COBET EBPABUNICKOMN 9 KOHOMHUYECKO KOMUCCUU

PEIIIEHUE
oT 1 aBrycra 2025 1. N 63

O BHECEHUU U3MEHEHUI
B ITPABIWIA HAJUIESKAIIEW KJIMHUYECKOM ITPAKTUKH EBPA3UIICKOTI'O
OKOHOMMNYECKOI'O COIO3A

B cooTBeTcTBUM cO cTaThell 6 CorsiamieHus 0 eIMHBIX IPUHITUIIAX U ITpaBUIax obpamieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpas3HuiicKOro 5KOHOMUYECKOTO COI03a OT 23 /eKabpsa 2014
roga u myHkToM 83 mpmioxkeHus N 1 k PersamenTty pab6otsl EBpasuiickoil SKOHOMUYECKOH
KOMICCHH, YTBEP:K/IeHHOMY PemeHuem Briciero EBpasuiickoro 5KOHOMHYECKOTO COBETA OT 23
nexabps 2014 r. N 98, Coet EBpa3uiickoil 53KOHOMHUYECKOU KOMUCCHUU PEIIIII:

1. Bmecrm B [IlpaBmwia Hajjexamedl KIMHUYECKONH MPaKTHKH EBpa3uiickoro
SKOHOMUYECKOTO CO0I03a, yTBep:k/leHHble Pemenmem CoBera EBpasuiickoil 5KOHOMUYECKOM
KOMFCCHH OT 3 HOsIOps 2016 T. N 79, U3MeHEeHUs COIJIACHO MPUIOKEHUIO.

2. Hacrosiee Pemenue BCTYyIIa€T B CHJIy I10 HCT€YCHUU 180 KaJIEeHAapHBIX Z[HEfI C JaThbl
€ero O(bI/ILII/IaJII)HOI‘O OHy6JII/IKOBaHI/IH.

Unennt CoBeta EBpasuiickoi 5KOHOMHUYECKOU KOMHUCCHU:

Ot Peciybiuku Ot Pecriy6iuku Ot Pecrry6imku Ot KbIpreisckoit Ot
Apmenus benapych Kazaxcran Pecry6iuku Poccuiickoit
M.IPUT'OPAH H.IIETKEBUY COKYMAHI'APUH J.AMAHTEJIB/IMEB ®enepanuu
A.OBEPUYYK
[Ipunoxenue

k Pemenuto CoBera
EBpasuiickoii 5JKOHOMHYECKOU KOMHUCCUU
OT 1 aBrycTa 2025 T. N 63

N3MEHEHUNA,
BHOCHMBIE B ITPABIJIA HAJJTESKAIIEW KJIMHUYECKOU ITPAKTUKHU
EBPA3HUIICKOI'O 9KOHOMUYECKOI'O COIO3A

1. ITpaBuia U3/103KUTH B CIIEAYIONIEH peJlaKI[UN:

"YTBepKEeHbBI

Pemennem Cosera

EBpasuiickoil 5KOHOMHUYECKON KOMUCCUH
oT 3 HOsI0ps1 2016 T. N 79

(B pepaknmu Pemenust CoBeta
EBpasuiickoil 5KOHOMHUYECKON KOMUCCUH
OT 1 aBrycrta 2025 T. N 63)



5 TIPABUJIA 5
HAJUIEXKAIIEA KIMHUYECKOM IPAKTUKI EBPABUICKOTO
SKOHOMUYECKOI'O COIO3A

1. O0mue noJIoXKeHu s

Hacrosmue ITpaBuia npencTaBisioT cO00M MEXIYHAPOJHBIM 3THYECKUN U HAYUHBIN
CTaHZAPT IUIAHUPOBAHUSA U IMPOBEIEHUs HUCCIEIOBAHUI C yJacTHEM YeJOBeKa B KauyecTBe
cyObeKTa WCCIeZIOBAaHUH, a TakKe JIOKYMEHTAIbHOTO OQGOpPMJIEHHS U IPeACTaABIEHUS
Pe3yJIbTaTOB TAaKUX UCCJIEIOBAHUM.

CobJtroieHre TOJIOKEHUH HacTosmux [IpaBui ciry:kut 7ijisi oblecTBa rapaHTHeHd Toro,
YTO MpaBa, 0€30MacHOCTb U OJIarOTOIyYre CYOBEKTOB UCCIIEIOBAHUSA 3aIUIIEHBI, COTJIACYIOTCS
¢ IPUHITUIIAMH, 3JI0’)KEHHBIMU XeJIbCUHCKOH fektapanueii, npuaaroi Ha XVIII I'enepanpHOi
accambsiee BceMUpHON METUIIMTHCKON accoIUaIlui B 1964 TOAY, U YTO JIAHHBIE HCCJIETOBAHUS
JTOCTOBEPHBI.

Lenso Hacrosgmux I[IpaBusn ABAAETCA yCTAaHOBJIEHHE €AUHOTO MOPAAKA IIPOBENEHUA
KJIUHUYECKUX HUCCIeOBAHUM  (MCIIBITAHWE) JIEKAaPCTBEHHBIX CPEACTB, UTO JIOJDKHO
crrocobcTBOBaTh obecrieueHnI0 QYHKITMOHUPOBAHUs OOIIEero phIHKA JIEKAaPCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro sKoHOMHYEecKOro cowsa (masmee - Coro3), B3aUMHOMY IPU3HAHUIO
JIAHHBIX HCCJIEOBAHUM YIIOJJTHOMOYEHHBIMH OpTaHaMu rocyziapcTB - wieHoB Corosa (maee -
rocy/lapCTBa-wieHbl), a TaKKe IMPU3HAHHUIO Pe3yJIbTaTOB HWCCJIE/IOBAHUM, ITPOBEIEHHBIX Ha
TamMOkeHHOU Tepputopuu Coro3a U 3a ee peeaaMu.

Hywmepamusa, wucnoab3oBaHHasaA B pazgene II nHacroamux IIpaBui, COOTBETCTBYET
HyMepaluy, I[PUMEHAeMON B MeXAYHApPOJHOU pelakIuu Halexalleld KINHUYeCKOU
MPAKTUKH, B YaCTU BCEX MOAPA3/esIOB, 3a UCKJIIOUEHHEM IOoZpasfiesia 1, B KOTOPOM IOHATUSA
pacnosiokeHbl B ajipaBUTHOM HOPSAJIKE.

Hacrosmue ITpaBusia moarorosyensl Ha ocHOBe ICH GCP - PykoBojcTBa o Hajjexalen
KJIMHUYECKOHN MPAKTHUKE, KOTOPOe sBjsAeTcsa AokyMeHToM E6 (R2) MexayHapo/THOTO coBeTa 10
TapMOHM3AIIUA TEXHUUYECKUX TpeOoBaHWN K (dapMameBTUUYECKUM IpernapartaMm i
MEANINHCKOTO IPUMEeHEHUS.

PazBuTue TeXHOJIOTUMI ¥ TIPOIECCOB VYIIPABJIEHUS PUCKAMU OTKDPbIBAeT HOBBIE
BO3MOKHOCTH TIOBBIIIEHUA 3(PPEKTUBHOCTH TMPOBEAEHUSA UCCIEIOBAHUN JIEKAaPCTBEHHBIX
IpernapaToB, MO3BOJIsIET CPOKyCHpOBaThCcs HAa Hambosee 3HAUMMBIX acrnektax. IIporpecc B
obJracTu JOKyMEHTUPOBAHUSA U IIPEJICTABJIEHUS PE3YJIbTATOB UCCIEA0OBAHUI B YACTH IEPEX07a
or mHpoOpPMaNUU Ha OYyMa)KHBIX HOCUTENAX B (OpPMAT 3JIEKTPOHHBIX JIAHHBIX O0Jeryaer
BHEJ[peHNEe COBPEMEHHBIX MOJX0/I0B. Hampumep, IeHTpaJIU30BaHHBIM MOHHUTOPUHT B
HACTOsSIIIlee BpeMs MOMKET JlaBaTh OOJIbIlle TIPEUMYINECTB U B OOJIBIIEM KOJIUYECTBE
uccnenopanuii. Hacrosue IIpaBuia O6bUIH JOTOJHEHBI, UTOOBI CIIOCOOCTBOBATH BHEAPEHUIO
YCOBEPIIIEHCTBOBAHHBIX U 0Oo0siee 3(PHEKTUBHBIX TMOAXOM0B K IUIAHUPOBAHHIO, MPOBEAEHUIO,
KOHTPOJIIO, JOKYMEHTHUPDOBAHUIO M IIPEJCTABJIEHUIO Pe3yJIbTaTOB HCCIEJOBAHUN IIpU
coxpaHeHHHU obecIleueHHs 3aIUThl CyOBEKTOB HMCCIIEAOBAHUA U JIOCTOBEPHOCTU Pe3yJIbTaTOB
uccaeaoBaHuil. YTOOBI yIydIIUTh Ka4ecTBO M 3 GEKTUBHOCTD UCCIIEIOBAHUN OBLTH OOHOBJIEHBI
TpeOOBaHUS K 3JIEKTPOHHBIM 3aITUCAM M OCHOBHBIM JIOKyMEHTAM.

Hacroamue IIpaBuna cBsA3aHbl ¢ akTtamMu opraHoB Coio3a B cdepe IpoBefeHUs
KJIMHUYECKHUX UCCIIEIOBAHUH.



YuuthpiBasg Ba)KHOCTh MoOAjep:kaHuUsA akToB opraHoB Coio3a B cdepe obOpareHus
JIeKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C COBPEMEHHBIMU MEKAYHAPOAHBIMH CTaHAAPTAMH,
Hacrosmue IlpaBuia ObUIM JIONIOJTHEHBI HA OCHOBE IIOCJIEZTHEH pelaknuu PykoBojacTBa 1O
Hautexkanied kinHndeckoi npaktuke ICH E6 (R2).

Hacrosmue IIpaBria HeoOX0AHMMO cOOJIIO/IaTh TIPU MTPOBEJEHUH JIFOOBIX HCCIIEIOBAHUN
JIEKapCTBEHHBIX IPernapaToB, JaHHbIE KOTOPBIX MPEJCTABJISIOTCA B YIIOJTHOMOYEHHbIE OPTaHbI
(PKCIIepTHBIE OPTAHU3AIINH) TOCY/IapCTB-UIEHOB.

HpI/IHI_[I/Il'IbI, YCTaHOBJIEHHBIE HACTOAIIUMU HpaBI/I.TIaMI/I, IIPUMEHUMbBI TAKXKE€ U K HMHBIM
KJIMHUYE€CKHUM HCCI€A0BAHUAM, KOTOPbIE MOIYyT OKa3daTb BJIMAHHE Ha 6e30macHOCTh U
6J1aror1011ytme YEeJIOBEKA, BBICTYIIAIOIIETO B KA4YECTBE CY6’I>EKTa Hccijaeg0oBaHuA.

Hacrosamue IIpaBuia noaiexar nepecMOTpY Ha PEryJspHON OCHOBE C YIETOM OIIbITa UX
IIPUMEHEHUs B TOCY/IapCTBax-uyjeHax, a TakKe B CIydae U3MeHEHUs MeXKIyHApOJHBIX HOPM
IIPOBEIEHU UCCIIeIOBAHUY (C BHECEHEM HeOOXOIMMbIX U3MEHEHU).

II. OcHOBHA4 YacThb

1. OnipeesnieHus

Jns uesnert Hactosmux [IpaBusI HCHOIB3YIOTCA HOHATHA, KOTOPhIE 03HAYAIOT CJIEYIOIIEE:

1.1. "aymut' (audit) - cucremaThyeckas W He3aBHCHMas IPOBEPKA OTHOCAIIMXCA K
HCCIEIOBAHUIO  JIEATEIBHOCTY U JIOKYMEHTAIldW, MPOBOAMMAS I  ITOATBEPIKIAEHUS
COOTBETCTBUS BTOH JIeATEJIbHOCTH, a TaKKe Ipoleayp cOopa, aHaiu3a U IIPeACTaBIECHUS
JIAHHBIX MPOTOKOJIY KJITHHHUYECKOTO UCCIEA0BAHUSA, CTAHAPTHHIM OIIEPAIMOHHBIM IIPOIEAypaM
CIIOHCOPA, HAJJIEeKAIlleH KIMHUYECKOU ITPAKTHUKE M IPUMEHUMbBIM TPeOOBaHUIM;

1.2. "Gnaromosyune cyObekToB wucciaemoBanusa (mamuentoB)" (well-being (of the trial
subjects (patients))) - ¢u3HUUECKOe W TCUXHMYECKOE 3I0POBbE CYOBHEKTOB, YJACTBYIOIIUX B
HCCJIeJOBAHUM;

1.3. "Opommopa wuccienoBarensa’ (investigator's brochure) - cBogHOe uU3NIOXKEHHE
KJIMHUYECKUX HW JOKJIMHUYECKUX JdaHHBbIX 06 ucciaeagyemMom JIEKapCTBEHHOM IIperapare,
OTHOCSIIUXCS K €T0 HCCIE0OBAHUIO C YYaCTHEM UeJIOBEKA B KauecTBe CyOheKTa UCCIIeI0BAHNS;

1.4. "Bayuaanus KOMIbIoTepu3upoBaHHbIX cucreM” (validation of computerized systems) -
nponecc YCTaHOBJIEHHMA KW AJOKYMEHTHPOBAaHUA (I)aKTa, CBUAETEJIbCTBYIOIIIETO O TOM, 4YTO
TpeOOoBaHUsA, IPEAbABIIAEMbIE K KOMIIBIOTEDU3UPOBAHHOU CHCTEME II0JIb30BATEJIEM, TIOCTOSTHHO
COOJIIOIAI0TCA ¢ MOMEHTA IIPOEKTUPOBAHUS 10 BHIBOJA KOMIIBIOTEPU3UPOBAHHOM CHCTEMBI U3
SKCIIyaTallul HWJIM IIEpE€XOoJZa Ha HOBYIO KOMIIBIOTEPDH3HMPOBAHHYIO CHCTEMY. HOI[XO,ZL K
BayinJailui KOMIIBIOTEPDU3HUPOBAHHBIX CHCTEM JOOJIZKEH OCHOBBIBATHCA Ha OIEHKE PHUCKOB,
KOTOpad YYUTBIBAECT Ha3HAYECHHE KOMHBIOTepHBHpOBaHHOfI CHUCTEMBI HN CHOCO6HOCTB 3TOH
CHUCTEMBI BJIUATDH HA 3allTUTY CY6'I)eKTOB U JOCTOBEPHOCTD PE€3YyJIbTaTOB UCCIE€JOBAHUA,

1.5. "muzaiin ucciaemoBanusa” (study design) - oOmuil IUIaH HCCIENOBAHUSA, OIHCAHUE
crocoba TPOBENEHHUs MCCIE€JOBAHUA B 3aBUCHUMOCTH OT OTOOpa U (OPMHPOBAHHA TPYIII
CyO'BEKTOB HCCJIEIOBAHIS, MACKUPOBAHUS TaHHBIX;

1.6. "moroBop" (contract) - JaTUpOBaHHOE U MOITHUCAHHOE COTJIAIIEHNE MEXK/Ty IByMS WU
0oJiee CTOPOHAMHM, KOTOPOE yCTAaHABJIUBAET JOTOBOPEHHOCTH, KacaloIl[ecs pacIipeneaeHus
ob0bpeMa paboT u 00s1I3aHHOCTEN IIPU IIPOBEJIEHUH KUCCJIEIOBAHMSA, a TaKKe IIPU HeOOXOUMOCTH



(l)I/IHaHCOBbIX BOIIPOCOB. OcHoBoOI A0OTOoBOpa MAOJIXKEH CIIYXKUTb IIPOTOKOJI KJIHMHHUYECKOTO
HCCIeJOBaHUA,

1.7. "moknuHmyeckwe wucciaenoBanusa” (nonclinical study)" - OGuomemuuHCKHE
HCCIIe/IOBaHUsI, IPOBOIUMbIE €3 yuacTHsl YeJIOBEKa B KAUeCTBe CyObeKTa UCCIIeIOBAHNS;

1.8. "nokymeHnTanpHbIA cen’ (audit trail) - mokymeHTaIus, MO3BOJIAIONAs BOCCTAHOBUTD
XOJI, COOBITHI;

1.9. "nokymenTanus" (documentation) - Bce 3amucu B J1t060# popMe (BKJIIOUAS 3aIMHCH HA
OyMa’KHBIX, BJIEKTPOHHBIX, MATHUTHBIX WJIA ONTHYECKHX HOCUTENAX, CKAHOTPAMMBI,
PEHTTEHOBCKHE CHUMKH, B3JIEKTPOKApJUOTPAMMBI M T.II.), KOTOpPble OIHCHIBAIOT JIHOO
PETUCTPUPYIOT METO/bI, OPTAHU3AIMIO U (MJIH) PE3yJIbTaThl UCCIIEIOBAHUSA, & TAKKE BJIHUSIOIINE
Ha HccylejoBaHue (PaKkTOphl U IPUHSITHIE MEPHI;

1.10. "3aBepeHHas komus" (certified copy) - xomus (He3aBHCHMO OT THUIIA HOCHTEJIS)
OPUTMHAJIBHOM 3alMCH, KOTOpas, Kak ObLIO TOATBEPKAEeHO (HampuMmep, JaTHPOBAHHOMN
MOAMKMCHI0 WM BaJUJAPOBAHHBIM IPOIECCOM CO3J[AaHUS KOIHU), COAEPIKUT Ty IKe
nHGOPMAIHI0, BKIIOYAs JaHHbIE, KOTOPbIE OMUCHIBAIOT KOHTEKCT, CO/IEP;KaHUE U CTPYKTYDPY,
YTO U OPUTHHAJIbHAS 3aIKCh;

1.11. "3aKJII0OYEHNE HEe3aBUCHMOIO STHUYECKOr0 KOMHUTeTa (COBeTa IO STHKE, KOMHCCUU I10
BorpocaM 3TuKH)" (opinion (in relation to Independent Ethics Committee (Ethical Council))) -
JIOKYMEHT B MHCbMEHHOH (GopMe, KOTOPBIH COAEPIKUT 3aK/II0ueHre W (MIM) peKOMeHAAIuu
HE3aBHCHMOTO 3THUYECKOT0 KOMUTETA OTHOCUTEIHHO YIACTHS YeIOBEKA B UCCIEOBAHUN;

1.12. "3akoHHbIU npezcraButens’ (legally acceptable representative)” - ¢pusnueckoe mwim
IOPUINUECKOe JIUIO JIMOO0 WHON CyOBeKT IpaBa, MMeWIWe B CWIy 3aKOHA IPaBO /1aBaTh
corylacue Ha y4JacThe B KJIMHUYECKOM HCCJIEJOBAaHUU OT UMEHHU IMOTEHIUAJLHOTO CyOheKTa
HCCIIE/IOBAHUS;

1.13. "unenTudUKAIMOHHBIN KOJl cyObekTa" (subject identification code) - yHUKabHBII
KOJl, TIPFICBAaUBAEMbBIA HCCJIEIOBATETIEM KaXKIOMY CYOBEKTY HCCIIEOBAHUA JJIA OOecrieuyeHust
KOHQUIEHIIHAIHPHOCTH €ro JIMYHBIX JIAHHBIX U HCIOJIb3yeMBIH BMECTO HMEHHU CyOBeKTa
WCCJIEJIOBAHUSI B OTYETaX II0 HEXKEJATEJIbHBIM SABJIEHUAM U (WIM) JPYTHX JIJaHHBIX,
OTHOCSIIUXCA K UCCIIE/IOBAHUIO;

1.14. "uHauBUAyanabHas perucrpanuonHas kapra", "PK" (Case Report Form, CRF) -
JIOKyMEHT Ha OyMa’KHOM, 3JIEKTPOHHOM HWJIA ONTHYECKOM HOCHUTEJE, NMpeJIHa3HAYeHHBIN I
BHECEHUs BCEU MPEAYCMOTPEHHOHN MPOTOKOJIOM KJIMHUYECKOTO HCC/IEOBAHUSA U IOJIeKaIen
repeiaue CIIOHCOPY MH(OPMAaIINH 110 KaXKAOMY CyOBEKTY UCCIE0BAHUS;

1.15. "wHcnekiusa (mpoBepka)" (inspection) - gelicTBHE YIOJHOMOYEHHOTO OpraHa,
3aKJIIOYAIOIIeecss B IPOBEAEHUN OMUIIMATIBHON MPOBEPKU JIOKYMEHTOB, WHQMPACTPYKTYPHI,
3amucei, coryiameHud 006 obecrieueHUM KayecTBAa U JIIOOBIX JIPYTHX HCTOUHUKOB, KOTOpBIE
pACIIEHHBAIOTCA YIOJTHOMOYEHHBIM OPTaHOM KaK OTHOCAIIUECS K HCCJIEOBAHUI0O U KOTOPBIE
MOTYT OBITH PaCIIOJIOKEHBI B HCCJIEA0BATEILCKOM IIEHTPE, Ha OOBbEeKTax cIoHcopa W (mJim)
KOHTPAKTHOM HCCJIE/IOBATETLCKON OpPraHU3aly WA B JIDYTUX OPTaHU3AlHAX, KOTOPHIE, IO
MHEHUIO YIIOJTHOMOYEHHOTO OpraHa, TpeOyIOT HHCIIEKTUPOBAHUS;

1.16. "undopmupoBannoe coriacue" (informed consent) - mporecc 106POBOJIBHOTO
MIO/ITBEPKAEHUS CYOBEKTOM CBOErO COIJIACHS HA YYacTHe B KOHKPETHOM HCCJIEZIOBAHUU IIOCTIE
nonydeHuss uHpopManuu 000 BCeX 3HAUUMBIX /I INPUHATUA UM pelIeHus acneKTax



nccseoBanus. VIHGOpPMUPOBaHHOE coryiacre JJOKYMEHTHPYeTCS IOCPEICTBOM IOJMHUCAHUA U
natupoBaHus ¢GopMbl THPOPMUPOBAHHOTO COTJIACHS;

1.17. "uccnenoBatens” (investigator) - dbu3mMyeckoe JIUIO, OTBEYAIOIee 3a IPOBEIEHUE
HCCJIEJIOBAHUSI B HCCIEIOBATEIBLCKOM IleHTpe. B cIydyae MpOBeEHUsA WCCIEJOBAaHUS B
HCCIJIEJIOBATEIbCKOM IIEHTpe TPYIIONH JIUI, HCCIeoBaTesieM (TJIaBHBIM KCCIIEIOBATETIEM)
SIBJISIETCS PYKOBOJUTEJb TPYIIIIHI;

1.18. "ucciemoBarenb-koopauHatop” (coordinating investigator) - wucciemoBaTesb,
OTBEYAIOIIMI 3a KOOPAMHAIMIO JIEATEJTHHOCTH WCCIIEZ0OBATEIeH BCEX HCCIIe0BATEILCKUX
I[EHTPOB, YIACTBYIOIINX B MHOTOIIEHTPOBOM KJIMHHYECKOM HCCJI€ZIOBAHNH;

1.19. "uccienmoBaresnb (MemunuHCKas opraHuzanusa)” (investigator (institution))”
uccieoBaTesib M (WIM) opraHusarus (B 3aBHCHUMOCTH OT IIPUMEHMMBIX HOPMATHBHBIX
TpeboBaHUM);

1.20. "uccienoBaTtesbckuii 1eHTp" (trial site) - ¢axkTHueckoe MecTO TIPOBeEHUA
HCCJIE/IOBAHUS;

1.21. "HccenyeMbli JiekapcTBeHHbIM mpemnapar” (investigational medicinal product) -
JIEKApCTBEHHBIH TIpemapaT, KOTOPBIH B WCC/IEJOBAHHUU IIOJBEPTAETCA WCIBITAHUIO WJIH
IpUMeEHsIeTCSl JUIsl CpaBHEHHs, BKIouas Iutanebo, B TOM 4YHCIE 3aperdCTPUPOBAHHBIN
JIEKapCTBEHHBIM mpenapar (B cjiyyae, eCJIH €ro Crnocod MpUMEHEHHUs OTINYAeTcs OT
YTBEPK/IEHHOTO, a TaK)Ke IIPU ero UCIOJIb30BAHUH 110 HOBOMY TIOKa3aHHIO VJIH JIJIS TTOJIyYeHUsI
ZIOTIOJTHUTEIFHOM HH(POPMAIUH 110 YTBEPIKIEHHOMY [TOKa3aHUI0);

1.22. "kimHn4ueckoe uccienosanue” (clinical trial) - sr060e vccenoBaHMe, TPOBOIUMOE C
yJacTHEM YeJIOBEKa B KaUeCTBe CyO'heKTa JIJIsl BBISIBJIEHUS WJIH TIOATBEPIKIACHUA KIMHUYECKUX U
(mwnu) dapmakosiornueckux 3¢h@EKTOB HCCIeyeMbIX IIperapaToB, W (WJIK) BbIABIEHHUSA
HEe’KeJIaTeJIbHBIX PEeakIMi Ha HCCIe[yeMble Mpernaparbl, U (WIH) U3YUYEeHHS WX BCACHIBAHWS,
pacripejiesieHus1, MeTaboJIM3Ma U BBIBEJAEHUS W3 OpPraHM3Ma YeJjloBeKa C IIeJIbI0 OIEHKH HX
6esomacHocTy U (Mn) 3 GHEKTUBHOCTH;

1.23. "KOHTpaKTHAs HCCJIeZoBaTesIbckas opraHusanusa” (contract research organization,
CRO) - pusmueckoe JIUIO WK OPraHU3aNUs (KOMMepUecKasi, HayYHO-HCCIeI0BATEIbCKAS WU
WMHas), KOTOpas B paMKaxX JIOTOBOPA CO CIOHCOPOM BBINOJIHSET OJHY WU 0oJjiee U3 €ro
obs13aHHOCTEN U (DYHKITUH, CBSI3aHHBIX C IIPOBE/IEHUEM KIMHUYECKOTO UCCIIEIOBAHUS;

1.24. "koHTpOJIb KauecTBa" (quality control, QC)" - MeToAbI U MePHI, ABIAIONIHECT YACTHIO
CUCTeMBI 0OecIieyeH!s KaueCcTBa U UCIIOJIb3yeMBbIE /IJIsl IPOBEPKHU COOTBETCTBUSA BBIIOJHIEMBIX
IIPY IIPOBEJIEHUH HCCIIEIOBAHUS IPOIEAYP IIPEXBIBIIIEMBIM TPEOOBAHUAM K UX KAYECTBY;

1.25. "koHdwuzennmanbHocTh'  (confidentiality) - coxpaHeHue B  TaiiHe OT
HEyTOJITHOMOUYEHHBIX JII HWH(pOpManuu, IpUHAAJIEKAIed CIIOHCOPY, WiId WHOOpMAIUH,
MTO3BOJIAIOIIEN HAEHTU(PUITUPOBATDh CyObeKTa HCCIeIOBaHUA;

1.26. "koopauHarUoOHHBIH KomuTer" (coordinating committee) - KOMHUTET, KOTODBII
MOKeT OBITh OPraHW30BaH CIOHCOPOM /IJIi KOODAWHAIIMU IIPOBEIEHUsS MHOTOLIEHTPOBOTO
KJIMHUYECKOTO UCCJIe/IOBAHNA;

1.27. "megunmHckas opraHuzanusa”  (institution (medical)) -  opraHuzanus
37IpaBOOXpaHeHNsA (BHE 3aBHCHMOCTH OT €€ OpraHU3aIl[MOHHO-NPaBOBON (OpPMBI), B KOTOPOM
IIPOBO/IUTCS KJIMHUUECKOE HCCIeIOBAHUE;



1.28. "MHOTOIIEHTPOBOE KJIMHHUUYECKoe ucciaemoBanue” (multicentre trial) - ximHUYeckoe
HccesIeIoBaHKe, IPOBOAUMOE TI0 €JMHOMY IIPOTOKOJIY 60JIee UeM B 1 UCCJIE/IOBATEIHCKOM IIEHTPE
U OoJiee UeM 1 HUCCIJIEOBATEIIEM;

1.29. "MOHUTOPHUHT" (mMonitoring) - /1eATeTbHOCTbD, 3aKIIOYAOIIASACI B KOHTPOJIE 32 XOI0M
KJIMHUYECKOTO MCCIeI0BaHMA, 0OECIIEeueHHH ero MPOBe/IeHNsI, cOOpa JaHHbBIX U MIPE/ICTABIEHU
pe3yJIbTaTOB B COOTBETCTBHH C IMPOTOKOJIOM KJIWHHYECKOTO HCCJIE/IOBAHUS, CTAHAPTHBIMU
OTIEPAIIHOHHBIMU IIPOIIElypaMU, HaJJIeXkKaIed KIMHUYECKOH MPaKTUKOW W IPUMEHHMBIMHU
TpeOOBaHUSIMU;

1.30. "Hamiexxkamasa kinHWYeckasa mnpaktuka' (Good Clinical Practice; GCP) - cBox
STUYECKUX U HAyYHBIX TpeOOBAaHMH K IUIAHUPOBAHUIO, IIPOBEJEHUIO, pean3allui,
MOHUTOPHHTY, ayJIuTy, JJAOKYMEHTHPOBAHUIO, AHAIN3Y U IPEACTABJIEHHUIO Pe3YJIbTaTOB
KJIMHUYECKHUX UCCIIEZIOBAHU, 00eCIIeUNBAOIIUX 3aIKUTY MpaB, 6€30TMacHOCTH U 0JIaroIo Iy dnst
CYyOBEKTOB HCC/IEIOBAHUS U MOJIyUeHHE B paMKaX KJIMHUYECKOTO HCCIE0BAHUs HAJEKHBIX U
JIOCTOBEPHBIX IAHHBIX;

1.31. "HekeslaTeIbHAA peaknus" (adverse reaction) - OTHOCHUTEJILHO
MPEIPETUCTPAITMOHHOTO KJIMHHUYECKOTO IPUMEHEHHSI HOBOTO JIEKAPCTBEHHOTO IIpelapara Wid
€ro MpUMeHEHHS 10 HOBBIM IMOKa3aHUSIM, OCOOEHHO, €CJIM TepaleBTUYeCKHe JI03bl TOUHO He
YCTAaHOBJIEHBI - BCE HETaTHBHBIE pEaKINH, CBA3aHHbIE C IPUMEHEHHEM JII00OH JI03BI
JIEeKapCcTBeHHOTO mpemnapara. [Ipu 3ToM TepMHuH "cBsi3aHHasi C IPUMEHEHUEM JIEKapCTBEHHOTO
mpermapaTta’ O3HayaeT, YTO CYIIECTBYeT XOTsI Obl MHUHHMAaJIbHAs BO3MOYKHOCTh HAJTUYMS
MIPUYHHHO-CJIEICTBEHHON CBSA3M MEXKAY JIEKAPDCTBEHHBIM IIPENapaToM U HelKeJIaTeIbHbIM
sIBJIEHUEM, TO €CTh B3aMMOCBs3b He HCKJIIoUueHa. [[11 3aperucTpUpOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB TOJ] HeKeJaTeJIbHOW peakIueldl IOHMMAaercs Jirobas HeraTUBHas peakIlus,
CBsI3aHHAs C IPUMEHEeHHEeM JIEKApCTBEHHOTO IIpelapaTa B OOBIYHBIX /103aX, UCIIOJIb3yEeMbIX JIJI
NpoPUIaKTUKN, AHATHOCTUKU WM JiedeHHs 3a00JieBaHUM, a TakKe /I U3MeHEHHUs
¢pusznomornueckux QyHKIUM;

1.32. "HexkesaresibHOe siByieHUe" (adverse event) - yir060e He6IarONMPUATHOE H3MEHEHNE B
COCTOSTHUM  3JI0POBbSI  MallMeHTa WJIM CYObEeKTa HCCJIeJIOBAHUs, KOTOPOMY BBeJleH
JIEKAapCTBEHHBIN TIpenapar, He3aBHCUMO OT MPHUYUHHO-CJIEJACTBEHHOU CBSA3HM C €ro
npuMeHeHueM. HekenaTeslbHOE ~— sIBJIEHWE  MOJKET  IPEJCTaBJATH  coboil  Js1roboe
HebJIaronpHUATHOE U HelpeITHaMepeHHOe N3MeHeHre (HalpuMep, OTKJIOHEHHE J1ab0paTOPHOTO
IoKazaTesid OT HOPMBI), CHUMITOM WM 3a0oJieBaHUE, BpPeMsi BO3HUKHOBEHHs KOTODPBIX He
HCKJII0YaeT MPUYNHHO-CJIEJICTBEHHOH CBSI3U C IPUMEHEHHEM JIEKAPCTBEHHOTO Mpernapara (BHe
3aBUCUMOCTH OT HAJIMYHUSA WIH OTCYTCTBUS B3aMMOCBSI3M C IPHMEHEHHEM JIEKapCTBEHHOTO
rpenapara);

1.33. "He3aBUCHUMBIN KoMHuTeT 110 MoHuUTOpHUHTY MaHHBIX', "HKM/[" (Independent Data-
Monitoring Committee, IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data
Monitoring Committee)) - He3aBUCUMBIA KOMHTET, KOTOPBIA MOKET OBITH 00pa3oBaH IO
WHULMATUBE CIIOHCOpA JyId IEePUOAWYECKOTO0  PACCMOTPEHUs XOZa  KJIUHUYECKOTO
HccIeIoOBaHUsA, JAHHBIX 10 6e30MacHOCTH U (WJIM) OCHOBHBIX IapaMeTpoB 3¢ @deKTuBHOCTH, a
Tak>Ke /I BBIPAOOTKM pEKOMEHJAIUU JJIs CIIOHCOpa O I1es1ecO00pa3HOCTH IPOAOJIKEHUs,
IpeKpaleHus NCCaeI0BaHNSA WU BHECEHHUA B HETr0 N3MeHEeHUH;

1.34. "HezaBUcHMBIN dTUueckuit komuret', "HOK" (Independent Ethics Committee, IEC) -
HE3aBHUCHUMBIN oOpraH (SKCHEPTHBI COBET WIM KOMHTET, JIeUCTBYIOIIUA Ha YpOBHE
OpraHU3aINH, PETHOHAJIFHOM, HAIHOHAJIBHOM WJIH MEXIYHAPOJHOM YPOBHE), COCTOSIIHNHN U3
MEIUIIMHCKUX PAOOTHUKOB, a TaKXKe JIUI, HE MMEION[UX OTHOIIEHUs K MEAUIINHE, KOTOPBII
obecrieurBaeT 3alUTy IIpaB, 0e30mMacHOCTH U OJaromosiyuus CyOBEKTOB HCCJIEIOBAHUA U



BBICTyIaeT JyiAd oOIecTBa TapaHTOM TAaKOHM 3alUThl, B YACTHOCTU IIyTEM pPAaCCMOTPEHMU,
yTBepxkJeHusa  (omoOpeHUs) TMPOTOKOJA  KJIMHUYECKOTO  HUCC/IeZIOBAaHUSA, KaHAWAATYP
HcCIIeZIoBaTeNIe, HCC/IeIOBATEIbCKUX LIEHTPOB, a TaKKe MaTepHaJloB U METO/OB, KOTOpHIE
[IpeAToJIaraeTcss HUCIOIb30BaTh I IOJIyYeHHUS U JIOKyMEHTHPOBAHUA WHGOPMHUPOBAHHOTO
cortacus cyOBEKTOB uccyiejoBaHusA. [IpaBoBo craTryc, cocTaB, (PYyHKIIMU U MOPAAOK pabOThHI
HE3aBUCUMBIX OJTHYECKUX KOMHUTETOB, a TaKKe IPUMEHHUMble K HHUM TpeOOBaHUS MOTYT
passuyaThCcsa B Pa3HBIX TOCy/apcTBax-uieHax, TeM He MeHee HIOK nomkHbI QyHKIIMIOHIPOBATH
B COOTBETCTBUU ¢ HacToAmumu [TpaBuiamuy;

1.35. "He3aMHTepecOBaHHBIHN cBU/eTeNb" (impartial witness) - dusnueckoe U0, KOTOPOE
HEIIPUYACTHO K TPOBEJIEHUI0 KJIMHUYECKOTO HCCJIEIOBAaHUs, HAa KOTOPOE He MOTYT OKa3aTh
JlaBJieHUe YYAaCTHUKHM KJIUHUYECKOTO WCCJIEZIOBAHUS U KOTOPOE B CJIydae, €CJIH CYObeKT
WCCJIEIOBAHUS WM €ro 3aKOHHBIA IPEJICTABUTEIh HE YMEIT WJIM He CIOCOOHBI YUTATh,
MIPUCYTCTBYET BO BpeMsI OJIyYeHHsI NHPOPMUPOBAHHOTO COTJIACHS, & TAKXKE 3aUUTHIBAET TEKCT
“H(POPMUPOBAHHOTO COTJIAacUsl U JII0Oble APYyTHe MPEeAOCTaBJisieMble CyOBEKTY HCCIIeOBAHUS
MHUChMEHHBbIE MaTEPUAJIbI;

1.36. "Hemnpe/BUIeHHAsT HexKesaTesbHast peaknusa” (unexpected adverse drug reaction) -
He)KeJlaTeJIbHasl PeakIus, CYIIHOCTh WIH TSKEeCTh KOTOPOH He COTJIacyeTcsi ¢ W3BEeCTHOH
uH(popMaIell 0 JeKapCTBEHHOM Ipenapare (HampuMep, ¢ OPOIIIOPON HCCIeA0BaTeNs s
HEe3aperuCTPUPOBAHHOTO HCCJIEAYEMOTO TperapaTa WA ¢ HHCTPYKIMEH IO MeTUIMHCKOMY
IPUMEHEHUI0 (JIMCTKOM-BKJIAJIbIIEM) JIMOO OOIEHd XapaKTEPUCTUKOW JIeKapCTBEHHOTO
mpernapara Jijisi 3aperucTpUPOBAHHOTO IIperapara);

1.37. "obecnieuenue kadectBa" (quality assurance, QA) - COBOKYITHOCTb CUCTEMATHYECKUX U
IJIAaHOMEPHBIX JIEHCTBUM, [1EJIbI0 KOTOPBIX SIBJISETCS 0OecrieueHrne COOTBETCTBUS TPOBOAMMOTO
HCCIIeIOBaHUsl, cOOpa, PErucTpalliy U TPEeZCTaBIeHUs JAHHBIX HaJUIelKalleld KIMHUYECKOU
[IPaKTHKe U IPUMEHUMBIM TPeOOBaHUAM;

1.38. "omobpenue »skcrepTHOro coBera opraHuzanuu' (approval (in relation to
Institutional Review Boards))" - 3akioueHve, IPUHATOE SKCIEPTHBIM COBETOM OPTaHH3AIUH,
moATBepKAaroee  (GakT IMPOBENEHHS OKCIEPTU3bl KJIMHUYECKOTO HCCIEIOBAHUA U
SIBJIAIONNEECS pa3pelleHreM Ha ero IpOBeJileHWe B JAHHOUW OPraHU3aIllid B COOTBETCTBHUH C
vHCTpyKIuAMH JCO, HOPMATHUBHBIMU JOKYMEHTAMH MEJUIIMHCKON OpTraHHU3aIlud, a TaKKe
HaJUIexkallel KIMHUYeCKOU MPaKTUKON U IPUMEeHUMbIMU TpeOOBaHUAMU;

1.39. "ocHoBHBIe MOKyMeHTHI' (essential documents)" - [HOKyMEHTBI, KOTOpBIE B
COBOKYITHOCTH WJIH IO OTJEJIHHOCTU MO3BOJIAIOT OIEHUTH XOJ| KJIMHUYECKOTO HCCJIEZIOBAHUS U
Ka4eCcTBO MMOJTyYeHHBIX JaHHBIX;

1.40. "oTuer MoHHTOpPA" (Monitoring report) - TUChMEHHBIH OTYET MOHUTOPA CIIOHCODPY
IocJIe KaK/I0TO BU3HUTA B MCC/IEA0BATEIHCKUN IEHTP U (MJIM) KOHTAKTa C MCCJIEAOBATEISIMU B
COOTBETCTBUU CO CTAHIADTHBIMH OIIEPAIIHOHHBIMH MPOIIEAYPAMU CIIOHCOPA;

1.41. "oTuer 06 ayaute" (audit report) - 3axIrOUeHUe B MUCHbMEHHOH (dopMe ayauTOopa
CIIOHCOpA O pe3yJIbTaTax ayJuTa;

1.42. "oTueT 0 KIUuHUYecKoM uccaenaoBanuu” (clinical trial (study) report) - obopmitenHOE
B IMCbMEHHOM BHJIe OIMCAHNEe KJIMHUYECKOTO MCC/IeIOBAHUSA KAKOT0-JIU00 TepareBTUIYECKOTO,
NpopUIAKTUYECKOTO WM JUAarHOCTUYEeCKOIO CpeZicTBa € Y4acTHEM YesJoBeKa B KauyecTBe
cyObeKTa UcCIeloBaHUsA, O0BeIUHAIOIee KINHUYEeCKOe M CTaTUCTUYECKOe OIMCAHUA,
IIpe/ICTaBJIeHNE IAHHBIX U UX aHAJIN3, COCTABJIEHHOE B COOTBETCTBUU C TPEOOBAHUAMHU COTJIACHO
npwio:xkeHuo N 1 k HacroawuM [Ipasunam u nozpaszgesiom 5 paszaena I npuinoxenusa N 1 k



[IpaBwiaM perucrpanyii M SKCHEPTU3BI JIEKADCTBEHHBIX CPEJCTB JUJIA MEIUIIMHCKOTO
IIpUMeHeHus, yTBep:K/ieHHbIM Pemenuem CoBera EBpasuiickoil 5KOHOMHUECKOH KOMUCCHU OT
3 HOsA6OpPs 2016 T. N 78, Ipu cCONMPOBOK/IEHUH 3asIBJIEHUS O PerHUCTPallNH;

1.43. "mepBUYHAs JOKyMeHTamusA', "OPUTMHAIbHbIE MeAuIMHCKHe 3amucu’ (original
medical record (source documents)) - HCXOZHbBIE IOKYMEHTHI, IAaHHbIE W 3amucH (HalpuMep,
uctopur 0oJIe3HU, aMOyJIaTOpHBIE KapThl, J1aOOpaTOPHbBIE 3alKCH, 3aMETKH, JTHEBHUKHU
CYObEKTOB  HCCJIEIOBAHMS, BOIPOCHUKHU, JKYPHAJIbI BbIZJAUH MEJUKAMEHTOB, 3allHCH
aBTOMATHUYECKUX YCTPOMCTB, BepU(UIIMPOBAHHBIE W 3aBEPEHHbIE KOIHU WM BBIIUCKH,
MuUKpoduUIHd, (POTOHEraTUBBI, MHUKPOIUIEHKH WM MATrHUTHbIE HOCUTEIH, PEHTTEHOBCKUE
CHUMKH, JIIOObIE 3alMCH, OTHOCAIIMECA K IMAI[UeHTy, B TOM YKCJIe XPaHSIIHECS B alTekKe,
JIabopaTopuAXx MW  OTAEJEHUAX HHCTPYMEHTAJIbHOH JUArHOCTUKH, HCIOJb3yeMbIX B
KJIMHAYECKOM HCCJIEJIOBAHNM);

1.44. '"nepBuuHble nmaHHbIE" (source data) - wuHpoOpmamus, cojeplkamiascs B
OPUTHHATBHBIX MEAUITUHCKUX 3AIUCAX U X 3aBEPEHHBIX KOIUSIX, O PE3YJIbTaTaX KIHNHUYECKUX
HaboIeHui, OoOC/IeIoBaHUI W JPYrod JesTeIbHOCTU, IIO3BOJISIONIAA BOCCO3/ATh XOJT
KJIMHUYECKOTO HCCJIEIOBAHUA U OIEHUTDH €ro. IlepBUUHbIE JAHHBIE COJIEPKATCS B IEPBUYHOMN
JOKyMeHTanuu (MOJTMHHUKAX UIH UX 3aBEPEHHBIX KOIHAIX);

1.45. "mwiaHn MoHuTOopmHra" (monitoring plan) - JAOKyMeHT, KOTOPBIA OITUCHIBAET
CTpATEeTHio, MeTOJIbl, paclpeziejieHne o00si3aHHOCTEH u TpeOOBaHWS K MOHUTOPUHLY
KJIMHIYECKOTO UCCIIeIOBaHUA;

1.46. "mompaBka K mpotokosy' (protocol amendment) - odpopMyIeHHOE B MHCHMEHHOM
BUJle OINCAHME H3MEHEHHH Win O(QHUIHaIbHOE Ppa3bsSCHEHHE IPOTOKOJIA KIUHUYECKOTO
HCCIIE/IOBAHUS;

1.47. '"npemapar cpaBHeHus" (comparator (product)) - wuccimemyembrii WM
3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpernapaT (aKTUBHBIA KOHTPOJb) Jmbo 1wanebo,
HCII0JIB3yeMbIE JIJIsI KOHTPOJIS B KJIMHIHYECKOM HCCIIEZIOBAaHUH;

1.48. "mpumenumble TpeboBanus" (applicable regulatory requirement(s)) - akrsl,
cocraBysaomue npaBo Coro3a U 3aKOHOJIATETBCTBO T'OCY/IAPCTB-WIEHOB B cdepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, PETYJINPYIOIIHE TPOBe/IEHNE KIIMHUYECKUX UCCIIEIOBAHU;

1.49. "IPOMEXYTOUHBIA OTYET O KJIMHUYeCKOM uccienoBanuu’” (interim clinical trial
(study report)) - oT4er O HPOMEKYTOUHBIX pe3yJbTaTaX M HUX OIEHKE, OCHOBAHHBIM Ha
IIPOBE/IEHHOM B XO/I€ KJIMHUYECKOTO HCCIIE0BAHNS aHAIN3E TAHHBIX;

