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IHPABUJIA
Ha/UIesKallell KIMHUYEeCKON NPAKTUKH
EBpa3uiicKkoro 3dKOHOMHUYeCKOIro cor3a

I. O01Me monoxeHus

Hacrosimme IlpaBuna mpeactaBiasioT  cOOOM  MEXIyHApOIHBIN
ATUYECKUM W  HAy4yHbId CTaHAApT I[UIAHUPOBAHUA W  MOPOBEICHUSA

HUCCIEeAOBAaHUU C Y49aCTHCM YCJIOBCKA B Ka4CCTBC CY6T>€KTa HCCJIGI[OBaHI/Iﬁ, a
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TaK)Xe JOKYMEHTATHHOTO O(OPMIICHHS U TIPEICTABICHHS PE3YIbTATOB TAKUX
VICCIIEIOBAHUM.

Cobnronenue nojoxkeHut HacTosmux [IpaBun ciy>kuT st obmiecTBa
rapaHTueld TOro, 4To IpaBa, 0E30MacHOCTh M OJIarornojaydue CyObEeKTOB
WCCJICIOBAHMS 3alUINCHBI, COTJACYIOTCS C MPUHIMUIIAMH, 3aJI0KEHHBIMU
XeNnbCUHKCKOU JAexiapanuen, npuHstodn Ha XVII ceccun BceemupHon
accouManuy 3/IpaBooXpaHeHuss B 1964 rony, ¥ 4TO JaHHBIE MCCIIEIOBAHUS
JIOCTOBEPHBI.

enwto HacTositux [IpaBui siBisieTCs yCTAaHOBJICHHE €IUHOTO TMOPSIKA
MPOBEACHUS  KJIMHUYECKUX  HUCCIEIOBaHMM  (McChbITaHUK) (mamee —
WCCJICIOBAaHNI) JIEKApCTBEHHBIX CPEJCTB, YTO JOJDKHO CITOCOOCTBOBATH
obecrieueHn0 (HYYHKITMOHUPOBAHKS OOIIET0 PhIHKA JICKAPCTBEHHBIX CPEJICTB
B pamkax EBpa3uiickoro »KOHOMHYECKOTro coro3a (maee — Coro3),
B3aMMHOMY TPU3HAHUIO JAHHBIX KJIMHUYECKUX HMCCIEIOBAHUN (MCTIHITAHUMN )
YIOJHOMOYEHHBIMU OpraHamu rocyjaapctB — uieHoB Coroza (maiee —
rocyJapcTBa-4jieHbl), a TakKe MPU3HAHWIO KIWHUYECKHX HWCCICAOBaHUI
(ucnibITaHui), BHIMOJHEHHBIX HA TeppuTopuu Coro3a U 3a ero npejaesiamMmu.

Hywmepanus, ncnons3oBanHas B Tekcte pazaena |l nacrosmuux [pasumn,
COOTBETCTBYET HyMEpalii, MPUMEHIEMOW B MEXIYHAPOJAHOU pENaKIuu
Hajuiexamed knuaudeckor mpakTuku (Good Clinical Practice; GCP), B
JacTH BCEX TMOJpa3/elioB, 3a HCKIIOYEHHEM IMojpasaena 1, B KOTOpOM
TIOHSTHUS PACIOJIOKEHBI B aJI(paBUTHOM TIOPSIZIKE.

Hacrtosimue IlpaBuna mnoarotoBiensl Ha ocHoBe ICH GCP -
PykoBojcTBa 1Mo Hajyiexkaiei kiuHudeckor npaktuke (Guideline for Good
Clinical  Practice), kotopoe  sBusercs  gokymeHtom E6  (R2)
MeXayHapoqHOTO COBETa 10 TapMOHHU3AMMH TEXHUYECKUX TPeOOBaHHMHA K

q)apMaHeBTI/I‘ICCKI/IM npenaparam JJIA MCIUITUHCKOT'O MMPUMCHCHU S
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(International Council on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH).

Pa3BuTHE TEXHOJIOTHI U MPOIECCOB YNPABICHUS PUCKAMU OTKPBHIBAIOT
HOBbIE BO3MOXHOCTH 110 TOBBIIIECHUIO 3((YEKTUBHOCTH MPOBEIACHUS
KIMHUYECKUX HCCIICIOBAaHUN JIEKAPCTBEHHBIX IIPENApaToOB, MMO3BOJSIOT
chokycupoBaThCs Ha HauOoJee 3HaAYMMBIX acrnekTtax. [Iporpecc B obnactu
JOKYMEHTUPOBAHUSI U TPEJCTABICHUS  PE3YJIbTATOB  KIMHUYECKUX
UCCJIEIOBAaHUI B YaCTU Mepexoaa oT OyMaKHbIX HOcUTeNeld MHpOpMaIuu B
dbopmaT INEKTPOHHBIX [JAHHBIX OOJerdaer BHEJIPEHHE COBPEMEHHBIX
noaxo10B. Hampumep, ieHTpann30BaHHBI MOHUTOPHHT B HACTOSIIEE BPEMS
MOXET JaBaTh OOJIbIIE TMPEUMYIIECTB U B OOJIBIIEM KOJUYECTBE
uccnenoBanuii. IlpaBuna ObLIM  JIOMOJHEHBI, YTOOBI CHOCOOCTBOBATH
BHEJIPCHHUIO YCOBEPIICHCTBOBAHHBIX U 0Oojiee 3((PEKTHUBHBIX IOAXOJI0B K
IJIAHUPOBAHUIO,  MPOBEICHUIO,  KOHTPOJIIO, JOKYMEHTUPOBAHUIO H
MPEACTABICHUIO PE3YJIbTATOB KIMHUYECKUX UCCIEAOBAHUI MPHU COXPAHEHUH
oOecrieyeHUss  3alIUThl CYOBEKTOB W  JOCTOBEPHOCTH  PE3YJIbTATOB
uccienoBaHuil. YtoObl yinydnTh KauecTBO U 3P(HEKTUBHOCTh KIMHUYECKUX
UCCJIeIOBaHU ObUT OOHOBJICHBI TPEOOBAaHMS K SJEKTPOHHBIM 3aIMUCIM U
OCHOBHBIM JJOKYMEHTaM.

Hacrosimue IlpaBuma cBsizanbl ¢ aktamu opranoB Coro3a B cdepe
MPOBEJICHUST KIMHUYECKUX HccieqoBaHuii (PykoBOJACTBO 1O MpOBEACHUIO
KIIMHUYECKUX MCCJIEAOBAaHUM B OCOOBIX TpyNIax: IOXKUJIbIE TMalUeHTHI,
OO6mre BOpOCh KIMHUYECKUX MCCIeA0BaHuM, PyKOBOICTBO MO MpUHIIMIIAM
NpUMEHEHNUS  OWMOCTATUCTUKM B  KJIMHUYECKHX  HCCICIOBAHUSX U
Knuauyeckne ucciieloBaHusl JIGKAPCTBEHHBIX CPEACTB B MEAUATPUUYECKOU
HOTYJISILIUH).

VYuuThiBas BAXXHOCTH MOJJEPKAHNS HOPMATUBHBIX T0KyMeHTOB Coro3a

B COOTBCTCTBHMM C COBPCMCHHBLIMM MCKIAYHAPOJHBIMHU CTaHAAapTaMH,
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[IpaBuna ObLIM AOMOJIHEHBI HA OCHOBE IOCIENHEN penakuuu PykoBoacTBa
no Hajiexkamei kauHudeckor npaktuke ICH E6(R2). Bce momomnenwus,
BHECEHHbIE B TMEpBOHAYalbHbIM TekcT [IpaBwi, UMEIOT MNOMETKY
«/lomoHeHNE», 00JIETUAOITY IO UX UACHTU(PUKAIUIO.

Hacrosiuiue IlpaBuna HeoOXoauMo coOJIIOAATH MPU  TMPOBEICHUU
JTOOBIX  KJIMHUYECKUX  UCCIAEJOBAHMM  (MCHBITAaHUM)  JIEKAPCTBEHHBIX
MpernaparToB, JaHHBIE KOTOPBIX MPEACTABIAIOTCS B YIIOJHOMOYEHHBIE OPraHbl
(3KCIIepTHBIC OpPraHU3AIMH ) TOCYIaPCTB-UJICHOB.

[IpuHIMIIBI, yCTaHOBIEHHbIE HacTOSAMMU [IpaBunamu, nmprUMEHUMBI
TaKX€ MU K MHBIM KIMHUYECKHM HCCIEJIOBAHUSM, KOTOPBIE MOTYT OKa3aTh
BIUSIHUE Ha O€30IacHOCTh M 0Jaronoiayyue 4elOBEeKa, BBICTYIAIOIIETO B
KauecTBE CyObEKTa UCCIEOBAHUS.

Hacrosmue IIpaBuna nopsiexxar nepecMoTpy Ha PEryJIIpHON OCHOBE C
YYETOM OIbITa UX MPUMEHEHHUS] B FOCYJapCTBAX-WICHAX, a TAK)KE B CIydae
U3MEHEHHSI MEXIYHApOJHBIX HOPM TMPOBEACHUS HUCCIEAOBAaHUN  (C

BHECEHHEM HEOOXOMMBIX U3MEHEHUM ).

II. OcHoBHAas YacTh
1. Onpenenenus

Hnsa nenen nHacrosammx IIpaBuim MCHONB3yHOTCS TMOHSTHS, KOTOPBIE
O3HAYaroT CleAyroIee:

1.1. «aymut» (audit) — cucremaTudeckas M He3aBUCHMas IMPOBEPKa
OTHOCAIIMXCSL K  HCCIECNOBAHUIO  JICSTEIbHOCTA W JOKYMEHTAlMH,
NpoBOAMMAs IS TOATBEPKACHUS COOTBETCTBHUS JITOM JESATEILHOCTH, a
TaKke mpoleayp coopa, aHamu3a U MNPEICTABICHUS JAHHBIX MNPOTOKOIY,
CTaHIAPTHBIM  ONEPAlMOHHBIM MPOLEAYpaM CIOHCOpa, HaJJIeXKallen

KJIIMHUYECKOM IMPAKTUKC U IPUMCHHUMBbBIM Tp€6OBaHI/I$IM;
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1.2. «bnaromosiyune CyOBEKTOB HccienoBanus (marueHToB)» (well-
being
(of the trial subjects (patients))) — dusnyeckoe M INCUXHYECKOE 3I0POBHE
CYyOBEKTOB, YYaCTBYIOIIUX B UCCIICOBAHUY;

1.3. «Opomrtopa uccienoBarenss» (investigator's brochure) — cBomHoe
U3JIOKCHUE KIMHUYCCKUX M JIOKIMHUYECKUX JIaHHBIX 00 HCCIeAyeMOM
JICKaPCTBCHHOM ITpernapare, OTHOCSIIMXCS K €ro UCCIICIOBAHUIO Y YEIOBEKa;

1.4, «au3aiin  uccienoBanus»  (Study design) — oOmmit miaH
UCCIICIOBAHUS, OINUCaHUE crmocoda TPOBENEHUS  HMCCICIOBaHUS B
3aBUCUMOCTH OT 0TOOpa U (GOpMHUPOBAHUS TPy CYOBEKTOB HCCIEIOBAHUA,
MacCKHPOBaHUS JTAHHBIX;

1.5. «moroBop»  (contract) — ngaTUpoBaHHOE W  IOANKMCAHHOE
COTJIAIIICHUE MEXIY JIBYMS WM OOJiee CTOPOHAMH, KOTOPOE YCTaHABIMBAET
JIOTOBOPEHHOCTH,  Kacalolluecs  pachpeneneHus od0bema pabor u
O0sS3aHHOCTEH TIpW  MPOBEACHWHM  HCCICAOBAHMS, a Takxke, IpH
HEOOXOJIUMOCTH, (PUHAHCOBBIX BONPOCOB. (OCHOBOWM JOTOBOpa JOJDKEH
CITy>KHTbh ITPOTOKOJI UCCJICTOBAHNS;

1.6. «noxknmHuveckre — wccaemoBanus»  (nonclinical  study)»  —
OMOMEUITMHCKNE WCCIICIOBAHUS, MPOBOJAMMBIC 0O€3 y4JacTHs dYeJOBEKa B
KayecTBE CyOBhEKTa UCCIICIOBAHUS;

1.7. «noxymenTanbubii  ciea»  (audit  trail) —gokymeHTanus,
TI03BOJISIOIIAst BOCCTAHOBUTD X0 COOBITHI;

1.8. «mokymenTanumsi» (documentation) — Bce 3amucu B 10001 Gopme
(BKIrOYas 3amucH Ha OYMaKHBIX, OJJICKTPOHHBIX, MArHUTHBIX WM
ONTUYECKUX  HOCHUTENSAX, CKaHOTPAMMBI,  PCHTTCHOBCKHE  CHUMKH,
JIEKTPOKAPAMOTPAMMBI U T.II.), KOTOPBIE OIMHUCHIBAIOT JHOO PETUCTPHPYIOT
METOJIbI, OpraHu3alMi0 W (MJIM) pe3ydbTaThl HCCIICIOBAaHUSA, a TaKKe

BIIUSIONINE HA UCCIIeOBaHNE (DAKTOPHI U IPUHSTHIE MEPHI;
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1.9. «BakimroueHre HE3aBUCHMOTO 3THYECKOr0 KOMHTETa (COBETa IIO
3THKE, KOMHCCHH 110 BoripocaM 3THKH)» (opinion (in relation to Independent
Ethics Committee (Ethical Council))) — nmokymeHT B mucbMeHHO# (opme,
KOTOPBIA COAEPKUT 3aKItOueHHe M (WIM) PEKOMEHAAIMH HE3aBUCUMOTO
ATUYECKOT0 KOMUTETA OTHOCUTEIBLHO y4acTHs YEJIOBEKa B UCCIICIOBAHUY;

1.10 «3axonnsiii npeacrasurenby (legally acceptable representative)» —
(du3nUecKoe WK IOPUINYECKOE JHUI0 JUO0 MHOM CyOBEKT MpaBa, UMEKOLIUN
B CWJIy 3aKOHa MpaBO JaBaTh COIJIaCM€ Ha Y4yacTUe B KIMHUYECKOM
UCCJIEIOBAaHUHU OT UMEHH MOTEHIIMAIIBHOTO CYOBhEKTa UCCIEIOBAHNS;

1.11. «<umeHTUPUKAIMOHHBIH KOJ cyObekTa» (Subject identification
code) — YyHUKaIbHBIA KOJ, INPUCBAUBACMBIil HCCIICOBATCIIEM KaXKJIOMY
CyOBEKTY WUCCIEOBaHUS IS OO0eCleueHus: KOH(PUICHIMAIbHOCTH €ro
JMYHBIX TAHHBIX U UCTOJB3YEeMbI BMECTO UMEHH CyObEKTa UCCIICOBAHUS B
OTYeTax IO HEeXeJaTeJbHBIM SBICHUAM U (WIM) JAPYrUX JaHHBIX,
OTHOCAIIUXCS K UCCIIEIOBAHUIO;

1.12. «cunnuBuayanpHas perucrpanuonHas kapra, IPK» (Case Report
Form; CRF)» — nokyMeHT Ha OyMaKHOM, 3JIEKTPOHHOM HJIM ONTHYCCKOM
HOCUTEJIC, TPECIHA3HAYCHHBIM [UJISI BHECEHHUS BCEM MNPEAYCMOTPEHHOMU
MIPOTOKOJIOM U TIO/JIXKAIIEH mepenade CroHCcopy MH(pOopMauu Mo Kaxaomy
CyOBEKTYy UCCEOBAHHUS;

1.13. «uHCIIEKITUS (mpoBepka)» (inspection) — JEHCTBUE
YIOJITHOMOUYEHHOTO OpraHa, 3aKjIioyarolieecss B MPOBEACHUU OPUIIMAIBHON
MPOBEPKH JOKYMEHTOB, WH(MPACTPYKTYphI, 3alHCEH, COTIAEHUNU IO
00eCIeUeHNI0 KadecTBa M JIFOOBIX JPYIHMX HCTOYHHKOB, KOTOPBIE
pacCIEeHUBAIOTCA  YIOJHOMOYEHHBIM OpPTaHOM KakK  OTHOCSIIHUECS K
HCCIICIOBAHUIO M KOTOPBIE MOTYT OBITh PACIOJIOKEHBI B UCCIIEI0OBATEIIHCKOM

LEHTpe, Ha O0BEKTaX CIOHCOpa W (WJIM) KOHTPAKTHOW HCCIEA0BATEIbCKON
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OpraHu3allid WIM B JPYTHX OpraHM3alMsix, KOTOpbIe, II0 MHEHHIO
YIIOJTHOMOYEHHOI'O OpraHa, TpeOyIOT HHCIIEKTHPOBAHHS;

1.14. «undopmupoBannoe cormacue» (informed consent) — mpormecc
J0OPOBOJILHOTO MOATBEPIKICHUS CYOBEKTOM CBOETO COTJIACHs Ha y4acTHC B
KOHKPETHOM HCCIICIOBAHUM TIOCJI€ TMOJy4YeHuss uH@opmanuu 000 Bcex
3HAUMMBIX U1 TPUHATHS KM  pEIICHHS AacleKTaX HMCCICIOBaHUS.
WubopMupoBaHHOE COriiacHe IOKYMEHTHPYETCS MOCPEICTBOM IO MUCAHMS
U JaTupoBaHus (HOPMbI HHPOPMHUPOBAHHOTO COTJIACHS;

1.15. «uccnenoBatenby  (investigator) —  dwuswueckoe  JHMIIO,
OTBEYaroIlee 3a MPOBEACHUE HCCIIEAOBAHUSA B HCCICIOBATEIILCKOM IICHTPE.
B cityuae npoBeeHHs UCCIIEIOBAHUS B UCCIICAOBATEIBLCKOM IIEHTPE TPYIIIOM
JMIL UcclienoBareieM (TJaBHBIM HCCIIEOBATEIIEM) SIBIISICTCS PYKOBOIUTEb
IPYIIIbI;

1.16. «uccnenoBatenb-koopauHaTop» (coordinating investigator) —
UCClIe/I0oBaTeNlb,  OTBEYAMOINMHA  3a  KOOPJAWHAIMIO  JCSATCIbHOCTH
ucciaenoBareiell BCEX HCCIEA0BATEIbCKUX IIEHTPOB, YYacTBYIOIIUX B
MHOTOILIEHTPOBOM KIIMHUYECKOM HCCIICIOBAHNUH;

1.17. «<uccnenoBatenb (MeIUIMHCKas opranusaius)»  (investigator
(institution))» — uccrnemnoBatenb W (MiaK) opraHu3anus (B 3aBUCMMOCTH OT
PUMEHEHUS TTOHSATHS);

1.18. «uccaenoBarenbckuid meHtpy» (trial site) — dakruueckoe mecto
IPOBEACHUS UCCIIEAOBAHNS;

1.19. «uiccnenyeMblii  JIeKapCTBEHHBIM — mpemapar»  (investigational
medicinal product) — yiekapcTBeHHBIN Npenapar, KOTOPBIA B MCCICIOBAHUN
MOJIBEPracTCsl HUCIBITAHUIO WM MPUMEHSCTCS IS CpPaBHEHHS, BKJIIOYAs
mwiane0o, B TOM 4YHCJIE 3aperMCTPHUPOBAHHBIN JIEKAPCTBEHHBIN mpenapar (B

ciIydac, CClIn €ro CIoco0 NPUMCHCHUS OTINYACTCA OT YTBCPIKIACHHOIO, a
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TaK)Ke TIPHU €ro MUCIOJIb30BAHUM 110 HOBOMY TOKa3aHUIO WM JUIS TIOJTYUYCHUS
JOTIOTHUTEIILHON HHPOPMAITUH TI0 YTBEPKICHHOMY TTOKA3aHHUIO);

1.20. «kmuHuyeckoe wucciaenaoBanue (ucobiTanue)» (clinical trial) —
1r000€ HWCCIeNoOBaHUEe, MPOBOJMMOE C yYacTHEM 4YeJOBeKa B KauyecTBE
CyObCKTa JUIS BBIABICHUS WM TOJATBEPXKIACHHUS KIMHWUYCCKUX HW/HIU
dbapmakonoruueckux  3Q(EKTOB  HCCIENyEeMbIX  IpenapaToB W/ HWIH
BBISIBJICHHS HEXKEJIATCIbHBIX pPEaKIUi Ha HWCCIIeIyeMble INpenaparbl, W/Wiu
U3YYCHHUSI WX BCACBIBAHUS, PACIPECIICHUS, METabOIM3Ma M BBIBEICHUS C
HEeIbl0 OLEHUTh HX Oe3omacHOCTh WU 3P(PEKTUBHOCTh. TepMHUHBI
«KJIMHAYECKOE HWCIIBITAHUE» W «KIMHHYECKOE HCCIICIOBAaHUE» SIBIIIOTCS
CUHOHHMAaMH;

1.21. «koHTpaKTHAsT WCCIEAOBaTENIbCKass —opraHu3amus»  (contract
research organization; CRO) — ¢wusnyeckoe U0 WM OpPraHU3aIUsg
(KoMMepUecKas, HayYHO-UCCIIeIOBATENbCKAsT WM MHAs), KOTOpas B paMKax
JIOTOBOPA CO CIIOHCOPOM BBITIOJIHSET OAHY MIJIM 00JIee U3 €ro 00sS3aHHOCTEH U
(GYHKITUH, CB3aHHBIX C IPOBEICHUEM KIMHUYECKOTO MCCIICI0OBAHMS;

1.22. «kouTpoib kauecTBay (quality control; QC)» — MeToasl U Mepsbl,
SIBJISFOIIAECS YaCThIO CUCTEMBI 00ECIICUCHHS KaueCTBA U UCIIOJIb3yEeMbIe JIJIs
NIPOBEPKH COOTBETCTBHUS BBIMOIHICMBIX IPU IPOBEACHUU HCCIICIOBAHMS
IPOLIEAYP NPEIbIBISIEMbIM TPEOOBAHUSM K HX Ka4ECTRBY;

1.23. «koopauHalMOHHBIA KomuTeT» (coordinating committee) -
KOMHUTET, KOTOPBIH MOKET ObITh OpraHM30BaH CIIOHCOPOM JJISI KOOPAMHALIMH
MIPOBEJICHUST MHOTOIICHTPOBOTO KJIMHHUYECKOT'O NCCIICIOBAHNS;

1.24. «koudunennmanpHocTh» (confidentiality) — coxpanenue B Taiine
OT HEYMOJHOMOYCHHBIX JIUI] MH(POPMAITUH, TPUHAIICIKAIICH CIIOHCOPY, WU

uH(dOopMaIry, MO3BOJISIONIEH UICHTUPUIIUPOBATh CyObEKTa UCCIIEIOBAHNUS;
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1.25. «MHOTOIIEHTPOBOE KIIMHHYECKOe wucciaeaoBanue» (multicentre
trial) — xTuHUYECKOE McciIeToOBaHUE, MPOBOJAMMOE 10 SIUHOMY IPOTOKOITY
Oosee uyem B | nccaenoBaTeIbCKOM IICHTpE U, Oosiee 4yem 1 ucciemoBaTeneM;

1.26. «mouuTOpUHI» (MONItOring) — AesATEIBHOCTD, 3aKII0YAIOIAsACS B
KOHTPOJIE 3a XOJIOM KJIMHHUYECKOTO HCCICAOBaHUS, OOECIeUEeHUN €ro
IpOBEJICHUs, cOOpa TaHHBIX W MPEJCTABICHUS PE3yIbTaTOB B COOTBETCTBUU
C  TPOTOKOJIOM,  CTaHJAPTHBIMH  ONEPAIMOHHBIMH  TIPOIEAYpaMH,
HaJJIeXKaIeH KIMHUIECKOW MPAKTUKON U TPUMEHUMBIMU TPEOOBAHUIMU;

1.27. «namnexanias knuaudeckas npaktuka» (Good Clinical Practice;
GCP) — cBox 93THYECKMX M HaydHbIX TPEOOBaHMA K IJIAHUPOBAHHMIO,
IPOBEJICHUIO, pealM3allid, MOHHTOPHHIY, ayJIuTy, JOKYMEHTHPOBAHHIO,
aHaNMM3y W TIPEACTABICHUIO PE3yJbTaTOB KIMHUYCCKUX HCCIEIOBAHUM,
00eCIeunBarONINX 3alIUTy MpaB, 0€30MaCHOCTU U 0Jaronoy4yusi CyoObeKTOB
UCCIICIOBAHUSI W TIOJIyYCHHE B pPaMKax KIWMHUYECKOTO WCCIIEIOBAHMS
HAJICKHBIX U JOCTOBEPHBIX JIAHHBIX;

1.28. «HexenarenpHas peakius» (adverse reaction) — OTHOCHUTENBHO
peIPErUCTPAIMOHHOTO KJIMHUYECKOTO PUMEHEHUS HOBOTO
JICKapCTBEHHOTO Tpernapara Wid €ro MPUMEHCHHs 10 HOBBIM IOKa3aHUSIM,
OCOOCHHO, €CIIM TEepPareBTUYECKHUE J03bI TOYHO HE YCTAHOBJICHBI, — BCE
HETaTUBHBIC PEAaKIMW, CBS3aHHBIC C TMPUMEHEHHWEM JIIOOOW  JI03BI
JICKapCTBEHHOTO0 TMperapata. TepMHH «CBSI3aHHBIE C TIPUMEHEHUEM
JICKapCTBEHHOTO TIpermapara» O3HadaeT, dYTO CYIIECTBYeT XOTS OBl
MUHUMaJIbHAS BO3MOXKHOCTh HAJIWYMS MPUYUHHO-CIICJICTBEHHON CBSI3U
MEXy JICKapCTBEHHBIM IIPEMapaToM W HEKEIATeIbHBIM SBIICHUEM, T.C.
B3aMMOCBSI3b HE WCKJIIOYCHA. J[7Is 3aperucTpUpOBaHHBIX JICKAPCTBEHHBIX
IpernapaToB 3TOT TEPMHH O3HAYaeT BCE HETaTUBHBIC PEaKIMH, CBSI3aHHBIC C

IMMPUMCHCHUEM JICKAPpCTBCHHOT'O mpcerapara B OOBIYHBIX J03ax,
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UCMONB3YEMBIX  JJIi  NpOQUIAKTUKH, JHATHOCTUKM WA  JICYEHUS
3a00JIeBaHUH, a TaKKe JUIsl U3MEHEHHS (PU3UOJIOTHUECKUX (PYHKLINN;

1.29. «uexenarenpbHoe  sBiuenme»  (adverse event) —  mo0oe
HEOJIAronpusTHOE M3MEHEHHE B COCTOSIHUM 3JI0POBbSl TMAllMEHTa WU
CyObeKTa HCCIIeIOBaHUs, KOTOPOMY BBEJEH JICKAPCTBEHHBIM mMpenapar,
HE3aBUCUMO OT MPUYUHHO-CIICICTBEHHOW CBSI3U C €ro IMPUMEHEHHUEM.
HexenarenbHoe ~ SIBJIEHHME  MOXKET  MPEJCTABIATH  cOo0OM  JroOoe
HEOJIAronpusTHOE U HETPeTHAMEPEHHOE U3MEHEHUE (HapuUMep, OTKIIOHEHUE
71a00paTOPHOTO TOKA3aTeNiss OT HOPMBI), CUMIITOM WJIK 3a00JieBaHKE, BpeMs
BO3HUKHOBEHHSI KOTOPBIX HE HCKIIOYAET MPUUYUHHO-CIEICTBEHHOM CBSI3H C
MPUMEHEHUEM JIEKapCTBEHHOrO TMpernapaTra, BHE 3aBUCHUMOCTH OT HAJIAYUS
WJIU OTCYTCTBUSI B3aUMOCBSI3U C PUMEHEHHUEM JIEKApCTBEHHOIO Mpernapara;

