBEHHOT'O IIpernapara;

pellIeHre O Ha3HAYE€HUU MAllMEeHTy ONPEJECIICHHOTO JICYEHUs HE NMPUHUMAETCS 3apaHee COIJIacHO
MIPOTOKOJNy HCCIIEJIOBaHMS, HO COOTBETCTBYET MPHUHITON MpakTUKe, U Ha3HAUYCHUE JIEKapCTBEHHOIO
[Ipernapara 4eTKO OTAEJIEHO OT PEIICHUs O BKIIOYEHNHU NAI[MUEHTa B UCCIIEI0OBAHMUE;

K MalMeHTaM He MPUMEHSIOTCS KaKue-I100 TOTIOTHUTEIbHbIE JUArHOCTUYECKUE WIIH KOHTPOJIbHbBIE
IIPOLEAYPHI, a ISl aHAJIN3a NOJYUYEHHBIX JIaHHBIX UCIIOJIB3YIOTCS AU IEMUOJIOTUYECKUE METOBL;

"o:xknaaemasi d¢dexTuBHOCTL (M0Jb3a)'" (anticipated efficacy (benefit)) - addexTuBHOCTH
(moib3a), KOTOpas elie He ObUla YCTaHOBIIEHA Ul MCCIEIyeMOTo MPOAYKTa, HO OXKHAAETCS MCXOAd U3
UMEIOIMXC 3HaHUK 00 3¢ddexkTuBHOCTH (TMOJB3€) AAHHOTO Kiacca JEKapCTBEHHBIX IMpEenapaToB JHOO
JTAaHHBIX MPEAIIECTBYOMINX KIMHUUYECKUX WIN JOKINHUYECKUX UCCIIEIOBaHMT;

"nmporpamMmMma KJMHU4YecKo# pa3padorku (clinical development programme)' - COBOKYNMHOCTh
KIMHUYECKUX HCCIEJOBAHUNA OJHOTO M TOrO K€ MCCIEAyeMOro Ipenapara, BHE 3aBUCHUMOCTH OT
MOKa3aHUH K HA3HAYCHHIO U JICKAPCTBEHHOU (POPMBI;

"nmpoaoskaomeecs: KIMHUYecKoe HccjaenoBanue (ongoing clinical trial)" - xnnHMueckoe
UCCJIEIOBAaHNE C HAYaBIIMMCS BKJIIOYEHHEM CYOBEKTOB MCCIEIOBaHUS, BHE 3aBUCUMOCTH OT €ro
IIPUOCTAHOBKHM WJIM 3aBEPILEHUS aHAIM3a, [0 Pe3ysIbTaTaM KOTOPOrO HE MOJATrOTOBJIEH 3aKIFOUHUTEIbHBIN
OTYET;

"moreHuuanbHbIi puck (potential risk)" - HexxematenpHOE MoOcTENCTBHE (papMakoTepanuu, B
OTHOIIEHUH KOTOPOTO UMEIOTCSI OCHOBAHUS JJISl TOJI03PEHHIM 110 HAIMYUIO B3aMMOCBS3H C JIEKAPCTBEHHBIM
npernapaToM, OJHAKO JaHHas B3aUMOCBSI3b Ha/UJIeKaIIUM 00pa3oM He Oblila IMOATBEPKICHA;

"peructp (registry)" - COBOKYITHOCTh JIaHHBIX IO MAIMEHTaM, XapaKTePU3YIOIIMMCS KaKHM-JTH00
OJIMHAKOBBIM TpH3HAKOM (Tpu3Hakamu). JlaHHBI TpPU3HAK MOXET MPEJCTaBIATH cOO0i 3aboyieBaHUE
(peructp 1o 3aboieBaHMI0) WM  crenuduUeckoe  BO3NEWCTBHE JICKAPCTBEHHOTO  TIperapara
(mexapcTBeHHBIN peructp). Peructp HampaBieH Ha NMPOCHEKTHBHBIN COOp OINMpeeNeHHONH COBOKYMHOCTH
JAHHBIX 10 MaleHTaM C MCIOJIb30BaHUEM CTaHIApTU30BAaHHOTO ONMpPOCHUKA. (JIekapcTBeHHBIE perHUCTphI
HarpaBJIeHbl HAa cOOp JaHHBIX HA MPOTSHXKEHUU OTIPEICIICHHOT0 BPEMEHH 110 TOMYJISAINH, TI0Bepraromeics
BO3/ICHICTBUIO M3y4aeMOTro JIEKapCTBEHHOTO Ipernapara, U (Win) o onpeneneHHoi nomynsuuu. [lanueHTs
MOTYT OBITh BKJIIOUEHBI B KOTOPTHOE HCCJEIOBaHUE JUIA cOOpa JAaHHBIX O HEXKEJATENIbHBIX SBICHUAX C
MPUMEHEHHEM CTaHJapTU3UPOBAHHOIO OINPOCHUKA (CTaHIAPTU3HPOBAHHBIX OMPOCHUKOB). Peructpsi
MOTYT OBITh TTOJIE3HBIMU ISl YCUJICHHS CUTHAJA, OCOOSHHO JUIS PEIKUX HeXeNaTeIbHBIX Peaklnii);

"curnana (signal)"" - wHbOpMmamus, mocTynaromas OT OJHOTO WJIM HECKOJbKHX HWCTOYHHKOB,
KOTOpasi IpeaIoJiaracT HajJuune HOBOW IMOTEHLMAIBLHOW NPUYMHHO-CIEACTBEHHOM CBS3M WJIM HOBOIO
acrieKTa M3BECTHOM B3aMMOCBS3M MEXIY BO3AEWCTBHEM JIEKAPCTBEHHOrO Ipernapara W HexKelaTeJIbHbIM
SBJICHUEM WJIH COBOKYIIHOCTbIO B3aMMOCBSI3AHHBIX HEXKEJIATEIbHBIX SBJICHUM, OLIEHUBaeMas Kak
JIOCTaTOYHAs JUTsl TaJbHEUITUX TeWCTBHUM MO Bepru(HUKaIliy CUTHAIIA,
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"crioHcop-uccieaoBaTeNb (Sponsor-investigator)' - ¢uznyeckoe U0, KOTOPOE UHUIIMHPYET U
BBITIOJIHACT KIMHUYECKOE HCCIIEIOBAHME CaMOCTOSITENFHO JMOO C WHBIMH HCCIECIOBATENSIMH M TIOJ
HCMMOCPCACTBCHHBIM PYKOBOACTBOM KOTOPOI'0 BBIIIOJHAOTCA HA3HAYCHHUC, BblJa4Ya WX NTPHUMCHCHUC
HCCIIEyeMOro Tpernapara cCyObeKTaMu HCCIIeAoBaHNsA. B 00s3aHHOCTH CIIOHCOPA-MCCIe0BATENS BXOIAT
00sI3aHHOCTH KaK CIIOHCOpA, TaK U HUCCIIEI0BaTEs.

2. O01IMe moJaoKeHus

[lepuonuueckuii ananmu3 wuHGOpMANMM 1O OE30MAaCHOCTH TPH KIMHUYECKOW pa3paboTke
HCCIIETlyeMOro Mpernapata HMMEeT pellarollee 3HayeHHe JIs HeMpepbIBHOW OIEHKH PHUCKAa CYOBEKTOB
uccienoBanus. BaxHo oOecrnednBaTh peryispHOe HH(DOPMHPOBAHHE YIIOJHOMOYEHHBIX OPraHOB
roCy/apcTB - 4WieHOB EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a (Jjajiee COOTBETCTBEHHO - YIIOJIHOMOYEHHbBIE
oprassl, rocyapctBa-ujieHbl, COr03) U UHBIX 3aMHTEPECOBAHHBIX CTOPOH (HaNpuUMep, DKCIEPTHOTO COBETA
opranmzarnuu (He3aBucumpiii strdeckuit komuteT) (manee - 9CO (HDOK))) o pesynbrarax maHHOTO
aHaJM3a U MOJIyYeHHs! JaHHBIX B OTHOLICHUH Mpo¢uiis 6€30MacCHOCTH MCCIIEIyeMOro IpenapaTa, a TakkKe
YBEAOMJICHUSI O JEHCTBUSX, MPUHATHIX B OTHOUICHHMHM BO3HUKAIOIIMX BOMPOCOB IO OE30MacHOCTH.
[Tepuonuyeckuii OTYET MO OE30MACHOCTH pa3padaTHIBAEMOro (MCCIelyeMOoro) JeKapCTBEHHOTO IpenapaTa
(mamee - POODB) sBnsercs craHgapTOM Il TEPUOJWYECKOM OTUYETHOCTH TIO pa3padaThIBaeMbIM
(uccnemyeMbiM) TpenaparaM (BKJIIOYAs 3apETUCTPUPOBAHHBIC MpEnaparthl, MO0 KOTOPBIM MPOAOIKACTCS
BBITIOJTHEHHE Pa3pabOTKH) I TOCYIapCTB-WICHOB.

OcuoBHolt 1ienbto POOB sBisieTcst mpeicTaBlieHre UCUEPIBIBAIOLIETO U TITYOOKOro €KEroJIHOro
0030pa u orieHKH MHGOPMAIMH IO OE30MaCHOCTH HCCIEAYEeMOro mIpernapara, Kotopas Obuta coOpaHa Ha
NPOTSDKEHUH OTYETHOTO MEPHO/Ia BHE 3aBUCUMOCTHU OT €r0 PETUCTPAIIMOHHOTO CTaTyca MOCPEICTBOM:

OIICHKH BO3MOXHBIX OTJIMYHI MOJyYEHHOM 3a OTYETHBIN IMEPHOJ| CIIOHCOPOM HHGOpPMAIUU T10
0€30MMacHOCTH OT MPEANIECTBYIOIINUX 3HAHUH 110 PO M0 0€30MACHOCTH UCCIIEYeMOTO MPOAYKTa;

OMMCAaHUS HOBBIX BBISIBICHHBIX aCMEKTOB MNpoduis Oe30MacHOCTH, KOTOpble MOTYT OKa3aTh
BIUSHUE Ha oOecriedeHne Oe30MacHOCTH CYObEKTOB UCCIICIOBAHHS,

00001IeHNsT JaHHBIX IO TEKyllel OLeHKe | YIPaBICHUIO WACHTU(UIMPOBAHHBIMU U
[MOTCHIIUATHHBIMU PUCKAMU;

MIPEACTABICHUS OOHOBJICHUS 10 COCTOSIHUIO KIIMHUYECKOTO M3ydeHUs (IporpamMMbl pa3paOb0TKH) U
pe3yIbTaTOB UCCIIEJOBAHUSI.

POOb nomkeH OBITh JTAKOHWYHBIM M TIPEACTABIATH YIOJTHOMOYEHHBIM OpraHaM TOCYIapCTB-
YJICHOB WH(OpPMAlMIO, TO3BOJSIONIYI0 TOATBEPAUTH OOECIEYEHHE CIIOHCOPOM  HAaJUIEXKAIEeTo
MOHUTOPUHTAa W OIEHKH JaHHBIX Mo mpodmio Oe3omacHocTH Hcciemyemoro mpemnapara. B POOb
MOJIJICKAT OTPAKCHHUIO BCE HOBBIC ACMEKTHI MPOQUIIs 0€30MaCHOCTH, BBISBICHHBIC 32 OTYCTHBIN MEPUOI.
POOB He nomkeH HCMONb30BaThCsl B LIESAX MEPBUYHOTO YBEJIOMIICHHS O 3HAUUMBIX HOBBIX JAaHHBIX IO
6e30macHOCTH MO0 B Ka4eCTBE CIIOCO0A BBISIBIICHHUS HOBBIX aCIIEKTOB MPOQMIIs 6€30MacHOCTH.

OcnoBHoit BrmtouaeMoit B POOb mndopmarmeid SBISIOTCS JTaHHBIE W PE3YJIbTaThl KIMHUYSCKUX
UCCJICIOBAaHUIA JICKAPCTBEHHBIX MpENaparoB M OHUOJOTMYECKUX BEIIECTB, BHE 3aBHCHUMOCTH OT HX
PETUCTPAIIMOHHOTO cTaTryca. B ciydae mponoipkeHUs KIMHHUYECKOrO H3Y4YeHHsI TOcCje perucTpanuu
JeKapcTBeHHoro mnpenapara, POODB BkitouaeT Takke AaHHBIE MOCTPETHCTPALMOHHBIX HCCIEIO0BaHUI.
POOb mHampaBiaeH Ha OIGHKY HCCleayeMoro (pa3pabaTbiBaeMoOro) mpermapara, WHGOpMAIHS 10
npernaparamM CpaBHEHHUsS U TUIAe00 BKIIIOYACTCS B HETO TOJIBKO B CIIydae, €CIHM 3TO MMEET OTHOILIEHHE K
0€30MacHOCTH CYOBEKTOB HUCCIICTOBAHMS.

B POOB Bkitouaercst uHopMarius o 0€30macHOCTH, MMoJTydyaeMas B X0ZI€ BCEX IPOJI0JDKAIOIINXCS
KJIMHUYECKUX HWCCJICIOBAHUM U WHBIX HCCIICJOBAHUMN, BBHIMOIHIEMBIX MM 3aBEPIIEHHBIX CIOHCOPOM Ha
MPOTSKEHUH OTYETHOTO MEePHO/Ia, B TOM UHUCIIE:

KJIIMHUYECKHE MCCIIeI0OBaHMsI pa3pabaTeiBaeMoro (MccieayeMoro) npernapata (hapMaKkoJIoTHIECKHe
UCCIIC/IOBAHMSI y 4YeloBEeKa, TepaneBTUYECKHE IIOMCKOBBIE HCCIEIOBAHUS M TEPaNeBTHYECKHUE
noATBepkaatomue uccaegopanus (¢assl I - I11));
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KITMHUYECKHUE MCCIICJIOBAHUS 3apPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tperapara Mo 0J00pEHHBIM
MoKa3aHusIM (KCClIeIoBaHKEe TepaneBTuIeckoro npuMenenus (pasza IV));

TEparneBTHYECKOe MPUMEHEHUE HCCIIeIyeMOro mpemnapara (HampuMmep, B paMKax pacIIupeHHOTO
JIOCTyTa, UHANBUAYAIbHOTO JOCTYTA U UHBIX);

KITMHUYECKHUE UCCIICIOBAHMS, TIPOBOJIUMBIC I TIOJACPKKHA M3MEHEHHI TpoIecca MPOU3BOCTBA
JIEKapCTBEHHOT'O CPEJICTRA.

POOB Takxke BkiIOuUaeT B ceOs WHBIC JAHHBIC, KOTOPHIC SBISIOTCS 3HAYMMBIMH B OTHOIICHUU
0e30macHOCTH pa3pabdaThIBAEMOTO (MCCIIeyeMOT0) MperapaTa, B TOM YUCJIE CIICIYIOTUE TaHHbBIC:

HAOJIOIATEIBHBIX U AMHIEMUOIOTUYECKUX UCCIICIOBAHUN;

JTIOKJTMHUYECKUX MCCIIEIOBAHUN (TOKCUKOJIOTUUECKUX UCCIAEAOBAHUI M UCCIICIOBAHUH 1N Vitro);

npyrux POOB, koTopbie UMEIOT OTHOIIEHUE K UCCIIEAYEMOMY Mpenapary;

MIPOU3BOJCTBEHHBIX U MUKPOOUOIOTMUECKUX U3MEHEHHUI;

HEAaBHO OMYyOJIMKOBAHHBIC B METUITMHCKOW JTUTEPATYPE;

KIIMHUYECKUX UCCIIEIOBAaHUM, MO pe3ylbTaTaM KOTOPBIX Oblla BBISIBICHA HEJOCTATOYHAS
3¢ (HEeKTUBHOCTh, YTO MOTJIO OKa3aTh HEMOCPEICTBEHHOE BIUSHUE HAa 0E30MacHOCTh CYOBEKTOB
UCCIIeIOBaHMs  (HampuMmep, YXyIUIeHHE OCHOBHOrO 3a00JieBaHMS B CIydyae CEphe3HOM WiH
JKU3HEYTPOKAIOLIEH MaTOJIOTHN);

MHBIX UICTOYHHKOB JJAHHBIX 1O O€30MaCHOCTH aHAJIOTHYHOTO TepaneBTHUECKOro Kiacca,

KIIMHUYECKUX HCCICOBAaHUM, TPOBEJICHHBIX MapTHEPAMH CIIOHCOpA IO pa3pabOTKe, €Cld 3TO
MIPEyCMOTPEHO 1I0TOBOPAMHU.