1.50. "IIPOTOKOJI KJIMHUYECKOTO uccaenaoBaHusa” (protocol) - TOKyMeHT, OIMCHIBAIOIIUN
I[eJM, JAW3alH, METOJIOJIOTHIO, CTAaTUCTHYECKHWE METOAbl M OPraHU3aIl[UI0 HCCJIEI0OBAHMUA.
[ToMuMO 5TOTO, TPOTOKOJI KJIMHUUYECKOTO HCCIIEA0BAHIUSA OOBIYHO COIEPKUT IIOJTyYeHHbIE PaHEE
JTaHHbBIE ¥ 00OCHOBAHUE HCCIIEIOBAHUS, OHAKO 3Ta MHGOPMAIIH MOKeT ObITh IIPE/ICTaBIEHA U
B JIDYTHX JOKYMEHTaX, Ha KOTOpPbIE CChLJIAETCS IPOTOKOJI KJIWHHYECKOTO HCCJIEI0OBAHMA.
[MTpumeHUTeNPHO K HacroAmMM IIpaBuiaM HOHATHE "TPOTOKOJ' BKJIIOYAeT B cebs Kak Bce
MIOCJIEAYIOIIVE BEPCUU ITPOTOKOJIA, TAK U IIONPABKU K HEMY;;

1.51. "mpsamoi goctyn” (direct access) - paspeliieHre Ha IPOBEPKY, aHAIN3, BepU(PUKAIUIO
U KONUPOBaHHE JIIOOBIX 3allMCEll M OTYETOB, HEOOXOAWMBIX JI OIEHKH KJIMHUYIECKOTO
ucceioBanuA. JIuia, WMeoIUe MpaBo MPSAMOTOo JocTyna (HampuMmep, IIpeACTaBUTENN
YIIOJTHOMOUYEHHBIX OPTaHOB TOCYIaPCTB-WIEHOB WM YIIOJITHOMOYEHHBIX OPTAHOB TPETHUX CTPAH,
MOHUTOPHI ¥ ay/INTOPHI CIIOHCOPA), I0JKHBI IPUHUMATh BCE Pa3yMHbI€ MEPHI JIJIs1 COOJTIOZIEHUS



MIPUMEHUMBIX HOPMATHBHBIX TPeOOBaHWH IO 3aIlluTe KOH(PHUAEHIIMATBHOCTH WHOOPMAIUH,
MTO3BOJIAIOINIEN HAEHTU(PUIIPOBATh CyOBEKTOB, U HHGOPMAIINHU, TPUHA/JIEKAIIEN CIIOHCOPY;

1.52. "pammommszarnus' (randomization) - mpomecc pacmpenesieHus CyOBEKTOB
WCCJIEIOBAHUS TI0 TPYIIIaM JIeYeHHUs WIN KOHTPOJIA CJIydalHbIM 006pa3oM, MO3BOJIAIONIUAN
CBECTH K MUHUMYMY CyO'b€KTUBHOCTb;

1.53. "pyTuHHas KJIWHHYecKas mpakTuka' (routine clinical practice) - mrabsioHHBIE
(OmHOTHUIIHBIE) MEIUIIMHCKUE TUATHOCTUYECKHE W JieUeOHbIe IMPOLEAYPhl, TEXHOJIOTUU WU
MEPOIIPUATUS, KOTOpPble BBINOJIHAIOTCA Ui JAHHOW TPYIIbl IAIIeHTOB WX JaHHOTO
CTaHJ]JapTa OKa3aHUsA METUIIMHCKON TIOMOIIH;

1.54. "ceprudukar ayaura" (audit certificate) - mOKyMeHT, cocTaBJIeHHBIH ayJUTOPOM B
MO/ITBEPIKeHUE (PaKTa IPOBEIEHUs AyIUTA;

1.55. "cepbe3HOe HelKeJlaTeJIbHOe sBJIeHHe', 'cepbe3Has He)KeJaTeJbHasA peakiusa”
(serious adverse event; SAE or serious adverse drug reaction; serious ADR) - HeG1aronpusaTHOe
MEUIIMHCKOEe COOBITHE, KOTOpO€ BHE 3aBHCHMOCTH OT /03Bl JIEKAPCTBEHHOTO IIperapara
IIPUBEJIO K CMEPTH, IIPEJICTaBIIAEeT cOO0M yrpo3y I KU3HU, TpeOyeT TOCIIUTAIN3AINH I ee
IIPOJIIEHUs], IIPHUBEJIO K CTOMKOMN WM 3HAYUTEIbHON HETPYAOCIOCOOHOCTH WJIM WHBATHIHOCTU
WJIY TIPEJICTaBIIsAeT COOOU BPOK/IEHHYI0 aHOMAJIUIO (BPOXKAEHHBIN IOPOK PA3BUTHA) U CBEJIEHUS
0 KOTOPOM IIPEZICTABJISAIOTCSA B COOTBETCTBHUU C IyHKTOM 1.2.1 IprutokeHus: N 11 K HaCTOSIIUM
IIpaBuiam;

1.56. "cienoit metoy (mackupoBka)" (blinding (masking)) - Meroz, npu NpuMeHeHUU
KOTOPOTO OJTHOH WJIM HECKOJIPKUM YYacCTBYIOIIMM B KJIMHUYECKOM HCCJIEJIOBAHUM CTOPOHAM
HEM3BECTHO, KaKOe JieueHHe Ha3HaueHO CYObeKTy HCCIeoBaHHuA. IIpoCTOd ciernol MeTon
MpelyCMaTPUBAeT HEOCBEAOMJIEHHOCTh CYO'BEKTOB HCC/IEIOBAHUS O HAa3HAUYEHHOM UM BUJIE
JIeYeHHsI, B TO BPEMs KaK JIBOMHOU CJIEIION METO/I IO pa3yMeBaeT HEOCBEJOMIIEHHOCTb B 3TOM
CyObEKTOB HCCJIEJIOBAHUSA, HCCIeN0BaTesiell, MOHUTOPOB M B HEKOTOPBIX CJIydasX JIHII,
BBITOJTHAOIINX CTATUCTUYECKYIO0 00PabOTKY IAaHHBIX;

1.57. "cobsroneHue TpeOGOBaHUN (MMPUMEHHUTEPHO K KJIMHUYECKUM HCCIIEIOBAHUAM)"
(compliance (in relation to trials)) - cooTBeTcTBHMe BCeM CBSI3aHHBIM C KJIWHUYECKUM
HceeloBaHUEM TPeOOBaHUAM, HaZJle)Kalled KJIMHUYECKOH MPAKTUKE W WHBIM IMPHUMEHHUMbBIM
TpeOOBaHUAM;

1.58. "couccienoBaTtenb (subinvestigator)" - 10001 4WIeH HMCCJIEZIOBATEIBCKOTO
KOJUIEKTHBA, Ha3HAYEHHBIN HCcile/joBaTesieM U (WMIM) OCYIIECTBIISIONUH IO/ €r0 KOHTPOJIEM
3HAUYUMBbIe IPOIEAYPHhl KIMHUYECKOTO HCCIENOBAHUSA B HCCIEAOBATEILCKOM IeHTpe W (WJIn)
MPUHUMAIONUN Ba’KHbIE peEIeHNs, CBsA3aHHBIE C WCCIeJOBaHHEM (HampuMep, HWHTEPH,
OPAMHATOP, HAYYHBIN COTPYAHUK);

1.59. "cmoHcop" (sponsor) - (Qu3nueckoe WIN IOPUIUYECKOe JIUI0, OTBeYalollee 3a
WHUIIUAUIO, OpraHUu3alnuio U obecreueHue (I)I/IHaHCI/IpOBaHI/IH KIIMHUYECKOI'0 NCCJIeJOBAaHUA,

1.60. "cmoHcop-ucciemoBaTesnas” (sponsor-investigator) - ¢usmyeckoe JUNO, KOTOPOE
CaMOCTOSITEJTPHO WJIM COBMECTHO C JAPYTHMMHU JIUIIAMUA HHUIUUPYET U MPOBOIUT KIUHUYECKOE
HceIeIoOBaHUe U IO/ HEMOCPEACTBEHHBIM PYKOBOJICTBOM KOTOPOTO HCCJIEYEMBIH Ipernapar
b0 HaszHavaeTcdA, JUOO BBIIAETCA CYOBEKTY UCC/IeIOBaHUsA, JHOO IPUHUMAETCA UM.
O0s3aHHOCTH CIIOHCOPA-HCCIIEI0BATENSA BKIIOYAIOT B ceOs1 00A3aHHOCTH KaK CIIOHCOPA, TaK U
HCCIIeI0BaTe s,



1.61. "cranmapTHbIe oneparronHbie mpoueaypsr”, "COII" (standard operating procedures;
SOPs) - mojapoOHBbIe THCbMEHHBbIE WHCTPYKIUH, IIPeJHA3HAYEHHBIE [JUIA JOCTHKEHUS
eIMHOOOPas3Hs IPU OCYIIECTBIEHUHN OIIPEIEJIEHHOM IeATEIbHOCTH;

1.62. "cyopekT (cyobexT mcciemoBaHus)" (subject (trial subject)) - dusuueckoe i,
y4JacTBYIOIlee B KIMHUYECKOM HCC/IEJIOBAHUM B COCTaBE TPYIINbI, IIOJIyYAONIed HCCIeayeMblii
Ipernapar, 1100 B cOCTaBe KOHTPOJIBHOM TPYIIIIHI;

1.63. "ymostTHOMOueHHbIe opraHsl” (regulatory authorities) - opransl rocygapcTB-4IeHOB U
TPEThUX CTPaH, 00JIafjalolIye MPAaBOM OCYIIECTBJIATh PETyIupyomre (GpyHKIUU, B TOM UYUCTIe
YIIOJTHOMOUEHHbIE Ha PacCMOTpPEHUE IPECTABJIEHHBIX UM KJIMHHYECKUX JAHHBIX, a TaKKe
MIPOBEZIEHIE UHCIIEKIUH;

1.64. "ya3BuUMble cyOBeKThI HcciaenoBaHus" (vulnerable subjects) - simma, Ha skemanme
KOTOPBIX YYacCTBOBAaTh B KJIMHUYECKOM HCCJIEZIOBAHUM MOXKET OKa3aTh Upe3MepHOe BIIUSHUE
oxkujianre (000CHOBaHHOE WM HeOOOCHOBAaHHOE) TeX WJIM WHBIX IPEHMYIIECTB, CBA3aHHBIX C
y4acTHeM B HCCJIEZIOBAHUM, WIN CAHKIIUU BBIIIECTOSIIUX JIUI] B CIydae OTKa3a oT yuactus. K
VS3BUMBIM CyObEKTaM HCCJIEIOBAaHUs OTHOCATCS YUalUecs BBICIINX U CPEAHUX METUITUHCKUX
(cromarosiornueckux) u papMareBTUUECKUX YUeOHBIX 3aBeIeHUH, MJIAIIINN epPCOHA KIIMHUK
u s1abopatopuii, cay:kamue papMaeBTHUeCKUX KOMIIAaHUH, BOEHHOCITYKAIIlHe, 3aKII0UeHHbIE,
a Takxe 6OJIbHBIE, CTPAJIAIOIINE HEU3IEUNMBIMU 3a00JIEBAHUSIMY, JIUIA, HAXOZAIIUECS B IOMaXx
0 yXo#y, MajoobecrieueHHble U 6e3paboTHBbIE, MAIMEHTbI, HAXOJAIINECS B HEOTJIOKHOM
COCTOSTHUHM, TPEJCTABUTEN HAI[MOHAJIBHBIX MEHBIIMHCTB, JiNIa 0e3 OIpeIesIeHHOTO MeCTa
JKUTEJIbCTBA, O€XKeHIIbI, HEeCOBEPIIEHHOJIETHHE U JINIA, HaXOJSAIIHUECs II0J] OMEKOH WIH
MIOTIEYUTETHCTBOM, a TAKIKe JIUIA, HECTIOCOOHBIE JIaTh COTJIACHE;

1.65. "skcreptHbIA coBer opraHusaruu’, "9CO" (Institutional Review Board, IRB) -
HEe3aBHCHUMBIHM OpraH, COCTOSIIUN U3 JIUI], Pab0OTAOIINX B 00J1aCTH MEIUIIUHBI, HAYKH, a TAKKE
He UMEMIIUX OTHOIIEHUs K HayKe, KOTOPBIA obOeclieyMBaeT 3allUTy IIpaB, 0€30IaCHOCTH U
Os1arorosyyrsi CyObEKTOB KCCIIEJOBAHHUSA, B TOM YHCJIE IyTeM PacCMOTPEHUs, YTBEPIKIAEHUS
(o1oOpeHusI) TPOTOKOJIA KIUHUYECKOTO HCCJIEJIOBAHUS W IIONMPABOK K HEMY, a TaKiKe
MaTepuajioB ¥ MeETO/IOB, KOTOpPbIe IIPEIoJIaraeTcsi HCIOJIb30BaTh JJISI IOJyYeHUs |
JIOKyMEHTUPOBaHUs HH(GOPMUPOBAHHOTO COTJIACHS CyOheKTOB HCCIEOBAHHUSA.

2. [TpuHITUIIBI Ha/IeKaIneld KIMHUYECKOU MPaKTUKU

2.1. KiimHMUeckue ucciieoBaHusA JOJKHBI POBOAUTHCS B COOTBETCTBUU C STUUYECKUMU
MIPUHIUIIAMH, 3aJI03KEHHBIMU XeJbCHHCKOU Jekiaparnuel, npuHaaTod Ha XVIII I'eHepasipHOU
accambsiee BceMUpHOU MEIUITMHCKOHN acCOIUAIIUY B 1964 TOY, U OTPAXKEHHBIMH B HACTOSIITUX
[IpaBuiax U MPUMEHUMBIX TPEOOBAHUSIX.

2.2. Jlo Hayaja WCCJIEJOBAaHUA /OJDKHA OBITh IIPOBeZileHA OIleHKA COOTHOIIEHUS
peABUANMOTrO (IIpeficCKa3yeMoro) pUCKa W HEYAOOCTB C OXKUJIAeMOU IOJIb30U I CyObeKTa
rccyieZoBaHus U obiectBa. MceaenoBanue MoxeT ObITh HayaTo U IPOJIOJIKEHO TOJBKO B TOM
ciIy4dae, eciid OKHjiaeMas I0J1b3a ONPaB/IbIBAET PUCK.

2.3. IlpaBa, O0e3omacHoCcTh H OJiaromnoJiyunie CyOBEKTOB HCCIAEAOBAHUS HMEIOT
IIEPBOCTENIEHHOE 3HAUYEHHE U JOJKHBI IIPEBAIMPOBATH HaJl MHTEPECAMHU HayKH U 00IIecTBa.

2.4. Nudopmarnus (HoKIMHUYECKas U KJIMHHYecKas1) 00 HuccyieayeMoM IpelapaTe J0/KHA
OBITBH IOCTATOYHOM JIJIsT 00OCHOBAHUS IIPE/IIIOJIAaTaEMOT0 KIMHUYECKOTO UCCIEN0BAHYS.

2.5. KnuHnueckue nucciaegJoBaHUA AOJIXKHBI COOTBETCTBOBATH HAYYHBIM Tpe6OBaHI/IHM u
JAOJIXKHBI OBITH YETKO U HO[[pO6HO OIIMCAaHBbI B IIPOTOKOJIE KJIMHHUYECKOI'O UCCJIEAOBAHUA.



2.6. KiimHUYeCcKoe HCCJIeIOBAHUE JIOJIKHO MTPOBOJAUTHCS B COOTBETCTBUM C IIPOTOKOJIOM,
YTBEPKIeHHBIM (0/106PEeHHBIM) SKCIIEPTHHIM COBETOM OpTaHHM3aIUH (HE3aBUCUMbBIM 3THIECKUM
komurerom (HIK)).

2.7. OTBETCTBEHHOCTD 3a OKa3bIBa€MY1O CY6’I>eKTy ucciaegoBanvuAaA MEAUIUHCKYO0 IIOMOIIb U
IIpUHATHE peIIIEHI/Iﬁ MEAUIIMHCKOTO XapaKTepa HECET Bpay.

2.8. Bce IpoBogAmMure ucCCjIeaoBaHrue Jnna AJOJIKHbBI HMETb COOTBETCTBYIOIIHE
o6pa3013aHI/Ie, IIOATOTOBKY U OIIBIT AJIA BBIIIOJIHEHWA BO3JIOKEHHBIX HA HUX 3aZa4.

2.9. JIobpoBosibHOE MHGOPMUPOBAHHOE COIJIACHE JIOJKHO OBITH IMOJIyYEHO Y KasKJIOTO
cyO'beKTa JI0 ero BKIIOUEHUS B UCCIIeZIOBAHUE.

2.10. Bcro IIOJIYYEHHYIO IIDHU IIPOBE€ACHUU KIIMHUYECKOTO HCCIEN0BAHUA I/IH(I)OpMaHI/IIO
HeO6XO}_II/IMO PEruCTpupoBarTh, IepeaaBaTb WU XPAHUTb TAaKHUM o6pa30M, 4TOOBI 00ECIIEeUnTD
TOYHOCTD U ITPABUJIBHOCTD €€ IIPEACTABJIEHNA, MHTEPIIPETAIUN 1 BepI/I(I)I/IKaI_II/II/I.

ITOT IIPpUHOUII IIPUMEHHMM KO BCEM 3alluCAM, IIPEAYCMOTPEHHBIM HACTOAIIUMU
HpaBI/IJIaMI/I, BHE 3aBHCHUMOCTH OT THIIA UCIIOJIb3YEMOI'O HOCUTEJIA.

2.11. KoHbuAeHIIHaIbHOCTh 3alucel, MO3BOJIAIOININX UIEHTUDUIUPOBATh CYyOBHEKTOB
HCCIeI0BaHUsA, OJDKHA OBITh obeclieueHa B IEJIAX COOJIIOZIEHUS MpaBa HA YACTHYIO KU3Hb U
3aIUTY KOHQUJAEHITUATLHOCTH B COOTBETCTBUH C IPUMEHUMBIMU TPEOOBAHUAMU.

2.12. HpOI/ISBOIICTBO N XpaHEHHUE HCCIIeAYEMBbIX JIEKADCTBEHHBIX IIPEIIApPATOB, a4 TaAKIKeE
o6pameHHe C HUMH HeO6XOIII/IMO OCyIIECTBJIATh B COOTBETCTBHUU C IIpaBUJIaMU Hazmemamei/’l
HpOHBBOILCTBEHHOﬁ IIPpAaKTHUKHU. I/ICCIIBIIYEMI)IG npenaparsel  AOJIXKHBI IIDUMEHATBCA B
COOTBETCTBUHU C YTBEPKACHHBIM IIPOTOKOJIOM.

2.13. HEO6XO,Z[I/IMO BHEAPHUTH CUCTEMBI C IIpOoeaypaMHt, KOTOPbIE 00€ecIIeunBaT KauecTBO
KaXXJ0ro aClieKTa KJIMHNYE€CKOTI'O UCCII€eJ0BaHUA.

Takue cucTeMbl JOJKHBI (DOKYCHPOBATHCSA HA TEX aCHEKTAX KJIMHUYECKOTO HCCIET0BAHNA,
KOTOpbIE 00€CIIeYNBAOT 3AIIUTY CYOBEKTOB HUCCIEA0BAHUSA U JIOCTOBEPHOCTH €TI0 PE3YJIBTATOB.

3. DKCIIEpTHBIN COBET OPraHU3aIuN
(uezaBucuMBbIl sTHUecKkui komuTeT) (ACO (HIK))

3.1. O6A3aHHOCTH.

3.1.1. DKCIEPTHHIA COBET OpraHuU3aruu (HE3aBUCHUMBINA 3TUYECKUN KOMHTET) MPHU3BaH
3alUIATh IpaBa, Oe30MacHOCT, W 0OJIaromojiyudre BceX CYOBEKTOB HCCJIEIOBaHMUA.
HcenenoBaHusaM € y4aCTUEM YSI3BUMBIX CYO'bEKTOB JIOJIXKHO OBITH y/ieJIEeHO 0c000€e BHUMAHHUE.

3.1.2. 3CO (HIK) moJKeH MOJIyduTh Ha pACCMOTPEHUE CIIEAYIONIEe JOKYMEHTHI:
IIPOTOKOJI (ITOMPaBKU K ITPOTOKOJIY);

MUCbMEHHYIO (opMy HHOOPMHPOBAHHOTO COIVIACHSA M €€ TIOCIIEAYIOIIHe peaKI[UuH,
IpejyIaraeMble UCCIIeIOBATEIIEM JIJIs ICIIOJIb30BAHUS B ICCJIE/IOBAHNY;

ONMCaHWe JIEUCTBUI, HAIpaBJIeHHbIX Ha NpUBJeYeHHEe CyOBEKTOB K YYacTUIO B
HCCJIe/IOBaHUY (HapuMep, peKJIaMHbIe OObSIBJIEHUA);

IMMCbMEHHbIE MaTepuaJibl, KOTOPDbIE 6y}IYT IIpeacTaBJICHbI Cy6’beKTaM HCccjIeA0BaHU A,

OpOIIIOPY MCCIIEI0BATEIS;



M3BECTHYIO HH(POPMAIIHIO, KaCAIOITyI0cs O€e30IIacHOCTY;
WH(GOPMAITHIO O BBIIIATaX U KOMIIEHCAITUSIX CyO'beKTaM UCCIe0BaHN;

TEKYIIYI0 pefakIuio pe3loMe wucciaenoBarens (curriculum vitae) u (wim) apyrue
MaTepHaJIbl, MO/ITBEPIK/IAIOIIIIE €r0 KBATH(UKAIHIIO;

JIpyTHEe JOKYMEHTBI, KOTOpble MOTYT moTpeboBarbess DCO (HIK) misi BBHIOJHEHUS €ro
obs3aHHOCTET.

9CO (H3K) momkeH paccMOTPETh BOIPOC O MPOBEAEHHUH ITPEAJIaraeMOro KJIMHHYECKOTO
HceeloOBaHUA B COOTBETCTBYIOLME CPOKM U JIaTh 3aK/II0YeHHe B IHCbMEHHOM BUJIe, YETKO
WJIeHTUDUIIUPYs HCCIeloBaHUe, PAacCMOTPeHHble JOKYMEHTbl U JlaThl IpHU IPUHATHU
CJIeIyIONTX BO3MOXKHBIX PellleHUi:

O,ZIO6p€HI/Ie (BbI]_Ia‘-Ia BaKJIIO‘—IEHI/IH) Ha IIpoBe€Ji€HNE UCCIIEA0OBAHUA;

Tpe6OBaHI/Ie 0 BHECEeHHU HM3MeHEeHUI B npeacraBJI€EHHYI0O NJOKYMEHTAIIUIO /10 IMOJIYYEHHA
O,[[O6peHI/IH (BBI,Z[a‘-II/I SaKIII-O‘-IeHI/IH) Ha MIpoBe€JC€HUE UCCIIEAOBAHUA;

OTKa3 B OIIO6peHI/II/I (BbIIIa‘-Ie BaKJIIO‘-IeHI/IH) Ha MIpoBe€J€HUE UCCIIEAOBAHNA;

OTMEHA (HpI/IOCTaHOBKa) CAECJIaHHOTO paHee o/:[o6peH1/1;1 (BI)I,Z[aHHOI‘O BaKJIIO‘-IeHI/IH) Ha
IIpoBE€ACHNE UCCIIEA0OBAHNA.

3.1.3. 93CO (H3K) pmomkeH OLEHUTb COOTBETCTBHE KBAIHM(MUKAIUH HCCIIEA0BATES
IIpe/yIaraeMoMy HCCJIEZIOBAHUIO Ha OCHOBAHUU TEKYIEH pefaKINU pe3loMe HCCIIeZ0BATesIs
(curriculum vitae) u (win) IpPyrofl COOTBETCTBYIOLIEN JOKyMeHTanuu, 3ampoireHHoi ICO
(H9K).

3.1.4. 9CO (HOK) momkeH HMEPUOAUYECKH PACCMATPHUBATH JOKYMEHTAIIUIO MO KaXKIOMY
TEKYIIEMY UCCIEOBAHUIO C YACTOTOM, 3aBUCAIIEN OT CTENIEHU PHUCKA, KOTOPOMY II0/[BEPTAIOTCS
CcyOBEKTBI HCCIIEIOBAHMS, HO HE PeXe 1 pa3a B rofl.

3.1.5. 3CO (H3K) mosker moTpebOBaTh, UTOOBI CyOBEKTaM HCC/IEIOBAHUS, MTOMHMO
nHOpMAIUK, YKa3aHHONW B IIyHKTe 4.8.10 Hacrosmwux IIpaBui, ObUIM IIpEICTaBJIEHBI
JIOTIOJIHUTEJIBHBIE CBEIEHUA 00 MccIeq0BaHuH, ecid, o MHeHuo 9CO (HIK), 3To Heo6X0auMO
JUIsL 3alllUThl TIpaB M 37I0POBbSI CYOBEKTOB HCCIENOBAHUA, a TakKKe ISl TapaHTUM UX
6e30IacHOCTH.

3.1.6. B cryyae ecoiu corsiacue Ha ydacTHe CyObeKTa B HCC/IEIOBAaHUM, HE CBS3aHHOM C
JleueHueM, JIJaeT €ro 3aKOHHBIN IPEJICTABUTEIb B COOTBETCTBHUU C IyHKTaMH 4.8.12 U 4.8.14
Hacrosamux [Ipaswi, 9CO (HIK) moskeH yOemUThCs, UYTO MIPEACTaBIEHHBIN MPOTOKOI U (MJIH)
Zpyrasi TOKyMeHTaIllsl COOTBETCTBYIOT ATHYECKHUM M JPYTHMM NPUMEHUMBIM TpPeOOBaHUIM K
IMOJO0HBIM KJIMHUYECKUM UCC/IEIOBAHUAM.

3.1.7. B ciryuae ecoiu B IPOTOKOJIE YKa3bIBAae€TCs HA HEBO3MOKHOCTH IOJIyYeHUsI COTJIACHUS
Ha yJacTHe B HUCCJIEJIOBAHUU OT CyOhEKTa MUCCAEA0BAHUS WM €r0 3aKOHHOTO ITPEJICTABUTEIIS B
COOTBETCTBUM C IYHKTOM 4.8.15 HacrosAmux IIpaBmy /10 MOMeEHTAa BKJIIOUEHUs CyOBHEeKTa B
uccsieioBanre (HampuMep, Mpu HeoTsIoKHOM coctosiHum), ACO (HIK) momkeH ybeauThes: B
TOM, YTO TIPEJ/ICTABJIEHHBIA IPOTOKON U (WIK) [Apyras AOKyMEHTAIllusi COOTBETCTBYIOT
STUYECKUM ¥ JPYTAM IPUMEHUMBIM TpPeOOBaHHAM K TMOJAOOHBIM  KJIMHHUYECKUM
HUCCJIEOBAHUAM.

3.1.8. 9CO (HOK) paccmarpuBaeT pa3mep U MOPAJIOK BHIILIAT CYOBEKTY HCCIIEIOBAHUA,
yTOOBl YOEIUThCSA B OTCYTCTBUM HEODOCHOBAHHOM 3aMHTEPECOBAHHOCTU WJIU TNPUHYK/IEHUA



Cy6'b€KTOB Hucciaeag0BaHuA. PasMep BBITLJIAT CY6’beKTaM ucciaegoBanuAaA AOJIKEH OIIPEaCIATb
MIPOIOPIHUOHAJIBHO HUX YYAaCTHUIO B UCCIIEAOBAHNH, HO HE JOJIXKEH 3aBUCETH UCKJIIOYUTEJIBHO OT
TOr0, 3aBEPIINJI Cy6’b€KT Hnuccieag0BaHue IIOJIHOCTBIO MJIX HET.

3.1.9. 3CO (H9K) momkeH yOeauThCA B TOM, YTO HH(OpMAaNKsA, Kacalollascs BbIILIAT
cyObEeKTaM HCCIe0BaHUs, BKJIIOYAs CIIOCOObI, pasMep M IIOPSAJIOK BBHIILIAT, OTPakeHa B
MUChbMEHHOU (popMe MH(POPMUPOBAHHOTO COTJIACHS M B JIPYTHX IPEACTABJIAEMBIX CyObeKTaM
HceaeoBaHusA MaTepuasiax. J[o/bKHO OBITh yKa3aHO, KaKUM 00pa3oM OyAeT OIpenessaThCs
MPOIIOPIMOHAILHOCTD BHITLIAT.

3.2. CocraB, GyHKIIMU U TOPSZOK PabOTHI.

3.2.1. B cocraB 9CO (H9K) mo/KHO BXOAMTH JOCTATOYHOE YHCJIO JIMI, 00JI1aJaioliux B
COBOKYITHOCTH HEOOXOJMMOM KBIM(MUKAIMEH W OMBITOM JJIsI PACCMOTPEHUS U IMPOBEJEHMUS
OKCIIEPTHOM OLIEHKW HAy4YHbIX, MEAUIMHCKUX U OSTUYECKUX AacCleKTOB IUIAHUPYEMOTO
HUCCJIETOBAHMS.

Cnenyet npegycMoTpeTh BkoueHue B coctaB ACO (HIK):
a) He MeHee 5 UeJIOBEK;

6) mo KpaiiHeli Mepe 1 4YeJIOBEeKa, He CIENHATU3UPYIOIIErocss B 00JACTH HAYYHBIX
HCCIIe0BaHUN (HesaATeIbHOCTH);

B) 110 KpaﬁHeﬁ Mepe 1 4YeJIOBEKa, He ABJIAIIIErocad COTPYAHHUKOM MGHHHHHCKOﬁ
OopraHu3anuu (I/ICCJIEIIOBaTeJIbCKOFO ueHTpa), B KOTOpOfI IIPpOBOAUTCA UCCIIEA0OBAHUE.

TonocoBaTh (BhIpaskaTh MHEHHUE OTHOCUTEIBHO HCCJIENOBAHUSA) UMEIOT MPABO TOJIBKO Te
wiensl 9CO (HOK), KoTophle He 3aBUCAT OT HCCIeAOBaTessI U CIOHCOpPA JJAaHHOTO
nccnenopanus. ICO (HIK) noskeH BECTH CITUCOK YWIEHOB € YKa3aHUEM UX KBATHU(UKAIIUH.

3.2.2. 3CO (H3K) noJKkeH OCYIIECTBIATH JEATETHHOCTh B COOTBETCTBUH C JIOKYMEHTATHHO
odopmIIeHHBIMU PAa00OYMMU MPOIEAYPaMU, JOKYMEHTHPOBATh PE3YJIbTAaThl CBOEH pPabOThl U
BECTH IIPOTOKOJIBI 3aceflaHuil. Ero geATesbHOCTh JOJKHA COOTBETCTBOBATH HACTOSIIAM
[MpaBuiaMm v MPUMEHUMBIM TPEOOBAHUAM 3aKOHOIATEIBCTBA TOCYIaPCTB-WIEHOB.

3.2.3. 3CO (HBK) nmpuHUMaeT pelleHHs Ha OOBSIBJIEHHBIX 3aCENAHUSIX NPHU HATHYHHI
KBOPYMa, OIIpeJleJIeHHOTO pabouuMU MpoIeypaMH.

3.2.4. Tompko wunenst ICO (HOK), mpuHuMaBIIMe HENOCPEAICTBEHHOE YydYacThe B
pacCMOTpPEHUM JIOKYMEHTAIlUd 10 HCCIENOBAaHUID M OOCY:KJIEHUHM, MOTYT yYacTBOBaTb B
rOJIOCOBaHUM (BBIpaskaTh CBOE MHeHMeE) U (MJIN) /laBaTh PEKOMEH Ial1H.

3.2.5. HccnenoBatesb MOXKeT TPEACTaBIATh HHGOPMAIUIO IO JIIOOBIM acleKTaM
HCCcIeIOBaHUSA, HO He MOXKET YIaCTBOBATh B IPEHUAX WU B TOJIOCOBAHUU (BhIPAOOTKE MHEHU)
9CO (H3K).

3.2.6. 9CO (HBK), mosker mnpuberaTb K TOMOIIA HE3aBUCUMbBIX 3SKCIIEPTOB IIO
CIIEIIMAIbHBIM BOIIPOCAM.
3.3. [Ipouenypsi.

9CO (HIK) nomxeH pa3paboTaTh, JOKYMEHTIBHO O(pOPMUTD U cOBJII0/IATh CTAH/IAPTHBIE
pabourie IpoLEeAypPHI, perJIaMeHTUPYIOIIHE:



3.3.1. CocraB (dbamumnum, nMeHa, oTdyecTBa (IMpW HAJIMYKWHM) U KBATHUMUKAIIUIO YJIEHOB)
9CO (H3K) u yupeTUBIINIA €ro OpraH.

3.3.2. Ilopsaok Ha3HaueHUs 3acemaHui, omoBemeHus uwieHoB ICO (HIK) o
MIPEZICTOAIIUX 3aCEIAaHUAX, & TAKXKe OPraHU3aINI0 3ace/laHU.

3.3.3. HOp}I]_IOK INEPBUYHOTO H IMOCJIEAYIOIIEro pacCMOTpEHUA MAOKYMEHTAluu II0
HCCIIeJOBAaHUIO.

3.3.4. HepI/IO]_II/I‘-IHOCTI) IIocJIeAYIOIIEro paCCMOTPEHUA JOKYMEHTAllUU 110 UCCIIE€A0BAHHUIO.

3.3.5. IlopsAIOK YCKOpPEHHOro pPAacCMOTPEHHs JIOKYMEHTAallUM B COOTBETCTBUH C
IIPUMEHUMBIMU TPeOOBaHUAMHU 1 0100peHUs (BbIIAUU 3aKII0UEHNsA) [IPU He3HAYUTEIbHOM
U3MEHEHUN B TEeKYyI[UX HCC/IeJOBAHUAX, yKe IMOJIyIHBIINX o/obpeHue (3axtoueHue) DCO
(H9K).

3.3.6. HeslommycTMOCTh BKIIIOUEHUsI CYO'bEKTOB B HCCyIeloBaHue /10 Toro, kKak DCO (HIK)
BBIJIACT TUCbMEHHOE 0/I00peHue (3aK/II0UeHre) Ha IIPOBEIEHUE UCCIeI0BAHUS.

3.3.7. HezromycTUMOCTB B COOTBETCTBUU C IIYHKTOM 4.5.2 HacTOAIIUX [IpaBuI OTKJIOHEHUSA
OT TPOTOKOJIA WM €ro H3MeHeHuW O0e3 IpeBapUTELHOIO ITHCHbMEHHOTO OJ00pEHUs
(BaxstroueHus1) coorBercTBYOIUX nomnpaBok ACO (HIK), 3a uCKI0UEHHEM TeX CJIydaeB, KOTIa
M3MeHEeHHs HallpaBJIeHbl Ha YCTPaHEHHe HelOCPeICTBEHHOHN YIrPo3bl CyOheKTaM HUCCIe0BAHUS
WIN KOT/Ia U3MEHEHHs KacaloTCs TOJIbKO aJIMUHHCTPATHBHBIX U MaTE€PUATbHO-TEXHUUECKUX
aCIIeKTOB HCCIIeZI0OBaHUsA (HalpuMep, CMeHa MOHHUTOPA, U3MeHeHre HoMepa TesiedoHa).

3.3.8. O6s13aHHOCTD HCCIeoBaTe A He3aMeIuTeIbHo coobiats 9CO (HIK):

a) 00 OTKJIOHEHUSX OT IMPOTOKOJIA WJIH U3MEHEHHAX IIPOTOKOJIA, IMIPOU3BENEHHBIX IS
yCTpaHEeHUsI HENOCPEACTBEHHOHN yTPO3bI CyOhEKTaM MCCIE0OBAHUSA B COOTBETCTBUH C ITyHKTaMH
3.3.7, 4.5.2 4 4.5.4 HacroAmux [Ipasuu;

6) o0 W3MEHEHHsX, YBEJHMYUBAIOIIUX PUCK /I CyOBEKTOB HccaenoBaHUS W (MJIH)
CYIIIECTBEHHO BJIUSIONIUX HA IIPOBEJIEHHE HCCJIENOBAaHUS, B COOTBETCTBHU C IIYHKTOM 4.10.2
Hacrosamux [Ipasu;

B) 000 Bcex CEPbE3HbIX HEIIPEABUACHHDBIX HEXKEC/IATE/IbHBIX PEAKITUAX;

F) O HOBBIX JAHHBIX, KOTOPbIE€ MOTIYT CBHACTE/IbCTBOBATH O BO3PAaCTaHHU PHUCKA JIA
Cy6'beKTOB Huccijeg0BaHuA NN He6JIaI‘OI'IpI/I}ITHO IIOBJINATH HA X0 UCCZIEJOBaHUA.

3.3.9. O6sazannoctp ICO (HOK) HesaMemIUTEJIbHO B IHCHMEHHOM BHE COOOIIATH
rccenoBaTesnio (MeIUIIMHCKONM OpraHU3aI[iN):

a) 0 CBOUX PEIIEHUAX (3aKTI0UEHUAX), KAaCAIOIINXCs UCCIIEI0BAHMS;
6) 0 MpUYMHAX BhIHECEHUS pellleHUH (3aKII0ueHni);

B) 0 mopsizike (mporieaypax) 00KaJoBaHUs PelIeHnH (3aKTI0UeHni).

3.4. JlokymeHTanus.

9CO (HOK) pmomkeH XpaHUTh OTHOCSIIYIOCA K HCCJIEIOBAHUIO JIOKYMEHTAITUIO (B
YaCTHOCTH, TUChbMEHHBIE ITPOIIEAYPHI, IEPEUHU CBOUX WIEHOB C YKa3aHUEM pPOia AeATETbHOCTH
1 Mecra pabOThl, IMPEACTABIEHHBIE HA PACCMOTPEHHE JTOKYMEHTHI, IPOTOKOJIbI 3acelaHui U
KOPPECTIOH/IEHITUIO) B TeYeHHMe He MeHee 3 JIET IIOCJIe 3aBEPIINEHHs WCCIIE/IOBAHUA U
MPEJICTABJIATh €€ TI0 TPeOOBAHUIO YIOJHOMOYEHHBIX OpraHoB. lcciemoBaTesd, CIIOHCOD,



YIIOJTHOMOUYEHHbIE OpraHbl MOTYT 3anpariuBath y 9CO (HOK) nHpopMaInuio o ero mporeaypax
Y IIepEeYHHU UJIEHOB.

4. UccnenoBaTeiib

4.1. KBayimdukamnus u 00s3aTeIbCTBA UCCIEN0BATEIIA.

4.1.1. MccnmenoBaTenb A0JKEH UMETh COOTBETCTBYIOIINE KBaludUKaIuoo, o0pa3oBaHue,
MpoeCCHOHAIPHYI0 IOATOTOBKY U OIBIT, TO3BOJIAIOI[ME €My IpUHATh Ha cebs
OTBETCTBEHHOCTH 3a HaJjIekalllee IPOBeJIeHNe KJIMHUYECKOTO uccyieioBanusd. Kpanndukaus
HcceeoBaTessd JIO/KHA COOTBETCTBOBATh IPHUMEHHUMBIM TPeOOBAHUAM U IOJITBEPKAATHCS
aKTyaIbHBIM pestoMe (curriculum vitae) u (vwin) ApyruMu JOKyMEHTaMH, KOTOPbIE MOTYT OBITh
3amporeHbl cnoHcopoM, ACO (HIK) u (wim) yrmoTHOMOUYEHHBIMUA OpraHAMU.

4.1.2. HcenenoBaTenb JO/KeH BHUMAaTeJIbHO 03HAKOMUTHCA € MPAaBUJIAMU HaJIeXKalero
MIPUMEHEHUs HCCIEAYEMOrO Ipenapara, M3JI0KEHHBIMU B IPOTOKOJIE, TEKYIIEH PpeIaKIiuy
OpoIIopsl ucciefioBaTesiss, oOIell XapaKTepHUCTHKe JIeKapCTBEHHOTO IIpellapaTta W JApPYTUX
HMCTOYHUKAX NH(GOPMAIUHU, TPECTABIEHHBIX CIIOHCOPOM.

4.1.3. UccienoBarens AODKeH 3HATh U cobioaTh Hacrosmue [IpaBuia u mpuMeHUMble
TpebOoBaHUS.

4.1.4. UccnenoBarensb (MeIUITMHCKAsE OPraHU3AIMsA) JOJIKEH COEUCTBOBATH ITPOBEIEHUIO
CIIOHCOPOM MOHHUTODHWHTA U ayAuTa, a TaKyKe MHPOBEAEHHIO YIIOJHOMOYEHHBIMH OpraHaMu
HHCIEKIUH.

4.1.5. HccienoBaTesnb JOJDKEH BeCTH IlepedyeHb  OOJIaalomux — HeOoOXOTUMOM
KBaiM(pUKammern JUIl, KOTOpPble II0 €ero IIOPYYEHUIO OCYIIECTB/SIOT OIpeeIeHHYIO
AeATEeJIbHOCTb B paMKaX HCCJIeJOBaHUA.

4.2. COOTBETCTBYIOIIHE PECYPCHI.

4.2.1. HccrmenoBaresb A0JDKEH OBITH CIIOCOOEH IPOAEMOHCTPHPOBATH (HAIpUMeEpP, Ha
OCHOBAaHWU PETPOCIIEKTHUBHBIX JAaHHBIX) BO3MOXKHOCTh HabOpa B TeueHUE OIPeeIEHHOTO
meprosia TpebyeMOro KOJIMUECTBA MOIXOMSIINX CyOBEKTOB HCCIEIOBAHUS, COOTBETCTBYIOIINX
KpUTEpPUAM 0TOOpA.

4.2.2. HccnmemoBaTenb JIOJDKEH WMETh JOCTaTOYHOE KOJIMYECTBO BPEMEHU, YTOOBI
Ha/yIeKamuM o0pa3oM IIPOBECTH U 3aBEPIIUTH HCCJIEJIOBAaHHE B TEUEHUE YCTaHOBJIEHHOTO
epuo/a.

4.2.3.  HUccnenoBarenb — AO/DKEH — pacrosiaraTh — JIOCTaTOYHBIM — KOJIMYECTBOM
KBaJTU(UIIUPOBAHHBIX COTPYAHUKOB U MaTEPUAJIBHBIX PECypCcoB (ITOMeIeHus, 000py/I0BaHuE)
B TEPHUOJ] WMCCIENOBAHUA [JIsI TOTO, YTOOBI IPOBECTH 3TO HCCIEOBAaHUE HAJIEXKAIIUM U
0e30IMmacHbIM 00pa3oM.

4.2.4. VlccenoBaTesb OTBEYAET 3a TO, YTOOBI BCE 3aHATHIE B KJIMHUYECKOM HCC/IEIOBAHUN
COTPYAHUKH OBLIM 3HAKOMBI C MPOTOKOJIOM M WH(pOpMamued o0 HccjielyeMOM Ipernapare, a
TaK)Ke CO CBOMMH QYHKIUAMU U 00I3aHHOCTSIMH.

4.2.5. I/ICCJIGILOBaTe.TII) AOJIKEH KOHTPOJIMPOBATHh A€ATECIPHOCTb COTPYAHUKOB HJIM HHBIX
JINL, KOTOPBIM OH II€Ep€aasyl T€ UJIN HHbIC 00s3aHHOCTH U (l)yHKIII/II/I B paMKaxX IIpOBE€ACHUA
HCCJIEeJOBAaHUA B HCCII€JOBATEC/IbCKOM IIEHTPE.



4.2.6. Ecyim uceseioBaTenb (MEIUITMHCKASA OpTraHU3aIMsl) MPUOeraeT K ycayraM KaKoro-
b0 JIMIa JUTS BBITIOJTHEHUsI Te€X WIW WHBIX CBA3aHHBIX C IIPOBEJAEHUEM HCCIIEIOBAHUS
obs13aHHOCTEN U QYHKITUN, OH JIOJIKEH:

ybenuTbes (MOJIyYUTh JTOKYMEHTAJIbHOE IIOATBEPIKAEHWE) B TOM, UTO JAHHOE JIUIO
00J1a/1aeT JOCTaTOYHOU KBATM(PUKALIKEH /TSI BBITIOJTHEHHS 3TUX 00sI3aHHOCTEN U (QYHKITUI;

BHEIpDUTH IIpOLEAYypbI, HaAIIpAaBJI€EHHbIE Ha obeclieyeHre IIOJIHOTHI  BBIIIOJIHEHUS
CBA3aHHBIX C IIPpOBEAECHUEM HCCIIEJOBAHUA o0sA3aHHOCTEH U (I)YHKHI/Iﬁ U IEeJIOCTHOCTHU
IIOJIYYE€HHBIX /TaHHBIX.

4.3. OxazaHue MeUITTHCKOH TOMOIIU CyO'beKTaM UCCIe0BaHUS.

4.3.1. fBnAoomuiica  HWcciaefoBaTesleM WM  COUCCJIEZIOBATesieM  Bpad — Hecer
OTBETCTBEHHOCTh 32 BCe NPHHUMAeMble B paMKax HCCIETOBAHUA peIleHUs MeIUIIMHCKOTO
XapakTepa.

4.3.2. Bo BpeMs U 10 3aBepIIEHUH YYacCTHsA CyObEKTa B HCCJIEJOBAHHU HCCJIEI0BATENh
(MemuIIMHCKAass OpraHW3aIUsA) JIOJDKEH O00eclednTh OKa3aHUe CyObeKTy HCC/IeI0BaHUs
HEeOOXO/IMMON MEJUIMHCKOU IOMOIIM B CJIyuae BO3HHUKHOBEHHUS JIIOOBIX CBSI3aHHBIX C
HCC/IENOBAaHUEM HeKeJIaTeJbHbIX SABJEHUH, BKIOYAad KJIMHUYECKH 3HAYMMble KM3MEHEHU
sabopaToOpHBIX TOKasareyied. McceiemoBarenb (MeIUIIMHCKas — OpraHusarus) o00s3aH
UHPOPMHUPOBaTh CyOBEKTa WCCIENOBAHHSA O CTAaBIIMX H3BECTHBIMH  HCCJIEZOBATEIIO
WHTEPKYPPEHTHBIX 3a00/I€BAHUSAX, TPEOYIOIUX METUITUHCKOHN TIOMOIITH.

4.3.3. UccienoBarestio caenyeT cOOOIIUTD JiedaleMy Bpady, ecjid TaKOBOM mMmeetcs, 00
ydacTuu cyObeKTa B HCCIEAOBAHWUU IIPU YCJIOBUU, UYTO CYOBEKT He BO3pakaeT IPOTUB
1HGOPMUPOBAHUS JIEYAIero Bpaya.