1.30. «<He3aBUCUMBIIT KOMHUTET MO MOHUTOPHHTY maHHbIX, HKMJ[»
(Independent Data-Monitoring Committee; IDMC (Data and Safety
Monitoring Board, Monitoring Committee, Data Monitoring Committee)) —
HE3aBUCUMBI KOMUTET, KOTOPBI MOXET ObITh 00pa3oBaH MO WHUIIMATHBE
CIIOHCOpa JUIsl TEePUOJUYECKOTO0 PACCMOTPEHHUS XOJa KIMHUYECKOTrO
WCCJICIOBaHMS, JAHHBIX MO OE€30MacHOCTH U (WJIM) OCHOBHBIX IMapaMeTpOB
3¢ (PeKTUBHOCTH, a TakkKe Il BBIPAOOTKH PEKOMEHIAIMK CIOHCOPY O
1[eJI€COO00Pa3HOCTH  TPOJOJDKEHUS, TPEKPAlIEHUs HUCCICAOBAHUSA  WJIU
BHECEHUS B HETO U3MEHEHUI;

1.31. «ae3aBucumbiii dtnueckuii komutet, HOK» (Independent Ethics
Committee; IEC) — He3aBHCHMBIH OpraH (3KCHEPTHBIA COBET WJIM KOMHUTET,
JNEUCTBYIOIIMIA HA YPOBHE OpraHu3aliy, PErMOHAIbHOM, HAIIMOHATLHOM WU
MEXKyHAPOJHOM YPOBHE), COCTOSAIIMN K3 MEAUIMHCKUX PaOOTHUKOB, a
TaKXe JIUI, He UMEIOIIUX OTHOIIEHUS K MEIUIIMHE, KOTOPhI oOecrieynBaeT
3alUTy TpaB, O€30MaCHOCTH U 0JIAromoJiyyusi CyObEeKTOB HCCIIEIOBAHUS U

BBICTYIIACT JJIA O6HI€CTB3 rapanTom Takou 3dalllUTbl, B YaCTHOCTHU IIYTCM
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paccMOTpEeHHs,  YTBEPKACHUS/OJOOPEHHs]  MPOTOKOJIAa  HCCIEIOBaHUS,
KaHIUAATyp HUCCIEeN0BaTeIe, MCCIEeNOBAaTEIbCKUX IIEHTPOB, a TaKke
MaTepuajioB M METOJIOB, KOTOpbIC MPEAMNOJaracTcsi HUCIOIb30BaTh ISt
MOJIyYeHUSI U TOKYMEHTHUPOBaHUA UHGOPMHUPOBAHHOTO COIJIACUSI CYOBEKTOB
uccienoBanus. IIpaBoBoil craryc, cocraB, (YHKIMUM M J€ATEIbHOCTh
HE3aBUCHUMBIX OSTHYECKMX KOMHTETOB, a TaK)Ke NPHUMEHUMBIE K HHUM
TpeOOBaHUsI MOTYT pazlU4aThCsl B Pa3HBIX TOCYJapCTBAX-WiICHaX, TEM He
menee, HOK nomxHbel (QyHKIIMOHMPOBATH B COOTBETCTBUHM C HACTOSIIMMU
[IpaBunamu;

1.32. «<He3aMHTEpEeCOBaHHbIM  cBHUACTEeNb»  (impartial — witness) —
dusznueckoe IUI0, KOTOPOE HEMPUYACTHO K MPOBEACHUIO KIMHUYECKOTO
UCCIICIOBAHUSI, HAa KOTOPOE€ HE MOTYT OKa3aTh [IaBJIEHUE YYaCTHUKH
KJIMHUYECKOTO MCCIEAOBAHUS U KOTOpO€ B Clydae, €ClIH CYObEeKT
WCCJICIOBAaHUS UM €Tr0 3aKOHHBIN MPEeACTaBUTEIh HE YMEIOT WM HE MOTYT
YUTaTh, IPUCYTCTBYET BO BPEMS MOIy4YeHUsS MHPOPMHUPOBAHHOTO COTJIACHS,
a TaKKe 3a4UTHIBACT TEKCT MHPOPMUPOBAHHOTO COTJIACHS U JIFOOBIE JApyrue
peIoCTaBIsieMble CyOBEKTY HCCIIEOBaHMS MMChbMEHHBIE MAaTEPHAIIBI;

1.33. «HenpenBuacHHAs ~ HEKenareidbHas — peakius»  (unexpected
adverse drug reaction) — HexenaTelbHas peakiUsi, CYNHOCTb WIH TSIKECTh
KOTOpPOW HE COTJIAaCyeTCsl C W3BECTHOM uHpopMaiuend o JIeKapCTBEHHOM
npernapare (Hammpumep, c OpolIopoit HCCIIeIOBATEIS TUTSt
HE3apETUCTPUPOBAHHOTO HCCIEAYEeMOTO Tpernapara WIHd C  JUCTKOM-
BKJIAJIBIIIIEM/CBOJTHON ~ XapaKTEPUCTUKON JICKAPCTBEHHOTO IMpernapara B
Ccllydae 3aperucTpUpOBaHHOIO Mpernapara);

1.34. «obecrieuenne  kadectBa»  (quality assurance; QA) -
COBOKYITHOCTh CHCTEMAaTHYECKHMX M IJJAHOMEPHBIX JEHCTBHM, KOTOpPBIC

HMCKOT I1CJIBIO 00€eCIIeUUTh COOTBETCTBHE IMPOBOAUMOTO HCCJIICAOBAHMNA,
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cOopa, perucTpaluy M MPEACTABIICHUS JaHHBIX HaJICKAIICH KIMHUYICCKOM
NPAKTUKE U IPUMECHUMBIM TPEOOBAHUSM;

1.35. «omoOpeHne 3KCIepTHOro coBera opranusanuuy» (approval (in
relation to Institutional Review Boards))» — 3akirodeHue, OPUHATOE
OkcrniepTHbIM ~ coBeTOoM  opranuzaiuu  (9CO), mnoarBepxpaaromiee (pakt
IPOBEJICHUS DKCIEPTH3bl KIMHHUYECKOTO HCCIICOBAHUS M SIBIISIFOIICECS
paspelreHueM Ha ero IpOoBeJICHUE B JAaHHOW OpraHW3aIlid B COOTBETCTBHUH C
UHCTpYKIMsIMU ~ DCO, HOPMATUBHBIMHU  JOKYMEHTAaMH  MEIUIIMHCKOMN
OpraHu3alii, a TaKKe HaJIe)Kalled KIMHUYECKOM TPAKTUKOW U
IPUMECHUMBIMU TPEOOBAHUSIMU;

1.36 «opranuzanus ~ MemuimHcKas»  (institution  (medical)) -
OpraHM3aIis 3J[PaBOOXPAHCHUS BHE 3aBHCHMOCTH OT €€ OpPraHHM3allMOHHO-
IpaBoBOM (HOPMBI, B KOTOPOU MPOBOIUTCS KIMHUYECKOE UCCIICIOBAHUE;

1.37. «ocHoBHBIe MOoKyMeHThI» (essential documents)» — mOKyMeHTHI,
KOTOpbhIC B COBOKYITHOCTH WJIM TIO OTJIEIBHOCTH TO3BOJISIIOT OIICHHUTH XOJ
KJIMHUYECKOTO MCCIICAOBAHMS M KAUeCTBO MOJYyUYCHHBIX JaHHBIX;

1.38. «oTuer monmTOpa» (mMonitoring report) — MUCBMEHHBIH OTYET
MOHHTOpPA CIIOHCOPY MOCJE KaXJI0T0 BU3UTA B MCCIEIOBATCILCKUMA IICHTP U
(W) KOHTAaKTa C HWCCIIENOBATEISIMH B COOTBETCTBHU CO CTaHIAPTHBIMU
onepanmoHHbiMu npouenypamu (COII) cioncopa;

1.39. «otuer 00 ayaute» (audit report) — muCbMEHHOE 3aKIIIOUCHUE
ayJIuTOpa CIIOHCOpa O pe3yjibTaTax ayJInuTa;

1.40. «oT4eT O KJIMHUYECKOM HCcliefoBaHuu (ucrbiTanuun)y (clinical
trial (study report)) — odopmiacHHOe B NHCHBbMEHHOM BHJE OIHMCAHUE
KJIIMHUYECKOTO HCIBITAHUS/UCCACAOBAHNUS KAKOTO-IHM00 TEpareBTHYECKOTO,
npO(QHUIAKTUYECKOTO WIN AUArHOCTHUYECKOI0 CPEJCTBA C y4aCTHEM YeoBeKa
B KadyecTBe CyObEKTa, OOBCIMHSIOMNN KIMHHYECKOE M CTaTHCTHYCCKOEC

OIIKMCaHus, IMPCACTABIICHUC JAHHBIX 1 UX dHAJIN3 (CM. TAKIKC ITPHUIIOKCHUC Nel
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Kk HactosiuM [IpaBuiiam u pasgen 5 wactu 1 npunoxkenus Ne 1 k [IpaBunam
pPEruCTpalluid M HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB JJs MEIULMHCKOTO
NpUMEHEHUs1,  yTBepxkaeHHbIM  Pemennem  CoBera  EBpaswuiickoii
PKOHOMHUYECKON KoMuccuu oT 3 HosiOpst 2016 1. Ne 78 mpu conmpoBOXIeHUN
3asIBJICHHSI HA PETUCTPAIHIO);

1.41. «<nepBu4Hass JAOKyYMEHTalUs» (OpUTHMHAIbHBIE MEIULUHCKUE
3anucu) (original medical record (source documents)) — uHCXOAHBIC
JOKYMEHTBI, JaHHblE ¢ 3anucu (HampuMmep, HUCTOpUU  OOJIE3HH,
amMOyJlaTOpHBIE KapThl, Ja0OpaTOpHbIE 3aliCH, 3aMETKH, JHEBHUKHU
CyOBEKTOB HCCJICIOBAHMS, BOMIPOCHUKH, KYpPHaJbl BbIIAYd MEIUKAMEHTOB,
3alMCH ABTOMAaTUYECKUX YCTPOMCTB, BEPU(PUUIMPOBAHHBIE U 3aBEPEHHBIE
KOMHUU WM BBIMUCKUA, MHUKPO(MUIIH, (POTOHETATUBBI, MUKPOIUICHKU WIIH
MarHuTHbIE  HOCHUTEJHM, PEHTTCHOBCKHE CHHUMKH, JtOObIe  3aIucH,
OTHOCSIIIMECA K TAUHUEHTy, B TOM YHUCJIE XpaHAIIUECS B aITeKe,
JabopaTopusix M OTACICHUSX  MHCTPYMEHTAIBHOW  JIMarHOCTHKH,
UCIIOJIb3YEMBIX B KIIMHUYECKOM UCCIIE0BAHUN);

1.42. «nepBuuHble gaHHBIC» (Source data) — Bcs wHpOpMaus,
COJIEPIKAILASICSl B OPUTUHAIBHBIX MEIUIIMHCKUX 3aMUCIX M MX 3aBEPEHHBIX
KOIHUSX, O PE3yJIbTaTaX KIMHUYECKUX HAOMIOACHUM, 00CIIeIOBAaHUIA U APYTOn
NEATEIbHOCTH, IMO3BOJISIFOIIAsE BOCCO34aTh X0 KIMHUYECKOIO UCCIEIOBAaHUS
U OUeHUTh ero. IlepBuuHblE JaHHBIE CcOJEpKarcsi B IEPBUYHOMU
JOKYMEHTAIMU (MOJUIMHHUKAX WM UX 3aBEPEHHBIX KOMUSX);

1.43. «nompaBka k npoTtokoiy» (protocol amendment) — opopmitenHoe
B MMMCbMEHHOM BHJIE ONUCAHWE W3MEHEHH WU O(PUIHAIBHOE Pa3bsCHEHUE
IPOTOKOJIA;

1.44. «ipenapar cpaBHeHus» (comparator (product)) — uccieayembrit

WU 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaT (aKTUBHBIM KOHTPOJIb)
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ambo  mnanebo, UCHOJb3YyeMble  JUIsi  KOHTPOJs B KIMHUYECKOM
WCCJICIOBaHUMY;

1.45. «mpuMeHUMBbIE TpeOOBaHUS» (applicable regulatory
requirement(s)) — aktbl, coctaBistonue npaBo Coro3a, U 3aKOHOAATEILCTBO
roCyJlapCTB-4JICHOB B cdepe oOpailleHusi JEKapCTBEHHBIX CPEJICTB,
PETYIUPYIONIHE MPOBEICHNE KIMHNYECKUX MCCIICIOBAHN;

1.46. «IpOMEXYTOUYHBI OTYET O KIMHUYECKOM HCCIIECIOBAHUU
(ucertanun)»  (interim  clinical trial  (study report)) — oTuer o
MPOMEXKYTOUHBIX PE3YJIbTaTaX U X OLIEHKE, OCHOBAHHBIM Ha IPOBEJICHHOM B
X0J1€ KIIMHUYECKOTO MCCIICIOBAHMS aHAIN3E JaHHBIX;

1.47. «ipoTOKON ~ KJIMHUYECKOro  wcciefoBanus»  (protocol) —
JOKYMEHT, OTNHUCHIBAIOIINN II€NH, TWU3aiiH, METOJOJOTHI0, CTAaTUCTHYCCKUE
METOABl U OpraHu3aluio wuccienoBanus. I[loMumMo 3TOro, MPOTOKOI
KJIIMHUYECKOTO MCCIIEIOBAHUSI OOBIYHO COACPIKUT MOTyYEHHBIE paHee JaHHbIE
U OOOCHOBaHHME HCCJIEAOBAHUS, OJIHAKO dSTa HWHOOpPMAIUA MOXKET OBITh
IpEACTaBICHa M B OPYTUX JOKYMEHTaX, Ha KOTOPBIE CCHUIACTCS MPOTOKOJ
KIIMHAYECKOTo HcclieqoBanus. [IpuMenntensHO K HacrosmmuMm [IpaBumam
TEPMUH «IPOTOKOI» TMOJpa3yMeBAaeT Kak BCE TOCIEAYIONME BEpPCUU
MPOTOKOJIA KIMHUYECKOTO UCCIIECIOBAHNS, TaK U MOMPABKU K HEMY;

1.48. «npsmoit moctym» (direct access) — paspelieHHe Ha MPOBEPKY,
aHanmu3, BEPUQPUKAIMI0O W KOMHPOBAHHWE JIOOBIX 3alMCe W OTYETOB,
HEOOXOAMMBIX IS OIICHKH KJIWHWYECKOTo HcciemoBanus. Jluia, uMmeromnume
paBo MPSIMOTO JOCTyna (Hampumep, MPEACTABUTENN HAIMOHATBHBIX WU
WHOCTPAHHBIX  YIOJHOMOYCHHBIX OPTraHOB, MOHUTOPBl MW  ayJIUTOPHI
CIIOHCOpA), JOHKHBI MPUHUMATh BCE Pa3yMHBIE MEpBI IJIsi COOJIIOJACHHS
MPUMEHUMBIX HOPMAaTHBHBIX TPEOOBAHUH 110 3aIIUTe KOH(GUISHIINATLHOCTH
uHOpMaIlMK,  TO3BOJIAIONIEH  WACHTUPUIUPOBATH  CyOBEKTOB, U

uH(}OpMaIu, TPUHAIJICKAIIEH CITIOHCOPY;
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1.49. «panmomuzanmsi» (randomization) — mporecc pacrpeneacHus
CyOBEKTOB HCCIEOBAHUS IO TpyMHIaM JCYCHUsSI WU KOHTPOJIS CIy4alHbIM
00pa3oM, MO3BOJISIIOIINN CBECTH K MUHUMYMY CyObEKTUBHOCTB;

1.50. «pyTuHHas KiaMHHYecKas mpaktuka» (routine clinical practice) —
ma0J0HHbIe (OJHOTUIIHBIC) MEAUIIMHCKUE IUArHOCTUYECKHE M JICUCOHBIC
IPONEAYPbl, TEXHOJIOTUM WM MEPOINPHUATHUS, KOTOPHIC BBINOJHAIOTCA IS
JAHHOW TPYyMIIbI NAIMEHTOB WUJIM JJAHHOTO CTaHJIapTa OKa3aHUsl MEIUITUHCKOMN
MIOMOIIY;

1.51. «ceptudukar aymurta» (audit certificate) —  mgokymeHT,
COCTaBJICHHBIN ayJUTOPOM B MOATBEPKICHNUE (PaKTa MPOBEIACHUS ayAUTa;

1.52. «cepbe3noe  HexenatenbHoe sBienue (CHS), cepbesnas
HexxenatenbHas peaknus (CHP)» (serious adverse event; SAE or serious
adverse drug reaction; serious ADR) — HeOmaronpusTHOEC MEIUIUHCKOES
COOBITHE, KOTOPOE BHE 3aBMCHUMOCTH OT JI03bl JIEKAPCTBEHHOTrO Mpernapara
OPUBEJIO K CMEpPTU, NPEACTABISIET COOOW yrpo3y i KU3HH, TpeOyer
TOCIUTAIIU3ALMN WK €€ NPOJIEHNS, IPUBEIIO K CTOMKON WM 3HAYUTEIBLHOU
HETPYJAOCHOCOOHOCTH WJIM WMHBAJIWIHOCTA WM MPEJCTaBISIET COOOM
BPOXKJICHHYIO aHOMAJIUIO/BPOKACHHBIA MOPOK pa3BUTHs (cM. Takke m. 1.2.1
npunoxeHust Ne 11 k vacrosium IpaBunam);

1.53. «cnenoit meton (mackuporka)» (blinding (masking)) — wmerton,
IpyU NPUMEHEHUH KOTOPOTO OJHOM WM HECKOJHKUM Y4YacTBYIOIIMM B
KJIMHUYECKOM HUCCIEIOBAaHUM CTOPOHAM HEW3BECTHO, KAaKOE€ JICUCHUE
Ha3HauYeHO  CcyObekTy  uccinemoBanusa.  [lpoctoir  cimemoit  meTon
MpeayCMaTPUBAET HEOCBEIOMJICHHOCTh O HA3HAYEHHOM WM BHUJIE JICYEHUS
CyOBEKTOB MCCJICAOBAaHMUS, B TO BpeMs KakK JIBOMHOM CJICHON METOJ
nojpa3yMeBacT HEOCBEIOMJICHHOCTh CyOBbEKTOB UCCIIeIOBaHMS,
UCCIIeIOBATEIICH, MOHUTOPOB M B HEKOTOPBIX CIydasiX JIUII, BBITTOJIHSIIOIINX

CTATUCTUYECKYIO 00pa0OTKY JaHHBIX;
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1.54. «cobntoienrie TpeOOBaHUN (MPUMEHUTENBHO K KIMHUYECKUM
uccienoanusaMm)» (compliance (in relation to trials)) — coorBeTcTBUE BCceM
CBS3aHHBIM C KJIMHHYCCKHM HKCCIICIOBAHHEM TpPEOOBAaHUSAM, HaJIIC)KaIICH
KIIMHAYECKOU MPAKTHKE U MHBIM IIPHMEHUMBIM TPEOOBaHHSIM;

1.55. «couccnenoparens  (subinvestigator)»  — 5000 ujieH
UCCIICIOBATCIIbCKOTO  KOJUICKTHBA, HA3HAYCHHBIM  HMCCIICJOBATCIIeM M|
OCYIICCTBIIIOIIMKA  TIOJT €ro  KOHTPOJEM  3HAYUMBIC  IPOLETYPHI
KIIMHAYECKOTO  HMCCICOBAaHUS B  HCCICAOBATCIBCKOM IICHTPE  W/HIIA
PUHUMAOIINNA Ba)KHBIE PEIIICHHUS, CBSI3aHHBIC C UCCIICIOBAaHUEM (HAIpuMmep,
WHTEPH, OPAUHATOP, HAYYHBIH COTPYIHUK);

1.56. «crmoHcop» (SpPONsor) — ¢u3uyeckoe WIH FOPHIUYECKOE JIMIIO,
OTBeUarollee  3a  HMHHIMAIMIO,  OpPTraHM3alMi W oOecreycHHue
(bUHAHCUPOBAHUS KIIMHUYECKOTO UCCIICIOBAHUS;

1.57. «cioHcop-uccaenoBaTeNiby  (Sponsor-investigator) —  swio,
KOTOPOE CaMOCTOSITEIIBHO MJIM COBMECTHO C JIPYTUMHU JIUIIAMH UHUITUUPYET U
IPOBOJAUT  KJIMHHYECKOE HCCIICIOBAaHUE U TOJ  HEMOCPEICTBEHHBIM
PYKOBOJCTBOM KOTOPOTO HCCJENyeMbIi mpenapar Ju0o Ha3zHayaroT, J10o
BBIAIOT CYOBEKTY HCCIICIOBAHUS, JIMOO TMIOCICTHUN TIPUHUMAET €ro.
CnoHCOpOM-HCCIIeIoBaTeieM MOXKET OBITh TOJBKO (H3WYECKOE JIMIIO.
O0s3aHHOCTH CITOHCOPA-HUCCIICIOBATEIS BKIIOYAIOT B ¢e0sl 00A3aHHOCTH Kak
CIIOHCOPA, TaK U UCCIICOBATEIS;

1.58. «crangaptHbeie omneparonnbie nporeaypsl, COII» (standard
operating procedures; SOPS) — moapoOHbIe NHCbMEHHBIC HHCTPYKIIUH,
npeIHa3HAYCHHBIC I JOCTHIKEHHUS €AMHOO0Opa3wsl TPHU OCYIICCTBICHUU
OTPEICIICHHOM JESITEIbHOCTH;

1.59. «cyObekT (cyObekT ucciemoBanusi)» (Subject (trial subject)) —

(1)I/ISI/I‘IGCKO€ JIUIO, YY4aCTBYIOIICC B KIIMHUYCCKOM HCCICJOBAHUU B COCTABC
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TPYNIbI, TOJNydYaroIle WCClIeayeMblid mpemapaTr, Ju00 B  COCTaBe
KOHTPOJIbHOM I'PYIIIBI;

1.60. «ynomnomoucHHbIe opranb» (regulatory authorities) — opramsi,
oOnagaronIie  MPaBOM  OCYIICCTBJIATh  peryqupyronme  (QyHKIUH.
[IpumenuTensHO K HacTtosmuM I[IpaBuiaaM K YIOJTHOMOYEHHBIM OpraHam
OTHOCSATCSI MHCTAHIINY, YIIOJHOMOYEHHBIE PacCMaTPUBATh MPEI0CTABIICHHbBIE
UM KJIMHUYECKHE JaHHBIC, a TakKe MPOBOAUTH WHCIICKIIUU. DTH OPTaHbI
TaK)Ke MHOT/Ia Ha3bIBAOT KOMIIETEHTHBIMU OpraHaMU;

1.61. «ys3BuMBIe CYOBEKTHI HcciemoBanus» (vulnerable subjects) —
JUIa, Ha JKEJIAaHUE KOTOPBIX Y4YacTBOBAaTh B KIMHHUYECKOM HCCICAOBAHUM
MOXXET OKa3aTh 4Ype3MEpHOE BIHUAHHEC OXHAaHue (0O0OCHOBAaHHOE WIIH
HEOOOCHOBAHHOEC) T€X WJIM WHBIX MPEHMYIIECTB, CBA3aHHBIX C y9acCTHEM B
WCCIICIOBAHNM, WJIM CAHKIHMM BBIMICCTOSIIUX B HEPApPXUM JIMI[ B Cydae
oTkaza oT ydactus. K ys3BUMBIM CyOBEKTaM HCCIICIOBAHUS OTHOCSTCS
yJalyecs BBICIIMX ¢ CPEAHUX MEIUIMHCKHX, (papMaleBTUICCKUX M
CTOMATOJIOTHYECKUX YUYEOHBIX 3aBEJICHHUM, MIIQJIIUN IMepCOHAN KIWHUK U
naboparopuid, ciiyxamiyge GpapMaleBTUUECKUX KOMIAHUM, BOCHHOCTY KAIIIUE
W 3aKIIOYCHHBIC, a TakKe OOJIbHBIC, CTPAJAIONINe HEH3JICUYUMBIMH
3a007€BaHUsAMM,  JIMIA, HAXOJAIHEeCs B  JOMax 10  YXOXy,
MajoobecriedeHHbIe W 0e3pabOTHBIC, TMAIMEHTHI, HAXOMISAIIUECS B
HEOTJIO)KHOM COCTOSTHHUHW, TIPEJCTABUTEIIM HAIMOHAIBHBIX MEHBIITHHCTB,
O0e3moMHbIe, Opojsird, OEXKEHIbl, HECOBEPIICHHOJIETHUE U  JIWIIA,
HaXOIAIIMECS TIOA OICKOHW WM IIONCYHUTEIHCTBOM, a TaKXKe JIMIA,
HECIOCOOHEKIC JaTh COTJIACHE.

1.62 «okcneptHbI coBeT opranu3anuu, DCO» (Institutional Review
Board; IRB) — He3aBucCHMBIN oOpraH, COCTOSIIMN W3 JIHI], PaOOTAIOIIUX B
00JIacCTH MEIMITMHBI, HAyKH, a TaKXKe HE HMMEIONIUX OTHOIICHHWS K HayKe,

KOTOPBII OO0ecleunBaeT 3alluTy MOpaB, O€30MaCHOCTU W OJIArOmoay4us
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CyObEKTOB  HCCIIECIOBaHHMS, B TOM YHCIE TIyTeM pPacCMOTpEHUS,
YTBEPIKJICHUS/0T0OpEHHS TPOTOKOJIA UCCIICOBAHNS U TONPABOK K HEMY, a
TaKKe MaTEPUATIOB M METOJIOB, KOTOPBIE MPEI0JIaracTCs UCIOIb30BaTh JIJIs
HOJIYYCHHSI M TOKYMEHTUPOBAHUS MH(POPMHUPOBAHHOTO COIIACUS CYOBEKTOB
UCCIICIOBAHUSI.

JIOTIOJITHEHUE

1.63. «3aBepennas komwus» (certified copy) — komus (HE3aBHUCHMO OT
TUIIA HOCUTEJIS) OPUTHHAIBHON 3alKCH, KOTOpas, Kak ObLIO MOJITBEPIKICHO
(HampuMep, JaTHUPOBAHHOW MOIIHUCHIO WM BaJMIUPOBAHHBIM IPOILIECCOM
CO3JIaHUS KOIIMH), COJCPKUT Ty k€ HH(GOpMAIUIO, BKIOYas JaHHBIC,
KOTOpbIC OIUCBHIBAIOT KOHTEKCT, COJACpXKAHHE M CTPYKTYpYy, 4YTO W
OpHUTHHAJIbHAS 3aIHCh;

1.64. «rutan monuTopunray (monitoring plan) — mokyMeHT, KOTOpBIit
ONMCBHIBAET CTPATETHIO, METOJbl, pacmpeieNieHre OO0sf3aHHOCTEH W
TpeOOBaHMS K MOHUTOPHHTY KJIMHHUECKOTO MCCIICIOBAHMS,

1.65. «Baympanusi KOMIBIOTEpHU3UpPOBaHHBIX cucTteM» (validation of
computerized systems) — mporecc yCTaHOBJCHHS M JOKYMEHTHPOBAHHMS
¢akTa TOro, 4yro TpPeOOBAHMS, MPEABIBIIECMbIC K KOMIBIOTCPU3UPOBAHHOM
CHCTEME  TOJIb30BaTEeleM, TIOCTOSSHHO  COONIOHAIOTCS € MOMEHTa
NPOCKTUPOBAHUS IO BBIBOJA KOMIIBIOTCPU3HPOBAHHON CHCTEMbI W3
IKCIUTyaTalliy WM TIEPeXxo/ia Ha HOBYIO KOMITBIOTCPU3UPOBAHHYIO CHUCTEMY.
[Tonxon K BaIMIAMd  KOMIIBIOTEPU3UPOBAHHBIX  CHUCTEM  JIOJDKEH
OCHOBBIBATHCS HA OICHKE PHUCKOB, KOTOpas yYMTBHIBACT HAa3HAYCHHE
KOMITBIOTEPU3UPOBAHHOW CUCTEMBI M CITOCOOHOCTh 3TOW CHCTEMBI BIIUATH Ha
3alIUTy CYOBEKTOB HWCCJICNOBaHWS W JIOCTOBEPHOCTh  PE3YJIbTATOB

KIIMHUYECKOI'O NCCJIICAOBAaHMs.