3. O0mue NPUHIUNBI

3.1. Equnniii POOB 14141 1eiicTBYIO1IEr0 BelecTBa

C uenpio obecrieueHUs] UCUEPIBIBAIOLIETO aHAM3a U MPEICTABICHUS JAHHBIX MO 0€30MacHOCTH
HCCIIeAYEeMOro Mpenapara CoHCOp JA0KEeH NpeacTaBisaTh eaquHbiii POOB, Bkitouaromuii JaHHbIE IO BCEM
JIEKapCTBEHHBIM (pOpMaM U J03UPOBKaAM, NMOKa3aHUSIM K HA3HAYEHHIO, UCCIIEyeMbIM MOMyIAusiM (Koraa
BO3MOKHO). B cityuae, eciu 3To He npeacTaBisieTcss BO3MOXKHBIM (HampuMep, KOTJa JIaHHbIE HEJIOCTYITHbI
CIIOHCOpY), CJIEIyeT MPeICTaBUTh COOTBETCTBYIOIIEE O0BSICHEHHE BO BBOAHON YaCcTH OTYETA.

Ecnu B pazpaboTtke uccneayemMoro npemnapara y4yacTBYIOT HECKOJIBKO CIIOHCOPOB, B YACTHOCTH IPH
BBITIOJTHEHUH COBMECTHOM pa3pabOTKW WM Ha OCHOBAaHUM HWHBIX JIOTOBOPOB, HMH MOXET OBITh
npejacrasieH enunbiii POOB.

3.2. llepuoguunocts npeacrasiedusa POOB u nata okonyanus cOopa 1aHHbBIX

Hawano romoBoro mnepuojia 1o MPEACTAaBICHUIO OTYETa OIPEACNSIeTCS B COOTBETCTBHHM C
MEXIYHAPOAHOU JTaTOW 0100peHus pa3padbaThiBaeMOro JIeKapcTBEHHOTo mpemnapata (nanee - MAOPJIIT).
Mecsn u nata MJIOPJIII siBasitoTest 1aToit Havasia OTcueTa rojioBoro nepuoaa jist nogauun POOB.

B ciyuae npoBeneHusi IepBOro KIMHUYECKOTO UCCIIEJOBAHUS HA TEPPUTOPUH CTPaHbI, B KOTOPOI
OTCYTCTBYET opHIManbHas mpoIeaypa 000peHUsT KITMHUIECKOTO UCCIIeIOBaHMS, COOTBETCTBYIOIIAS /1aTa,
CBSI3aHHAs C HAYaJOM IEPBOr0 KIMHUYECKOTO MCCIEI0BaHuUs, I0JKHA ObITh Ha3HAUYE€HA CIOHCOpOM. J[is
BCEX CTpaH, B KOTOPBIX BBIMOJHSIOTCS KIMHUYECKUE HCCIEAOBaHUS UCCIEAyEeMOro Ipemnapara,
nojAepxxuBaercs u ucnoiszyercs eaqunas MJIOPJIIT npu moaroroske POOB.

Hatoii okxonuanus cOopa panHbix POODB sBiseTcs MOCIETHHUI JEHb OTYETHOTO TEpUOJa,
cocrapistoniero 1 roz. /st yao6¢cTBa BRINOIHEHUS aIMUHUCTPATUBHBIX MPOIIETYP MO KETaHUIO CTIOHCOpa
JaTOW OKOHYaHUs cOOpa JaHHBIX MOXKET OBbITh OIMpPENEICH MOCICIHUN ICHb MECSIa, MPEAIIECTBYIOIIETO
MJOPJIIIL.
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B crmydae mpojoiKeHHs BBIMOJHEHUS MPOTPAMMBI KIMHUYECKOW pa3paboTKH JEKapCTBEHHOTO
npernapaTa Ha TEpPUTOPUH roCyJapCTBa-ujieHa MOCie ero rocy1apcTBEHHON perucTpalui, B COOTBETCTBUU
C TpeOOBaHMSIMH 3aKOHOJATEIhCTBA TOCYIAPCTB-WICHOB JOJKHBI MpeacTaBisaThes kak POOB, Tak u
MepUOINYECKHe OOHOBIISIEMBbIE OTUYETHI IO OE30MacHOCTH Hcciiemyemoro npenapara (ganee - [I0OB). Tlo
xenanuio crorncopa POOB MoxeT ObITh MOJATOTOBICH MCXOMAS M3 MEXKIYHApOJHOM JaThl perucTpaliu
(mamee - MJIP), ucmonszyemoit B I1OObB, 4TO MO3BOJUT CHHXPOHU3WPOBATH JAThl TOJAaYUd O0OOMX
nepuoanyeckux otueroB. B ciyuae cunxponuzanuu gat nogaun POObB u I1OOB, otuetHblit nepuos st
CJIEYIOIIEro MEePHOJMUECKOro OTYeTa 10 OE30MacCHOCTH UCCIelyeMOro MpernapaTta He JOJKEeH MPEBbIaTh
OJIUH TO/I.

POOB pomkeH mnpeacTaBiIsATbCS BCEM YIIOJTHOMOYEHHBIM OpraHaM TOCYyJIapCTB-WICHOB, Ha
TEPPUTOPUU KOTOPBIX MPOBOAATCS KIMHUYECKUE HUCCIEOBaHUS (UCTIBITAHUS) MCCIEIYyeMOro IMpemnapara,
He mo3aHee 60 KaleHJapHBIX JHEH C 1aThl OKOHYaHUS cOOpa TaHHBIX.

3.3. lIponosxurenbHocTs nogauu POOb

[IponomkurensHocts momaun  POOB  ompenensercs  TpeOOBaHUSIMHU — 3aKOHOJATEIHCTBA
rocynapcTBa-uwieHa. Eciu B TocynapcTBe-4ieHe Uil B JPYTOM roCcyAapcTBe JHO0 B OTACTLHOM PETHOHE B
COOTBETCTBHH C TPEOOBAHHUSAMH COOTBETCTBYIOIIEIO 3aKOHOAATENbCTBa Tpekparmiaercs momada POOB,
CIIOHCOPY CJIEIyeT CAENaTh yKazaHue, uTo 3akimtouuTenbHbli POOB sBnsieTcs mociegHUM eXerogHbIM
OTYETOM JUTsl MCCIIETyEMOTO TIpernapara B JaHHOM TOCYJIapCTBE-WICHE (IPYroM rocyaapcTBe, OTACIbHOM
peruone). CHOHCOpPY TakXke CleayeT CHENaTh YKa3aHWE O HaJWYUU MPOJOJDKAIOIIUXCA KIMHHUYECKUX
WCCIICIOBAHUM B IPYTHX CTPAaHAX.

3.4. OTBeTCTBEHHOCTH 32 MOATOTOBKY M npeacrasiedue POOb

3.4.1. OTBeTCTBEHHOCTH CIIOHCOPA

CHoHCOp KIMHUYECKOTO HCCIEAOBAHUS SBIISIETCS OTBETCTBEHHBIM 3a MOJATOTOBKY, COJAEPKAHUE U
nonagy POOB. CrioHcop mMeeT mpaBo AENerupoBaTh BhIMIONHEHHE padboT no noaroroke POOB Tperbeit
CTOpOHE (Hampumep, KOHTPAKTHOM HCCIe0BaTEIbCKOW OpraHU3aIim).

Ecnu cnoHcop He mMeeT J0ocTyna K nHGOpMaIuy, BKIFOYaeMoil B onpeeneHubie pa3zaensl POOb
(Hampumep, CHOHCOpP-MCCe/oBaTellb MOXET He pacrnoiaraTh uHbopManuedl 1O  acleKkTaM
MIPOM3BOJICTBEHHOTO MPOIIECCa, NaHHBIM TOKIMHHUUYECKUX HCCIEA0BaHUN, MHPOPMAIUEH MO PerucTpaluu
JIEKapCTBEHHOTO Mpernaparta), T0JDKHO OBITh CACIaHO COOTBETCTBYHOIIee yYkazanue B POOB.

3.4.2. OTBEeTCTBEHHOCTh HECKOJBKHX CTOPOH

B ciydae BbINOJIHEHUS KIMHUYECKOTO MCCIEIOBAHUSA WINM NPOTrpaMMbl pa3pabOTKU HECKOJbKUMHU
CIIOHCOPaMHU CTOPOHBI JIOJKHBI OpPraHM30BaTh MOAroToBKY enuHoro POObB (ecnm Bo3MmoxkHO). [laHHOE
TpeOOBaHUE PACIPOCTPAHAETCS NMPU HAJTMYUHU Yy CIOHCOpA JOTOBOPOB IO COBMECTHOM pa3paboTKe WM
JIMIIEH3UOHHBIX JIOTOBOPOB C OJHOM MM Oojiee CTOpOHAMH JHOO B CiIydae BBIOJHEHUS OTICIBHBIX
KJIMHUYECKHX HCCIEeI0BaHUNA WM NPOrpaMMbl pa3pabOTKH JIEKApCTBEHHOrO Iperapara ¢ BOBJICUEHUEM
roCy/IapCTBEHHBIX M YaCTHBIX OpraHU3alyil, JEJIOBBIX MAPTHEPOB MM MHBIX CTOPOH. B 3Tmx ciydasx
CIIOHCOP JIOJDKEH paclojlaraTb HUCbMEHHBIMU COIVIAIIEHUSIMH, ONPEACISAIOIIMMU TOPSIOK OOMeHa
JAHHBIMU U JIETAJIbHOE pacipezieNieHre 00s3aHHOCTEH 1Mo moAroToBke u npeacrasiennto POOB.

Ecnu npencraBnenune egunoro POOB HEBO3MOXXHO, CIIOHCOPHI MOTYT MPUWTHU K COTJIAIEHUIO O
nogaue otaenbHbix POOB Ha onuH M TOT ke pa3pabarbiBaeMblil mpenapatr. JlaHHas cUTyanus MOXET

04/17/2026 Cucrema TAPAHT 96/115



Pemenne Cosera EBpaszuiickoit skoHoMuueckoi komuccuu oT 3 Hos0pst 2016 r. Ne 79 "O6 yrBepxknenuu [IpaBui...

BO3HUKHYTh, KOTJa pa3JIMYHbIE CTOPOHBI HCCIEAYIOT pa3padaThlBaeMbli Tpenapar Mo pa3HbIM
MOKAa3aHUsIM, MJIM CIOcO0aM BBENIEHHUS, WU C KCIOJb30BAaHHEM DPA3IMYHBIX JIEKapCTBEHHBIX (opM. B
kaxsioM cirydae B POObB nomxHO ObITh pUBEI€HO 000CHOBAHUE MPEACTABICHUS OT/IEIbHBIX OTYETOB.

3.4.3. POOB 11 KOMOMHMPOBAHHOM Tepanuu

[TockonmbKy KJIMHHYECKass pa3paboTka KOMOWHHUPOBAHHOW TEpamuH COMPSHDKEHA C  PSaoOM
MOTEHLUAIBHBIX CIIOKHOCTEH, HacTosAmme [IpaBuna He MOTYT MpPeIyCMOTPETh BCE BO3MOXHBIE ACHEKTHI.
CrioHCOpY cleayeT ompeAenuTh HaumOojee mpueMiemblii BapuaHT mnoaroroBku POOB Ha ocHoBaHuU
OIICHKHU psAfa (akTOpoB, BKIOYAs MOIMYJIALUIO MAlMEHTOB, MOKa3aHHUS K Ha3HAUYEHHUIO, JICKAPCTBEHHYIO
dbopMy W T. 1., a TaKXKe YCIOBHUS MPOBEICHUS KIMHUYECKUX HCCICAOBAHUNA U 3aKOHOJATEIIHCTBO
rocynapcTs - wieHoB Coro3a. B otueTe 10MKHO OBITH IPUBEIEHO 00OCHOBaHKME BHIOPAHHOTO MOAX0/1A.

Kak mpaBuio, mo KIMHHYECKUM HUCCIICOBAHUSIM (DUKCHPOBAHHBIX KOMOWHAIMI MPEICTaBIsSETCS
equnblii POOB (To ecTh mpu Ha3HAYEHUH KaK MUHUMYM 2 TEHCTBYIOIIMX BEIIECTB B (PUKCUPOBAHHOM 103€
B OIHON JeKkapcTBeHHOU (opme). Eciu croHCOp MPOBOMUT KIMHUYECKHE HMCCIEAOBAHUS OTACIBHBIX
KOMITOHEHTOB, BXOJSIIUX B COCTaB (PUKCHpOBAHHON KOMOWHaIuu, otneabHbie POObB  ngomxHBI
MPEACTABIIATBLCS ISl KaXI0ro KoMIoHeHTa. Mmeromue oTHomeHne nanubie u3 kaxaoro POOb nomxHb
ObITh 0000MIEeHB B cooTBeTcTBYMOMmEM pazzaene apyrux POOB (cm. moapasmen 4.11.5 HacTosmmx
TpeboBanmii).

Jns uccnenoBaHuil, KOTOpbIE BKJIIOYAIOT B Cce0s MHOTOKOMIIOHEHTHYIO Tepamuio, TO €CTh
KOMOWHAIIMK JIEKAPCTBEHHBIX CPEJICTB HE SBISAIOTCS (PUKCUPOBAHHBIMU) CIIOHCOP MOXET MOATOTOBHUTH
OJIMH U3 CJIEIYIOIINX OTYETOB:

a) POObB nns1 KoOMOMHUPOBAaHHOH Teparnuy,

6) POOB(p1) mmst omHoro wiu Oojiee WHAMBUIYAJTBbHBIX KOMIIOHEHTOB (B JIaHHOM CITydae
uH(pOpMAIIUS TI0 KIMHUYECKUM HCCIICIOBAHUSM MHOTOKOMITOHEHTHOH Tepamnuy MOKET OBITh BKJIIOUYCHA B
POOBb Ha onuH UM BCe KOMITOHEHTHI).