4.3.4. CyObeKT wuccieloBaHus He 00sg3aH COOOINATh O IMPUYMHAX, MOOYAMBIIUX €ro
JIOCPOYHO TPEKPATUTh yUYacTHe B MCCJIEIOBAHUU, OJTHAKO HCCJIEJIOBATEIb JOJIKEH HOIBITATHCS
YCTAaHOBUTD 3TH PUYHHBI, COOJTIOAS TP 3TOM IpaBa CyO'beKTa UCCIIeIOBAHUS.

4.4. Konraktsl ¢ 9CO (HIK).

4.4.1. Tlepem Tem Kak HayaThb UCCJIEZIOBaHUE, UCCJIEZOBATENb (MeIUITMHCKAS
OpTaHu3aIus) JOJLKEH OJIyIUTh MUCbMEHHOE U IaTHPOBaHHOE 0/100peHue (3aktouerue) ICO
(H9K) mpotokosa, mucbMeHHOU ¢GopMbl HHOOPMUPOBAHHOTO COTJIACUS U €€ TOCIIEAYIOIIIX
penaknuii, Mep, HANpaBJIEHHBIX HA NPHUBJIEYEHUE CYOBEKTOB K YYacCTHIO B HCCJIEIOBAHUU
(HampuMep, peKJIAMHBIX OOBSABJIEHHI), U JIIOOBIX APYTUX MHCHbMEHHBIX MAaTEPHUAJIOB, KOTOPbIE
[IPEATIOJIaraeTcs MPeACTaBUTh CyO'bEKTaM HCCIE0BAHUA.

4.4.2. Bmecte ¢ ApyruMu JIOKyMEHTaMHU WCCJIEAOBATENb (MEIUIIMHCKAs OpPraHU3aIlvs)
nomked mnpeacraButh DCO (HIK) mocienHIO pefakmuio OpOIIIOphl HccienoBaTesis. Ecim
OpOIIIOpy WCCIen0BaTeNsA JIOMOJHIIOT B XO/I€ HCC/IEIOBAHUS, UCCIIEOBATENb (MeIUIIHCKAS
opranusanus) obs3aH npeactaBuTb ICO (HOK) HOBYIO pefiakIiuio GPOLIIOPHI UCCIIEI0BATEA.

4.4.3. B TeueHue uccie0OBaHUA HCCJIEIOBaTeNb (MeAUIIMHCKASA OpPraHU3alusA) JI0JIKEeH
npezactasiaTh ICO (HIK) Bce nmojrexaniyie pacCMOTPEHUIO JIOKYyMEHTHI.

4.5. CobJiroieHue MpPOTOKOJIA.

4.5.1. UccnenoBaresb (MeIUITMHCKAS OPTaHU3AMSA) JOJIPKEH MTPOBOIUTD HUCCIIEIOBAHUE B
COOTBETCTBUM C IIPOTOKOJIOM, COIJIACOBAaHHBIM CO CIIOHCOPOM U TPU HEOOXOAUMOCTH C



VIOJITHOMOUEHHBIMH OpraHaMHd ©  yTBepKJeHHBIM (omobpennbiM) 3JCO (HIK). B
MIOJITBEPIKJIEHUE JIOTOBOPEHHOCTH KCCJIe/IOBAaTeNh (MeIUIMHCKAsA OpraHU3alisa) U CIOHCOP
MIO/IITUCHIBAIOT IIPOTOKOJI HJIH 3aKJIIOYAIOT OTEJIbHBIN JIOTOBOP.

4.5.2. UccienoBaTesib He JIOJDKEH OTKJIOHATHCA OT IPOTOKOJIA WM BHOCUTH B HETO
u3MeHeHus1 6e3 corjiacusi CIOHCOpa U 0e3 IpeIBApUTENHHOTO PACCMOTPEHHS U TOJIyUeHHUs
JIOKyMEHTJIbHO odopMyieHHOTO o700peHusa (3axkmouenuss) ICO (HIK) orHOcUTETBHO
MIOTIPABKH K IIPOTOKOJIY, KPOME TeX CJIydaeB, KOr/ia He0OXOAUMO YCTPAHUTh HENIOCPECTBEHHYIO
yrpo3y cyObeKTaM UCCIIeIOBaHUs WX KOTZ]a MI3MEeHEeHHsI KacaloTCsl TOJIBKO a/IMIUHUCTPATHBHBIX
WU TEXHUUYECKHX aCIIEKTOB HCC/IeIOBaHuUsA (HAlIpuMep, 3aMeHa MOHUTOPA, N3MeHEeHe HoMepa
testepoHa).

4.5.3. HccnegoBaTesnb Wi Ha3HAYEHHOE UM JIUIIO JIOJKHBI MOACHATD U JAOKYMEHTAJIbHO
O(I)OpM]IHTI) JII00bIE OTKJIOHEHUSA OT YTBEPKACHHOI'O IIPOTOKOJIA.

4.5.4. VicceroBaTesib MOKET OTKJIOHSATBCS OT IIPOTOKOJIA VJIM BHOCUTD B HETO U3MEHEHUsI
JUIs1 yCTPAHEHUs HETIOCPE/ICTBEHHON yIPo3bl CyO'beKTaM HCCIeJoBaHusA 6e3 IpeBapUTETHBHOTO
onobpenus (mosydenus 3akimodeHus) 9CO (HOK). B kpaTuaiimme cpoku ommcaHue
OTKJIOHEHUU WIM U3MEHEHU C YKa3aHWEM UX IPUUYUH U MPU HEOOXOAUMOCTH IIpe/iaraeMbie
MIOTIPABKH K IIPOTOKOJIY JIOJI?KHBI OBITH HAIIPABJIEHBI:

a) 9CO (HBK) nyisa paccMOTpeHUs ¥ 0100peHYsl (BbIIaY 3aKIIOUEHHs);
0) CIIOHCOPY JIJIsI COTJIACOBAHMS C HUM;

B) YIIOJTHOMOYE€HHBIM OpraHaM IIpu H606XO,Z[I/IMOCTI/I.

4.6. Uccemyemble IpenapaThl.

4.6.1. OTBETCTBEHHOCTD 3a yUeT HCCJIe/lyeMbIX IIPenapaToB B HCCJIeI0OBATEIHCKOM LIEHTPe
BOB3JIOKEHA Ha HccsenoBaress (MeAUIMHCKYIO OPTaHU3AIIHIO).

4.6.2. Ecim 310 paspemreHo (tpebyercs), vccyieoBaTesb (MeIUIIMHCKAS OpraHU3aIiHs)
MOKeT (JIo/KeH) IepeiaTh HEKOTOphle HJIU Bce O0sI3aHHOCTU HCCJiesioBaresis (MeauIMHCKON
OpraHMU3aINM) II0 YYeTy HUCC/IelyeMbIX IPEnapaToB B HCCIIEN0BATEILCKOM LIEHTPE allTeYHOMY
paboTHUKY (IIPOBU30PY) UM MHOMY JIHILY, IOAKOHTPOJILHOMY HCCJIEA0BATENI0 (MEIUIITHCKON
OpTaHu3aIuun).

4.6.3. UccienoBaresp (MeauIIMHCKAs OPTaHU3AIMA), alTeYHbIH PAOOTHHUK (IIPOBU30D)
WIM WHOE YIIOJTHOMOYEHHOE HCC/IeloBaTesieM (MeIUIIMHCKOM OpraHU3aIiien) JIUIO JIOJIKHbI
BECTH YYET IIOCTABOK IPEINapaToB B UCCIEN0BATETLCKUH MIEHTP, UX (PAKTUIECKOTO KOJTUUECTBA B
[IEHTPe, UCIOJIb30BAaHUA KaXKJIbIM CyObEKTOM, a TaKKe Y4YeT BO3BpaTa CIOHCOPY JIHOO WHOTO
pacnopsKEHNsI HEWCIIOIHb30BAHHBIMU TpenaparaMu. 3alucy M0 yYeTy JOJDKHBI BKJIIOYATh B
cebs1 J1aThl, KOJUYECTBO, HOMepa MHapTuil (cepuii), CpOKU TOAHOCTH (T/le MPUMEHHMO) U
VHUKAQJIbHBIE KOJIbI HCCJIEAYEMBIX IIPENapaToB M CyOBEKTOB HCCienoBaHUA. VcciemoBaTesb
JIOJI’KEH BECTU 3aITiCH, JOJDKHBIM 00pa3oM IOJTBEPIKAAOIINE, YTO CYOBEKTHI HCCAEI0OBAHUS
TOJTyYasId UCCiielyeMble TIperapaThl B 103aX, MPelyCMOTPEHHBIX ITPOTOKOJIOM, B KOJTUYECTBAX,
COTJIACYIOIIHUXCS C OOIUM KOJITYECTBOM HCCJIETyEMBIX IMPENAapaTOB, MOJYyYEHHBIX OT CIIOHCOPA.

4.6.4. Uccnenyemble mpenapatbl HeOOXOUMO XPAHUTh B COOTBETCTBUU C UHCTPYKIUSIMU
CIIOHCOpA COIVIACHO IIyHKTaM 5.13.2 # 5.14.3 HacroAmux IIpaBWwiI ¥ NPUMEHUMBIMU
TpeOOBAHUAMU.

4.6.5. UccnenoBaTesnpb JOKeH 00eCleYnTh HUCIIOJIb30BAHUE HCCIIEyeEMBIX IpenapaToB B
COOTBETCTBUM C YTBEPKJAEHHBIM IIPOTOKOJIOM.



4.6.6. UccnenoBaTesb WiIK YIIOJHOMOYEHHOE WM JIMIO JOJIKHBI Pa3bsACHATh KaXKIOMY
CyOBEKTy WCCJIEJOBAHUSA IIpaBWIa MPUMEHEHUs HCCIeAyeMbIX IIpelapaTtoB U uepe3
IpreMJIeMble HHTEPBAJIBI BpeMeHH (B 3aBUCHMOCTH OT HUCCJIEIOBAHUS) IIPOBEPATH COOJIIO/IEHTE
ATUX UHCTPYKIHMHI KaKABIM CyOBEKTOM HCCIIE0BAHUS.

4.7. Pangomuszanusa u PaCKpbITHE KOAA.

UccnenoBaTenb JOJDKEH TPUMEHATHh IIPEAYCMOTPEHHYIO B HCCIETOBAHUU METOIUKY
paHIOMHU3AllUM, €eCJIM TaKoBas uMeeTcs, M O0eclieyuBaTh pACKpPBITHE KOJa TOJIBKO B
COOTBETCTBUM € TIPOTOKOJIOM. Ecam wuceiaenoBaHme MPOBOAUTCA —CJIENBIM — METO/OM,
HCCIIeZIOBATENh JIOJDKEH He3aMeJIUTENThHO JOKYMEHTATBHO 0DOPMUTh U OOBSCHUTD CIIOHCOPY
s1000€e TIpeK/IeBpeMeHHOe PACKPBITHE KO/IA UCC/IeyeMbIX IIPernapaTroB (HaIpuMep, cydaiiHoe
PacKpbITHE KOJIa, PACKPBITHE KO/IA B CBA3U C CEPhE3HBIM HeXKeJIaTeIbHBIM SIBJIEHUEM).

4.8. udopMupoBaHHOEe coriacue cyObeKTOB UCCIEIOBAHMUA.

4.8.1. Tlpu nosiydyeHUH U IOKyMeHTaJIbHOM 0hOpMIIEHUN NHQOPMHUPOBAHHOTO COTJIACHUS
HceIeioBaTeNb  JIOJKEH COOJII0/IaTh IPUMEHUMble TpeOOBaHWsA, TPeOOBAHHUSA HACTOSIIUX
[IpaBua M 3TUYECKUX MPUHIUIIOB, 3JI0KEHHBIX B XEJIbCUHCKON JleKJIapalluy, MIPUHATON Ha
XVIII I'enepanbHOl accaMmbiiee BceMUpHON MeIUITUHCKOM accoIMaIiy B 1964 rojy. Jlo Hauaia
HCCIIeIOBAaHUS UCC/IEI0OBATEIb JOJLKEH OJIyIUTh MUCbMeHHOe o7io0peHue (3akaouenne) ICO
(H9K) mnucebmeHHOH GoOpMbl HH(POPMUPOBAHHOTO COIVIACHA M JAPYTHX MHChbMEHHBIX
MaTepHaJIoB, IPe/ICTABIEMbIX CyOBEKTAM.

4.8.2. ITlucbmenHyw ¢opMy HHPOPMHUPOBAHHOTO COIVIACHSA U JAPYTHE IHUChMeHHbIE
MaTepHuasbl, IpeJCTaB/isieMble CyObeKTaM, CJIeZ[lyeT JONOJHATh (WUCIpaBATh) IO Mepe
MOSIBJIEHUSI HOBOW HWHGQOpPMAaIMU, KOTOpas MOMKET OKa3aThCs CYyIIECTBEHHOU JJIA COTJIACHS
cyOobekTa. JlonostHeHHBIE (MCIIpaByieHHbIE) MUChbMeHHas popMa HHGOPMUPOBAHHOTO COTJIACHS
U JIpyTHe TMHUChbMEHHble MaTepHasbl, MpeJCTaBisieMble CyOBEKTY, JIOJIKHBI OBITH pa3peleHbl
(omo6pensr) ACO (HOK) mo Havasa UX HCIOJB30BaHUS B HccieoBaHUU. CyObeKT WA ero
3aKOHHBIA IIPEJICTAaBUTENIb JOJDKHBI OBITh CBOEBPEMEHHO O3HAKOMJIEHBI C  HOBOM
nHbOpMaIeld, CIIOCOOHOW TOBJHMATh HAa JKeJlaHWe CyObeKTa IPOJIOJDKATh Yy4YacTHE B
nccaenoBanuu. PakT nepeaavu 3To HHGOPMAIUHU A0JKEH ObITh IOKYMEHTATIFHO 0(DOPMJIIEH.

4.8.3. Hu wuccinenosarenb, HU Jpyrue 3aHATbIE B MCCJIENOBAHUU JIMLA He JIOJDKHBI
MIPUHYK/IATh CyO'beKTa WJIN UCIIOJIb30BAaTh HHbIE HEKOPPEKTHBIE METO/IbI BO3/IEUCTBUS C IETBIO
CKJIOHHUTD €ro K y4acTUIO JIN0O0 MPOJIOJIKEHUIO YUACTHUS B UCCIIEZIOBAHUU.

4.8.4. Hu yctHasA, HU nucbMeHHas WH@OpMaIys, Kacawlasacsa UCCIe0BaHusA, BKI0Yasd
NUCbMEHHYI0 (opMy HH(MOPMHPOBAHHOIO COIJIaCHA MalueHTa, He JIOJDKHA COJep»KaTh
(opMynMpOBOK, NPAMO WJIM KOCBEHHO CKJIOHAIONUX CyObeKTa WU €ro 3aKOHHOIO
IIpe/ICTaBUTeIA OTKa3aTbCA OT CBOMX 3aKOHHBIX IIPaB, a Takke (POPMYJIHUPOBOK, NPAMO HIU
KOCBEHHO OCBOOOXKAIOIIUX HCCJIe/IOBATENsA, MEAUIIMHCKYIO OPraHU3aIyio, CIOHCOPA WM HUX
IIpe/ICTaBUTEJIEN OT OTBETCTBEHHOCTH 32 XaJIaTHOCTD.

4.8.5. HUccnenmoBaresnp WINM YHOJHOMOUYEHHOE UM JIMIO JIOJDKHBI B IIOJTHOM Mepe
ponHGOPMUPOBATh CyOBEKTa WU, €CaU CyObeKT He CcIocoOeH AaTh WHGOPMHUPOBAHHOE
corjiacve, ero 3aKOHHOTO Ipe/ICTaBUTessA 000 BceX 3HAUMMBIX ACIIEKTax HCCIIeJOBAHUA, B TOM
4yrce 03HAKOMHUTh ¢ MHPopMalued ob mccaeoBaHUHA B MHUCbMEHHOU (opme u o100peHreM
(mosnoxkurtenpHbIM 3akimouenrem) 9CO (HIK).

4.8.6. ndopmanusa o0 wuccaeOBAHUM B YCTHOM U NHCbMEHHOH QopMe, BKIIOYAsA
MUCbMEHHYI0 GopMy MHPOPMUPOBAHHOTO COIJIACHSA, JIOJKHA COJIepKaTh KaK MOXKHO MeHbIIe



CliIeUaJIbHBIX TEPMHHOB U OBITH IMOHATHA CY6’I>eKTy Wi B COOTBETCTBYIOIIUX CJ/IydadX €ro
3aKOHHOMY IIPpEACTAaBUTE/NI0 1 HE3AUHTEPECOBAHHOMY CBUAETEIIIO.

4.8.7. Ilepen mosiydeHneM HWH(POPMHUPOBAHHOTO COIVIACHS HUCCJIEZIOBATENh  HJIU
VIOJTHOMOUYEHHOE UM JIMIO JIOJDKHBI IIPEJOCTABUTh CYOBEKTy WJIH €ero 3aKOHHOMY
IIPE/ICTABUTEII0 JIOCTATOYHOE KOJINUYECTBO BpPEMEHM U BO3MOXKHOCTh IOJIYIUTH OoJiee
o/ipobHy0 nHGoOpMaIuio 06 UCCIeOBAHUY JJIs IPUHATHA PelleHnsa 00 yJacTUl B HEM HJIN
OoTKaze OT Takoro ydactus. CyObeKT WM €ro 3aKOHHBIU IpPeCTaBUTENH JIOJIDKHBI MOIYIUTH
HCYEPIIBIBAIOIINE OTBETHI HA BCE BOIIPOCHI 00 UCC/IeIOBAHUH.

4.8.8. lo Hauasa yyacTus B UCCJIEOBAHUH CYObEKT WJIHM €r0 3aKOHHBIN IIPE/ICTaBUTEND, a
TaK:Ke JIUIO, IPOBO/IUBIIIEE PA3hACHUTEIBHYIO Oece/ty, TO/KHBI MIOAINCATh U COOCTBEHHOPYIHO
JATUPOBATh MUCbMEHHYIO popMy NHGOPMHUPOBAHHOTO COTJIACHS.

4.8.9. Eciu cyOBeKT WK ero 3aKOHHBIN IIPEe/ICTaBUTENb HE CIIOCOOHBI YHUTATh, BO BpeMs
MIPOBENIEHNSI PA3bACHUTENIBHOU Oeceslbl /IOJDKEH IPUCYTCTBOBATh HE3aHMHTEPECOBAHHBIN
cBuzeTesb. Ilocse TOro kKak cyOBeKTy WM ero 3aKOHHOMY IIPEJICTABUTENII0 MPOUYUTAIH U
Pa3bACHIIIN NMHUCbMEHHYI0 GopMy MHGDOPMUPOBAHHOTO COTJIACUS U JIPYTHE IIPEJCTABIIsEMbIe
CyObeKTy MUCbMEHHbIE MAaTEPHUAIBI U CYOBEKT WJIN €r0 3aKOHHBIN IPEACTABUTENb Jajl YCTHOE
coIJIacHe Ha yJacTHe cyOBbeKTa B MCCIIEIOBAHUU U, €CJTH CIIOCOOEH, OIIHCATI C YKa3aHUEM /IaThI
MUCbMeHHYI0 GopMy HHGOPMUPOBAHHOTO COTJIACHS, HE3AMHTEPECOBAHHBIA CBHU/IETEND JOJIKEH
ee TOJAMUCaTh U COOCTBEHHOPYYHO IIOCTAaBUTHh JaTy. IlojamuchiBas HHUCBMEHHYIO Gopmy
MHGOPMUPOBAHHOTO  COTJIACUs, HE3aWHTEPECOBAHHBI CBUJETENb IOATBEPIKIAET, YTO
nHOpMaIs, coZepKaIlasaca B yKa3aHHON ¢opMe U APYruxX NUChbMEHHBIX MaTeprasax, Oblia
pa3bsACHEHA U TMOHATA CyOBEKTOM WM €ro 3aKOHHBIM IIPEICTABUTENIEM M YTO COIJIacHe Ha
ydJacTue B UCCIEIOBAHUH JJAHO CYO'beKTOM MJIU €ro 3aKOHHBIM IIPE/ICTaBUTEIIEM I0OPOBOJIHHO.

4.8.10. B xome paspiAcHUTENBHOM Oecempl, a Takke B MHCbMEHHOH dopme
MHDOPMHUPOBAHHOTO COIVIaCHUsA U /IPYTUX MHCbMEHHBIX MaTepuajax, Ipe/CTaBJIsgeMbIX
cyObeKTaMm, JOJKHO OBITh Pa3bsCHEHO CIIEYIOIIEe:

a) uccJieJloBaHNe HOCUT SKCIIEPUMEHTAIbHBIN XapaKTep;
0) LeJIb NCCIIeOBAHNSA;

B) BapHUaHTHl JleYeHUsA B IIpOIlecce UCC/IEeIOBAaHUA U BEPOATHOCTh CIYYaWHOTO
pacnpeziesieHus B OHY U3 IPYIII JIeUEHU;

T') IIPOILIEIyPhI UCCIIEIOBAHMUS, BKJIIOUAsl BCE MHBA3UBHBIE IIPOLIE/YPHI;
1) 00A3aHHOCTH CyO'hEKTA;
€) aCIeKThI UCCIE0BAHMSA, KOTOPBIE HOCAT SKCIIEPUMEHTAIBHBIN XapaKTep;

3K) OXKHUJlJaeMble PUCK WJIM Heylo0CTBa JUIA CyOBEKTa, a TaKKe B COOTBETCTBYIOIIMX
CJIyJasx - s BSMOPUOHA, IJ10/1a WJIN MJIaJIEHIIA;

3) oKujlaemMble BbIroia U (vim) mosib3a. Ecyii mosib3bl ¢ MEIUITUHCKOU TOYKU 3PEHUS HE
MpEeToIaraeTcs, CyObeKT JI0JI?KeH ObITh ITOCTaBJIEH 00 3TOM B U3BECTHOCTD;

1) UHBIE, TOMUMO MIPEAYCMOTPEHHBIX B UCCJIEIOBAHUH, ITPOIEyPhl UJIN METObI JIEUEHH S,
KOTOpbIE MOTYT OBITh JIOCTYIHBI CYOBEKTY, UX 3HAUMMBbIE€ ITOTEHI[UATbHbIE BbITOAA U (WJIH)
TI0JIb34, a TAKIKE PUCKU;

K) KOMITeHcanus U (WIn) JieueHne, JOCTYITHbIE CYOhEKTY B CTydae MPUYUHEHUS BPEJla €ET0
37I0POBBIO B pe3yJIbTaTe YYaCTUs B UCCIIEIOBAHUH;



JI) TUIAaHUPYEMbIe BBIIJIAThI CyOBEKTY 32 €ro yJ4acTHe B HCCJIEOBAHUM, €CJIM TaKOBBIE
IIpeZlyCMOTPEHBI;

M) IVIAHHUPYEMBIE PACXOJbI Cy'6'beKTa, CBA3aHHBIE C €r0 y4aCTUEM B HCCI€A0BAHHUU, €C/IU
TaKOBbI€ OXKHNJAI0TCA,

H) y4JacTre CyObeKTa B UCCJIEJITOBAHUU SIBJISIETCS JOOPOBOJILHBIM, OH MOJKET OTKA3aThCs OT
YYaCTHs WA BBIUTU U3 UCCIEAOBAaHHA B JIIOOOH MOMEHT 0e3 KaKuX-JIMOO CAaHKIHH i cebst
WJIH TIOTEPHU BBITO/IbI;

0) MoHHTOpPHI, ayauTopbl, 9CO (HOK) u ynosiHOMOYeHHbIE OPTaHbl B TOH Mepe, B KaKOH
9TO JIOIyCKaeTcsl 3aKOHO/ATEJIbCTBOM TOCY/IapCTB-WIEHOB, OyAyT HMeTh MPAMOM JOCTYI K
OPUTHHAIBHBIM MEQUIIMHCKUM 3aIUCAM CyOBeKTa I MPOBEPKU MpOIenyp U (WIM) AaHHBIX
KJIMHUYECKOTO UCC/Ie/IOBAHUA, He HapyIas IPU 3TOM KOH(DUAEHITNATbHOCTH JAHHBIX CyOBEKTa,
U CcyObeKT WM €ero 3aKOHHBIM IIpe/ICTaBUTEIb, IOJIMUCHIBAs IHUCHBMEHHYI0 GopMmy
MHGOPMHUPOBAHHOTO COIVIACH, JAeT pa3pellleHre Ha TAaKOU JJO0CTYII;

) 3alucy, WIeHTUPUIUPYIIIHe cyObeKTa, OyAyT COXpaHEHbI B TailHE U MOTYT OBITh
PACKpBITBI TOJIBKO B TOM Mepe, B KaKOH 3TO JIOIMYyCKAaeTCs 3aKOHOJATEIhCTBOM TOCYZAPCTB-
yieHoB. [lpu nyOiukanuu pe3yabTaTOB UCCIENOBAHUA KOH(PUAEHIIUAIBHOCTh JaHHBIX
cyObekTa Oy/ieT COXpaHeHa;

pP) CyOBEKT WM ero 3aKOHHBIN IIPEJICTABUTEIh OYAyT CBOEBPEMEHHO O3HAKOMJIEHBI C
HOBOHM mHQopManuel, cnocoOHO! IMOBIUATH Ha KeJaHWE CyOBeKTa IMPOJOJIKATh YJacTHE B
HCCIIEIOBAHUY;

C) Jina, K KOTOPbIM MOXKHO O6paTI/ITbC}I JJIA IIOJIy4€HUA ,[[OHOIIHPITEIIBHOﬁ I/IH(bOpMaI_II/II/I
00 HCCJIEJOBAHUU U IIpaBax Cy6’beKTOB HCCiIeJOBaHUA, 4 TAKXKE B CjIydae IIPUYUHEHUA Bpeaa
310POBbIO CY6’b6KTa B pe3yJibTaTe €ro y4aCTud B HCCJIEAJOBAaHUU;

T) BO3MOXKHBbIE O0OCTOATENbCTBA U (WIHM) MPUYUHBI, IO KOTOPHIM ydacTHe CyOBeKTa B
HICCIJIEJIOBAHUH MOXKET OBITH IIPEKPAIIEHO;

y) IIpeAiniosaraemMas JUINTeJIbHOCTh y4acTus cyObeKTa B MCCIeIOBaHUM;

¢$) npubIU3UTENTFHOE KOJIMYECTBO CYOBEKTOB, KOTOPBIX IIPEAIIOJIATAETCS BKJIYUTH B
HccJle/loBaHue.

4.8.11. Ilepes BKJIIOUEHHEM B HCCIeIOBaHUE CYOBEKT WU €ro 3aKOHHBIN IIPeJICTaBUTEIb
JIOJKEH TIOJIyYUTh IIOAIMCAHHBIN 5K3eMIUVIAP NHUCbMeHHOH ¢opMbl HMHGOPMHUPOBAHHOTO
COIJIACHS C YKAa3aHUEM JIaThl U JPyTHeE MPEAOCTaBJIsseMble CyO'beKTaM MUCbMEHHbIE MATEPUAIIbI.
Bo Bpems yuactusi cyObeKTa B MICCIIETOBAHUU OH WJIM €T0 3aKOHHBIN IPEACTABUTEINb JIOJIKEH
MOJIy4aTh IOJIMCAHHbIE 5K3eMIUIAPHI BCeX IOCJIENYIOIINX pefaKIUil MUCbMeHHOU (OpMBbI
WH(QOPMHUPOBAHHOI'O COIJIACHA C YyKa3aHUWeM JaThl U KONHU BCeX IIONPAaBOK K JAPYruM
MMUChbMEHHBIM MaTepHuaiaM, IPe/ICTaBIAeMbIM CyObeKTaM.

4.8.12. Eciiu B KJIMHUYECKOM HCCJIEZIOBAHUU YUACTBYIOT CYO'BEKTHI, KOTOPbIe MOIYT OBITh
BKJIIOUEHBI B HCCJIEJIOBAHUE TOJIPKO HAa OCHOBAaHUM COIJIACUSA MX 3aKOHHBIX IIpeJICTaBUTENIEH
(manpumep, HecoBepIIIEHHOJIETHHE, TAIIMEHTHI C BHIPAXKEHHBIM CJ1a00yMueM), CyObeKT JOJIKeH
O6bITh TPOMH(POPMUPOBAH 00 UCCIEOBAHUU B COOTBETCTBUU C €r0 CIOCOOHOCTBIO MOHATH 3TY
HHDOpPMAIUIO U, eclId CYOBEeKT B COCTOSIHMH, OH JIOJDKEH IOJANHUCATh C YKa3aHUEM JIaThl
NUCbMEHHYI0 popMy NH(OPMUPOBAHHOTO COIJIACHUS.

4.8.13. Kpome ciiyuaeB, ONIMCaHHBIX B MYHKTE 4.8.14 Hacrosamux [IpaBu, B uccie/ioBaHue,
He CBs3aHHOE C JiedeHHeM (TO ecThb WHCC/IeOBaHME, B KOTOPOM He IIPEJIIOJIaraeTcs



HEMOCPEACTBEHHON C MEAUIMHCKOW TOYKW 3pEHHsA IOJIb3bl i1 CyObeKTa), MOTYT OBITh
BKJIIOUEHBI TOJIBKO CYyOBEKTHI, KOTOPBIE JIMYHO MJAIOT CBOE COIVIACHE U COOCTBEHHOPYYHO
MTOAIMCHIBAIOT U AATUPYIOT MUCbMEHHYIO (OpMy HH(POPMUPOBAHHOTO COTJIACHUS.

4814 B uccienoBanue, He CBA3aHHOE C JIEYEHUEM, Cy'6'beKTI>I MOTIYT OBITh BKJIFOUEHEI C
CorJiacud UX 3aKOHHBIX Hpe,ZICTaBI/ITeJIEﬁ IIpu CO6.TIIO]_IeHI/II/I (6% (S7117410)1107%D.¢ YCHOBHﬁZ

a) oejim HucCCjlIeOoBaHHUA HE MOIYyT OBITDH AOCTUTHYTBI ITIOCPEJCTBOM HCCIEAO0BAHUA C
y4qaCctueM CY6’I>eKTOB, KOTOPbIE€ MOI'YT JaThb CBO€ COTJIaCHE JIMYHO,;

0) O3KUAaeMBIH PUCK /IS CyOBEKTOB HE3HAUUTEIEH;

B) HeraTuBHOE BOSZ[efICTBHe Ha 3J0pOBbE CY6’I)EKTa CBE€J€EHO K MHHUMYMYy H
HE3HAYUTEJILHO,

I‘) HCCIeJOBAHUE HE 3alIPEIIEHO 3aKOHOAATEJIbCTBOM I'OCyIapCTBA-YJICHA;

) JUIA BKJIIOYEHUS TaKUX CYOBEKTOB B HCCJIEJJOBAaHUE 3aIPOIIEHO CIIEeIUaIbHOE
onobpenue (3axtouenue) ICO (HIK), yuutpiBaroliee 3TOT aCHEKT.

HOIIO6HI)I€ Hcciea10BaHuA (3a HCKJIIOUeHHEM O0OCHOBAHHBIX cnyqaeB) JOJI?KHBI
IIpOBOAUTHECA C YYaCTHUEM CY6’I>EKTOB, 120V(S210)110%D.¢ 3&60HeBaHI/IH, A JIeHEHHUA KOTOPBIX
InpeaHadHa4eH I/ICCJIEILyeMBIfl mnpemnapar. CY6’I>€KTI>I B TaKHX HCCIE€A0BaHUAX JOJIXKHBI
HaXOJUTbhCA IIO TIIATE/IbHBIM Ha6]II-OIIeHI/IeM, N UX ydaCTHE OOJIXKHO OBITD IIpeKpameHo, eCjanu
€CTb OCHOBAHMHA I10JIaraTb, YTO OHH HUCIILITBIBAIOT qpesmeprIﬁ Z[I/ICKOM(I)OpT.

4.8.15. Ilpu HEOTIIOXKHBIX COCTOSHUAX, KOTAA /O BKJIIOUEHUsS B UCCIIEJOBaHUE
HEBO3MOKHO IIOJIyYUTh COIVIACHE CAMOTO CYOBEKTa, OHO JOJDKHO OBITh 3aIpOIIEHO Y €ro
3aKOHHOTO IIPEJICTABUTENIA, €CJIM TAKOBOU IPHUCYTCTBYeT. Ecim mpesBapuTesbHOE cOTJIacue
€aMoro cy0'beKTa HEBO3MOKHO M OTCYTCTBYET €ro 3aKOHHBIA IIPEJCTABUTENbD, JJI BKIIOUEHUS
cyObeKTa B HcCCIeloBaHUE JIOJKHBI ObITh IPUHATHI MPEIyCMOTPEHHBbIE IIPOTOKOJIOM M (M)
JIPYTUMU JIOKyMeHTaMu U paspernieHHble (0106penHbie) ICO (HIK) mepsl, HalIpaByieHHbIE HA
3alIUTy mpaB, Oe3omacHOoCTM © Osaromoyydusi CyOBEeKTa, a TakiKe obecrednBaroliye
COOTBETCTBUE IPUMEHUMBIM TpeOoBaHUAM. CyObeKT WJIM €ro 3aKOHHBIN IIPEJICTABUTEH
JOJDKHBI OBITh B KpaTJYalIIie CPOKU IOCTABJIEHBI B M3BECTHOCTh 00 HCC/IEJIOBAHUM, U y HUX
JIOJDKHO OBITh 3ampOIIEHO COIVIACHE HA IPOJIOJDKEHUE YJaCTHs B HCCIIEAOBAHUHU, a TaKXKe
1HGOPMUPOBAHHOE COTJIACHE B COOTBETCTBUU C IIYHKTOM 4.8.10 HacTosmmx [Ipasui.

4.9. JlIokyMeHTaIus U OTYETHOCTb.

4.9.0. UccnenoBarens (MeIUIIMHCKAs OPTaHU3AINsA) JOJDKEH BECTH COOTBETCTBYIOIIUM
00pa3oM CcOCTaBJIEHHbIE M TOYHBIE NMEPBUYHBIE JIOKYMEHTHI U 3aIHCH 00 HCCJIEIOBAaHUU, B
KOTOPBIX OTPAKalOTCS BCE 3HAUYUMBIE /I HUCC/IEIOBAHUSA JIaHHBIE IO KaXKJOMY CYOBEKTY
HCCIeIOBAaHUSA B HCCJIE[OBAaTEIbCKOM IleHTpe. IlepBUuHBIE [JaHHBIE JIOJDKHBI  OBITH
pa30OpUUBBIMY, OPUTHMHAJIBHBIMU, TOYHBIMU, IIOJTHBIMH, JOJIKHBI PEruCTPUPOBAThCA B
MPOIIECCE OCYIIECTBJIEHUS HaAOJIIOIEHUH TakuM 0Opa3oM, 4YTOObBI HX MOXKHO OBLIO
arpubyTupoBaTh. V3MeHeHUs NEPBUYHBIX JAHHBIX JIOJKHBI OBITH IIPOCJIEKMBAEMBIMU, He
JIOJDKHBI CKPBIBaTh II€PBOHAYAJIBLHO BBE/IEHHBIE JaHHblE M IIPU HEOOXOJMMOCTH IIOJIJIeKAT
00bscHeHUIO (HAaIIpUMeD, ITOCPEICTBOM IOKYMEHTAJIbHOT'O CJIe/1a).

4.9.1. MccnenoBaresb I0JDKEH 00€CIEYUBATh TPABUJIBHOCTD, ITOJTHOTY, Pa300PYUBOCTh U
CBOEBPEMEHHOCTDh IIPEOCTABJIEHUS] CIIOHCOPY JAHHBIX, COZEPIKAIUXCA B WHAUBU/TyaTbHOU
PETUCTPAITMOHHOMN KapTe U BO BCEX TPEOYEMBIX OTYETaX.



4.9.2. JlaHHbBIE, CcOJiepKallUecs B WHAWBUJIyaJTbHON PEruCTPAIMOHHON KapTe, TOJDKHBI
COOTBETCTBOBATh IMEPBUYHON JOKYMEHTAIlUM, U3 KOTOPOU OHU IepeHeceHbl, HNMeIolnecs
PaCXOKEHUS TOJKHBI OBITh OObSICHEHBI.

4.9.3. JItoOble N3MeHEeHUsI WU UCIIPABJIEHUs B MHAUBU/IYJIbHOM PETUCTPAIIMOHHON KapTe
JIOJKHBI OBITh TIOATMCAHBI, TaTHPOBAHbBI, OOBSICHEHBI (IIPU HEOOXOAUMOCTH) U HE JOJIKHBI
CKPBIBaTh IE€PBOHAYAIBHYIO 3alKCh (OJKEH OBITh COXPAaHEH JOKYMEHTAJIbHBIA CJiefm). ITO
OTHOCUTCSI K M3MEHEHHMsM W WCIPAaBJIEHUSAM KaK Ha OyMaKHBIX, TaK M Ha DJIEKTPOHHBIX
HOCHUTEJAX (B COOTBETCTBHU C MOAIYHKTOM "0" myHKTa 5.18.4 Hacrosmux [IpaBwr). CrioHCOp
JIOJKEH TIPEJICTABUTh HCCJIEAOBATENI0 ¥ (WJIM) €ro YIOJHOMOYEHHBIM IIPEACTaBUTENISIM
UHCTPYKIIUIO O TOpsiAke OQGOpMJIEHUs TaKUX WHcrpapieHuid. CIIOHCOp JOJIKEH WMETh
MUChMEHHBIE TPOIEAYPhI, IIPEIYyCMATPUBAMOIINE, YTO H3MEHEHHs WWIM WCIPaBIeHUs B
WHIUBUAYAJIbHOU  PETUCTPAIlMOHHOW  KapTe, BHOCHUMBbIE  €r0  yIIOJTHOMOYEHHBIMU
MIPEJICTABUTEIIAMHE, JJOKYMEHTAIBHO O0(POPMIISAIOTCS, SBJSAIOTCS HEOOXOAMMBIMU U O0OPAIOTCS
ucciefoBatesieM. lVccienoBaTesib JIOJDKEH XPAaHHUTh 3amuCH 00 OSTHX W3MEHEHHsX U
HCIIPABJIEHUSIX.

4.9.4. HWccnepoBatenb (MeIUIIMHCKAas OpraHU3aIvs) O0JKEH BECTH JIOKYMEHTAI[UIO
HCCIeIOBAaHUS COIVIACHO IO/Ipasjiesly 8 HACTOSAIIEro paszesia M MPUMEHHUMbIM TPeOOBaHUSIM.
UccnenoBaTenb (MeAUITMHCKAs OpTaHU3ANKA) J0JKEH MPUHUMATh MepHhI, IPeI0TBpaIlaroIie
CJIy4aiiHOE WJIH TPEK/IEBPEMEHHOE YHUUTOKEHHE STUX JJOKYMEHTOB.

4.9.5. OCHOBHBIE JIOKYMEHTHI JIOJKHBI XPAHUTHCS HE MEHee 2 JIET IOCJIe YTBEPIKIAECHUS
Moc/IeTHEN 3asiBKU Ha PETUCTPAIIHIO JIEKAPCTBEHHOTO IIpelapara B TOCyapcTBe-4eHe U JI0 TeX
Iop, TOKa HH OJHAa W3 3asgBOK He Oy/leT HaxOJUThCS Ha PacCMOTPEHUU U He Oyfer
IUIAHUPOBAThCsSI HOBBIX 3asBOK, WM HEe MeHee 2 JIeT I0ocjie OUIIMAIBLHOTO IIpeKpaleHus
KJIMHUYECKOH pa3pabOTKU HCCJIelyeMOro Impemnapara. 9TH JOKYMEHTBHI JOJDKHBI XPaHHUTHCS
0oJiee UINTEJIBHBINA CPOK B CJIydae, eCJIM 3TO IPEeAyCMOTPEHO MPUMEHUMBIMU TpeOOBaHHUSAMU
WIN JIOTOBOPOM €O CIOHCOPOM. OTBETCTBEHHOCTBIO CIIOHCOpA sBJIsIeTcss HHGOPMHUPOBAHUE
uccaenoBaTensa (MeIUIIMHCKONM OpraHU3aIuy) 00 UCTEeUeHUH CPOKa XpaHeHUs JOKyMeHTaIllnu
(B COOTBETCTBHUU C IyHKTOM 5.5.12 HacTtosmux [IpaBu).

4.9.6. ®UHAHCOBBIE ACIEKTHI UCCJIEIOBAHUS JOJIKHBI OBITh OTPAsKEHBI B JIOTOBOPE MEKIY
CIIOHCOPOM U HccJiesoBaresieM (MeIUITUHCKON OpraHu3aIuen).

4.9.7. Tlo 3ampocy monwuTopa, ayauropa, 9CO (HIK) wim ymosHOMOYEHHOro opraHa
vceyieIoBaTeNh (MEeAUIMHCKASA OPTaHU3AIMA) JIOJDKEH O0ECIeUnTh MPSIMOHN JOCTYH KO BCEM
3aMucAM, OTHOCAIIMMCA K UCCIIe/IOBAHUIO.

4.10. OT4eThI 0 X0/ie NCCIIENOBAHMSA.

4.10.1. UccnemoBatens nosmkeH npezactaiaaTh 9CO (HIK) kpaTkue nMuchbMeHHbBIE OTYETHI
0 XOJIe UCCIIeZIOBAHUSA €3KETOTHO WJIH Yallle, ecoiu atoro Tpedyer OCO (HIK).

4.10.2. HccnenoBaresnb O/KEH He3aMeJJIUTENIbHO IPEZCTABJATh MUCbMEHHbIE OTYETHI
crioucopy, 9CO (HIK) (B coorBercTBUM ¢ IyHKTOM 3.3.8 Hacrosmux IIpaBwi) u, B
COOTBETCTBYIOIIMX CIy4YasaX, OPraHU3aIuy O JI00bIX U3MEHEHUAX, CYIIECTBEHHO BIUAIONIUX HA
IIpOBeJIeHNEe UCCeJ0BAaHUA U (MJIN) YBEJIMUUBAIOIINX CTEIIEHb PUCKA JJ1 CYO'bEKTOB.

4.11. [Ipencrasyienue nHGOpManuy Mo 6€30MACHOCTH.

4.11.1. OO0 Bcex Cepbe3HBIX HEKEJIATEJbHBIX SIBJIEHHUAX HEOOXOJMMO HeMeJIeHHO
coO0IaTh CIOHCOPY, 3a HCK/JIIOUYEHHWEM TeX W3 HUX, KOTOPhlE B IMPOTOKOJIE WA B JAPYTOM



JIOKyMeHTe (HamprMep, B OpOIIOpe HccIeioBaTeNA) ONpe/ieJIeHbl Kak He TpeOyIolre CPOYHOTO
pernoptupoBanus. ITocsie mepBUYHOTO CPOTHOTO COOOIIEHNA HEOOXOAUMO B KpaTUaKIIIIe CPOKU
[IPEe/ICTaBUTh MOAPOOHOE IMHChMeHHOe coolbieHue. IlepBUyHOe U HOCJIEAYOINe COOOIeHNs
JOJDKHBI WIEHTU(GUIIPOBATh CYOBEKTOB HCCJIEAOBAHUA IO IPUCBOEHHBIM UM YHUKAJIBHBIM
KOoZlaM, a He II0 UMeHaM, IEePCOHAJIBHBIM HAeHTH(GUKANNOHHBIM HOMepaM U (WIH) ajpecam
cyopekToB. lccenemoBarenb JIO/DKEH Takke coOJIOAaTh INpUMEHUMble TpeOOBaHHA U
[IPEOCTABIATh HHMOPMANUI0 O CEePhE3HOM HEXKEJIaTeJIbHOM SfBJIEHHU B COOTBETCTBUU C
MIOPSAZIKOM COTJIACHO MTPUJIOKEHUIO N 11.

4.11.2. 0060 Bcex HeXeJaTeJbHBIX SABJIEHUAX U (I/IJII/I) OTKJIOHEHHUAX JIa60paTOprIX
IokasaTejed OT HOPMBI, OIIPpE€AECJICHHBIX IIPOTOKOJIOM B Ka4Ye€CTB€ KPHUTUYHBIX JIA OLICHKH
6630HaCHOCTI/I, HEO6XO,I[I/IMO COO6IIIaTI) CIIOHCOPY B COOTBETCTBUU C Tpe6OBaHI/I}IMI/I K
npeacraBJI€HUIO COO6IH€HHﬁ O HEXeJIaTCJIbHBIX ABJIEHUAX B CPDOKH, OIIpEAETIEHHBIE CIIOHCOPOM
B IIPOTOKOJIE.

4.11.3. IIpu cooOmIeHHsAX O CMepTHU HCCIeAoBaTeNb 0053aH IO 3ampocy CIIOHCOPA,
ynosmHomoueHHoro opraHa u 9CO (HOK) mpencTtaBUTh JONOJTHUTENBHYI0 WHGOPMAIUIO
(HampuMep, MPOTOKOJI BCKPBITHSA U IOCMEPTHBIA SITUKPHU3).

4.12. Hpe}Kﬂ;eBPEMEHHOG IIpeKpalieHre uin IpUuoCTaHOBJIEHHUE HCCIIEJOBAHUA.

Eciu mo kakod-1mb0 NpHYMHE KCCIEIOBAHHUE IPEXKAEBPEMEHHO IPEKPAIIEHO TN
IIPUOCTAHOBJIEHO, HCCJIEZIOBATENb (MEIUIIMHCKAsA OpPTraHu3aIs) JO0JDKEH He3aMeIJIUTETbHO
nHGOPMUPOBATh CYOBEKTOB HCCIENOBAHUA, OOECIIEYUTh UM COOTBETCTBYIOIIHE JI€UEHUE U
HaOJIIOIeHNE W, €eC/IM TPENYyCMOTPEHO NPHUMEHHMBIMU TpeOOBAaHUAMU, HH(POPMHUPOBATH
YIIOJTHOMOUY€eHHbIe opraHbl. Kpome Toro:

4.12.1. Ecnu uccreoBaTesib IpeXJIEBPEMEHHO IIpeKpaliaeT WM IMPUOCTAHABJINBAET
vccaeoBaHre 0e3 TpeBapUTEIbHOTO COIJIACHs CIIOHCOPA, OH JIOJI?KEH COOOIIUTH 00 3TOM
MEIUIIMHCKON opraHu3anuu (ecyii NPUMEHHUMO) | HccaefoBaTeslb  (MeauIMHCKAs
OpraHM3anusa) JIOJDKEH He3aMeJIUTEIbHO IpouHdbopMupoBaTh 06 3Tom cmoHcopa u ICO
(H9K) wu mpeacraBUTh UM TOJPOOHOE OOBSICHEHHE TPUYUH TNPUOCTAHOBJIEHUS WJIH
MpeKpaleHus UCCIeI0BAaHUsA B MUCbMEHHON hopMme.