2. IIpuHIUIIBL HAJIEKAIEH KIMHUYECKON MPaKTUKU
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2.1. Knuandyeckue  WCCIENOBaHMWS ~ JOJDKHBI ~ TIPOBOJUTHCS B
COOTBETCTBUH C JITHYCCKUMHU MPHUHIIAIIAMH, 3I0KEHHBIMU XeEIThCUHKCKON
nexkmapanuer, npuHsaton Ha XVII ceccum BcemupHoM —accoumanuu
3npaBooxpaHeHus B 1964 rony, n orpaxkeHHbIMU B Hactosmux [IpaBunax u
MPUMEHUMBIX TPEOOBAHUSX.

2.2. Jlo Hauana wuccleIOBaHUSl JOJDKHA OBITh IPOBEJCHA OIICHKA
COOTHOULIEHUSI MPEABUAMMOrO (MPEACKa3yeMoro) puUcKa U HEYJI0OCTB ¢
OXXHMJaeMON TOJIb30H IsI  CyOBbeKTa HCCIEAOBaHUS M OOIIECTBA.
HccnenoBanue MoOXKeT OBITh HA4aTO U MPOJOJHDKEHO TOJBKO B TOM Ciyvae,
€CJIM OXKHUJaeMas MoJIb3a OMPaBIbIBAET PUCK.

2.3. IIpaBa, Ge3omacHOCTh W OJy1aronojaydre CyObeKTOB HCCIIETOBAHUS
UMEIOT TIEPBOCTEIICHHOE 3HAa4YeHHWE M JIOJDKHBI TIPEBAIMPOBATH HAT
WHTEpecaMu HayKd U 00IIecTBa.

2.4. ndopmarnus (IOKIMHUYECKAsT W KIMHHYECKasi) 00 HCClIeTyeMoM
npenapare J0DKHa ObITh JOCTATOYHOM JJiE 00OCHOBAHUS MPEAIOJIaraeMoro
KJIMHUYECKOT'O UCCIIEAOBAHUSI.

2.5. Knuandeckue uccienoBaHus JOJDKHBI COOTBETCTBOBATh HAYYHBIM
TpeOOBaHUSIM W JOJKHBI OBITh YETKO M TMOAPOOHO OMHCAHBI B MPOTOKOJIC
KIIMHUYECKOTO MCCIIeI0OBaHUs (Jjajee — MPOTOKOII).

2.6. Knuanueckoe HUCCJIEIOBAHUE JIOJIKHO MIPOBOJIUTHCS B
COOTBETCTBUHU C IPOTOKOJIOM, pa3perieHHbIM (0JI00pPEHHBIM) SKCIEPTHBIM
coeroM opranmzanuu (OCO) (HE3aBUCUMBIM 3THYECKHUM KOMUTETOM
(HOK)).

2.7. OTBETCTBEHHOCTh 32 OKAa3bIBAEMYIO0 CYOBEKTY MEIUIIUHCKYIO
MIOMOIIb W IPUHATHE PEIICHUN METUITMHCKOTO XapaKTepa HECEeT Bpad.

2.8. Bce mpoBopasiue HCClIENOBaHWE JIMIA  JIOJDKHBI  HUMETh
COOTBETCTBYIOIIME OOpa30BaHWE, IMOJATOTOBKY W OIBIT JUISI BBITTOJTHCHUS

BO3JIOKCHHBIX HA HUX 3a/1a4.
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2.9. JloOpoBoapHOE HH(POPMUPOBAHHOE COIVIACHE JOJDKHO  OBITh
MOJIYYEHO Y KaXKJI0r0 CyOBheKTa J0 €ro BKIIOUEHHUS B UCCIICIOBAHUE.

2.10. Bcro nmonydeHHy0 B KIMHUYECKOM HMCCIEAOBAaHUM HHOOPMAIIHIO
HEOOXOAMMO PETUCTPUPOBATh, NEpelaBaTh W XPaHUTh TaKUM 00pazoM,
yTOOBl 00ECNEYUTh TOYHOCTh M MPABUIBHOCTH €€ MpPEACTaBICHUS,
WHTEpIPETAINU U BepUPpuKaIuu.

JOITOJIHEHUE

OTOT NOPUHIMUII TMPUMEHHM KO BCEM 3alHCsM, YIOMHUHAE€MbIM B
HactosAmux [IpaBunax BHE 3aBUCUMOCTH OT THUIIA UCIOJb3yEMOIO HOCHTEIS.

2.11. KoHpuaeHIIHaIbHOCTh 3aImcew, ITO3BOJISIOIINX
UAEHTU(OULIMPOBATH CyOBEKTOB MCCIEIOBAHUS, JOJIKHA ObITh OOecreueHa B
Henasix  COONIOJIeHMs TIpaBa HA  YaCTHYIO  JKM3Hb M 3alllUTY
KOH(PUIACHIIMATHHOCTH B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMU.

2.12. IIpou3BOJICTBO M XpAaHEHHUE HCCIEAYEMbBIX MPEMapaToB, a TaKKe
oOparieHue ¢ HHUMH HEOOXOJAMMO OCYIIECTBJISTh B COOTBETCTBUU C
[IpaBunamMu Hazexamen nTPOU3BOACTBEHHOM MPAKTUKA EBpasuiickoro
PKOHOMHUYECKOTr0 CO03a, yTBepKaeHHbIMU Pemenuem Coseta EBpaszuiickoi
PKOHOMHYECKOH Komuccum oT 3 HosOps 2016 1. Ne 77. Hccnemyembie
mpenaparbl JIOJDKHBI MPUMEHSITBCS B COOTBETCTBHU C YTBEPKIECHHBIM
MPOTOKOJIOM.

2.13. Cnenyer BHEAPUTh CHUCTEMBI C TPOIEAypaMH, KOTOpbIE
00ecrneynBalOT Ka4eCTBO KaXKI0r0 aCleKTa KIMHUYECKOT0 UCCIIE0BAHUS.

JNOIIOJIHEHUE

Takue cuctemMbl MOMKHBI (POKYCHPOBATHCS HA TEX AaCHEeKTax
KJIIMHAYECKOTO HWCCJIEAOBaHUS, KOTOPbIe OOECIEYMBAIOT 3AIIUTY CYOBEKTOB

HCCIICAOBAHUA U JOCTOBCPHOCTL €TI0 PC3YJILTATOB.
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3. DKCIEpPTHBIN COBET OpraHU3allin
(ae3zaBucumblii aTrdeckuit komuret) (ICO (HOK))

3.1. O6s13aHHOCTH.

3.1.1. DkcniepTHBI COBET OpraHu3alu (HE3aBUCHUMBIA ITHYECKUN
KOMUTET) MPHU3BaH 3alllUIIATh MpaBa, 0€30MacHOCTh M 0JIArOMOJIyYHe BCEX
CyOBeKTOB HWcclemoBaHus. MccimenoBaHUsAM € y9acTHEM  YSI3BHUMBIX
CyOBEKTOB JIOJXKHO OBITh YEIE€HO 0CO00€ BHUMAHUE.

3.1.2. 5CO (HOK) momkeH MOJy4YHTh HAa PACCMOTPEHHE CIICIYIONINE
JIOKYMEHTBI:

MPOTOKOJI (ITOMPABKU K TPOTOKOITY);

MUCbMEHHYI0  QopMy  HMHPOPMHUPOBAHHOIO  COTJlacMsd U €€
NOCIENYIOIIME  pEeNaKiuu,  MpeJyiaraéMble  HCClieoBaTeiaeM s
WCITOJIb30BAaHUS B MICCIICIOBAHNH,

OMHCaHUE JEWCTBHM, HANpaBICHHBIX Ha MPUBICYCHUE CYOBEKTOB K
Y4acTHIO B UCCIEAOBAaHUY (HAIIPUMED, PEKIIAMHbBIE OOBSBICHHS);

MUCBMEHHBIC MaTepHaIIbl, KOTOpPbIE OYIyT MPEIOCTaBICHBI CyObEKTaM
UCCIICIOBAHUS;

OpoIIOPY UCCIIeI0BATENS;

M3BECTHYIO MH(OPMAIINIO, KaCaIOIIy0Cs 0€30MacHOCTH;

uH(opMaIKs 0 BhIIUIATaX U KOMIICHCAIUSAX CyOBEKTaM MCCIICIOBAHNUS;

TEKYIIYIO pEeIaKkIuio pe3toMe uccienopatens (curriculum vitae) u
(wnm) npyrue MaTepualbl, MOATBEPKAAIONINE €T0 KBATU(UKAIIHIO;

Ipyrue JOKYMEHTHI, KoTopblie MoryT notpedoBarbcsi DCO (HIOK) mis
BBITIOJTHEHUSI €T0 00SI3aHHOCTEMN.

OCO (HBK) gnomkeH paccMOTpeTh BONPOC O MPOBEACHUU
IpeIaracMoro KJIMHMYECKOTO HCCISAOBaHUS B COOTBETCTBYIOIIME CPOKH U

HdaThb 3aKJIOYCHHUC B IINCBMEHHOM BHJIEC, YCTKO I/II[CHTI/I(I)I/ILII/IPYH
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WCCJICIOBAaHNE, PACCMOTPEHHBIE JTOKYMEHTHI W JaThl TPU BBIHECEHUU
CJICYIOIIUX BO3MOXKHBIX PEIICHUN:

o100peHue (Bbllaya 3aKJIF0YCHHS) Ha POBEICHUE UCCIICIOBAHNUS,

TpeOOBaHME O  BHECEHWHM  HU3MEHEHMH B  MPEJCTABICHHYIO
JOKYMEHTAIlMIO JI0 TIOJYyYeHUs OJI00peHus (BblJaud 3aKIOYCHHs) Ha
MPOBEJICHUE UCCIIEI0BAHUS;

OTKa3 B 0J00peHMH (BblJaue 3aKJIOYEHUS) Ha MPOBEACHUE
UCCJICIOBAHMUS;

oTMeHa (MIPUOCTAaHOBKA) CJAEIIAHHOTO paHee o100peHus (BBLAAHHOTO
3aKJIFOYEHUS) HA TIPOBEICHHUE HCCIICIOBAHMUS.

3.1.3. 3CO (HOK) nomxeH OLIEHUTh COOTBETCTBHE KBalU(PUKAIUU
UCCIIEIOBATEII MpEIJaraéMOMy HCCIICIOBAHUI0O HAa OCHOBAHUU TEKYIIEH
penakuuu pesome uccuemoratens (curriculum vitae) u (wnm) apyroi
COOTBETCTBYIOIIEH NOKyMeHTauu, 3anpoiieHHon 3CO (HOK).

3.14. 3CO (HDK) pomkeH NEpUOAUYECKH  paccMaTpUBaTh
JOKYMEHTAIIMIO TI0 KaXJAOMYy TEKYIIEMY HCCICIOBAaHUIO C 4YacTOTOMH,
3aBUCAINEH OT CTENEeHH PHUCKA, KOTOPOMY IOJIBEPralOTCs CYOBEKTHI
WCCIIeIOBaHMs, HO HE pexe 1 pasa B ros.

3.1.5.2CO (HBK) wMoxer mnoTpedboBaTh, dYTOOBI CyOBEKTaM
uccienoBaHusl moMmuMo uWH(opManuu, ykazanHo B myHKTe 4.8.10
HacTosmux [IpaBmi, OBLIM TPENCTABIICHBI JOMOIHUTEIBHBIC CBEICHHS 00
uccinenoBanuu, eciu, no MHeHutro ICO (HOK), 3to HeoOxoaumo mjis
3aIlUTHI TIPAaB U 370POBbsI CYOBEKTOB MCCIEAOBAHUS, a TAKXKE JJII TapaHTUU
ux 0€30MacHOCTH.

3.1.6. B cnydae ecnu coryacue Ha ydactue cyObeKTa B MCCIEIOBaHUH,
HE CBS3aHHOM C JIEYECHHWEM, JAaeT €ero 3aKOHHBIM NPEeACTaBUTEIL B
cootBeTcTBUU ¢ yHKTaMu 4.8.12 u 4.8.14 nacrosimux IIpasun, 3CO (HIOK)

JOJDKEH yOemWThCS, YTO TPEACTABJICHHBIM MPOTOKON W (WiM) Jpyras
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JOKYMEHTAIIUS COOTBETCTBYET JTHYECKUM U JPYTUM PUMEHHUMBIM
TpeOOBaHUAM K MOJOOHBIM KIIMHUYECKUM HCCIICIOBAHUSM.

3.1.7. B cnyyae eciau B MPOTOKOJIE YKa3bIBA€TCA HAa HEBO3MOXHOCTH
MOJIyYEHUS COTJIacHs Ha y4acTUe B UCCIEAOBAaHUU y CyOBbEKTa UCCIIeI0OBAHUS
WU ero (ee) 3aKOHHOTO MPEJICTaBUTEN B COOTBETCTBUU C MyHKTOM 4.8.15
HacTosmux [IpaBunm 10 MOMEHTa BKJIIOYEHHUS CyOBEeKTa B HCCIEIOBAHUE
(Hanpumep, npu HeOTIIOKHOM coctosgaun), ICO (HOK) nommken ydoenurbcs
B TOM, 4YTO MpPEACTaBICHHBIM MPOTOKON WU (WUIM) JApyras JOKYMEHTAIlUs
COOTBETCTBYET JTHYECKUM U JIPyTUM MPUMEHUMBIM TpeOOBaHUSIM K
MO00HBIM KIMHUYECKUM HCCIICIOBAHUSIM.

3.1.8.9CO (HOK) paccmarpuBaeTr pa3Mep U MNOPSAIOK BBIIIIAT
CyOBEKTY HCCIIeIOBaHUS, YTOOBI YOEIUTHCS B OTCYTCTBUM HEOOOCHOBAHHOMU
3aMHTEPECOBAHHOCTU WJIM MPUHYKJEHUS CyOBEeKTOB HccieaoBanus. Pazmep
BBIIJIAT CYOBEKTaM MCCIIENIOBAHUS JODKEH OBITh MPOMOPLHMOHATIEH HX
y4acTUIO B MCIBITAHUHU, HO HE JIOJDKEH 3aBUCETh HUCKIIOYUTEIHHO OT TOTO,
3aBEPIINII JIU CYOBEKT UCCIEOBAHNUE TTOJIHOCTHIO UJTU HET.

3.1.9. 5CO (HOK) nmomkeH ybeauTbcsi B TOM, 4TO HH(MOpMAaIus,
Kacaromiascs BBIIJIAT CYObEKTaM HCCIEOBAaHMsA, BKIIOYAsl CIIOCOOBI, pa3Mep
U TOPSAOK BBITIIAT, OTPaK€HA B MUCbMEHHOUN (opme MHPOPMUPOBAHHOTO
corjacusi ¥ B JIIOOBIX JPYTUX MPEIOCTABISEMBIX CyObEKTaM HCCIICIOBAHUS
Marepuanax. J{omkHO OBITh yKa3aHO, KakUM 00pa3oM OyJeT onpeneisiThes
MIPOTTOPITMOHAIBHOCTD BBITIIAT.

3.2. CoctaB, GyHKIIMHU U TOPSATOK PaOOTHI.

3.2.1. B cocrap OCO (HOK) n0omKHO BXOJHWTH JOCTATOYHOE YHCIIO
JUI, OO0JIAMaoNIX B COBOKYITHOCTH HEOOXOAMMOW KBaTIM(pUKAIUCH M
OIBITOM IS PACCMOTPEHHUS M TIPOBEJICHHS DKCIIEPTHOM OIEHKH HAyYHBIX,
METUITMHCKUX M STHYECKHUX aCIIEKTOB TUTAHUPYEMOTO HCCIICIOBAHUS.

Pexomenayercs BkiaodyeHue B cocta DCO (HIK):
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a) He MEHEee S5 YellOBeK;

0) mo kpaliHeit mepe 1 yenoBeka, HE CHEIUATUZUPYIOIIETOCs B 00JaCTH
Hay4YHBIX UCCJICIOBAHUM (JEATETHOCTH);

B) II0 KpaiiHel Mepe 1 denoBeka, HE SBISIOMIETOCS COTPYIHHUKOM
MEJIUIIMHCKOW opraHu3aiuu (UCClIeq0BaTeIbCKOr0 IIEHTpa), B KOTOPOM
MPOBOJAUTCS UCCIIEIOBaHUE.

l'omocoBarh (BbIpakaTh MHEHUE IO HCCIIEIOBAaHUIO) UMEIOT IPaBO
tonbko Te wieHbl DCO/HOK, koTopble HE 3aBUCAT OT HCCIEAOBATENS H
cnoHcopa gaHHoro uccienoanusa. OCO (HOK) momxeH BecTH CHHCOK
YJICHOB C YKa3aHUEM UX KBATU(PUKAIIIH.

3.2.2.3CO (HBK) pomkeH OCYIIECTBISATH  JEATEIHHOCTH B
COOTBETCTBUU C JOKYMEHTAJIHHO O(OPMIICHHBIMH PA0OYMMU MPOIIEAYpPaAMH,
JOKYMEHTHUPOBaTh CBOIO pabOTy M BECTH MPOTOKOJBI 3acenanuii. Ero
NEATENIbHOCTh  JIOJDKHA  COOTBETCTBOBATh  HAcTosuM  IlpaBmiiam  wu
MPUMEHUMBIM TPEOOBAHMAM 3aKOHOIATEIHCTBA TOCYIaPCTB-YICHOB.

3.2.3. 9CO (H3K) npunumaet perieHus Ha OObsIBICHHBIX 3aCEIaHUSIX
MIPY HAJIMYUU KBOPYMa, ONPEICICHHOTO Pab0OuYnMU TIPOIIEAypaMHu.

3.2.4. Tonbko unensl DCO (HOK), npuHrMaBIKe HEMOCPEICTBEHHOE
y4acTHe B PACCMOTPEHHUH JTOKYMEHTAIIMH 10 MCCIICIOBAHUIO U OOCYKIICHUH,
MOT'YT y4aCTBOBaTh B TOJIOCOBAaHHMH (BBICKA3bIBaThb CBOE€ MHEHHWE) U (HJIH)
JlaBaTh PEKOMEHIAIUU.

3.2.5. UccnenoBaresib MOXKET MPEIOCTABIATH, HH()OPMALIHMIO 10 JTFOOBIM
acreKTaM HCCIIEIOBaHUsl, HO HE MOJKET y4YacTBOBaTh B MPEHUSAX WU B
rojiocoBanuu (Beipadbotke MueHust) CO (HOK).

3.2.6. 0CO (HOK) wmoxer mnpuberatb K IIOMOIIM HE3aBUCHMBIX
HKCIEPTOB IO CHEIHUAIBHBIM BOIIPOCAM.

3.3. [Ipouenypsi.
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OCO (H32K) nomxen pazpabotaTh, JOKYMEHTaIbHO O(DOPMUTH U
co0JIro1aTh CTaHIapTHBIE Pa00OYKE MPOLICAYPhI, PETIaMEHTUPYIOIIHUE:

3.3.1. Ero cocraB (dhammimu 1 KBaTu(PUKAIMIO WICHOB) U yUPEIUBIITHI
€ro Opra.

3.3.2. llopsanok Ha3HAYEHUS 3aceaHUi, OMOBEIIECHUS €ro YJICHOB O
MPEACTOSIMX 3aCEIaHUsAX, a TAKXKE OPraHU3alluI0 3aceIaHuM.

3.3.3. [lopsaiok ~ MEPBUYHOTO W  MOCIEAYIOIIET0  PaCCMOTPEHUs
JIOKyMEHTAIIMH T10 UCCIIEIOBAHUIO.

3.3.4. [lepuoAMYHOCTD TOCJEIYIOMIETO0 PACCMOTPEHUSI JOKYMEHTAIUU
10 UCCJIEAOBAHUIO.

3.3.5. [lopsimok ~ yCKOPEHHOr0  PacCMOTPEHHUsI JOKYMEHTAlluH, B
COOTBETCTBUU C MPUMEHUMBIMU TpeOOBaHUSMH i1 OJ0OpeHHs (BbLIAYU
3aKJIFOYEHUS) TIPU HE3HAYUTEIHLHOM U3MEHEHHH B TEKYIIUX MCCIEIOBAHUSIX,
yKe moayuuBImx ogoopenue (3akmouenue) ICO (HIOK).

3.3.6. HemomycTUMOCTh BKJIIOYEHUSI CYOBEKTOB B HCCIIECJIOBAHUEC JI0
toro, kak 9CO (HOK) BblmacT mucbMeHHOE 0J100peHUE (3aKJIOUYeHUE) Ha
MPOBEICHUE UCCIICAOBAHUSI.

3.3.7. HenonycTuMOCTh B COOTBETCTBUU C MYHKTOM 4.5.2 HACTOSAIIUX
[IpaBun  OTKJIIOHEHWS OT TPOTOKOJIA WM €ro W3MEHEeHui Oe3
MIPEIBaPUTEIBHOTO MMACbMEHHOTO 0100peHUs (3aKJIFOYEHUS )
cootBeTcTBYOIMX TonpaBok ICO (HOK), 3a uckiodyeHneM TexX ciydaes,
KOT/Ia M3MCHCHHMS HaIlpaBJCHBI Ha YCTPAHCHHE HEMOCPEICTBEHHOM YIPO3BI
CyOBeKTaM WCCIENOBAHMS WJIM KOTJa W3MEHEHHS KacaroTCsi TOJIBKO
aIMUHUCTPATUBHBIX M MaTEPHATBHO-TEXHUYECKUX ACIIEKTOB HCCIICIOBAHUS
(HampuMep, CMEHa MOHHUTOPA, U3MEHEHUE HOoMepa TeseoHa).

3.3.8. O0s13aHHOCTh HUCCIIEa0BATENd HE3aMEUTUTENbHO coobmars DCO

(H9K):
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a) 00 OTKJIOHEHUAX OT MPOTOKOJA WA HM3MEHEHHUSIX MPOTOKOJIA,
MPOU3BEJCHHBIX JUIsI YCTPAaHEHUs] HEMOCPECTBEHHOM YIrpo3bl CyObEeKTam
HCCIICIOBaHMS, B COOTBETCTBUU ¢ MyHKTamu 3.3.7, 4.5.2 u 4.5.4 nHacTosmmx
[IpaBwu;

0) 00 HU3MEHEHHWSX, YBEJIMYMBAIOIIMX  PUCK 11  CYOBEKTOB
UCCIe0OBaHus W (WJIM) CYIIECTBEHHO BIUSIONIMX HA IPOBEJCHUE
MCCIIEIOBAHMUS, B COOTBETCTBUM C MyHKTOM 4.10.2 HacTosmmx [IpaBun;

B) 000 BCEX CEPhE3HBIX HEMPEABUICHHBIX HEXKEIATEIbHBIX PCAKIIUIX;

I') O HOBBIX JIAHHBIX, KOTOPbIE MOT'YT CBHJIETEIILCTBOBATh O BO3PACTAHUU
pucKa isi CyObeKTOB UCCIEOBAHUS WIIM HEOIArOmpHUsTHO MOBIUSATH HA XOJ
UCCIIC/IOBAHMUSI.

3.3.9. O6s3annocte DCO (HOK) HeszamequTenbHO B IHCHMEHHOM
BHUJIC COOOIIATh UCCIIEI0BATEI0 (MEIUIIMHCKON OpraHnu3allim):

a) 0 CBOUX PEIICHUAX (3aKJIFOUCHMSX ), KaCAOIIUXCS UCCIICIOBAHUS;

0) 0 MpUUMHAX MIPUHATUS PEIICHUH (3aKII0YCHUH);

B) 0 mopsiike (Tporeaypax) 00kanoBaHus pelIeHUN (3aKIFOUEHUN ).

3.4. JlokymeHTanus.

OCO (HOK) nomkeH XpaHUTh OTHOCSIIYIOCS K HCCIIEIOBAHUIO
JOKYMEHTAIUIO (B YaCTHOCTH, MUCbMEHHBIE MPOUEAYPHI, IEPEUYHU YJICHOB C
yKa3aHUEM poJa JESITeIbHOCTH U MecTa paldOoThl, MPEICTABICHHbIE Ha
pacCMOTpPEHUE JOKYMEHTBI, TPOTOKOJIbI 3aCeAaHUN U KOPPECIOHACHIINIO) B
TEUEHHUE HE MEeHee 3 JIET MOCe 3aBEPIICHUS UCCIICIOBAHUS U TIPEOCTABIIATh
ee Mo TpeOOBaHUIO YIOJTHOMOYEHHBIX opraHoB. MccimemoBaTtenu, COHCOP,
YIOJHOMOYEHHBIE opraHbl MoryT 3anpamuBath y CO (HOK) undopmaruio

0 €ro Mpoleaypax U NePeyHU YJICHOB.

4. UccnenoBareib

4.1. Kanuduxkarus u 00s3aTeIbCTBA UCCIIEA0BATEIIS.
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4.1.1. Uccnenosarein TIOJDKEH UMETH COOTBETCTBYIOIINE
kBajudukaiuio, odpazoBaHue, MPoPhEeCCUOHAIBHYIO MOJTOTOBKY U OIIBIT,
MO3BOJISIIONINE €My NPHUHATH Ha ce0s OTBETCTBEHHOCTh 3a HaJyIeKallee
MPOBEACHUE KIMHUYECKOTO HcclieqoBaHusd. Kpanmudukamus uccienoBaTess
JIOJKHA COOTBETCTBOBATh NMPUMEHUMBIM TPeOOBAHUAM M TMOATBEPKIATHCS
TeKyluM pe3toMe (curriculum vitae) u (WiM) OpyruMu JOKYMEHTaMH,
KOTOpbIE MOTYT ObITh 3ampoiineHsl crnoHcopoMm, DCO (HOK) u (wim)
YIOJIHOMOYEHHBIMH OpraHaMH.

4.1.2. UccnenoBarens JOJDKEH  BHUMATEIBLHO  O3HAKOMHUTBCS  C
NpaBWJIAMM  HAJJICKAILET0 IMPUMEHEHHS  HCCIENYEeMOro  Ipernapara,
U3JIO)KEHHBIMHU B MPOTOKOJIE, TEKYIIEH pelakiui OpOIIOPhl UCCIIEI0BATENS,
oO011Iei XapaKTEpPUCTUKE JICKAPCTBEHHOTO Ipernapara U JPYrux UCTOYHUKAX
uH(dOpMaIU, TPEACTABICHHBIX CIIOHCOPOM.

4.1.3. HUccrmemoBarenp HOJDKEH 3HATh HW COOJIOATH HACTOSAIINAE
[IpaBuna u npuMeHUMBIE TPeOOBaHUSI.

4.1.4. iccnenoBareisb (MenuIMHCKAas OpraHu3aIus) IOJDKEH
COJICMICTBOBATh MPOBEJICHUIO CIIOHCOPOM MOHUTOPHUHIA W ayJuTa, a TakXKe
YIOJTHOMOYEHHBIMU OpraHaMU WHCIIEKIIUH.

4.1.5. UccnenoBarenb JOMKEH BECTH  IIepedYeHb  00JaJaromInx
HEOOXOAMMOM KBaIM(PUKAIMEW JHIl, KOTOPhIE TO €ro MOPYYCHHUIO
OCYILIECTBIISIIOT ONPEICICHHYIO ACSATEILHOCTh B paMKaX MCCJIC0BaHUS.

4.2. COOTBETCTBYIOIINE PECYPCHI.

4.2.1. ViccnenoBarens MOHKEH OBITh CIOCOOEH MPOAEMOHCTPUPOBATH
(HampuMep, Ha OCHOBAHUU PETPOCHEKTUBHBIX JAHHBIX) BO3MOXKHOCTh HAOOpa
B TEUCHHUE OMPEACIICHHOTO IMEepUoJia TPEOYeMOro KOJIMYECTBA IMOIXOISIIINX

CyOBEKTOB UCCIICIOBAHUS, COOTBETCTBYIOIINX KPUTEPHUSIM OTOOpA.
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4.2.2. iccnemoBarens JOJDKEH HMETh JOCTAaTOYHOE KOJIMYECTBO
BpEMEHH, 4YTOOBl HaIeKamKUM O00pa3oM TMPOBECTH H  3aBEPIIUTh
UCCJIeIOBaHUE B TEYCHUE OTOBOPEHHOTO MEPUO/IA.