IIpumepsl crpateruu noaroroBku POODB 1/1si KOMOMHUPOBAHHOI Tepanuu

KomOunupoBaHHas Tepanus, Ha3Hayaemas B POOB
KJIIMHUYECKHUX MCCIIEJOBAHUSIX
uccienyeMbii npemnapar (A) eaunslii POOb
+ 3aperucTpupOBaHHBIN(bIC) TIEKAPCTBEHHBIN(bIE) Ha KOMOWMHUPOBAHHYIO TEPAITHIO
npenapat(sl) (X, Y, Z) A+X+Y+2Z)
WIH

POOB na uccnenyemsiit npenapar (A),
BKJTFOYAIONTUHN JaHHBIC 110 KOMOMHUPOBAHHOM
Tepanuu
JIBa uccneayeMbix npemapara (A) + (B) equabiii POOb
Ha KOMOMHHPOBaHHYIO Tepanuio (A + B)
WIH
nBa otaenbHbix POOB Ha (A) u (B), B KaxXblif U3
KOTOPBIX BKIIFOYAIOTCS JIaHHBIE 110
KOMOHWHUPOBaHHOH Tepanuu
nBa (nam 6osee) 3aperucTpUPOBAHHBIX equabiii POOb
JIEKapCTBEHHBIX IIperapara B KaueCTBe Ha KOMOMHHpOBaHHY0 Tepanuio (X +Y + Z)
uccaeayemoit komOunanuu (X, Y, Z)

Ungopmayus 06 usmenenusx:
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lloopazoen 3.5 usmenen c¢ 10 mapma 2026 2. - Pewenue Cosema E6pa3zutickoi 3KOHOMUYECKOU
komuccuu om 1 aseycma 2025 2. Ne 63

CMm. npedvloyViyo peoaKuuro

3.5. CnpaBouHasi uHpopManus Mo 6e30NaACHOCTH

B nensx ompeneneHuss COOTBETCTBUS TOJIy4YaeMOW Ha MPOTSKEHUM OTYETHOro IepHoja
uHbopMaluu 1O Oe30MacHOCTH HMMEIOMIMMCS JaHHBIM M0 Npoduio 0e30MacHOCTH HCCIETyeMOro
IpernapaTa HCIOJIb3YeTCsl JACWCTBYIOLIas HAa Hadajlo OTYETHOro Inepuoja Opolltopa uccienoBatens. B
cootBeTcTBYHOIIEM pasnene POOB (cm. mompasnen 4.10.1 Hacrosmux TpeOGoBaHMiA) yKa3bIBAIOTCS HOMEP
BEPCUM U JlaTa OpOILIIOpHI MCCIIEI0BaTENsl, KOTOpas UCIOJIb3YETCSl B KaueCTBE CIPAaBOYHOW MH(pOpMaLuu
no Oe3omacHocTU. B cimyuasx eciiy corjacHO 3aKOHOAATENhCTBY rocyaapcTs - wieHoB Corosza Oporrtopa
uccienoBarenss He TpeOyeTcs, B KadecTBE CIPaBOYHOW HMHMOpPMANHUU MO OE30MaCHOCTH MOXKET OBITh
MCIOJIb30BaHa COOTBETCTBYIOMIAs 00II[asi XapakTepUCTUKA JIEeKapCTBEHHOTO Mpernapara.

Kak mpaBuio, B KkadecTBe CHpaBOYHONH HH(POpPMAIMU MO OE30MacCHOCTH HCIONB3YEeTCsl OJUH
nokyMmeHT. [lpu onpenenenHsix oocrositenbetBax B POOB MoxkeT ucnonb3oBatbes 6osee 1 ToKymMeHTa B
KauyecTBE CIpPaBOYHOW MH(popmanuu no OezonmacHOCTH (Hampumep, B ciaydasx noarotrosku POOB mns
HCCIIETyeMOro TMpernapaTa, KOTOpPbI MNpUMEHSJICS Kak B KauecTBE MOHOTEpamluH, TaKk U B COCTaBe
KOMOWHHPOBAHHOM Teparun).

Ecnu Ha mpoTsSKEHUH OTYETHOTO TEepPUOojia BBIMOIHSICS MEPECMOTP OPOIIIOPHI HCCeIoBaTeNs U
OHa HE INPEJCTaBIsUIaCh paHee B COOTBETCTBYIOUIMM YIOJIHOMOUYEHHBIM OpraH, CIOHCOP JAOJDKEH
MPEJICTaBUTh KOMHIO TeKYIIEH Bepcruu OpOIIIOpHI MCciieioBaTelNs B kauecTBe npuinoxeHus k POOB.

Unpopmayus 06 usmenenusx:

Haumenosanue uzmeneno c¢ 10 mapma 2026 2. - Pewenue Cosema Eepasutickoii sKoHOMuU4eckol
komuccuu om 1 aseycma 2025 2. Ne 63

Cm. npeovioyuyio peoaxyuio

4. TpeOGoBaHMs K COCTaBY, COAEPKAHUIO U (popMe NMOJA4YH NEPHOIUYECKOr0 0TYETA 110 6e3011aACHOCTH
ucciaenyemoro npenapara (POOB)

4.1. TuryabHasi cTpaHMIA

TutynpHass cTpaHMIa JOJDKHA colep)kaTb nopsakoBeli HoMmep POODb, HaumMmeHoBaHue
UCCIIElyeMOr0o Ipenapara, OTYETHBIN MEepHO, ATy COCTABIEHUs OTYETa, Ha3BaHUE M aJpec CIOHCOpa,
3asBJICHHE O KOH(HUAEHIMAIbHOCTH MHpOpManuu, coiepxauieiics B POOB, u mpenocrepexenue, 4ro
POOB moxer conepkaTh JaHHBIE C PACKPBITHIMHU KOJaMH PaHAOMU3ALINH.

Ungpopmayus 06 usmenenusx:

Haumenoeanue uzmeneno c¢ 10 mapma 2026 o. - Pewenue Cosema Espazuiickoli 5KOHOMUYECKOU
komuccuu om 1 aseycma 2025 2. Ne 63

Cm. npedvloyiyo peoaKuuro

4.2. Kpatkoe usiaoxenne POOb

Kpatkoe wu3znoxeHHe BMECT€ C TUTYJIBHOH CTpAaHHIEH MOXET CIYKUThb CaMOCTOSTEIbHBIM
nokymMeHToMm, nonxoasmuM s nogaun B DCO (HOK) B rocymapcrBax-uneHax (rae tpebyercs). B
KpaTKoe H3JIOKEHHE JO0JDKHA OBITh BKIIOUEHA KpaTkas umHpopMmanus 1o Haubojee BaKHBIM JaHHBIM,
BKITIOYCHHBIM B OTYET:
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HOMEp OTYETA U OTUETHBIN NIEPUOJ, KpaTKask XapaKTepUCTUKa UCCIIEAyEMOro Npenapara (MeXxaH|u3M
JecTBus, (apMakoTepaneBTUYECKUN Kiace, IMOKa3aHWs K IMPUMEHEHHMIO, CHOCcO0 BBEJNCHMSA, DPEXKUM
JIO3UPOBAHUS, JIEKAPCTBEHHBIE (POPMBI);

OLIEHKa KOJIMYeCTBa CyOBEKTOB HCCIIEOBAaHUS, IMOABEPIIINXCS BO3ACHCTBUIO HCCIEAYEMOIO

npernapara;
PETUCTPALIMOHHBIA CTAaTyC C YyKa3aHHEM KOJIMYECTBAa CTpaH (eciau JIeKapCTBEHHBIM mpemnapar
3apEruCTPUPOBaAH);
KpaTKoe M3JI0’KeHHE 0000IICHHON OIeHKH mpoduis Oe3omacHoCcTH (cM. pasnen 4.21 HacTOAMUX
TpeboBanwmii);

KpaTKOE M3JIOKEHUE BAKHBIX PUCKOB (CM. paznen 4.22 HacTosmux TpedoBaHmil);

MCPBI, NPUHATHIC B CBA3HU C JAaHHBIMH I10 6C3OHaCHOCTI/I, BKJIFO4Yasl CYHICCTBCHHBIC M3MCHCHHA B
OpoIrope uccie0BaTes;

3aKJIIOUEHUE (BBIBOBI).

4.3. OriaaBJjenue

Paznen nomxen conepxath oriasienue POOB.

4.4. BBenenue

Bo BBeneHnn yka3pIBaeTcs cieayromas HHpopMarus:

MIAOPJIIT num M/JIP (ecu mpuMeHUMO);

OTYETHBIN Nepuo 1 nopsakossiii Homep POOD;

XapaKTepUCTUKa HCCIIeIyeMOoro Ipernapara (MEeXaHU3M JEWCTBUA, (apMaKOTEeparneBTUYECKUN
KJIacc, Croco0 BBEJICHHS, PEKUM JTO3HUPOBAHUS, IEKAPCTBEHHBIE (POPMBI);

KpaTKOe OMUCaHKe MOKa3aHUN K IPUMEHEHUIO U UCCIIETyeMbIX MOMYJISIUi;

KpaTKoe ONHCAHWE XapaKTepa M BPEMEHHOW HANpaBIEHHOCTH KIMHHUYECKUX HCCIIeIOBaHUH,
BKJIFOUEHHBIX B OTYET (HaIpUMep, BCe KIIMHUYECKUE HCCIIEI0BaHNUs UCCIIEyeMOro Ipernapara;

KJIMHUYECKHE WCCIICAOBAHUS 0 ONpEACTICHHOMY IOKa3aHUIO; UCCIEI0BaHUS KOMOMHUPOBAHHOMN
Tepanun);

KpaTKoe OINWCaHWe W TMOSCHEHHUS B OTHOLICHMM KaKOH-TuOo MHQOpMaiuu, KoTopas He ObLia
BKJIIOUEHA B OTYET (Hampumep, HENpeACTaBlIeHne YyacTu WH(OpManuu 1Mo 06e30MacHOCTH MapTHEpamMH 1o
pa3paboTke McCIeyeMoro npermnapara);

obocHOBaHME TIpeAcTaBieHUs Heckonbkux POObB mis omHoro mcciemyeMoro mpemnapara (eciu
IIPUMEHHUMO).

4.5. PerucTpanMoHHBI cTaTyC B MHpe

B nanHOM paszzmene OMKHO OBITh TMPEACTABICHO KPAaTKOE W3JIOKEHHE COCTOSHHS —I10
pPETUCTPAIIMOHHOMY CTaTtycy (ecid NpUMEeHHUMO), BKiroudas MJIP, 3apeructpupoBaHHBIE TOKa3aHUS
(3aperucTprupoOBaHHOE MOKA3aHKE) K TPUMEHEHUIO, 0I00pEHHBIC JJ03bl, COOTBETCTBYIOIUE CTPAHBI.

Hngpopmayust 06 usmenenusx:

Iloopazoen 4.6 usmenen c¢ 10 mapma 2026 2. - Pewenue Cosema Eepazutickoti 3KOHOMU4eCcKol
komuccuu om 1 aseycma 2025 2. Ne 63

CMm. npedvloyuyio peoaKuuro
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4.6. Mepbl, NpUHSATHIE 32 OTYETHbIH EPHO/ B CBA3M € IAHHBIMU 10 0€30MACHOCTH

JlaHHBIN pa3fen MOMKEH BKIIOYATh ONUCAHME NPUHATBHIX 32 OTYETHBIM MEPHOJ] CIIOHCOPOM,
YIIOJITHOMOYECHHBIMHA OpPTaHaMH, He3aBUCHMBIM KOMHUTETOM 10 MOHUTOPHUHTY AaHHBIX, DCO (HOK) B memsx
0e30macHOCTH Mep, KOTOpblE OKa3zalM BIMSHUE Ha TPOBEJACHHE OIPEACIIEHHOIO KIMHUYECKOTO
uccienoBaHus (UCCIEJOBaHMI) WM HAa HPOrpaMMy KIMHUYECKOM pa3paboTku B neinoM. B pasnene
JOJKHBI OBITh YKa3aHbl OCHOBaHUS JUISl TMPUHSATUS MEp, a TaKKe BO3MOXKHBIE W3MEHEHHUsS IO paHee
MIPUHSTHIM MepaM (HampuMmep, BO30OHOBICHHE KIMHUYECKOTO HCCIIE0BaHNUs MOCIE ero MPUOCTaHOBKH). B
[EeJsIX O€30MaCHOCTH MOTYT OBITh IPUHSITH MEPHI:

OTKa3 CO CTOpPOHBI ymojgHOMOuYeHHbIX opraHoB wian DCO (HOK) B paspemieHun mnpoBeacHUs
KIIMHUYECKOIO UCCIIEIOBaHMsI 110 STUYECKUM OCHOBAHUSAM WM aclieKTaM 0€3011acHOCTH;

yacTuyHas (TOJHAasl) TMPUOCTAHOBKA MM MPEKICBPEMEHHOE NpPEKpalleHHe KIMHUYECKOTO
UCCJICOBAHUS [0 TMPUYUHE TIOJYYEHHUS HOBBIX JAHHBIX 110 OE€30MaCHOCTH WM HEJIOCTaTOYHOU
3¢ (PEeKTUBHOCTH HCCIEAYEMOTro Mpernapara;

OT3BbIB UCCIJIEyEMOI0 IIpenapara UiM rnpenapara CpaBHEHUS;

OTKa3 B rOCYJapCTBEHHOW PETUCTPALMU MO HCCIEAYEMbIM MOKa3aHUSIM K MPUMEHEHHUIO, BKIItoYas
JOOPOBOJIBHBIN OT3BIB 3asBICHHS HA MPOBEJCHUE TOCYApPCTBEHHOMN perucTpayu;

BBEJICHUE MEp MO YIPaBICHUIO PUCKaMU (BHECEHHUE MOMPABOK B MPOTOKOJI B CBA3M C acHeKTaMHU
O6e3onmacHoCTH WM A(P(GEKTUBHOCTH HUCCIEAYEeMOTO Iperapara, BKJIIOYash HW3MEHEHHE pexHuMa
JIO3UPOBAHUsS, KPUTEPHEB BKIIOYECHUS (HEBKIIOYECHHMsI), BBEJCHHE JOIMOJHUTEIHHOIO MOHHUTOPHUHTA,
OTpaHUYEHHUE NTUTECILHOCTH BO3JCHCTBHUS, OTPAaHMYCHUE HCCICAYEMOU MOMyNANUNA WIN TMOKa3aHWH K
MIPUMEHEHUIO;

U3MeHEeHHe NHPOPMUPOBAHHOTO COTJIACHS;

M3MEHEHHE COCTaBa Mpernapara;

BBEJICHUE YMOJTHOMOUYCHHBIMH OpTaHaMU JOMOJHUTEIBHBIX TPEOOBAHMI IO MPEICTABICHHUIO
nHpopmaruu 1mo 6€30MacHOCTH;

MOJITOTOBKA JIOMIOJIHUTEIHPHON MHPOPMAIUH JIJIS KiCCIIeA0BaTENeH U MEANIIMHCKIX PAOOTHHUKOB;

IUTAHUPOBAHKME HOBBIX MCCIIEAOBAHUN MO U3YYEHHIO aCTIEKTOB MPOoduis 6€30MacHOCTH).

IIpy HanM4UMK rocyJapCTBEHHOM PEruCTPAaLMM B JaHHBIN Pa3zell TaKKe BKIKOYAIOTCA CIEAYIOIINE
Mepbl B OTHOIIIEHUH 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpernapara:

OTKa3 CO CTOPOHBI YIIOJITHOMOYEHHBIX OPTaHOB B MOJITBEPKACHUU PETUCTPAIUH;

MIPUOCTAHOBKA PErHCTPAIMK WU OT3bIB C PHIHKA;

NPUHSTHE YIOJIHOMOUYEHHBIMH OpraHaMH MeEp 0 YIPaBICHUIO pPUCKaMU (CYIICCTBEHHBIE
OTpaHWYEHUS B OOpaIlEHUN;

CYIIECTBEHHBIC U3MEHEHUS B 00IIIeH XapaKTepUCTHKE JIEKAPCTBEHHOTO Mperapara, KOTOpble MOTYT
MOBJIMATH HA MPOTpaMMy KIIMHUYECKOU pa3padoTKu;

MOJITOTOBKA JOTIOJIHUTEIPHON MHPOPMAIUH U JPYTHE MEPhl MUHUMH3AIUN PUCKA;

Ha3HA4YeHHe  YIMOJHOMOYEHHBIMH  OpraHaMH  JIOMOJHHUTENBHBIX  MOCTPErMCTPAIlMOHHBIX
UCCIIC/IOBAaHUI WJIM MHBIX HCCIEIOBAaHMNA IO OILIEHKE AacleKTOB MNpoduiast Oe30MacHOCTH, BKIIOYAs
JTOKJIIMHUYECKUE UCCIEA0BaHNUA).