4.12.2. Eciau crmoHcop mpekpamiaeT WM PUOCTAHABJIMBaeT uccaeqoBaHue (B
COOTBETCTBUM C IIYHKTOM 5.21 Hactosmux [IpaBui), uccaenoBaTesb JOKEH He3aMeIJTUTETbHO
coO0ImuUT, 00 3TOM MEAUIMHCKOW OpraHu3anuu (ecyii MPUMEHHMO), U HCCIeI0BaTEDb
(MemuIIMHCKAs OpraHU3aIMsA) JIOJDKEH He3aMeJIUTeIbHO MpouHGopMupoBaTh 00 3Tom ICO
(H9K) u mpeacraBUTh eMy HOJIpOOHOE MHUChbMEHHOE OOBbSICHEHHWE NMPUYHH MPHOCTAHOBJIEHUS
WIN TIPEKpaIeHNs UCCIIe/IOBAHMUSA.

4.12.3. Ecmm 9CO (HOK) okoHUYATeJTbHO WJIM BPEMEHHO OT3BIBAa€T O700peHue
(BaksoueHre) Ha TMPOBEAEHHUE HCCIeNOBaHUS (B COOTBETCTBHU C IyHKTaMu 3.1.2 U 3.3.9
Hacrosmux [TpaBuir), vccaenoBaTes b IOJBKEH COOOITUTh 00 3TOM MEIUITMHCKON OpraHu3aIuu
(ecsrt mMpUMEHUMO) U HCCIeN0BaTe b (MEAUIIMHCKAS OpraHu3aIus) JOoJKEH He3aMeJIUTETbHO
npouHGOPMHUPOBATH 00 3TOM CIOHCOpPA U MPEAICTABUTH €My MOAPOOHOE 00bsICHEHUE TTPUYUHBI
TIpeKpAIeHus WX TPUOCTAHOBJIEHUS UCCIE0BAHUS B TUChbMEHHOHN (opme.

4.13. ITOroBBI# OTYET HCCIIEIOBATEIA.

[Ipy HeoOXOMMOCTH TIOCJIE 3aBEPINEHHsS HCCIEOBAHUSA HCCIEA0BATENb JOJIKEH
COOOITUTH 00 3TOM MEUITMHCKON OpraHu3aIliy; UCCIeIoBaTeNb (MeIUITMHCKAas OpraHu3aIius)



nooken mnpenctaButh I9CO  (HIK) kparkuii oryer o006 WTOrax UCC/IeIOBaHUS, a
YIIOJTHOMOUYEHHBIM OpraHaM - Bce TpeOyeMble OTUeTHI (B TOM YHUCJIE B BUZE COOOIIEHMUS).

5. CmoHcop

5.0. YIpaBjieHHEe Ka4eCTBOM

Cnoncop aoykeH obecniedyuTh GYyHKIIMOHUPOBAHUE CHUCTEMBI YIIPABJIEHUS KauyeCTBOM Ha
BCeX 9Tallax KJIMHUYECKOTO UCCIIe/IOBAaHUA.

B pamkax mccie1oBaHUSA CIIOHCOP JIOJIKEH CIeJIaTh MPUOPUTETHBIMU BU/IBI JEATETHHOCTH,
obecrieunBarolire 6€30NaCHOCTh CYOBEKTOB HCCIEIOBAHUSA U JOCTOBEPHOCTh €0 Pe3yJIbTaTOB.
YmpasijieHHe KaduecTBOM BKJIIOUaeT B cebs pa3paboTKy paljiOHAJIbHBIX IIPOTOKOJIOB, a TaKXKe
WHCTPYMEHTOB UM TMPOLEAYp IO cOopy M oOpaboTKe JaHHBIX U HHGPOPMAINU, SBJIAIOIIENCS
KJIIOU€BOU JIJISI IPUHATUSA PEIIeHUN.

Metoapl, TpUMeHseMble JIsI OOecredeHUs] W KOHTPOJIA KadecTBa, JOJDKHBI OBITh
COpa3MEPHBI CBSA3AaHHOMY C HCCJIEAOBAaHMEM PHUCKY M BaKHOCTH COOMpaeMou WHGpOpMAIMH.
CnoHCOp /TO/KEH O00eCceuynTh IMPAKTHUYECKYI0 BBITIOJTHUMOCTb WCCIIENOBAHUA U JIOJDKEH
n36eraTb Ype3MepHOro YCJIOKHEHUS IPOIECCOB, U3JIHUIITHUX MPOIEAYpP U cOopa M3OBITOYHBIX
JaHHBIX. [IPOTOKOJI, WHAWBHUAYAJIbHBIE PETHCTPAIMOHHBIE KApPThl U JIDYTHE JIOKYMEHTBI
JTOJIKHBI OBITh SICHBIMH, JJAKOHUYHBIMU U BHYTPEHHE HEITPOTHUBOPEUYNBHIMH.

Cucrema ypaBJ/IEHUA Ka4eCTBOM OOJIKHa OBITh OCHOBaHa Ha PHUCK-OPHEHTHPOBAHHOM
II0JIX04€, B COOTBETCTBUU C IIYHKTAaMH 5.0.1 - 5.0.7 HACTOAIIINX HpaBI/IJ'I.

5.0.1. BrisiBienue KPUTHUYHBIX IIPOLIECCOB U JaHHDbIX.

Bo Bpems pa3pabOTK{ IPOTOKOJIA CIIOHCODP JOJIKEH BBIABUTH IPOIECCHI UM JIAHHBIE,
ABJIAIONINECS KPUTUYHBIMH C TOYKHA B3PEHHs 3alluThl CyOBEKTOB HCCIENOBAHUSA U
JIOCTOBEPHOCTU MOJIy4aeMbIX Pe3yJIbTaTOB.

5.0.2. BelsBI€eHNE DUCKOB.

CIioHCOp JI0JKEH BBISIBUTH PUCKH JJIsI KPUTHUHBIX MPOIIECCOB U JJAHHBIX UCCJIEAOBAHMUS.
Pucku ciemyer paccMarpuBaTh KaK Ha CHCTEMHOM YypOBHe (HampuMep, CTaHJIapTHBIE
oIeparoOHHbIE IPOIEYPhl, KOMIIBIOTEPU30BAaHHBIE CHCTEMBI, IIEPCOHAI), TaK U Ha YPOBHE
KOHKPETHOTO KJIMHUYECKOTO HCCae0BaHus (HampuMep, AU3aliH UCCIeIOBaHusA, cOOP TaHHBIX,
MpoIiecc MOoJIyYeHUs HHQOPMUPOBAHHOTO COTJIACHS).

5.0.3. O1leHKa PUCKOB.

CHOHCOp JAOJI)KEH OLEHHUTL BbBIABJIEHHBIE PHCKHM, COIIOCTaBHB HX C CYIIECTBYIOIIIMMU
HWHCTPYMEHTAMU KOHTPOJIA PUCKOB, IDUHHUMAasA BO BHUMaHHE!:

a) BEpOSTHOCTb BOBHUKHOBEHUS OIITUOKMY;
0) B KaKOI Mepe TaKue OIIHOKH MOTYT OBITH BBISIBJIEHHI;

B) BJIMSIHHE TAaKUX OIMMOOK Ha 3alUTy CyOBEKTOB HCCIENOBAHUSA U JIOCTOBEPHOCTH €0
pe3y/IbTaToB.

5.0.4. KOHTPOJIb PUCKOB.

CHOHCOp AOJIXKEH PEUINTh, KaKH€ PHUCKH ClIeAyeT MUHHUMHU3HNPOBATh 1 (I/I.TII/I) KaKHue pucCKu
MOXXHO CUHUTaTb AOOIIYCTHMBbIMH. MepI)I, IIpuMeEHdAeMble JId MHUHHMHU3AllUHN PHCKOB 10



NpuemMJIeMOI0O YpPOBHA, AOJIKHBI OBIThH NpONOPIHHUOHAJIBHBI 3HAYUMOCTU PHCKA. Mepr 110
MHHUMMH3allUU PUCKOB MOTYT OBITh BKJIIOUEHBI B IIPOTOKOJI IIPpHU IVIAHUPOBAHUHN UCCIIEAOBAHUA
" €ro npoBeJ€HnH, B IIJIAaHbI MOHUTOPHHIQA, COIVIAIIEHUA MEXAY CTOPOHAMM, OIIPEAC/IAIOIINE
pacipeneienue O6H33HHOCTeﬁ, CHCTEMHBIE MEXaHU3MBbI, o6ecneananm1/Ie CO6.TIIO,ZI€HI/I€
CTaHAAaPTHBIX OIIEPAIMOHHBIX IIPOIEAYD, 4 TAKXKE B TDEHUHT I10 IIpOEAYPaM U IIpoLeccaM.

JJi1 BBISABJIEHHSA CHUCTEMHBIX HpO6J’I€M, KOTOpbI€ MOIYT IIOB/IMATH Ha 6e30I1aCcHOCTD
Cy6'beKTOB ucciegoBaHuA U OJOCTOBEPHOCTb €ro pe3yJjibTaTOB, CIEAYET 3apaHee OIIPEacJINnTb
npenesbl JOIIYCKOB II0 Ka4YeCTBY IIapaMETpPOB HMCCIE€AO0BAHHA, IIPDUHUMAad BO BHHMAHHE
MEIUINHCKHE N CTATHCTUYECKHE XaPAaKTEPUCTHKU IIEPEMEHHBIX, a4 TAaKXKE€ CTATUCTHYECCKHE
acmekThl HCCIAeNOBaHUSA. BriABIeHUE OTKJIOHEHHH OT npeaejioB JOIIyCKOB IIO Ka4deCTBY
mapamMeTpoB HCC/IIEJOBAHUA OOJIXKHO IIOBJIEYDL 3a coboit OLEHKY HeO6XO,[[I/IMOCTI/I IIPpUHATHUA
COOTBETCTBYIOIII X M€EP.

5.0.5. Coo0I1ieHrEe O pUCKaX.

CHOHCOp AO0JIKEH NOKYMEHTUPOBATb MEPLI 110 YIIPABJIEHHUIO Ka4€CTBOM. CHOHCOp JOJI2KEH
AOBOJHUTH MEpbI II0O YIIPpABJIEHHIO Ka4e€CTBOM [0 CBE€JEHHA TEX, KTO BOBJICUECH B
COOTBETCTBYIOIIIME IIPOLECCHI HWJIKM 3aTPOHYT HMU, 4TOOBI 00JIETYUTH IIpoBeA€HHE OIEHKHU
PHUCKOB H €€ HEIPEPbIBHOE COBEPIIEHCTBOBAHUE B XOJ€ IIPOBEACHUA KIHNHHUYECKOIO
HcciieJ0BaHUA.

5.0.6. O1leHKa PUCKOB.

CroHcOp, UCHOJIb3ys HAKOIUJIEHHbIE 3HAHUS U OIIBIT, OJDKEH NMEPUOJIUUECKU OI€HUBATh
MepBhI [0 KOHTPOJIIO PUCKOB, YTOOBI YOEIUTHCA B TOM, UTO MEPHI 110 YIIPABJIEHUIO KAYECTBOM
COXPAHSIOT CBOIO 3(P(HEKTUBHOCTD U AKTYAJIBHOCTD.

5.0.7. Coob11ieHre 0 prUCKax.

B oruere 0 KJIMHUYECKOM WCCJIEJOBAHUU CIOHCODP JOJIKEH ONHCATh IIpUMeHSAeMbIU
MOAXOJl K YIPaBJIEHUIO KayeCTBOM U O00OOIIUTh BaKHbIe OTKJIOHEHUS OT 3apaHee
OIIpEe/IeJICHHBIX IIPEE/IbHBIX JOIIYCKOB II0 KAYECTBY IIapaMeTpPOB KJIMHUYECKOTO UCCJIe0OBAHN,
a Takke MPUHATHIE MePHI, HAI[paBJeHHble Ha UX yCcTpaHeHUe (B COOTBETCTBUM C IIyHKTOM 9.6
npwioxkenus N 1 k HacrosmuM [TpaBuiam).

5.1. ObecrnieueHne KauecTBa U KOHTPOJIb KAYECTBA.

5.1.1. CHOHCOp OTBeYaeT 3a BHEIPEHUE U IO/IJIEPKaHNE CUCTEM OOecIieueHusI U KOHTPOJIS
KauecTBa CO CTAHJAPTHBIMH OIIEPAIMOHHBIMH IIPOIIElypaMH, KOTOPble UMEIOT CBOEHN IIEJIbIO
obecIieunTh TMPOBEJEHUE HCCIeNOBaHUA, COOp, PETUCTPAIMIO0 M IPEJCTaBJIeHUE JTaHHBIX B
COOTBETCTBUM C IPOTOKOJIOM, HacTosumu [IpaBusiaMu u MpUMEHUMbBIMU TPEOOBAHUSIMH.

5.1.2. CHOHCOp OTBeYaeT 3a oOOeclleueHHEe COIVIACHA BCEX BOBJIEUEHHBIX CTOPOH Ha
npeacraBjIieHUE IIPAMOTO AOCTyIIa (B COOTBETCTBHHU C IIYHKTOM 1.51 HACTOAIINX HpaBI/I)I) BO BCe
y4acTByrouipe B HCCII€AOBAHHUHN LEHTPbI, KO BCEM II€PBUYHBIM JdHHBIM (ILOKYMGHTaM) u
OoT4ye€TaM B LE/IAX HNX MOHUTOpHHTAa W ayauTa CIIOHCOPOM, a TaKXE€ B HEJIAX HWHCIIEKIIHUH
YIIOJTHOMOYE€HHBIMH OpraHaMU IroCyJapCTB-4JIECHOB U TPETbUX CTPAH.

5.1.3. KoHTposib KauecTBa cJieZlyeT OCYIeCTBJIATh Ha BceX 3Tamax paboThl ¢ JTAaHHBIMH,
4TOOBI 00ECIeYUTD UX JOCTOBEPHOCTD U TPABUJILHOCTH 0OPabOTKH.

5.1.4. JIorOBOpPBI MEXAy CIIOHCOPOM W HccaefoBaresieM (MEIUITMHCKOU OpraHu3aIyei)
WK JII000U JIpyroil y4yacTBYIOIIEed B HCCIEAOBAaHUHM CTOPOHOM /JOJDKHBI OBITH COCTaBJIEHBI B
MMUCbMEHHOU (popMe KakK 4acTh MMPOTOKOJIA WIN B KAUECTBE CAMOCTOATEIHHBIX JIOKYMEHTOB.



5.2. KOHTpaKTHaﬂ uccaegoBareibCKkad oOpraHu3anusd.

5.2.1. CHOHCOp MOXKET IIOJHOCTbIO HJIM YaCTUYHO IIepeagaTb 00A3aHHOCTH U Q)YHKI_[I/II/I,
CBA3aHHBIE C IIPOBEACHHUEM HCCIIEJOBAHUA, KOHTpaKTHOfI HCCHeﬂOBaTEHbCKOﬁ opraHnu3anuu,
OZHAKO OTBETCTBEHHOCTb 3a KAa4YECTBO MU IIOJIHOTY IIOJIYYEHHBIX B XOI€ HCCIIEAOBAHUA JAaHHBIX
Ipu 9STOM HeECET CIIOHCOD. KOHTpaKTHa}I ucciaegoBareJibCKkad oOpraHu3anud JOJIZKHA
OCYyIIECTBJIATD MEPHI I10 obecIieyeHuo U KOHTPOJIIO Ka4€eCTBaA.

5.2.2. Tlepejaya KOHTPAKTHOU HCCJIEAOBATENIbCKONM OPTaHU3AIMU JIIOOBIX CBA3AHHBIX C
IIPOBEJIEHUEM HCC/IeIoBaHUS obOs3aHHOCTe W GYHKIUH JO/DKHA OBITh JOKYMEHTAJIBHO
odopmieHa.

CrnoHcOp OKEH KOHTPOJIMPOBATh BCe BBINOJIHAEMBbIE OT €r0 MMEeHU O0A3aHHOCTU U
(yHKIIMY, CBA3aHHBIE C IPOBEEHUEM HCCJIEZIOBAHUSA, B TOM YHCIe 00A3aHHOCTU U (PYHKIINH,
KOTOpble OBUIM TEpeJlaHbl IPUBJIEYEHHON CIIOHCOPOM KOHTPAKTHOU HCCIIEA0BATENbCKOM
opraHu3anyel TPeTbM CTOPOHAM B IOPSA/IKE CyOIoapsza.

5.2.3. Bce cBsAzaHHBIE C HcCCAeAOBAaHUEM 003aHHOCTA H (I)YHKLII/II/I, HE IepeJaHHbIE
KOHTpaKTHOﬁ HCCJIeIIOBaTe]IBCKOﬁ opraHnu3anuu, OCTar0TCA 3a CIIOHCOPOM.

5.2.4. Bce, uTo B HacTOAIIUX HpaBI/max KacaeTcAd CIIOHCOpa, TakKe IIPHMEHHMO K
KOHTpaKTHOﬁ HCCHeZ[OBaTEHbCKOﬁ OopraHu3aliiyi B TOH Mepe, B KOTOpOfI KOHTpAaKTHAad
ucciegoBaTeJIibCKad Oopranu3anud IIpUHUMAET Ha cebA 00S3aHHOCTH U (I)YHKIJ;I/II/I CIIOHCOpa B
YHaCTHU IIPpOBEAECHUA UCCIIEJOBAHUA.

5.3. MeaunuHckas JKCIIEpTHU3A.

CHoHCOp /IOJ’KEH Ha3HAYWTh  OOJIQAIONIAA  COOTBETCTBYIOIIEH  MEIUIIMHCKOU
KBIHM(UKAIUEH IeEPCOHA, KOTOPBIU JIOJIKEH OBITh BCET/IA JIOCTYTIEH /IS PEIIeHUs CBA3aHHbIX
C HCCJIEJOBAHUEM BOIIPOCOB MEIMUITMHCKOTO Xxapakrepa. I[Ipy HEOOXOAUMOCTH MOTYT
MPUBJIEKATHCS BHEIIHUE KOHCYJIbTAHTHI.

5.4. JIn3aiiH ucciaeqoBaHUs.

5.4.1. CHoHcOp [IOJbKEH TIpUBJIEKaTh KBaIU(MUIMPOBAHHBIX JUI[ (Hampumep,
OMOCTATUCTHKOB, KJIMHUUYECKHX (hapMaKoJIOTOB, Bpadeil) Ha BceX 3TalaxX HCCIIEAOBAHUSA - OT
pa3paboTKU IPOTOKOJIA, UHAUBU/IyIbHON PEruCTPAIMOHHON KapThl U IIaHA CTATUCTUYECKOTO
aHaJIM3a /10 NO/ITOTOBKU ITPOMEKYTOYHOT0 ¥ GUHATIBHOTO OTYETOB.

5.4.2. CrioHcOp IomKeH cobiofaTh TpeOOBaHUSA IMofpaszena 6 HACTOAIIEro paszena u
npuwio:xeHud N 11 k HacroAamuM [Ipasuiam.

5.5. MeHeKMEHT HcCleZIoBaHusA, paboTa ¢ JaHHBIMH U BeZIeHHUE JIOKYMEHTAITHH.

5.5.1. CrioHCOp 00513aH NMpUBJIeKaTh 00J1aZIal0IINX COOTBETCTBYIOIIEN KBaTUUKAIIeN JIUI]
I oOIIero PYKOBOJCTBA HCCJIEZOBAaHHEM, pabOThl C JAHHBIMH, BepUdUKAIUU JAHHBIX,
MIPOBEJIEHUS CTATUCTUYECKOTO aHAJIN3A U MTOATOTOBKHU OTYETOB 00 MCCIeI0BAaHUM.

5.5.2. CIIOHCOP MOJKET MPHUHATH peleHre 06 o0pa3oBaHUN HE3aBHUCHMOTO KOMUTETA I10
MOHUTOPUHTY JIaHHBIX JUII PACCMOTPEHUs XOJa KJIWHUYECKOTO WCCIeOBAaHUs, BKJIIOYAs
paccMOTpeHUe JIAHHBIX 10 6€30ITaCHOCTH M 00 OCHOBHBIX MapaMeTpax 3MGEKTUBHOCTH, a TAKIKE
JUTsT BBIPAOOTKHU PEKOMEHIAIIUUA CIIOHCOPY O IeJIeCO00PAa3HOCTH MPOIOJDKEHUSA, IPEKPaIeHUs



Huccieg0oBaHuA HWJIM BHECEHHA B HETO M3MeHEeHUH. HKM,Z[ AOJIZKEH HMETb IIMCbMEHHbIE
OIl€pallMOHHbIE TPpOUEAYPBI U BECTU 3aIIMCH BCEX CBOUX 3ace11aHI/1171.

5.5.3. HpI/I HCIIOJIb30BAHUHU 3JIEKTPOHHBIX CHUCTEM JIA paGOTbI C JaHHBIMH HCCJIEAJOBAHHNA
u (I/I.TII/I) JJIEKTPOHHBIX CUCTEM YJAJIECHHOI'O NOCTYyIIAa K JAHHBIM CIIOHCOD AOJIXKEH:

a) obecreunTh W JAOKYMEHTAJIbHO O(GOPMHUTH COOTBETCTBHE CHCTEM 3JIEKTPOHHOMN
00pabOTKKM JIJaHHBIX YCTAHOBJIEHHBIM CIIOHCOPDOM TpeOOBaHUAM K IIOJTHOTE, TOYHOCTH U
HAJIKHOCTA JAHHBIX, a TaKKe K CTAaOWIbHOCTH JOCTHKEHHsA TpebyeMoro pesyJibraTta
(Baytmpmanuio);

IToaxon Kk BaIMgaliid TaKHX CHCTEM JIOJIKEH OBITh OCHOBAH Ha OII€HKE PDHUCKOB C YYETOM
OesIeBOro Ha3Had4€HUuA CHUCTEMbI KM €€ IIOTEHIHAJIbHOI'O BJIMAHHUA Ha 3allUuTy CY6’LEKTOB
uccieJoBanuAa U JOCTOBEPHOCTD PE3YJ/IbTATOB KJIMHHUYECKOI'0 UCCIIEAOBAHUA,

6) HUMETb CTaHAAPTHBIE OIIEPAITMOHHBIE ITPOUEAYPbI HCIIOJIb3OBAHUA STHUX CUCTEM.

CTaHIIapTHbIe OIl€epallMOHHbIE IIpOOEAYPBI MOOJ/IKHBI BEKJIIOYAThb B cebA omMcaHue
YCTaHOBKH, HaCTpOﬁKH U HCIIOJIb3OBaHHA CHCTEM. CTaHZ[apTHI)Ie OII€pAallMOHHBIE ITPOLEAYPBI
AOJIXKHBI OITHChIBATH BAJIMAIINIO 1 TECTUPOBAaHHE q)YHKI_[I/IOHI/IPOBaHI/IH CHCTEM, C60p JAaHHBIX "
o6pameHHe C HUMHU, IIOAAEPKAHHE pa6OTbI CuCTeM, MEpPHLI IIO obecrieyeHn0 06e30IaCHOCTH
CUCTEM, YyIIpaBJIEHHE HN3MCEHECHUAMHU, PE3E€PBHOEC KOIIMPOBAHUWE KN BOCCTAHOBJICHUE JdHHBIX,
IVITAaHHUPOBaHUE ﬂeﬁCTBHfI B CiIy4dae qpestIqaﬁHbe CHTyaHHfI, a TaKXXe€ BbIBOJ, CHCTEM U3
SKCIIyaTalluH. O06sa3aHHOCTH CIIOHCOpa, ucciaegoBarejsd W APYyrux CTOPOH B OTHOIIEHHUH
HCIIOJIb30BAHUA KOMIIBIOTEpDHU3UPOBAHHBIX CHCTEM JOOJIXKHBI OBITh IIOHATHBIMU JJId HHX,
I10JIb30OBaTE/IAM HeO6XOIII/IMO IIPOBECTH o6yquI/Ie I10 UCIIOJIb30BAaHUIO 3TUX CHCTEM,

B) 00OecrieyuTh paboTy CUCTEM TaKHUM 00pa3oM, YTOObI MOKHO ObLIIO M3MEHSTh JJAaHHBIE U
IIPH 5TOM BHECEHHbIE U3MeHEeHHs ObLIH Obl 33/IOKyMEHTHPOBAHbBI, a paHee BBeJeHHbIE TaHHbIE
He ObLIH OBI y/1asieHbI (ocTasics "TOKyMeHTaIbHbIN cylen’);

) UMEThb CHCTEMY 3all[UThl, IPEJOTBPAIAIOIIYI0 HECAHKIIMOHUPOBAHHBIA JIOCTYIl K
JTaHHBIM;

J1) OIpPEJIeJIUTh TepeueHb JIUI], HaJleJIEHHBIX IMPaBOM BHOCUTb M3MEHEHUs B JaHHbIE (B
COOTBETCTBUM C IIYHKTaMH 4.1.5 U 4.9.3 HacTosux [IpaBui);

e) obecrieunBaTh a/IEKBaTHOE PE3EPBHOE KOTMPOBAHUE IAHHBIX;

?K) COXPaHATh MAaCKHUPOBKY B UCCJIEJIOBAHUSIX, TPOBOANUMBIX CJIEIIBIM METOZOM (COXPaHATH
MAaCKUPOBKY IIPH BBOJIEe 1 00pabOTKe TaHHBIX);

3) obecreunBaTh I1€JIOCTHOCTH JIAHHBIX, BKJIIOYasd JAaHHBIE, OMNKCHIBAIOIIHE KOHTEKCT,
coZiepiKaHUe M CTPYKTYpy wuHMopManuu. ITo O0COOEHHO BaXKHO IIPU BHECEHUHM TaKHUX
U3MEeHEeHU! B KOMIIBIOTEPHU3UPOBAHHBIE CHCTEMBI, Kak OOHOBJIEHHE IIporpaMMHOTI0O
obecrieueHNs WIN ITEPEHOC IAHHBIX.

5.5.4. Eciu B mporecce 00pabOTKH JaHHbIE TpaHCGOPMHUPYIOTCS, BCET/IAa JAOJDKHA
CYIIIECTBOBATh BO3MOKHOCThH CPABHEHUS MCXO/IHBIX JIAHHBIX C 00pabOTaHHBIMU.

5.5.5. CIIOHCOp /I0JI?KEeH MCIOJIb30BaTh YHUKAJIBHBIN UJIEHTU(UKAITUOHHBIN KO/, CyO'beKTa
(B COOTBETCTBHUU C IYHKTOM 1.11 HacToAmuX IIpaBui), MO3BONAIOIMNN UAEHTUPUIITPOBATD BCE
JIAHHBIE 110 KOKIOMY CyOBEKTY.



5.5.6. CIIOHCOp WJIU JApYyTUE BJIaJIeJIbIbl JAHHBIX JOJI?KHBI XPAHUTh BCE OTHOCSIIHECS K
CIIOHCOPY OCHOBHBIE JIOKYMEHTBI HCCIEI0BAHUSA (B COOTBETCTBUH C II0/IPa3/iesioM 8 HACTOSIIETO
paspzena).

5.5.7. CIIOHCOp /IOJKEH XpaHUTh BCE OTHOCAIIHMECS K HEMY OCHOBHbBIE JIOKYMEHTBI
WCCJIEIOBAHUS B COOTBETCTBUM C TPUMEHHMBIMU TpeOOBAaHUAMHU 3aKOHO/ATETHCTBA
TOCYZJapCTB-WIEHOB, B KOTOPHIX Ipenapar ofo0peH U (WIu) B KOTOPbIE CIOHCOp coOMpaeTcs
obpaTuThCs 3a 0A00pPEHUEM.

5.5.8. Eciiu cnioHCOp Tpekpaiaer KIMHUYECKYI0 Pa3paboTKy HccileAyeMoro Iperapara
(mo omHOMY WMJIM BceM IMOKA3aHUAM, IyTAM BBeJl€HUs, JIEKAPDCTBEHHBIM (opMaM), OH JOJIKEH
XpaHUTh BCEe OTHOCAIIMECA K CIOHCOPY OCHOBHBIE JIOKYMEHTBHI MCCJIEJJOBAHUS B TEUEHHE IIO
KpaiiHell Mepe 2 JIeT ¢ MOMeHTa 0UINATBFHOTO IIpeKpalleHnsa pa3paboTKU MU B COOTBETCTBUU
¢ IPUMEHUMBIMH TPEOOBAHUAMU.

5.5.9. Eciti cioHCOp mpekpaiaeT KJIMHUYECKYI0 Pa3paboTKy HCCIeayeMOoro Ipernapara,
OH JIOJDKEH cOOOIIUTh 00 3TOM BCEM YYACTBYIOIIMM B HCCJIEAOBAHUU HCCIIEAOBATENISAM
(MeAUIIMHCKUM OPraHU3aIUAM) U YIIOJTHOMOYEHHBIM OpraHaM.

5.5.10. Ilepeaua mpaB cOOCTBEHHOCTH Ha JaHHbBIE JIOJKHA OBITH JIOBEJIEHA /IO CBEJIEHUS
COOTBETCTBYIOIIMX YIIOJITHOMOUYEHHBIX OPraHOB TOCY/IApCTB-WIEHOB U  YIIOJTHOMOYEHHBIX
OPTaHOB TPETHUX CTPAH B COOTBETCTBUU C IPUMEHHUMBIMH TPeOOBAaHHUSIMHU.

5.5.11. OTHOCAIIMECH K CIIOHCOPY OCHOBHBIE JJOKYMEHTHI JIOJKHBI XPAHUThCA HE MeHee 2
JIET C IaThI YTBEP:KAECHU TOCJIeIHEN 3asBKU HA PETUCTPAIUIO IIperapara B TocyIapCTBe-uieHe
1 JIO TeX IOP, TI0Ka HY O/THA U3 3asBOK He OyZleT HaXOJUThCS Ha PACCMOTPEHUH ¥ HOBBIE 3a5IBKU
He OyAyT IUIAHUPOBAThCs, WM He MeHee 2 JIET ¢ MOMEHTa O(MUIIMAJIbHOTO INpEeKpaIeHus
KJINHUYECKON (as3pl pa3paboTKU HCCIelyeMOro Iipernapara. JTH JOKYMEHTBI JOJIXKHBI
XpaHUThCS 0OoJiee JTUTEIBHBIA CPOK B CJIydae, €CJId 3TO IMPEAYCMOTPEHO IPHUMEHHUMBIMU
TpeOOBAHUSAMHU HJIH HEOOXOAMMO CIIOHCODY.

5.5.12. CrioHCOp J0JKEH B NHCbMEHHOU (opme NpouH(OpPMUPOBATh HCC/IeloBaTese
(MeguIMHCKUE OPraHU3aIUM) O HEOOXOAMMOCTU XPAaHEHHS CBA3aHHBIX C HCCJIEJOBAaHUEM
3amucei, a TakKe MHUCbMEHHO W3BECTUTb HMX, KaK TOJBKO HEOOXOJMMOCTU B JaJIbHEUIIIEM
XpaHeHUU He OyzerT.

5.6. Be10op uccienoBaTess.

5.6.1. CHoOHCOp HeceT OTBETCTBEHHOCTh 3a BBIOOp wHccJemoBaresiedl (MeIUITMHCKUX
opraHuzanuii). Kaxkaplii vccaenoBaTesb JOKEH UMETh KBaTU(PUKAIINIO, ONBIT U pecypchl (B
COOTBETCTBUHM C IMYyHKTaAMU 4.1 U 4.2 HacTosmux [IpaBwiI), JOCTaTOUHBbIE JJIsI IIPOBEIEHUS
HCCIeI0BaHUsA, JUUISI KOTOPOTO OH BbIOpaH. EcM B MHOTOIEHTPOBBIX HCC/IEIOBAHUSIX
HeoOX0/IMMO OPTaHU30BaTh KOOPANHAIIMOHHBIA KOMUTET U (WIM) BHIOPATh KOOPJIUHATOPOB U3
YrCIa UCCAe0BaTeNeN, TO 3TO SBJIsAETCS 00SA3aHHOCTHIO CIIOHCOPA.

5.6.2. Jlo moxammcaHus JOTOBOpa C HcciefoBareyieM (MeAUIIMHCKOW OpraHusaueil) Ha
IIpOBeZIEHNE HCCIeJI0OBAaHUA CIIOHCOD JIOJDKEH IPEeCTaBUTh HCC/IeIoBaTeNio (MeIUIUHCKON
OpraHu3anuy) NPOTOKOJI U OpOIIIpY HCCaefoBaTesss B TeKylled peakiuu U JaTh
vccaenoBaTesnio (MeIUIIMHCKON OpraHu3aluy) JOCTaTOYHOE BpeMs I O3HAKOMJIEHUS C
IIPOTOKOJIOM U IIpeZI0CTaBJIeHHOU HH(bOpMAIHe.

5.6.3. CnoHCOp ZI0JTI’KEH MOJIyIUTh COTJIacHe HUccaeaoBaTesis (MeIuIHCKON OpraHu3aI[im)
Ha:



a) TpoBeleHHE UCCJIEIOBAHUNA B COOTBETCTBUM C HACTOAIIUMH [IpaBwiamMu u
MIPUMEHUMBIMU TPebOBaHUAMHU (B COOTBETCTBUU C MYHKTOM 4.1.3 Hactosiux [IpaBui), a Takke
C IMMPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM U paspemneHHbIM (og06penHbpiM) DCO (HIK) (B
COOTBETCTBUH C IYHKTOM 4.5.1 HacTosAmux [IpaBmn);

0) cobuTrozIeHHe TIPOIEAYPhl pErucTpaIiu (IIpe/ICTaBIeHHs) JaHHbIX;

B) NpPOBeJleHHe MOHUTOPHUHTA, ay/IuTa M WHCIEKIHWH (B COOTBETCTBHH C IIYHKTOM 4.1.4
Hacrosmux [TpaBwn);

I) XpaHeHHe OCHOBHBIX JIOKYMEHTOB, CBSI3aHHBIX C KCCJIEZJOBAHHEM, JI0 TeX IIOp, ITOKa
CIIOHCOpP HE COOOIIUT HcceaefAoBaTe o (MEeIUITMHCKON OpraHU3aIuy), YTO 3TH JIOKYMEHTHI
OoJibiiie He TPeOyIOTCs (B COOTBETCTBUH C IIYHKTaMH 4.9.4 U 5.5.12 HacTosmux [TpaBu).

CroHCOp | HccileioBaTesb (MeIUIIMHCKAasA OPTaHU3AKA) JOJDKHBI IMOAIINCATh JOKYMEHT,
MTOATBEPIKIAAIOIIHNI 3TO COTJIACHE.

5.7. PacnipesiesieHrie 006513aHHOCTEH.

Jlo Hauana uccaegoBaHuA CIIOHCOP AO0JIXKEH YCTAHOBUTD U PACIIPEAETIUTD BCE€ CBA3aHHBIE C
HccieJ0BaHueEM 00s13aHHOCTH U q)yHKI_[I/II/I

58 KomMmnencanuu CY6’I)EKTaM HCCiIe0BaHUA U UCCIeJOBaTE/IAM.

5.8.1. Ecsim 3TO mpemycMOTpPeHO IPHUMEHHUMBIMU TPEOOBAHHUSAMHE, CIIOHCOD JOJIKEH
obecreunTh CTPaXOBaHWE WU TapaHTHPOBATh IOPUANYECKYI0 M (DUHAHCOBYIO IOJJEPKKY
uccsenoBatesiss (MeIUIIMHCKON OpTraHU3aIiy) B CJIydyae NpeIbsBIEHUS UM IPETEH3UH,
CBA3AHHBIX C HCCJIENIOBAHHEM, 3a WCKJIIOYEHHEM TeX IIPeTeH3UH, KOTOpble BO3HUKIU B
pe3yJbTaTe yMbICJIA WIM HEOCTOPOXKHOCTH CO CTOPOHBI FHCCJIEAOBATeNs WJIM UIEHOB
HCCIIEZIOBATETHCKOTO KOJUIEKTUBA.

5.8.2. IlpaBuia u mponenypsl CIOHCOpPa JOJIKHBI IIpPeAyCMaTpUBaTh BO3MeIleHHe
pacxo/ioB Ha JiedyeHHe CyOBEKTOB B Cilyuyae NMPUYMHEHUs BpeZia UX 37J0POBbIO B pe3ysbTaTe UX
y4JacTus B UCCJIEIOBAHUU B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBAHUSIMH.

5.8.3. Eciiu cyOBeKThl HCCIeJOBAaHHUA IIOJIydaloT KOMIIEHCAITHIO, IMOPSNIOK U CII0co0
KOMITEHCAITNH JIOJI?)KHBI COOTBETCTBOBATH IPUMEHUMBIM TPEOOBAHUSM.

5.9. DuHaHCUpOBaHUE.

duHAHCOBBIE aCIEKTHI UCCIIEIOBAHUS JOJIKHBI OBITh JIOKYMEHTAIHFHO 0(OPMJIEHBI B BH/JIE
JIOTOBOPa MEKY CIIOHCOPOM U HccyleoBaTesieM (MeIUIIMHCKOW OpTaHU3aIluen).

5.10. yBe[[OMIIeHI/Ie YIIOJTHOMOYEHHBIX OPraHOB (no,uaqa 3adBKH B YIIOJTHOMOYEHHBIC
OpraHbl).

Jlo Havaja KJIMHUYECKOTO UCCJIEIOBAHUA CIIOHCOP (WM CHOHCOP COBMECTHO C
HccseoBaTeseM, eCyId 3TO MPeIyCMOTPEHO MPUMEHUMBIMU TPeOOBAaHUAMU) JOJIKEH IOJATh B
COOTBETCTBYIOIIIE OPTaHbI Bce TpeOyeMble 3asBKU JIJIsI X PACCMOTPEHUS, MPUHATHA U (WJIH)
MIOJIyYeHUsl paspellleHuss Ha IPOBeJleHHe HUCCIeIoBaHUA (B 3aBUCUMOCTH OT IPUMEHUMBIX
TpeboBanuit). Bce yBemomiieHus (3asBKH) JOJDKHBI COJIEpKaTh JIaTy U BCIO HEOOXOIMMYIO
nH@OPMAIUIO /U UAeHTU(PUKAIIUN IPOTOKOJIA.

5.11. I[TonTBep:xaenue paccmorpenus ICO (HIK).



5.11.1. CHOHCOP J0JIKEH TTOJIyYUTDb OT UCCIe0BaTeNsA (MEAUITMHCKON OPTaHU3aIlH):

a) cBefleHWs1 0 HauMeHoBaHwu u azapece ICO (HIK) wmccrmemoBartensa (MegUIHCKOH
OpTaHU3aINN);

6) moareep:kaeHue oT ACO (HIOK) Toro, 4To OH OpraHN30BaH U JAEHCTBYET B COOTBETCTBUU
¢ HacrosAmuMu [IpaBuiaMu 1 3aKOHOAATEIHCTBOM COOTBETCTBYIOIIETO FOCY/IapCTBA-UJIEHA;

B) JOKyMeHTaJbHO odopMieHHOe ofo06peHue (3akimouenne) IOCO (HOK) um mo
TpeOOBAHMIO CIIOHCOpPA KOIIHUI0 TEKYIeld BEePCHU IIPOTOKOJIA, MHUCbMEHHOH (OpMBI
MHGOPMHUPOBAHHOTO COIVIACHUS W JIIOOBIX JAPYTHUX IIPEICTaBJIsAEMbBIX CYyObeKTaM MHChbMEHHBIX
MaTepUayioB, a TaKKe OIMCAaHWE JEHCTBUH II0 IPUBJIEYEHHIO CYOBEKTOB K Yy4YacTHIO B
HCCIIEIOBAaHUM, JOKYMEHTOB, OTHOCSIIIUXCS K IPEAYCMOTPEHHBIM /I CYyOBEKTOB BBIILIATAM H
KOMITEHCAIIUAM, U JIFOOBIX HHBIX JJOKYMEHTOB, KOTOpPBIe MOTJIH ObITh 3aTpeboBanbsl ICO (HIK).

5.11.2. Ecim 9CO (HOK) obycioBiauBaeT BbIZjady CBOETO OI0OpeHUs (3aK/IIOUeHMs)
BHECEHWEM W3MeHEHUU B KakKue-Tu0O0 JOKYMEHTHI HMCCIEIOBAaHHA, HAIPUMED, B IPOTOKOJI,
MUCbMEHHYI0 (hopMy HHGOPMHPOBAHHOTO COTJIACHSA WJIM HHBIE IIPECTaBJIsseMble CyOheKTaM
MUCbMEHHble MaTepuasbl W (WIM) JPyTHe MPOIEAYPHl, CIOHCOP /JO/DKEH IOJIYIUTh OT
rccseoBaTesiss (MeIUIIMHCKON OpraHU3alii) KOIUK U3MEHEHHBIX JTOKYMEHTOB C YKa3aHHEM
JIaThI MIOJTydeHHOTo of00penust (3axtouenus) ACO (HIK).

5.11.3. CHOHCOpP [OJKEH MOJYYUTh OT HCCIefoBaresss (MeOUIUHCKON OpraHH3allMm)
JIOKYMEHTAIIHIO C YKa3aHUEM /IaThl HOBTOPHBIX paspemnieHuit (ogobpenuit) ICO (HOK), a Takke
peliieHnit 06 OT3bIBE WU IPUOCTAHOBKE PaHee BHIZIAHHOTO 000peHUs (3aKII0UeHMUsT).

5.12. Tudopmarus o6 uccaenyeMpIx IpenapaTax.

5.12.1. IIpu n1aHUpPOBAaHUU HCC/IEAOBAHUM CIOHCOP JOJIKEH paclosaraTh JIOCTaTOYHBIM
00beMOM TIOJIyYeHHBIX B JIOKJIMHUYECKUX U (WIM) KIMHUYECKUX HUCCIEAOBAHUAX JAHHBIX I10
Oe3omacHocTd U 3(PHEKTUBHOCTH, ONMPABLIBAIIINX MPUMEHEHNE HCCIIEyeEMOrO Mpenapara ¢
HCIIOJIb30BAHUEM COOTBETCTBYIOIIUX IIyTEH BBENEHUS U JI03 TIIPU COOTBETCTBYIOIIEH
JUTUTEJIBHOCTU U B COOTBETCTBYIOIIEH OMYJIAIUU CYOHEKTOB UCCIIEIOBAHUS.

5.12.2. CIIOHCOP JI0JI?KEH OOHOBJIATH OPOIIIOPY MCCIIE0BATEIS TI0 MePE TOJIydYeHUs HOBOU
CyIIeCTBEHHOU WH(POpPMAIUU (B COOTBETCTBUH C ITOAPA3EeI0M 7 HACTOSIIETO Pa3/iesia).

5.13. IIpon3BoACTBO, YIIAKOBKA, MAPKUPOBKA M KOJUPOBAHUE UCCIIEAYEMBIX ITPEIAPATOB.

5.13.1. CroHCOp JTOJKeH O0ecrieunTh, UTOOBI HCCIeAyeMble IpernapaThl (BKJIHOYAs B
COOTBETCTBYIOIIMX CJIy4YassX aKTHBHBbIE IIperapaTtbl CpaBHeHUs U Iulanebo) uMenu
XapaKTePUCTHUKH, COOTBETCTBYIOII[ME CTaUM pPa3pabOTKU JIJaHHBIX IIpernapaToB, ObLIU
MPOU3BEJIEHbl COIVIACHO TPHUMEHHMBIM TpPeOOBAaHHUAM HAJJIEXKaIlled ITPOU3BOJICTBEHHOU
MPAKTUKA W B COOTBETCTBYIOIUX CJIydasX OBUIM 3aKOJUPOBAHbI M MAapKHUPOBAHBI TaKUM
obpa3zoM, 4YTOOBI OOECHevYuTh 3aIUTy MacKuUpoBKU. Kpome TOro, MapKupoBKa JOJIKHA
COOTBETCTBOBATH PUMEHUMBIM TPeOOBAHUSIM.

5.13.2. CHOHCOp [OJKEH OIpefeuTh JJis HCCJelyeMbIX IpernapaTroB TeMIepaTypy
XpaHeHUs, yCJIOBUA XpaHeHUs (HallpuMmep, B 3alIUIIEHHOM OT CBeTa MecCTe), CPOK XpaHeHUs,
pacTBOpUTENIN U TPOLEAYPHI /s pa3BeleHUs U BOCCTAHOBJIEHUS, a TaKXKe, €CJIM TaKOBbIe
IIpelyCMOTPEHBI, YCTPOMCTBA /7 BBeZleHUs npenapara. CrioHcop 10mkeH HHGOPMUPOBAThH 00
3THUX TpeOOBAaHUAX BCE BOBJIEUEHHBIE CTOPOHBI (HAIpUMeEP, MOHUTOPOB, HCCJIeZOBaTesew,
IIPOBU30POB, JIUI], OTBETCTBEHHBIX 32 XpPAaHEHUE).



5.13.3. Mccnenyemble mpemnapaTsl JOJDKHBI OBITh YIIAKOBAHBI TaK, YTOOBI MPEIOTBPATUTH
VX 3arps3HeHre N 00eCIevYnTh UX COXPAHHOCTh (IIPUTOJHOCTb) NP TPAHCIOPTHUPOBKE U
XpaHeHUH.