4.2.3. UccnenoBareinb JIOJDKEH pacriojaraTh JIOCTATOYHBIM
KOJTMYECTBOM  KBAIM(DHUIIMPOBAHHBIX COTPYAHUKOB W  MaTEPHAIBHBIX
pecypcoB (MOMeNIeHUs, 000pyAO0BaHKUE) B MEPUOJ] UCCIEAOBAHUS JJIsl TOTO,
9TOOBI IPOBECTH ATO MCCIICIOBAHNE HAIJICKAIINM M 6€30TacHBIM 00pa3oM.

4.2.4. UccnenoBareab OTBEYAeT 3a TO, 4YTOOBI BCe 3aHATHIE B
KJIIMHUYECKOM HCCJIEAOBAaHUU COTPYIHUKU ObUIM 3HAKOMBI C MPOTOKOJIOM U
uH(dopmMmalel 00 uccieTyeMoM Mpemnapare, a TakkKe O CBOUMH (QYHKITUSIMU
U 00513aHHOCTSIMH.

JNOITOJIHEHUE

4.2.5. ccnenoBarens  JOJKEH  KOHTPOJUPOBATh  JIESITEIBHOCTD
COTPYAHUKOB WJIM WHBIX JIMI, KOTOPHIM OH TMepefal Te WM HWHbIE
O00S3aHHOCTM W (PYHKIIMM B paMKax TMPOBEACHUS HCCIEAOBAaHUS B
HCCJICI0OBATEIILCKOM IICHTPE.

4.2.6. Ecnu uccnenoBatens (MEIUIIMHCKAsT OpraHu3alus) npuoderaer K
yClIyraM Kakoro-m0o JuIla WKW CTOPOHBI JJIS BHITIOJIHEHUS TE€X WA WHBIX
CBS3aHHBIX C TMPOBEICHUEM HCCIEIOBAaHUS OO0sS3aHHOCTEH M (YHKIHM, TO
Ucclie0BaTeNb (MEIUIIMHCKAs OPTaHN3aIIns) JTOJDKEH:

Yo6enutbes (MOIYyYUTh TOKYMEHTAIBHOE MOATBEPIKICHHUE), YTO JIAHHOC
auIo o0JagaeT AOCTaTOYHOW KBaM(PUKAMEH IS BBITIOJHEHUS JTHX
00s13aHHOCTEH M (PyHKIINIA;

BHEJIPUTH TPOIIEAYpPHl, HAMpaBJICHHbIE Ha OOECIICUYCHHE TMOTHOTHI
BBITIOJTHCHHSI CBSI3AHHBIX C IPOBEACHUEM HWCCIICIOBAHUS OOS3aHHOCTEH U
GYHKIHA B IETOCTHOCTH MOJyYCHHBIX JTaHHBIX.

4.3. OkazaHue MEeIUITMHCKON TOMOIIU CyObEeKTaM MCCIIe0BAHUS.
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4.3.1. SIBnsrommiicss WCCIemoBaTeIeM WM COMCCIENOBATeIEM Bpad
HECET OTBETCTBEHHOCTh 3a BCE IPUHHMAEMble B paMKaX HCCIECAOBAHUS
pelIeHus: MEUIIMHCKOTO XapaKTepa.

4.3.2. Bo BpeMs | 10 3aBEpIICHUN y4acTUs CyObhEKTa B MCCIICIOBAaHUU
UCCIe0BaTelb (MEAUIIMHCKAsT OpraHn3alinsi) JOJDKeH 00eCeYnTh OKa3aHUe
CyOBEKTYy HCCIIeIOBaHUS HEOOXOJMMON MEIMIIMHCKON MOMOIIU B Cilyyae
BO3HUKHOBEHHUS JIIOOBIX CBS3aHHBIX C HCCIIECIOBAaHUEM HEXeNIaTeIbHbIX
SBJICHUM, BKJIIOYAs KIMHUYECKH 3HAYMMBbIE HU3MEHEHUs J1abopaTOpPHBIX
nokazateneir. MccnemoBatenb (MEOUIIMHCKAas  opraHusanus)  00s3aH
uHpopMUpoBaTh CyOBEKTa HCCIEIOBAHHMS O CTaBIIMX H3BECTHBIMU
MCCIIEI0BATEIIIO UHTEPKYPPEHTHBIX 3a00JIEBaHUSIX, TpeOyIOIUX
MEJIUIMHCKOMN ITOMOIIIH.

4.3.3. VccrnenoBarento pPeKOMEHIYETCSl COOOIIMTH JiedalieMy Bpady,
€CJIM TAKOBOM UMeeTcs, 00 yJ4acTuu CyObeKTa B UCCIIEIOBAHUY TIPHU YCIIOBUH,
YTO CYyOBEKT HE BO3pAXKaeT MPOTUB MHGOPMHUPOBAHHUS JICUAI[ErO Bpaya.

4.3.4. XoTs cyOBEKT HCCIeI0BaHUs HE 00s3aH cO00IIaTh O MPUYUHAX,
NOOYIMBIIUX €ro JIOCPOYHO TPEKPATUTh ydacTUE B HCCJEAOBAHUM,
UCCIIEIOBATEIb JOJDKEH MOMbBITAThCSl YCTAHOBUTH 3THU MPUYHMHBI, MPOSIBIISS
IIPU TOM TOJTHOE YBa)KEHHUE K MpaBaM CyObeKTa UCCIIeIOBAHMUS.

4.4. Konraktsl ¢ 9CO (HOK).

4.41. Tlepen TeM Kak HayaTb MCCJIEAOBaHUE, MCCIEI0BATEIb
(MemuIMHCKAsT ~ OpraHu3alus) JOJKEH  IMOJYy4YUTh  THUCHbMEHHOE W
natupoBaHHoe onaoOpenue (3aknmoueHue) ICO (HOK) mpotokona,
MUCbMEHHOW (POopMBbI MH(GOOPMUPOBAHHOTO COTJACHS W €€ IMOCIEIYIOIINX
penakuuii, Mep, HalpaBJICHHBIX HA TPHUBJICUCHHE CYyOBEKTOB K y4YacTHUIO B
UCCIICIOBAaHUM (HAaNpUMEp, PEKIIAMHBIX OOBSIBICHUM), M JIOOBIX JPYTUX
MMCHbMEHHBIX  MAaTEpPUAIOB, KOTOPBIC MPEANOJIaraeTcsi MPEeAOCTaBUTh

CyOBEeKTaM MCCIICIOBAHNS.
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4.4.2. BMecTe ¢ IpyruMu JOKYMEHTaMU HCCIIEI0BaTENb (MEAUIIMHCKAS
opranuzanus) goipkeH npegoctaButb CO (HOK) mocnenHiow pegakiiuio
Opomrtopsl uccienoBareis. Ecnu Opommtopy uccnegoBaTensl AOMOIHSIOT B
X0JIe HCCIEOBaHUs, HCCIeAoBaTeNb (MEAUIIMHCKAs OpraHu3alus) o0s3aH
npenoctasuth CO (HOK) HOByIO pefakiiuto OponItopbl UCCIEI0BATEIS.

4.43. B TedeHue WUCCIAEAOBAHMUS UCCIEAOBATENb (MEAUIIMHCKAS
opranuzanus) jaobkeH npenoctaBiaate JCO (HOK) Bce mnomnexaniue
PACCMOTPEHUIO JOKYMEHTHI.

4.5. CobnroeHne mpoToKoa.

4.5.1. UccnenoBarenb (MenuIMHCKAas OpraHu3aIus) JOJDKEH
MPOBOJAUTH HCCIETOBAHUE B COOTBETCTBUU C MPOTOKOJIOM, COTJIACOBAHHBIM
CO CIIOHCOPOM U NPU HEOOXOJUMOCTU C YMOJHOMOYEHHBIMH OpraHaMu U
paspemieHHbiM  (omoOpennsiM)  OCO  (HOK). B moarBepxkiaeHue
JIOTOBOPEHHOCTH HCCIIEIOBATENb (MEIUIIMHCKAs OpraHu3anus) U CIIOHCOpP
MOANUCHIBAIOT MPOTOKOJ WM OTEJIbHBIN 10TOBOP.

4.5.2. HccnenoBaTenb HE NOJKEH OTKJIOHATHCS OT IPOTOKOJA WU
BHOCHUTH B HETO U3MEHEHUS 0€3 Corjiacusi CHOHCOpa U 0€3 MpeIBapUTEILHOTO
pPacCMOTpPEHUS U JOKYMEHTAIHHO O(GOPMIIEHHOTO O00peHus (BbLAa4H
3akmoueHus) DCO (HOK) oTHoCcUTENbHO MOMPaBKU K MPOTOKOIY, KPOME TEX
Clly4aeB, KOTJa HEOOXOJUMO YCTPaHUTh HEMOCPEICTBEHHYIO yTPO3y
CyObeKTaM HCCIEJOBAaHUS WJIM KOTJa HW3MEHEHHMS KacalTCsi TOJBKO
aIMUHUCTPATUBHBIX WM TEXHUYECKUX ACIIEKTOB UCCIEA0BaHUs (Harpumep,
3aMeHa MOHHUTOpPA, N3MEHECHHE HOMepa TeaedoHa).

4.5.3. UccnenoBareiis WIM Ha3HAYEHHOE UM JIMIO JOJDKHBI OOBSICHSITH
U JOKyMEHTaJhbHO O(GOPMIIATH JIOOBIE OTKJIOHEHUS OT YTBEPXKICHHOTO
MPOTOKOJIA.

4.5.4. ViccnenoBaTesb MOXKET OTKJIOHATHCS OT IIPOTOKOJIA UM BHOCUTD

B HCT'O U3MCHCHHA IJId YCTPAHCHUA HeHOCpeI[CTBeHHOf/’I YI'PO3bI CY6'beKTaM
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UCCIIEIOBaHUsST 0€3 MpelBapUTEIbHOTO OA0OpEHHs (BbIAAUM 3aKIFOUYEHUS )
OCO (H3K). B kparuaiiniue cpoku onvcaHrue OTKJIOHEHUN WU U3MEHEHUH C
yKa3aHUEM WX NPUYUH U MPU HEOOXOAMMOCTH TMpejjiaraeémbie MOMPaBKU K
IPOTOKOJY JIOJKHBI OBITH HAIIPABIICHBI:

a) 3CO (HOK) nns paccMorpeHuss uW oaoOpeHust  (BbLIAuu
3aKJIFOUCHHUS );

0) cOHCOpPY ISl COTJIACOBAHUS C HUM;

B) YIIOJJHOMOUYCHHBIM OpraHaM IMPU HEOOXOAUMOCTH.

4.6. Uccnenyemble npenaparsl.

4.6.1. OTBETCTBEHHOCTh 3a Yy4YeT HCCIEIyeMbIX IIpenaparoB B
UCCJIEI0BATENIbCKOM LIEHTPE BO3JI0KEHA HA UCCIeq0BaTeNs (OpraHu3altio).

4.6.2. Ecnu  st0  paspemieHo  (TpeOyercsi),  HCCleIOBaTellb
(MeaUUUHCKAsE OpraHu3alns) MOXKET (JOJDKEH) epeaaTh HEKOTOPbIE HIIH BCE
00s3aHHOCTH HcclieoBaTenss (MEIUIMHCKONW OpraHu3alu) I0 y4YeTy
UCCIIEYEMBIX MpenapaToB B HCCIEIOBATEIbCKOM IIEHTPE AaNTEYHOMY
paboTHUKY  (MPOBH30PY) WJIM  MHOMY  JIMIly, HOJAKOHTPOJIHHOMY
UCCIICIOBATEIO (MEIUIIMHCKONW OpraHU3aIlin).

4.6.3. UccnenoBarens  (MEAWIIMHCKAs  OpPraHW3alusi), aNTEYHBIN
pabOTHUK (MPOBU30P) WJIM MHOE YIOJHOMOYEHHOE HCCIIeI0OBATEIEM
(MEIUUMHCKOW OpraHu3alueil) JUIO MJOJDKHBI BECTH YYET MOCTaBOK
npernapaToB B UCCIEAOBATEIbCKUN LIEHTP, UX (PAKTUUYECKOTO0 KOJIMYECTBA B
IIEHTPE, MCIMOJb30BaHUS KaXKJBIM CYOBEKTOM, a TakKKe BO3BpaTa CIIOHCOPY
a1M00 MHOTO PACTOPSHKEHUS HEMCIOJIb30BAHHBIMU TMpernapaTaMu. 3amucy 1Mo
y4eTy JOJDKHBI BKIIOYAaTh B CeOS JaThl, KOJWYECTBO, HOMEpa MapTUi
(cepuil), CpokM TOAHOCTH (TA€ MPUMEHUMO) U YHUKAIbHBIE KOJbI
UCCIIeyeMbIX TIpErapaToB M CyOBEKTOB wucciefaoBaHus. McciemoBarenb
JIOJDKEH BECTH 3aIUCH, IOJIKHBIM 00pa30oM IMOITBEPIKIAIOIIUE, YTO CYObEKThI

HCCIIECA0OBAaHUA ImoJiydalin HCCIICAYCMBIC npcuaparbl B H03ax,
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MPEIYCMOTPEHHBIX MPOTOKOJIOM, B KOJIMYECTBAX, COMIACYIOUIUXCS C 00IUM
KOJIMYECTBOM UCCJIEYyEMBIX MPENapaToB, MOJIYyYEHHBIM OT CIIOHCOPA.

4.6.4. Wccnenyembie mpenaparhbl CIEAyET XPaHUTh B COOTBETCTBUU C
WHCTPYKIIUSMH CIIOHCOpa corjlacHo myHkTam 5.13.2 m 5.14.3 nHacTosmmx
[IpaBun u mpUMEHUMBIMU TPEOOBAHHUSIMHU.

4.6.5. HccnenoBarenb AOKEH OO0ECHEUUTh, 4YTOOBI HCCIELyEMbIE
npenaparbl ObUTM KCMOJBb30BaHbl TOJBKO B COOTBETCTBUU C YTBEPHKICHHBIM
IIPOTOKOJIOM.

4.6.6. UccnenoBarenb  WIM  YIOJHOMOYEHHOE  MCCIEAOBATEIEM
(MEAUIIMHCKOW OpraHu3aIueit) JIUIO JTOJDKHBI OOBSICHUTH KaXKI0MY CYOBEKTY
WCCIICIOBAHUST TIpaBUJia MPUMEHEHHUS MCCIEAYEeMbIX IpEernapaTtoB U 4Yepes
pueMJIeMble€ HWHTEpPBaJbl BPEMEHU (B 3aBUCUMOCTH OT MCCJIEAOBAHUS)
IPOBEPSITh  COONIOJIEHHWE  DTHUX  HWHCTPYKIUUA  KKIbBIM  CYOBEKTOM
UCCIIEIOBAHMUSL.

4.7. Pangomuzanus U pacKpbITHE KOJA.

UccnenoBarenr  A0KEH  cOOMIOAaTh  NPEAYCMOTPEHHYHO B
UCCIICIOBAHUM METOJUKY paHJOMHU3allMW, €CJIU TaKoBasi HUMEETCs, W
00€ecCIeunTh PacKpBITUE KOJa TOJIHKO B COOTBETCTBUM C MPOTOKOJIOM. Ecmu
UCCIICIOBAHUE TMPOBOJUTCS CJENBIM METOAOM, HCCIEI0BATENb JOJKEH
HE3aMeIUTETHLHO JOKYMEHTATHHO O(POPMUTH U OOBSCHUTH CIIOHCOPY JF000€
MPEXKIECBPEMEHHOE PACKPBITHE KOJ@ MCCIEAYEMBIX IpernaparoB (Hampumep,
CIIydailHO€ pacKpbITHE KOJa, PACKphITHE KOJa B CBS3U C CEPbE3HBIM
HEXKEJIATeIIbHBIM SIBIICHUEM).

4.8. UadbopMupoBaHHOE coTIacue CyOBEKTOB UCCIACAOBAHMS.

481.Tlpu  momydyeHMH W  JOKyMEHTAIBHOM  O(QOpMIICHUU
WH(QOPMUPOBAHHOTO  COTJIACHUsl  WCCIIEIOBATENIb  JOJDKEH  COOJIOJATh
NpUMEHUMBIE TpeOOBaHUWs, TPHUACPKUBATHCA HacTtosAmux IlpaBunm u

ATUYECKUX NPHUHIUAMNOB, 3AI0KEHHBIX B XEIbCUHKCKOU Iekiapanun BMA.
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Jlo Hayana HCCIIEIOBaHMS HCCIIENOBATENb JOJDKEH MOJYyYHTh OJ00peHue
(3akimouenne) B nucbMeHHod (opme DCO (HOK) nucbmeHHO (QopMbl
UHOOPMUPOBAHHOTO COTJIACUsl W JPYTUX IUCBMEHHBIX MaTEpHaJIOB,
MPEIOCTABIIIEMBIX CyObEKTaM.

4.8.2. [luceMennyto ¢opma HHGOPMUPOBAHHOTO COTJIACUS U JPYTHE
MUChbMEHHBIE MaTEepPHUAIIbI, PEJOCTABIIsIEMbIE CYObEKTaM, CIIEYET JOTOTHITh
(MCHpaBisITh) MO MEpEe NOSBICHUS HOBOM HMH(OpMaLUH, KOTOPAsT MOXKET
OKa3aThCsl CYIIECTBEHHOW g  corjacusi cyObekta. JlomojgHeHHBIE
(uctpaBiieHHbIE) MHUChMEHHass (opMa HHGOPMUPOBAHHOTO COTJIACHUS U
JIpyrue THUCbMEHHBIE MaTepHalibl, MPEAOCTaBIIeMble CYyOBEKTaM, JOJKHBI
ObiTh paspemieHbl (ogoOpenbl) ICO (HOK) mo ux wucnonb3oBaHus B
uccinenoBanu. CyObeKT WM €ro 3aKOHHBIN MPEeJCTaBUTENb JOJKEH ObITh
CBOEBPEMEHHO 03HAKOMJICH ¢ HOBOW MH(OpMaIueil, CHocoOHOM MOBIHAThH Ha
XKelaHue CyObeKTa MPOJ0JDKaTh ydacTue B uccienoBanuu. Dakt nepeaadu
3TOW MH(POPMAIINH TOTKEH OBITh JOKYMEHTAJIBHO 0(OPMIIEH.

4.8.3. Hu uccnenoBarenb, HU APYryue 3aHSATHIC B MCCIICIOBAaHUU JIUIIA
HE JIOJDKHBI IPUHYX/IATh CYObEKTa WM MCIOJIb30BaTh MHBIE HEKOPPEKTHHIE
METO/]Ibl BO3AEUCTBHUS C LIETbIO CKIIOHUTH €0 K YYaCTHIO JHM00 MPOAOKEHHIO
y4acTHsl B UCCIICIOBAHUH.

4.8.4. ndopmarusi, HU B yCTHOM WJIM HU B MHUCHbMEHHON Gdopme,
Kacaroujasics UCCIe10BaHus, BKJTIIOUast MUCHMEHHYO bopmy
UH()OPMUPOBAHHOTO coryiacusd (MHPOPMALMOHHOTO JIMCTKA) MAlMEHTa, HE
JOJDKHA coziepkKaTh (OPMYTUPOBOK, MPSAMO WJIM KOCBEHHO CKIIOHSIOIIMX
CyOBEKTa WJIM €ro 3aKOHHOTO MPEICTAaBUTENsI OTKA3aThCs OT 3aKOHHBIX PAB,
a Takke (OPMYIHPOBOK, TMPSIMO WIM KOCBEHHO OCBOOOKIAIOIINX
UCCleIoBaTelNsd, MEIUIMHCKYI0  OpTraHM3alvio, CIOHCOpa WIM  HX

HpeI[CTaBPITCJIeﬁ OT OTBCTCTBCHHOCTH 3a XaJIaTHOCTB.
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4.8.5. UccnenoBatenb WM Ha3HAYEHHOE MM JIUIO JOJKHBI B TOJHOM
Mepe mporuH(pOopMUpOBaTh CyOBEKTa WIIH, €CIH CYOBEKT HE CIOCOOCH JaTh
WH()OPMUPOBAHHOE COTJIaCHE, €ro 3aKOHHOTO TMpeacTaBuTeldss 000 Bcex
3HAUYMMBIX aClEeKTaX HCCIEAOBaHUS, B TOM YHCJIE€ O3HAKOMUTH C
uHopmanued o0 HCCIEAOBAaHUM B MUCBMEHHOM Qopme U 0100peHueM
(monoxurenbHbIM 3akioueHuem) 3CO (HIK).

4.8.6. Madopmarus 00 ucciaea0BaHUHU B YCTHAsI M MUCbMEHHOU (opme,
BKJIIOYAs THUCHMEHHYIO (opMy HHGOPMHUPOBAHHOTO COTJIAcHUsi, JOJDKHA
coJiepKaTh KaK MOXHO MEHBIIE CHEIUaIbHBIX TEPMUHOB U OBITh MOHSTHA
CyOBEKTY WJIM B COOTBETCTBYIOIIUX CIydYasX €ro 3aKOHHOMY MPEICTaBUTEIIO
Y HE3aMHTEPECOBAHHOMY CBUJIETEIIIO, €CIIU ATO MOTpeOyeTCs.

4.8.7. Ilepen MOJTy4YEHUEM MH(POPMUPOBAHHOTO coryiacus
WCCJIEI0OBATENb WM HA3HAYEHHOE UM JIMIIO JIOJDKHBI MPEOCTaBUTh CYOBEKTY
WIN €r0 3aKOHHOMY MPEICTaBUTENI0 JOCTATOYHOE KOJIMYECTBO BPEMEHU U
BO3MOXXHOCTh JUISl TIOJydeHHs Oojiee MmoapoOHON wumHOpMamuu 00
WCCJICIOBAaHUU W TIPUHATHS pEIIeHWs 00 y4acTMH B HEM WM OTKasze OT
takoro ydactusi. CyOBEeKT WIIM €ro 3aKOHHBIM MPEJACTaBUTEIb JTOHKHBI
MOJIYYUTh UCUYEPIIHIBAIOIINE OTBETHI Ha BCE BOMPOCHI 00 MCCIICIOBAHMH.

4.8.8. Jlo Hauana ydactus B UCCIEIOBAaHUN CYOBEKT UM €r0 3aKOHHBIN
MpEACTaBUTENb, a TaKXKE JIMIO, MPOBOAMBIIEE DPa3bICHUTEIbHYIO Oeceny,
JOJDKHBI TIOANKUCATh ¥ COOCTBEHHOPYYHO IaTHPOBATh MUCBMEHHYIO (OpMy
MH()OPMUPOBAHHOTO COTJIACHS.

4.8.9. Ecnu cyOBEKT UM €ro 3aKOHHBIN MPEACTaBUTEIh HE CIIOCOOHBI
9uTaTh, TO B TEYECHHUE BCEH paA3BAICHUTEIBLHON Oecelpl OJDKEH
MPUCYTCTBOBATH HE3AMHTEPECOBAHHBIN CBUACTEINb. [loce Toro kak cyObeKTy
WM €r0 3aKOHHOMY IPEJICTABUTEIIO IPOUNTATN U Pa3bsICHUIN MUCHbMEHHYO
dbopmy HHPOPMHUPOBAHHOTO COTJIACHS U IPYTHE MPEIOCTABIIIEMbIE CYOBEKTY

IIMCbMCHHBIC MAaTCpHaJIbl U CY6T>GKT WA €T0 3aKOHHBIN npcaACTaBUTCIIb a1
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YCTHOE COIJIacCu€ Ha y4acThue CyObeKTa B UCCIEJOBAHUU M, €CJIM CIIOCOOEH,
NOJANUCall C YyKa3aHUEM JaThl MUCBMEHHYIO (opMy HHPOPMUPOBAHHOTO
corjlacusi, CBUJICTEIb JIOJDKEH €€ MOANUCAaTh U COOCTBEHHOPYYHO IMOCTABUTH
naty. llonmuceiBas nucbMEeHHYHO GopMy HHOOPMHUPOBAHHOTO COTJIACHS,
CBUJIETENIb MOATBEPKIAET, UTO WMH(MOpMaIMs, COJepxk allascs B yKa3aHHOU
dbopMe U Bcex APyrux MUCbMEHHBIX MaTepuayiax, Obljla TOYHO Pa3bsICHEHA U
MOHATA CYyOBEKTOM WJIA €r0 3aKOHHBIM MPEACTABUTENIEM U UTO COIJIacHe Ha
y4acTH€ B HCCIAEJOBAaHMHM JaHO CYOBEKTOM WJIM €ro 3aKOHHBIM
MpeCTaBUTEIEM JOOPOBOJIBHO.

4.8.10. B xone paspsicHuTenbHOW Oecenpl, a TakKe B IMHChbMEHHOU
dbopme nHGOPMUPOBAHHOTO corjacus (MH(MOPMAITMOHHOM JIUCTKE) MAIlUEeHTa
U JIPYTUX MUCBMEHHBIX MaTepuayiax, MPeAoCTaBIsIeMbIX CyObEKTaM, JOKHO
OBITH Pa3bICHEHO CIEAYIOIICE:

a) UCCIIeIOBAHUE HOCUT DKCIIEPUMEHTAJIbHBIN XapaKTep;

0) menb UCCIeAOBaHMS;

B) BADUAHTHI JICYEHUSI B TMPOIECCE HCCIEIOBAHUS U BEPOSITHOCTH
CJIy4aiiHOTO pacipeesiCHUsI B OJIHY U3 TPYIII JICUCHUS,

') IpOLEyPhl UCCIIeIOBaHUs, BKIIOYAsk BCE MHBA3UBHBIC MTPOLIETYPHI;

1) 00s13aHHOCTH CYOBEKTA;

€) acmeKThl HCCIEI0BaHUs, KOTOPbIE€ HOCAT AKCIEPUMEHTAIbHbBIN
XapaxkTep;

) O)KHJIa€MbI€ PHUCK WJM HEyJ00CTBa [JIsi CyObEKTa, a TaKXke B
COOTBETCTBYIOIIUX CIIy4asx JJIsl SMOpHOHA, TJ10/1a HJIA TPYAHOTO PeOCHKa;

3) OKHMJAaeMble BbIroAa UM (MJIM) Tojiab3a. Eciii moib3bl ¢ MEIUITMHCKOM
TOYKH 3pEHUS HE MPEIoaracTcs, To CyObeKT JOJDKEH OBITh IMOCTABJICH 00

9TOM B U3BCCTHOCTD,
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1) UHBbIE, TTIOMUMO MPEIYCMOTPEHHBIX B HCCIEIOBAHHUH, MPOLEAYPHI
WIM METOJbl JICYEHUs, KOTOpPbIE MOTYT OBIThb JIOCTYIHBI CyOBEKTYy, HX
3HaYUMBbI€ MOTEHIMAJIbHBIE BBIT0/1a U (WJIN) T0JIb3a, & TAKKE PUCK;

K) KOMIIEHCausl ¥ (WIM) JiedeHHe, TOCTYyIHbIE CYyOBEKTy B cCiydae
NPUYMHEHUS BpEa €ro 3J0pOBbIO B PE3yJIbTaTE yUaCTHs B UCCIIEI0BAHNY;

J1) IJIAaHUPYEMBIE BBIIUIATHI CYOBEKTY 3a €ro y4acTHE B MCCIIEIOBAHHH,
€CJIM TAaKOBBIE MPEyCMOTPEHBI;

M) IJIAaHUPYEMbIE pacxoibl CyOBEKTa, €CIM TAaKOBBIE O0XKHMJAIOTCH,
CBSI3aHHBIE C €TI0 YYaCTUEM B HCCIICOBAHNUU;

H) y4acTue CyObeKTa B HCCIICIOBAHUM SIBISIETCS TOOPOBOJIBHBIM, U OH
MOXXET OTKa3aTbCsl OT y4YacTHsl WJIM BBIUTH M3 HUCCIEAOBaHUS B JO0O0H
MOMEHT 0€3 KaKux-1100 CaHKIMI 1Jis1 ce0sl UM OTEPU BBITOJIBI;

0) MoHUTOpPHI, ayautopel, DCO (HOK) u yrnoaHoMo4YeHHbIE OpraHbl B
TOM Mepe, B KakOW 3TO JIONYCKaeTcs 3aKOHOAATEIBCTBOM TIOCYNAapCTB-
4JIEHOB, OyAyT HMETh MNpPSAMOM JOCTYNl K OPUTMHAJIbHBIM MEIULUHCKUM
3anucsM CyObeKTa JJisi MPOBEPKHU Ipoueayp U (M) JaHHBIX KIMHUYECKOTO
UCCJIEIOBaHMUs, HE Hapylas NOpU 3TOM KOH(MUICHIMAIBHOCTH JaHHBIX
CyObeKTa, U CYOBEKT WJIM €ro 3aKOHHBIM MpEACTaBUTENb, IMOAMUCHIBAS
NUCBbMEHHYI0 (popMy HMH(GOPMHPOBAHHOTO COTJIACHS, JAET pa3pelleHue Ha
TaKOU JTOCTYII,

) 3aMucy, UACHTUGUUIUPYIOLUE CyObeKTa, OyIyT COXpaHEeHbl B TaliHE
U MOTYT OBITh PACKpBITHI TOJIBKO B TOH Mepe, B KaKOW 3TO JOMyCKaeTcs
3aKOHOAATENLCTBOM TOCyAapcTB-wieHoB. [lpu myOnukanmuum pe3yabTaToB
UCCIIeIOBaHUS KOH(UICHIIMAIBHOCTh JaHHBIX CYObeKTa OyIeT COXpaHeHa;

pP) CYOBEKT WM €ro 3aKOHHBIA MpPEACTaBUTENb OYIET CBOEBPEMEHHO
O3HAKOMJIEH C HOBOW HWHQOpMaIMei, CrOoCOOHOW TMOBJIUIThL Ha KEJIaHUE

cyOBeKTa MpoJ0JIKaTh y4acTHE B UCCIIEI0BAHNH;
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C) hila, K KOTOPBIM MOXHO OOpaTUThCA N1  TOJy4YeHUs
JOTIOJIHUTEIbHON HWH(OpMauu 00 HCCIEJOBAaHUM M TIpaBax CyObEKTOB
HCCJIEIOBaHMs, a TaAKXKe B Cilydae MPUUMHEHUSI Bpeaa 3/I0pOBbI0 CyObeKTa B
pe3yJbTaTe €ro y4acTus B UCCIIEI0BaHUY;

T) BO3MOXHBIE OOCTOSATENbCTBA M (WJIM) MPUYMHBI, IO KOTOPBIM
ydacThe CyObeKTa B HCCIIEJOBAHUH MOXKET OBITh MPEKPALLIEHO;

y) mpeamnoiaraeMasl 1JIUTeIbHOCTh Y4aCTHs CYObEKTa B UCCIEOBAHUY;

&) TpubIM3UTENHHOE KOJINYECTBO CyOBEKTOB, KOTOPBIX
MpEAIOoIaraeTcsl BKJIOUYNUTh B UCCIIEIOBAHUE.