B nanHbBIN pazgen Takke BKIIOUAIOTCS 3alPOChl YIOJHOMOUYEHHBIX OPraHOB, KOTOPBIE BBOJST
OTpe/ieNieHHbIE OrPAaHUYEHHS B OTHOIIEHWH TEKyIIeW WM IUIaHUPYEeMOMl mporpammsbl pa3paboTKu
UCCIIETyeMOro Tmpemnapara (Hampumep, TpeOOBaHWE TPOBEACHUS JUIUTENIBHBIX JOKIMHUYECKHUX
UCCJIEIOBAaHUM 10 Hayaja JOJTOCPOYHBIX KIMHUYECKHX HCCIEIOBaHUM, 3ampoc O TMpeCTaBICHUU
crenu(pUIecKUX JaHHBIX M0 0€30MaCHOCTH JI0 Hadaia MeJUaTPUIeCKOro UCCIICIOBAHUS).

Jannas uadopmarus npeactasisercs B ¢opMe 0000IIEHHOTO TIEPEYHs ¢ YKa3aHHEeM OOHOBIICHUM
(ecyid MPUMEHUMO).

4.7. U3MeHeHusl, BHECEHHbIE B CTIPABOYHYI0 HH(OPMaLNIO 110 0€30aCHOCTH HCCJIeyeMOoro
npenapara
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JlaHHbIii pasnen BKJIOYaeT B ceOs mepeueHb M3MEHEHMH, KOTOpbIe OBLIIM BHECEHBI 32 OTYETHBIN
nepuoJi B OpoIIIOpy HCCIeI0BaTeNsl WM UHYIO CIIPABOYHYIO MH(GOpPMALHIO MO0 0€30MacHOCTH B CBS3H C
HOBBIMH acrieKTaMu Tpoduist 0e30macHOCTH HCCielyeMoro mnpenapata. JlaHHbIE W3MEHEHHS MOTYT
KacaTbCsl, HaIPUMEP, U3MEHEHUH KPUTEPUEB HEBKIIIOUYEHHUS, IPOTUBOIIOKA3aHNN, MEP MPENOCTOPOKHOCTH
U OCOOBIX YKa3aHUH, MEpeyHs CEepbE3HbIX HEKENATENbHbIX pEaKUuil M HeXelaTeIbHbIX SBICHUN

IIPEJICTABISIIONINX OCOOBIM MHTEpEC, JICKAPCTBEHHBIX B3aWMOJICHCTBUN, a TaKXKe BaXKHBIE JTaHHBIC,
HO.Hy‘-IeHHLIC B X04€ OOKIIMHHUYCCKHUX I/ICCJIG,Z[OBaHPIfI. HOI[pO6Ha}I I/IH(l)OpMaI_[I/ISI I10 JAaHHBIM HW3MCHCHUAM
JIOJDKHA OBITH MPEJICTaBIeHA B COOTBETCTBYIOMIMX pasnenax POOB.

4.8. [lepeyeHb MPOAOJIKAIOMIUXCH M 3aBEPIIEHHBIX B 0TYETHOM NEPHO/Ie KIMHUYECKUX
HCCJIeI0BAHUM

JlaHHBIH pazfen BKIIOYAeT B ceds KpaTKyro WHPOPMAIIMIO 1O MPOAOIDKAIOIIMMCS U 3aBEpPIICHHBIM
B OTYETHOM TMepuojie KIMHUYECKUM HCCIEJOBAHUSAM C TMPEACTAaBICHHEM B MPWIOKEHUH K
NEepUOINIECKOMY OTUETY (B TAOIMMYHOM opme) HeTalbHOW HHPOPMALIUH 110 CISIYIOIIUM pa3/eiaM:

UAeHTU(UKAITMOHHBIA HOMED | (pa3a NCCaeI0BaHMS;

CTaTyC BBIIOJIHEHUS (TIPOIOJIKAIOIIEECS CCIIEA0BAaHUE - KIMHUYECKOE UCCIIEI0OBaHNE HayalloCh);

KIIMHUYECKOE UCCIIeJIOBAaHNE HAYallOCh, HO B HACTOsIIIee BpeMsl IPUOCTaHOBIICHO;

KIIMHUYECKOE HCCIIEJOBAHHME 3aBEPILIEHO, HO OTYET MO KJIMHUYECKOMY HCCIIEOBAHMIO €Ile HE
3aKOHYEH;

3aBEpUICHHOE MCCIIE0BAHNE - OTYET N0 KIIMHUYECKOMY MCCIIEJOBAHUIO 3aKOHYEH);

roCy/1apCTBa-wiICHbI, B KOTOPBIX PACIONI0KEH KaK MUHUMYM OJIMH UCCJIEIOBATENbCKUN LIEHTP;

KpaTKO€ Ha3BaHUE MCCIIET0BaHUS;

IU3ailH  HccleoBaHUs (HEKOHTPOJIUPYEMOE, KOHTPOJIHUPYEMOE, OTKpPBITOE, IMPOCTOE CIEMNoe,
JIBOWHOE CIIEToe, B MapauleIbHBIX TPYIIax, C MEPEKPECTHBIM JAU3aHOM H T. 1., BKIIOYas pas/elieHHe Ha
TPYIIIBI JICUEHUS);

JI03bl U PEKUM JI03UPOBAHUS UCCIIEyEMOr0 IIpenapaTa U mpernapata (IIpernapaToB) CPaBHEHMUS,

XapaKTepUCTUKa HCCIeNyeMOl MOMyssiiuu (BO3pacT, MOJ, MOKa3aHWs K MPUMEHEHHI0, 0CcOoOble
IpyMIbl CyObEKTOB (MALMEHTOB) (HApUMep, MAlUeHTHl ¢ HapyIIeHneM (YHKIMU TTOYEK MU MAIlUEeHTHI C
PE3UCTEHTHOCTHIO K JICUCHHIO));

JlaTa Haydajga KIMHMYECKOIO HCCieloBaHUs (M0 ONPENENIEHHIO CIIOHCOpa) (Hampumep, NEpBbIH
BH3UT MIEPBOTO BKIIOUEHHOTO CYObEKTa (TAIIEHTA) HCCIICIOBAHNA);

IUTAHUPYEMBIil 00BEM BKIIIOUCHHS,

OIICHKa KYMYJISITUBHOI'O YHCJIa MAIlMEHTOB (CYyOBEKTOB) HCCIIEJIOBAHUS, MOJYyUYMBIIUX JICUCHUE B
KaX/101 jieyeOHOM Trpymme (ecau MpUMEHNMO). B naHHOM paszzene JOKHBI ObITh MPUBEACHBI JaHHBIC 110

(haKTHYEeCKOMY KOJMYECTBY BKJIFOYCHHBIX CYOBEKTOB HCCIICIOBAHMUS B OTKPBITHIX WJIM 3aBEPIICHHBIX
KIIMHUYECKUX WUCCIICIOBAHMSIX W (WJIM) OIEHKA, OCHOBaHHAs Ha CIOCO0€ PaHIOMH3AIMH IS CIIEIBIX
HUCCIIETIOBAHUN.

4.9. OneHKka KOJIMYeCTBA CY0ObEKTOB, OJABEPIIIMXCS BO3/1eiiCTBHIO HCCJIeyeMOoro npenapara

Hannerii pazgen POOB nomken comepkarh wHGOpMamuioo 00 OO0IIEeM KOJIMYEeCTBE CyOBEKTOB,
MOJIBEPIILIUXCST BO3ACHCTBHIO (KyMYJISTUBHOMY BO3JEHCTBUIO) B KIMHUYECKHUX HCCIIEIOBAHUAX (CM.
noapazzaen 4.9.1 nacrosimux TpeGoBaHWi) M TIPH TEPANEBTUYECKOM IpUMEHEHUHU (cM. moapasznen 4.9.2

Hacrosmux TpeboBanuii). TpebGoBaHMs MO MpeICTaBICHUIO HHPOPMALIMU B TAHHOM pasziesie BKIIOYaIOT B
ce0s ciemyroniee:

a) JaHHBIE JOJDKHBI OBITH MIPECTABICHBI B TAOMUYHOM (hopme;

0) mpu HaJM4YMe CYIIECTBEHHBIX Pa3JIMuUil MEXTy KIMHHYECKHIMHU MCCIEIOBAaHUSIMU B OTHOIICHUN
UCCIIelyeMON 103bI, croco0a BBeIEHUs, MCCIeIyeMOil MOMyJSAIUN JaHHbIE B TaONIUIE IOJDKHBI OBITH
COOTBETCTBYIOIIMM 00pa30M OMHCaHBI INOO MPEACTaBICHBI B BUE OTACTBHBIX TaOJIHII;
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B) €CIIM CBOJIHBIC TaOJHIIBI CEPhE3HBIX HEXKENATeNbHBIX SIBICHUN TPEICTABICHBI OTACIBHO II0
KaKIOMY HCCIIEyeMOMY IOKa3aHMIO, TAHHBIE MO OLIEHKE BO3JAEHUCTBHUS (KyMYJISTHBHOTO BO3/EHCTBUSA)
JIOJI’KHBI OBITh TAK)KE CTPYIITHPOBAHBI IO UCCIIETyEMBIM MTOKA3aHUSIM;

) IpU HAJIMYUU CYIIECTBEHHBIX PACXOKICHHM MO BPEMEHH KYMYJISITUBHOTO BO3JCHCTBUS MEXITY
KIIMHUYECKUMH WCCIICJIOBAHUSIMH WM HCCIEAyeMbIM TIperapaTtoM | TpernaparoM (mpermapaTamu)
CpPaBHEHHUS [aHHBbIE IO OLIEHKE BO3JEHUCTBUS PEKOMEHJyeTCs MPEACTaBIATh B YCIOBHBIX EIUHHIIAX
"cyOBEKT - MPOMEKYTOK BpeMeHU" (4eTTOBEKO-/IEHb, YEIIOBEKO-MECSI] HITH YeTIOBEKO-T0/[aX);

J1) JaHHBIE TI0O BO3JCUCTBUIO HA 3J0POBBIX JTOOPOBOJIBIICB (B OCOOCHHOCTH TIPH H3yYCHHUH
OJTHOKPATHOTO HAa3HAYEHUS) MOTYT IMPEACTaBIATHCS OTACIHHO BBHIY WX MEHBIICH 3HAYUMOCTH IS
OIIEHKH PO 6€30MacHOCTH;

€) M 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPEMapaToB, KOTOPHIE HAXOJATCS B MporpamMme
KIIMHUYECKON pa3paboTKH, MOKET OBITh HUCIIOJIb30BAH MEHEE TOYHBIM MOJXOJ B OIEHKE KyMYJISATUBHOTO
BO3JICHCTBUS B XOJl¢ KIMHUYECKHX HCCICIOBAaHUI B CiIydae MHOTOJETHETO TEpPaneBTHIECKOTO
MPUMEHEHHUS U (WJIM) IPUMEHEHHsI IO MHOTOUYHCIICHHBIM MOKa3aHUSIM (CIIOHCOP AOKEH KOMMEHTHPOBAThH
TaKue Clly4au).

4.9.1. O000meHHAs1 OLIEHKA KOJIN4YeCTBa Cy0beKTOB, NOABEPIIINXCS BO3/1elCTBHIO HCCJIeyeMOoro
npenapara B Xo/ie BbINOJHEHHs MPOrpaMMbl KJIHHUYECKOI pa3padoTKu

JlaHHBII TOIpa3ien MOJDKEeH BKIIIOYaTh B ce0s (B TabMuuHOM opMe) crieayromnnyo nHpopMaIuo:

o0111ee YMCII0 CyOBEKTOB B MPOIOJIKAIOIINXCS M 3aBEPIICHHBIX KIMHHYECKUX HCCIEIOBAHUSX;

KOJIMYECTBO CYOBEKTOB KIMHMYECKUX MHCCIEIOBAaHUM, MOJYUYHMBIINX HCCIEAyeMbld Tpernapar,
wrane6o u (uinu) mpenaparbl cpaBHenus, HauuHas ¢ MJIOPJIII (B ciaywae cliembIX MPOIOJIKAIOIIMXCS
HCCJIETOBAaHHUM YUCIIO CyObEKTOB OIICHUBAETCS UCXO/S U3 UCTIOIB3yEeMOr0 METO/1a PAHJOMH3AIIHIH );

KyMYJISITUBHOE KOJIMYECTBO CyOBEKTOB KIIMHUYECKUX HUCCIIECIOBAaHUH, MTOABEPTIINXCS BO3ICHCTBUIO
HCCIIElyeMOro Tperapara Mo BO3PAaCTHBIM TpyMIaM, MOy, PacoBO MPUHAAIEKHOCTH (MIPU HAJTUYUU
JIaHHBIX);

nemorpaduueckue XapakKTepUCTHKHU IO OTAEIbHBIM UCCIIeIOBAaHUSAM 0CO00H Ba)XXHOCTH (HAampumep,
kiroueBbie uccienoBanus 111 ¢aser).

B nmanHOM mozpaszaene NpuUBOIUTCS YKazaHUE U 0O00CHOBaHHE MCIIOJIb30BAHHOTO METO/1a (METO/I0B)
OIICHKH 0000IIEHHOTO (KYMYJISTUBHOTO) BO3/ICHCTBHUSA, @ TAK)XKE OTPaHUYCHHUS JAHHOTO METO/Ia.

4.9.2. Onenka Bo3/1eiicTBHA NIPU MOCTPErHCTPALMOHHOM NPUMEHEHHMH JIEKAPCTBEHHOI 0 Npenapara

B crmydae ecnam mccneayeMblii mpernapar 3apeTUCTPUPOBAH HA TEPPUTOPUH KaKOH-TUOO CTpaHbI
(cTpaH), CHOHCOPOM JIOJDKHBI OBITh BKJIIOUEHBI B OTYET JaHHBIE TIO OIEHKe 0000IIEeHHOTO
(KyMyJISITUBHOI'O) BO3JEHCTBUS Ha MALMEHTOB IO PE3yJIbTaTaM MOCTPETHCTPALlMOHHOTO MPHUMEHEHUS,
OCHOBaHHbIE Ha JaHHBIX mnociaeaHero I[IOOB wiM WHBIX UCTOYHUKAX JaHHBIX C YKa3aHUEM M|
000CHOBaHHEM HCITOIb30BAHHOI'O METO/a (METOJIOB) OLICHKH BO3JCHCTBHUS.