5.13.4. Ina wuccienoBaHuii, B KOTOPBIX HCIOJIB3yeTCSA CJIENOU MeTOA, CHCTeMa
KOZMPOBAHUS MCCIIEAYEMOTo Ipeliapara J0/KHA BKJII0YATh B ce0s MeXaHU3M, TO3BOJIAIOIINH B
SKCTPEHHBIX CJydasx OBbICTpO WIeHTUPUIMPOBATH IIpemapaT, HO B TO JKe BpeMs He
JIOIIyCKAIOITUY BO3MOXKHOCTH HE3aMeTHO PaCKPHITh KOJI.

5.13.5. Eciiu srlekaperBeHHasn ¢popmMa HcciieayeMoro rperapara Wid npernapara cpaBHeHHUA
Ha KJIMHUYECKOM STalle U3y4eHHsa ObLIa CyIIeCTBEHHO U3MEeHEeHa, TO /10 UCI0JIb30BaHUA HOBOM
JIEKapCTBEHHOH (OPMBI B KJIMHUYECKUX UCCIIEIOBAHUAX JIOJIKHBI OBITH IOJIyUeHbl Pe3ysIbTaThl
JIOTIOJTHUTEJIBHBIX HCCJIEIOBAHUE JaHHON JieKapcTBEHHON (opMbl IpemapaTta (Hampumep,
JJaHHBIE O CTAOMJILHOCTH, PACTBOPUMOCTH, OMOIOCTYITHOCTH), HEOOXOAUMBIE JIJII OIIEHKH TOTO,
CIOCOOHBI JIM JJaHHBle HU3MEHEHHS CYyIIeCTBEHHO IOBJIUATh Ha (apMaKOKUHETHUECKHUI
poduIIb Ipenapara.

5.14. ITocTaBka HCCIIEAYEMBIX IIpEIIapaToOB U IIpaBUJjIa O6paH_[eHI/IH C HUMU.

5.14.1. CHOHCOp OTBEYAET 3a IIOCTAaBKy HCCJIEO0BATEIIIO (MeZ[HHHHCKOﬁ opraﬂnsaunﬂ)
HCCiIegyeMoro mperapara.

5.14.2. CIOHCOp He [IOJDKEH IIOCTABJIATh KCCAEAyeMbIH Iperapar KCCIeI0BaTENI0
(MeaUIUHCKONW OpraHM3aIii) J0 TeX 0P, MOKA He MOJIYYUT BCIO TPeOyeMyio JOKYMEHTAIIHIO
(mampumep, ogobpenue (3akaouenre) ICO (HIK) u ynmossTHoOMOUEHHBIX OPraHOB).

5.14.3. CrioHcop noypkeH ybenuthes u (Wam) o6ecneunTh, YTO MHUChMEHHbBIE MIPOIENYPhI
BKJIIOYAIOT B ce0sI MHCTPYKIINY JIJIA UCC/IeIoBaTeA (MEAUIIMHCKOW OpraHU3aKi) o MpaBuIaM
XpaHeHUsA WHCCIeAyeMOro Iperapara u oOOpalleHuss ¢ HHUM, a TaKXKe II0 BeJeHUI0
COOTBETCTBYIOIIeH JokyMeHTanuu. IIporesypsl HOJKHBI ONMMCHIBATh Oe301acHOe MOJIydyeHue
HccaeAyeMoro Impernapara, oOpaileHue ¢ HHUM, ero XpaHeHHe U BblJlady, U3bATHE
HEHCII0JIb30BAHHOTO KCCJIEJlyeMOro Ipenapara y CyObeKTOB M BO3BpAT ero croHcopy (1u6o
WHOE pacHopsiKeHHe HEHCIOJIb30BaHHBIM IIpernapaToM, ecJad 35TO CAaHKIIMOHHUPOBAHO
CIIOHCOPOM M COOTBETCTBYET IPUMEHUMBIM TPEOOBAHUAM).

5.14.4. CIIOHCOP JI0JI2KeH:
a) obecreyuTh CBOEBPEMEHHYIO IIOCTABKY HUCC/IElyeMbIX IIPENAapaTOB UCCIIEIOBATEIISIM;

6) [IOKyMEHTHPOBATh IIOCTAaBKH, IIOJyYeHHE, BbIAYy, BO3BPAT M YHUUTOXKEHHUE
HcCJIelyeMbIX TpernaparoB (inbo WHOe pacropsikeHue) (B COOTBETCTBHU C IOJpasziesioM 8
HACTOSIIIETO pa3/iesia);

B) IMETh CHCTEMY BO3BpaTa HCCJIEAYEeMOTO Iperapara U JOKYMEHTUPOBaHUsSA MOJI00HOTO
u3bATHA (HapuMep, OT3bIBA OpakOBAaHHOTO IIperlapara, BO3Bpara IIpemapara II0CJe
OKOHYAHUS UCC/IEOBAHUS WU 110 UCTEYEHUU CPOKA TOTHOCTH);

I) UMeThb CHUCTEMY YHUUTOXKeHHA (MO0 WHOTrO pacHopsKeHUsA) HEeHCIOJIb30BAaHHBIX
HccaeAyeMbIX IpPenapaToB M JOKYMEHTHPOBAHUSA IOAOOHOTO YHUYTOXKeHUs (1160 HHOTO
PACTIOPSTIKEHUS).

5.14.5. CrioHCOp JI0JI>KeH:

a) NOPUHATP Mephl MO obecrneyeHUr0 CTAaOWJIBHOCTH UCCIIeAyeMbIX IIpernapaToB Ha
MIPOTS’KEHUHU BCEro Iepro/ia UX UCIOJIb30BAHUS;



6) HUMETb A0CTAaTOYHOE€ KOJIMYECTBO HCIIOJIB3YEMOI'O B HCCIIEJOBAHHUAX HCCIIEAYyEeMOTIO
npemnapara, 4TOOBI MOATBEPAUTDL IIPH H606XOILI/IMOCTI/I €ro COOTBETCTBHE CHeHI/I(I)I/II{aI_[I/IHM, a
TAaKX€ BECTU YUET aHAJIN30B U XaPAKTEPHUCTUK o6pa3u0B Inpenapara u3 1napTuu. B 3aBucumocTtu
OT CTaOMJIBHOCTHU O6paBHbI JOJI?KHBI OBITH COXpAaHEHBI 1160 A0 OKOHYaHHA aHa/In3a JaHHBIX I10
HCCIeJOBAaHUIO, anbo B TedeHUeE CpOKa, OIIpeJesIEHHOI'0 IIPpUMEHHNMbIMUA Tpe6OBaHI/IHMI/I,
HCXoaA U3 Toro, KaKoH nepuoa ABJIAETCA 6oJtee JJINTEJIbHBIM.

5.15. I[OCTYTI K JOKYMEHTAllU UCCIIEJOBAHUA.

5.15.1. CHoHCOp /MAOJDKEH TMPeAyCMOTPeTh B IIPOTOKOJIE WJIM WHOM COIJIAIIEHUU
00s13aHHOCTb HCCIIeoBaTeNsA (MeUITMHCKON OpraHu3amuu) o0ecrevYuTh MPSMOU JOCTYI K
MIEpBUYHBIM JIAHHBIM (JOKYMEHTAIlWH) JIs1 TPOBEAEHUs] MOHUTOPUHTA, ayJIUTa U SKCIEPTU3bI
9CO (HIK), a Takke MHCIIEKITUH YIIOJTHOMOUYEHHBIMH OPTaHAMH.

5.15.2. CrmoHcOp JIOuKeH YOeIUTbCA B TOM, UTO KaKABIA CyOBEKT Jayl IHUChMEHHOe
coryiacue Ha IPSMOU JIOCTYI K €ro OPUTHHAIBHBIM MEIUIIMHCKUM 3aIUCAM /Ul IIPOBEIEHU
MOHUTOpPUHTA, ayauTa u skcneptusbl 9CO (HIK), a Takke WHCIEKIHH yIOTHOMOYEHHBIMU
OopraHaMH.

5.16. Madopmarus mo 6e301macHOCTH.

5.16.1. CHoOHCOp OTBeuaeT 3a IIOCTOSAHHYIO OIIEHKY O€30MacHOCTH UCCJIENYEMbIX
IIpernaparos.

5.16.2. CHoOHCOp [IO/DKEH He3aMeIJIUTEIbHO VBEJOMUTh BCeX YYaCTBYOIIHX B
HCCIeIOBaHUM HCCleZioBaresied (MeMITMHCKYE OpTaHU3alllHi), a TaKKe YIOJTHOMOYEHHBIE
OpPTaHBI O MMOJIyYeHHBIX IAHHBIX, KOTOPbIe MOTYT HeOJIarONPHUATHO OTPA3UTHCSA HAa OE30ITaCHOCTH
CyO'BEKTOB, IIOBJIUATH Ha IIPOBEJIEHHE HCCIIEI0OBAHUSA JINO0 U3BMEHUTDH 0100peHUe (3aKII0UeHIe)
9CO (HOK) Ha npogomKeHne Uccae0BaHuUs.

5.17. CooOI1IeHHs 0 HeXKeTaTeTbHBIX PEaKIHAX.

5.17.1. CIIOHCOp JIOJ’KEH B BO3MOXKHO KOPOTKHH CPOK COOOINATh BCEM y4YacTBYIOIIUM B
HCCIeIOBAaHUM  UccaefoBaTeaM  (MeaWIUHCKUM  opraHuzdanusam), 9CO (HBK) (mpu
HeOOXOJIMMOCTH), a TaKyKe YIIOJITHOMOYEHHBIM OpraHaM 000 BceX HelKeJIaTeJIbHBIX PeaKIUsX,
KOTOPbIE OTHOBPEMEHHO SIBJISAIOTCS CEPhe3HBIMU U HETTPEBUIEHHBIMH.

5.17.2. Takue cpouHble COOOIIEHUA JOJIKHBI COOTBETCTBOBATh IPUMEHUMBIM
TpeOOBaHUAM U MOJIOKEeHUA puitokeHusA N 11 k HacrosamuMm [IpaBuiam.

5.17.3. CIIOHCOD JI0JI3KEH INPe/ICTABJIATh Ha PacCMOTPeHMe YIIOJITHOMOYEeHHBIM OpraHaM Bce
oOHOBJIeHUS WH@OpMAIy Mo 6e30MaCHOCTH, U IMEePUOANYECKHE OTYETHI 10 Oe30IacCHOCTH
HccsIeyeMoTo IperapaTa B COOTBETCTBUU C IPUMEHUMBIMH TPEOOBAHUAMU U IPUJIOKeHHeM N
11 ¥ HacroamuM IIpasuiam.

5.18. MOHUTOPUHT.

5.18.1. Llenb.

[Tes1b}0 MOHUTOPHHTA UCCJIEIOBAHUSA SBJISIETCS ITPOBEPKA TOTO, UTO:
a) mpasa u 6J1aronoyyyre CyObeKTOB 3alUIIEHBI;

6) mnpexacraBJeHHble JaHHBIE SABJAIOTCA TOYHBIMHU, IIOJHBIMH U IOATBEPIKIAAIOTCA
[IEpBUYHOM JIOKYMeHTaIeu;



B) HCCJIEJIOBAaHHE IIPOBOJAUTCA B COOTBETCTBUU C YTBEDPIKAEHHOUW TEKyIIeld Bepcuen
MpOTOKoOJIa (IIOMPABOK K HEMY), HacTosAmuMu [IpaBuiaMu ¥ IpUMEHUMBIMU TPEOOBAHUSMH.

5.18.2. BbI60p MOHUTOPOB U UX KBaTU(PUKAIUA:
a) MOHUTODBI IOJIKHBI HA3HAYATHCS CIIOHCOPOM;

6) MOHHUTOPBI HOOJIXKHbI HMMETHb COOTBETCTBYIOIIIYIO IIOAT'OTOBKY, a4 TaK¥Ke O6J'Ia,Z[aTI>
HAQy4YHbIMU H (I/IJII/I) KIIMHUYECKMMHX 3HaAHHAMU, HeO6XO,ZII/IMbIMI/I VA IIPpOBEAECHUA
HaIeXxamero MOHHTOPHUHIA HCCIEJOBAaHUA. KBaJ'II/I(l)I/IKaHI/IH MOHHTOPOB JOOJI2KHA OBITDH
MMOATBEPKAEHA JOKYMEHTAJIbHO;

B) MOHUTOPBHI JIOJDKHBI JIETAJIFHO 3HATh CBOMCTBA HCCJIEAYyEMBIX IIPENapaToB, MPOTOKOI,
UCbMeHHYI0 hopMy MHGOPMUPOBAHHOTO COTJIACHS U BCe JPYTUe MpeCTaBisieMble CyObeKTaM
HCCIIeZIOBAHUS MUChbMEHHBIE MaTEPUAaJIbl, CTAH/IAPTHHIE ONEPAI[OHHBIE IIPOIEAYPHI CIIOHCOPA,
Hacrosmye [IpaBuia u mpuMeHUMEbIe TPEOOBAHUS.

5.18.3. O6beM u cojiep>kaHre MOHUTOPUHTA.

CnoHCOp JO0/KeH O0OecrnevyuTh HaJIeKaluid MOHUTOPUHI HccienoBaHui. CroHcop
JTIOJKEH OIPEZIeSTUTh HeoOXOouMble 00beM U CO/iep:KaHWe MOHHUTOPHUHTIA UCXOMAS U3 IeJIeH,
3a7]lau, METOJI0JIOTUU, CJIO’KHOCTH, MACKHPOBKH, OOBEMa U OIEHHBAeMbIX IIapaMeTpOB
uccnenopanusa. Ilo oOmeMy TmpaBwIy, C I[eJbl0 MOHHTOPUHIAa TpebyeTcs IOcelaTh
HCCJIe/IOBATEIbCKUE IIEHTPHI 10 IIPOBEZIEHM s UCCIe0OBaHMs, BO BpEMs €r0 IIPOBE/IEHU U TOCTIe
ero okoHUaHWA. OJIHAKO B MCKIIOYUTEJBHBIX CJIydasx CIOHCOP MOXKET PEIIUTh, YTO
MOHHUTOPHUHT 0€3 TIOCelleHUus] KCCJIeJIOBATEIbCKUX IIEHTPOB B COYETAHHU C TaKUMU
MpolieiypaMy, Kak TPEHUHT U MPOBEEHUE COBEIIAHUN HCCIe0oBaTeeH, Ipe/locTaBIeHue UM
MOAPOOHOTO MHUCHMEHHOTO PYKOBOJICTBA, MOJKET T'apaHTHPOBAHHO OOECIIEUHTh HajleKaliee
MPOBEIEHUE WUCCJIEIOBAaHUA B COOTBETCTBUM ¢ Hacroamumu I[IpaBuwinamu. CTaTUCTUYECKU
ompesiesisieMble KOHTPOJIbHbIE BHIOOPKU MOTYT CJIY>KUTh IPUEMJIEMBIM METOZOM JJisi 0TOOpa
MPOBEPSEMBIX JTAHHBIX.

CrnoHCcOp /O/DKeH paspaboTaTh CHCTEMATH3UPOBAHHBIM IIOAXO0J] K MOHHUTOPHHTY
KJIUHUYECKUX WCCIEIOBAHUN Ha OCHOBE OIIEHKH TIPHOPUTETOB U PHCKOB. ['HOKOCTh B
OTHOIIIEHUU 00'beMa B XapaKTepa MOHUTOPHUHTA, OMMCAHHASA B HACTOSAIIEM paszieJie, TI03BOJISIET
HCIIOJIb30BAaTh  pa3jIMUHble  IOAXOJbI K  COBEPIIEHCTBOBAHHIO  3(G(PEKTUBHOCTH U
pe3yJIbTAaTUBHOCTH MOHHTOpHWHTa. CIIOHCOP MOXKET BBIOpaTh MOHHUTOPHHI C TIOCEIeHHEM
HCCJIE/IOBATENbCKUX IIEHTPOB (/ajsiee - BBIE3THOW MOHUTOPHHT), KOMOWHAIIUIO BHIE3THOTO
MOHHUTOPHWHTA U I[€HTPAJIM30BAHHOTO MOHUTOPHUHTA WJIHW, €CJIH 3TO OOOCHOBAHO, TOJIBKO
IIEHTPAJIM30BaHHBI MOHHUTOPHWHT. CIIOHCOP /OJDKEH B3aJ0KyMEHTHPOBAaTh OOOCHOBaHUE
BBHIOPAHHOM CTpAaTeruyl MOHUTOPUHTA (HAIPUMED, B IUIAHE MOHUTOPHHTA).

Bpie3lHOMI MOHHUTOPUHT OCYIIECTBJISIETCA B MCCJIEIOBATEIBCKUX IIEHTPaX, B KOTOPBIX
IIPOBOAUTCA  HccCieoBaHUe. lleHTpaJM30BaHHBIM MOHHUTOPUHI  IPEACTaBJIsgeT coOou
yZlaJIeHHYIO OLIEHKY cobupaeMbIxX JIAaHHBIX, CBOEBPEMEHHO BBINOJIHAEMYIO
KBUINUIUPOBAHHBIMU U JIOJDKHBIM ~ 00pa3oM oOyyeHHBIMU JULAMu (Hampumep,
CHeIUaIMCTaMHU 10 YIIPaBJIEHUIO JAHHBIMU, OUOCTAaTUCTUKAMMU).

[leHTpasiM30BaHHBINI MOHHUTOPHHT OO0ECIIEUMBAET OIMOJHUTEIbHbIE MOHHUTOPUHTOBBIE
BO3MOKHOCTH, KOTOPBIE CIIOCOOHBI IOTIOJTHUTh MOHUTOPUHT C TIOCEIIIEHUEM HCCIIEN0BATETHCKUX
IIEHTPOB U COKPATUTh €ro 00beM U (HJIM) YACTOTy €ro IPOBEJIEHMs, a TaKXKe MOMOTAeT HANTH
pasuurie MeXx/1y HaZIe’KHBIMH U MIOTEHIIHAIbHO HEHAJIEKHBIMU JJAHHBIMH.



OreHka cobrpaeMbIX B X0/i€ IEHTPAIM30BAHHOTO MOHUTOPHUHTA JJAHHBIX, KOTOPasi MOXKET
BKJIIOUATH B ce0A CTATUCTUYECKUH aHAIN3, MOKET UCIIOJIb30BATHCS JIs:

a) BbIABJIEHUA OTCYTCTBYWOIIUX HW HECOIVIACYIOINUXCA OaHHBIX, BI)I6pOCOB JAaHHDBIX,
HEIMIPpEABUIECHHOTO OTCYTCTBUA BapI/Ia6e]II>HOCTI/I U OTKJIOHEHUH OT IIPOTOKOJIA;

6) IIPOBEPKU TAKUX TEHIIEHLII/Iﬁ HN3MEHEHHUA JaHHBIX, KaK AUAaIla30HbI, COTJIACOBAHHOCTDb U
BapI/Ia6e.TIbHOCTb JAAaHHBIX B HEHTPAX U MEXAY HUMU;

B) O6Hapy}KEHI/I}I CHCTEMATHYECKUX U 3HAUKMMBIX OIIMOOK Ipu c60pe U MpeacraBJI€HUNA
JAaHHBIX B IEHTPE U MEXAY HEHTPpAaMH, 4 TAKXKE IIOTEHIIHNAJIbHOTO MaHUITYJINPOBAHUA JaHHBIMHA
u l'IpO6JI€M C IEJIOCTHOCTBIO JaHHBIX;

I‘) dHa/In3a XapaKTEPHUCTUK U UHAWUKATOPOB pa6OTbI LOEHTPAa;

J1) oTObopa LEHTPOB W (MJIK) MPOIIECCOB JJIA MPHUIEIPHOTO MOHUTOPHHTA C ITOCEIeHUeM
HCCIIeI0BATETLCKIX IIEHTPOB.

5.18.4. O6513aHHOCTH MOHHUTOPA.

MOHI/ITOp B COOTBETCTBHUHU C Tpe6OBaHI/I}IMI/I CIIOHCOpa AOJIXKEH obecreuuTh HaajieXxalliee
IIpoBeAeHne U JOKYMEHTA/JIbHOE O(l)OpMIIEHI/Ie uccyaenoBanusa. C STOU OEeJIbI0 MOHUTOP C YYETOM
KOHKPETHOT'O UCCIIEA0BAHUA U HCCJIEAOBATE/IbCKOrO HEHTPA IIpU HeO6XOI[I/IMOCTI/II

a) BBICTYIIA€T B Ka4Ye€CTB€ OCHOBHOI'O CBA3YKOIIETO 3B€HA MEXAYy CIIOHCOPDOM H
Huccieag0oBaTeieM,

6) yOexxmaercsi B TOM, YTO HCCJIeOBaTesb 00JIaiaeT HEOOXOAMMOM KBaaudbUKanued u
BO3MOKHOCTSIMU /IJIsl IPOBE/IEHUsI UCCIIEZIOBAHNS M OCTAETCS TAKOBBIM Ha MPOTSKEHHHU BCETO
epHozia UCCyIeZoBaHus (B COOTBETCTBUU C MYyHKTAMH 4.1, 4.2 U 5.6 Hacrosimux [IpaBui), 94To
[IOMEIEHUs], OTBEJEHHbIE I IIPOBENEHUS HCCIefAoBaHUA (BkIouas Jabopatopuud U
obopy/tIoBaHUE), U TIEPCOHAJI COOTBETCTBYIOT TPEOOBAHUAM K IIPOBEJIEHUI0 paboT 6e30macHo U
JOJDKHBIM 00pa30M Ha IPOTSKEHUHU BCETO HCCIIEZ0BAHNS;

B) B OTHOIIIEHUH HCCIIeyeMbIX ITperapaToB MOHUTOP IIPOBEPSET CiIeyIollee:

CPOKM U YCJIOBUA XpAaHEHUsA HCCJIelyeMbIX IIperaparoB IIpHUeMJIeMbl U UX KOJIWYeCTBO
ABJIAETCA JOCTATOYHBIM /10 KOHIIA UCCJIeIOBAHUA;

HCCIIelyeMbIE TIPEnapaThl IMOJIYYal0T TOJIBKO Te CyOBEKThI, KOTOPHIM OH Ha3HAYeH, B
J103aX, YCTAHOBJIEHHBIX IIPOTOKOJIOM;

cyOBEKTAM IPEJICTABJIAIOTCA HEOOXOAUMbIE WHCTPYKIIMH IO MPABUJILHOMY IIPUMEHEHHIO
HccseyeMbIX IIpeliapaToB, OOpalieHuIo ¢ HUMU, UX XpaHEeHUIO U BO3BPaTy;

IIoJIydeHue, NMPUMeHeHUe U BO3BpAT MCCJIEAyeMBIX IIpernaparoB B HCCIE0BATETIBCKOM
LIEHTPe JAOJIKHBIM 00pa3oM KOHTPOJIUPYETCA U 0popMiIsaeTcs JOKyMEHTAIBHO;

YHUYTOXEHHNE HEHCIIOJIb30BAHHbBIX HUCCIEAYEMBIX IIpEIIapaToB b0 nHOoe pacCIopAXEHHe
HUMH B HCCIEA0OBATEJIbCKOM IMEHTPpE OCYIIECTBJIACTCA B COOTBETCTBHHU C IIPUMEHHMBIMHU
Tpe6OBaHI/I}IMI/I 1 110 COTJIaCOBAHHIO CO CIIOHCOPOM;

r) mpoBepseT coOJIIOJIEHHE HCCIeloBaTeleM YTBEPIKAEHHOTO IPOTOKOJIA U BCeX
YTBEP>K/IEHHBIX MIOTTPABOK K HEMY, €CJTU TAKOBbIE UMEIOTCS;

1) IpOBepsieT, UTOOBI MICbMEeHHOEe NH(MOPMUPOBAHHOE COIJIaCHe KaXK0ro cyObeKTa ObLIO
MIOJIyY€eHO JI0 HavaJsla ero y4acTUs B UCCJIe/IOBAHNUY;



e) obecrieynBaeT HaJIW4YWe Yy UCCIAEAOBATENA TeKyIled pefakiuu  OpOIIIOPHI
WCCJIEIOBATeNs, JPYTUX JOKYMEHTOB M MaTepHaJoB, HEOOXOAMMBIX ISl IPOBEIEHUS
HCCIIEIOBAHUS HAJJIEXKAIUM 00pa30M U B COOTBETCTBUHU C IPUMEHUMBIMH TPEOOBAHUAMU;

}K) O6€CH€‘-II/IBaeT, YTOOBI HucciegoBaresib 1 €ro COTpyaAHUKH, 3aHATbIE B UCCIIEAOBAHUU,
ObLIN AJO0CTAaTOYHO I/IH(I)OpMI/IpOBaHbI 00 HCC/IEJOBAHHNH,

3) IIPpOBEPAET, YTOOBI HcciIeaoBaTtesib U €ro COTpyAHUKH, 3aHATbIE B HCCIIEJOBAaHUU,
BBITIOJIHAJIN CBA3aHHBIE C HCCJIEJOBAHHEM 0053aHHOCTH B COOTBETCTBUH C IIPOTOKOJIOM U BCEMU
APYTUMH IMUCbMEHHBIMHU COIVIAIIEHUAMU MEXAY CIIOHCOPOM U HCCIeA0BATE/IEM (Me[[PIHI/IHCKOfl
opram&sauneﬁ) U HE II€epeaaBaJii CBOU (I)yHKHI/II/I HEYIIOJTHOMOYE€HHBIM JINIAM ;

I/I) IIpOBEPAET CO6]'IIOII€HI/Ie ucciaegoBarejieM KpHUTEPHUEB 0T6opa JJIA  BKJIIOUEHHA
CY6'beKTOB B HCCJIEAOBAHUE,

K) COOOIIIaeT 0 CKOPOCTH Habopa cyO'beKTOB B HCCIIEIOBAHUE;

JI) IIPOBEPAET IIPABUJIBHOCTDb, IIOJIHOTY KW CBOEBPEMEHHOCTb PEruCTpanv JaHHBIX B
IMEPBUYHBIX U JIPYTUX OTHOCAINUXCA K UCCIIEA0OBAHUIO JOKYMEHTAX, 4 TAKXKE€ IIOPAAO0OK BE€ACHUA
TaKHUX JOKYMEHTOB;

M) IIPpOBEPAET, YTOOBI ucciIeg0oBaTe b IIpeaCTaBIIAl BCE Tp66yeMbIe OTYEThI, YBEAOMJIEHHNA,
3aIIpOChl U HO,Z[OGHBIG JAOKYMEHTHI, 1 4TOOBI TaKME JAOKYMEHTHI ObLIN IIpaBUJIbHBIMH, IIOJTHBIMU,
CBOE€EBPEMEHHBIMU, paB60p‘-II/IBI>IMI/I, C YKa3aHUEM JJaT "U I/I,ZLEHTI/I(I)I/II_II/IPOBEUII/I HCCIeJOBaHUE,

H) IIpOBEPAET MPABUJIBHOCTD U IMOJIHOTY JAHHBIX B HHAWBHUAYAJIbHBIX PETUCTPAIOHHBIX
KapTaX, IIEPBHUYHBIX AJOKYMEHTAX H APYTHX OTHOCAIIHUXCA K HCCIEAO0BAHHIO 3allUCAX IIyTEM
COIIOCTaBJICHUA UX MEXKAY coboii. B ocobenHoCTH MOHUTODP AOJIZKEH IIPOBEPATH CJIEAYIOIIEE:

IPAaBWIBHOCTh BHECEHUs TpPeOyeMbIX IIPOTOKOJIOM JIAHHBIX B HHIUBUAYAIHHYIO
PEerucTparMoOHHYIO KapTy U UX COOTBETCTBHE JAHHBIM IIEPBUYHON JJOKYMEHTAIUH;

J00ble M3MEHEHUs /03bI U (WIM) Tepanmuy YeTKO JOKYMEHTAJIbHO O(GOPMIISIOTCH IJIA
KaXKJJ0T0 CyO'beKTa UCCIeJOBaHUSA;

HeKeJIaTebHbIE SIBJIEHUS, COIYTCTBYIOIEE JIeUeHHe U WHTEPKYPPEeHTHbIEe 3a00JIeBaHUA
PEerucTpupyIOTCA B MHIUBU/IyJIbHON pernucTpalluOHHOM KapTe B COOTBETCTBUU C IIPOTOKOJIOM;

IPOIyIIeHHbIEe CYyOBEKTOM BU3UTHI, HENPOBEJAEHHbIE AHAIU3bI U HEBBIIIOJTHEHHBIE
o0cJie/ToBaHUA SCHO YKa3aHBI B HHAUBUAYAJILHON PETUCTPAIIMOHHON KapTe KaK MPOITyIeHHEbIE,
HeIIpOBe/IeHHble U HeBBIIIOJIHEHHbIE COOTBETCTBEHHO;

BCE CJIy4aWl WCKJIIOUEHHS W BbIOBIBAHUS CYyOBEKTOB U3 HCCIEIOBAHUA  ObLIH
3aperucTpUpPOBaHbI U O0BbACHEHBI B UHANBU/IyaJIbHON PETUCTPALIMIOHHON KapTe;

0) CoOOIlaeT HCCIENOBATEN0 O JIIOOBIX  JIOMYIIEHHBIX B  WHAUBUAYATIHLHOU
perucTparMoOHHOM KapTe oIMOKax, MPOIMycKaxX U Hepa30OpUUBBIX 3anUCAX. MOHUTOP JIOIKEH
MPOCJIEJTUTH 32 TE€M, UYTOOBI COOTBETCTBYIOIIME HCIIPABJIEHUSA, NOOABIEHUS] WIN WUCKIIOYEHUS
ObLTU CcZleJTaHbl C YKa3aHUEM JaTbhl, 0ObsICHEHBI (IIPU HEOOXOUMOCTH) U TOIHMCAHBI CAMUM
HceiieioBaTesiIeM JIMOO  YIIOJHOMOUYEHHBIM HA IOJIIMCAaHWE 3a HEro W3MEHEeHUU B
WHIUBU/TyaJTbHOW PETUCTPAIIMOHHON KapTe YIEHOM HCCIIE/I0BATEIbCKOTO KOJUIEKTUBA. JJaHHbIE
TIOJTHOMOYHS IOJKHBI OBITh JAHBI B TUCbMEHHOU (hOpPME;

I1) POBEPSIET COOJII0/IEHNE CPOKA HAITPaBJIEHHA COOOIEHUS O HEXKeTaTETbHBIX SIBJIEHUSX,
ompejiesieHHOro HactosmuMu [IpaBwiamu, mpotokosmoM, IDCO (HDK), cmoHcopom wu
MMPUMEHUMBIMU TPEOOBAHUIMU;



p) TIpoBepsieT BeJIEHWE WCCIe0BATEJIEM OCHOBHBIX JIOKYMEHTOB (B COOTBETCTBUU C
oApa3/iesyioM 8 HACTOSIIErO Pa3/iesia);

c) coobOmiaer wWccaeoBaTeat0o 00 OTKJIOHEHUSX OT IIPOTOKOJIA, CTaHZAPTHBIX
OIEPallMOHHBIX IPOIEAYP, MOJIOKEHUH HacToAmuX [IpaBMy U MPUMEHUMBIX TpeOOBaHHUU, a
TaK’Ke MpeJIIIPUHUMaeT He0OOX0IUMbIe IeHCTBUS IS TIPEOTBPAIeHHs [IOBTOPEHHUS MO00HBIX
OTKJIOHEHHH.

5.18.5. [Iponefypbl MOHUTOPUHTA.

MOHHTOp JOJIZKEH COGJIIOZ[EITL IMUCbMEHHBbIE CTaHAAPTHBIE OII€pAllMOHHBIC IIPpOLEAYPbI
CIIOHCOpa, a TAaKXe IIponeaypbl, CllIEUAJIbHO OIIpe€AECJICHHbIE CIIOHCODPOM /JIA MOHHTOPHHIA
KOHKPETHOT'O HUCCJI€a0BaHNA.

5.18.6. OTueT MOHUTOpA:

a) II0CJI€ KaXXKJ0ro BU3HUTA B I/ICC]IeIIOBaTeJIbCKI/Iﬁ LEHTP WJIK CBA3AaHHOTI'O C UCCIIEA0OBAHHUEM
KOHTAKTa MOHHUTOP AOJIXKEH IIPEACTAaBUTb CIIOHCOPY MUCbMEHHBIN OTYET,

6) OTYEThI JOJIX)KHBI BKJIIOUATH B cebs AaTy, HAUMEHOBAaHUE IIEHTPpa, UMA MOHUTOpA, UMA
HucciegoBaTesid Wikl HHOTO JIMIia, C KOTOPBIM COCTOAJICA KOHTAKT;

B) OTYETHl JIOJDKHBI COZIEPKATh KPAaTKOe OIMHCAHHE OOBEKTOB IPOBEPKHU, COOOIIEHHE
MOHUTOpPA O CYIIECTBEHHBIX JIaHHBIX ((dakTax), OTKJIOHEHUSIX U HEIOCTATKaX, BBIBOJBI,
OmHCaHUEe JEeUCTBUM, NPEANPUHATHIX, IUIAHUPYEeMbIX U (WIH) PEKOMEHAYEMBIX JIJIS
obecrieueHns coO0ZeHUs TPeOOBAaHUN MPOTOKOJIA, HAcTOAIMX [IpaBmI M yIOJIHOMOYEHHBIX
OpTraHoOB;

I‘) IIPOBEPKa CIIOHCOPOM OT4YE€Ta U IIoC/IeayroInue Z[EfICTBI/IH II0 HEMY IOJIKHBI OBITD
JOKYMEHTAJIbHO O(I)OpMJIeHbI YIIOJTHOMOYE€HHBIM IIPpEACTABUTEIEM CIIOHCOPA;

) OTYETHl O BBIE3JHOM MOHHUTODHUHre W (WIHM) LEHTPAIM30BAHHOM MOHHUTOPHHTE
HeOOXOZMMO  CBOEBPEMEHHO  IMPEACTABJIATh CHOHCOPY  (BKJIIOYAsA  COOTBETCTBYIOIIUI
MeHe/)KMEeHT U IepCOHaJ, OTBETCTBEHHBIN 3a HCCJIeZJOBAHME U KOHTPOJIb 32 LEHTPOM) JJIA
IIPOBEPKH U TOCJIEAYIOIIEero KOHTpoJisA. Pe3ysnbTaThl MOHHUTOPUHIOBOM /I€ATeIbHOCTU
HeoOXOMMO TOAPOOHO JIOKYMEHTHPOBATh Ui oO0OecriedeHUus BO3MOXKHOCTH ITPOBEPKU
coOJTIO/IeHNs TUIaHA MOHUTOPHUHTA. OTYETHOCTh O IEHTPATU30BAHHOM MOHUTODPHHTE JIOJKHA
OBITH PETYJIAPHON M MOKET OBITh HE3aBUCHUMA OT MOHUTOPHUHTOBBIX BU3UTOB B IIEHTPHI.

5.18.7. [I1aH MOHUTOpPUHTA.

CroHcop J1oJmKeH pa3paboTarh IIaH MOHUTOPHHTA C YUETOM PUCKOB, CIIENU(UIHBIX JUIS
3aIUTHl CyOBEKTOB U IIEJIOCTHOCTH JAHHBIX B KJIMHUYECKOM HcciefioBaHUU. [lnaH JomkeH
OIHMCHIBATh CTPATErHI0 MOHUTOPUHTA, PacIpesiesieHre MeXK/Iy BCEMU CTOPOHAMH 00s3aHHOCTEN
10 MOHUTOPHUHTY, IPUMEHseMble METOJAbl MOHUTOPUHTa U O00OCHOBaHUE WX HCIIOJIb30BAaHUA.
[Tr1anH Tak:Ke JI0JKeH MOAPOOHO ONMCHIBATH MOHUTOPUHT KPUTHYECKUX TAHHBIX U IIPOIIECCOB, a
TaK>Ke YeTKO BBIJIEJIATh ACIEeKThI, He ABJIAIOINIMECS PYTUHHOM KJIMHUYECKOM IPaKTUKOH U
TpeOyIole JIONOJHUTEIbHOTO OOydeHUs IepcoHaja. B IUlaHe MOHUTOPUHTA JIOJIKHBI
COJIEP?KAThCS CCHUIKM HAa IPUMEHUMBbIe ITPaBUJjIa U MPOLelyphl CIIOHCOPA.

5.19. Aynur.

IIpu mpoBeneHHMM ayauTa B paMKax Mep, HalpaBJIeHHBIX Ha ofecrevyeHUe KauvecTBa,
CIIOHCODBI JIOJIZKHBI YYUTHIBATh CJIEAYIOIIEe.

5.19.1. Ilens.



I_IeJ'IbIO CIIOHCOPCKOI'O ayauTa, IIPpOBOAMMOI'O OTAEJIbHO MW HE3aBHCUMO OT PYTHHHBIX
(I)YHKLII/Iﬁ MOHHUTOPDHHIA U KOHTPOJIA Ka4eCTBa, ABJIAECTCA OL€HKA COOTBETCTBUA IIPOBOJMUMOTO
HuccieJoBanuA IIPOTOKOJIY, CTAaHAAPTHBIM OII€EpAllUOHHBIM IIponieaypaM, HaCTOAIIIUM HpaBI/IJIaM
U IPUMEHHNMbIM Tp66OBaHI/IHM.

5.19.2. Beibop u KBasIMbUKALNSA AyAUTOPOB:

a) UIA IIpOoBe€ACHUA ayAuTa CIIOHCOD [JOJIXKEH Ha3HAYUThb JIMIL, HE3aBHUCHUMBIX OT
KIIMHUYECKUX HCCﬂeﬂOBaHHﬁ;

6) crmoHcOp 0053aH YAOCTOBEPUTHCS B TOM, UYTO ayAUTOPHI OOJIAIAIOT JIOCTATOYHOU
KBUIN(UKAIIUEH, T.e. MOATOTOBKOH U OIBITOM, HEOOXOAMMBIMHU JJIsI TPOBEJEHHSA ayauTa
HaiexkamuM  obpasom. KBanmudwukanus  ayauTopa JIOJDKHA  OBITh — ITOATBEPIKAEHA
JIOKyMEHTAJIBHO.

5.19.3. [Iponenyps! ayiura:

a) CIIOHCOp /JOJDKEH YOeouTbCA B TOM, UYTO ayJUT KJIMHUYECKUX HCCIIEIOBAHUI
(mporpamMM) TpPOBOAUTCA B COOTBETCTBHU C IHCbMEHHBIMH IIPOIEAYPAMHU CIIOHCOPA,
OTIpEeJIEIAIINNMU 00BEKT ayIUTa, METO/IbI IPOBEJIEHUS ayJUTa, YaCTOTy IIPOBEEHUSA ay/IUTA, a
Takxe (opMy U cozieprKaHue 0OTUYeTOB 00 ay/iuTe;

6) mpu pa3paboTKe CIHOHCOPOM IUIaHA ayAuTa U IPOIEAYpPhl ay[UTa HCCJIEOBAHUS
JIOJDKHBl  YIUTBIBATBCS 3HAYMMOCTb JAHHOTO HCCJIEZIOBAHUS JUIA IOAAYH 3asdBOK B
VIIOJTHOMOYEHHBIE OPTaHbI, KOJIHMYECTBO CYOHEKTOB, YYACTBYIOIINX B HCCJIEZIOBAaHUU, TUI U
CJIOXKHOCTh HCCJIEJIOBAHUS, CTEIIeHb pUCKA /I CyOBEKTOB HCCIIEZIOBAHUSA, A TAKXKE JIOJKHBI
OBITH IPUHATHI BO BHUMAaHUe JII00bIE BISBJIEHHBIE IPODOJIEMBI;

B) 3aMedYaHusA U BbIBOJbI ay/IuTa JOJIXKHbBI OBITh O(l)OpMJIeHbI JOKYMEHTAJIbHO;

r) JUI COXpaHEHUs He3aBUCUMOCTU U IIeHHOCTH (YHKIUM ayJuTa YIOJHOMOUYEHHBIE
OpTaHbl He JJOJLKHBI B pyTUHHOM NOPSA/IKe 3alpalIuBaTh OTUYeThl 00 ayAuTe. YIIOJTHOMOUYEeHHbIe
Opra"bl MOIYT 3allpalllMBaTh OTUYETHl 00 ayJuTe, ecjId MMEIOTCA CBUJETEIbCTBA CEPbE3HOTO
HECOOTBETCTBUA HAcTOAIKUM [IpaBuiiaM wiu B ciIydae cyieOHbIX pa30upaTesIbCTB;

) ecau 3TO TpebyeTcs COOTBETCTBYIOIIMM 3aKOHO/ATENIHCTBOM TOCY/IapCTBa-UIeHa,
CIIOHCOD JI0JI3KE€H IIPeJICTaBUTh CBU/IETEIHCTBO O IPOBEICHHOM ayJuTe.

5.20. HecobiroieHre mIpuMeHUMbBIX TpeOOBaHUH.

5.20.1. HecobJ1to/1eHre TPOTOKOJIa, CTAaH/IAPTHHIX OMEPAITMOHHBIX MPOIEAYP, HACTOSIINX
[TpaBus u (MIK) COOTBETCTBYIONUX IPUMEHUMBIX TPEOOBAHUH HcceoBaTeIeM (MeTUITUHCKON
OpraHu3aIuei) Wik COTPYAHUKOM CIIOHCOpA JIOJKHO BECTH K Oe30T/iaraTeJIbHbIM JIeHCTBUSIM
CIIOHCOPAa, HAITPaBJIEHHBIM Ha oOecrieueHre coOJTI0/IEHsT TaHHBIX TPEOOBAaHU;

Ecnu BbIAB/IEHO HecoOI0/leHne TpebOBaHUM, YKa3aHHBIX B ab3alie MePBOM HACTOSIIETO
IIYHKTQ, CYIIECTBEHHO BJ/IMAIOIIEEC WU CHOCO6HO€ CYIIECTBEHHO IIOBJIMATH Ha 3alllUTy
CyO'BEKTOB WU JIOCTOBEPHOCTH PE3YJIbTATOB UCCIIEOBAHUSA, CIOHCOP 00513aH IIPOBECTU aHAIN3
IIpUYrH AJIA YCTAaHOBJICHUA IIEPBOIIPUYHNHBIL u MNpeaInpuHATb COOTBETCTBYIOIIIHIE
KOPPEKTUPYIOIIYE U TIPEAYITPENK/TIAIOITHE JIEUCTBUA.

5.20.2. [Ipu BBIABJIEHUH B XOJle MOHHTOPHUHTA WJIM ayJuTa Cepbe3HbIX U (Win)
MOBTOPAIINXCA  CIydaeB HeCOOIOZIeHWs TPHUMEHUMBIX TpebOBaHUU €O  CTOPOHBI
uceenoBatens (MEIUIIMHCKOTO OpPTaHU3aIlUM) CIIOHCODP JIOJDKEH IIPEKPaTHTh yJacTHe
ucesiesioBaTens (MeIUITMHCKON OpraHU3aIiui) B UccieloBanuu. Eciu ydactre mccaeoBarTesis



(MeuIMHCKON OpPraHU3aIii) IIPeKPAIlleHo B pe3yJIbTaTe Cepbe3HbIX U (UJIM) MOBTOP AIOIIMXCS
cJlydaeB HecOOJIIOZleHHs NPUMEHUMBIX TpeOOBaHMI, CIOHCOP [IOJKeH Oe30TjIaraTesibHO
YBEIOMUTH 00 5TOM YIIOJTHOMOYEHHbIE OPTaHBI.

5.21. I[ochQHoe IIpeKpaleHrue Wik IpuoCTaHOBKA UCCI€AOBaHUA.

Ecin uccnenoBaHue JOCPOYHO TIpeKpallleHO WIM IMPUOCTAHOBJIEHO, CIOHCOP JI0JDKEH
He3aMeJ[JTUTEJIbHO  COOOIIUTh  HccjefoBaTesiiM  (MeAWIIMHCKUM — OpraHM3anusaM) U
YVIOJITHOMOUYEHHBIM OpraHaM O IpeKpallleHUU WU IIPUOCTAHOBKE MCCJIEJJOBAHMUA, a TaK¥Ke
ykazaTh npuurHy. ICO (HI9K) Takke mo/KeH OBITh HeMeIJIEeHHO HH(POPMUPOBAH CIIOHCOPOM
WIN ucciefoBaTesieM (MeIUIIMHCKOM opraHusanuieil) (B COOTBETCTBHU C IIPUMEHHMBIMU
TpeOOBaHUAMM), B TOM UHCJIE O IPUYMHAX IIPEKPAIeHNs WIX IPUOCTAHOBKY HCCIIE0BAHUA.

5.22. OTueT 0 KJIMHUYECKOM HCCJIeI0BaHUU.

HeszaBucumo oOT TOro, OBLIO JIM WCCIENOBAHHME 3aBEPIIEHO II0 IPOTOKOJIY WJIH
IIPEKPAIEHO JOCPOYHO, CIIOHCOP /JOJDKEH OOEeCHeunTh cocTaBjieHHe (B COOTBETCTBHU C
npwiokenueM N 1 k HacroamuM I[IpaBwiam) U MpezicTaByeHHE B YIIOJTHOMOYEHHbBIE OPTaHbI
OTUETOB O KJIMHHUYECKOM HccseoBaHuu. CIOHCOP TakXKe JIOJKEH 00eCIeYUTh COOTBETCTBHE
OTYETOB O KJIMHUYECKOM UCCJIEJIOBAHUM, BXOJAIIUX B COCTAB PETHCTPAIFIOHHOTO JIOCHE,
TpebOBaHUAM, ITPENYCMOTPeHHBIM nprutokeHreM N 1 k [IpaBuiam perucTparniy 1 3KCIepTH3bI
JIEKAPCTBEHHBIX CPEJICTB JIJII MEAUIIMHCKOTO TPUMEHEHUS.

5.23. MHOFOHeHTpOBBIe HucciaegJ0BaHUA.
HpI/I MHOTOIEHTPOBBIX UCCIIEAOBAHUAX CIIOHCOP JOJIZKEH obecrneunTh ciaenymimee:

5.23.1. Bce wuccienoBaTesn TPOBOAAT HCC/IEOBAaHUE B CTPOTOM COOTBETCTBUU C
IIPOTOKOJIOM, COIJIACOBAHHBIM CO CIIOHCOPOM M IPU HEOOXOJUMOCTH C YIIOJHOMOYEHHBIMU
opraHamu u pasperreHHbIM (07106peHHbIM) ACO (HOK).