4.8.11. Ilepen BKIIOYEHHEM B HCCIEAOBaHHWE CYOBEKT WIIM €ro
3aKOHHBIA TPEJCTABUTENb JIOAKHBI MOJYYUTh MOAMUCAHHBIA C yKa3aHUEM
JaThl JK3EMIUIAP MUCHbMEHHOW (PopMbl HHPOPMUPOBAHHOIO COTJACUA U
JIpyrue TMpeaocTaBisieMble CyObeKTaM MUChMEHHBbIC Marepuaibl. Bo Bpems
ydqactusi CyObeKTa B UCCICAOBAaHMM CYOBEKT WJIM €ro 3aKOHHBIN
NPEACTABUTENL JOJDKEH IM0Jy4daTh [MOJMNHUCAHHBIE C YKa3aHUEM JaThl
HK3EMIUISIPHl  BCEX MOCIECAYIONIUX peAakiuii (HopMbl HHPOPMUPOBAHHOTO
corjlacusi U KOMHUHU BCEX MOMPaBOK K JIPyTMM IMHUCHMEHHBIM MaTepualiam,
MIPEIOCTABIIIEMBIM CYOBEKTaM.

4.8.12. Ecnu B KIWHUYECKOM HCCIIEIOBAHUH YYaCTBYIOT CyOBEKTHI,
KOTOpbIE MOTYT OBITH BKJIIOYEHBI B HMCCJIEIOBAHHE TOJHKO HAa OCHOBaHUU
corjacusi uX 3aKOHHBIX MpPEICTaBUTENEH (HalpuMep, HECOBEPILIEHHOJIETHHE,
NAlMEHTBl C BBIPAXEHHBIM CIIa00OyMHUEM), CYOBEKT JOJDKEH ObITh
nporuH(OPMHUPOBAH 00 MCCIEIOBAHUU B COOTBETCTBUU C €r0 CIIOCOOHOCTHIO
MOHATH 3Ty HWHPOPMAIUIO M, €CIU CYOBEKT B COCTOSHUM, OH JOJIKEH
NOAMKUCATh C yKa3aHUEM JaThl MHChbMEHHYI0 (opMy HHOOPMUPOBAHHOTO
corjacusi.

4.8.13. Kpome cnyuaeB, omucaHHbIXx B TyHKTe 4.8.14 Hactosmmx

HpaBI/IJ'I, B HUCCJICAOBAHHUEC, HC CBA3AaHHOC C JICUCHHCM (T.e. HCCJICA0OBaHUC, B
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KOTOPOM HE TMPEJIOIaracTcs HEMOCPEICTBEHHOM, C MEIUIIMHCKON TOYKH
3pEHUs, TOJIb3bl ISl CYyOBEKTa), MOTYT ObITh BKJIFOUEHBI TOJBKO CYyOBEKTHI,
KOTOpbIE JINYHO JAIOT CBOE COIJIACHE€ U COOCTBEHHOPYYHO IMOJIHUCHIBAIOT U
JATUPYIOT MUCbMEHHYI0 PopMy HHGOOPMUPOBAHHOTO COTIIACHSI.

4.8.14. B uccnenoBanusi, HE CBSA3aHHbBIC C JICUCHUEM, CyOBEKTHI MOTYT
ObITh BKJIIOYEHBI C COTJlacusi MX 3aKOHHBIX TMPEJCTABUTENEH MpHU
COOJIIOJICHUHN CIAEAYIOIINX YCIOBHI:

a) lIeId UCCJEAOBaHUS HE MOTYT OBITh JOCTUTHYTHI TOCPEICTBOM
WCCJICIOBAaHMS C YYaCTHEM CYOBEKTOB, KOTOPhIE MOTYT JIaTh CBOE COTJIAcHe
JUYHO;

0) O’KUJIaeMBbI PUCK JJIs1 CYOBEKTOB HE3HAUUTEIICH;

B) HETaTUBHOE BO3JICHCTBUE Ha 370pOBhE CYOBEKTa CBEJACHO K
MUHUMYMY U HE3HAYUTEIBHO;

T') HCCJIEIOBAHME HE 3aIMIPEUICHO 3aKOHOJATEIbCTBOM;

1) I7si BKJIIOYEHUS TaKUX CYOBEKTOB JOJKHO OBITh 3ampoIIeHO
cnenuaibHoe ofob0penue (3akmoueHue) ICO (HOK), yuuThiBaromiee 3TOT
aCIIeKT.

[TogoOHbIe nccaenoBaHus (3a UCKIIOUYEHHEM OOOCHOBAHHBIX CITYy4YaeB)
JOJDKHBI MIPOBOJAUTRLCS C YYaCTHEM TAIlMEHTOB, UMEIOINUX 3a00JIeBaHUE, IS
JICYCHHST KOTOPOTO TMpeaHa3HaueH wuccieayembii mpemapar. CyOBeKThl B
TaKuX HCCICIOBAHUAX JIOJKHBI HAaXOJUTHCS TMOJ 0CO00 TIIATEIbHBIM
HaOJIIOJICHUEM, M WX Y4YacTU€ JOJDKHO ObITh MPEKPAIlCHO, €CJIH €eCTh
OCHOBaHMS TI0JIaraTh, YTO OHU UCIBITHIBAIOT YPE3MEPHBIA TUCKOMOOPT.

4.8.15. IIpu HEOTIOXHBIX COCTOSHHSIX, KOTJa JI0 BKJIIOUCHHS B
UCCIICIOBAHUE HEBO3MOXXHO TMOJYYHUTh COTJACHE CaMOro CyObeKTa, OHO
JIOJDKHO OBITh 3alPOIIEHO Yy €ro 3aKOHHOTO MPEJCTAaBUTENS, €CIM TaKOBOM
npucyTcTByer. Eciau  mpeaBapuTeNibHOE  COIVIaCHME CcaMOro  CyObeKkTa

HCBO3MOKHO N OTCYTCTBYCT €TI0 3aKOHHBIN npeaACTaBUTCIb, MJIsI BKIIFOUCHMA
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CyObeKTa B UCCIEIOBAHUE JIOJKHBI OBITh MPEANPUHSITHI MPETyCMOTPEHHbBIE
MPOTOKOJIOM U (WJIM) APYTUMHU JTOKYMEHTAMU U pa3pelieHHbIe (0J0OpEHHBIC)
OCO (HOK) Mepwl, HampaBieHHbIE Ha 3alllUTy MpaB, OE30MAaCHOCTU U
Omaromonyuusi CyOBeKTa, a TakKe OOECIeUHBAIOIINEe COOTBETCTBHUE
NpUMEHUMBIM TpeOoBaHusIM. CyObEeKT WM €ro 3aKOHHBIM IPEACTaBUTEINb
JIOJDKHBL  OBITh B KpaTyailllile CpPOKUM IOCTaBJIIEHbl B M3BECTHOCTH 00
UCCIICIOBAHUM, W Y HHUX JOJDKHO OBITh 3alpoIleHO COIJIachue Ha
MPOJIOJDKEHUE y4YacTHsl B HCCIEJOBAaHWU, a TakXKe Ipyroe coriacue, B
cooTBeTcTBUU ¢ MyHKTOM 4.8.10 Hactosmux [IpaBun.

4.9. JlIokyMeHTalMsl U OTYETHOCT.

JOITOJIHEHUE

4.9.0. HccnenoBarenb (MEOUIMHCKAs OpraHu3aiusi) JOJKEH BECTH
COOTBETCTBYIOIIMM  00pa3oM COCTaBJCHHbIE M TOYHBIC IEPBUYHBIE
JOKYMEHTBl W 3allUCH [0 HCCIEAOBAHUIO, B KOTOPBIX OTPAXAKOTCS BCE
3HaUMMBbIEC [l HCCIEJOBAaHUS JIaHHBIE M0 KaXJAOMYy CyYOBEKTy B
UCCIIEIOBATENIbCKOM  IIeHTpe. [lepBuuHbIE  JaHHBIE  JOJDKHBI  OBITH
pa30OpUYUBBHIMKM,  OPUTHMHAIBHBIMU,  TOYHBIMHM,  IOJIHBIMH,  JIOJIXKHBI
PErUCTPUPOBATHCSI B TMPOIECCE OCYIIECTBICHUS HAOMIONCHUA W TaKUM
o0pa3oM, 4TOOBI UX MOXHO OBIJIO aTpuOyTHpPOBaTh. VI3MEeHEHMs] IEPBUYHBIX
JAHHBIX JOJOKHBI OBITH TPOCIC)KUBAEMBIMU, HE JOJKHBI CKPBIBATh
NEPBOHAYAJILHO BBEJCHHBIC JIaHHBIE U, TPU HEOOXOAUMOCTH, TMOJJIeKAT
O0OBACHEHUIO (HAIPUMED, MOCPEACTBOM JOKYMEHTAIBHOTO CIIEA).

4.9.1. UccnenoBaTens J0KEH 00€CIeunBaTh MPAaBWIBHOCTD, TOJHOTY,
pa300pUMBOCTh M CBOCBPEMEHHOCTh MPEIOCTABICHUS CIOHCOPY JaHHBIX,
coaepxaiuxcs B MPK 1 Bo Bcex TpeOyeMbIX oTueTax.

4.9.2. launbie, coaepxamuecs B HMPK, momkHBI COOTBETCTBOBATH
MEPBUYHON JIOKYMEHTAIlUM, U3 KOTOPOM OHHM TEPEHECEHbI, HUMEIOIIUEeCs

PACXOXKACHUS TOJHKHBI OBITh OOBSICHEHBI.
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4.9.3. JIroOble u3MeHenus: unu ucnpasieHus B MPK nomxHbl OBITH
MOJIMCAHbI, TATUPOBAaHbI, OOBSICHEHBI (ITPU HEOOXOAUMOCTH) U HE JIOJKHBI
CKpBIBaTh TMEPBOHAUYATIBHYIO 3alUCh (TO €CTh JIOJDKEH OBITh COXpaHEH
«TOKYMEHTAJbHBIH  cJea»). OTO OTHOCUTCS K  HM3MEHEHHMSIM  WJIU
UCIIPABJICHUSIM KaK Ha OYMa)KHbIX, TaK M 3JEKTPOHHBIX HOCHUTENAX (B
COOTBETCTBUU C MOANMYHKTOM «0» NyHKTa 5.18.4 nHactosmmx IIpasun).
CrnoHcop  JOKEH  NpeAoCTaBUTh  HUcclenoBaresisiM W (WId)  UX
YIOJHOMOYEHHBIM MPEACTABUTEISAM HHCTPYKIIUIO O MOpPSAKEe OPOopMIICHUS
Takux ucnpapiieHHi. CIOHCOp MOJKEH HMETh NUChMEHHBIE MPOLEAYPHI,
IpelyCMaTpUBArOIIMe, 4YTO U3MeHEeHUs uinu ucnpasiieHus B IPK, BHocumble
€ro YNOJHOMOYEHHBIMU MPEACTABUTEISAMHU, JOKYMEHTAIBHO O(OPMIISIOTC,
ABIIAIOTCS HEOOXOJIMMBIMU U OJ00pAIOTCS uccaeaoBareneM. McciaenoBarenb
JOJDKEH XPAaHUTh 3aMUCH 00 3THX U3MEHEHUAX U UCIPABICHUSX.

4.9.4. HccnepoBatenb (MEOUUMHCKAs OpraHu3alusi) AOKEH BECTH
JOKYMEHTALMI0 10 HCCIECJOBAHUIO COIJIACHO IMOJApa3Jieny &8 HACTOALIErO
paszziena M NPUMEHMMBbIM TpeOoBaHusM. HccnepgoBatenb (MeIULIMHCKAS
opraHuzanus) JOJDKEH MPUHUMAaTh MEphI, MPEAOTBPAILAIOIINE CIydyalHOe
WIM IPEKIEBPEMEHHOE YHUUTOKEHNE 3TUX JOKYMEHTOB.

4.9.5. OCHOBHBIE NTOKYMEHTHI JOJKHBI XpPaHUTHCA HE MEHee 2 JeT
MOCJ€ YTBEPXKACHUSA IMOCIEIHEW 3asBKM Ha PETUCTPALMIO IMpernapara B
rocyJapcTBe-ujiecHe W J0 TeX MOp, MOKa HU OJHA M3 3asBOK He OyJler
HAXOJIUThCSI HA PACCMOTPEHUHM M HE OYyJEeT IJIAHUPOBATHCS HOBBIX 3aSBOK,
WIM HE MEHee 2 JIeT mocjie O(PUIMAIBHOIO MNPEKpalIeHUs] KIMHUYECKON
pa3paboTKH MCCiIeyeMoro mnpenapara. T JOKYMEHThI JOJDKHBI XPaHUTHCS
0oJee JUIMTENBbHBINA CPOK B CIy4ae, €CIU 3TO IPEAYCMOTPEHO IPUMEHUMBIMU
TpeOOBaHUSIMU WJIM  JIOTOBOPOM CO  CHOHCOPOM. (OTBETCTBEHHOCTHIO

CIIOHCOpa sBJIsIeTCS WH(POpMHUpOBaHUE HUccienoBaTens (MEIUIIMHCKOM
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opraHuzanuv) o0 HCTEYEHUUM CpOKa XpaHEHUs JOKyMeHTanuu (B
COOTBETCTBUU C MyHKTOM 5.5.12 Hacrosuux [IpaBun).

4.9.6. ®MHAHCOBBIC ACTIEKTHI MCCIEAOBAHUS JTOHKHBI OBITH OTPa’KCHBI
B JIOTOBOpPE MEXJy CIOHCOPOM M HcclieqoBareiaeM (MEeAUIIMHCKON
OpraHu3aIuceii).

49.7.Tlo 3ampocy ™oHuTOpa, aymurtopa, ICO (HDOK) wm
YIOJTHOMOYCHHOTO OpraHa HccieaoBareiab (MEIUIIMHCKAs OpraHU3alIus)
JOJDKEH 00€CHeduTh MPsIMOM JOCTYH KO BCEM 3aIllUCSIM, OTHOCAIIMMCS K
UCCIIEIOBAHMUIO.

4.10. OT4eTHI 0 X0JI€ UCCIIEJOBAHUS.

4.10.1. UccnenoBarens nomkeH mnpeactabisth DCO (HOK) kparkue
MMChbMEHHBIC OTUYETHI O X0JI€ UCCIEAOBAHUS €KETOHO WIIH Yallle, €CJIU 3TOro
tpedbyer DCO (HOK).

4.10.2. UccnenoBaTenb MAOMKEH HE3aMENJUTEIBLHO TMPEIOCTABISATh
nucbMeHHbIE 0TYeThl crioHcopy, DCO (HOK) (B cOOTBETCTBUM C MyHKTOM
3.3.8 Hacrosimux [IpaBuit) U, B COOTBETCTBYIOIIMX CJIy4yasX OpraHU3aIdu O
JTOOBIX ~ WM3MEHEHMSX, CYIIECTBEHHO  BIMSIOIIUX Ha  IMPOBEJCHUE
WCCJIEIOBaHMS U (MJIM) YBETUYUBAIOIIUX PUCK ISl CYOBEKTOB.

4.11. Ilpencrasnenne nHGOPMAITIHU TIO O€30MACHOCTH.

4.11.1. OG0 Bcex cepbe3HbIX HexenaTenbHbIx sBiaeHusAx (CHA)
HEO0O0XO0IMMO HEMEJIEHHO CO00IIaTh CIIOHCOPY, 3a UcKItoueHueM tex CHS,
KOTOpBIE B MPOTOKOJIE WK B JPYroM JIOKYMEHTE (Hampumep, B OpolIope
UCCJIEIOBATENI)  ONpEeNeieHbl  Kak  He  TpeOymIHue  CPOYHOTO
penoptupoBanus. [lociie MEPBUYHOTO CPOYHOTO COOOIICHHSI HEOOXOIUMO B
KpaTyalliie CpOKU MPEJACTaBUTh MOJPOOHOE MNUCHMEHHOE COOOIIECHUE.
[lepBruHBIi W TOCHEAYIOMIUE OTYETHI JIOJDKHBI  HICHTH(PHUIIMPOBATH
CyOBEKTOB MCCJIEAOBAHUS IO IPUCBOCHHBIM UM YHUKAJIBHBIM KOJIaM, a HE 110

UMEHaM CyOBEKTOB, IEPCOHATLHBIM UICHTU(PUKAIIMOHHBIM HOMEpaM | (HJIN)
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aapecam. HccnenoBarenb JOMKEH TakkKe COOMIOJaTh TMPUMEHUMBbIE
TpeboBaHuss U TpeboBaHusa mnpuioxeHuss Ne 11 k nHacrosmum [IpaBuiam,
OTPENENAIONIME TOPSAJOK TPEACTABICHUS COOOIIEHUH O Cephe3HbIX
HEMpPEABUICHHBIX HEXENATebHBIX PEaAKIUAX YIMOJHOMOYEHHBIM OpTaHaM U
9CO (H3K).

4.11.2. O Bcex HEXeNaTeNbHBIX SBJICHUSIX W (WJIH) OTKJIOHCHHSX
J7a00paTOPHBIX TIOKa3aTesied OT HOPMbI, OMNPEJEICHHBIX MPOTOKOJIOM B
Ka4eCTBE KPUTHYECKHUX JUIS OLICHKH 0€30MacHOCTH, HEOOXOIWMO COOOIaTh
CIIOHCOPY B COOTBETCTBUU C TPEOOBAHUSIMH K MPEACTABICHUIO COOOIICHUH O
HEXKENATENbHBIX SIBJIECHUAX B CPOKH, ONPEACICHHBIE CIIOHCOPOM B
MPOTOKOJIE.

4.11.3. ITpu cooOIIEHUAX O CMEPTU UCCIIEA0BATEIb 00sI3aH O 3aMPOCy
croHcopa, ynosHoMmoueHHoro oprada u 9CO (HOK) npenocraButh mro0yto
JOTIOJIHUTENbHYI0 UH(MOpMaIMi0  (HampuMep, TMPOTOKOJN BCKPBITUS U
MIOCMEPTHBIN MHUKPHU3).

4.12. TIlpexx1eBpeMEeHHOE IPEKPALLICHUE WU IPUOCTAaHOBKA
UCCIICIOBAHMUSI.

Econ mo xakoi-nmb0 mnpuumHE UCCIACAOBAHHE TPESKICBPEMEHHO
NPEKPAIIEHO WM  [PUOCTAHOBJIEHO, MCCIEAOBaTENb  (MEAUIMHCKAS
OopraHu3anus) JOJDKeH He3aMeNIUTEeNbHO HWHPOPMHUPOBATh CYOBEKTOB
UCCIIeIOBaHMS, 00ECEYUTh UM COOTBETCTBYIONIME JICUCHUE U HAOJIOJICHHE
U, €CJIM MPEIyCMOTPEHO MNPUMEHUMBIMU TpeOOBaHUSMH, UH(POPMHUPOBATH
YIOJIHOMOUYEHHBIE opranbl. Kpome Toro:

4.12.1. Ecim  wuccrnemoBarenb MPEXACBPEMEHHO TIPEKpamiaeT WiIn
NPUOCTAHABIMBAET HCCJIEAOBaHUE O€3 MpEeABAPUTEIBHOTO  COTJIACHs
CIIOHCOPA, OH JIOJHKEH COOOITUTh 00 3TOM MEIMIIMHCKON OpraHu3aiuu (eciu
NPUMEHUMO) H HCclieioBaTelb (MEAUIIMHCKAsl OpraHu3alus) J0JDKEH

HE3aMeIUTENTHHO TTpornHGOopMHUpoBaTh 00 3ToM crioHcopa u ICO (HOK) u
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npenoctaButh crioHcopy u 9CO (HOK) noapobHOe 00BACHEHHE MPUUYUHBI
MPUOCTAHOBKY WJIY MPEKpAIICHUs UCCIIeIOBaHUsI B MUCbMEHHOM (hopMe.

4.12.2. Ecnm  CHOHCOp  MpeKpamaeT WIAd  IPUOCTAHABIMBACT
ucclieioBaHue (B COOTBETCTBMU € NOyHKTOM 5.21 Hactosmmx IIpaBuin),
UCCIIEIOBATEIb JOJDKEH HE3aMEIUTEIbHO COOOIUTh 00 3TOM MEIUIIMHCKOMN
OpraHu3aluu, TJI€ NOpPUMEHUMO, U  HCciefoBarelb  (MEAUIIMHCKAS
opraHu3alys) JOJDKEH He3aMeIMTeNbHO TpouHdopMupoBats 06 3tom DCO
(HOK) u mpegocraButs 3CO (HOK) moapoOHOe muchMeHHOE OObsICHEHUE
MPUYUHBI TPUOCTAHOBKH WJIU MPEKPAILIECHUS UCCIIETOBAHMUS.

4.12.3. Eciu OCO (HOK) okOHYATEIhbHO WM BPEMEHHO OT3bIBAET
o00peHre (3aKII0YeHUE) Ha MPOBEICHUE UCCIE0BaHUs (B COOTBETCTBUU C
nynkramu 3.1.2 u 3.3.9 nHactosmmx [IpaBui), uccienoBarenb I0JKEH
COOOIMUT, 00 3TOM MEIUIIMHCKOW OpraHu3anuu (eciu TPUMEHHUMO) U
uccienoBarelib (MEAUIMHCKAs OpraHu3alus) JOJDKEH HE3aMEIIUTENbHO
npouHPOpMHUPOBAaTH 00 OTOM CIHOHCOpPAa U MPEAOCTaBUTh CIIOHCOPY
noApoOHOE OOBSICHEHUE TPUYUHBI TPUOCTAHOBKU WM TPEKpaIIeHUs
UCCIIEIOBAHUS B MUCbMEHHOM (hopme.

4.13. UTOroBBIil OTUET UCCIIEIOBATEISL.

[Ipu HEOOXOMUMOCTH TIO 3aBEPIICHUM HCCIEAOBAHUS HCCIIEI0BATEIb
JOJDKEH COOOIMTh 00 ATOM MEIWIIMHCKOW OpTaHM3allid; HCCIIEI0BaTElNb
(MemuuMHCKasT opraHu3anus) aojkeH npenocraBute DCO (HOK) kpatkuii
oTd4eT 00 HWTOrax HCCIEIOBaHUS, a YIOJHOMOYEHHBIM OpraHaM - BCE

TpeOyeMbIe OTYETHI (B TOM UHCIIC B BUE COOOIICHUS).

5. Cnoncop

JOITOJIHEHHUE

5.0 Ynopasiienue kauecTBOM
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CnoHcopy JobkeH oOecrneunTh  (YHKIIMOHUPOBAHUE  CHUCTEMBbI
yIpaBJICHUS Ka4eCTBOM Ha BCEX ATalax KIMHUYECKOTO UCCIICOBAHNA.

B pamMkax KJIMHHUYECKOTO HCCJIEIOBAHMUS CIOHCOpP AOJIKEH CHeaTh
OPUOPUTETHBIMA T€ BHUABI JIESITEIIBHOCTH, KOTOpPhIE OOECIEeYHBAIOT
0€301acHOCTh CYOBEKTOB KIMHUYECKOTO HCCIICIOBAHHUS M JOCTOBEPHOCTH
€ro pe3yJbTaToOB. YTPABJICHHE KAadeCTBOM BKIIIOYAET B ceOs pa3pabOTKy
palMoOHANTBHBIX TPOTOKOJIOB KIMHWYECKUX HCCIACAOBAaHUN, a TakKkKe
WHCTPYMEHTOB M Mpoleayp no coopy u o0paboTke JaHHBIX M WHGOPMAIINH,
CYILIECTBEHHOM (HEOOXOAUMOI) SBIISIIOMIECHCA KIIOUEBOM U1l TPUHSTHUS
pELICHUM.

Metoapl, TpUMEHsSEeMbIe I OOCCICUYCHHS M KOHTPOJS KayecTsa,
JOJDKHBI OBITH COOTBETCTBOBATh CBSI3aHHOMY C HCCIEAOBAaHUEM PHCKY HU
BAXHOCTH cobupaemoit wuHopmaruu. CHoHCOpP JOKEH OOECICUnTh
MPaKTUYECKYI0 BBIMOJHUMOCTh HCCIIEIOBAaHUS H  JOJKEH u30erarh
YpEe3MEPHOTO YCIOKHEHUSI TMPOIECCOB, U3IUIIHUX TIpolenyp u cobopa
U30BITOYHBIX JTaHHBIX. [IpOTOKON, WHIWBHAyadbHBIC PETUCTPAIIHOHHBIC
KapThl W Jpyrde TOKYMEHTHI JOJDKHBI OBITh SICHBIMH, JAKOHUYHBIMH U
BHYTpPEHHE HEMPOTUBOPEUNBHIMHU.

Cucrema ympaBlieHHS KadeCTBOM JOJDKHA ONUPAThCd Ha PHUCK-
OpPUEHTUPOBAHHBIN MOJIXO, OMMCAaHHBIN B myHKTax 5.0.1 — 5.0.7 HacTosux
IIpasui.

5.0.1 BesiBieHHE KPUTUYHBIX MTPOIICCCOB M TAHHBIX

Bo Bpems pa3paboTku TPOTOKOJA CHOHCOP [OJDKEH BBISIBUTH T€
MPOIIECCHl M JaHHBIC, KOTOPHIC SBISIOTCS KPUTHYHBIMHA C TOYKH 3PCHUS
3alUTHl  CyOBEKTOB HWCCIEAOBAaHUS W JIOCTOBEPHOCTH  TOJyYaeMBIX
pPE3yIbTaTOB.