4.10. /lanHble B BUJe CTPYKTYPHPOBAHHBIX NepedyHeil H 00001 eHHBIX (KyMYJIATHBHBIX) Ta0JIM1L

Hannsiii  paznen POOB  pomxeH comepkaTb CTPYKTYpPUPOBAHHBIE IIEPEUYHU  CEPHE3HBIX
HE)KeNaTeNIbHBIX peakUui, 3aperucTPUpPOBAHHBIX CIOHCOPOM 3a OTYETHBIM Mepuo], U 000OIIECHHBIE
TaONMYHbIE JIAHHBIE IO CEPhE3HBIM HEXKEJATEIbHBIM SIBIICHUSIM, KOTOpbIE OBUIM 3aperucTPUPOBAHBI
cioacopom ¢ MJIOPJITI, To ecTh TaOIUIBI OJDKHBI BKIIOYATh B ce0sl BCE CEpbe3HBIC HEKETaTeIbHBIC
sapinenus (ganee - CH), a He Tonpko CHP mns uccnemyeMoro mpemnapata W mpenapaToB CPaBHEHHS.
HcToyHUKOM JaHHBIX B MEPEUHAX U TaOJMIAaX C PACKPBITHIMU PaHIOMU3AIMOHHBIMUA KOJIaMU MOTYT OBITh
3aBEepIICHHBIE KIMHUYECKUE WCCIEAOBAHUS, a TaKKe WHAWBUAYyAIbHBIE CIydad, B KOTOPBIX OBLIO
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BBITIOJIHEHO PACKPBITHE KOJA PaHAOMH3AIMU 10 MPUYMHAM, 00YCIOBICHHBIM 0€30MacHOCTBhIO CyOBEeKTa
uccienoBanys. CIOHCOPBI HE NOJDKHBI PAacKpbIBaTh PAaHAOMHU3ALMOHHBIE KOABI C LENbI IOATOTOBKU
POOB.

ITo ycmoTpeHuto crioHcopa Juist o0erdyeHust BOCIPHUATHS M IMOHUMaHUsA MH(OpMaK B pas3zene
MOXET HCHOJb30BaThCs  rpaduyeckoe OTOOpaKEHHUE  ONPEACTICHHBIX  AaCMEeKTOB  JAaHHBIX IO
HE)KEJIATCIIBHBIM PEaKLUsM.

B nenom Ttabmuuel CHS nmomxHbI BKIIOYAaTh B ceOs TOJIBKO T€ TEPMHUHBI, KOTOpPHIE OBLIH
UCTOJIb30BaHbl /7Sl KJIACCU(MKALMU CEPbE3HOCTH HEXKENIATeNbHBIX SBJICHUN; TaOMUIBl HE JIOJIKHBI
BKJIFOYAaTh HECEPHE3HBIC HEIKEIIATEIIbHBIC SBJICHMUS.

OmnpeneneHHble HEXKENaTeNbHbIE SBIEHUS MOTYT OBITh WCKIHOYEHBl U3 CTPYKTYPHUPOBAaHHBIX
nepevyHei ¥ 0000IEHHBIX TAOJMYHBIX TaHHBIX, OJTHAKO [0 BCEM CAETaHHBIM UCKIIOUEHUSM JI0JIKHBI ObITH
JaHbl 00BsiCHEHHs B ordere. K uyMcay Takux HexenaTeNbHBIX SIBICHUH OTHOCATCS, Halpumep,
HE)KEJIaTEJIbHBIE SBJICHUS, OIIPEEIsIEMble IIPOTOKOIOM KIMHUUYECKOIO MCCIEA0BaHUs KaK He Tpedyromue
cOopa M BBOJA JaHHbIX B 0a3zy JaHHBIX MO OE30MACHOCTH, A TaKXKe SIBIAIOLIMECS COCTaBJISIOIIUMHU
KOHEYHBIX TOYEK OIEeHKH d3(pdexkTuBHOCTH (HampuMmep, JeTadbHBIE HMCXOJIbl, O00YyCIOBICHHbIC
IPOTPECCUPOBAHMEM OCHOBHOTI'O 3a00JI€BaHUs, B KIMHUUYECKUX UCCIIEOBAHUAX C YYaCTHEM MALIUEHTOB CO
37I0Ka4YeCTBEHHBIMU HOBOOOPA30BAHUSAMHU ).

4.10.1. CnipaBounast uUH(popManus

B nanHom moapasziene yka3bIBalOTCS Bepcus (BEPCHHM) HUCIHOJIB30BAHHOTO ISl KOJUPOBAHUSA
TEPMHHOJIOTHYECKOT0 CJIOBAps M Ha3BaHME JOKYMEHTa C HOMEPOM €0 BEpPCHH, KOTOPBIM HCIIONb30BAJICS B
KauecTBE CIPABOYHOW WHGPOpPMAIUU MO0 OE30MaCHOCTH Ui OIpeAeNeHUs] TPEABUICHHOCTH TIPHU
COCTaBJICHUH TaOJMYHBIX JIaHHBIX, I/I€ 3TO TpeOyeTcs B COOTBETCTBUHU C 3aKOHOJIATEIILCTBOM IOCYAapCTB-
YJICHOB.

4.10.2. CTpyKTYpUPOBaHHbBIN NepeYeHb CePbe3HbIX HeKeJIATeIbHbIX PeaKIUiil 32 0TYETHBIH Nepuo

B JaHHOM TMOApa3aciic IMPUBOAUTCA KPATKOC OMNHUCAHWUC IIPUHIUIIA BKJIHOUCHUA CCPBE3HBIX
HEKENaTeNIbHBIX peakluid B TepedeHb, CaMH TEepPEeYHH CEpPbE3HbIX HEXKEeNaTeIbHBIX peaKIuii,
3apCTUCTPUPOBAHHLBIX IMPU MPOBECACHUN KIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ 32 OTYCTHBIN nepuon, MpuBOAATCA B
npunoxenun k POOB. He crnenyeTr ncnonb30BaTh 3TOT pa3Ae JJid aHAIU3a CEPhE3HBIX HEXENIaTeIbHbIX
peakiuii WM BBIBONOB. CTPYKTYpHUpPOBaHHBIE MEPEYHU JOJDKHBI MPEACTABIATH WHPOPMALMIO 1O BCEM
Cepbe3HbIM HEKENATeNbHBIM peakuusM (MO OCIEIUIEHHBIM CIy4yasM M CIydasM C PacKpBITBIM KOJIOM
JIG‘ICHI/ISI) N3 KIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ CIIOHCOpa B OTYETHBIN nepuon. HaHHBIe B MEPCUHAX OOJIKHBI
OBITh CIPYNIHPOBAHbl CHaYalda MO KIMHUYECKUM HMCCIEAOBAHUAM M 3aT€M MO OPraHo(pYHKIIMOHATbHBIM
KJ1accam.

Cnyyam 1O KaXIOMY OTHEIbHOMY CyOBEKTYy HCCIeOBaHUA (€CIM BO3MOXKHO) JIOJKHBI
BKJIIOYATBCA B CTPYKTYPUPOBAHHBIC TMEPCUHU CIAWHOXKIABI BHC 3aBUCHUMOCTHU OT KOJUYCCTBA TCPMHUHOB
Cepbe3HbIX HEXKEeNaTeJIbHBIX PeaKlMii, BKJIOYEHHBIX B onucaHue ciaydas. Eciu y cyObekTa uccienoBaHus
pa3BUIIOCH 0oJiee OTHOW CEepPhE3HON HEKENaTeNbHOW PEaKkiuu, OHU JOJDKHBI OBITh TEPEUYHCICHBI B
OMKMCAHWU OJHOTO cllydas IOJ] Ha3BaHMEeM HauOoyiee Cephbe3HOIl HeKeNnaTeslbHON peakiuu (>kajnoObl,
CUMIITOMAa WM JUarHo3a) COTJacHO OlleHKe croHcopa. Ecim y cyObekTa HCCleIOBaHUS Pa3BHIUCH
pa3jNuHble Cephe3HbIE HEKeNaTeNbHbIE pEeakldu B pa3HOe BpeMs Ha NPOTSHKEHUU KIMHHUYECKOTO
UCCIeI0BaHus (HalpuMep, ¢ MHTEpBaJIoM Oosiee HeNelH), JaHHbIE CEPhE3HbIC HEXKENIaTeIbHbIE PEaKIUU
JTOJIKHBI OBITH TIEPEYNCIICHBI OTAETBHO U CYyOBEKT MOKET ObITh BKIIIOUEH B CTPYKTYPUPOBAHHBIN MepeueHb
0oee OTHOTO pasa.

Wudopmarivs o cepbe3HbIM HEXKENaTeIbHBIM PEAKIUSAM B CTPYKTYPUPOBAHHBIX MEPEUHSIX TOJDKHA
BKJIIOYATh CIICYIOUIUE JaHHbBIE:

UACHTU(DUKAIIMOHHBIM HOMEP KIMHUYECKOTO UCCIIEIOBAHMUS,
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UICHTU(PHUKAIIMOHHBII HOMEp CyObeKTa HCCIIeIOBAHNUS;

UIECHTU(PUKAIIMOHHBIN HOMEp COOOIIEHHs O CepPbe3HOM HeXenaTeabHON peakiuu no 0as3e JaHHBIX
CIIOHCODA;

roCyJJapCTBO, B KOTOPOM BBISIBIIEHA CEPbE3HAsl HEXKEIATENbHAs PEAKLIU;

BO3PACT M MOJI CYOBEKTa UCCIIEJOBAHUS;

yKa3zaHHe TpYMIbl JEYCHUs WIN YKa3aHUe, YTO JIaHHbIE OCJICIUIEHHBIE, €CJIM HE BBINOJIHAIOCH
pacKpbITUE PaHIOMU3ALIMOHHOTO KOJa;

71032 U JJIUTEIbHOCTh HAa3HAYEHMs HCCIEAyeMOro mpemnaparta, a Takxke (Ipu HEoOXOIUMOCTH)
nexapcTBeHHas (popma U criocod BBEICHUS;

JaTa Havasla U (MJIM) BpeMs OT Haydaja IpueMa J0 pa3BUTHs CEPbE3HOM HeKenaTeJbHOW peakluy;
JlaThl HayaJla 1 OKOHYAaHMs Ha3HA4YEHHUs HMCCIEAYEeMOro Ipenapara M (Miu) OLIEHKA MPOJOJIKUTEIBHOCTH
JIeUeHMs;

Ha3BaHUe (OMHCAHKME) CEephe3HOW HeXenaTrelabHON peakiuu (mpu ucnoib3zoBaHud MedDRA
ClIelyeT yKa3blBaTh IPEANOYTUTENbHBINA TEPMUH);

UCXOJ] CEpPbE3HON HEKENaTeIbHOM peakuuu (HampuMmep, paspelimwioch, JIETAIBHBIA HCXOI,
yJIydllIeHUe, pa3pelImyiock ¢ OCTATOYHBIMU SIBJICHUSIMHU, HEU3BECTHO), cilelyeT ykas3biBaTh ucxon HP y
MAIMEHTA, B CIIy4ae HECKOJIBKUX HEXEJIaTeIbHbIX pEaKLUil YKa3bIBa€TCsl HAUXYIIMNA UCXO/);

KOMMEHTapuu (Hampumep, OlleHKa MPUYNHHO-CIIEACTBEHHON B3aMMOCBSI3U B CIIy4ae PacXOXkIECHUS
BO MHEHHAX CIIOHCOpAa M HCCJIEN0BATENs, COIYTCTBYIOIIME JIEKApCTBEHHBbIE IIpemnapaThl, €clu
MOJI03pEBAcTCAd MX IpsAMas CBS3b C HEXKENATENbHOM peakiued WM JIeKapCTBEHHOE B3aMMOJICICTBHE,
MIOKa3aHUs, [0 KOTOPBIM Ha3Hauyajcs I0J03PEBAEMBI JIEKapCTBEHHBIM mpemnapaTr (mpenaparsl),
pe3yJabTaThl OTMEHBI M TOBTOPHOTO HA3HAYEHMS UCCIIEAYEMOro Ipenapara Ipyu HAJIMYUN TaKUX CBEJCHUN)
(ecyid MPUMEHUMO).

OO6oOmieHHass MH(pOpMalMs O BBIABICHHBIX CEPbE3HBIX HEXKENATENbHBIX pPEaKLUUAX JO0JDKHA
BKJIIOUYATh JIAHHBIE CIIEMBIX U OTKPBITHIX KJIMHUUECKUX HCCIEA0BaHUN.

4.10.3. O6001IeHHbIe (KYMYJISATHBHBIE) Ta0JMYHbIE JAHHbIE O BbISIBJEHHBIX C€Pbe3HbIX
HesKeJIATeJIbHbIX SIBJIeHUAX

B manHOM mopapasznene nenmaeTcs OTChUIKA K MPUIIOKEHUIO C 000OIMICHHBIMU (KYMYJISITUBHBIMU)
TaOJIMYHBIMUA JTAHHBIMH TIO BBISIBJICHHBIM CEPHbE3HBIM HEKEIATCIbHBIM SBJICHHSIM, TOTYyYEeHHBIMU
CIIOHCOPOM KJIMHWUYECKUX HccienoBanuii 3a nepuog or MJIOPJIIT mo matel okoHYaHusi cOopa JTaHHBIX
tekymero POOB. B cnydae OTCYTCTBUS KakOoM-TMOO YacTH JAHHBIX YKa3bIBaeTCS IMPUYMHA TaKOTo
orcytcTBus. (OO000mIeHHbIE (KYMYJISITUBHBIE) TaOJHMYHBIE JIaHHBIE O BBISIBJICHHBIX CEPbE3HBIX
HEXKENIATENIbHBIX SIBIICHUSX TMPUBOAATCA B MPWIOKCHUH U (HOPMHUPYIOTCS C pa3[eieHHEM IO OpraHo-
(GyHKIIMOHAJIBHBIM KJIaccaM, HCCIEAyeMbIM TpernaparaM, a TakKe MO0 IMpenaparaM cpaBHeHHs. [laHHBIe
MOTYT OBITh CTPYNIUPOBAaHBI IO OTIACIBHBIM MPOTOKOJIAM HCCIEAOBAHUN, TOKa3aHUsM, crocobam
BBEJCHHUS WIM HHBIM KaTeropusMm (ecnum menecoobpaszno). O6oOmeHHas uH(OpMaIus O BBISBICHHBIX
CEPbE3HBIX HEXKENATENIbHBIX SBICHUSX JIOJDKHA BKIIIOYATH JTAHHBIC CIICMBIX M OTKPBITHIX KIMHHUYECKHX
HUCCIIEIOBAHUN.

4.11. Ba:xxnble 1aHHbIE, MOJYYEHHbIE B X0/l€ KIMHUYECKUX MCCJIeIOBAHUI 32 OTYETHBIN Mepuo.

4.11.1. 3aBepuieHHbIEe KIMHUYECKHE UCCIET0OBAHUS

B nannom nonpaznene POObB B 00001eHHOM BUE CTIOHCOPOM MPUBOAMUTCS KpaTkas nH(opMaius
II0 HOBBIM KIIMHHUYCCKH Ba’XHBIM JaHHBIM, HOHy‘IeHHBIM 110 pe3ynLTaTaM 3aBepI_HI/IBH_II/IXC$I 3a OT‘ICTHBII71
Mepuo KIWHUYECKUX HWccienoBanuid. HMHpopmarus MokeT BKIOYaTh B ceOs JaHHBIE, KOTOpPBIC
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MOJATBEPAMIIN JINOO OMPOBEPIJIM paHEe BBISBICHHBIC BAaXKHBIE aCMEKTHI MPOQMIIss 0e30MacHOCTH, a TaKKe
JTaHHBIE 10 BBISIBJIEHHBIM HOBBIM CHUTHAJIaM IO OE€30I1aCHOCTH.