5.23.2. UHauBH/IyaIbHAS PETHCTPAIMOHHASA KapTa pa3paboTaHa TakuM 00pa3oM, YTOObI
cobpath Bce TpeOyeMmble JJaHHBIE K3 BCEX IIEHTPOB, YYACTBYIOIIUX B MHOTOIIEHTPOBOM
vccyeoBaHun. TeM nccsieoBaTesiM, KOTOPble COOUPAIOT JOTIOJTHUTEIIbHEIE JaHHbIE, JTOIKHBI
OBITh TaK)Ke IIPEJIOCTABJIEHBI JOMOJIHUTEIbHbIE WHAVBU/IyJIbHbIE PErHUCTPAIIOHHBIE KapTHI,
paspaboTaHHbIe /s cOOpa JOTIOJTHUTETbHBIX IAHHBIX.

5.23.3. OOGs3aHHOCTH WCCJIeOBATEIEH-KOOP/IMHATOPOB U JIPYTHUX HCCJIeIoBaTes el
JIOKyMEHTaJIbHO 3aKpeIlIEHBI /0 Hadasia UCCIie/IOBaHUs.

5.23.4. Bcem ucciieoBaTesisiM mpei0CTaBIEHbl HHCTPYKITUU IO COOJIIOZIEHUIO IIPOTOKOJIA,
€IMHBIX CTAH/IAPTOB OLIEHKU KJIMHUYECKUX U JJAO0OPATOPHBIX JAHHBIX, 4 TAKXKE I10 3aTI0JTHEHUIO
WH/IUBU/IyJTbHON PETUCTPALIMIOHHOMN KapTHI.

5.23.5. CBs3b MeX/Iy HCCIIeIOBATEAMU He 3aTpy/IHEHA.

6. HpOTOKO.T[ KIIMHUYECKOI'0 UCCJIEA0OBAHUA U IIOIIPABKHU K IIPOTOKOJIY

[To oOmemy mpaBWIy, COJep)KaHWE IPOTOKOJA JO/DKHO HMeTh YKAa3aHHYI0 HUKe
cTpykTypy. OpHako  wuHpoOpMaIus, UMelIIas OTHOIIEHHE TOJbKO K  OJHOMY
HCCIIeIOBATEILCKOMY IIEHTPY, MOKET ObITh IPe/ICTaBJIeHa Ha OT/AEJIbHBIX CTPAHUIIAX ITPOTOKOJIA
WIU COZIEPKAThCSI B OT/IEJIFHOM COTJIAIIIEHUH, 8 YaCTh IPUBEEHHON HUKe HHDOPMAIIMU MOKET
TaK)Ke COJIePKAThbCA B JPYTMX JIOKyMEHTaX, CChUIKM HA KOTOpPbIe YKa3aHbl B IIPOTOKOJIE
(mampumep, B GPOIIIOPE UCCIEA0BATEIS).



6.1. O6mas naOpMAITHS.

6.1.1. HazBanue IIPpOTOKOJIA, HHEHTH(I)HK&HHOHHBIﬁ HOMED IIPpOTOKOJIa U AaTa U3JaHUA.
JIrobas ImompaBKa TaKXKe JOJI2KHA UMETb HOMED U AaTy.

6.1.2. HaumenoBanue (bamMwiusa) W agpec CHOHCOPa W MOHMTOpA (ecau OHM
Pa3JIMYaIOTCA).

613 (DaMI/IJII/II/I, HMEHa, OTYEeCTBa (l'[pI/I HaJII/I‘—II/II/I) U OOJIXKHOCTH JIML, YIIOJTHOMOYEHHbIX
OT UMEHHU CIIOHCOPAa IIOAIIUChIBATD ITPOTOKOJI U IIOIIPABKHU K IIPOTOKOJLY.

6.1.4. ®ammus, UMsA, OTYECTBO (IIPHU HAJIUUYKH), JOJLDKHOCTD, aJipec U HOMep TeyieoHa
Ha3HAYE€HHOTO CIIOHCOPOM MEAUIMHCKOTO SKCIIepTa 0 JAHHOMY HCCJIEZIOBAHHUIO.

6.1.5. ®ammwiuu, uMeHa, oT4yecTBa (IIPU HAJIUYWHU) U JIOJKHOCTH HCCJIE/IOBATEIIEH,
OTBEYAIOIIMX 3a IIPOBEIeHHWE KCCJIE/IOBAHUs, a TakKKe ajapeca U Homepa Teyie)OHOB
KJIMHUYECKHX IIEHTPOB.

6.1.6. ®ammus, UM, OTYECTBO (IIPHU HAJIUUYKH), JOJLKHOCTD, aJipec U HOMep TeyieoHA
KBUIN(UIIMPOBAHHOTO Bpada (B TOM YHCJIE CTOMATOJIOTA), OTBEYAIOIIErO 3a IPUHATHE BCEX
pellleHu i MeIUITUHCKOTO (CTOMATOJIOTHYECKOT0) XapaKTepa B KOHKPETHOM HCCJIE0BATETHCKOM
IIeHTpe (ec/TH TaHHOE JIUITO He SBJISAETCS HCCIIEI0OBATEIEM).

6.1.7. HaumeHOBaHUsA W ajijpeca KJIMHUYECKUX JJAaOOpATOPUH U JPYTHX METUIMHCKHUX, a
TaK’Ke TEXHUUECKHUX CIIY?KO U (MJIM) OpraHu3anuil, BOBJIEYEHHBIX B UCCIIEIOBAHHUE.

6.2. O60CcHOBaHUE UCCIIEAOBAHUA.
6.2.1. HaumeHoOBaHUeE U OMUCAHUE UCCIIEAYEMBIX IIPEIIapaTOB.

6.2.2. CBO/IHOE WU3JIO)KEHUE TOTEHITUAJIPHO UMEIOIUX KJIWHUYECKYI0 3HAYMMOCTH
pe3y/IbTaTOB  JIOKIWHUYECKUX HCCIAEJOBAHUM, a TakKe pPe3yJbTaTOB KJIMHUYECKUX
HUcCIeI0BaHUM, 3HAUNMBIX JIJIS JAHHOTO UCCIeI0OBaAHUA.

6.2.3. KpaTkoe onrcaHue U3BECTHBIX U MTOTEHIIUATbLHBIX PUCKOB U TOJIb3bI JJIA CyOBEKTOB
vccaeaoBaHus (IIpU HATUYHH).

6.2.4. Onucanue u 060CHOBaHUE CIIOCO0a BBEZEHUs, IO3UPOBKY, PEKUMa JI03UPOBAHUS U
Kypca JIedeHUsl.

6.2.5. YkazaHHe Ha TO, UYTO JIaHHOE KJIMHUYECKOe HCCiIeloBaHUe OyleT MPOBOJAUTHCS B
COOTBETCTBUH C IIPOTOKOJIOM, HACTOSAIIUMHU [IpaBriaMy ¥ TPUMEHHUMBIMH TPeOOBaHUSMU.

6.2.6. Onucanue uccyieayeMoi NOIMyIANNY CyObeKTOB UCCIeJOBAHUA.

6.2.7. CcpulkM Ha JMTepaTypHble WCTOYHUKU U JaHHBIE, CYILIeCTBEHHbIE I
HCCJIEJIOBAHUSA U MPEICTABIISIONINE COO0M 000CHOBAHUE JAHHOTO UCCIE0BAHUS.

6.3. llesu 1 3aaun uccaeI0BaHuUA.

JleTasibHOE ONKCAHUeE IieJIel U 3a4a4 UCCIeOBaHUs.

6.4. JInzaiid uccjaeoBaHuA.



Haquaﬂ 000CHOBaHHOCTD ucciaegoBaHud MW JOCTOBEPHOCTb IIOJIYYEHHBIX B XOJ€
ucciieJOBaHuA JaHHBIX CYIIECTBEHHO 3aBUCAT OT unsafma uccaenoBanusa. Omnucanue HHSafIHa
HuccieJ0BaHuA AOJI2KHO BKJIIOUATh B cebs ciaenympimee.

641 Yka3zaHre OCHOBHBIX M JONOJHUTEJIbHBIX (HpI/I HaJ'II/I‘-II/II/I) HcciIeyeMbIxX
mapamMmeTpoB, KOTOPbIE 6y,IIYT OLIEHNUBATHCA B XOZ4€ MCCIIEeJ0BaHNA.

6.4.2. Onwucanve THna (AM3aliHa) MPOBOJAUMOIO HCCIIEIOBAHUA (HAampuMep, JBOWHOE
cyIenoe, 11aneb0-KOHTPOJIMPYyeMOe, TTapaJUIesIbHOE) U CXeMaTHYecKoe U300pakeHre JAu3aiHa
HCCIIeI0BaHUSA, IIPOIIETyP U ATAIIOB UCC/IEIOBAHUS.

643 Onucanue MeEp, HaIIpaBJIEHHBIX HA MUHUMHU3allNI0 (I/ICKJIIO‘-IEHI/IE) CY6’beKTI/IBHOCTI/I,
B TOM 4YHCJIE:

a) paH/IOMU3alINH;
0) cieroro MeTozia (MacKUPOBKH).

6.4.4. OmnucaHue WCIOJIB3YEMOTO B HCCIENOBAHUU JIEYEHUS, JO3UPOBKU U CXEMBI
IIPUMEHEHUs HCC/IelyeMbIX IIpenapaToB (BKJIIOUAeT B ce0s ONMCAHUE JIEKAPCTBEHHOH (pOpMBL,
YIIAKOBKYU ¥ MAPKUPOBKH HCCJIElyeMbIX IIPENapaToB).

645 Oxunmaemas IIPOAOJ/IKUTEJIbHOCTD y4aCTHUA CY6’I)EKTOB B HCC/IeJOBAHHNH, OIIMCaHUE
IIOoC/IEAOBATEJIbBHOCTU U IIPOJOJIZKUTEJIbPHOCTH BCEX IIEPUOAOB HCCIIEAOBAHUA, BKJIIOYAA IIEPHUOL
mocsieyromero Ha6JIIO]_IeHI/IH, €CJIY TaKOBOI npeayCMOTPEH.

646 Onucanue IIpaBUJI OCTAaHOBKH WJIM KPHUTEPHUEB HCKIIOYEHUA JIA OTACJIbHBIX
Cy6’beKTOB, yacren HCccIeJ0BaHUA UJIN HCCIEA0OBaHUA B IIE€JIOM.

6.4.7. IIporeayphbl y4deTa HCCIEIyeMBIX IperapaToB, BKIHYas IUianebo U Ipernaparsl
cpaBHeHUs (IIPU HAJTUYWH).

6.4.8. Xpa"eHue paHIOMU3aLlMIOHHBIX KOJOB JIeYeHUA U NIPOLEeAYPhI UX PACKPBITUA.

6.4.9. IlepeueHb Bcex JaHHBIX, PETUCTPUPYEMBIX HEIOCPEACTBEHHO B HHIAVBUIAYAJTbHOU
perucrpanuoHHON kapTe (0e3 mpeaBapuUTesIbHOM 3amMCH B IMHUCbMEHHOM WU 3J1€KTPOHHOM
BH/IE) ¥ PACCMATPUBAEMBIX B KAUECTBE IEPBUYHBIX JIAHHBIX.

6.5. OTOOp U UCKITIOUeHNE CYOHEKTOB U3 HCCIIEAOBAHUA.
6.5.1. Kpurepuu BIrOUeHHs CyOBEKTOB B HCCIIE/IOBAHUE.
6.5.2. Kputepuu HeBKIIOUeHUA CYO'bEKTOB B UCCII€ZJOBAHUE.

6.5.3. Kputepuu uckiaoueHus cyObeKTOB U3 HccIeoBaHUA (OCHOBAaHUA IpPeKpalleHusd
IIpUMEHEeHUsI HCCileflyeMoro Ipernapara (uUccieayeMoro JedeHHs)), a TakKe IPOLeIypshl,
oTpeJieAIIye:

a) Korja W Kak CyOBEKTOB HCK/IIOUATh W3 HCCAeAOBaHUS (JI€YeHUs WCCIeAyeMbIM
IpernapaTom);

0) KaKue JJaHHbIE U B KAKHUE CPOKU JOJIKHBI OBITH COOPaHbI 110 UCKJIIOUEHHBIM MallieHTaM;
B) MIPOILIe/Typa 3aMeHbI CyO'bEKTOB, ECJIU 3TO MMPEAYCMOTPEHO;

r) Tmocienymolee HaOMOAeHne 3a CyObEeKTaMH WCC/IEOBAaHUS, WCKJIIOYEHHBIMH €3
JledeHUs UCcielyeMbIM IpernapaToM (McciieZlyeMbIM JIeUeHuEeM).



6.6. JleueHue cyO'beKTOB HCCIIEOBAHMUS.

6.6.1. OcyliecTBisieMoe JieueHHWe, BKJIOYas HAaWMEHOBAaHHUsA BCEX IIPernaparoB, HX
JIO3UPOBKH, YaCTOTy IpueMa, MyTh (CrmocoObl BBENEHUs), a TaKKe IPOJOIKUTEILHOCTD
JIEYEHUsI, B TOM YHCJIE TIEPHOBI MTOCTIEAYIOIIEr0 HAOIIOeHH I KaXKI0H TPYIIIbI CyOHEKTOB
(o rpyIaM Je4eHus UCCIIeyeMbIM IIpernapaToM, IpyIaM HUCCIeAyeMOro JeUueH s, TPyInam
HCCJIeJOBAHUSA).

6.6.2. JlekapcTBeHHbIe Ipemnaparhbl (BUABI Tepanuu), IpUMeHeHNEe KOTOPBIX pa3pelieHo
(BruIIOUAss HEOTJIOKHYIO Tepaluio) WU He paspenieHo 70 U (WiIu) BO BpeMs NPOBENEHUS
HCCIIeIOBAHUS.

6.6.3. MeTo/1bl KOHTPOJIA 3a COOJII0IEHUEM TIPOIEAYP CyOhEKTaMU UCCIeI0BAHUS.

6.7. Ouenka 5 HeKTUBHOCTH.
6.7.1. Ilepeuens napameTpoB 3PPeKTUBHOCTHU.

6.7.2. MeToibpl U CPOKH IIPOBEJIeHUA OIIEHKH, pervcTpalii M aHajan3a I1apaMeTpoB
5dEKTUBHOCTH.

6.8. Onenka 6e30IacHOCTH.
6.8.1. [lepeuenb napaMeTpoB O€30ITaCHOCTH.

6.8.2. MeTonpl M CPOKM IPOBEAEHUs OIEHKH, PETHCTpAllid W aHajau3a I1apaMeTPOB
0€e30I1aCHOCTH.

6.8.3. TpeGoBaHmsi K oOTYeTaM, IPOIEAYPHl IO PETUCTPAIUU U COODOIIEHUSAM O
HeKeJIaTeTbHBIX SIBJIEHUSIX U UHTEPKYPPEHTHBIX 3a00JIEBAHUAX.

6.8.4. MeTo/1 ¥ TIPOJIOJI?KUTEIHHOCTh HAOJTIONEHUs 3a CyOBEKTaMU HCCJIEIOBAHUS IIOCIIE
BO3HHUKHOBEHUS HeKeJIaTeIbHbBIX SBJIEHUH.

6.9. CtaTucTHUecKHe acleKThl KJIMHUYECKOTO UCCIeJ0BaHMS.

6.9.1. OnmcaHue CTATUCTHYECKUX METOJIOB, KOTOpbBIE IPEATOJIATaeTCs HCII0JIb30BAaTh,
BKJIIOYAs CPOKH ITPOBEIEHUS KAXK/IOTO IIAHUPYEMOTO IIPOMEKYTOUHOTO aHATU3A.

6.9.2. IlnaHUpyeMoe KOJIUYECTBO CyOBEKTOB. B cilyuae mpoBefeHHs MHOTOLIEHTPOBBIX
HCCIEIOBAaHUM JIOJI?KHO OBITh OIPeNesIeHO IIAHUPYeMO€e KOJIMYECTBO CyOBEKTOB B KaKJIOM
neHtpe. OOOCHOBaHUWE pa3Mepa BBIOOPKH, BKJIIOUAsd TOSCHEHHS WIA BBIYUCIEHUSI IS
000OCHOBAHUSA CTATUCTUYECKOM MOIIMHOCTH WCCIENOBAHUS U KJIMHUYECKOH 00OCHOBAHHOCTU
HCCJIETOBAHUS.

6.9.3. IIpuMeHseMbIil ypOBEHb 3HAYUMOCTH.
6.9.4. Kputepun npekpalieHus uccae0BaHus.

6.9.5. Ilpomexmypsl yd4era  OTCYTCTBYIOIIMX, He  IOJJIeXKAIIUX aHAJIU3y U
anpcuPupoOBaHHBIX TAHHBIX.

6.9.6. Ilpouemypsl cooOIIeHUs O JIIOOBIX OTKJIOHEHUSX OT II€PBOHAYAIBLHOTO
CTaTUCTHUYECKOTO IUIaHa (Bce OTKJIOHEHHs OT IePBOHAYAJIBHOTO CTATUCTUYECKOTO ILIaHA
JIOJKHBI OBITH ONMHCAaHBI 1 OOOCHOBAaHBI B IPOTOKOJIE M (WJIM) 3aKJIIOUHTEIBHOM OT4YeTe 00
HCCJIENOBAHUN).



6.9.7. OTOOp CyOBEKTOB /s aHann3a (HalpUMep, BCe PaHIOMU3UPOBAHHbBIE CYOBEKTHI,
Bce CyOBEKTHI, IOJIyUYUBIIME XOTS Obl OFHY 103y HCCJIelyeMOTO IIperapara, Bce CyOBeKTHI,
COOTBETCTBYIOIIHE KPUTEPUAM 0TOOPA, CyOBEKTHI, JAHHBIE KOTOPBIX IIPUTOIHBI JJIS OIEHKH).

6.10. [IpAMO¥ IOCTYI K IEPBUYHBIM JJaHHBIM (JJOKyMEHTAIIHH).

CrnoHcOp [OKEH IpefycMOTPeTh B IPOTOKOJIE WM WHOM IHCHMEHHOM COIJIAIIEHHH
00s3aHHOCTh HcCcseioBaTeiell (OpraHm3anuii) He MPemnsITCTBOBATh NIPSAMOMY JOCTYIY K
IIEPBUYHBIM JIJAHHBIM (JOKYMEHTalWH) [ IPOBEJAEHUs CBA3aHHBIX C HCCJIET0OBAHUEM
MOHUTODHHTA, ay/IUTa, STUYECKON OKCIIEPTU3BI, a TaKXKe WHCIEKIUH CO CTOPOHBI
YIIOJTHOMOYEHHBIX OPTaHOB.

6.11. KOHTpOJ’IB KauecTBa U obecrieueHre KauecTBa.

6.12. ITNUECKUE aCIIEKThI.

OmnucaHye STUYECKUX ACIIEKTOB UCCIeN0BaHUA.
6.13. PaboTa ¢ JaHHBIMU U BeJeHE 3aIicel.

6.14. ®uHAaHCUPOBAHUE U CTPAXOBAHUE.

(DI/IHaHCI/IpOBaHI/Ie H CTpaxOoBaHHE, €CJIM OHU HE OIIKMCAaHbI B OTAE/JIbHOM JOTOBOPE.

6.15. [ToTMTUKA B OTHOIIIEHHUH ITyOJTHKAITAH.

ITosuTHKaA B OTHOILIIEHUH HY6JIPIKaIIPII>’I, €CJIX OHa HE OIIMCaHa B OTACJIbHOM O0roBOpeE.

6.16. IIpunoxkeHus K IPOTOKOJTY.

7. Bportopa uccienoBaTtens

7.1. BBenenue.

Bporropa ucciemoBarensa IpeJicTaBIseT COOOM CBOJHOE H3JIOXKEHUE KIMHUYECKUX WU
JIOKJIMHUYECKUX JAHHBIX II0 HCCIIelyeMOMY IIpernapary, KOTOpble MMEIOT 3HadeHHe JJIsl ero
U3Y4YEeHHs C yYaCTHEM YesI0BeKa B KauecTBe CyObeKTa uccyieoBanusa. HazHaueHreM OpOITIOpPHI
HCCJIeJIOBATEs SABJISIETCS MPEIOCTaBIEHNE HCCJIEIOBATEIISIM U IDYTUM JIMIaM, BOBJIEUEHHBIM B
MPOBe/IEHNE UCCIIEIOBAaHUA, MHOOPMAIUH, IIOMOTAOIIENH TOHUMAaHUIO W COOJTIOIEHIIO0 MHOTHX
CYIIIECTBEHHBIX IOJIOKEHUH IMPOTOKOJIa, B TOM YHCJIE O J03€, YacTOoTe (MepUOJUYHOCTH) 03,
criocobax BBeJIEHUs, a TakiKe MpoIeAype MOHUTOpUHTa Oe3omacHocTH. bBporropa
HCCJIe/IoBaTeNIsl TakyKe o0eclleurBaeT MOHUMAaHUE, CIIOCOOCTBYIOINee KIMHUYECKOMY BEJIEHUIO
CyOBEKTOB HCCIENOBAHUS B TedeHHE Kypca KJIMHHYECKOro HccaenoBaHus. MHbopManus
JIOJI’KHA OBITh IIpeJiCTaBJieHa B KPATKOM, MPOCTOM, OOBEKTHUBHOW W JIUINIEHHOH PEKJIaMHOTO
OTTeHKa popMe, MO3BOJIAIIIEN KIUHUIUCTY VI IOTEHIIUATIFHOMY HUCCIIEIOBATENIO TIOHSTD €€
1 cOPMHUPOBATh CBOIO COOCTBEHHYI0 OOBEKTUBHYIO OIEHKY I11e€J1eCO00pa3HOCTH MPEIIaraeMoro
HCCJIEJIOBAHUSA HCXOJISI M3 COOTHOIIEHHs TMOJib3a-pUcK. [lo 3TOW HpHUYMHE B COCTaBJIEHUH
OpoIIIOPHI KCCIIe/IoBaTeIsA OOBIYHO JOJI’KEH IMPUHUMATh y4acThe MEeIUITUHCKUU DKCIIEPT, HO
cojiep:KaHre OPOIITIOPHI HCCIIEI0BATESA JIOJIXKHO OBITh 000PEHO CIIeIHaINCTaMU TeX 00J1acTeH,
r/ie ObLIU MOJTyYeHbI OIIMChIBa€MbI€E JIAaHHBIE.

HaCTOHIIII/Ie HpaBI/I.TIa OIIpeaec/IAnT MUHUMAQJIBHBIH 00beM I/IH(l)OpMaIII/II/I, KOTOpad
AOJIZKHA OBITH BKJIIOUEHA B 6pOIHIOpy ucciaenaoBaresid, 1 Aal0T PEKOMEHJAallun II0 CTPYKType€



M3JI0’KeHUsA JaHHou wuHdopMmanuu. Ilpeamosaraercs, YTO xXapakTep U OOBEM OCTYITHOH
nHpopMmalu OyayT HU3MEHAThCI B 3aBHCHMOCTH OT CTQJUM pPa3pabOTKH KCCIIeLyeMOro
mpenapata. EciM  MceyieyeMbIdl  Tpemapar HaxOAWTCS Ha pPBIHKE U OOJIBIIUHCTBY
MPAKTUKYIOIINX Bpauveldl XOPOIIO H3BECTHBI €ro (apMaKoJOTHYECKHe CBOMCTBA, Opolmopa
HCCIIeIoBaTeNIsT MOJKET OBITh MeHee MOpo6HOM. C paspelleHus YIIOJHOMOYEHHBIX OPTraHOB
BMECTO OpOIIIOPHI KCC/IEIOBATENISI MOTYT OBITh HCIIOJIB30BAaHBI MaTepHAJIbl, COJIEPIKAIIIE
OCHOBHYI0 MHGOPMAIHIO O Tperapare, JIMCTOK-BKJIAIBINT WX HHGOPMAIUs Ha STUKETKE MIPH
YCJIOBUH, UYTO aJIbTEPHATUBHBIA BaPHUAHT COJEPIKUT aKTyabHYI0, BCECTOPOHHIOIO U MOIPOOHYIO
nHpopMaIio 000 BceX XapaKTepUCTHKAX HCCIEAyeMOro IIpemapaTta, KOTOpPble MOTYT OBbITh
BOKHBI JI HCCiIeoBaTesss. Ecau Haxomsiiuiicas B CBOOOMHON IIpojjake JIeKapCTBEHHBIH
IpernapaT HCCIeAyeTcss Ha IpeMeT HOBOTO IpUMeHeHHs (110 HOBOMY ITOKa3aHHIO), Gpolropa
HCC/Ie/IOBATeNIsT JIOJDKHA OBITh COCTaBJIeHa C YYeTOM HOBOTO IIPUMEHEHHs. Bporropy
HCCIIeIOBATeNIsl CJIEZlyeT IepecMaTpHUBaTh He peske 1 pa3a B TOA U IPU HEOOXOAMMOCTH
HCIPaBJIATh W JIOMOJHATH B COOTBETCTBHU CO CTAaHZAPTHBIMHU IIPOIIElypaMH CIIOHCOPA.
Bporropa ucciie/oBaTesisi MOKET IIepecMaTpPUBAaThCs dYallle B 3aBUCHMOCTH OT CTaUU
pa3paboTKH IMpenapata U II0 Mepe MOCTYIUIEHUs HOBOHW 3HauuMou uHpopMmaruu. OgHAKO B
COOTBETCTBUM C TPUHIUIIAMH HaJJIEeXkKAIed KINHUYECKOW IIPAaKTHKKA HOBas WHGOpPMAIUs
MOKET OBITh HACTOJIBKO Ba)KHA, YTO €e HEeOOXOAHUMO COOOIIMUTh HCCIAE0BATENAM H IIPH
HeoOxomumoctr ACO (HOK) u (win) yrnoJITHOMOUEHHBIM OpTaHaM /10 €€ BKJIIOUEHHS B HOBYIO
PeaKIuio GPOIIIOPhI UCCIEN0BATES.

Kak mpaBwio, CHOHCOp OTBeYaeT 3a IIPEJOCTaBJIEHHE FHCCIIEA0BATENAM AKTYaJIbHOMN
pemakuuy OpONIIOPHl HCC/IEIOBATENSA, a WCC/IeIOBATENIN OTBEYAIOT 3a IIPEIOCTaBJIEHUE
aKTyaJIbHOU peaKIyu OPOLII0PEI HccyieoBaTesis cootBeTcTByomemy ICO (HIOK).

Ecin cnoHCOpOM HcCCeZJoBaHUA ABJAETCA HCCIeoBaTeslb, OH JIOJKEH paccMaTpUBATh
BO3MOKHOCTh IOJIy4eHHsI OpOIIIOpHI OT W3TOTOBUTENS Ipenapara. Eciau ucciemyeMsbrit
IpernapaTr IIpeZoCTaBjsAeTcs CaMHM CIIOHCOPOM-HUCCJIe/loBaTesieM, OH JIOJDKEH JIOBEeCTU
HeoOxomuMyl0 WHGOPMAIUIO [0 CBEAEHHs 3aHATOTO B HCCJIEIOBAHUM IIEepcoHaIa. B Tex
cIydyasx, KOIJla cocTaBjeHrWe OpolIopbl  HccjlefoBaTesiss — CTaHAApTHoOro  ¢Qopmara
Heleslecoobpa3Ho, B KavecTBe AJIbTEPHATUBBI CIIOHCOP-UCCIIEZOBATEND JIOJDKEH BKJIIOYUTH B
IIPOTOKOJI ~ paszies, BKJIOYAIIUN MOAPOOHO U3JIOKEHHBIE JIaHHBIE, COZep:Kalue
MHUHUMAJIBbHBIL  00beM  Tekylled uHGOpPManuy, IpeaycMaTPUBAEMBIH  HACTOAUIUMU
IIpaBuamu.

7.2. O0IIHE TTOJIOKEHHA.
Bporropa nccieioBaTess T0KHA BKJIIOYATD B ceDsl:
7.2.1. TUTYJIBHBIN JIUCT.

JlomkHBI  OBITh yKa3aHbl HaWMMEHOBAaHUE CIIOHCOPA, WAEHTH(PUKATOPHI KaXKIOTo
HCCIIelyeMOro  mpemnapata (HOMEp HCCIe/IOBAaHUSA, XUMHUUECKOE WM YTBEPIKIAEHHOE
HENaTeHTOBAaHHOE Ha3BaHWE, W TOPrOBO€ HAWMMEHOBaHWE, €CJIM HTO HEe TMPOTHUBOPEYUT
ZIeMCTBYIOIEMY 3aKOHOJATEIBCTBY, a TAKXKe JKeJIaHUI0 CIIOHCOpA) U JlaTa pefaKIUuu OPOIIOpbI
Hceiie/oBaTeNs. YKa3bIBaeTCs HOMED BEPCHUHM OpOIIMIOPHI HCCIIEI0OBATENsA, HOMEp U Jara
MIPEABIIYIIEN PEJAKIINU OPOIIIIOPHI UCCIIEA0BATEIS.

7.2.2. YKa3aHue Ha KOH(PUIEeHITUATbHOCTb.

[To kesaHHWIO CIIOHCOP MOJKET BKJIIOUHTH B OpOIIIOPY HCCIEA0BATENS YBEAOMJIEHUE
ucceioBaTened (mosryyaresiell) O TOM, UYTO OHU JIOJDKHBI pacCMaTpUBATh OPOIIIOPY



HcesiefioBaTesisd Kak KOH(PUIeHITUAIbHBIN JIOKYMEHT, NpeAHa3HAuYeHHbINM UCKIIOUUTEIBHO /IJIA
03HAKOMJIEHHS U UCII0JIb30BaHUA UCCIIEA0BATEIbCKUM KoJuteKTuBoM 1 9CO (HIK).

7.3. Cozep2kaHrie OPOIIIOPHI UCCIIeZ0BATEIA.

Bponnopa ucciegoBaTesid J0JIXKHAa UMETDh CJIEAYIOIUE PAa3a€Jibl, Ka)K,I[I:IfI U3 KOTOPBIX (me
HpI/IMeHI/IMO) CJIeAYET COIIPOBOXAATD MEPEYHEM CCbIJIOK HaA JIMTEPATyPHbIC UCTOYHUKU.

7.3.1. OrJ1aBjieHueE.
7.3.2. KpaTkuii 0630p.

JloJKHO OBITH TIPEZACTAaBJIEHO KpaTkKoe pe3ioMe (PKesjaTesJIbHO He IpeBhIIallee 2
CTPAaHMI]) /JOCTYMHOU WHGOPMAIUU O GU3NYECKNX, XUMHUUYECKHX, ¢apMareBTHIECKUX,
(papmakoJIOTHUECKUX,  TOKCHUKOJIOTHYECKUX, (HapMAKOKMHETHUECKHX,  MeTabOJIMYeCKIX
cBOicTBaX, MHGOPMAIUU O KIMHUYECKOM IIPUMEHEHHM, COOTBETCTBYIOIIEH TEKyIed CTaJuu
KJIMHUYECKOH pa3paboTKU UCCIIelyeMOTO Iperapara.

7.3.3. BBenenue.

B kpaTkoM BBOJHOM pasziesie JOJKHBI OBITh YKa3aHbI XUMHYECKOe Ha3BaHUE (a Takke
HElaTeHTOBAaHHOE U TOPrOBOE HAWMEHOBAHUsA, €CJIM IIpernapaT 3aperucTpUpPOBaH)
HCCJIElyeMOTO TIIperapara, Bce AaKTHBHbIE WMHTPEANEHTHI, (apMaKoJOrmyeckas Trpymmna, K
KOTOPOI OTHOCHUTCSA HCCJIEAyeMbIH IIpernapar, ¥ MeCTO, Ha KOTOpOe OH B HEW IIpeTeH/IyeT
(mampuMep, mpeuMyIecTBa), 000CHOBaHUE JIJIA U3YUEHHS HUCC/IElyeMOTo IIpernapara, a Takxke
€ro OKH/laeMble NPODIUIAKTUYECKHE, TepaleBTUYECKHe FJIN JHATHOCTHYECKUEe ITOKa3aHMUS.
Kpome Toro, B BBOAHOM pasjesie JOJKeH ObITh chHOPMyJIMPOBAH OOIIUI IOAXOJ K OIEHKe
HCCIIelyeMOTO IIperapara.

7.3.4. ®dusnyeckue, xuMuUueckne U ¢apMareBTHUYECKHEe CBONCTBA U JIEKAPCTBEHHAs
¢opma.

JloJKHBL  OBITH IIPEJICTABJIEHBI OIMCAHHWE KOMIIOHEHTOB HCCJIElyeMOro IIpernapara
(Brutrouass xumMudeckue W (WIM) CTPYKTYpHbIe (OPMYJIbI), a TAKXKE€ KpaTKas CIpPaBKa O €ro
OCHOBHBIX (DU3NYECKUX, XUMUYECKUX U (hapMAaI[eBTUIECKUX CBOMCTBAX.

JIlnsa obecrieueHHs1 aZleKBAaTHBIX Mep OE€30IaCHOCTH B XOJle MCCJIEZIOBAHUsS JOJKEH OBITh
yKazaH W NpU HeoOXOAUMOCTH OOOCHOBAaH COCTAaB JIEKApPCTBEHHOH (OpPMBI, BKJIIOYAs
JTIOTIOJTHUTEJIbHBIE BelllecTBa. Takike NOJKHBI OBITh IIPEIOCTaBIEHbI HHCTPYKIIUU 110 XPaHEHHUIO
U UCIIOJIb30BAHUIO JIEKAPCTBEHHBIX (hOPM.

Cnenyer ymnoMsaHyTh JiI000O€ CTPYKTYPHOE CXOACTBO C JIDYTUMH U3BECTHBIMU
COeIMHEeHUSAMU.

7.3.5. JOKJIMHIYEeCKHE HCCIIeIOBAHHUA.
BBenenue.

Jlo/kHBI OBITH TIpE/CTaBJIEHBl B KPAaTKOM ¢dopMe pe3ysIbTaThl BCEX CYIeCTBEHHBIX
JOKJINHUYECKUX Hccae0BaHuM papmakosoruyecKux CBOMCTB, TOKCUYHOCTH,
dapmakokuHeTUKNM U MeTabosmM3Ma HccjefyeMoro mnpenapara. JlOJDKHBI OBITh OIHCAHBI
HCIIOJIb30OBAHHBIEC METOAbI, IIPEACTAaBJICHBI IIOJIYyY€HHBIE DE3YJIbTAThI, 4 TAKXKE UX o6cy>1c,aeHHe B
CBA3HM C HCCiIIeAyeMbIMH TEPAIIEBTUYECKUMHU W BO3MOXXHBIMHU H66J'IaI‘OHpI/IHTHbIMI/I NJIn
HenpeaBUAeHHBIMU 3(dekTamMu y uesioBeka. B 3aBUCUMOCTH OT HaIW4HA (IOCTYITHOCTH)
“H(OPMAIMH YKa3bIBAETCA CiIeAyIOlIee:



HCIIOJIb30BAHHBIE B HCCJIESOBAHUAX BUABI KUBOTHBIX;

KOJIMYECTBO U I10JI }KUBOTHBIX B KaK/I0U TPYIITIE;

€IMHUIbI H3MEPEHHU 035l (HallpuMep, MUJUIUTPaMM/ KUJIOTpaMM (MT/KT));
KPaTHOCTh BBEJIEHUS;

IIyTh BBE/ICHUA;

JUTATETHHOCTD KypCa BBE/IEHHUS;

uHOpMAIHs, OTHOCAIIAACA K CHCTEMHOMY PacIpe/IeIeHUIO;

IIPOJIOJIKUTEIPHOCTh  IIOCJIEAYIONIero HAOJIOZileHUs Iocjle OKOHYAHUS  BBeJEHUS
Ipernapara;

pe3yJIbTaThl, BKJIIOYasA PACKPBITHUE CJIEAYIONIHUX aCIIeKTOB:

XapakTepa 1 4acTOThl (papMaKOJIOTUUECKUX UIH TOKCUUecKUuX 3(PdeKTOB;

BBIPQ)KEHHOCTH WIH CTeIleHH TAKeCTH (apMaKoJIOTHYecKuX WK TOKCuYecKuX 3¢ deKToB;
J10303aBUCUMOCTU 5D DHEKTOB;

BpeMeHU /10 HacTyIuieHUus 3 HeKTOB;

obpatumoctu 3¢ HEKTOB;

MPOJIOJLKUTENIFHOCTU 5P PEKTOB.

Jlns OoJibllledl HaTJISIZTHOCTH JIAHHBIE CJIEAYeT 10 BO3MOXKHOCTH IIPEJICTABJISTh B BUJIE
tabaun (mepeuneit). Ilocieayroiue paszesbl JOJKHBI COAEp:KaTh OOCYKJAeHHe HauboJiee
Ba)KHBIX PE3yJIbTATOB UCCJIEIOBAHUM, BKJIIOYAs 10303aBUCUMOCTD HaOJII01aeMbIX 3(pPeKToB, UX
DKCTPAIOJIANNI0 HAa UeJIOBEKA, a TAK)Ke JII0Oble MHBIE aCIIEKThI, TPEOYIOIUE HCCIENOBAHUS Y
yesioBeKa. [Ipu HeEOOXOJMMOCTH JOJDKHO OBITh IIPOBEIEHO CpaBHEHHE pe3yJIbTaTOB
ucesieloBanusa 3PPEKTUBHBIX U HETOKCUUECKUX JI03 IIpernapara Ha »KUBOTHBIX OJIHOTO U TOTO
’)ke Buzla (HEOOXOAUMO OIpEeNeIUTh TepaneBTHYecKui uHAekc). CieayeT ykaszaTh, KaK B3TH
JTaHHBIE COOTHOCATCSA C IO3UPOBKAMH, TIpe/IJIaraeMbIMU JJIs IPUMEHEHUs Y yejioBeka. Bo Bcex
Caydasx II0 BO3MOXXKHOCTH TIpU IIPOBEJIEHWU CPaBHEHHU PpPEKOMEHJIyeTCsl YKa3bIBaTh
KOHIIEHTpAIIUH IIperapara B KPOBH (TKaHH), a He JIO3UPOBKU, BhIPAKEHHbBIE B MT/KT.

a) loxnmHudeckasi GpapMaKOJIOTHS.

JlaHHBIA paszaesn JOJKeH BKJIIOYATh B cebs KpaTkoe omnucaHme (hapMaKOJIOTHUYECKUX
CBOMCTB HCCJIEAYyeMOTO IIpernapaTta W II0 BO3MOKHOCTH €ro OCHOBHBIX MeTabOJIUTOB IIO
pesysbTaTaM HCCJIeIOBaHUN Ha >KUBOTHBIX. KpaTkoe ommcaHue IOJKHO BKJIIOUATh B cebs
HCCJIEJIOBAHUSA 1O OIIEHKE BO3MOJKHOW TepaleBTHYECKOW AaKTUBHOCTH (Hampumep,
3¢ GEeKTUBHOCTD MPH SKCIEPUMEHTATBHOUN MATOJIOTHH, JINTAH/-PENENTOPHOE B3aNMO/JIEHCTBHE
U crenuGUIHOCTb JENCTBUA), a TaKXKe KCCJIEIOBAaHUsA MO OIleHKe 0e30rmacHoCTH (HampuMmep,
CllellUaJIbHble HCCJIeIOBAaHUA /I U3Yy4eHUs UHBIX (Qapmakosorudeckux 3PQeKToB, He
UMEOIIUX TePANIeBTHYECKON HAIPaBJIE€HHOCTH).

6) ®apmakoKkuHeTHKA U MeTab0IM3M IIperapara y *KUBOTHBIX.

JlaHHBIN pasfziesl JOJKEH BKJIIOUATh B cebs KpaTkoe omnucaHue ¢GapMaKOKUHETHUKH,
MeTaboIM3Ma U pacIpe/ieJieHUs UCClelyeMoro mpenapara B TKaHAX KUBOTHBIX BCeX BUJIOB, HA
KOTOPBIX IPOBOJAWINCH UcCCaeoBaHUA. JlOJKHBI OBITH OCBEIeHbl BCAChIBaHHWE, MeCTHas U



CHUCTEMHAA 6I/IOI[OCTy1'IHOCTI: HCCIeAyEMOTro IIperapara u €ro MeTa60.TII/ITOB, a TaKXKe X CBA3b C
AaHHBIMH (I)apMaKOJIOI‘I/I‘—IeCKI/IX 1 TOKCUKOJIOTUYECKHNX I/IC(‘JIeILOBaHI/Iﬁ Ha >KMBOTHBIX.

B) TOKCHKOJIOTHS.

Z[aHHI:IfI pa3aes JOJIKEH BKJIIOYATh B cebs KpaTKoO€ OIIMCaHHE TOKCHYECKUX 3(1)(1)eKTOB
HcciegyeMoro Iiperapara, BBIABJICHHBIX B HCCIIEAOBAHUAX HaA XHUBOTHBIX PaA3HBIX BHIOB.
C.TIe}_IyeT II0 BO3MOXKHOCTH IIpUAEPKHUBATHCA HHmeanBeHEHHOﬁ CTPYKTYPbI OIJIaBJIEHUA
AAaHHOTO pasJeJia:

TOKCUYHOCTD IIPU OAHOKPATHOM BBEJECHHNH;
TOKCUYHOCTD IIPpU MHOTOKPATHOM BBEJIEHHNU;
KaHIIEPOTr€HHOCTD;

cuenUajbHble  HccaeloBaHUSA — (HampuMep,  MeCTHO-pa3jpajkamllee  JIEHCTBHE,
HceIeIoBaHNe CEHCUOMTU3UPYIOIIETro IeHCTBYSA);

penpoAyKTUBHAs TOKCUYHOCTD;
T€HOTOKCUIHOCTD (MyTareHHOCTb).
7.3.6. OIIBIT IpUMEeHeHus y YeJloBeKa.
BBenenue.

B aTom pasznesie moapobHO 06cyKAaI0TCs U3BecTHBIE 3(PhEKTH UCCIeAyEMOro Ipernapara
y 4eJyioBeKa, BKJIOYas WHQOPMAIUIO, OTHOCAMIYIOCA K (apMaKOKHMHETHKE, MeTaboJIn3My,
(apmakoguHaMuUKe, 10303aBUCUMOCTH 3(dekToB, Ge3omacHOCTH, 3OPEKTUBHOCTH, a TaKXkKe
ApyruM BuzaM (apMakoJIOTUYeCKON aKTHBHOCTU. [0 BO3MOXKHOCTH JOJKHO OBITH JIaHO
KpaTKOoe OIMCaHue KaXKJOro 3aBepIIeHHOT0 KJIMHUYECKOro HccilefjoBaHUA. Takke OJDKHA
ObITh TIpezcTaBjieHa HWHQOpPMANUA O pe3yJbTaTaX J00ro IPUMEHEHHS HCCIIEAYEMOTO
Ipenapata BHe PaMOK KJIMHHUYECKUX HCC/IEJIOBAaHUM (HAIpUMep, CBEJIeHUs, IOJIyYeHHBIE BO
BpeMs [IOCTPEruCTPAllMOHHOTO IPUMEHeHN IIpernapara).

a) PapMaKOKMHETHKA U METabO0JIN3M Yy YesI0OBeKa.

JlaHHBI paszfen JIOJDKeH CoJlepKaTh KpaTKylo UHOOpMAIUI0, OTHOCAIIYIoCAd K
(bapmakoKUHETHKe HCCIIEAYEMOro Ipelapara, U BKJIIOYATh B ce0s CyIe[yolue JaHHbIE PU
HUINYUU:

dapmakokuHeTnka (B TOM 4uciae MeTaboIM3M, BcachlBaHUE, CBA3bIBaHUE ¢ OekaMu
IJIa3MBbI, pacIpe/ieJIeHHEe U BhIBE/IEHUE);

OMOJOCTYITHOCTh HCCJIEyeMOro Ipermapara (aOCOJIIOTHYIO IO BO3MOXXHOCTH U (Wim)
OTHOCUTEJIPHYIO) C HCIOJIb30BAHUEM OIpeleJIEHHON JIeKapCcTBEHHON (OpMBI B KadyecTBe
CpPaBHEHUS;

cyOrmonynAanuu HacejaeHUus (HarpuMep, pa3jIudyus MO TOJIy, BO3PACTY WJIM HAPYIIEHUSIM
(yHKIIMI OPraHOB);

B3auUMO/IeicTBHEe (HAmpUMep, JIEKapCTBEHHbIE B3aUMOJEWCTBUS W BIJIHSHHE IIpUEMA
IUIIN);

JIpyrue JaHHble N0 ¢apMaKOKWHETHKe (HallpUMep, pe3yJsIbTaThl IPOBEIEHHBIX B paMKax
KJIMHUYECKUX UCCIIeIOBAaHUN (hapMaKOKMHETHUECKUX UCC/Ie/IOBAHNN HA PAa3JIMUYHBIX IPYIINAX).



6) BezomacHocTh 1 9GO HEKTUBHOCTb.

Kpatko mospkHa OBITH TpezcTaBieHa WHGOPMAIUs, OTHOCAIIAsCA K 6e30MacHOCTH,
dapmakoguHamuke, 3(pHEKTUBHOCTH U 10303aBUCUMOCTH 3(P(HEKTOB MCCIeIyeMOoro mpemnapara
(1 ero MeTabOJIMTOB, €C/JIM HMMEIOTCS JAaHHbIE) W IIOJyYeHHAass B XO/e TPOBEJAEHHBIX
KJIMHUYECKUX KCCIIeZIOBAaHUN (C yJacTHeM B3J0pPOBBIX J0OPOBOJIbIIEB W (MJIM) ITAIUEHTOB).
JlomxkHa OBITH TpeJCTaBJeHa WHTepnperanus wuWHpopManuu. B ciayyae ecad  4acrte
KJIMHUYECKUX HCCIE0BAaHUN YiKe 3aBepllieHa, i1 0oJiee sICHOTO BOCIPHUATHS JTaHHBIX
PEKOMEH/IyeTcsl IPEICTAaBUTh I10 3aKOHYEHHBIM HCCJIEOBAHUSAM CBOJHBIE OTYETHI IIO
a(pdekTUBHOCTH W 6GE30MAaCHOCTH MCCJIEAYEMOro Ipelapara IO OTAEJbHBIM IMOKa3aHUSAM Y
Pa3JIMYHBIX MOMyJIANUiA. Takike cJeayeT HCIOIb30BaTh CBOJHBIE TaOJIMIIBI, COMEPIKAIIUEe
nHGOPMAIHIO O HeyKeIaTebHBIX PEaKIHAX 110 BCEM KIMHUYECKUM HCCIIeIOBAaHUAM (BKITIOUAS
HCCIIEIOBAHUS ISl JIIOOBIX M3YYABIIUXCSA IMTOKa3aHW). JJO/KHBI OBITH OCBEIEHbl 3HAYHNMBbIE
pa3iuuus B xapakTepe (YacToTe) HeXKeJIaTeJbHBIX PeaKIUi Kak I Pa3jInYHbIX MMOKa3aHUH,
TaK U JIJIs1 PA3JIMYHBIX TOMYJISIIAH.