5.0.2 BrIsIBIIECHUE PUCKOB
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CroHCOp [JOJKEH BBISIBUTH PHUCKUA JUISI KPUTHYHBIX TPOIIECCOB
KJIMHUYECKOTO HCCJIENOBAaHUS M JAHHBIX KIMHHUYECKOTO HCCIEIOBAHUS.
Pucku crnenyer paccmaTpuBaTh KaKk Ha CHCTEMHOM YpOBHE (Hampumep,
CTaHJIapTHBIC OTEPAIMOHHBIC TPOIEAYPhI, KOMIIBIOTEPHU30BAaHHBIC CHCTEMBI,
MEepCOHAN), TaK M Ha YPOBHE KOHKPETHOTO KIMHUYECKOTO HCCIIECTOBAHUS
(Hampumep, Iau3ailH UCCleNOoBaHUs, cOOp JaHHBIX, MPOIECC MOIYUCHHUS
UH()OPMUPOBAHHOTO COTJIAcHs).

5.0.3 Ouenka puckoB

CroHCOp JOJIKEH OLICHUTH BBISIBICHHBIE PHCKH, COIOCTaBIsAS HUX C
CYIIECTBYIOIIIMMH HMHCTPYMEHTAMHU KOHTPOJISI PHUCKOB, TMPUHUMAS BO
BHUMAaHHE:

) BEpOSATHOCTh BOZHUKHOBEHHUSI OIIHOKY;

0) B Kakoil Mepe TaKhe OITUOKU MOTYT OBITh BBISIBJICHBI,

B) BIIMSHUE TAKUX OIIMOOK Ha 3aIlMTy CYOBEKTOB HCCIICIOBAHHS |
JIOCTOBEPHOCTD €0 Pe3yJIbTaTOB.

5.0.4 KoHTpoib PUCKOB

CroHCOp MOJKEH PEeIlnTh, KaKue PUCKM MHHUMHU3UPOBATh W (WIIN)
KaKue PHUCKH MOXXHO CUMTATh JOMYCTUMBIMU MEPHI, MPUMEHSEMbIC s
MUHUMH3AIAA PUCKOB JO TPUEMJIEMOTO YPOBHS, [IOJDKEHBI OBITH
MPOMOPIMOHANBHBl 3HAYMMOCTH PHUCKA. Mepbl MO0 MUHHUMM3AIUUA PHUCKOB
MOTYT OBITh BKJIOUEHBI B MPOTOKOJ NpPHU IJIAHUPOBAHUU KIMHUYECKOTO
UCCIICIOBAHUSI M €r0 MPOBEJACHWM, B TUIAHBI MOHUTOPHMHIA, COTJIAIICHHSI
MEXKIy CTOPOHAMH, ONpENEeNSIouMe  pachpeaeineHue  o0s13aHHOCTEH,
CUCTEMHbIE MEXaHU3Mbl, OOECHeUHUBAIONINEe COONIOJACHHE CTaHIAPTHBIX
OTIEPAIMOHHBIX MPOLIEYP, @ TAKKE B TPEHUHT 10 MPOLEAYPaM U MPOLIECCAM.

JlJis BBISBIIGHUSI CHCTEMHBIX MPOOJIeM, KOTOpPhIE MOTYT TOBIUATH HA
0€30MMacCHOCTh CYOBEKTOB MCCIEAOBAHMS U JJOCTOBEPHOCTH €ro Pe3yJbTaToB,

CJIeIyeT 3apaHee ONMPEACIUTh MPEelibl JIOMYCKOB M0 KayeCTBY MapaMeTpoB
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KJIIMHAYECKOTO HCCIIEOBAaHNA IPUHMMAss BO BHHMAaHUE MEAMIIMHCKHE U
CTaTUCTUYECKUE XAPAKTEPUCTUKUA NEPEMEHHBIX, a TaKXe CTaTUCTHYECKHE
acIeKThI {rccienoBanus. BeIsSBIeHNE OTKIOHEHHH OT TPEIEIOB JIOIYCKOB I10
KayecTBY NapaMeTpPOB KIMHUYECKOTO HCCIENOBAaHUS JIOJKHO IOBJEYb 3a
co00H OLIEHKY HEOOXOAMMOCTH MPUHATHS COOTBETCTBYIOIIMX MEP.

5.0.5 Coobuienue o puckax

CrnoHcop [OMKEH JIOKYMEHTHPOBAaTb MEpbl MO  YIPaBJICHUIO
kayecTBOM. CHOHCOpP JOJKEH JOBOJIWUTH MEPHI MO YNPABIECHUIO KaUYE€CTBOM
10 CBEIEHUs TeX, KTO NPUHMMAET ydyacTUe WIM 3aTPOHYT HMH, UYTOObI
Oo0JeryuTh  NPOBEACHHE  OLEHKU PUCKOB M €€  HENpEepbIBHOE
COBEPILIEHCTBOBAHUE B X0JI€ MPOBEJACHUS KIMHUYECKOTO UCCIIEI0BAHMUS.

5.0.6 OueHka puCKOB

CnoHcop, NpuHMMas BO BHUMAaHHE HAKaIUIMBAE€MbIE 3HAHUS W OIBIT
JOJDKEH MEePUOJAMYECKH OLEHUBATh MEphl MO KOHTPOJIK PHUCKOB, UYTOObI
yOenuThCsA, 4YTO MEpbl IO YIPaBICHUIO KAayeCTBOM COXPAHSAIOT CBOIO
3(PEKTUBHOCTH U aKTYaJIbHOCTb.

5.0.7 CooO1ienue o puckax

CroHcop NOJDKEH omMcarb B OTYETE O KIMHMUYECKOM HCCIEHOBAaHUU
OPUMEHSIEMbIH TOJXOJl K YINPaBICHUIO KAa4eCTBOM M OOOOLIUTH BaXKHbBIE
OTKJIOHEHHMSI OT 3apaHee ONPEACIICHHBIX MPEIEIbHbBIX JOMYCKOB I10 Ka4YECTBY
napamMeTpoB KJIMHUYECKOTO HUCCIENIOBAHMS, & TAKXKE MPEANPHUHSATHIE MEpHI,
HampaBJj€HHblE Ha WX wucnparieHue, (myHKT 9.6. npunoxenus Nel k
Hactosamum [IpaBuiam).

5.1. OGecneuenne kauecTBa U KOHTPOJIb KA4ECTBA.

5.1.1. CrioHcop oOTBe€YaeT 3a BHEAPEHUE M TOJJCPKAHUE CHUCTEM
oOecrieueHus u KoHTposst kadectBa ¢ COII, mpunsteiMu B (dopme
INUCbMEHHOTO JIOKYMEHTa, KOTOpble MMEIOT CBOEH 1EJbl0 00ecrneyuTh

IMPOBCACHNC NCCICI0OBAHU:I, C60p, perucCTpaiuio 1 npcacraBJICHUC JaHHbIX B
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COOTBETCTBUU C MPOTOKOJOM, HacTosiuuMmu [IpaBunamMu ¥ TpPUMEHUMBIMU
TpeOOBaHUSIMU.

5.1.2. CnoHcop oTBeYaeT 3a 0OeCcrieYeHue COraacus BCEX BOBICUCHHBIX
CTOPOH Ha TMPEIOCTaBICHUE NPsAMOro Joctyna (B  COOTBETCTBUHU
c myHkToM 1.49 nHactosimux [IpaBui) Bo Bce y4acTBYIOIINE B UCCIICOBAaHUH
LEHTPHI, KO BCEM MEPBUYHBIM JAaHHBIM (JIOKYMEHTaM) U OTYETaM B IETSAX UX
MOHUTOPHUHTA U ayJUTa CIIOHCOPOM, a TAK)K€ MHCIEKI[MU HAIIMOHAJIbHBIMU U
WHOCTPAHHBIMH YIIOJJTHOMOYEHHBIMUA OpPraHaMU.

5.1.3. KoHTposib KadecTBa CIEAYET OCYILIECTBISATh Ha BCEX ATalax
paboThI C TaHHBIMU, YTOOBI 00ECTIEYUTHh X JOCTOBEPHOCThH M MPABHIBHOCTD
00pabOTKH.

5.1.4. JloroBopsl MEXKy CIIOHCOPOM U HCClieoBaTeIeM (MEAUIIMHCKON
opraHuzanueii) wuiaum 00N JApyrod y4yacTBYIOIIEM B HCCIEAOBaHUU
CTOPOHOM JIOJKHBI OBITH COCTaBJIEHBI B MHUCBMEHHOW (QoOpMe Kak YacTh
MPOTOKOJIA WJIH B KAYECTBE CAMOCTOSATENBHBIX IOKYMEHTOB.

5.2. KonTpakTHas ucciienoBaTe/bCKas OpraHu3aiusl.

5.2.1. CioHCOp MOXET TMOJHOCThIO WJIM YaCTUYHO TiepeaaTh
00SI3aHHOCTH W (PYHKIIMH, CBSI3aHHBIE C TIPOBEICHHEM HCCIEAOBaHUS,
KOHTPAKTHOM KCCIIEI0BATENBCKOW OpraHu3aluu, OJHAKO OTBETCTBEHHOCTh 3a
KA4eCTBO U IMOJHOTY MOJYYEHHBIX B XOJI€ UCCIICIOBAHUS TAHHBIX MPHU 3TOM
HeceT crioHcop. KoHTpakTHasi uccieaoBaresibCckas OpraHu3aius J0JKHA
OCYILIECTBIISITh MEPHI 110 00ECTICYEHUIO U KOHTPOJIIO Ka4eCTBA.

5.2.2. llepenaya KOHTPAKTHOW HCCIEIOBATEIBCKOW  OpTaHHU3aIldU
JTIOOBIX CBSI3AHHBIX C HWCCJIEAOBaHUEM OOs3aHHOCTEW W (PYHKIUU TOJDKHA
OBITH TOKyMEHTaJIbHO OopMIIeHA.

JOITOJIHEHUE

CnoHcOp JOJKEH KOHTPOJMPOBATH BCE BBIMOJHSIEMBIE OT €ro MMEHU

00S3aHHOCTH H (bYHKHI/H/I, CBA3AaHHBIC C IIPOBCACHHUCM HCCICAOBAHUA,
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BKJIIOUas CBSI3aHHBIE C TMPOBEICHUEM HCCIEIOBAHUSI OOSI3aHHOCTH U
(GyHKIIMU, KOTOpbIE IMepe/laHbl TMPUBJICYCHHON CIIOHCOPOM KOHTPAKTHOU
UCCIIEIOBATEIIbCKOM  OpraHu3alleil TPETbUM CTOPOHaM B TOPSAKE
cyomopsiaa.

5.2.3. Bce cBsi3aHHBIE C UCCIEOBAaHUEM O0SI3aHHOCTU M (YHKIIMHU, HE
Nepe/laHHble KOHTPAKTHOM MCCIIEA0BATEIbCKON OpraHu3aliui, OCTAlTCS B
KOMIIETEHIIMM CIIOHCOPA.

5.2.4. Bce, uto B Hactosimux IIpaBuiiax kacaercsi CIIOHCOpA, TaKkKe
IIPUMEHUMO K KOHTPAKTHOW MCCIIEIOBATEIbCKOW OpPraHU3aluu B TOW Mepe, B
KOTOPOW KOHTPAKTHAsl MCCIIEIOBATENbCKAsl OpraHu3allis IPUHUMAET Ha ce0st
00s13aHHOCTH ¥ (DYHKIIMU CTIOHCOpPA IO MIPOBEJICHUIO UCCIIEI0BAHUS.

5.3. MeauuuHCKas 3KCIepTU3a.

CnoHCOp MMOMKEH HA3HAYUTH OOJAMArONIMA  COOTBETCTBYIOIICH
MEIUIIMHCKOW KBaNM(UKAIIUEH TEPCOHAN, KOTOPHIM JIOJHKEH OBITh BCET]Ia
JOCTYNEH [UJIsi PEIICHHS CBSI3aHHBIX C  HKCCIEIOBAHUEM  BOIPOCOB
MEJIUIIMHCKOTO XapakTepa. [Ipu HeoOX0aUMOCTH JjIsl 3TOU 1€ MOTYT OBITh
MIPUBJICUCHBI BHEIITHUE KOHCYJIbTAHTHI.

5.4. JIuzaiiH uccieqoBaHusl.

5.4.1. CnnoHCOp JMOJDKEH TMPHUBIEKATh KBATM(PUIIMPOBAHHBIX  JIWII
(Hampumep, OMOCTATUCTUKOB, KITMHUYECKUX (PapMaKoIoroB, Bpadeil) Ha BCex
JTamax HUcciaeoBaHus — OT pa3pabotku mnpotokona, MPK wu mnnana
CTATUCTUYECKOI0 aHajau3a J0 MOATOTOBKH MPOMEXYTOYHOTO U (DUHAIBHOTO
OTYETOB.

5.4.2. CoHCOp [OJDKEH YyYHTBIBAaTH TpeOOBaHUA Toapasiaena 6
HacTosmero pasaena u npuiaoxenus Ne 11 k Hacrosmum [IpaBunam.

5.5. MeHeKMEHT HCCleoBaHus, paboTa ¢ JMaHHBIMH M BEJICHUE

AOKYMCHTAIIUH.
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5.5.1. CnoHcop 00si3aH TpUBJIIEKaTh O0JIAIAIONIUX COOTBETCTBYIOIIEH
kBajudUKauen aui st o0IIero pyKoBOJACTBA MCCIEIOBAaHUEM, PA0OTHI C
JTAHHBIMU, Bepu(UKAIIMUA TaHHBIX, TPOBEICHUS CTATUCTUYECKOrO aHaIM3a U
MOJATOTOBKHU OTYETOB 00 UCCIIEIOBAHUH.

5.5.2. CmoHCOp MOXET TpUHATH pemeHue 00 oOpa3oBaHUU
HE3aBHCHMOT'O0 KOMHTETa 10 MOHUTOPHUHTY AaHHbIX (namee — HKMJ) nns
paccMOTpEeHHs X0Ja KIMHUYECKOTO HMCCIEIOBAaHUSA, BKIIOYAasi PACCMOTPEHHUE
JAHHBIX IO O€30IacCHOCTH M OCHOBHBIX MapameTpax 3>((PEeKTUBHOCTH, a
TaKKe JUIsl BbIpaOOTKM pEKOMEHJAIM CIOHCOPY O LEIecO00pa3HOCTU
MPOJIOJDKEHUSI, TIPEKpaIICHUs] HCCIEIOBAHUS WJIM BHECEHHMS] B HETO
u3menennit. HKMJI noibkeH uMeTh omnepaioHHbIE TPoILEeAyphl B (popme
MUCHhMEHHBIX JOKYMEHTOB U BECTH 3aIIUCH BCEX CBOMX 3aCEIaHMIA.

5.5.3. [Ipy uCMONIB30BaHUM DIIEKTPOHHBIX CHUCTEM JJisi PalbOThl C
JAHHBIMU UCCIEOBAHUA U (WJIM) DJIEKTPOHHBIX CUCTEM YIAJICHHOTO JOCTYyIIa
K JJAaHHBIM CIIOHCOP JIOJIKEH:

a) obecreynuTh M JOKYMEHTaIbHO O(GOPMHUTH COOTBETCTBHE CHUCTEM
AJIEKTPOHHOU 00paOOTKH JaHHBIX YCTAHOBJIEHHBIM CIIOHCOPOM TPEOOBAHUSIM
K TOJHOTE, TOYHOCTH M HAACKHOCTH MAHHBIX, a TaKXe CTaOWUILHOCTh
JTOCTIDKEHHS TpeOyeMOoTo pe3ysbTaTa (BaJIUIaInIo);

JNOIIOJIHEHUE

B ocHOBy moaxoga K BaJMJAIMU TAaKUX CUCTEM CIIOHCOpP JOJIKEH
3aJI0)KUTh OILIGHKY PHCKOB, KOTOpas YYHUTBHIBACT IIEJIEBOC Ha3HAYCHUE
CUCTEMBI U €€ TIOTCHIIMATHHOE BIMSIHUE HA 3aIUTY CyObEKTOB UCCIICTOBAHUS
U IOCTOBEPHOCTH €T0 Pe3yIbTaTOB;

[Togxon x Bamuaanuu TaKUX OJJIEKTPOHHBIX CHCTEM IJisi PabOTHI ¢
JaHHBIMU KCCIIEAOBAaHMSI U (WJIM) SJIEKTPOHHBIX CHCTEM YJAJICHHOTO JTOCTYyIIa
K JIaHHBIM JIOJDKEH OBITh BBITIOJTHEH CIIOHCOPOM Ha OCHOBE OIICHKH PHCKOB, C

Y4CTOM LCJIICBOI'O HA3HAYCHHA CHUCTCMBI M €C IIOTCHIHWAJILHOI'O BIIMSAHHS Ha



50

3aIUTY CYOBEKTOB  MCCJIEAOBAaHUS U  JIOCTOBEPHOCTh  PE3yIhTATOB
KJIIMHUYECKOT0 UCCIIEA0BAHUS;

[Toaxon K BamMaalMy TaKUX CUCTEM JOJIKEH ObITh OCHOBAH Ha OIICHKE
PUCKOB C Y4Y€TOM IIE€JIEBOTO Ha3HAYEHUS CHUCTEMbl U €€ IMOTEHIHAIBHOIO
BIIMSIHUSL HA 3alllATy CYOBEKTOB UCCIEJOBAHUS U  JOCTOBEPHOCTH
PE3YIbTATOB KIMHUYECKOTO UCCIICI0OBAHUS.

0) umeth COII o uCIoab30BaHUIO ITUX CUCTEM.

JOITOJIHEHUE

COIl nmomxHBI BKJIIOYATh B ce0s OMUCAHUE yCTAaHOBKH, HACTPONKHU U
ucnons3oBanust cucreM. COIl  JoKHBI  ONKMCHIBATH  BalMJALMIO |
TECTUPOBaHUE (PYHKUHMOHUPOBAHUS CHCTEM, COOp JAaHHBIX M OOpalleHue ¢
HUMH, TOAJIep>KaHUE pabOThl CUCTEM, MEPHI MO 00ECIEUEHUI0 0€30MaCHOCTH
CUCTEM, VYIPABICHUE U3MEHCHHSIMHU, PE3EPBHOE  KOMHPOBAHUE U
BOCCTAaHOBJICHUE JAHHBIX, IUIAHUPOBAHUE JACHUCTBUU B CIIy4ae YPE3BbIYANHBIX
00CTOSITENILCTB, a TakXKe BBIBOJ CHCTEM U3 JKcmutyaTanuu. OOsS3aHHOCTH
CIIOHCOPa, MCCJIENOBATENSl U APYTUX CTOPOH B OTHOILICHUM HCIOJIb30BaHUS
KOMIBIOTEPU3UPOBAHHBIX CHUCTEM JOJDKHBI OBITh TOHSTHBIMU JJISI HUX,
M0JIB30BATESIM HEOOXOAMMO MPOBECTU 00YUEHHUE 10 UX UCTIOIB30BaHUIO.

B) o0ecrieunTh paboTy CHCTEM TaKUM 00pa3oM, Y4TOOBI MOKHO OBLIO
U3MEHATh JaHHbIE W TPU OTOM BHOCHUMBIE M3MEHEHHS ObUid OBl
3aJIOKyMEHTUPOBAHbI, @ paHee BBEJACHHBIC JaHHBIC HE ObLIU OBl yAAJIEHBI (TO
€CTh UMEJICS «JIOKYMEHTAJIBHBIN CIICI»);

') UMETh CUCTEMY 3alUTHI, IpPEAOTBPALIAOIILY IO
HECAaHKIIMOHUPOBAHHBIN JOCTYH K JAHHBIM;

1) OTPENIeNIUTh MEPEYEeHb JIMI, HAJEJICHHBIX MPAaBOM BHOCHUTH
W3MEHEHHMS B JJaHHbBIC (B COOTBETCTBUM ¢ MyHKTamu 4.1.5 u 4.9.3 HacTosmux
[IpaBun);

€) o0ecrneunBaTh aJICKBaTHOE PE3EPBHOE KOMMPOBAHUE JTAHHBIX;
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) COXpaHSITh MACKUPOBKY B HCCJIEIOBAaHUAX, MPOBOJUMBIX CIIEIBIM
METOA0M (COXpaHATh MACKUPOBKY IIPU BBOJIE U 00pa0OTKE JAHHBIX).

JOIIOJIHEHUE

oOecreurBaTh 1EJIOCTHOCTD JIAHHBIX, BKJIIOUas TaHHbIE, OMTUCHIBAIOIIINE
KOHTEKCT, COJAECPKaHUE U CTPYKTYypy HHPOpManuu. ITO OCOOCHHO BaXKHO
IIPU BHECEHUM TaKUX U3MEHEHUN B KOMIBIOTEPU3UPOBAHHBIE CUCTEMBI, KaK
OOHOBJIEHHE MTPOrPAMMHOI'0 00ECTICUEHHS WIIH TIEPEHOC JaHHBIX.

5.5.4. Ecim B mporecce 00pabOTKHM JaHHBIC TpPaHCHOPMHUPYIOTCA,
BCErjJa JI0JHKHA CYHIECTBOBAaTh BO3MOYKHOCTh CPaBHEHUSI MUCXOJHBIX JaHHBIX
c 00pabOTaHHBIMH.

5.5.5. Cnoncop JOJIKEH UCII0JIb30BATh YHUKaJIbHBIN
UJIEHTU(PUKAIMOHHBIA KOJI CyObekTa (B COOTBETCTBUU C IyHKTOM 1.11
Hactosimux [lpaBui) mo3BossOmMKA UACHTU(GUIIMPOBATH BCE JaHHBIC IO
KOKJIOMY CYOBEKTY.

5.5.6. CnioHCOp WM JIpyrye BIAAENbIbl JAHHBIX JOJKHBI XPAaHUTh BCE
OTHOCAILIMECS K CIIOHCOPY OCHOBHBIE JTOKYMEHTHI IO HCCIEAOBaHUIO (B
COOTBETCTBUU C MOJIPA3/IETIOM 8 HACTOSAILIETO pa3ienia).

5.5.7. CIOHCOp JOKEH XPAHUTh BCE OTHOCSIIUECS K HEMY OCHOBHBIE
JOKYMEHTBI [0 WCCIEAOBAHUID B COOTBETCTBUM C IMPUMEHUMBIMU
TpeOOBaHUSMHU 3aKOHO/IATENLCTBA TOCYIAPCTB-WICHOB, B KOTOPBIX IIpemapar
0100peH W (WIM) B KOTOpbIE CIIOHCOpP coOupaercs oOpaTUThCS 3a
0J100peHuEeM.

5.5.8. Ecnu  cmoHcop  mpekpamaer — KIMHUYECKYI0  pa3paboTKy
UCCleayeMoro mpenapara (IO OJHOMY WM BCEM IMOKAa3aHUAM, NyTIM
BBEJICHMSI, JICKAPCTBEHHBIM (hOopMaMm), OH JOJKEH XPAaHUTh BCE OTHOCSIIIHECS
K CIIOHCOPY OCHOBHBIE JOKYMEHTBI IO MCCIIEIOBAHUIO B TEUEHUE MO KpaitHel
Mepe 2 JeT ¢ MOMEHTa O(QUIMAILHOTO MpEeKpalleHus pa3padOTKu WU B

COOTBCTCTBUHU C IIPUMCHUMBIMHU Tpe6OBaHI/I}IMI/I.
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55.9.Ecim  cnoHcOp mpekpamaer  KIMHUYECKYI0  pa3paboTKy
UCCIIEyEMOro Tpenapara, OH JIOJDKEH CcooOnmuTh 00 3TOM  BCeM
YYacTBYIOIIMM B HUCCJIEJAOBAaHUU  HUCCIENOBaTeNAM  (MEIUIIMHCKUAM
OpraHu3alMsIM) U YIIOJTHOMOYEHHBIM OpTaHaM.

5.5.10. Ilepenaua mnpaB COOCTBEHHOCTH Ha JIaHHBIE JOJDKHA OBITh
JIOBEJICHa JI0 CBEACHUS YIOJHOMOYECHHBIX OpPraHOB B COOTBETCTBUU C
MPUMEHUMBIMU TPEOOBAHUSIMH.

5.5.11. OTHOCsIMECS K CIIOHCOPY OCHOBHBIC JOKYMEHTBI JIOJI’KHBI
XpPaHUTbCSI HE MEHEe 2 JIET NOCJE YTBEPXKACHUS MOCIEAHEW 3asBKU Ha
pEerucTpanuio npenapara B rocy1apCcTBe-4wiIeHE U A0 TE€X IMOpP, MOKa HA OJHA
U3 3aiBOK HE OyJeT HaXOJWThCd Ha PACCMOTPEHHMHM UM He Oyler
MJJAHUPOBATHCS HOBBIX 3asIBOK, WJIM HE MEHee 2 JIET mociie O(UIIMaIbHOIO
IMpeKpanieHusl KIMHUYECKON (a3pl pa3pabOTKU HCCIEAyeMOro mpemnapara.
OTU JOKYMEHTHI JIOJDKHBI XPAHUTHCS OoJiee JJIUTENbHBIA CPOK B CiIyyae,
€CJIM 3TO MPETyCMOTPEHO MPUMEHUMBIMU TPEOOBAHUSIMHU WM HEOOXOIUMO
CIIOHCOPY.

5.5.12. CnoHcop A0MmKEeH B NUCbMEHHOM QopMe HHPOPMUPOBATH
uccieaoBarenel (MEIUIIMHCKAE OpPTraHU3alMKi) O HEOOXOIUMOCTH XpaHEHUs
CBSI3aHHBIX C MCCJIEJOBAHHUEM 3aIMCEH, a TAKXKE MUCbMEHHO U3BECTUTH UX,
KaK TOJIbKO HEOOXOIMMOCTH B JJaJIbHEHIIIEM XpaHCHUH HE OyeT.

5.6. Bbi0op uccnenpoBares.

5.6.1. CnoHcop HeceT OTBETCTBEHHOCTb 3a BBIOOp HCCiEnOBaTeNnei
(MenumuHCKUX opranu3anuit). Kaxaplii ucciaemoBaTeb JIODKEH HMETh
KBATM(UKAINIO, OTBIT U PECYpPChl (B COOTBETCTBUM C myHKTamu 4.1 u 4.2
Hactoamux [lpaBwi), gocTaTouHble ISl MNPOBEACHUS HCCIEIOBAHUS, JIs
KOTOPOTO OH BbIOpaH. Ecim B  MHOTOIEHTPOBBIX  HCCIETOBAHUSIX

HEO0OXOJIUMO OPTraHW30BaTh KOOPJWHAIIMOHHBINM KOMUTET W (MJIu) BBIOpATh



53

KOOPJAMHATOPOB U3 YHUCJIA UCCIIEIOBATENECH, TO 3TO ABJISETCA O00SI3aHHOCTHIO
CIIOHCOpA.

5.6.2. Jlo moamucaHus JI0OroBOpa C HccieaoBaresieM (MEAUIIMHCKOU
opraHuzanueil) Ha TPOBEACHUE  HCCIEAOBAaHUS  CIIOHCOP  JOJIKEH
NPEJCTaBUTh HUCCIEA0BATEN0 (MEAUIIMHCKON OpraHu3alui) MOPOTOKOI M
OpolIopy HCCIeaoBaTeNsl B TEKYIIEW pelakiuu U JaTh KCCIEI0BATEIIO
(MEIUIIMHCKOW OpraHu3alyu) JOCTaTOYHOE BpeMs ISl O3HAKOMIICHHS C
MIPOTOKOJIOM M MIPEJI0CTABICHHON NH(pOPMAITUCH.