4.11.2. Ilpoxoskaomuecss KJIMHUYECKHE UCCIe0BAHNS

B nannom nonpaznene POObB B 00001eHHOM BUE CTOHCOPOM MPUBOAMTCS KpaTkas nH(opMarus
10 KIMHHUYCCKHM BaXHBIM JaHHBIM, BBIIBIICHHBIM B XOJ€ HpOBC,Z[CHI/IH ClIC HE 3aBepH_II/IBH_II/IXC$I
KIIMHWUYECKUX HWCCJICAOBaHUI (HampuMep, MpU MPOBEACHUHM MPOMEKYTOYHOTO aHAIM3a JTaHHBIX WU B
pe3ysIbTaTe PACKPBITHS PAHIOMHM3ALUOHHBIX KOJOB IPU Pa3BUTHM HEKEIATEIBHBIX pEaKLui).
Nudopmaniis MOXKET BKIIOYATh JaHHBIC, KOTOPBIC MOATBEPAUIN JIMOO OMPOBEPTIIM pPaHEE BBISIBICHHBIC
Ba’XHBIC AaCIICKThI HpO(I)I/IJISI 6C3OHaCHOCTI/I, a TaAaK)XC JIAaHHBIC II0 BBIABJICHHBIM HOBBIM CHUTHAJIaM II0O
0e30IacHOCTH.

4.11.3. IuTenbHoOE Moc/ieayoiiee HadJ01eHue

B nmannbIil moapaszaen gomxkHa ObITh BKIIOUEHA MHGOpMaINusa (€cilu MPUMEHHMO) O Pe3yJsibTaTax
JUINTENIHOTO TMOCIIEAYIOMIEro HaOI0eHUs 32 CyObEKTaMU UCCIIEIOBaHMS MOCIIE 3aBEPIICHHUS YYacTHs B
KIIMHUYEeCKOM HccienoBanuu. [locne 3aBepiieHus: mporpaMMbl pa3paOOTKU UIMTEIbHOE IOCIENyolIee
HaAOJIOZIGHUE MOXKET OCTaBaThCS EJMHCTBEHHBIM IPOJODKAIOIIMMCS BHUJIOM JCSITEIBHOCTH, B XOJe
KoToporo moiydaercs uwHpopmanus ais POOB. B stom ciywyae Tonmbko B ganHoM mognpasnene POObBb
Oy/eT mpeACTaBIAThCS HOBasi HH(popMaIus.

4.11.4. UHoe TepaneBTHYeCKOE IPUMEHEHHE HCCJIeyeMOoro npemnapara

B nanHbBI mopapaszen BKIIOYAIOTCS KIMHUYECKH BAa)KHBIE JAaHHBIE 1O O€30IIaCHOCTH, KOTOpbIE
OBbUIN TOJTYYEHBI IPH MPOBEJCHUN CIIOHCOPOM CHELHATbHBIX IPOTOKOJIOB HCCIEI0BAHUH, B X0/1€ KOTOPBIX
BBITOJIHSCTCSI OPTaHU30BAaHHBIA cOOp W MpelCcTaBleHHE HH(OpPMAIMK O HEXeNaTeNbHBIX pPeaKIusIX
(HammpuMep, B paMKax pacIIMpeHHOro 10CTYyNa, HHANBUAYAIBHOTO JOCTYIA U UHBIX).

4.11.5. HoBble 1aHHbBIE 10 0€30MACHOCTH KOMOMHUPOBAHHON Tepanuu

Ecmum uccnenyeMmblil mpemapar paspabaTbiBaeTcs TakK e, KaK KOMIIOHEHT (UKCHUPOBAHHOM
KOMOMHAIIMK UM MHOTOKOMIIOHEHTHBIX PEXUMOB Tepanuu, B AaHHoM nonpaszzaene POODB no otaensHOMY
KOMIIOHEHTY MPHUBOJATCS JaHHbIE MO BaXHOH MH(OpManuu no 6€30nacHOCTH, MOJTYYEHHOU MPH OLICHKE
Ha3Ha4YeHMs UCCIIENyEMOro IIpernapaTa B COCTaBe KOMOMHAIMM JIEKapCTBEHHbIX npenapaTtos. Ecin POOb
COCTaBJII€TCS JJI1 KOMOMHHMPOBAHHOW Tepanuu WM (UKCUPOBAHHON KOMOMHAIMM, B ATOT MOJpa3eln
ClleyeT BKIOYaThb HWHPOPMALHMI0O TO O€30HMacHOCTH, TIIOJYYEHHYI0O U3 HCCIEIOBAaHUNA OTACIBHBIX
KOMITIOHEHTOB.

4.12. JlanHble 10 0€30MACHOCTH, MOJyYeHHbIE€ B X0/1¢ HEHHTEPBEHIMOHHBIX UCCJIeI0BAHUI

B nanuwlii pasgen gomkHa OBITH BKJIIOYEHA oOoOmiaromas wHpopmaius mo 0e30macHOCTH,
HOHy‘-IeHHaSI CHOHCOpOM 3a OT‘-ICTHLIfI HepI/IOI[ B pGSYHBTaTC HpOBCI[CHI/I}I HeI/IHTepBeHHI/IOHHLIX
WCCIICIOBaHUK (HampuMep, HaOJIOJIaTeIBHBIX HWCCIICIOBAHUM, SIHIEMUOJIOTHYSCKUX HCCIICIOBAaHUH,
[2CFI/ICT[ZOB n HpOFpaMM AKTUBHOI'O MOHI/ITOPI/IHFa).
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4.13. JlanHble 110 6€30I1ACHOCTH, MOJTy4YeHHbIE B X0/1e APYIUX KINHHYECKHX HCCIe10BaHUH

B nmaHHBIN pazmen mgomkHA OBITH BKIIIOUEHA oOoOmaromass uHpopmanus 1o 0e30MacHOCTH,
MOJTyYCHHAs! CIOHCOPOM 32 OTUETHBIH MEPHOJI B pe3yIbTaTe MPOBEICHUS HHBIX UCCIICAOBAHUI (Hampumep,
aHaJIM3a CBOJAHBIX NAHHBIX WX METa-aHaJIM3a paHAOMU3HUPOBAHHBIX KIIMHUYCCKUX I/ICCHGI[OBaHI/If/'I, JAaHHBIX
mo 0e30macHOCTH, TPEAOCTABICHHBIX TMapTHEpaMU 10 pa3paboTKe HCCIeayeMOoro mpemapara Juoo
HCCIICO0BATCIISIMU, ABJIAIOIMUMUCA HHAUOUATOPAMH IPOBCACHUSA KIMHUYCCKOTO I/ICCJIGI[OBaHI/IH).

Hupopmayus 06 usmenenusx:

Iloopazoen 4.14 uzmenen c¢ 10 mapma 2026 e. - Pewenue Cosema Eepa3zutickoii 3KOHOMU1ecKol
komuccuu om 1 aseycma 2025 2. Ne 63

Cm. npedvloyuyio peoaKuuro

4.14. lannbie o 0e30MaCHOCTH, MOJYYCHHbIE B X0/€ MOCTPEriCTPANMOHHOI0 PUMEHEHHUS

B cnyuae ecnum uccrnemyemblii  Ipemapar 3aperucTpUpOBAH Ha TEPPUTOPUH  KAaKOIro-IMOo
rocyJapcTBa, B paszieie MpeACTaBiIsgeTcsl KpaTkas 00oO0meHHass HHPOpPMaIUs M0 OCHOBHBIM JIaHHBIM 10
0€301acHOCTH, KOTOPbIe ObLIN MOXYYEHBI B X0J1€ HOCTPErUCTPALIMOHHOTO IPUMEHEHUS U CTAJIH JIOCTYIIHBI
CIIOHCOpPY B OT4YeTHOM mepuozge. Ocoboe BHUMAHUE CIIEAYET yAEIUTb TeM JaHHBIM, KOTOpBIE SBUIIUCH
OCHOBaHMEM [yl BHECEHUS W3MEHEHMH B HHCTPYKIMIO MO MEIUIIMHCKOMY IMPHUMEHEHHIO0, OpoLIopy
ucclieoBaTensi, MHPOPMUPOBAHHOE COTIIACKE WM TUIaH YIpaBJiIeHUs pruckamu. [laHHbIe 10 O€30MaCHOCTH
B HACTOSILEM NOJpa3/iesie MOTYT BKIIIOYATh B c€0s pe3yJIbTaThl IPUMEHEHHsI KaK B COOTBETCTBUU C 0OLIEH
XapaKTepUCTUKON JIEKapCTBEHHOTO Mpernapara Wik UHCTPYKLIHMEH N0 MEIUIIMHCKOMY MPUMEHEHHUIO TaK U
HE B COOTBETCTBUM C OOLIeH XapaKTepUCTHUKOW JIEKApCTBEHHOTO IpernapaTa WM HHCTPYKIHUEH 1o
MEIUIIUHCKOMY TPUMEHEHUIO (pe3yNnbTaThl OMMOOK HAa3HAYCHWs, CIydal IEepPelO3UPOBKH, Pa3BUTHS
3aBUCUMOCTH, IPUMEHEHUS Y OCOOBIX IPYIII MAllMEHTOB (HallpUMep, y OEpeMEHHBIX JKEHIINH)).

4.15. JlanHble JOKIHHHYECKUX HCCIeI0BaAHNI

B nmanHOM paszzgene AODKHBI OBITH MPHBEIEHBI OOOOIICHHBIC JaHHBIC MO HanOoJiee BaKHBIM
CBEACHHUSM TI0 O€30IaCHOCTH, IMOJIYYCHHBIM 33 OTYETHBIM MEPHOJ 1O pe3yibTaTaM MPOBEIACHHBIX WIN
MPOJIOJDKAIOIINXCS JTOKIMHUYECKUX HCCIIEOBaHUI In Vivo W in Vitro (Hampumep, HUCCIeIOBaHHS
KAaHIIEPOTEHHOCTH,  PEMPOMYKTUBHOM  TOKCHYHOCTH, HMMYHOTOKCHYHOCTH). OIeHKa  BIUSHUS
JOKITMHUYECKUX JAHHBIX Ha KIMHUYECKYH 0€30MacHOCTh JIOJKHA OBITh OTPa)keHa BBITIOJIHEHA B pas3jeie
00001IeHHON OIeHKH TPOPIIS 0E30MACHOCTH HCCISAYEMOro Tpernapara MepuoanIecKoro ordeTra (CM.
paznen 4.21 nacrosmux TpebGoBaHuit).

4.16. JlutepaTypHble JaHHbIE

B nanHOM pa3zmene B 000OOLIEHHOM BHUJAE JIOJKHBI ObITh IPUBEAECHBI HOBbIE, a TAKXKE Ba)KHbIC
JTAHHBIE 110 0€30TTaCHOCTH, MMEIOIINE OTHOIIEHHE K HCCIIeyeMOMY Tpernapary, KOTOpbIe OIyOJIMKOBAHBI B
Hay4YHOH JUTepaType, BKIIOUYEHbl B HEOMyOINKOBaHHbIE MOHOTpaduu, ObUIM MPEICTABICHBI HA HAYyYHBIX
KOH(epeHIHAX, JTHO0 OIyOJMKOBAHBI B BUAE AOCTPAKTOB M CTAJM JIOCTYIHBI CIIOHCOPY B OTYETHBIN
nepuoX. JlaHHBIA pa3len JO/DKEH BKIOYAaTh B ce0sl JaHHbIE KIMHUYECKMX U JIOKIMHUYECKHX
UCCIIEIOBAaHNM, a Takke (ecad NPUMEHMMO) JAHHBIE 0 COEAMHEHMSM aHAJOrM4HOro kiuacca. CroHcop
JIOJDKEH MPEICTaBIATh KOMUU a0CTPaKTOB 10 JTAHHOMY pa3ieny (€CiM BO3MOXKHO).
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4.17. Apyrue POOBb

Cnoncop noipkeH npeactaBisath enunbii POOB. Ecnu cnoncop roroBut Heckonbko POOB nmis
OJIHOTO HCCJeIyeMOoro mpernapara (Hampumep, MO pa3IuyHbIM MOKa3aHHUsIM, IporpaMMaM pa3paboTKH,
JIEKapCTBEHHBIM (popMam), B JTaHHOM pazjiesic IPUBOIUTCS B 0000IIEHHOM BUE BaxkHas WH(OpMAIUS TI0
6e3onacHoctH u3 Apyrux POOB, ecnu oHa emie He mpeacTaBieHa B Apyrux paszzaenax Hacrosmero POOB.
B pasnene npenctaBisiroTcsi 0000IIEHHBIC TaHHBIC 32 OTYETHBIA MEPHUOJI 10 3HAYUMOW HH(POpPMAIUH TI0
Oe3omacHocTH, BKiIO4YeHHOW B POODB, mnpengocraBieHHONW APYTMMH CIIOHCOPAMHM, BBITIOJHSIOIIMMHI
KJIIMHUYECKHE UCCIIEIOBAHUS TOTO K€ MCCIIeyeMOro npemnapara (Ipu UX HaJTUYUHN).

4.18. JlanHble 110 HEJOCTATOYHON TepaneBTHYeCKOi 3¢ pekTHBHOCTH

B naHHOM pasnene CyMMHPYIOTCS JaHHBIE, KOTOPBIE CBUIETEIBCTBYIOT O HEJOCTATOYHOU
3¢ (PEKTUBHOCTH HCCIEAYEMOro TMpernapata Jub0 ero MeHbIIed 3(PQGEeKTHBHOCTH TIO CPAaBHEHHIO C
UCIIONIb3YEMOM JUISl JIEUEHMS] CEPbE3HBIX M JKU3HEYI'POXKAIOIIMX 3a00JeBaHUIl Tepamueid (Hampumep,
OoJibIlice KOJMYECTBO HEXKENATEIbHBIX CEPACYHO-COCYIHUCTHIX SIBICHHA B WCCICIOBAaHHH HOBOTO
AHTHATPETAaHTHOTO CPEACTBA TPU JICYCHUHU OCTPOTO KOPOHAPHOTO CHHIPOMA) M MOTYT OTPaKaTh
TIOBBIIICHHBIN PUCK JIJISI CyOBEKTOB UCCIICTOBAHMSL.

4.19. Unble naHHbIE 1O 0€30MACHOCTH, BLISIBJIEHHBIE B X0/1€¢ KIMHHYECKHX HCCIeT0BaAHUMH

B nmanHOM pasnmene MOXKET NPUBOIUTHCSA JOTMOJHUTEIbHAs WHMOpMaIus 1o Oe30macHOCTH,
Harpumep:

4.19.1. O6001eHHBIEe (KyMYISTHBHbIC) TA0JHMYHbIE JAHHBIE 10 CePbEe3HBIM HeKeIaTeIbHbIM
peaKkuusiM

B nmanHOM moppasziene npuBOANUTCS WHPOPMAIIUS 110 BCEM CEPhE3HBIM HEXKETATEIBHBIM PEaKIUsIM
MyTeM YKa3aHus OOILEro KOJMUECTBA CEPbE3HbIX HEXKENATEIbHBIX PEaKIIHiA:

10 OpraHo-(QyHKIIMOHATLHOMY KJIACCY;

Mo TCPMHUHOJIOTHYICCKUM HAMMCHOBAHUAM HCXKCIIATCIIbHBIX peaKHHfI;

0 TpyMIe JIedeHUs (€CIIM MPUMEHHUMO ).

CnenyeT BBIIACIUTD HCIIPCABUACHHBIC HCKCIIATCIIBHBIC PCAKIIUH.