B 6pom10pe uccieagoBareyid  OOJIXKHBI OBITh OIHMCAHBI BO3MOXKHBIE PHUCKH H
HEXejlaTeJIbHbIE€ PEAKIHNH, KOTOPbIE MOXHO OXHJAATh HAa OCHOBAHHWH HAKOIIJIEHHOI'O OIIbITA
IIPpUMEHEHHNA KaK UCCJIEAYEMOTIO IIpeliapaTa, TakKk U CXOAHbIX C HUM IIpE€IIapaToB. Taxoke 10J2KHBI
OBITh OITMCAHBI MEPBI IIPEAOCTOPOXKHOCTU WJIHN CII€OUAJIbBHBIE METOAbL Ha6J'IIO]_IeHI/IH, KOTOpbIE
HeO6XO}_II/IMO IIPUMEHATD IIPpU HCIIOJIb30BAHUU IIpEIIapaTa B HCCIIEJOBATEIbCKUX LEJIAX.

B) ITocTperucTpanioHHbIA OIBIT IPUMEHEHUS.

B Gporrtope uccenoBaTesisi AO/DKHBI ObITh YKa3aHbI CTPAHbI, B KOTOPBIX HCCJIEAyEeMbIi
mpernapar y:ke HMeeTcs B TIpojAake WiIM ObUT 3aperucTpupoBaH. Jloobass 3HauYMMast
nHpopMaIus, MOJIyYeHHas! B XO/ie MOCTPETUCTPAIMOHHOTO IPUMEHEHHS MpernaparTa, JT0JKHA
ObITh TIpeZicTaByieHa B 000OIIEHHOM Buje (Hampumep, JieKapcTBeHHble (OPMBI, JTO3UPOBKH,
IIyTH BBEJIEHUs U HEXKeJlaTeIbHble peakuu). Kpome Toro, B OpoIIope nccieoBaTesIst T0KHbI
OBITh YKa3aHBI CTPAHBI, B KOTOPBIX 3asBUTEJO OBLJIO OTKA3aHO B OZ00peHUHU (permucrparmn)
mpenmapata JUii  KOMMEPYECKOro INPUMEHEHUs WIM  pa3pelleHHe Ha  [POJAKY
(perucTpanoHHOE yIOCTOBEPEHNE) OBLIIO AHHYTUPOBAHO.

7.3.7. O6Cyk/IeHre JaHHBIX U UHCTPYKIIUH JIJIS1 UCCJIE/IOBATES.

B oarom paspene OKHO OBITH IIPEACTABIEHO OOCYXKAEHHE [TOKJIMHUYECKUX U
KJIMHUYECKHUX JIAHHBIX M 0000IIeHa wHQOpManusa, MOJIydeHHas U3 Pa3HBIX HCTOYHHUKOB B
OTHOIIIEHUU Pa3JIMYHBIX CBOMCTB HcCieyeMoro mpemnapara. Takum obpasoM, uccsieoBaTeso
IIpeZIOCTaBIAIOTCA Hanbosiee MHOPMATHUBHAA HUHTEPIIpeTalusa UMEeIIINXCA JAHHBIX, a TaKkKe
BBIBO/IbI O 3HAUMMOCTH 3TOU HHMOPMAIUHU JJIs MTOCTIeAYIONUX KINHUYECKUX UCCIeJOBaHUH.

JloJkHBI OBITH KPaTKO OIMCAHBbI OIMyOJMKOBaHHBIE PabOThHI IO CXOAHBIM IIperaparam,
ecJIi TaKue IIperapaTbl HUMeTcA. ITO IO3BOJIUT HUCCIEZOBATEN0 OBITh TOTOBBIM K
HeXKeJIaTeJIbHBIM peakIusAM WU JIDYTUM mOpo0seMam, KOTOpble MOTYT BO3HUKHYTH B XOJIe
KJIMHUYECKUX UCCIIENOBAHMUMI.

OcHOBHaA 11es1b JJAHHOTO pasfiesia 3aKJI04aeTcss B TOM, UTOOBI IIOMOYb HCCJIe/I0OBATEITIO
MIOJIy4UTh YETKOe IpeJCTaBJIeHrue O BO3MOKHBIX PUCKaX U HeXKeJIaTeJIbHBIX PeaKIUAX, a TaKKe
0 CIeIMaJIbHBIX TeCTaX, MeTOo/Iax HaOJII0/IeHUs U MepaxX IPeZloCTOPOKHOCTU, KOTOPble MOTYT
MOHAJIOOUTHCSA B XOJle KJIWHUYECKOTO HCCJIe/IOBaHUsA. OTO IpPeE/CTaBJIeHUEe JI0JIPKHO OBITh
OCHOBAaHO Ha JOCTYIMHOU HHOpMAIUM O (PU3UUECKUX, XUMUUYECKUX, (apMareBTUUECKUX,
(apMakosIOTUUECKHX, TOKCUKOJIOTHMYECKUX U KJIMHHUYECKUX CBOUCTBAX MUCCIIEAYEMOTO
npemnapata. KinHnyeckoMy ucceioBaTes0 TakKe JIOJIKHBI OBbITh IIPEIOCTaBIeHbl HHCTPYKIINHU



10 JUATHOCTHUKE U JICUCHHWIO BO3MOXHBIX IIEPEJO3UPOBOK U HEXKEIATCJIbHBIX peammﬁ, KOTOpDbIE
OCHOBAHbl Ha OpeAbIAyIIEM KJIWMHHUYECKOM OIIbITE U (I)apMaKO.TIOI‘I/I‘—IeCKI/IX CBOICTBaxX
HcciieyeMoro mnperapara.

8. Hepequb OCHOBHBIX IOKYMEHTOB KJIMHHUYECKOI'O HCCJIEJOBaHUA

8.1. Beegenue.

OCHOBHBIMH JIOKYMEHTAMU KJIMHUYECKOTO WCCJIEJIOBAHUSA SABJIAIOTCA JOKYMEHTHI,
KOTOpBblE TO3BOJIAIOT (IO OTAEJTBHOCTH WJIM B COBOKYIHOCTH) OIIEHUTHh IIPOBEEHUE
HCCIEIOBAHUA U KAayeCTBO IOJIyYeHHBIX JAHHBIX. TU JIOKYMEHTHI CJIy:KAaT JI0Ka3aTeIbCTBOM
coOyrofleHNss  ucclefijoBaTesieM, CIOHCODOM W MOHUTOPOM IIPUHIIMIIOB — Hajie)xariei
KJIMHUYECKON IPAKTUKU U IPUMEHUMBIX TPeOOBAHUM.

OcCHOBHBIE JJOKYMEHTBI UCIOJIb3YIOTCS TaK)Ke B UHBIX 111X, CBOEBpEMEHHOE TTIOMeIIeHUe
OCHOBHBIX JIOKYMEHTOB B (hailyibl mcciieoBaTesis (MeIUIMHCKON OpraHW3aliu) U CIIOHCOpa
MOJKET CIT0COOCTBOBATh YCHEITHOMY BBIIIOJTHEHUIO B pPaMKaX KJIMHHUYECKOTO KCCJIEIOBAHUS
cBoux (YHKIIUHM HCCIIeIoBaTeIeEM, CIIOHCOPOM M MOHHTOpPOM. Kpome TOro, 3TH JOKYMEHTBI
OOBIYHO SBJIAIOTCA OOBEKTOM HE3aBHCHMOTO ay/IUTa CO CTOPOHBI CIIOHCOPA W WHCIIEKIHU CO
CTOPOHBI YIIOJITHOMOYEHHBIX OPraHOB B CBSA3H C TEM, YTO OHH SIBJISIOTCS YacThIO IpoIecca
MIOATBEPIKJAEHU 3aKOHHOCTH IIPOBEAEHUS WCCAENOBAHUS U JIOCTOBEPHOCTU COOPAHHBIX
JTAHHBIX.

Hmwxe mnpuBeleH MUHUMAIBHBIA II€peYE€Hh OCHOBHBIX JOKYMEHTOB. JIOKyMEHTBI
CTPYNIIIIMPOBAaHBI B 3 paszesia B 3aBUCHMOCTH OT CTaJAUU KJIMHHYECKOTO HCCJIEJIOBAHUSA, BO
BpeMs KOTOPO OHU OOBIYHO CO3/1a10TCA:

1) mepes HAYaJIOM KJIMHHYECKOHW (as3bl uccaeoBaHUs (B COOTBETCTBUM C IIYHKTOM 8.2
Hacrosmux [Tpasun);

2) BO BpeMs KJIMHHYECKOW ¢das3bl uccaefoBaHUS (B COOTBETCTBHHM C IIyHKTOM 8.3
Hacrosmux [Tpasun);

3) ToCJie 3aBepIIEHHs WIW WPEXAEBPEMEHHOTO IIPEeKpallleHus uccaenoBanus (B
COOTBETCTBUM C IMYHKTOM 8.4 Hactosmux [IpaBmr).

B ykazaHHBIX HHKE IOAIIYHKTAX MHOApasfiesa 8 HaCTOSIIEro pasjiesia yKasaHbl IesTh
KaXKJIOTO JIOKyMeHTa U MecTO uX XpaHeHus (B ¢aisax wuccienoBaresss (MeTUITUHCKOU
opranmzanuu) u (wim) crnoHcopa). Jlomyckaercss o0beJUHEHNE HEKOTOPBIX JOKYMEHTOB IIPU
YCJIOBUH, UTO OT/EJIbHBIE 3JIEMEHTHI JIETKO UJIEHTU(PUITUPYIOTCA.

daiipl HccieqoBaHUA JOJKHBI OBITH CO3[aHbl B Hauvajle MCC/IEJOBAHMA KaKk B MecTe
HaXOXKJIeHUsl HccyenoBaresiss (MeIMIIMHCKON OpraHus3aiuu), Tak U B oduce CIOHCOpA.
HcerteoBaHrie MOKHO CYUTATh OGUITHATIBHO 3aBEPIIIEHHBIM TOJIBKO ITOCJIE€ TOTO, KAK MOHUTOP
MpoBepuUT (aiyibl uccreoBaTessa (MeIUIMHCKON OpraHU3aIluh) M CIIOHCOPA U IOATBEPAUT
HaJIMYHe BCeX HEOOXOAUMBIX JJOKYMEHTOB B COOTBETCTBYIOIIHX (aiiiax.

Hepe‘II/ICJIeHHbIe B HACTOAIIHX HpaBI/IJ'IaX AOKYMEHTBbI KaK IIO OTAEJIbHOCTH, TAK U B
COBOKYIIHOCTH MOTYT OBITH IHOABEPTrHYTHI ayJAUTy CIIOHCOpAa HW HWHCIIEKIINKU (npOBepKe)
YIIOJTHOMOYEHHBIMH OpraHaMM U JOJIKHBI OBITH MMpEABABJIEHDBI IIPU IIPOBEACHUN ayJUTa HJIA
HNHCIIEKIIUH.

CroHCOp | HccieioBaTe b (MeIUIMHCKAs: OpraHu3anysi) o0s3aHbl BECTH JIOKYMEHTAIHIO
O MECTOIIOJIOKEHUH (MecTe XpaHEeHHs) WMEWIUXCA y HHUX OCHOBHBIX JIOKyMEHTOB



KJIMHUYECKOIr'0 HCC/I€eJOBaHUA, BKJIIOHAA IIEPBUYHYIO AOKYMEHTAIUIO. Cucrema XpaHeHus4,
HCIIOJIb3yEMasd BO BpEMA HUCCIEAO0BAaHUA U A ueﬂeﬁ apxXuBanuu (HESaBI/ICI/IMO OT TuHIiia
HCIIOJIb3yEMOT'O HOCI/ITe]I}I), JOJI2KHa obecIieunBaTh BO3MOXHOCTb HZLEHTH(bHKaIIPIH,
MIPOCJIEXKUBAECMOCTb HCTOPHUH Bepcnﬁ, IIOUCK U U3BJICUECHNE JJOKYMECHTOB.

CocTtaB OCHOBHBIX JAOKYMEHTOB HCCJI€AOBAHUA HAIJIEXKUT AOIIOTIHATDH 160 JAOIIyCKaeTCA
COKpaliaTb (eCJ'II/I 5TO 0OOCHOBAHO A0 HadaJjia I/ICC.TIe,Z[OBaHI/IH), OCHOBBIBAACh HA BAXHOCTH HN
SHAYUMOCTU KOHKPETHBIX JOKYMEHTOB J1JId UCCIIEA0OBAHNA.

CrnoHcop 00s3aH yOequThCsA B TOM, YTO HCCJIENOBaTeNb KOHTPOJIUDPYET JAaHHBIE
VHJIUBU/IyAIPHON PErHCTPAllUOHHON KapThl, IIepelaHHble CIOHCOPY, U pacloJaraer
IIOCTOSTHHBIM JIocTynioM K HuM. CIIOHCOD He BIIpaBe YCTAHABIWUBATH HCKJIIOUUTETHHBIN
KOHTPOJIb HaJ| 9TUMHU JAHHBIMH.

Eciu BmecTO OPUTHUHAJIOB JOKYMEHTOB HCIIOJ/JIb3YIOTCA UX KOIIMU (HaanMep, MMEPBUYHBIX
JOKYMEHTOB, HHﬂHBHﬂyaﬂbHOﬁ peFHCTpaHHOHHOﬁ KaprI), OHH JOJIZKHBI COOTBETCTBOBATH
Tpe6OBaHI/IHM, npeabABJIAEMbIM K 3aBEPEHHBIM KOITHUAM.

WccnepoBareib (Me,I[I/II_II/IHCKaH opram&samm) o0b6s13aH OCyIIECTBJIATD KOHTPOJIb 3a BCEMH
OCHOBHBIMH NOKYMEHTaMU U 3alIUCAMH, CO3JaHHBIMHU UM /10, BO BPEMA U I10CJIE€ UCCIIEAOBAHUA.

8.2. [lepen HaYa/IOM KJIMHUYECKOH (pa3bl HCCAeOBAHUS

Ha cragmu rmiaHUpOBaHUA HCCIIEIOBAHUA 70 €r0 (OPMAaJIbHOTO Hadasia JOJI’KHBI OBIThH
CO37IaHbl ¥ TTIOMeIeHbI B (halisI cileIyIoniie JOKYMEHTHI:

HaumenoBaHue JOKyMeHTa Ienpb Haxopmures B daiinax
HUccae0BaTeNsA | CoOHCOpa
(MegUIIMHCKOH
OpraHHN3aIN)
8.2.1. Bpomropa JIOKyMEHTaIbHO 3aKpenuTh haKkT X X
HICCIIeIOBATEIIA nepeaavy UCCaeI0BaTEIIO

HEOOXOUMOH U aKTyaIbHOU
Hay4YHOU mH(OpMaIuu 06
HCCIIeyEMOM IIperapare

8.2.2. JIOKyMeHTHI JIOKYMEHTIbHO 3aKPeNnuTh QaKT X X
IUTAaHUPOBAHHS YTBEPK/IEHUS CIOHCOPOM H
KTHHITIECKOro HCCTIe/I0BaTesIeM IPOTOKOA
(TTorrpaBoK) U UHAUBU/TY AJTBHOU
HCCJIEIOBAHUS:

i perucTparuoHHON KapThl
MIO/ATIMCAHHBIN TTPOTOKOJI,

MTO/ITICAHHBIE TTOMIPABKH K

HeMy (IIpY HAJTUYHUHN),

obOpasell UHAUBUAYATbHOU

PErucTpariiOHHON KapThl

8.2.3. Uudopmarius, JIOKYMEHTAIbHO 0POPMUTD PaKT

npefiocTaBsemas cyobekry NO/IyUEHUS MH(MOPMUPOBAHHOTO
corjiacus, JOKyMeHTaJIbHO

HCCIIeIOBAaHUA:

i MOATBEPAUTD, UTO CyOBeKTaM X X
dopma uccseoBaHuA OyeT

MH()OPMUPOBAHHOTO IIpeZ0CTaBJIeHa COOTBETCTBYIOIIAA

coryacus (Bkarouas Bce (c Touku 3peHUs coiep;KaAHUA U

Heo0X0/IMBbIe JIOCTYITHOCTH /IJIs1 IOHUMAaHUs)

Pa3bACHUTEIIbHbBIE nHChMeHHaA HHpOpMAIHs,

MaTepI/Ia.TIbI); KOTOpad IIOMOXKET UM C YHETOM



- mo6as [pyrad MuchbMeHHas [O0JIHOM HHPOPMUPOBAHHOCTH

nHdopmanus; JaTh corJiacue.
- peKJIaMHble 0GbABIIEHHS JlOKyMeHTaJIbHO IIO/ITBEP/IUTb,

6 YTO MEPHI 110 IIPUBJICHEHUTIO
JUIA IIPUBJICHEHHUA CYOBEKTOB Cy6’b €KTOB aJIeKBATHbI 1

B ncciaesioanne OTCYTCTBYeT 3JIEMEHT
(ecsu UCIIOJIB3YIOTCA) IPUHYXK/IEeHUA

8.2.4. ®uHAHCOBBIE ACIEKTHI AOKYMEHTAJIbHO 3aKPEIINUTD
(¢rHAHCOBOE COTJIAlIEHHE IO

HCCJIEIOBAHUS
HCCJIEJIOBAHUIO MEXK/TY CIIOHCOPOM
U uccyaenonaresieM (MeaUITMHCKON
OopraHHu3aIuen)
8.2.5. CrpaxoBoe AOKYMEHTAJ/IbHO IIOATBEPAUTD,
00513aTeNIbCTBO (ecyu 9TO B C/Iyda€ MPpUTMHEHUA
Tpebyercs) ymiepba, CBA3aHHOTO C
HCCIeIOBaHUEM, CyObEKTaM
HccIIe/IoBaHUsA OyZeT IOCTYITHA
KOMIIEHCAIIUA
8.2.6. IToancaHHbIH AOKYMEHTAJIbPHO 3aKPEMHUTh

IIpaBa, 00s13aHHOCTH U
OTHOIIIEHUA CTOPOH

JIOTOBOP BOBJIEUEHHBIX
CTOPOH, HaII[pUMep:

- MEXXy UcciiefioBaTeIeM
(MeauIMHCKON
OopraHu3anuein)

U CITOHCOPOM

- MEXXy UcciiefioBaTeieM
(MeauIMHCKOR
OopraHu3anuein)

1 KOHTPAKTHOU
HUCCIeq0BATEIbCKOH
opraHu3anuen

- MKy CITOHCOPOM U
KOHTPAKTHOU
HCCIeq0BATEIbCKOM
opraHu3anuen

- MEXKy UcciiefioBaTesieM
(MeauIMHCKON
OopraHu3anuei)

Y YIIOJTHOMOYEHHBIMH
opraHamu

(ecstu TpedyeTcs)

8.2.7. JlaTupoBaHHOE U AOKYMEHTaJIbHO IIOATBEPAUTD,
JIOKYMEHTAJIBHO 4TO IaHHOE HUCCIEA0BAHUE OBLIO

odbopmITeHHOE 0106perye p?g;“gg;giﬁ;’ ggg?;%“go
(saxmouenne) 3CO (HIK), YkazpIBaeTcs HOMepP BEPCUU U

Komuccueii mo Borpocam JlaTa JOKyMeHTa
stuku (KBD) ciemyronux

JIOKYMEHTOB:

- IPOTOKOJIA U JIIOOBIX

IIONPABOK K HEMY;

- UHAUBUAYATLHOMN

perucTparioHHON KapThl

X
(ecu
TpebyeTcsi)



(ecsim TpebyeTcs);

- GopMBI
UH(GOPMHUPOBAHHOTO
corJiacus;

- II00O¥ APYTO¥ MUCHMEHHOM
uHpOpMaIuu,
MIpEeICTaBIIsIEMON CyObeKTaM
HCCJIEOBAHNS;

- PeKJIaMHBIX O0BABIEHUI
JUIsI IPUBJIEYEHUs CyOHEKTOB
B MICCJIE€/IOBAHIE

(ecsii HCTIOJIB3YIOTCA);

- "HpOpMAaIU O
KOMIIEHCAllN U cyObeKTaM
HCCJIeNOBAHNA

(Ipu HATMYMN);

- JIIOOBIX UHBIX
paspelieHHbIX
(0/106peHHBIX) IOKYMEHTOB
8.2.8. Cocras 9CO (HIK),
Cosera 1o sTuke, KB

JIOKYMEHTaJIbHO 3aKPEIUTh
cootBercTBHe coctaa DCO (HIOK)
TpeboBaHUAM HacToAmux [IpaBui
JIOKYMEHTAJIbHO TTOATBEP/IUTD,
YTO MPY HATTUYUH
COOTBETCTBYIOIIHUX IIPUMEHUMBIX
TpebOBaHUH pa3pelieHne
(omobpeHwme, yBeIOMIIEHUE)
YIOJTHOMOUYEHHBIX OPraHOB
ITOJIyYeHO JI0 Havasia
HCCJIEIOBAHUSA
JIOKYMEHTAJIHHO TTOATBEPAUTD
KBATM(DHUKAIIAIO ¥ IPUTOAHOCTD
JUUIsS IPOBEIEHUS UCCIEN0OBAHUSA U
(nm) ocyiecTBIEHUSA

8.2.9. Pazpemenne
(omobpeHne MPOTOKOIIA,
yBEOMJIEHUE O IPOTOKOJIE)
OT YIIOJITHOMOUEHHBIX
opraHoB (ecstit TpebyeTcs)

8.2.10. Tekyimas pegaxkius
pe3ioMe HCCIIeI0BAHUSA
(curriculum vitae) u gpyrue

AOKYMEHTDI, MEeIUIINHCKOTO HAOJIIOIeHUA 3a
MNOATBEPIKAAIOIIIE cyO'beKTaMH UCCJIEIOBAHUS
KBaJIN(PUKALINIO

HcciesoBaTeae u

coucesieoBaTesein

JIOKYMEHTJIbHO 3aKPENUTh
HOpPMAaJIbHBIU JUATIa30H
3HAUYEHUH 7151 TaOOPATOPHBIX
TECTOB

8.2.11. HopmasbHbIH
JUana30H 3HAaYeHUH AJ1
MIPElyCMOTPEHHBIX
MIPOTOKOJIOM MEIUITMHCKUX
(stabopaTopHBIX,
TeXHUYECKUX) MPOLeyp U
(nn) TecToB

8.2.12. MegunHCKUeE,
(JtabopaTopHbIe,
TeXHUYECKHe) MPOLeyPhl U
(nn) TecTsl, -
ceptudukanys,
aKKpeUTaIys, BHyTPEHHUN
1 (W11) BHEITHUN KOHTPOJIb

AOKYMEHTAJIbHO IIOATBEPAUTDH
IIPUTOAHOCTD 060pyﬂOBaHI/IH JJIA
IIpOBEACHUA Tpe6yeMbIX TECTOB U

obecrieueHns HAAEKHOCTH
pe3yJIbTaToB

X X
(ecu
TpebyeTcsi)
X X
(ecnu (ecu
TpebyeTcsi)  Tpebyercs)
X X
X X
X X
(ecu
TpebyeTcs)



KayecTBa WU JpyTrue
METO/IbI TOATBEPKAEHUA

(ecsu TpebyeTcst)

8.2.13. OOpasIIbl ASTUKETOK AOKYMEHTAJ/IbHO IIOATBEPAUTD

Ha YIIAKOBKAX HCC/IEAYEMBIX coburofieHue COOTBETCTBYIOIIHX
TpebOBaHUI K MAaDKUPOBKE

IIperapaToB
HCCJIEyeMOTO IpernapaTa u
MIPUTOHOCTb WHCTPYKITUH IS
CyOBEKTOB
8.2.14. THCTPYKITUA 10 JIOKyMEHTAIbHO 3aKPEINUTh
0BpaIeHHIo ¢ WHCTPYKIINH 1 00ecrieueHusI
HCCIETyeMbIMH Ha/IJIEKAIIETO XPaHEHHU S,

YIIaKOBKH, pacupeziesieHus U

InpenaparaMi 1 paCXOAHbIMHA YTH/IMBALIN HCCIIEyEMbIX

MaTepuanamu (eciu He IPEnaparoB U PACXOHbIX
BKJIIOUEHA B MIPOTOKOJI WJTH MaTepUaJIoB
OpOIITIOPY HCCIe0BATEIS)

8.2.15. Y4eT oCTaBOK JIOKYMEHTAIbHO 3aKPEINUTh JIAThI

HceslefyeMblX IperiapaTos u ¥ C10CO0 TOCTaBKH, HOMepa
uit 1 MBIX IIPENapaToB

PACXOHBIX MaTepHAIOB CEpHH HCCIEAYE pernaparo
U PACXOHBIX MaTepHAJIOB.

Ilo3BosA€T OTCIEAUTDH CEPUIO
nperapara, KOHTPOJIUPOBATh
YCJIOBHSI TIOCTABKU U BECTU yUET
8.2.16. CepTuduraTsl AOKYMEHTAJIbHO IIOATBEPAUTD

AQHAJIU30B MOCTABJIEHHBIX HOUTMHHOCTD, TUCTOTY

HcciieayeMbIX IIpernapaToB U
HCCIIEAYEMBIX IIpEIIapaToB ad p b
KOJIMYECTBEHHOE COZECPXKAHUE B

HHX aKTHUBHOTO BEIIIECTBaA

(103UpOBKY)
8.2.17. [Iponemypst JIOKYMEHTAJIbHO 3aKPENUTh
PACKDBITHSA KOJIA /171 IPOLIE/YPY 9KCTPEHHOM
UAeHTH(DUKATTIN

HCCJIEOBAHUH, IPOBOUMBIX

MAaCKHPOBAaHHOTI'O HCCJIEAYEMOTI'O
CJIEITBIM METOA0M

mpernapara 6e3 HapyIeHus
MAaCKHPOBKH /1JI1 OCTaJIbHBIX

CyOBEKTOB
8.2.18. JOKYMEHTAJILHO 3aKPENUTh METO/],
PaHIOMUBANMOHHEIH ciicok ~ PAHAOMMBAIIH CyOHEKTOB
HUCCIIeIOBAHUA
8.2.19. OTyeT MOHUTOPA O AOKYMEHTAJIbHO IOATBEPAUTDH
BBIOODE IpUueMJIEMOCTh

HCCJIEIOBATEIBCKOTO IEHTPA JIJIsA
JAHHOTO HccaemoBaHus (MOXKeT
OBITH O0OBEIUHEHO C ITYHKTOM
8.2.20 HacrosAIeln TabJIUIbI)

8.2.20. OTueT MOHHUTOpPA O AOKYMEHTAJIbPHO IIOATBEPAUTH
TOTOBHOCTHU daxT o3HAKOMJIEHUS

HCCIEI0BATENTHCKOTO IIEHTPA HCCJIENOBATENS 1 3aHATOIO B
HCCJIeJTOBAaHUY TIEpCOHAIA C
MpoIeypaMu UCCIeIOBAHUS
(Mo2eT OBITH 0OBEAUHEHO C
MMyHKTOM 8.2.19 HaCTOAIIEN
TaOJIUIIBI)

HCCIeJ0BAaTE/IbCKOI'O IIEHTPA

X
(Tpetbs
CTOPOHA,
ecyIu
TpebyeTcsi)

X
(Tpetbst
CTOPOHA,
eciu
TpebyeTcsi)
X




8.3. Bo BpeMs KiIMHUUYECKOH (pa3bl uCCae0BaHU

B mopaTBepkzeHME TOTrO, UTO BCSA HeobOXonmMass HOBasg WHOOpMaNus JOKyMEHTAJIbHO
odopmIsieTes IO Mepe ee MOCTYIJIEHUS, B JIOMOJTHEHHE K BhINIENepeuYncIeHHBIM JOKYMEHTAM,
uMeIuMca B (daisie, 1O XOAy HWCCIEI0OBAaHUSA HEe0oOX0[uMO J00aBJISITh CJIEIYIOIHAE
JIOKyMEHTBI:

HaumenoBanue noKyMeHTa Lenp Haxonaures B daiinax
HccyeqoBaTesis | CIOHCopa
(MexuIHCKON
OpraHMU3aIN)
8.3.1. OGHOBJIEHHBIE Bepcuy  AOKYMEHTATIbHO 3aKPENUTh (haKT X X
GPOLIIOPHI HCCITE0BATENS CBOEBPEMEHHOTO COOOIIEHUS

HUCCJIEOBATEI0 HEOOXOLUMOM
nH@OpMAaIUU 110 Mepe ee
MMOCTYIIEHHS
8.3.2. JItoboe u3MeHeHHe: AOKYMEHTAJIPHO 3aKPEIIUTDH X X

- IPOTOKOJIA (HOHpaBOK) HU3MEHEHUA JaHHBIX TOKYMEHTOB,
IIPpOU3BEACHHBIE BO BpEMA

Y WHJIUBUY aJIbHON
HCC/IENOBAHUSA

PETUCTPAITMOHHOU KapTHhI;

- GopMBI
MH(MOPMUPOBAHHOTO
corJiacus;

- JTIOOOU IPYTOU MUCEMEHHOMU
nHdopmanuy,
IIPEJIOCTaBIAEMON CYOBEKTAM
HCCIIe/IOBAHUS;

- PEKJIaMHBIX 00'bSABJIEHUI
JUTSI IPUBJIEUEHUS CYOBEKTOB
B uccsegoBanue (eciu
HCIIOJTB3YIOTCS)

8.3.3. JlatupoBaHHOE U JOKYMEHTAJIbHO IIOATBEPAUTD X X
JOKYMEHTaJIbHO (axT paccmoTpeHusA U

odopMIIeHHOE 07100peHue onobpeHus (BbiaIn

saxmouenus) 9CO (HIK)
(saxmouenue) 3CO (HIK) TIOTIPABOK | (MJIM) HOBBIX

CJIEAYIONINX JOKYMEHTOB: DPe/IaKIHIIA.
- IOIIPABOK K IIPOTOKOJLY; YkaspIBalOTCA pelaKIysA U AaTa
- HOBBIX PeJIaKITU: JIOKyMeHTa

- GopMBI

MH(MOPMUPOBAHHOTO

corJiacus;

- IPEA0CTaBJISIEMBIX

cyObeKTaM

UH(OPMAITTOHHBIX

MaTepPUaoB;

- PEKJIaMHBIX 00'bSABJIEHUI

JUISI IPUBJIEUEHUS CYOBEKTOB

B Hcciie/loBaHue (ecoiu

HCIIOJIB3YETCA);

- IDyTHUX pa3pelieHHbIX

(0/100peHHBIX) TOKYMEHTOB;



- pe3yJIbTaToB
MIEPUOUYIECKOTO

paccMOTpeHUs

JIOKyMEHTAI|H 110

HCCJIEOBAHUIO

(rme TpebyeTcst)

8.3.4. Pazpemenne JOKYMEHTAJIbHO 3aKPEIIUTh
(o706penue, yBe/IoMIIeHHE) COOTBETCTBUE TPUMEHUMBIM
YIIOJTHOMOUYEHHBIX OPTraHOB TpeboBaHIAM

JUTsI BHECEHUSI TIOTIPABOK B

MIPOTOKOJI U IPYyTHE

JIOKyMEHTHI (IIpu

HeOoOXOIUMOCTH)

835 TEKYIIIYIO penaKIiuio B COOTBETCTBUHU C ITYHKTOM 8.2.10
pesoMe UCCIe0BaTe s HACTOSIIEN TabIHIIBI
(curriculum vitae) HOBBIX

rcesemoBaresiel v (Man)

coucerieioBaresien

8.3.6. U3meHenus JOKYMEHTAJIbHO 3aKPEIINTh

HOPMAaJIbHOTO JUana3oHa HOPMaJIPHBIN ZINATIA30H
. 3HAYeHUH TeCTOB, NU3MeHEeHHBIX B
3HAaUYEeHUHU )19 ’

xXoze uccaenoBanus (B

TIPEAYCMOTPEHHBIX COOTBETCTBUH C ITyHKTOM 8.2.11
IIPOTOKOJIOM MEIUIIMHCKUX HACTOSIIEH Ta6 Kb
(JtabopaTOpHBIX,

TEXHUYECKHX) ITPOIIEyP U
(nnn) TecroB

8.3.7. UsmeHeHUs B AOKYMEHTAJIbHO IIOATBEP/IUTD,
MeTHITHHCKIX ‘-ITO6TeCTI)I IIPOJIOJIZKAIOT OTBEYATD
TpeOOBaHUAM B TeUEHHE IIEPHOA

(;1a6opaTopHBIX, p pUOA
) rccsieoBaHus (B COOTBETCTBUHU C

TEXHIIECKIX) MPOLEAypax 1 IYHKTOM 8.2.12 HaCTOAIIEeH

(unu) Tecrax: TA6ITUIIBT)

- cepruduranus;;

- aKKpeIUTAIHs;

- BHYTPEHHUU U (WI1)
BHEIIHUU KOHTPOJIb

Ka4yecTBa;

- WIN JIpyTHEe MeTO/Ibl

MOATBEPKAEHUA

(rme TpebyeTcs)

8.3.8. JIoKyMeHTAaIHA TI0 B COOTBETCTBUH C IIyHKTOM 8.2.15

IIOCTaBKaM HCCJIEYEMbBIX HACTOAIIEH TabTHIIbI

IIpernapaToB U PACXOAHBIX

MaTepUaIoB

8.3.9. CepruduKaTh aHA/IU3a B COOTBETCTBUY C I[yHKTOM 8.2.16

HOBBIX CEPUI HCCIIEYEMBIX HACTOAIIEH TabTHIIbI

IpernaparoB

8.3.10. OTueTsl MOHUTOPOB O AOKYMEHTAJIPHO 3aKPEIUTD

BH3HTAX BU3UTHI MOHUTOPOB U
pe3yJIbTaThl TAKUX BU3UTOB

8.3.11. CyiiecTBeHHBIE JJIA JIOKYMEHTAJIbHO 3aKPENUTD

JIIOOBIE corviameHud aubdo

X
(ecn
TpebyeTcst)

X
(ecu
Tpebyercs)



HCCJIEOBAHUS IEPETOBOPBI CyIIECTBECHHBIE IIEPETOBOPHI,
(meperucka) (IIOMHEMO Kacarolrecs BOIIPOCOB

MIPOBEJIEHUS UCCAeOBAHUSI, €T0
BU3UTOB): POBEA A ’
) aQIMUHUCTPATUBHBIX aCIIEKTOB,
HEPEIHICKA,; HapyIIeHUU MPOTOKOJIa,
- 3aIlACH BCTPEY; OTUYETHOCTH 110 HEXKeJIaTeJIbHBIM
- 3amUcH Tesie)OHHBIX ABJIEHUAM
IIepETOBOPOB
8.3.12. Ilognucanubie Gpopmbl  AOKYMEHTATIBHO MIOATBEP/IUTD,
1H(OPMHPOBAHHOTO YTO COTJIaCHE KaXKJOTO CyO'heKTa

MTOJIyYEHO B COOTBETCTBHH C
Hacrosmumu [IpaBwiamu u
IIPOTOKOJIOM JI0 HavaJia yJIacTHs
B HCCJIEJOBAHUU.

Kpowme Toro, 10KyMeHTaIbHO
3aKPENUTh pa3pelleHne Ha
MIPSIMOU AOCTYTI (B COOTBETCTBUU
C IIyHKTOM 8.2.3 HacCTOsAIIen

Coryiacud ImanueHTa

TaOJIUITHI)
8.3.13. IlepBuunas JIOKYMEHTaJIbHO IO TBEPAUTD
JOKyMeHTaLHs (axt cymecTBoBaHUA CyObEKTa U

AOCTOBEPHOCTDH CO6paHHI)IX
JaHHBIX. BKJIIOYNTDH NCXOHBIE
JAOKYMEHTbBI, OTHOCAIIIHNECA K
HcciaeJ0BaHUIO, JIEHEHNIO N

aHaMHe3y CyObeKTa
8.3.14. 3amnoyIHEHHBIE, JOKyMEHTaJIbHO O(POPMHTD
AaTHUPOBaAHHbIEC 1 IMOATBEPKAECHHE UCCIEA0BATETIEM
MIO/ITICAHHBIE WJIk YIIOJTHOMOYE€HHBIMHA
COTPYAHUKAMU HCCIeq0BaTeIa
HHAUBHUAYaJIbHbIE

3aperuCTPUPOBAHHBIX IAHHBIX
pETUCTPAIMOHHbBIE KaPThI

8315 ,Z[OKYMGHTI/IPOBaHI/Ie JOKYMEHTAJIbHO 3aKPEIIUTh BCE

VCTIDABJIEHHUH B M3MeHeHUA (IOMOJIHEHNA) N
HCIIPABJIEHUA HHBIE B
UH/IVBU/Ly aJTbHBIX CIpAaBJIEHI, C/lEIa €
WHIVBU/IY AJTbHBIX

PETUCTPATNOHHDIX KapTax PEruCTpannOHHBIX KapTaX I1I0CJIe

3alliCH IIepBOHAYaIbHBIX

JAHHBIX
8.3.16. YBemomiieHue yBeZIOMJIEHHe HccIleloBaTesieM
HCCJIeZI0BATeIEM CIIOHCOPA O CIIOHCOPA O CEPLE3HBIX

HeXXeJlaTEeJIbHBIX ABJICHHUAX U
COOTBETCTBYIOIIHE OTYETHI
COIJIaCHO IIYHKTY 4.11 HACTOAIINX

CEPbE3HDBIX HEXETIATE/IbHBIX
ABJICHUAX U

COOTBETCTBYIOIIHE OTYETHI IpaBut

8.3.17. YBemoMIeHHe YBEZIOMJIEHHE CIIOHCOPOM U (1J1H)

CTIOHCOPOM 1 (HJTH) uceenosaresieM (4To
IPUMEHHMO) YTIOJTHOMOYEHHBIX

ucciaegoBaTejIeM (‘ITO

oprauos u CO (H3K) o
MIPUMEHKMO)

CepPbEe3HBIX HENPEIBUIEHHBIX
YIOJTHOMOYEHHBIX OPTaHOB U yejke taTeIbHBIX JIEKAPCTBEHHBIX

9CO (HIK) o cepbesHBIX PeakIUAX B COOTBETCTBHH C
HEIpPeIBUJEHHBIX HOJIYHKTaMH 5.17 ¥ 4.11.1
HeKeIaTeTbEBIX Hacrosmux [TpaBut u 06 UHOH

uHdopMaIuu mo 6€301macHOCTH B
COOTBETCTBUM C MTOAITyHKTAMH
5.16.2 ¥ 4.11.2 HACTOSAIIHX
IIpaBun

JIEKapCTBEHHBIX PEAKITUAX U
00 nHO¥ MHGOPMAIIHU IO
6e30macHOCTH

X
(xormus)

(kormus)

X
(ecotn
TpebyeTcsi)

X
(opurunan)

X
(opurunan)



8.3.18. Coobienue COO0IIIeHrEe CITOHCOPOM X X
HCCIIeIOBATENTI0 MHGOPMAIUU T10
0€e3011aCHOCTH B COOTBETCTBUH C
MYHKTaMH 5.16.2 HACTOSIIINX

CIIOHCOPOM HCCJIEJIOBATEITIO
UHpOpMAaIUu 10

Ge30ImacHOCTH Tpapm

8.3.19. IIpomexxyTouyHbie i  TPOMENKYTOUHBIE UJIH TOOBBIE X X

TO/IOBbIE OTUETHI, OTYEThbI B COOTBETCTBHUH C (ecotm
MMyHKTaMH 4.10 U 5.17.3 TpebyeTcsi)

npenicraBiasseMbie ICO (HIK)

Hacrosamnux [Ipasui
U YIIOJTHOMOYEHHBIM OpraHaM

8.3.20. YKypHas CKpUHHMHTa JOKYMEHTAJIbHO 3aKPENUTh X X
CyGHEKTOB UJIEHTU(DUKAIUIO CYOBEKTOB, (ecom
MIPOIIEAIINX TIEPET TpebyeTcs)
HcCIel0BaHUEM CKPUHHUHT
8.3.21. Ilepeyenn JIOKyMEHTIBHO MMOATBEPAUTD, X
UIeHTU(UKALMOHHBIX KOZIOB 9TO HCCIEI0BATEID
CyGBEKTOR (MemuITMHCKAsI OpraHU3aIHsA)

XpPaHUT KOHPUIEHITUATbHBIN
IepeuyeHb UMeH BceX CyOBbEKTOB,
KOTOPBIM IIPU BKJIIOUEHHH B
HccseioBaHue ObLTH ITPUCBOEHBI
UIeHTU(UKAITTOHHBIE KOJTBI.
YKa3aHHBIN [TepeYeHb MTO3BOJISET
HccaenoBaTes o (MegUIHCKOH
OpTraHu3aInuN)
UJIEHTUHUITUPOBATH JIFOO0OTO
cyOBbeKTa

8.3.22. ’KypHan perucrpaniuu ~ AOKYMEHTAJIbHO 3aKPENUTh X

BKJIIOUEHHUS CyObEKTOB XPOHOJIOTUIECKYTO
I0CJIEIOBATEILHOCTD BKJIIOUEHHSI

CyOBEKTOB TI0
UAeHTU(PUKAITUOHHBIM KOIaM

8.3.23. Yuer uccsezyemMoro ZOKYMEHTAJIbHO 3aKPEINUTh X X
Ipenapara B HICIIOJTb30BAHHUE HCCIIETYEMOTO

Ipenapara B COOTBETCTBHH C
HICCJIEZIOBATEIHCKOM I[eHTpe perap
IIPOTOKOJIOM

8.3.24. JIucr 06pasnos JIOKyMEHTaJIbHO 0(POPMUTH X X
TIo/ITIHCeit o0Opasipl moAnucei u
paciudpoBOK ITOAIIICEH BCeX
JIUII, YIIOJTHOMOYEHHBIX BHOCUTH
JlaHHbIe U (W) UCIIPaBJIEHUS B
WHIUBU/Ty AJIbHYIO
PETUCTPAITMOHHYIO KapTy

8.3.25. Yuer XpaHAIuxcsa JOKYMEHTAIbHO 3aKPENUTh X X
006pa310B OUOTOTHYECKUX MECTOHAXOXACHNE 1
XUZKOCTeH (TKaHeH) (mp UIeHTUGUKAIIIIO XPAHAITAXCS

) 006pas1oB (B ciyuae
Ha/T UK HeOoOXO0/IMMOCTHU IIPOBEJIEHU

MIOBTOPHBIX AaHAJIN30B)

8.4. IlocJie 3aBepiieHNs WIN JOCPOYHOTO
MpeKpalieHus UCCae0BaHUA

ITocne 3aBeplieHHs WM JOCPOYHOrO IIpEKpallleHHWs HCCJIeIOBaHUA BCe JOKYMEHTHI,
IepevyncyieHHble B opaszenax 8.2 u 8.3 HacroAmux [IpaBus, T0KHBI co/iep:KaThesA B daiie
HCCJIeJIOBAHUSA BMecCTe C HIKeyKa3aHHBIMU JIOKYMEHTAMU:



HaumeHoBaHue TOKyMeHTa Lennp Haxonutca B daiiiax
HceJie/oBaTess [CloHCcopal
(MexuIMHCKON
OpraHu3aIMN)
8.4.1. Yuer ucciienyemMoro AOKYMECHTAJIbHO 3aKPEIIUTh X X
Iperapara B KCIIOJIb30BaHUE MCCIIEyEMOTO
mperapara B COOTBETCTBHH C
MIPOTOKOJIOM.
JIOKyMEeHTaJIbHO 3aKPENUTh
pe3yabTaThl OKOHUYATEIBHOTO
rojicyeTa KoJIMuecTBa UCCIeyeEMOTO
npenapara, noJy4eHHOTO
HCCIIE/IOBATEbCKUM IIEHTPOM,
BBIJIAHHOTO CyOBEKTaM
HCCJIe/IOBaHUSA, BO3BPAIEHHOTO
CcyObeKTaMU UCCIeOBAHUS U
BO3BpAIIEHHOTO CIIOHCOPY
842 I[OKYMEHTaI_[I/IH 1o JAOKYMEHTAJIbHO 3aKPEIIUTb (I)aKT X X
VHHYUTOKEHHUIO VHUUTOKEHUS HENCITOJIb30BAHHBIX (ecsn
HCCJIEyEMBIX ITperapaToB VHUYTOXKEH B
CIIOHCOPOM WJIU B KJIMHUYECKOM
HCCJIEI0BATEIHCKOM IIEHTPE IIeHTpe)
8.4.3. IToroBBIY ITIEPEUEHD cZiesaTb BO3MOXKHOU X
H/TeHTHOUKATTMOHHBIX U/IeHTUGUKAIIUIO BCEX BKJIIOUEHHBIX
B HCCJIe/IOBaHUE CyO'bEKTOB B CIydae
HEOOXOIMMOCTH UX IOCJIETYIOIIETO
HaOJII0eHUA.
rnepevyeHb UeHTUDUKAIIMOHHBIX
KOJIOB CyO'bEKTOB JIOJIKEH
XPaHUTBCS C COOJTI0/IEHTEM
TpeboBaHU KOHDUAEHITHATEHOCTH
B TeUeHHE COTJIACOBAHHOTO
CpoKa
8.4.4. CepTI/I(bI/IKaT ayaura JOKYMEHTAJIPHO 3aKPEIUTH CbaKT X
(npu HaIUMH) MPOBEIEHUS ay/INTa

8.4.5. ITOroBbIii OTYET AOKYMEHTAJIbHO 3aKPENHTh X
MOHHTODA O 3aBEPIIeHUH OKOHYaHHE BCEX MEPOIPUATHH
HCCTIeIOBAHA B HCCJIEAOBAHMs, HEOOXOAUMBIX JIJIsI
3aBEPIIAIOIIEr0 BU3UTA, U HAJTUUHE
HCCIENOBATETBCKOM EHTPE  y 611yt 0CHOBHBIX IOKYMEHTOB B
COOTBETCTBYIOIIUX dailnax
8.4.6. JIoKyMeHTaIus 110 BO3BpPALLIAETCA CIIOHCOPY AJIA X

pacIpezieJIeHUIo CyOBEKTOB JOKYMEHTAJIbHOT'O 3aKPEIlJICHUA
HMEBIIINX MECTO CJIy4aeB BCKPBITUA

HCCIIEAOBATEIBCKOM ILIEHTPE

HCCIIEAYEMOTO IIperapaTra

KOJIOB CyOBEKTOB

II0 TPyTIIaM U PaCKPBITHIO

KOJIOB
KOJIOB
8.4.7. UTOrOBBIN OTUET JOKYMEHTAJIbHO 3aKPENUTD X
rcesieloBaTesns 3dBepLIC€HHE UCCIIEA0BAHUA
2

npejicraBiasgeMsiii 9CO
(H3K) (ecoiu Tpebyercst) 1
YIIOJTHOMOYEHHBIM OpraHaM
(r/1Ie mpuMeHUMO)

8.4.8. OTueT 0 KIIMHUYECKOM AOKYMEHTAJIBHO 3aKPEIUTDh X X
ICCTIeIOBAHMH pe3yJIbTaThl UCCAEOBAHUS U UX (ecotm
WHTEPIPETAIHIO MIPUMEHUMO)




2. B mpemiokeHnn BTOPOM ab3aria mePBOTO MyHKTA 9.4.3 MpuIokeHus N 1 K yKa3aHHBIM
[TpaBusiaM c10BO "yUpesk/ieHui" 3aMeHUTh CJIOBaMHU "MeTUITMHCKUX OpraHu3aun’.