5.6.3. CnoHCOp  JOJDKEH  MOJYYUTh  COIVIACHE  MCCJIENOBATENs
(MEIUUMHCKOW OpPTaHU3AIMK) Ha!

a) IPOBEJICHUE HUCCIICIOBAaHUNM B COOTBETCTBUM C HACTOSIIUMU
[IpaBwiaMu U NPUMEHUMBIMU TPEOOBAHUSIMU (B COOTBETCTBUU C IyHKTOM
4.1.3 wnacrosmux [IpaBmi), a Takke C MPOTOKOJIOM, COTJIACOBAaHHBIM CO
CIIOHCOPOM H paspemnieHHbIM (0100perHbIM) DCO (HOK) (B cooTBETCTBHH €
nyHKTOM 4.5.1 HacTosimux [IpaBuin);

0) coOmroieHue mpoIeAyphl perucTpaiuu (peacTaBiIeHus ) JaHHbBIX;

B) MIPOBEJICHHE MOHUTOPUHTA, ayIUTa U UHCTIEKINI (B COOTBETCTBUU C
nyHKTOM 4.1.4 nacrosimux IIpaBuin);

I') XpaHEHUE OCHOBHBIX JJOKYMEHTOB, CBSI3aHHBIX C UCCIIEIOBAHUEM, 0
T€X TOp, TOKa CIOHCOP HE COOOIIUT HCCIEAOBATENI0 (MEAUIIMHCKON
OpraHM3aIiu), YTO 3TH JOKYMEHTHI OoJibllie He TPeOyIOTCS (B COOTBETCTBUU
c nyHktamu 4.9.4 u 5.5.12 nacrosmux IlpaBwi). CoHcop U ucciaeaoBaresb
(MeguuUHCKas OpraHu3alys) JOJKHBI MOJINCATh JTOKYMEHT,
MOJATBEPKIAOIIUN 3TO COTJIACHE.

5.7. Pacnpenenenuie 00s13aHHOCTEM.

Jlo Hauanma WCCIEAOBAaHMUS CIIOHCOpP JIOJDKEH YCTaHOBUTH U
pacrpeieuTh BCE CBSI3aHHBIEC C UCCIIC0BAHUEM OOSI3aHHOCTH U (DYHKITUH.

5.8. KoMmneHncanuu cy0ObeKTaM UCCIIeIOBaHUS U MCCIICA0BATEIISIM.
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5.8.1. Eciu npeaycMOTPEHO MPUMEHUMBIMUA TPEOOBAHUSIMU, CIIOHCOP
JOJDKEH O0ECHeYUTh CTPaxOBaHWE WM TapaHTUPOBATh HOPUAMYECKYIO U
(YHAHCOBYIO TOJJECPKKY HcCclenoBares (MEIUIMHCKONW OpraHu3aluu) B
cllydae NpPEIbABICHUS UM TPETEH3UM, CBSI3aHHBIX C MCCIECIOBAHHEM, 3a
UCKJIFOUEHHEM TeX MPETEH3UH, KOTOPbIE BOSHUKIIM B PE3YJIbTAaTE YMBICIIA WU
HEOCTOPOKHOCTH  CO CTOPOHBI ~ HCCIJIEIOBATENsA WIM  YJICHOB
HCCJIEI0BATENIbCKOTO KOJUIEKTUBA.

5.8.2. [IpaBmiia u mpoueayphl CIOHCOpPa JOJDKHBI MpeaycMaTpUBaTh
BO3MEULIECHUE PAaCXOJI0B Ha JieueHHEe CyOBbEKTOB B Clly4yae NMPUYMHEHUS Bpeaa
UX 3JI0POBBIO B PE3YJbTATE UX YYACTHS B MCCIENOBAHUU B COOTBETCTBUU C
MIPUMEHUMBIMU TPEOOBAHUSIMHU.

5.8.3. Ecmu cyOBeKThl HCCIEAOBaHUS TMOJIYyYalOT KOMIIEHCAIIUIO,
HNOPSAJOK U CHOCOO KOMIIEHCALMU JOJKHBI COOTBETCTBOBATH NMPUMEHUMBIM
TpeOOBaAHUSIM.

5.9. ®uHaHCUPOBAHHUE.

DUHAHCOBbBIE aCHEKThl UCCIEAOBAHUS JIOJKHBI OBITh JOKYMEHTAJIbHO
oopMJIeHBI B BHJAE JOTOBOpa MEXJIYy CIOHCOPOM M HCCIEAOBaTEIEM
(MEIUIIMHCKOW OpraHu3anuei).

5.10. YBegomiieHne YIMOJTHOMOYEHHBIX OpraHoB (Mojaya 3asiBKH B
YIOJIHOMOYEHHBIE OPTaHBbI).

Jlo Hauvanma KIMHMYECKOTO HCCJIEAOBaHUS CIOHCOpP (MJIM CIIOHCOP
COBMECTHO C MCCIIEIOBATENIEM, €CIId 3TO MNPEeIyCMOTPEHO MNPUMEHUMBIMU
TpeOOBaHUSAMHU) JODKEH TMOJaTh B COOTBETCTBYIOLIME OpraHbl BCE
TpeOyeMble 3asBKU JJISI UX PACCMOTPEHUS, MPUHATHS U (WIM) TOJTYUYEHUS
pa3penieHus Ha MPOBEACHUE UCCIeA0BaHus (B 3aBUCHMOCTH OT IPUMEHUMBIX
TpeboBanuil). Bce yBemomieHus (3asiBKM) IOJDKHBI ObITh MMETh JaTy WU
coJiepKaTh AOCTAaTOYHYIO MH(GOPMALUIO ISl UACHTU(UKALIMY TPOTOKOJIA.

5.11. IToarepxkaenue paccmorpenus 2CO (HOK).
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5.11.1. CnioHCOp JIOMKEH MOJYy4YUTh OT MCCieaoBaTeNs (MEIUIIMHCKON
OpraHHM3aIiH):

a) ceeaeHus o HaumeHoBanuu u aapece ICO (HOK) uccnenosarens
(MEeIMLIMHCKOW OpraHu3allin);

0) nonrBepxkaenue or ICO (HOK) Ttoro, 4to OH OpraHu3oBaH U
JNEUCTBYET COrjJacHoO HacroswwmMm [lpaBrwiiaMm W 3aKOHOJATENBCTBY
COOTBETCTBYIOIIETO TOCYapCTBA-UIICHA,

B) JOKYMEHTaJIbHO odopmMiieHHOe oj00peHue (3akmouenue) ICO
(HOK) u mo TpeGoBaHHIO CMOHCOpa KOMHUIO TEKYIIEH BEPCHHM MPOTOKOIIA,
NUCbMEHHOW (opMbl HMHGOPMHUPOBAHHOTO COTJIACHS M JIIOOBIX JAPYTHX
MIPEIOCTABIIIEMBIX CYOBEKTaM MUCHhbMEHHBIX MaTepPHAJIOB, a TAK)KE OTHMCAHUE
JNEUCTBUM MO TMPUBICYEHUIO CYOBEKTOB K YYacTHUIO B MCCIIEOBaHUH,
JOKYMEHTOB, OTHOCSIIIUXCS K MPETYCMOTPEHHBIM JJII CYOBEKTOB BBIILIATAM
U KOMICHCAIUsM, M JIFOOBIX HWHBIX JOKYMEHTOB, KOTOpPHIE MOTJIA OBITh
3arpeboBansl ICO (HOK).

5.11.2. Ecam DCO (HOK) o0ycioBnuBaeT Bblauy CBOETO 0J00pEeHUs
(3aKkyIrOYeHUsl) BHECEHHMEM  HW3MEHEHUMH B KakWe-JIMOO  JOKYMEHTHI
UCCJICIOBaHMS,  HAmpuUMep, B  TPOTOKOJ, MHUChMEHHYIO  (QopMmy
WH(OOPMUPOBAHHOTO COTJIACHSA WM WHBIC MPEIOCTaBIsieMble CyObeKTam
MUCbMEHHBIC MaTepuaibl W (WJIM) JPYrue TPOILEAypbl, MPHUHATHIE B
MUCBMEHHOW (opMe, CIOHCOP JOJDKEH IIOIYyYUTh OT HCCIea0BaTENsA
(MEIMITMHCKOW OpraHW3alliK) KOMMH W3MEHECHHBIX JOKYMEHTOB C YKa3aHUEM
JaThI TOJy4YeHHOro ofgoopenus (3axmodeHust) CO (HOK).

5.11.3. CrioHCOp MOJDKEH IMOJIYYHTh OT MCCIeAOBaTEIs (MEIUIIMHCKON
OpraHu3alyM) JOKYMEHTAlUI0 C YKa3aHWEM JaThl MOBTOPHBIX pa3perieHui
(omo6penuit) 9CO (HOK), a Takke pemieHuit 00 O0T3bIBE WJIM MPUOCTAHOBKE
paHee BBIAHHOTO 0JI00peHMUs (3aKITIOUCHHUS ).

5.12. Uadopmanms o0 ucciaeayeMpIx Ipemnaparax.
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5.12.1. Tlpu  nmaHUPOBAHWK  WMCCIECIOBAHWM  CIIOHCOP  JOJDKEH
pacmoJyiaraTh JOCTaTOYHBIM OOBEMOM TOJYYEHHBIX B JOKIMHUYECKUX U
(M) KIMHUYECKUX HMCCIIEJOBAaHUAX JAHHBIX 110 O€30MacHOCTH U
3¢ (HEeKTHBHOCTH, ONPABABIBAIOIINX MPUMEHEHUE UCCIIETYEMOTO Mpernapara c
WCIIOJIb30BAaHUEM COOTBETCTBYIOIMX TMyTeH BBEICGHHUS © 1103 TIPHU
COOTBETCTBYIOIICH JJIUTEIHPHOCTH W B COOTBETCTBYIOUIEH IOIYJISITUN
CyOBEKTOB UCCIICIOBAHUS.

5.12.2. CioHCOp [OMKEH OOHOBIATH OpOIIIOPY HCCIAEAOBATENS T10
Mepe TOJy4eHHS HOBOHW CyIlecTBeHHOW wuHpopMaluu (B COOTBETCTBUU
MOJIpa3AeiioM 7 HACTOSIIEro pas3jiena).

5.13. IlpousBoacTBO, yHakoBKa, MapKUpPOBKA U  KOJUPOBAHUE
HCCJIeTyEeMBIX MPEeapaToB.

5.13.1. Cnoncop  gomkeH  oOecneduTh, YTOOBI  HCCIEAYyeMble
npenaparbl (BKJIIOYash B COOTBETCTBYIOIIMX CIIy4asX aKTUBHBIE MpemapaThl
CpaBHEHUS M IJIane00) MMENH XapaKTepUCTUKHU, COOTBETCTBYIOIINE CTaJUH
pa3pabOTKu  JTaHHBIX  MpernapaToB, ObUIM  MPOU3BEIACHBI  COIJIACHO
MPUMEHUMBIM TPeOOBaHMIM HaJICKAIEH MPOU3BOJICTBEHHON MPAKTUKHA U B
COOTBETCTBYIOIINX CIIy4asX 3aKOJAUPOBAHBI 1 MAPKUPOBAHBI TAKUM 00pa3oM,
9TOOBI 00ECIEUUTh 3aIUTy MACKHUPOBKU. Kpome TOro, MapKupoBKa JOJKHA
COOTBETCTBOBATH IPUMEHUMBIM TPEOOBAHHSIM.

5.13.2. CrioHCOp JOJDKEH ONPENeNIUTh ISl UCCIETyEeMbIX IpenapaToB
TEMITepaTypy XpaHEHUs, YCIOBHS XpaHCHHS (HampuMep, B 3alIUIICHHOM OT
CBETa MECTE), CPOK XpaHEHUS, pACTBOPUTETU U MPOIETYPHI I Pa3BeACHUS
¥ BOCCTAHOBJICHUS, 4 TAK)Ke, €CITM TAKOBBIE TTPETYCMOTPEHBI, YCTPOUCTBA IS
BBeleHUS Tipenapara. CrnoHcop JobKeH uH(poOpMHpoBaTh 00 ITHX
TpeOOBaHUSAX BCE BOBJICUCHHBIC CTOPOHBI (HampuMep, MOHHUTOPOB,

HCCHCHOB&TGHeﬁ, IMPOBHU30POB, JIUIl, OTBCTCTBCHHLIX 34 XpaHeHI/Ie).
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5.13.3. Uccnenyempie mpemaparbl AOKHBI OBITh YIIAKOBAaHBI Tak,
yTOOBl TPEJAOTBPATUTh HMX 3arpsA3HEHUE M OOECIEUUTh HX COXPAHHOCTH
(MpUroAHOCTD) MPU TPAHCTIOPTUPOBKE U XPAHECHUH.

5.13.4. Jlns uccnenoBaHuii, B KOTOPBIX MCIIOJB3YETCA CIECTON METO/I,
CHUCTEMa KOJHMPOBAHUS UCCIEAYEMOI0 Ipenapara J0bKHA BKIKOYATh B ce0s
MEXaHU3M, MTO3BOJISIFOIIIAMA B AKCTPEHHBIX ciIyvasx OBICTPO
UJICHTU(PUIIUPOBATH Tpenapar, HO B TO K€ BpeMs HE JONMYCKAOUIUN
BO3MO>XHOCTH HE3aMETHO PACKPBITh KOJI.

5.13.5. Ecnu nekapctBeHHass ¢dopma HCCIEAYEeMOro Mpemnapara Wiu
npenapara CpaBHEHUS Ha KJIMHUYECKOM dTare M3y4deHus Oblja CYIECTBEHHO
U3MEHEHa, TO JI0 WCIOJb30BaHUSI HOBOW JIEKapCTBEHHOW (HOpMBI B
KIMHUYECKUX HUCCICAOBAHUSIX JOJDKHBI OBITh IOJYYEHBl PE3yJIbTaThl
JOTIOJTHUTEIILHBIX UCCIIEA0OBAaHUMN TaHHOW JIEKapCTBEHHOM (hOpMBI TIpernapara
(Hampumep, CTaOMIIBHOCTH, pPacTBOPUMOCTH, OMOIOCTYITHOCTH),
HEOOXOAMMBIE [JIi OILIEHKHM TOTO, CIOCOOHBI JM JIaHHbIE W3MEHEHUS
CYIIIECTBEHHO IMOBJIUATH Ha (papMaKOKUHETUYECKUIM PO UL IIpernapara.

5.14. TlocTtaBka uccieayeMbIX MpenapaToB U IpaBuia OOpallEeHUs C
HUMM.

5.14.1. CnoHCcOp OTBEYaET 3a MOCTABKY MCCIEA0BATENO (MEAUIMHCKON
OpraHHU3alllK ) UCCIEAYEMOro Ipenapara.

5.14.2. CioHCOp HE JOJKEH IIOCTaBJISITh HUCCIEAyeMbI TMpernapar
uccieaoBarenno (MEIUIMHCKON Opranu3aiuu) 10 TeX Mop, NoKa He MOTYYUT
BCIO TpeOyeMyto TOKyMeHTanuo (Hanpumep, ogodpenue (3axmrouenue) 9CO
(H2K) 1 ynoinHOMOUYEHHBIX OPTaHOB).

5.14.3. TluceMeHHBIC TIPOIIEAYPHI CIIOHCOPA TODKHBI BKIIOYATh B Ce0s
WHCTPYKIUU JIJIs UCcieaoBaTeNs (MEAUIIMHCKONW OpraHu3aIliu) Mo MpaBujiaM
XpaHEeHHs] MCCIIeIyeMOro Impernapara ¥ oOpalieHuss ¢ HUM, a TakXKe IO

BEICHUIO  COOTBETCTBYKOIIEH  JOKyMeHTamuu. llpouemypel  TOJKHBI
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OMKCHIBaTh 0€30MACHOE MOIYYEHUE UCCIENyEMOTO IIpenapara, oopameHue ¢
HUM, €T0 XpAaHEHHE U BbIJIayy, U3bATHE HEUCIOJIB30BAHHOI'O HCCIIEyEMOTO
npenapara y cyObeKTOB U BO3BpaT €ro CroHcopy (MO0 MHOE paclopsiKeHue
HEHUCIIOJIb30BaHHBIM MIPENapaToM, €CJIM 3TO CAHKIIMOHUPOBAHO CIIOHCOPOM U
COOTBETCTBYET NPUMEHUMBIM TPEOOBAHUSM).

5.14.4. CnoHCOp DOJKEH:

a) 00ecreynuTh CBOEBPEMEHHYIO MOCTABKY HUCCIEAYEMBIX MpPEnapaTroB
HCCIIeI0BATEIISM;

0) JOKYyMEHTHUPOBaTh IOCTaBKH, I[IOJIy4€HHE, BbIAady, BO3BpaT U
yHUYTOXKeHUE (MO0 WHOE paclopsbKeHHE) HCCIeAyeMbIX IpernaparoB (B
COOTBETCTBUU C MOJIPA3JIETIOM 8 HACTOSLIETO pa3jena);

B) UMETh  CHCTEMY  BO3BpaTa  HCCJIEAyeMOro  Mpemnapara U
JOKYMEHTUPOBAHUS MOJOOHOr0 U3BATHS (Hampumep, OT3bIBa OPaKOBaHHOTO
npenapara, BO3Bpara Ipemnapara I0ocie OKOHYaHUS HCCIENOBAHUS WU IO
UCTEUYECHHUH CPOKA TOJTHOCTH);

I) UMETb CHUCTEMY YHUYTOXEHHS (IMO0 MHOTO pacHopsKEHHs)
HEHUCIIOJIb30BAHHBIX  HMCCIEIYEMbIX MPENapaToB W JOKYMEHTHPOBAHUS
MOJ00HOTO YHHUUTOXEHUS (JTMOO MHOTO PACTIOPSIKEHNS ).

5.14.5. CnioHCOp JOJKEH:

a) TPUHATH Mepbl MO OOECHEYEeHHIO CTAOUJIBHOCTH HCCIEAYyEMBbIX
penaparoB Ha MPOTSKEHUU BCETO MEPHUO]Ia UCTIOIb30BAHNUS;

0) UMETh JOCTATOYHOE KOJMYECTBO MCIOJIb3yEMOr0 B HUCCIEIOBAHUAX
UCCIIEyeMOro mpernapaTta, 4ToObl MOATBEPAUTHh B Cilydae HEOOXOIMMOCTH
€ro COOTBETCTBUE crenu@uUKausaM, a TakXKe BECTH Y4YeT AaHAIM30B MU
XapakTEpUCTUK o0O0Opa3loB Mpenapara W3 MapTud. B 3aBucMMOCTH OT
CTaOMJIBHOCTA O00pa3lbl JIOJKHBI OBITh COXPaHEHbl MO0 10 OKOHYAHUS

dHaJIn3a JaHHBIX 110 UCCICOOBAHUIO, 00 B TE€UCHUE CpoOKa, OIIPCACICHHOTO
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MPUMEHUMBIMA TPEOOBAHUSIMU, WCXOMS W3 TOTO, KaKOW IMEpUOj SBISETCS
0oJiee ITUTEIbHBIM.

5.15. ocTyn K JOKYMEHTALIMU 10 UCCIIEI0BAHUIO.

5.15.1. CnoHCOp AOMKEH MPEayCMOTPETh B MPOTOKOJE WIHM HHOM
COIIAIIICHUU OO0S3aHHOCTh HCCiIenoBaTeNs (MEAMIIMHCKOW OpraHU3allim)
o0ecreunTh MPSAMOM JOCTYN K TMEPBUYHBIM JTaHHBIM (JIOKYMEHTAIUH) IS
1enae MOHUTOpUHTa, ayauTa, akcreptu3sl ICO (HIOK), a Takxke uHcniekuuu
CO CTOPOHBI YIIOJIJHOMOYEHHBIX OPTaHOB.

5.15.2. CioHcop AomkeH yOeauTbcsl B TOM, YTO Kbl CyOBEeKT Aal
NUCbMEHHOE COTJlache Ha TNpsSMOM JOCTyll K €ro OpUTHMHAIbHBIM
MEIUIMHCKUM 3aMUCIM JJIS [IEJIEd MOHUTOPUHTA, ayiuTa, skcnepTussl 9CO
(HOK), a Tak:xe MHCIIEKIIUUA CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

5.16. Uadopmaius o 6€30MacHOCTH.

5.16.1. CmoHCOp OTBEYaeT 3a TOCTOSHHYIO OIICGHKY O0€30MacHOCTH
UCCIIEyEMBIX MpenapaTosB.

5.16.2. CrioHCOp JOJKEH HE3aMEJIUTENIbHO YBEJOMUTh BCEX 3aHSITHIX
B MCCJIEJOBAHUM HCCIenoBaTeNie (MEIUIIMHCKUE OpraHu3aluu), a TakxKe
YIOJHOMOYEHHBIE OpPraHbl O TIOJYYECHHBIX JIaHHBIX, KOTOPHIE MOTYT
HEOJIaronmpHusATHO OTPA3UTHhCS Ha OE30MaCHOCTH CYOBEKTOB, MOBIHUATH Ha
MPOBEACHUE UCCIIEAOBaHUS MO0 M3MEHHUTH of00peHue (3axmodyeHue) ICO
(HOK) Ha npogoinkeHre UCCae0BaHMUs.

5.17. Coob1ieHust 0 HeKeNaTeIbHBIX PEaKIIMsIX.

5.17.1. CioHcOp AOMKEH B BO3MOXKHO 00JIee KOPOTKHI CPOK COOOIIAThH
BCEM YYACTBYIOIIMM B HCCJIEAOBAHUM UCCIEAOBATENSAIM (MEAUIMHCKUM
opranuzainusm), OCO (HDK) npu  HeoOXOAMMOCTH, a  Takxke
YIOJTHOMOYEHHBIM OpraHaM 000 BCEX HEXKeJaTeNIbHBIX PEaKIUsAX, KOTOPhIC

OJHOBPCMCHHO ABJIATOTCA CCPHC3HBIMU U HCIIPCABUIACHHBIMU.
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5.17.2. Takue cpouHBIE COOOIIECHUS JOJDKHBI COOTBETCTBOBATh
IPUMEHUMBIM TpeOoBaHUAM U npuiioxkeHuto Ne 11 k nactosiiuum IIpaBunam.

5.17.3. CioHCOp  JOJDKEH  NPEACTaBIsSITH  Ha  PAacCMOTPEHHUE
YIIOJTHOMOYEHHBIM OpTraHaM Bce OOHOBJICHUs HH(pOpMAIMU MO0 OE301TaCHOCTH
U TMEPUOANYECKHE OTYEThl MO OE30MacHOCTH HCCIEAYEMOro Ipernapara B
COOTBETCTBUM C NPUMEHUMBIMU TpeOOBaHMSIMU U npuiioxkeHueM Ne 11
K HactoswuM [IpaBunam.

5.18. MOHUTOPUHT.

5.18.1. Lens.

L{enpr0 MOHUTOPUHTA UCCIIEIOBAHHUS SIBISETCS IIPOBEPKA TOTO, YTO:

a) mpaBa 1 O1aronojyyre CyObeKTOB 3alUIIEHBI;

0) MpeACTaBIEHHbIE JaHHbIC SBIAIOTCA TOYHBIMHM, MOJHBIMH U
MOJATBEPKIAIOTCS IIEPBUYHON JOKYMEHTALUEN;

B) UCCJIEIOBAHUE TIPOBOJUTCA B COOTBETCTBUM C YTBEPKICHHOU
TEKYIe Bepcuer MpOTOKojda (MOMpaBOK K Hemy), Hactosimux [IpaBun u
IPUMEHUMBIMU TPEOOBAHUSIMHU.

5.18.2. Bb100p MOHUTOPOB U WX KBATU(PUKALIHSL.

a) MOHUTOPBI TOJKHBI HA3HAYAThCSI CIIOHCOPOM.

0) MOHUTOPBI JOJKHBI UMETh COOTBETCTBYIOIIYIO MOATOTOBKY, a TAKXKE
o0nagaTh HAYYHBIMU U (MJIM) KIMHUYECKUMH 3HAHUSAMH, HEOOXOIUMBIMHU JIJIS
IPOBEACHUS HAAJIEXKAIIEr0 MOHHUTOpPUHIa wucciieqoBanusd. Kpanudukarus
MOHUTOPOB JOJIKHA OBITh MOJTBEPKACHA JOKYMEHTAIIBHO.

B) MOHUTOPBI [JOJDKHBI J€TaJbHO 3HAaTh CBOWCTBA HCCIELYEMBIX
IpenapaToB, MPOTOKOJ, MUCbMEHHYI0 (OopMy MHPOPMUPOBAHHOTO COTIACHS
U BCE Jpyrue MperocTaBisieMble CyOBbEKTaM HCCIEAOBAHMS MUCHhMEHHBIC
matepuansl, COII cnoncopa, Hactosiiuue IlpaBuna u TpuUMeHHMBbIE
TpeOOBaHUSI.

5.18.3. O6Bem u conepkaHue MOHUTOPUHTA.
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CrmoHcop  MODKEH  O0ecrmedyuTh  HAUICKAMUAKA  MOHUTOPHHT
uccinenoBanuii. CHoOHCOpP JOJDKEH OMNpEeNeIuTh HEO0O0XOJIUMbIE O0bEM H
COJIEp’)KaHWe MOHHMTOPHHIa WCXOAsl W3 ILeJel, 3amad, MeTOJI0JIOTHH,
CIIO)KHOCTH, MAaCKHpOBKH, O0bEMa U  OIEHUBAGMBIX  IIapaMETPOB
uccienoBanus. [lo oOmemy mnpaBuily, ¢ 1€IbI0 MOHUTOPUHTA TpeOyeTcs
MOCeIaTh HMCCIEAOBATENbCKUE HEHTPHl 0 MPOBEACHHUS HMCCICAOBAHUS, BO
BpEMs €T0 MPOBEACHH U TIocie ero okoHYaHus. OTHAKO B UCKITFOYUTEIBHBIX
Clly4asiX, CIIOHCOP MOXXET pEeIIUTh, YTO MOHHUTOPHHT 0€3 IOCEIICHHUSI
HCCJIEIOBATEIIbCKUX IIEHTPOB B COYETAHWU C TAaKUMHU TMPOLETypaMH, Kak
TPEHUHT W MPOBEJICHHWE COBEIIAHWI HCCIe0BaTEeNe, MPEIOCTaBICHUE UM
MOAPOOHOTO  MHUCBMEHHOTO  PYKOBOJCTBA, MOXET TapaHTHPOBAHHO
o0ecneunTh HaAJeXkallee MPOBEJACHUE MCCIEAOBAHHUS B COOTBETCTBUH C
Hactosimumu  [IpaBunamu. CTaTUCTUYECKH OIpEesieMble KOHTPOJIbHbBIE
BBIOOPKH MOTYT CIY>KUTh MPUEMIIEMBIM METOJIOM sl 0TOOpa MPOBEPSIEMBIX
JAHHBIX.

JOITOJIHEHUE

CrioHCOp JODKEH pa3padoTaTh CHCTEMAaTU3MPOBAHHBIA MOAXOA K
MOHUTOPUHTY KIMHUYECKUX MCCIICOBAHUN HA OCHOBE OIIEHKH MPUOPUTETOB
U pUCKOB. ['MOKOCT, B OTHOIIEHMH O0OBEMa W XapakTepa MOHUTOPUHTA
KIIMHAYECKUX WCCIIECIOBAaHNUM, OINWCAaHHAs B JAHHOM pasJielie, MO3BOJSET
WCITOJIB30BaTh PA3IMYHBIC TTOJIXO0bI K COBEPIICHCTBOBAHUIO 3(()EKTHUBHOCTH
U PE3yJIbTATUBHOCTH MOHUTOpHUHTA. CTIOHCOP MOKET BBIOpaTh MOHUTOPHHT C
MOCEIICHNEM  HCCIEAOBATENbCKUX  LIEHTPOB  (majgee —  BBIC3JHOU
MOHUTOPHHT ), KOMOMHAITMIO BHIE3JHOTO MOHUTOPHUHTA U IIEHTPAITM30BAHHOTO
MOHUTOPHUHTA WJIA, €CJIH 3TO OOOCHOBAHO, TOJIBKO IIEHTPATHM30BAHHBIN
MoHUTOpHUHT. CIIOHCOP 3aJ0KyMEHTHUPOBaTh OOOCHOBaHWE BBIOpPAHHOU

CTpAaTCTU MOHUTOPHHI'A (HaHpI/IMep, B IIJIaHE MOHI/ITOpI/IHFa).
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Bble31HOW MOHUTOPHHI OCYIIECTBIIIETCSI B  MCCIIEIOBATEIbCKUX
IEHTpaXx, B  KOTOPBIX MPOBOJUTCA  KIUHUYECKOE  HCCJEJOBaHMUE.
[{eHTpanu30BaHHBIN MOHUTOPHUHT MPEJCTABISIET COOON yAAJICHHYIO OICHKY
coOHpaeMbIX JaHHBIX, CBOEBPEMEHHO BBIMOJIHAEMYIO KBATU(PUIIUPOBAHHBIMU
U JIOJDKHBIM 00pa3oM OOyYEHHBIMHU JIUIlaMu (HampuUuMmep, CerUuaaIucTaMu 1o
YIPABJICHUIO JaHHBIMU, OMOCTaTUCTUKAMHU).