4.19.2. IlepeyeHb cy0beKTOB KIMHMYECKHX HCCJIEJOBAHNI, KOTOPbIE YMepJH B TeYeHHEe OTYETHOI O
nepuoaa

B manHoM moapasznene nmpuBoauTcss HHGOPMAIHS IO CyObEKTaM HCCIICOBaHUM, KOTOPhIC YMEpIH
B XOJC TMPOBEICHUS KIMHUYCCKUX WCCICIOBaHMM, BKIOYAIONIass B ce0sl CIeAyIonue IaHHbBIC:
WICHTU(QUKAIIMOHHBIN HOMEp CiIydYas JIETaJbHOTO MCXO0Jla, Ha3HAYCHHOE JICYCHUE (MOXKET COXPaHSIThCS
OCJIEIJICHHE), TNPUYMHA CMEPTH MO0 KaxIoMy CyOBEeKTy wuccienoBanus. Bce acmekTsl mnpouis
0€30macHOCTH, OMpe/esieMbIe 10 pe3yJbTaTy 0030pa JaHHBIX 10 JICTATFHBIM HCXOJaM, JOJDKHBI OBITH
Ha/IJIeKAIIUM 00pa30M OTpaXKeHBI B pasjiene 0000IIeHHOM OIIeHKH NMPOoduIst 6€30MacHOCTH HCCIIeyeMOTro
npenapara POOB (cMm. paznen 4.21 nacrosimux TpeOGoBaHwMin).
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4.19.3. IlepeueHb Cy0beKTOB KIMHUYECKUX UCCJIEI0BAHNI, KOTOPbIE ObLJIM HCKIKYEHbI U3
KJIMHUYECKHX MCCIIeTOBAHUIA B CBA3H € Pa3BUTHEM HeKeJIaTeIbHbIX SIBJIEHU B TeYeHHE OTYETHOTO
nepuojaa

B nanHOM mopapazzgene mpuBoAMTCS MHGOPMAIUS MO CyOBEKTaM HMCCIEIOBAHUHN, KOTOpPHIE OBLIU
WCKJTFOUEHBl M3 WCCIICAOBAHWA B CBS3M C PAa3sBUTHEM HEXKEIATCIBHBIX SBICHUH B TEUCHHE OTYECTHOTO
Nepro/ia BHE 3aBUCMMOCTH OT YCTaHOBJICHHUSI B3aMMOCBSI3M C Ha3HAYCHHEM HCCIIeAyeMOoro npemnapara. Bee
acnekThl Tpodwiis 0e30MacHOCTH, OMpeNesieMble MO Pe3yJbTaTy 0030pa JaHHBIX IO BBIOBITHIO W3
KITMHUYECKUX HCCIIEAOBAHUMN, MOJKHBI OBITh HA/ICKAIIUM 00pa3oM OTPaKEHBI B pasjene 0000meHHON
orneHkn Tmpoduias Oe3omacHocTH uccaeayemoro mnpemnapata POOb (cm. pasmen 4.21 HacToAmux
TpeboBanmii).

4.19.4. CymecTBeHHbIE IONPABKH B MPOTOKOJIbI KIIMHMYECKHUX HccaeqoBannii ¢asbl [

B JaHHOM TMoApa3aciic  OOJIKHBI OBITh OIHMCAHBI CYHICCTBCHHBIC HU3MCHCHUSA B IIPOTOKOJIAX
KIMHHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ (baSBI I, CACIIaHHBIC HA NPOTAXKCHHUU OTYETHOT'O IME€proaa, €CJIM OHU paHEC HE
MPEACTABIAINCH KaK IMMOIIPABKU K ITPOTOKOIY.

4.19.5. CymecTBeHHbIEe H3MEHEHHUs NpoLecca NpPou3BoACTBA

JlaHHbI TOApa3zeNl JODKEH BKIOYATh B ce0s KpaTKOE ONMCAaHHE CYHIECTBEHHBIX W3MEHEHMH
mpolecca MpPOU3BOACTBA I MUKPOOHUOIOTMYECKUX M3MEHEHUH (eclu TaKue MMENHCh), TPOU3OIIEIIINX
32 OTYETHBIH TMEPHOA, C OTPAKEHHUEM OICHKM HMX TMOTCHLIMAIbHOTO BIHMSHHUA Ha ACHEKTHl NPOQUIIs
0e30macHOCTH B pazjesie 0000IIeHHOM OIeHKH Mpoduist 0e30macHOCTH Hccieayemoro npemapara POOb
(cm. pazgen 4.21 nactosumx TpeboBaHmMiA).

4.19.6. Onucanne 0011ero MCCIEI0BATEIbCKOIO IVIAHA HA NPeACTOS M roJ (eciu NPMMEeHNMO)

B nannom nojapasznene npuBOAUTCS KPaTKOE OMUCAHUE UCCIIE0BATENBCKOTO MJIaHa, 3aMEHSOILETO
TJIaH UCCIICIOBAHUS 3a TIPEIESCTBYIONIUN TO/I.

4.20. /lanHble, MOJy4eHHbIE MOCJIE 1aThl OKOHYaHus cOopa nanubix POOB

JlaHHBIN pa3gen MOoJDKeH BKJIOYATh OOOOIICHHYIO HWH(GOPMAIMIO IO MOTEHIIMATHHO BaKHBIM
JAHHBIM I10 6€3OHaCHOCTI/I, KOTOPELIC 6LIJII/I BBIABJICHBI ITOCJIC JAaThl OKOHYAHUW S c60pa JaHHBIX, HO B IICPUO/
noarotoBku nanHoro POOB. [ToTennnansHO BayKHBIC JaHHBIC BKIIIOYAIOT B Ce0s (HO HE OTPaHUYNUBAIOTCS)
KIIMHUYCCKNW 3HAaYNMMBbIMHW HOBBIMHAU COO6IJ.[€HI/ISIMI/I, BaXHBIC JAaHHBIC IO TOCJICAYIOUIEMY Ha6JHOI[eHI/IIO,
BOKHBIE  JIaHHBIE  JIOKJIMHUYECKUX  WCCICIOBAaHWU, JIIOOBIE  MEpbhl, TMPHUHATHIE  CIIOHCOPOM,
YIOOJIHOMOUYCHHBIMU OpraHaMu WJIHA HE3aBUCHUMBIM KOMUTCTOM II0 MOHUTOPHHTY JaHHBIX B CBSA3U C
U3MeHeHUsIMHU npoduis 6e3onacHocTH. CBeIeHUs, BKIIOUEHHBIC B JaHHBIA pa3iell, JOKHBI ObITh YUTECHbI
B paszene o00OImIeHHON omeHKH npoduiis Oe3omacHOCTH ucciemyemoro npernapata POOB (cm. pazmen
4.21 nacrosmux TpeOGoBaHmMil).

4.21. O06001meHHas1 OlleHKA MPO(UIIs 0€30M1ACHOCTH HCCIIeAyeMOro npenapara
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B nanHOoM pasgene nomkHa OBITH TpUBEAEHA O00O0OIIEHHas OIeHKa Mpoduis Oe30mMacHOCTH
UCCIIEIyeMOro Tpernapara ¢ OObEIMHEHHBIM aHAIM30M BCEX HMEIOIIMX K HEMY OTHOIIEHHE HOBBIX
KIIMHNYCCKUX, NOKIMHUYCCKUX, SIMUACMUOJIOTUICCKUX JAHHBIX, MMOJTYYCHHBIX Ha IMPOTSXKCHUNU OTYCTHOI'O
nepuoja, € COIMOCTABJICHHWEM C MPENKHUMH CBEIECHUSMHU MO NpoduiIto Oe30MacHOCTH HCCIIETyeMOro
npenaparta. /s 3aperucTpupoBaHHbBIX JEKapCTBEHHBIX MIPENAapaToB OIECHKA BKIIOYACT B CE0sl KIMHUYECKH
3HaYUMBbI€ JJaHHBIE TTOCTPETUCTPALIMOHHOTO MOHUTOPUHTA. B maHHOM pasnene He AOKHA TyOIupoBaThCs
uHpOpMaLKs, BKIIOUEHHAs B IPEIBIAYIINE Pa3/ielbl OTYETa, HO JOJDKHA OBITh JaHa MHTEPIPETALUs HOBOU
uHboOpMalMu MO0 OE30MaCHOCTH M OICHKA €€ BIUSHUS Ha MCCIEAYEMYIO MOMYJSIHI0 U MPOTrpaMMy
pa3paboTku wucciemxyemoro mpemnapara. JlomkHa ObITh JaHa (€cly MPUMEHHMO) OTHAEIbHAs OICHKA IO
HAIpPaBIICHUSIM TEPaNeBTUUECKOTO NPUMEHEHHs, MyTSIM BBEJCHUS, JEKapCTBEHHbIM (opmam u (Wim)
MMOKAa3aHUAM K ITPUMCHCHUIO.

4.21.1. OneHka puckoB

[Tpu oreHke pucka 0co60e BHUMAHUE JOJKHO OBITh YIEIIEHO MHTEPIPETAIINH JaHHBIX 110 HOBBIM
UICHTU(UIIMPOBAHHBIM MMpoOJsieMaM TI0 O€30MacHOCTH WM 3HAYMMOW HOBOW HWH(MOpMAIUU 10
6e3omacHoctd. [{omkHa OBITH IPEICTABICHA OIIEHKA CISAYIONINX aCleKTOB Mpoduiis 6e30macHoCTH (eciu
MIPUMEHNMO ):

a) HOBBIC BBISIBIICHHBIC aCTIEKThI PO I O€30MaCHOCTH:

JIeTaJIbHOE OMUCaHNE HeXeNaTeIbHbIX SIBICHUN WIN PeaKIuii;

CBSI3aHHBIC C MPUMEHEHHUEM HCCIIeyeMOro TiperapaTa nU3MeHEeHUs 1a00paTOpHBIX apaMeTpoB;

(hakTOpBI pUCKa;

B3aMIMOCBSI3b C JI03aMU U MPOIOJDKUTEIILHOCTHIO JICUCHHS,

00paTUMOCTh OCIIOKHEHUH;

(bakTopbl, KOTOpPhIE MOTYT OBITh TOJE3HBI IS TPOTHOZUPOBAHHS WM IPEIOTBPAIICHUSI
HE)KeJaTeJIbHBIX PEeaKIHii;

0) 3HAYUMBbIC U3MECHCHUS B XapaKTEPUCTUKE PaHEe 3apETUCTPUPOBAHHBIX HEXKEIATEILHBIX PEAKITHIA
(HampuMep, TOBBIIICHHE OXXKMJIA€MOM 4YacTOThl WM CTEMEHU TSDKECTH, YTSKEICHHE MCXO/O0B,
YCTaHOBJICHHUE TPYII PUCKA PA3BUTHS OCIIOKHEHUH ),

B) CHUMITOMBI, kaJloObl, TaOOpaTOpHbIE M3MEHEHUS, XapaKTepHbIe JUIsi TAaKUX HOBBIX WJIM paHee
UACHTU(DHUIIMPOBAHHBIX ~ KIMHUYECKA 3HAYMMBIX BHJOB TOKCHYHOCTH, KaK TeMaTOTOKCHYHOCTD,
KapAMOTOKCUYHOCTH (BKJIOYas yniauHeHue uHtepBana QT u pe3ynpTaThl clielMalbHBIX HCCIEAOBAHUN
QT/QTc), MHENOTOKCHYHOCTh, HE(PPOTOKCUYHOCTh, JIETOYHASI TOKCUYHOCTh, HEHUPOTOKCHUYHOCTB,
MMMYHOT€HHOCTh M PEaKuu TUIIePUyBCTBUTEIBHOCTH;

T') JeTaTbHbIC NCXObl HEXKENATEIIbHBIX SBICHU;

J1) OCTaHOBKa KJIMHUYECKOTO HCCIEAOBAHUSA IO MPHUUYMHE Pa3BUTHUSl HEXKEJIaTeIbHBIX SBJICHUIA,
BKITIOYAsi U3MEHEHUS JIA0OPATOPHBIX MAPaMETPOB WIIH PE3yJIbTATOB 00CIEIOBAHUNL;

€) B3aUMO/JICHCTBHS C JIEKAPCTBEHHBIMU MperapaTaMy U MHbIE B3aUMOICHCTBUS;

K) BOKHBIC JAHHBIC TIO 0€30MIaCHOCTH, MOJTYYCHHBIE B TIOKJTMHIHUECKUX MCCIEIOBAHUSX;

3) acmekThl MPOM3BOACTBEHHOIO TIpoIlecca, KOTOpble MOTYT OKa3aTh BIMSHHE Ha Mpoduib
0€30IacCHOCTH;

M) HeJocTaTouyHas TepaneBTUueckass 3()pPeKTUBHOCTb, €ClIM OHA MPEJCTABISET AOMOJHUTEIbHBII
PUCK 1151 CYyOBEKTOB KIIMHUYECKOTO HCCIIET0BAHUS;

K) HaJlM4Me JOMOJHUTEIBHOTO PUCKA JJISl TAKUX OCOOBIX MOMYJSIMOHHBIX TPYMI, KaK MOXKUIIbIE
MAIUEeHTHI, JCTH, MallMeHThl ¢ HapymieHueM (YHKIUU MEYCHH WM IOYEK, JIMOO WHBIE TPYMIBl PUCKA
(Hanmpumep, CyOBEKTHI ¢ MEJUICHHBIM WU OBICTPBIM META00IH3MOM );

) BO3JICHCTBHUE B IEpHOJT OEPEMEHHOCTH U JIAKTALIUU U €T0 UCXO/IBI;

M) acreKThl 0€30MacCHOCTH MPH JUIUTEILHOM MPUMEHEHUU;

H) JIaHHBIC M0 KIIMHUYECKU 3HAYMMBIM OITMOKAM MPUMEHEHUS JIGKAPCTBEHHOTO Mperapara;

0) JaHHbIE TI0 OTCYTCTBUIO MPUBEPKEHHOCTH MALMEHTOB JICYUEHHUIO;

1) cIy4au MepeO3UPOBKU U €€ KOPPEKIIHH;
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p) Cilydau HETPaBUIBHOTO YIIOTPEOICHUS U 3I0yNOTPEOICHUS;

C) AacmeKThl Oe30MMacHOCTH, CBS3aHHBIE C MPOIEAYPAMH, MPEIYCMOTPECHHBIMH MPOTOKOJIOM
KITMHUYECKOT0 UCCIe0BaHus (Hampumep, OpOHXOCKOIHs, OUOTICHSI, YCTAaHOBKA IICHTPAIBHOTO BEHO3HOTO
KareTepa), JMOO C TPOBEACHHEM WIM JW3aiHOM KIWHHYECKOTO HCCIEAOBaHMs (Hampumep,
HGI[OCTaTO‘{HBIfI MOHHUTOPHUHT CY6’beKTOB HUCCICAOBaHUA, CIUIIIKOM [[.HI/ITCHLHBII;'I nepuon 663 aKTUBHOU
Tepanun);

T) HOTCHHHaHBHbIﬁ PUCK 3HAYUMBIX HOBBIX JAHHBIX 10 6630HaCHOCTI/I, BBISAIBJICHHBIX IJIA APYTOTO
COCIMHEHUS aHAJIOTUYHOTO KJIacca.

4.21.2. OueHka COOTHOLIEHHS MOJIb3a-PUCK

B moapaznene nomKHO OBITH MPEACTABICHO KPATKOE 3aKIOYEHHE IO OIEHKE COOTHOIICHHUS
COBOKYITHOTO PHCKa, YCTAHOBJIGHHOTO MO pe3yjbTaTaM aHalin3a O0O0OOIICHHBIX (KYMYJISTUBHBIX) ITaHHBIX
mo 0e30macHOCTH, W oxugaeMor ddbdekTuBHOCTH (Tosb3bl). CremayeT caenaTh yKa3aHHE, HAaCKOJBKO
W3MCHUJIACh OIIGHKA COOTHOIICHHS TIOJb3a-PUCK HCCIEAYyEeMOTo TpermapaTa IO CpPaBHEHUIO C
MPEAMICCTBYIOIMUM OTYETOM 10 Oe30macHOCTH. JlaHHBIN Moapaszaen He NpeaHa3HaueH i JACTaIbHOU
OILICHKH COOTHOIIICHUS TOJIb3a-PUCK MCCIEAYEMOTo Mpenapara.