3. [Ipumnosxenne N 11 k ykazaHHbIM [IpaBuiiaM U3JI03KUTh B CIIEAYIOMIEN peAaKIIIu:

"IIpunoxkenue N 11

k [TpaBuiam HajIeKaen
KJIMHUYECKOH MpakTuku EBpasuiickoro
SKOHOMMUECKOTO COI03a

TIOPS/IOK
IIPE/ICTABJIEHV NTHOOPMALIAY I10 BE3OITACHOCTY B XOJIE ITPOBE/IEHUA
KJINHUYECKUX UCCJIEJJOBAHUN

1. O6s13aHHOCTH CIIOHCOPA IO IIPE/ICTABIEHUI0 HHGOPMAIIUU
110 6e30IIaCHOCTH B XO/I€ ITPOBEJIEHUS KJIMHIYECKOTO HUCCIIeI0BAHUSA

1.1. OpI‘aHI/I3aL[I/IH CHUCTEMBI IIMCbMEHHBIX CTaHAAPTHBIX IIPpOLEeaYyp.

CrioHCOp HeceT OTBETCTBEHHOCTh 32 OPTraHU3alMI0 CUCTEMbI MHUCHMEHHBIX CTaHIAPTHBIX
MpOIeyp B HEJAX obecriedeHus TpeOyeMOro YPOBHSI CTaHIAPTOB KauecTBa ITPH BHIIOJTHEHUU
byHKIIUA IOKyMeHTHpOBaHUs, cbOopa [JaHHBIX, BaJUAAIINH, OIEHKH, AapXUBHUPOBAHWUSI,
PENIOPTHPOBAHUSA W IIPEJCTaBJEHUs TMOCaeAyoIned wuHGOpMAIU IO  BBISBISEMbIM
HeYKeJIaTeJIbHBIM PEeaKIMAM IIPU MPOBEIEHNH KIIMHNYECKUX UCCIEOBAHMMN.

1.2. HpeI[CTaB.TIeHI/Ie I/IH(I)OpMaI_II/II/I O CEpbE3HBbIX HEIIPEABHUACHHBIX HeEXKeJIaTe/IbHbIX
peaknuax B YIOJHOMOYEHHBIH OpraH rocyZapcTBa - wieHa EBpa3suiicKOro S5KOHOMUYECKOTO
coro3a (ayiee COOTBETCTBEHHO - TOCyZIapcTBa-uwieHbl, Coi03).

1.2.1. CHmoHCOp [IOJDKEH TPEJCTaByATh WHOpMAui 000 BceX CEPbe3HBIX
HETIPe/IBUIEHHBIX HEXKeJIaTeJIbHBIX PEAKIHAX Ha MCCJIelyeMbIi MpernaparT, BhIABJIEHHBIX B X0O/I€
KJIMHUYECKUX HCCIIEZIOBAaHUM, OJOOPEHHBIX K TIIPOBEJIEHUI0 B TOCyJapCTBe-uJeHe, Ha
TEPPUTOPUU KOTOPOTO ITPOBOIUTCS KJIMHUUYECKOE MCCIIE/IOBAHIE:

He3aMeJIJINTEIbHO, HO He MO3/Hee 7 KaJIeHIaPHbBIX JHEH C JaThl TOJTydeHus HH(pOpMaun
O BBISBJIEHWU CEPHhE3HOU HENpPEeABUIEHHON HeXKeJaTeJbHOW peakInud, B CJIydae ecjii OHa
MIpYBeJia K CMEPTH WJIH MPEJICTABIIAIA YTPO3Y JJIs JKU3HH;

He Mo3/7Hee 15 KaJIeHJApHBIX JHEH ¢ J1aThl IOJydeHus HWHQGOPMAIUU O BBISABJIEHUH
cepbe3HOU HeNpeABUIEHHON HEXXeJaTeJIbHOU peakIuu JJis  OCTAJIbHBIX CEPhEe3HBIX
HeIPEeABUIEHHBIX HeXKeJIaTeIbHbBIX PEaKINH.

Pemenne o 1esiecooOpa3HOCTH CPOYHOTO MHOOPMHUPOBAHUA (IKCIPECC-OTIETHOCTH) B
IPYTUX CUTyalusx (HampuMmep, B CIy4yasX BaOXKHBIX C MEAUIIMHCKOM TOUKU 3PEHUs] COOBITUH,
KOTOpblEe HE MPEACTABJIAIT COOOW HEMOCPE/CTBEHHYIO Yrpo3y I JKU3HHM TallMeHTa, He
MPUBOJSAT K CMEPTH WIM TOCIHUTAIU3AINU, HO IOJABEPTalOT IMAIlMeHTa PUCKY WU TPeOyIoT
BMEIIATEIbCTBA JISI IPEAOTBPAIEHUs] OJHOTO W3 HCXOZOB, NMPUBEAEHHBIX B OIPEAETEHUN)
MPUHUMAETCSI HAa OCHOBE MEIHWIMHCKON M HAyYHOU OlleHKH. Takue cydau OOBIYHO TaKKe
cJIelyeT CUUTaTh Cepbe3HBIMU HeKeslaTeIbHBIMU ABJIEHUSAMM.

1.2.2. Ilpu orcyrcTBUM nOJMHOU WHGOPMAIUM HA JIaTy NPEACTaBJEHUSA CPOYHOTO
COOOIIeHNA O cjlydae CMEPTH WM DPA3BUTUU KUBHEYTPOXKAIOIIETO COCTOSHUSA CIOHCOPOM
NpeANpPUHUMAIOTCA Mepbl IO IIPE/CTaBJIeHHI0 TMOJHONW uHbopmanmuu B  dopme
JIOTIOJTHUTEJIBHOTO CPOYHOTO COOOIIEHUsI O BBISIBJIEHHONW CEPbe3HOM HeNpeBUAEHHON



HesKeJIaTeJIbHOU pe€aknunu HE II03JHEe 8 KaJICHAapHBIX ILHeﬁ C JaTbl MpeacCTaBJI€HUA
INEPBUYHOI'O COO6H1€HI/IH.

1.2.3. B ciygae mostydueHUs] CHOHCOPOM HOBOM 3HAUMMON WHMOpPMAIIUH 10 BBISBJIEHHOU
CEphe3HON HENpeIBU/IEHHON HeXKeJIaTeJIbHON peaklHu JaHHas WHGOpMAaIus JO/DKHA OBITh
IpeZicTaBIeHa B (hOpMe MOC/IeAYIONIETO COOOIEHHs B TEUEHHE 15 KaJIEHTapHbIX JHEH C IaThI ee
MTOJTyYEHH .

1.2.4. Tpe60BaHI/IH 10 IpeaACTaBJICHUIO I/IH(bOpMaI_[I/II/I O CEpPbE3HBbIX HENPEABHUACHHBIX
HEXeJIaTECJIbHbIX peaKIUAX PACIIPOCTPAHAIOTCA Ha I/ICC]Ie,ILyeMI)If/,I [npemnapar, BKJIro4as mnmpenapar
CpaBHEHUA. AT Tpe6OBaHI/I}I HE pacClpoCTpaHAIOTCA Ha l'IJ'IaHe60, 3a UCKJIIOYEHHEM CJ/Iyda€B
BBIABJICHHA CepBGSHOfI HEHPEILBI/I,Z[eHHOfl HesKeJIaTeJIbHOU peaxknuu, jid KOTOPbIX YCTAHOBJICHA
INPpHUYHUHHO-CIIEACTBEHHAA CBA3b C IDUMEHEHHEM rmaue6o.

1.2.5. Ilepuon mpexacrapienus wHOpMaNuM, yKa3aHHON B IyHKTax 1.2.1 - 1.2.3
Hacrosmiero Ilopsjka, wucyucasfercs C JaThl IOJIyYeHUs pas3pelleHus Ha IMPOBefeHue
KJIMHUYECKOTO HCC/IEIOBAHUS B FOCYAapCTBe-UiIeHe U 3aKaHYUBAETCA MOCTIE JAThI MTOCJIEHETO
BU3UTA IOCJIEHETO CYOBEKTA HCCIENOBAHUA B TOCY/IapCTBe-WieHe, HA TEPPUTOPUU KOTOPOTO
IIPOBOJIUTCS MCCIIEZIOBAHUE HCCIIETyeMOTrO Ipernapara.

1.3. TpeboBaHmsa K mpenoCTaBiIeHUI0 WHGOPMAIMU O CEPbe3HOH HeIpeIBUIeHHOM
HeKeJIaTeJTbHOU peaKIUu.

1.3.1. Tpebyemas MuHUMaIbHasA UHpOPMANNA O CEPHE3HOM HEIPEIBUIEHHOU
HeKeJIaTeJTbHOU peaKIuu.

MunumMmasibHasA I/IH(i)OpMaLII/IH IIpu MMpeacraBJIeHUU B YCTAaHOBJIEHHBIE CPOKU IIEPBHUYHOTO
CPOYHOTO COO6I_I_IeHI/I}I O BBISABJIEHHOH CepBGBHOﬁ HenpeILBHI[eHHOfI HesKeJlaTeJIbHOH peaknuunu
BKJIFOYAET:

yKazaHHe II0/I03PEBAEMOr0 UCCIIEyeMOTO IIpemapaTta, WAeHTU(PUKAIUOHHBIA KO/
cyO'beKTa UCCIIeIOBAHUS, Y KOTOPOTO Pa3BUJIACh HEXKeJIaTeTbHAs PEAKITHs;

OIIVICAHVE HEXKeJIATeJIbHON PEAKIINH HJIH ee MCX0/a, KOTOPbIE OIIpe/ieIeHbl KaK Cepbhe3HbIe
Y HeNIpeJBUJIEHHbIE U JJI KOTOPBIX IPEII0IATAeTCs] HAINYKE IPUIYHHHO-CIJIEZICTBEHHOH CBA3HU
C MPUEMOM HCCJIEZyEMOTO IIpenapara;

pe3yJIbTaT OlleHKU IPUYNHHO-CJIEZICTBEHHOU CBA3Y;

HMCTOYHUK IOJIy4eHUs UHOpMAIUU O HeKeJIaTeJIbHOU peakIuu, UAeHTU(GUKAIMOHHBIN
HOMep cOO0DIIIeHNs 0 HexKeslaTeIbHOU PeaKI[Uy, IPUCBOEHHBIN CIIOHCOPOM;

HOMep IIPOTOKOJIA KJIMHUYECKOTO UCCIIeZIOBAHUA.
1.3.2. ITostHaa uaoOpMaIus 0 cepbe3HON HempeABU/IEHHON HexKelaTeIbHOU PeaKI[ui.

Cnenyer obecnevyuTh mocieAyioniue cOOp U IpeAcTaBjeHUe IOJHOM HHOpMAIUU O
cyyae Cepbe3HOM  HeNpeIBUIEHHOU  HeKeJjlaTeJIbHOM  peakIuM, KOTopas JOoJDKHA
COOTBETCTBOBATh TPeOOBAaHUAM PyKoBoJicTBa MexxayHaposHoro CoBera 1o rapmonusanuu E2B
"YupassieHue JaHHBIMU 110 0€30MaCHOCTH: 3JIEMEHTHI JAHHBIX JJIA Mepeaayu cooOImeHuil oo
WH/IUBU/IyUTHbHBIX CJIyJasX HelKeIaTeJbHbIX PeaKIui'.

1.4. CrpaBouHas nHdopManus 1no 6e30nacHOCTH.

1.4.1. CnpaBounas wuHpopmanusa 10 0e30MaCHOCTH  He3aperucTPUPOBAHHOIO
HCCIeyeMoro penapara.



B nenax ompezneneHus mpeaBUEHHOCTH BBIABJIEHHOU B XO7i€ MTPOBEJEHUA KIMHUYECKOTO
HcesIeJOBaHUSA Cepbe3HOU HeKeslaTeJIbHON peakIuy Ha UCCylelyeMblii IIpenapar UCIoIb3yeTcs
JENCTBYIOIAA Ha JIaTy BBIABJIEHUS CEPHE3HOM HEXKeJIaTeJbHOH PEeaKINU Bepcus OpOIIIopHI
rccsenoBaTess.

1.4.2. CrpaBouyHas uHboOpManusa M0 6e30IaCHOCTH 3aPETrUCTPUPOBAHHOTO HUCCJIEyEMOTO
JIEKapCTBEHHOTO IIpenapara.

B nessix omnpezesieHus MpeIBUIEHHOCTH BBISBIEHHOH B XO7le TPOBEJIEHUS KIMHUYECKOTO
HCCIIEZIOBAHUS CEPhE3HON HeXKeJlaTeJbHON peaKIMU Ha HCCIeAyeMblil IpemapaT, KOTODBIi
3apETUCTPUPOBAH HA TEPPUTOPUH CTPAHBI BBIABJIEHUS CEPbe3HON HeKeJaTeJTbHOH peakIvu,
HCIIOJIB3YeTCS IEUCTBYIONAs HA /IaTy BBIABJIEHHUA CEpbe3HOUN HeKelaTeJIbHON peaKIuy BEPCHs
o0Iell XxapaKTepUCTUKH JIEKAPCTBEHHOTrO IpelapaTa WX ee aHaJoTl B JIPYTHX TOCYZapcTBax
160 AefCTBYIOMAA Ha YKa3aHHYIO JaTy Bepcusi OpOIIIOPHI UCCIIeZioBaTe.

1.5. IIpencraBienue cioHCOPOM UHOU MHGpOpMANHH 110 6€30IIaCHOCTH.

CrnoHcOp B TeueHHe 15 KaJIEHJAPHBIX JHEH ¢ JaThl MOJIyYeHUs HHOW HWHGOPMAIUU I10
06e30macHOCTH  JIOJDKEH IIPEJICTAaBUTh B  YIOJHOMOYEHHBI OpraH rocyZapcTBa-uieHa,
HCCJIeZIOBATEISIM U B OKCIepTHHIA coBeT opraHu3anuun JCO (HOK) coorBercTByIONUX
HCCIIEIOBATETBCKUX [IEHTPOB HHYI0 NHPOPMAIUIO 0 6€30I1aCHOCTH, KOTOPAas MOXKET U3MEHUTD
OIIEHKY COOTHOIIIEHUS "TOJIb3a - PUCK" HCCJIElyeMOTO IpernapaTa Jiubo CIIy>KUTh OCHOBAaHUEM
U1 U3MEHEHUU B PpEKOMEHJAIUAX II0 €ero HAa3HAYeHWI0, a Takke I IepecMoTpa
BO3MO>KHOCTH JJaJIbHENIIETO POBEEHUS UCCIIeJOBAHMUS:

a) O KNIMHUY€CKHU 3HAYHMMOM IIPpEBbINICHU U O)KPI}.I&GMOﬁ YHaCTOThI U KSMEHEHHUHU XapaKTepa
OKHNOAE€EMBIX CEPBE3HBIX HEXKEIATEC/IbHBIX peaKuHﬁ;

6) O CE€PbE3HBIX HEMPEABUICHHDBIX HEXKE/IATC/IbHBIX PE€AKIIUAX, PA3BUBIIUXCA y IIAalTUEHTA
IIOCJIE 3aBEPUICHUA €0 YH4aCTUA B KNIMHUYECKOM HCCJICJOBAHUU;

B) O HOBBIX /IAHHBIX, CBA3AHHBIX C IPOBEJIEHUEM KJIUHUYECKOTO HCCIIEZJOBAaHUA WIU C
pa3paboTKOl wuccilelyeMoro Iiperapara, KOTOpble MOIYT IOBJIUATh Ha 0e30IacHOCTb
MalyeHTOB, BKIOYas:

cepbe3Hble He)KeJlaTeJbHble sBJIEHUA, CBA3aHHble C IPOIEAYPOM IpOBeJleHUsA
HccaeloBaHUA, HAa OCHOBAHMU KOTOPBIX TpeOyeTcsd BHeceHHe W3MEHEHUU B IIPOTOKOJI
MIPOBE/IEHUS UCCIIeZIOBAHNS;

oTcyTcTBUe 3 (PEeKTUBHOCTU HCCIeLyeMOro mpenapara, IpUMeHsAeMOIo IIpU IaTOJIOTUH,
IIpe/ICTaBJIAIONIEeN YIPO3Y /Ui JKU3HU;

HOBBIE BaKHBIE IAHHBIE 110 OE30IIACHOCTH, TIOJIyYE€HHbIE B XO/Ie HEJIABHO 3aBEPIIUBIIIIXCS
HCCIeJIOBAaHUM Ha >KUBOTHBIX (BBISABJIEHHBIM KaHIEPOTeHHBINH 3G@eKT U aHaJIOTHYHbIE IO
TSKECTH U BAXKHOCTH 3D DEKTEI);

MpeK/eBpeMeEHHOe IIpeKpallleHre WX [PUOCTAHOBKA HCCJIEIOBAHUS B JIPYTOM
rocyzapctBe (rocyaapcrBax), OOyC/JIOBJIEHHbIE W3MEHEHHEM B OIeHKe 0e30I1acHOCTH
AQHAJIOTUYHOTO MCCJIEAYEMOTO IIPernapara;

WHBbIE JIAHHBIE TI0 0€30MAaCHOCTH, KOTOPbIE U3MEHSIOT COOTHOIIEHUE "T0JIb3a-PUCK’ I
CyOBEKTOB MCCIEOBAHUS;

r) 0 peKOMeHJAIUAX He3aBHCHMOr0 KOMHUTETA [0 MOHUTOPHUHIY JJAHHBIX B OTHOIIEHUH
OIleHKH 6e30I1aCHOCTH HCcjIelyeMOoro Ipenapara.



[Ipencrasienue nHou nHpopMmanuu o O6e3onacHoctr B ACO (HIK) cOOTBETCTBYIOMIUX
HCCIIeI0BATETLCKIX IIEHTPOB B CPOK, YKa3aHHBIN B ab3a1ie IepBOM HACTOSIIETO ITYHKTA, MOXKET
OCYIIIECTBJIATBCA CIIOHCOPOM IIOCPEZICTBOM O0OecrieueHusl Iepeavydl JIaHHOW HHQOpMaIu
uccaenopateseM B 9CO (HOK) coOTBETCTBYIOIIETO UCCIEA0BATETBCKOTO IIEHTPA.

1.6. ®opma npeicTaBIeHUs CIIOHCOPOM UHGOPMAIIUH 110 HE30IIaCHOCTH.

1.6.1. Popma mpeacTaBIEHUA CIIOHCOPOM HHGOPMALUHM O CEPbe3HBbIX HEIPEIBUIEHHBIX
HeKeJIaTeJIbHBIX PeaKIUAX B YIIOJTHOMOYEHHbIE OPTaHbI TOCY/IaPCTB-UIEHOB.

Hudopmalys o cepbe3HbIX HEIIPeIBUIEHHBIX HEKeTaTeIbHBIX PEAKI[USIX B COOTBETCTBUHI
C IYHKTOM 1.2 HACTOSIIEro IMOpPs/Ka IPEACTABJISAETCS CIOHCOPOM B ¢opMe COOOIIEHHUsA O
He’KeJaTeJIbHOM peakiuu. PopMmaT COOOIIEHUH JOJI?KEH COOTBETCTBOBATh PYKOBOJCTBY
Mesxaynapoanoro CoBera mo rapmonusaiuu E2B "YopasieHue JaHHBIMHU M0 6€30IaCHOCTH:
BJIEMEHTHI IAHHBIX JJIsA TTePeAavu COOOIIeHUH 00 HHAUBHU/IYATbHBIX CIydasx HeKeslaTeIbHbIX
peakmuii”. IIpu (GOpMUPOBAHMH COJEPIKAHUS HHIUBUAYAJIHHOTO COOOINEHHUA IOJIKHA
HCII0JIH30BaThCSA TEPMHUHOJIOTHS MEIUIMHCKOTO CJIOBAaps TEPMHUHOB HOPMATUBHOM ITPAaBOBOK
nesrenbHocT (MedDRA). Ilpu 3TOM B COOOIIEHHH [IOJIKHBI HCIIOJIB30BATHCS TEPMUHBI
HrokHero ypoBHs (LLT).

1.6.2. ®opma IIpejicTaBIeHUs CIIOHCOPOM HHGOPMAIMU O CePhE3HBIX HENpeABUIAEHHBIX
HelKeJIaTeJIbHBIX peakIusx uccienosaresisim u B 9CO (HOK).

1.6.2.1. VHdopmanusa O cepbe3HOH HeNpEeABUAEHHON HEXETaTeJbHOU peaKIuu
IIpEe/ICTABJISAETCSA MPEAIOUYTUTENIFHO B 00001eHHOM Bujle B GOpMe MepevyHs HeKeJlaTeTbHbIX
peaknuil 3a IEpHOJ|, IPOJOJLKUTEIBHOCTh KOTOPOTO JIOJDKHA ONPENEeNAThesAs IpoduieM
06e30macHOCTH  HCCJIElyeMOTO IpemapaTa ¥ KOJWYECTBOM  BBISABJISAEMBIX  CEPbE3HBIX
HeIpeJIBUJEHHBIX HEXKeJIATeJIbHBIX peaknuil. /[aHHBIA IepevyeHb JOJDKEH COIPOBOMKAATHCS
KpaTKUM 3aKJIUYeHHeM IO TeKyllel oleHke Ipoduis 6e30mMacHOCTH 3a JIAaHHBIUA Ilepuof. B
CJydasix HEBO3MOXKHOCTHU IIpe/icTaByieHns: WHGOpMAaUu B 00OOIIEHHOM BHJIE WJIH B CIIy4yae
He0oOXOIMMOCTH JIOMyCKAeTCs MpecTaBaeHne nHGopManuu B ¢opMe CPOYHOTO COOOIIEHUS O
CEpPbE3HOU HEIpPeNBUIEHHOU HEXKeIaTeTbHOU PeaKITHH.

1.6.2.2. IlpeacraBieHne WHGOpPMAIUU O Cepbe3HOU HeNpeABUJIEHHON HeKesaTeJIbHOU
peaknmu B  ICO (HIK) COOTBETCTBYIOIMX HCCJIEIOBATEIbCKUX IEHTPOB  MOJKET
OCYIIECTBJIATHCSA CIIOHCOPOM IOCPEACTBOM oObOecrieueHus Iepefadn JaHHOH HHOOpMAaIN
HceeioBaTeNIEM  COOTBETCTBYIOIIETO — HcCCieZoBaTesbckoro 1meHtpa B 9CO  (HIK)
COOTBETCTBYIOIIETO UCCJIE0BATEIBCKOTO I[€eHTPA, B COOTBETCTBUU C IMyHKTaMu 3.3.8 U 4.10.2
[TpaBun Ha/iexkallel KJIMHUYECKONM MPAaKTUKKA EBpa3uiickoro 5KOHOMHUUYECKOTO COI03a,
yTBep:keHHbIX Permennem Coeta EBpasuiickoil 5KOHOMHUUYECKON KOMHCCUM OT 3 HOAOPsA 2016
r. N 79.

1.6.2.3. Ilepuon mpexacraBiaeHus wHGOPMALUNMU, YKAa3aHHONH B IyHKTaxX 1.6.2.1 - 1.6.2.2
HACTOAIIer0 IOpAAKa, HauyWHaeTCs He II03/lHee MOMEHTa OTKPBITUA HCCIe0BaTeIbCKOTO
IIEHTpa U 3aKaHUMBAaeTCsA IIOCJIe IOCJIeHEr0 BU3UTA IOCJIENHEro CyObeKTa HCC/Ie/IOBAHUSA B
HCCJIe/I0BATEIbCKOM IIeHTPe, B KOTOPOM IIPOBOJUTCSA UCCJIe/IOBaHUE.

1.6.3. ®opma npejicTaBIeHUs CIIOHCOPOM UHOM nHbOpMAIUU 110 6€301aCHOCTH.

Nuaga I/IHq_)OpMaHI/I}I 10 6630HaCHOCTI/I B COOTBETCTBUU C ITYHKTOM 1.5 HaCTOAILIETO mopAaaka
IIpeacraBjaIAeTCA CIIOHCOPOM B IIMCbMEHHOM BH/J€ C YKa3aHUEM HAMMEHOBAHUA KIHNHHUYECKOTO
HCCIeIOBaHUs, HOMEpaA IIPOTOKOJIA UCCIEAOBAaHUA U KPATKOTO OIMMCAHUS HOBOW MHGpOPMAIUU
1o 0e30I1aCHOCTH.



1.7. O6yacTp pacnpocTpaHeHHsA TpeOOBaHUSA IO TMPEJCTABJIEHUI0 CEPHE3HBIX
HeIlpeIBUIEHHBIX HeXKeIaTeIbHBIX PEaKIIHii.

TpeboBaHUA HMYHKTOB 1.2 - 1.4 U 1.6 HACTOSAIIETO MOPSAIKA PACIPOCTPAHSIOTCA HA BCE
cepbe3Hble HeIpeJBUJIEHHbIE HeXKeJlaTeJbHble PEAaKIIUH, BBISBJIEHHBIE B HCCJIEZOBATEIbCKUX
I[eHTPaX, PACIIOJIOKEHHBIX Ha Tepputopuu Coio3a U APYTHUX TOCY/IAPCTB, I7le CIIOHCOPOM JINOO0
€ro MapTHEPOM IIPOBOJUTCSA HCCIIEI0BAHME, 00OPEHHOE HA TEPPUTOPHUU I'OCY/IapCTBa-uwIeHa, a
TaK)Ke Ha peakI[i{, BHIABJIEHHbIE B KJIMHUYECKUX HCCIIEAOBAHUAX C IPUMEHEHHEM JIaHHOTO
JIEVICTBYIOIIIETO BeI[eCTBA, HE3aBHCHUMO OT JIEKApCTBEHHON GOpPMBI, [O3UPOBKHU, peXUMa
JI03UPOBAHUA U IOKa3aHUN K IPUMEHEHHIO, IPOBOAUMBIX CIIOHCOPOM JIL0OO €ro MapTHEPOM.

1.8. CepbeBHbIe HeXejlaTe/IbHbI€ DEAaKIINH, HE CBA3aHHbIE C UCCIIEJYEMBbBIM IIpEIIapaTOM.

WNudopmario o cepbe3HBIX HeKeslaTeJIbHbIX PEeaKIUAX, BbIABJIEHHBIX IIPDH IIPOBEIEHUU
KJIMHUYECKOTO  HCC/IeIOBaHUA,  JJjIA  KOTOPBIX  OlpefieigeTcs  B3aUMOCBA3b  C
3aperucTPUPOBAHHBIMU JIEKADCTBEHHBIMU IIpellapaTaMiy, He ABJIAINUMUCA HCCIeyeMbIMU
IpernapaTaMy M Ha3HAuYaeMbIMH B KauecTBe COIYTCTBYWOIIEH Tepamuu, IIPU OTCYTCTBUU
peaxknuy B3auMO/IeHCTBUSA C HCCleyeMbIM IIperapaToM HCCIeZI0OBATENI0 Cle/lyeT Pe/ICTaBIATh
B YIIOJTHOMOYEHHble OpTaHbl TOCYJAapCTB-YJIE€HOB WJIM JIePKATel0 PerucTparioHHOrO
V/IOCTOBEPEHUS 3apeTrUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipenapara B COOTBETCTBUU C aKTaMU
opranoB Coto3a 1o ¢papMakoHaA30PY.

1.9. PaCKpI)ITI/Ie PaHAOMU3AMUOHHOI'O KOJaA.

1.9.1. TpeGoBaHHA TO PACKPBITHIO PAHIOMH3AIMOHHOTO KO/JA B CJIydyae Cephe3HOU
HeIpeZIBUJIEHHOHN HeXKeIaTeJIbHOU PeaKIIH.

PackpeiTHEe paHAOMH3AIIMOHHOTO KOJa B CJIy4dae IIOJIydeHHs COOOIIEeHUus O
HEXXeJlaTeJIbHOM ~ SIBJIEHUM, KOTOpPOEe OIIEHMBAeTCsI KaK cepbhe3Has HelpeBU/IeHHAsA
He)KeJlaTeJIbHAsA PEaKIUsA, BBITIOJIHAETCS TOJbKO IO CYOBEKTY HCCIENOBAHUSA, Y KOTOPOTO
pa3BwWiIach JlaHHAsA HeXKeylaTeJIbHas peakiysa. B cOOTBETCTBUU C MOAIYHKTOM 1.2 HACTOSIIETO
MOPSJIKA CIIOHCOPY HEOOXOIMMO He3aMeIJINTEIbHO MPEJCTaBUTh NMH(GOPMAIIUIO O BBISBIEHHON
CEpbe3HON HeINpeJBUIEHHON HeKejlaTeJIbHOM peakIuu B  YIOJHOMOYEHHBIN OpraH
rocy/lapcTBa-wieHa C Y4YeTOM pe3yJIbTaTOB PacKpbITHA KojJla paHaoMuzanuu. [Ipu sTOM
CIIOHCOPOM JIOJIKHO COXPAHATHCA OCJIEIUIEHUE B TAKUX CJIy4asx JJIs JIMIl, OTBETCTBEHHBIX 3a
JlaJTbHEIIIee MPOBeIeHNE KIIMHNYECKOTO UCCIe0BaHUs (TaKUX KaK PYKOBOJIUTENN, MOHUTOPBI,
HCCIeioBaTeNN), a TaKyKe JIWIl, OTBETCTBEHHBIX 3a aHaJU3 JIAaHHBIX W HWHTEPIIPETAIHIO
pe3yJIbTaTOB IIOCJIe 3aBepIIeHUs HCCIeAoBaHUA (TaKMX KaK IHEPCOHA OT/esla OMOMETPHUH).
Nuadopmarus mo HexejaTeJbHBIM PEAKIUAM C PacKpPbITUEM PaHAOMHU3AIMOHHBIX KOJIOB
CyObEKTOB HCCJIEJIOBAHUS MOJKET OBITh JIOCTYITHA TOJIBKO JIMI[aM, OTBETCTBEHHBIM 3a
BBINIOJTHEHUE TPeOOBAaHUI IO IIPEJICTaBJIEHUI0 MH(MOPMAIMU O HeXKeJaTeJIbHbIX PeaKklHsX B
YIIOJTHOMOUYEHHbBIE OpraHbl rocyziapctB-uieHoB, B 9CO (HIK) u He3aBUCHMble KOMUTETHI I10
MOHHUTOPUHTY JAHHBIX WIN UHBIM JIUIIAM, OTBETCTBEHHBIM 32 BBIIIOJTHEHUE ITOCTOSTHHOU OIeHKU
0e30MacHOCTH B XOJle TPOBEJIeHUsA KJIMHUYECKOTO HuccaefioBaHusa. Jlna ucciaenoBaTeseit
PaCKpBITHE PAaHAOMHU3AIMOHHOTO KOJIa B XOJle BBIMIOJTHEHUSA KJIMHUYECKOTO HCCJIe0BAHUSA
BBINOJIHAETCA TOJBKO B CJIydae, eCcjId 9TO IpeZCTaBisAeTcs HeoOXOJUMBIM [ o0ecredeHus
0e30TaCHOCTH CyOBEKTa UCCIEOBAHUS.

1.9.2. Pe3ysbTaThl pacKpbITUS PAaHIOMH3AIMOHHOTO KOJ|a OTPaKaloTcs B 06a3ax JTaHHBIX
CIIOHCOpAa M YIIOJTHOMOYEHHBIX OPraHOB IOCY/IapCTB-YJIEHOB. AKTyaiu3anysa HHOpManuu Io
Oe3omacHOCTH B OpOIIIOpe HCCJIe/IOBATENs BBINOJIHAETCS HA OCHOBAHWM AaHAIM3A JIAHHBIX C
PACKPBITBIM KO/IOM JI€UEHUS.



1.9.3. OcoOble MOy JIAIUH.

ITpu mpoBefieHMN KIWHUYECKUX HCCIEIOBAHUM C yJ9acTHeM NOIYJIAIUU, NI KOTOPOM
XapaKTepeH BBICOKUH YPOBEHD OCJIOKHEHUN U CMEPTHOCTH, B CJIydae, eCJIM KOHEUHbIE TOYKH T10
orneHKke 5(PGEKTUBHOCTH MOTYT fABJIATHCA OJHOBPEMEHHO CEPHE3HBIMU HEIPEIBUAEHHBIMU
HeKeJIaTeJIbHBIMU PeaKIUsAMU JIU00 KOTJla CMepPTh WJINM WHOU cephe3HBIH HeOJIaronpusaTHBIN
HCXOJT MOXKET SBJATHCA KOHEUHOH TOYKOH IO OIleHKe 5(PGdEKTUBHOCTH HCCIELyeMOro
Ipernapara, JOCTOBEPHOCTb Pe3yJIbTaTOB KJIMHUYECKOTO MCCIIE0BAHUSA MOKeT ObITh HapylleHa
IIPY CUCTEMATUYEeCKOM PACKPBITUH PAH/IOMU3AIMOHHBIX KOJOB. B TakuX ciIydasx cmoHcopy IIpu
MIOJIyYeHUU OJ00peHUs IIPOTOKOJIA KIIMHIUYECKOTO MCCJIEZIOBAHUSA CJIe/lyeT IO COIJIACOBAHUIO C
VIOJTHOMOUYEHHBIM  OpPraHOM  TOCy/lapCTBa-wieHa  ONpEeJeIUTh, KaKue  Ccepbe3Hble
HeKeJlaTeJIbHbIE SBJIEHHA, OOYyCJIOBJIEHHBIE TeYeHWEM OCHOBHOTO 3abosieBaHUs, He OyIyT
[IO/IJIE’KATh CUCTEMATHYECKOMY pACKPBITUIO PAaHJIOMU3AIMOHHBIX KOJOB U CPOYHOMY
IIpe/icTaBIeHuIo NHGOPMAIY B YIIOJITHOMOUEHHBIH OpraH rocyapcTBa-uieHa. B aTux ciydasax
00sI3aTeJIbHBIM SIBJISIIOTCSI Ha3HaueHHe U obecnedyeHue (QYHKIIMOHUPOBAHUSA HE3aBHCHMOTO
KOMHTETa [10 MOHUTOPUHTY JIAHHBIX JIJIS1 BHITIOJTHEHUS TIOCTOSTHHOH OLIEHKU U aHAIN3a JAHHBIX
Mo 0e30MacHOCTH  BBINOJHAEMOTO  KJIMHHUYECKOTO  HCC/IEJIOBAHUS U OIpeJeIeHUs
peKOMeH/IalvH /Il CIOHCOPA B YaCTH BO3MOKHOCTH JJAJIbHENIIEr0 IIPOBEJEHUS KINHUUECKOTO
WCCJIEJIOBAHUS, BHECEHUs U3MEHEHHH B IIPOTOKOJ UCCJIEZIOBAHUA WM OCTAHOBKU
KJIMHUYECKOTO HUCCIIe/IOBAHUS.

1.9.4. E:xeromHoe InpeacraBJI€HUE I/IH(l)OpMaLII/II/I 110 6e30I1acHOCTH.

CnoHcOp B TeueHHEe BCErO CpPOKAa IIPOBENEHUs WCCIEIOBAHUA JIOJDKEH €XKET0/THO
MIPE/ICTABJIATh B YIIOJTHOMOYEHHBI OpraH TOCY/apCTBa-4ieHa, HA TEPPUTOPUU KOTOPOTO
MIPOBOJUTCS ~ HCCJIENOBAaHHE  JIEKADCTBEHHOTO  IIpemapara,  [MEepPUOJUYECKHN  OTYeT
(mepuoguyeckyue OTYETHI) IO GE30IMACHOCTH pa3pabaThIBAEMOrO JIEKAPCTBEHHOTO IIpernapara,
coZiepiKaHUe KOTOpOro (KOTOPBIX) JIOJDKHO OTBeYaTh TpeOOBaHUAM, IIPUBEJIEHHBIM B
npwioxkerun N 12 k I[IpaBuiam Hajuiexamell KJIWHUYeCKOW NpakTUKu EBpasuiickoro
SKOHOMUYECKOTO coio3a. He Tpebyerca B 00sA3aTeIbHOM IMOPSAKE  IPEACTABIIATH
[IEPUOINYECKHE OTYETHl M0 6e30MaCHOCTH pa3pabaThIBAEMOTrO JIEKAPCTBEHHOTO Iperapara B
KJIMHUYECKUX UCCIIeIOBAHUAX, IPO/IOJKUTEIHBHOCTh KOTOPBIX COCTaBJIsIET MeHee 1 Trofja.

B 9CO (H3K) crioHCOpPOM MpEeACTaBIIAETCS JINO0 MEPUOANIECKUN OTUET 110 6€30IacHOCTH
pa3pabaThIBaeMoro Ipernapara, Ju00 KpaTKoe U3JI03KeHHEe OCHOBHOTO COZEp:KaHUs oT4yeTa. B
MOC/IETHEM CJIyyae CTPYKTYPUPOBAHHBIM IlepedeHb Cepbe3HBIX HeXKesaTeJIbHbIX PpeakIui
cornacHo mpwioxkeHuto N 12 k IlpaBusmam Hajjexaimed KJIMHUYECKOM IPaKTUKU
EBpa3uiickoro 5KOHOMHUUYECKOTO COI03a IPEeJCTaBJISAeTCs CIIOHCOPOM Ha OCHOBAHUM 3arpoca
9CO (HI3K).

2. O6s13aHHOCTHU UCCJIEIOBATEIIS TI0 TIPECTABIIEHUIO
nHGOpPMAITUH O BBISIBJIEHHBIX B XO7Ie UCCJIE/IOBAHUS HEXKeIaTeTbHbIX
SIBJIEHUSIX CIIOHCOPY

2.1. UccneoBaTtesb TODKEH HE3aMeIJIUTEbHO, B TEUEHUE 24 YaCOB C JaThl BHIABJIEHUS
(im6o mosyueHUss WHPOPMAIMU O BBIABJIEHUU) TIPEICTABUTh CIOHCOPY HHGPOPMAIUIO B
OTHOIIIEHUU CEPHhE3HBIX HEXKEJATeJbHbIX SBJIEHUH, KPOMe TeX, KOTOpble OIpe/esieHbl B
MPOTOKOJIE WX B JAPYroM JOKyMeHTe (HampuMep, B OpOIIIOpe HCC/IeIOoBaTesis1), Kak He
TpeOyIoIre HeMeIJIEHHOTO YBEIOMJIEHUS.

2.2, [locie npeacraBJI€HUuA CPOYHOTO COO6HI€HI/IH O CEPbE3HOM HEXKEJIaTCJIbHOM ABJICHUN
ucciaeagoBaTesib AOJIKEH IIPDEACTABUTDb CIIOHCOPY COO6HI€HI/Ie Cc HOI[pO6HOfI HH(bOpMaHHeﬁ (0]



CEPHE3HOM HeXe1aTeJIbHOM ABJIEHUH, I'IOSBOJ'IHI-OI.HGI;)I CIIOHCOPY caeiaTb OLEHKY
H€O6XOILI/IMOCTI/I nepecMoTpa COOTHOIIEHU A "moJin3a - pI/ICK" KIIMHUYECKOI'0O MCCJIeAJOBaHMA.

HccneoBaTesib IpeCTaBsAET CIOHCOPY MHMOPMAILMIO O HEXKeIaTeIbHbIX ABJIEHUAX U
OTKJIOHEHUsX J1JaO0OpPaTOPHBIX IOKa3aTesIel, KOTOPbIe ONpE/eIeHbl B IIPOTOKOJIE UCCIIEIOBAHMS
KaK KpDUTHUYECKHe, I OIeHKM 0e30IacHOCTH B CPOKH, OIpeZe/isieMble IMPOTOKOJIOM
KJIMHUYECKOTO MCCJIeIOBaHu." .

4. B npuinoxkenuu N 12 k ykazauHbIM [IpaBuiam:

a) B abzalle OJWHHAAIATOM paszesia 1 CJI0Ba "HHCTPYKIMEH 10 MEIUIUHCKOMY
MIpUMEHEeHUI0" 3aMeHUTD CJIOBAaMHU "00IIed XapaKTepUCTUKON JIEKapCTBEHHOTO IIpemnapara’;

6) B abzale mepBOM Io/Apazzesa 3.5 CI0Ba "HHCTPYKIUS II0 METUIIMHCKOMY
MIpUMEHEeHUI0" 3aMeHUTD CJIOBaMH "00111as1 XapaKTEPUCTHUKA JIEKaPCTBEHHOTO IIpenapara’;

B) B pazJieJie 4:

B HAaMMEHOBAHUM paszjieia CJIoBa "U COJIepKaHUI0" 3aMEHHUTH CJIOBaMH "', COJIEPIKAaHUIO U
dbopme nogauu";

B HAMEHOBAaHUH TOZ[pasziesia 4.2 CJIOBO "OCHOBHOTO" HCKJIIOUHUTD;

B ab3alle IIECTHA/IIaATOM Iofipa3zieyia 4.6 cjaoBa "MHCTPYKIUUA 10 MEIUI[HHCKOMY
MIpUMEHEHUI0" 3aMeHUTD CJIOBaMHU "00IIIed XapaKTepUCTHKE JIEKaPCTBEHHOTO IIpemnapara’;

ToCJIe/THEee TIPe/JIOKEHNE To/Ipasiesia 4.14 U3JIOKUTD B CJIeyIoNlel pegakuun: "J{aHHbIe
110 6€30IaCHOCTH B HACTOSAIIEM IO/Ipa3/iesie MOTYT BKJIIOUATh B ce0sl pe3yJIbTaThl IPUMEHEHUs
KaK B COOTBETCTBHH C OOIIEeH XapaKTEepUCTUKOH JIEKAPCTBEHHOTO IpeapaTa Wik HHCTPYKIIUen
[0 MEJUIIMHCKOMY INPUMEHEHUI0, TaK W He B COOTBETCTBHU C OOIIEH XapaKTEpPUCTHKON
JIEKaPCTBEHHOTO IpelapaTa WM WHCTPYKIMEH M0 MeJUIIMHCKOMY IpUMEeHEeHHI0 (pe3ysIbTaThl
omubOK Ha3HAYEHU, CJIyYan IepeJO3UPOBKH, PA3BUTHSA 3aBUCHMOCTH, TPUMEHEHHS Y 0COOBIX
TPYIII IAIMEHTOB (HarpuMep, y 6epeMeHHbBIX KEHIHH)).";

B IPEJJIOKEHUH BTOPOM IOApAas3fiesa 4.22 CJI0BA "WHCTPYKIUIO IO MEUIIIHCKOMY
[IPUMEHEHUI0" 3aMEHUTD CJIOBAMH "0OIIYI0 XapaKTEPUCTHUKY JIEKAPCTBEHHOTO ITpernapara’;

T) JIOTIOJIHUTD TIOAPA3/IEJIOM 4.25 CIIEAYIOIIETO COJIepKaHMS:

"4.25. Popma o1aYM MEPUOAMIECKOTO OTUYETA 110 O€30IIaCHOCTH
HICCJIeTyeMOTO Iperapara

[Teproanueckuii OTYET MO OE30MACHOCTH MCCJIEyEMOTO IIpernapara MOJIEsKUT mojade B
9JIEKTPOHHOM BHU/IE C BO3MOKHOCTBIO TEKCTOBOI'O ITOMCKA HA PYCCKOM HJIM aHTJIMHCKOM SI3BIKE C
00sI3aTeJIbHBIM TIEPEBOIOM Ha PYCCKUU SI3BIK CJIEAYIOIIUX Pa3/esiOB: KPAaTKOe U3JIOKeHUEe U
3akyrouenue (BbIBojibl). I10 3ampocy yImoJHOMOYEHHOTO OpTraHa ToCy/lapCTBa-uieHa 3asiBUTENb
00s13aH B TeueHHe 30 KaJEHJAPHBIX AHEH CO JIHS ITOJIYYEHMS TAKOTO 3alpoca IpPeACTaBUTh
MEPEBO/I HAa PYCCKUHM SA3BIK JIPYTMX Pas3/ieJIOB IEPUOJUYECKOTO OT4YeTa M0 0e30macHOCTH
HCCJIelyeMOro Ipenapara.”.