Hngpopmayus 06 usmenenusx:

Iloopazoen 4.22 uzmenen ¢ 10 mapma 2026 e. - Pewenue Cosema Eepa3zutickoii 3KOHOMU1ecKol
komuccuu om 1 aseycma 2025 2. Ne 63

Cm. npedvloyuyio peoaKuuro

4.22. O600menHas nHPOPMALHS 0 BA)KHBIX PHCKAX

B nanHoMm paszmene noimkHa ObITh IpeJCTaBiIeHa KpaTkas 000OLIeHHas MH(OpMaLus O BaKHBIX
UICHTU(QHUIIMPOBAHHBIX U IOTEHIIMATIBHBIX pUCKax B (hopme mepeuns. K yuciy BaXXHBIX PUCKOB OTHOCSTCS,
HalpuMep, PUCKH, KOTOPble MOTYT NPUBECTH K JONOJIHUTEIbHOMY BHECEHUIO MEp IPEI0CTOPOKHOCTH,
0COOBIX yKa3aHWH WJIM TPOTHUBONOKA3aHUI B OOIIYI0 XapaKTEPHCTUKY JIEKAPCTBEHHOTO IIperapara.
JlaHHBIE PUCKH MOT'YT BKJIIOYaTh, HAIPUMEP, XapaKTEPHbIE JJIS ONPE/IeIEHHON MOJIEKYJIIPHOM CTPYKTYPBI
TOKCHYeCKHe A(PPEKTh WIN TPOOIEMBbI MO OE30MaCHOCTH, BBIABICHHBIE IO Pe3yJbTaTaM HAKOTUICHHS
JTAHHBIX JOKIMHUYECKUX U KIMHUYECKUX HccaenoBaHui. Kakaplit pucK 10JKeH MoBepraThbes €XKeroHoN
MIEPEOLICHKE C AaHAJTM30M BCEX MMEIOUIMXCSA Ha TEKYLIUH MOMEHT OOBbEIMHEHHBIX JaHHBIX U 3HAHUH, NPU
3TOM 0c000€ BHUMaHME CIEQYyeT YJeNsATh HOBBIM JaHHBIM IO 0€30MaCHOCTH, MOJyYE€HHBIM 32 OTYETHBIN
nepuos. CreneHp JeTanu3alii OMMCAHUS MOXKET 3aBUCETh OT CTaAUM pPa3pabOTKH JIEKaPCTBEHHOI'O
npernapara: Ha paHHUX CTaJusaX pa3paboTKU B 0OOOLIEHHYIO MH(POPMALMIO IO BaXKHBIM PHCKaM MOXET
BKJIIOUAThCSl ONKCAaHUE WHAMBHIYaJbHBIX ClIy4yaeB, Ha OoJjiee TO3JHUX 3Tamax, [0 Mepe HaKOIUICHUs
3HAHUM, HTHPOPMALIUS IO PUCKAM MOXKET HOCUTh MEHee JIeTaIu3UPOBAHHBINA XapakTep.

Pucku, xoTopble ObUIM MOJHOCTHIO ONUCAHBI WJIM OTBEPIHYTHI, JOJKHBI OCTaBaThcsl B 0030pe B
BUJE KPAaTKOrO ONMCaHUs (HampuMep, HaXOJKM M3 TOKCHUKOJOTHMUECKHX HCCIEeIOBAaHUNW WM PaHHUX
KJIMHUYECKNX WCCIEIOBAHNH, KOTOpble HE OBUIM TOATBEPXKICHBI 0oJiee MO3MHUMH KIMHHYECKUMH
JTAHHBIMU ).

Wudpopmaniys no JTaHHOMY pa3ziely MOKET ObITh peACTaBieHa B (popMe ONUCAHUS WK TaOIuLL.

4.23. 3aknovenne (BbIBO/bI)

3aKIoueHue AOJDKHO COOCPKATh KPATKOC OIMCAHHE BCCX W3MEHCHHI B MMCIOIIUXCS 3HAHUSIX II0
3(1)(1)6KTI/IBHOCTI/I H 0€30IacHOCTH HCCICAYEMOTIO IIpeIiapara, KOTOPbIC MIPOU3OMIIIN 34 OTYETHBIM nepuoa u
IMOBJIMAJIM HAa OLCHKY, CACIAaHHYIO B MPCAMICCTBYIOIIEM OTUYCTEC IO 0€30IacHOCTHU. 3aKIIIOYCHHUE JOJIKHO
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BKIIIOUATh yKa3aHUE JCUCTBUN, KOTOPBIC OBLIM MPEANPUHSATHI WU TUIAHUPYIOTCS C HENbI0 HAIJISKAIIETO
OTpaKeHMsI BBISBICHHBIX HOBBIX AacleKTOB Npo¢uias Oe30MacHOCTH B MporpamMme KIMHUYECKOU
pa3paboTKHU HCcCIelyeMoro mpernapara.

4.24. IlpniioxkeHus K oTYETY

POOB nomxeH conepxaTh CIEAYIOLUUE PUITOKEHUS:

Oporropa uccie10BaTes;

KyMYJISITUBHAsI TAOJUIIA CYIIECTBEHHBIX 3alPOCOB CO CTOPOHBI YIIOJTHOMOUEHHOTO OpraHa;

CTaTyC BBINOJIHEHHUS MPOOHKAIOIINXCS U 3aBEPIICHHBIX KIMHUYECKUX UCCIIeI0BAaHUM;

KyMYJISSTUBHBIC TAOJIUIIBI 110 IeMOTPaUICCKUM JTaHHBIM;

CTPYKTYpUPOBAaHHbIE TEPEYHU MO CEPbE3HBIM HEXKENaTeIbHBIM pEaKUUsM, BbBISIBICHHBIM 3a
OTYETHBIN MEPUOL;

KyMYJIITUBHBIE TaOJIMYHBIE JAaHHBIE O BBISIBJICHHBIX CEPhE3HBIX HEXKEIATEeNbHBIX SBICHUSIX;

CUHOTICHC (€CITU TPUMEHUMO).

POOB moxeT conepkarh CIeAYIONIUE TPUIT0KCHUS:

KyMYJISITUBHBIC Ta0JIMYHBIC JAHHBIE TI0 BCEM CEPbE3HBIM HEXKETIATeIbHBIM PEaKIIUsIM;

nepeyeHb CyObEKTOB KIMHHUYECKHUX MCCIEIOBaHUM, KOTOphIE yMEpiH B TEUE€HHE OTYETHOTO
Nepuoa;

nepeyeHb CyObeKTOB KIIMHUYECKUX HCCIEIOBAHUN, KOTOpPbIe OBbUIM MCKIIOYEHBI U3 KIMHHUYECKUX
UCCJICTOBAaHHI B TEYCHHE OTUYETHOTO MEePHO/IA;

CYIIECTBEHHbIE U3MEHEHUS MPOTOKOJIOB KIIMHUYECKUX HccienoBanuii [ ¢azbr;

CYIIIECTBEHHBIC U3MEHEHUS TIPOIlecca MPOU3BOJICTBA;

omnucaHue oOIIero MmjiaHa UCCIIeI0BAaHUA Ha MIPEACTOSIINNA o1 (€CTM MPUMEHHUMO).

Ungopmayus 06 usmenenusx:

Pazoen 4 oononnen noopazoenom 4.25 c¢ 10 mapma 2026 2. - Pewenue Cosema Eepaszuiickoii
aKoHOMuuecKou komuccuu om 1 aseycma 2025 2. Ne 63

4.25. (I)opMa mogavu nmepuoanvIeCKroro oruera mo 0e30macHOCTH HCCJIEAYEMOI'0 ITpenmapara

[lepuonuyeckuii oT4eT TO OE30MACHOCTH HCCIEAYEMOro Npenapara IOAJSKUT IojAade B
AIIEKTPOHHOM BHJIE€ C BO3MOXKHOCTBIO TEKCTOBOTO IOMCKAa Ha PYCCKOM WM AHTJIMMCKOM SI3BIKE C
00s13aTEIbHBIM TIEPEBOIOM Ha PYCCKHUI SI3BIK CIEIYIOIIMX Pa3/IeioB: KPaTKOe U3JI0KEHUE U 3aKIIOUCHHE
(BeiBOABI). 1o 3ampocy ymolHOMOYEHHOTO OpraHa rocyJapcTBa-diieHa 3asBUTENb 00s3aH B TeueHue 30
KaJICHJIApHBIX AHEW CO JHS MOJIYYEHHs TaKOro 3ampoca NpeICTaBUTh NEPEBOJ Ha PYCCKUM S3BIK OPYIHX
pa3esioB NepUOANYECKOr0 OTYeTa Mo 0€30MaCHOCTH HCCIeAyeMOro npenapara.
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IIpuMepsbI Ta0/IUI IepevYHeli JAHHBIX M0 KIMHUYECKUM HUCCIe10BAHUAM

Taduamnmna 1
Craryc n1poao/KalIMXCH U 3aBePIICHHbIX KIMHNYECKUX HCCIIeI0BAHNI
0630p NPONOJIXAKUWMXCS KIMHMYECKUX MCCIIeOOBaHUM
(nccrnenyeMel npenapar)
WNnentudukammonnsl | @aza | Crpana| Ha3Banue Jwn3aiin Pexum Uccnenyemas | Ilepseii | [lmanupyemoe | Bo3zaelicTBue Ha
1 HOMep HCCIIEIOBAHUSA | HCCIIEOBAHUsA JIO3UpOBaHUsA TIOITYJIALIAS BU3UT BKJIIOUECHUE CyOBEKTOB
KIIMHUYECKOT O IIEPBOTO UCCIIeTOBaHUS *
HCCIIEIOBAHUSA MalueHTa
* Ha ocCHOBaHMU OOUmEeIro KOJUYEeCTRBAa Cy@’BeKTOB nccijiegopaHMAa IIO COCTOAHMIO Ha 12 HpMMeHFIeMOVI CXeMBl paHIOMM3aluM
(maTa)
Tabauua 2
O630p 3aBEepPUWIEHHBIX 3a OTYETHHIM [ePMOJN MCCIeHOBaHMIA
(uccrnenyeMel npenaparT)
Wnentudukanmonnsiii Homep | Paza | Crpana HasBanue [u3zaiin Pexum Hccnenyemas BosneiicTBue Ha CyOBEKTOB
KJIIMHUYECKOT'0 UCCIIENOBAHUS WCCJICIOBAHMS | HWCCIIENOBaHUS | JO3UPOBAHUS | MOMyJsuus | (MAlMEeHTOB) MO TPYIINaM JIeUEHHUS

(M/K)
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Taoauua 3

Ouenka 0011ero KoJIM4ecTBa Cy0beKTOB, NOABEPrIINXCH BO3/1eiiCTBUIO UCCJIElyeMOro npenapara
(oleHKa KyMYJSATUBHOIO BO3/1€iiCTBHSA), HA OCHOBAHUM (PAKTHYECKUX JAHHBIX U3 3aBePIIEHHbIX
KJIMHUYECKHX MCCJIEJOBAHUN 1 OLIEHKH M0 METOAY PAHAOMM3ALMHU U3 NMPOI0/KAIOIIMXCSH
KJIMHUYeCKHX HCCIeJOBAHUM

Jleuenue Ywucio cyObeKkToB
JlekapcTBEHHBIN Mpenapar
[Ipenapar cpaBHEHHUs
[Tname6o

Taoauua 4

Ounenka o011ero KOJIM4ecTBa Cy0beKTOB, NOABEPrIINXCH BO3/1eiiCTBUIO UCCJIEyeMOro nmpenapara
(oueHKka KyMYyJISSTUBHOI'O BO3/1eiicTBHS), HA OCHOBAHUM JAHHBIX 3aBePIIEHHbIX KIMHHUYECKHX
HCCJIeIOBAHMI 110 BO3PACTY U MOJIy™

Yucino cyObeKToB
Bo3spactHas rpynmna MyK4MHbI PKeHnHbI Hroro

* ,HaHHbIe 3aBepLUeHHbIX KIIMMHNYECKMUX MCCJ’Ie,HOBaHI/H\/J[ IIO COCTOH4dHMI Ha
(maTa)

Taoauua 5
Onenka o01mero KoJIM4ecTBa Cy0beKTOB, MOABEPrIIMXCH BO3/1eliCTBHIO HCCJIEyeMOro npenapara,

(o11eHKAa KyMYJISITUBHOTO BO3/1€iiCTBHsI) HA OCHOBAHUM IAHHBIX 3aBePIIEHHBIX KIUHUYECKHX
HCCJIeIOBAHMI 110 PACOBOM MPUHAJIEKHOCTH

Paca Yucno cyObEeKTOB UCCIICOBAHUS
A3suarckas
AdpukaHckas
EBponeiickas
Wnas
HewnsBecTHO
Htoro
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Tabauua 6
Ipumepsn! Tadn1 00001IEHHBIX JAHHBIX 0 CePbe3HBbIX HexKelaTeabHbIX peakuusx (CHP)
CTpYKTYypUpPOBAHHBIN NepevYeHb CePhe3HBIX HeXKeIATeTbHBIX peaKkIuii
NH* NH* coobmenusi | Crpana |Onucanue| Ucxon | [lara mawama |IlomospeBaembiii| CyTouHas m03a Hatel Havanau | KoMmMmeHnTapuu
kiauHudyeckor| o CHP** (MH* | Bospacr CHP peakuun®*** | nekapctBeHHbIN | CriocoO BBEACHUS |OKOHYAHUS JICUEHUS
0 cyOBeKTa [Ton Ilepuon ot (uccnenyemsiii | JlekapctBeHHas |[IpogomkurensHOCT
WCCIIEIOBaHH| HCCIIEI0BaHU) Hayvasa npuemMa mpemnapar) dbopma b JICUCHUS
s JI0 Hauaja
peaxiuu
1 2 3 4 5 6 7 8 9 10
* H - uaeHTUdUKAITMOHHBIA HOMED
** McenenoBanue (LIEHTP, AITUCHT)
*** Tonpko s nmepBUYHbIX coobmenuii o CHP
Taboauua 7
IIpumepbl 00001IEHHBIX (KYMYJATHBHBIX) TA0JMYHBIX JAHHBIX 110 CEPbEe3HBIM HeKeIaTeJIbLHbIM SBJIEHUSM
O06o0menHasi (KyMyJATHBHAsS) TA0JMIA 110 CePbEe3HBIM HeKeIaTeILHbIM SIBJIEHUSIM
OpraHo-GyHKIIMOHATBHBIA KJ1acC O6miee KoJMYeCTBO 1O cocTostHUIO 710 31 mekadps 2015 roga
[IpennoyTuTenbHbIA TEPMUH (Ha3Banwue ucciemyemMoro OcnerieHHbIN [Ipenapar [Tnane6o
npernapara) npenapar CpaBHEHHUS
HUccnenoBanus 18 4 7 2
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[ToBbIIeHNEe aKTUBHOCTHU aJlAHMHAMUHOTpPaHC(hEpasbl 9 2 4 1
[ToBbITIIEHNE aKTUBHOCTH acmapTaTaMuHOTpaHc(epassl 9 2 3 1
HapyiieHnust co CTopoHbsl HEpBHOM CUCTEMBI 2 2 4 7
CHHKONaNnbHOE COCTOSTHUE 2 2 4 7
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