[{eHTpaiu30BaHHBII MOHUTOPUHI OOECIEUUBAET JIOMOJIHUTEIbHbBIC
MOHUTOPUHTOBBIE ~ BO3MOXXHOCTH,  KOTOpPBbIE€  CIIOCOOHBI  JOTOJHUTH
MOHUTOPHUHT C MOCEUIEHUEM HCCIIEIOBATENBCKUX LIEHTPOB U COKPATUTh €r0
o0beM U (WIM) YaCTOTy, a TaKXe IOMOTaeT HaWTH pa3indue MEXIy
HAJIC)KHBIMU U TIOTEHIIUAJILHO HEHAIC)KHBIMU JJAHHBIMH.

OuneHka coOupaemMblX B XOJI€ UEHTPAIU30BAHHOTO MOHUTOPUHIA
JAHHBIX, KOTOpasi MOXKET BKJIIOYATh B C€0s CTATUCTHUYECKUN aHAU3, MOXKET
OBITh UCIIOJIB30BAHA IS

a) BBISIBIICHUS  OTCYTCTBYIOIIMX M  HECOMIACYIOIIMXCA  JIAHHBIX,
BBIOPOCOB, HEMPEABUIECHHOTO OTCYTCTBUS BapUaOEIbHOCTH U OTKJIIOHEHUH OT
IPOTOKOJIA;

0) MpoBEepKU TECHICHIIMM M3MEHECHHS HAaHHBIX, TAKMX KaK JIUAMa30HbI,
COTJIAaCOBAaHHOCTH M BapHaOEIbHOCTD JJAHHBIX B IICHTPAX U MEXIY HUMH;

B) OOHApY>KEHUSI CUCTEMATUYECKUX W 3HAYMMBIX OLIMOOK MpH cOOpe U
NPEJCTABIICHUU JAHHBIX B IIEHTPE U MEXAy IEHTpaMH, a TaKxKe
NOTEHIIMAIBHOTO  MAHUMYJUPOBAHUS  JaHHBIMU U TpodjiemMax ¢
LEJTOCTHOCTBIO TaHHBIX;

') aHAJIN3a XapaKTEPUCTUK U UHIUKATOPOB pabOThI IIEHTPA;

1) 0TOOpa EHTPOB U (WJIH) MPOIIECCOB IS MPUIIETLHOTO MOHUTOPHHTA
C MOCEILEHUEM HCCIIeI0BATEIbCKUX LIEHTPOB.

5.18.4. O6s13aHHOCTH MOHHUTOPA.
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MoHUTOp B COOTBETCTBHM C TpPEOOBAaHHWSIMHU CIIOHCOPA JIOJDKEH
o0OecreunTh HaJaJieXallee MPOBEACHHE M JOKyMEHTalIbHOE odopMieHue
uccienoBanusi. C 3TON I1ENbI0O MOHUTOP MHPU HEOOXOAUMOCTH C Y4YE€TOM
KOHKPETHOTO HCCJEAOBaHUS M HCCIEIO0BATEIBCKOTO IIEHTPA, BBIMOIHSIET
CIEIYIOLINUE NCUCTBUA:

a) BBICTYIIaeT B Ka4eCTBE OCHOBHOTO CBS3YIOIIETO 3BEHA MEXIY
CIIOHCOPOM H MCCJIEIOBATEIIEM;

0) yoexxmaercss B TOM, YTO HCCIEAOBaTeab o00JagaeT JAOJDKHOU
KBATM(UKAIIMEH W BO3MOXKHOCTAMH [JIi TPOBEICHUS] HCCIEIOBAHUSA U
OCTaeTCsl TAaKOBBIM Ha TMPOTSHIKEHWHM BCETO TMepHuoja HCCIeNoBaHus (B
coorBeTcTBUU ¢ nyHktamu 4.1, 4.2 u 5.6 nHactosuux IlpaBun), uTo
MOMEIICHUS, OTBEJAEHHBIE JUIsl TIPOBEACHHUS HCCIASAOBAaHUSA (BKJIIOYAs
nabopatopur ¥ OOOpYJIOBaHHE), a TaKXKe IMEepPCOHAT COOTBETCTBYIOT
TpeOOBaHUSIM K TPOBEACHHUIO padOT O€30MacHO M JOHKHBIM O0pa3oM Ha
MPOTSHKEHUH BCETO MEePUoa UCCIICIOBAHNUS;

B) B OTHOIICHUH HWCCICAyEMbIX TPEnapaTtoB MOHHUTOpP IPOBEPSET
cleyolee:

CPOKH U YCIIOBHUS XPAHECHUS TPUEMIIEMBI U KOJIMYECTBO JTOCTATOYHO JI0
KOHIIA UCCIIEIOBAHUS;

UCCIIeAyeMblIe TTpenapaThl MOIy4YatoT TOJIBKO T€ CyObEKThI, KOTOPHIM OH
HA3HAYCH, B J103aX, YCTAHOBIICHHBIX MIPOTOKOJIOM;

cyOBeKTaM HMCCIIeIOBaHMS MPEIOCTaBICHB HEOOXO0IUMbIE WHCTPYKIIUN
M0 MPaBWJIBHOMY MPHUMEHEHHUIO HCCIEAYyEeMBIX MpernapaTroB, oOpaIieHuto ¢
HUMU, UX XPAaHEHUIO W BO3BpaTYy;

MOJIydeHUe, TPUMEHEHHE W BO3BpPAT HCCIEAYyEMBIX IMpErnapaToB B
WCCJICIOBATEIIbCKOM  IIEHTPE JOKHBIM  00pa3oM KOHTPOJIIMPYETCS |

oopmIisieTcs TOKYMEHTaIbHO;
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YHUUTOKEHHE HEUCIOJIb30BAHHBIX HCCIEIYyEMBIX MpenapaToB Ju00
MHOE paclopsiKeHHEe UMH B UCCIIEI0BATEIBCKOM IIEHTPE OCYIIECTBIISIOTCS B
COOTBETCTBUU C TMPUMEHUMBIMH TPEOOBAHUSIMH W TIO COTJIACOBAHHIO CO
CTIOHCOPOM;

) IpOBEpSiET  COOJIFOACHUE  HCCIEIOBATEIeM  YTBEPKICHHOIO
IPOTOKOJIa M BCEX YTBEPXKIACHHBIX MOMPABOK K HEMY, €CIM TaKOBBIE
UMEIOTCS;

1) IPOBEPSET, YTOOBI TMHUCHBMEHHOE WH()POPMHPOBAHHOE COTJIacue
KaXXI0ro cyObeKTa ObUIO MOJYUYEHO JI0 Hayaia ero y4acTus B UCCIEI0BAHUN;

€) obecrieunBaeT HAJIMYUE Yy UCCIENoBaTeNsl TEKyllel peaakuuu
OpoIlIopbl  WccienoBareis, JAPYrUX  JOKYMEHTOB M MaTepHalioB,
HEOOXOJIMMBIX JUIsl TIPOBEJCHUS MCCIIETOBAaHUS Ha/JIekKalluM 00pa3oM W B
COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMU;

) 0oOecreunBaeT, YTO0bl UCCIIEI0BATENb U €r0 COTPYIHUKH, 3aHSTHIC B
UCCJIeI0BaHNH, OBUTH 10CTATOYHO MH(POPMUPOBAHBI 00 UCCIIEIOBAHUY;

3) MPOBEPSIET, UTOOBI MCCIEAOBATENb M €r0 COTPYAHHUKH, 3aHSTHIC B
UCCIICTOBAHUY, BBITIOJIHSUIM CBSI3aHHBIE C HWCCIIENOBAaHUEM OOSI3aHHOCTH B
COOTBETCTBUM C TPOTOKOJIOM ¥ BCEMHU JPYTUMU NHCHbMEHHBIMHU
COVIAIIEHUSIMU MEXJy CIIOHCOPOM M HccienoBaTeneM (MEIUIIMHCKON
OpraHu3alueil) u He TepedaBajud  BBINOJHEHHE CBOMX  (DYHKIUI
HEYTOJTHOMOYEHHBIM JIUIIAM;

1) NpOBEpSAET COONIOJECHUE HCCIEAOBATENEM KpPUTEpPUEB OTOOpa Mpu
BKJIFOUEHUHU CYOBEKTOB UCCIIEIOBAHUS;

K) COOOIIAeT 0 CKOPOCTH Habopa CyOBEKTOB B HCCIICIOBAHUE;

J) IpOBEpsSieT  MPaBUJIBHOCTb, TOJHOTY U  CBOEBPEMEHHOCTb
pPETHCTpAallMM  JTaHHBIX B TIEPBUYHBIX W JPYTHX OTHOCAIIUXCH K

HCCIICAOBAHUIO JOKYMCHTAX, d TAKKC ITOPAIOK BEACHUA TAKUX NOKYMCHTOB;
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M) IPOBEPSIET, UTOOBI HCCIENOBATENb MPEACTABISAI BCE TpeOyemble
OTYETHI, YBEJAOMJICHUS, 3aMPOChl U MOJOOHBIE JTOKYMEHTHI U YTOOBI Takue
JOKYMEHTbl ~ ObUIM  TPaBUJIbHBIMH,  TOJHBIMH,  CBOEBPEMEHHBIMU,
pa30oOpuMBBIMM, C  yKa3aHHBIMM  JlaTaMM U WJCHTUDUIIMpOBAIU
UCCJIEI0BAHUE;

H) IPOBEPSET MPABUILHOCTh M MOJHOTY AaHHbIX B UPK, mepBuuHbIX
JOKYMEHTaX M JPYTruX OTHOCSIIIUXCS K HCCIECIOBAHUIO 3aIUCIX IMyTeM
COTIOCTABJICHUsI WX MEXIy co0oil. B 0COOEHHOCTH MOHHUTOpP JOJIKEH
IIPOBEPSITH CIIEIYIOLIEE:

PaBUILHOCTH BHECEHHS TPeOyeMbIX MpoToKoiaoM AaHHbIX B UPK u nx
COOTBETCTBHUE JAHHBIM MMEPBUYHOMN JOKYMEHTAIIHNH;

mo0ble M3MEHEHUsS J03bl M (WIM) Tepamuud YEeTKO JOKYMEHTAJIbHO
o(OPMIISIOTCS TSI KaXKJIOT0 CyOBEKTa NCCIICIOBAHUS;

HEXEaTeIbHbIE SABJICHUS, CONYTCTBYIOIILIEE JIeYEHUE "
WHTEPKYppEeHTHBIC 3a00neBanus peructpupyiorcs B UPK B cooTBeTcTBUM C
IPOTOKOJIOM;

MPOMYIIEHHbIE CYOBEKTOM BH3UTHI, HEMPOBEJACHHBIE aHAIMU3bI U
HEBBITIOJIHEHHBIE 00cienoBanus sicHo ykaszanel B IPK kak mpomyiieHHbIe,
HEMPOBEICHHBIE U HEBBITIOJIHEHHBIE COOTBETCTBEHHO;

BCE CJIy4Yad WCKJIIOYCHHUS U BHIOBIBaHUS CyOBEKTOB M3 HCCIEAOBAHUS
3aperucTpupoBaHbl U 00bsicHeHBI B UPK;

0) cooOI1IaeT uccneaoBaTento o Joobix nonymeHHbix B MPK ommobkax,
MPOIyCcKax U HEPa30OPUYMBBIX 3amuCsIX. MOHHUTOP MOHKEH MPOCIEIUTH 3a
TEM, 9TOOBI COOTBETCTBYIOIINE UCIIPABICHUS, TO00ABICHUS WU UCKIIOYCHUS
OBLTM CICNaHbl C yKa3aHWEM JaThl, OOBSICHEHBI (MPU HEOOXOIUMOCTH) U
NOAMMCAaHbl CaMHUM  HCCleoBaTeleM  JIMOO  YIMOJHOMOYEHHBIM — Ha

noanucague 3a Hero wm3sMenenuit B HMPK unenom wucciemoBaTennLCKOro
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KOJUIEKTUBA. JlaHHBIE TOJHOMOYHMS JOJDKHBI OBITh JIaHBl B MHUCHMEHHOU
opme;

1) IpoBepsieT COOJIIOJICHUE CPOKOB COOOIICHHS O HEXelaTeIbHBIX
SABJICHUSAX, OIpEIETIEHHbIX HacTtosmmuMu I[IpaBuiamu, nporokonom, ICO
(HOK), cioHcopoM U MPUMEHUMBIMH TPEOOBAHUSIMU;

p) IpOBEPSIET BEJICHUE MCCIEAOBATEIEM OCHOBHBIX JOKYMEHTOB (B
COOTBETCTBHUU C MOAPA3/ICIOM 8 HACTOSIIETO pa3jena);

C) cooO0IaeT MccleaoBaTeNifo 00 OTKIOHEHHsX OT mportokoisa, COII,
HacTosmux [IpaBui M MpUMEHUMBIX TPEOOBAHUM, a TaKXKe MPEAITPUHUMAET
HEOOXOAMMBIE JEWUCTBHS IJisi TPEAOTBpAIECHUS IOBTOPEHHUS TOJIO0O0HBIX
OTKJIOHCHUH.

5.18.5. [Ipouenypbl MOHUTOPHUHTA.

Mownutop nomxen coomogats nucbMeHHble COIl cnoHcopa, a Takxke
OPOUEAYPHI, CHEUATBLHO OIPEIEICHHbBIE CIHOHCOPOM JUIsi MOHUTOPHUHTIA
KOHKPETHOT'O MCCIIEI0OBAHUS.

5.18.6. Otuet MmoHHUTOpA.

a) MoCJIe KaXJOro BH3UTAa B  HCCICAOBATEIbCKUW IIEHTP WU
CBS3aHHOTO C HCCIICJOBAHUEM KOHTAaKTa MOHHUTOP [OJDKEH TPEICTABUTH
CIIOHCOPY NMUChbMEHHBIN OTYET.

0) OTYETHI JOJDKHBI BKIIOYATh B CeOsl JaTy, HAUMEHOBAaHHE IICHTPA,
UMsI MOHUTOpA, UMSI UCCJIEIOBATENS WJIM UHOTO JIUIIA, C KOTOPBIM COCTOSICS
KOHTAKT.

B) OTYETHI JOJKHBI COAEPKATH KPATKOE ONMUCAHKE OOBEKTOB MPOBEPKHU,
COOOIIIEHNE MOHUTOPA O CYIIECTBEHHBIX AaHHBIX ((pakTax), OTKIOHCHHUSIX U
HEJI0OCTATKaX, BBIBOJBI, ONMMCAHUE JACUCTBUMN, MPEANPUHATHIX, MNIAHUPYEMBIX
U (WIu) PEKOMEHAYEMBIX [Jii OO0ecleueHus: COOMIOJICHUS TpeOOBaHUIMA

IMPpOTOKOJIA, HACTOAIIUX HpaBI/IJI N YIIOJIHOMOYCHHBIX OPTraHOB.
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I') NPOBEPKa CIIOHCOPOM OTYETa M MOCIEAYIOIIUE JACHCTBUS MO HEMY
JIOJIKHBI ObITh  JIOKYMEHTAJIbHO ohOpMIIEHBI  YIIOJTHOMOYEHHBIM
MPEJICTAaBUTENIEM CIIOHCOPA.

JIOITOJIHEHHE

1) OTYETHl O BBIC3JIHOM MOHUTOPUHIE U (WJIM) IEHTPAIU30BAaHHOM
MOHUTOPUHIE HEOOXOJAMMO CBOEBPEMEHHO MPEJACTABISATH  CIOHCOPY
(BKJIFOYAsi COOTBETCTBYIOIIUN MEHEIP)KMEHT U MEPCOHANI, OTBETCTBEHHBIN 32
HCCIICIOBAHUE M KOHTPOJIb 3a IEHTPOM) JIJIA MPOBEPKU M MOCIEAYIOIIETO
KOHTpOJs. Pe3ynbTaThl MOHHUTOPHMHTOBOM  JIESITEIHBHOCTH  HEOOXOJIMMO
MOoAPOOHO JTOKYMEHTHPOBATh IS OOCCIeYeHUs] BO3MOYKHOCTH IPOBEPUTH
coOJIfofiIcHEe TIUIaHa MOHUTOpPUHra. OTYETHOCTh O IEHTPAIM30BAHHOM
MOHUTOPUHIE JIOJDKHA OBITh PETYJISIPHONM U MOXKET OBbITh HE3aBUCHMa OT
MOHMTOPHUHIOBBIX BU3UTOB B IIEHTPHI.

JTOITOJIHEHHE

5.18.7. ILltan MOHUTOPUHTA

CnoHcop JOmKEH pa3pabdoTaTh IJIaH MOHUTOPHUHTA, C YYETOM PUCKOB,
CeUU(PUYHBIX ISl 3alUThl CYOBEKTOB U IIEJOCTHOCTH JAHHBIX B
KIMHAYECKOM HcCclieioBaHuM. [lnaH  JOJDKEH ONUChIBATH — CTPaTErHio
MOHHUTOPHHTA, pacipeacicHue MEXIy BCEMH CTOPOHAMH OOSI3aHHOCTEH 10
MOHUTOPHHTY, TPUMEHSIEMBIE METOJbl MOHHTOPHHTAa M OOOCHOBAaHHE WX
ucrnoap3oBanus. [lnaH Takke MOMKEH MOAPOOHO OMUCHIBATH MOHUTOPUHT
KPUTHUYECKUX JAHHBIX W TMPOIIECCOB, a TAKKE YETKO BBIJICNATh ACIEKThI, HE
SBIIAIONINECS PYTHHHOW  KJIMHUYECKOW TMPAKTHKON, ©  Tpelyroiue
JIOTIOJTHUTENIBLHOTO O0y4YeHHsl mepcoHalia B miaHe MOHMTOpPMHTA JOJIKHBI
COJIEpPKaThCs CCHUIKU Ha IPUMEHUMEIEC TIpaBuJia {M MpoIeayphl CIOHCOPA.

5.19. Aynur.

[Ipu mnpoBemeHun ayaura B TpeAesiax Mep, HaIpaBJICHHBIX Ha

oOecreueHue Ka4ueCTBa, CIIOHCOPBI JOJIZKHBI YUYHUTHEIBATH CICAYIOIICC.
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5.19.1. Llens.

[{empr0 CIIOHCOPCKOTO ayauTa, IPOBOJUMOTO OTACIHHO W HE3aBUCHMO
OT PYTUHHBIX (PYHKUIUNA MO MOHUTOPUHTY M KOHTPOJIO KAauecTBa, SBIISICTCS
OLICHKAa COOTBETCTBHUSI MPOBOJUMOIO HccienoBanus mnpotokony, COII,
HacTosuM [IpaBuiamM U IpUMEHUMBIM TPEOOBAHHSIM.

5.19.2. Be1bop u kBaluUKaLHS Ay JUTOPOB.

a) JIns mpoBemeHws ayauTa CIOOHCOP JOJDKEH HAa3HAYUThH JIII,
HE3aBUCUMBIX OT KIIMHUYECKUX UCCIETOBAHUN.

0) CrioHCOp 00513aH yJIOCTOBEPUTHCSA B TOM, YTO ayJAUTOPHI 00JIadaroT
JOCTATOYHOM KBadu(UKAIMEH, T.€. MOATOTOBKOM M OIBITOM, HEOOXOIUMBIM
JUTSL TIPOBENICHUSI ayauTa HajuiekamuM oopasom. Ksanmudukanus ayautopa
J0JDKHA OBITH MOJTBEPXKACHA TOKYMEHTAIBHO.

5.19.3. Ilpouenyps! ayaura.

a) CrloHCOp TODKEH YOSOUThCS B TOM, 4YTO ayJWT KIWMHHUYECKHUX
UCCJIEIOBaHUi (MpOrpaMM) MPOBOAMUTCS B COOTBETCTBUH C MHUCHbMEHHBIMU
IpoIeaypaMu  CIIOHCOpa, ONPEACISIONMMH OOBEKT ayJIuTa, METOJIbI
MPOBEACHUS ayAuTa, YacTOTy IPOBEACHHS ayaWTOB, a Takke (GopMy u
coJiepKaHuE OTUYETOB 00 ayauTe.

0) [Ipu pa3paboTke COHCOPOM IUIaHA ayJauTa W MPOILEAYyPHl ayauTa
WCCJICIOBaHMS JOJDKHBI YUYUTHIBATHCS 3HAYMMOCTH JIAHHOTO HCCIIEIOBAHUS
JUTSL TIOJaYM 3asBOK B YIOJHOMOYCHHBIC OpPTaHbl, KOJUYECTBO CYOBEKTOB,
YYacTBYIOIIUX B WCCJICAOBAHUH, THUIT U CIIOKHOCTHh HCCIIEAOBAHUSA, CTCIICHb
pucKa nJisi CyOBEKTOB WCCICHIOBAHMS, a TaKXKe€ JOJKHBI ObITh MPHUHSTHI BO
BHHUMAaHUE JIFOOBIC BBISIBICHHBIC TPOOIEMEI.

B) 3aMe4aHWs ¥ BBIBOJBI ayauTa JODKHBI OBITh  O(OPMIICHBI
JOKyMEHTAIBHO.

r) [l coxpaHeHHs HE3aBUCUMOCTH W ICHHOCTH (QYHKIMHM ayJInTa

YIIOJIJHOMOYCHHBIC OpraHbl HC JOJIKHBI B PYTHHHOM IIOPAAKC 3allpallinBaTb
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OT4YeTHl 00 ayauTe. YNOJTHOMOYEHHbIE OpTraHbl MOTYT 3alpalIuBaTh OTYETHI
00 ayauTe, €clii HMMEIOTCS CBHUJAETEIICTBA CEPHE3HOIO0 HECOOTBETCTBUS
HactosiuM [IpaBuiam, win B ciiydae cy1e0HbIX pa30upaTeIbCTB.

n) Ecnu 5310 TpebyeTrcss COOTBETCTBYIOUIUM 3aKOHOJATEIbCTBOM
rocyJapcTBa-ujieHa CIIOHCOP JOJDKEH NPEACTaBUTh CBHUJETEIBCTBO O
IIPOBEJACHHOM ayJuUTe.

5.20. Hecobntogenue npuMeHUMBIX TPEOOBaHU.

5.20.1. Hecob6moaenue npotokosna, COIl, nacrosmux IlpaBun u (vim)
COOTBETCTBYIOIINX IPUMEHUMBIX TpeboBaHUM ucciea0BaTeNIeM
(MEIUIIMHCKOW OpTraHMu3aIiell) Uiu COTPYIHUKOM CIIOHCOPA JOJIKHO BECTH K
0e30TyIaraTeabHbIM JEHCTBUSM CIOHCOpA, HANPaBIEHHBIM Ha oOecrieyeHue
COOJIIO/ICHUSI TaHHBIX TPEOOBaHUM.

JOIIOJIHEHUE

Ecnu BwIsIBIEHO HecoOdIofeHHMe TpeOoBaHUM, yKa3aHHBIX B a03aile
NEPBOM HACTOSIILIETO0 MYHKTAa, CYIIECTBEHHO BIMSIOUIEE WM CIIOCOOHOE
CYLIECTBEHHO TMOBIUATh Ha 3alIUTy CYOBEKTOB WM JOCTOBEPHOCTH
pe3yNbTaTOB UCCIENOBAHMS, CIOHCOP 00sA3aH MPOBECTH aHAIU3 MPUYMH JIs
YCTAaHOBJIEHUS  MEPBONPHUYMHBI U  OCYIIECTBUTh  COOTBETCTBYIOILIME
KOPPEKTUPYIOIINE U TPEeAyIpeKIatonIie 1eHCTBUS.

5.20.2. IIpu BBISBIEHUM B XOJ€ MOHUTOPUHIA WM ayJAUTa CEPHE3HBIX U
(MJIM) TOBTOPSIIOLIMXCS CIIYy4YaeB HECOOMIOJEHUS NMPUMEHHUMBIX TpeOOBaHUI
CO CTOPOHBI Ucciea0BaTelNd (MEAUIIMHCKOTO OpraHru3aliu) CIIOHCOpP AOJIKEH
MpPEKpaTUTh ydacTHe ucciaenoBaTess (MEOUIIMHCKOM OpraHu3alii) B
uccnenoBanuu. Eciam yyactue uccnempoBatens (MEAUIIMHCKONH OpPraHM3aINN)
NPEKpPALIEHO B pe3yJbTaTe CEPhE3HbIX M (MJIHM) MOBTOPSIOIIMXCS CIIy4acB
HECOOJII0ICHUS MPUMEHUMBIX TpeOOBaHMiA, CIIOHCOD JOJIKEH
0e30TJIaraTeabHO YBEIOMUTH 00 3TOM YIIOJITHOMOYEHHBIE OPTaHbl.

5.21. JlocpouyHO€ npeKkpanieHue Wik MPUOCTAHOBKA UCCIICIOBAHUA.
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Eciu uccienoBanue AOCPOYHO MPEKPAIICHO WM TMPUOCTAHOBIIEHO,
CIIOHCOp  JOJDKEH  HE3aMENJUTENbHO  COOOIIUTH  WCCIEN0BATENSIM
(MEAMIIMHCKUM  OpraHu3alusiM) ¢  yIHOJHOMOYEHHBIM  OpraHaM o
MpEeKpaieHuu UK MPUOCTAHOBKE MCCIEAOBaHUS, a TAaK)Ke YKa3aTh MPUUYUHBI
storo. DCO (HOK) Ttakxke nomkeH ObITh HEMEIEHHO HWH()OPMUPOBaAH
CIIOHCOPOM WJIM HccieaoBareiaeM (MEIUIMHCKOW —opraHusanuei) (B
COOTBETCTBUU C IPUMEHUMBIMU TPEOOBAHUSIMH), B TOM YHUCJIC U O MPUUNHAX
MpEeKpaieHus! WK MPUOCTAHOBKHU MCCIIEIOBAHMUS.

5.22. OT4YeT 0 KIMHUYECKOM HCCIIEAOBaHUHY.

HezaBucumo oT Toro, ObUIO JIM HCCIEIOBAaHUE 3aBEPILICHO IO
IPOTOKOJIy WJIM TPEKPAIIeHO JTOCPOYHO, CIIOHCOpP JOJDKEH O0eCreyuTh
COCTaBJICHUE U NPEJICTABIICHUE B YIIOJTHOMOYCHHBIE OpraHbl (B COOTBETCTBUH
C MPUMEHHMBIMH TPEOOBaHUSMU 1O (QOopMe MPUBEICHHOW B TMPHUIOKECHUU
Ne 1 x nactosimum [IpaBunamM) OTYETOB O KIMHUYECKOM HCCIIECOBAHUMU.
CroHcop Takke JT0HKEH 00€CTIeUUTh COOTBETCTBHUE OTYETOB O KIMHUYECKOM
UCCJICIOBAaHUH, BXOJISAIINX B COCTAB PETUCTPAIIMOHHOTO JI0ChE, TPEOOBAHUSIM
npwioxeHnus Ne 1 k [IpaBuiam perucTpanui U SKCIEPTH3bI JIEKAPCTBEHHBIX
CPEIICTB [ METUIIMHCKOTO TPUMEHEHH.

5.23. MHOTOLIEHTPOBBIE UCCIICIOBAHUS.

[Ipu MHOTOILIEHTPOBBIX HCCIAEAOBAHUSAX CIOHCOP JOJIKEH 00ECIeUnTh
cleyolee:

5.23.1. Bce wuccnenoBarend MNpPOBOASAT UCCIEIOBAHUE B CTPOTOM
COOTBETCTBUU C MPOTOKOJIOM, COIJIACOBAaHHBIM CO CIOHCOPOM U TIpH
HEOOXOAMMOCTH C  YIOJHOMOYEHHBIMH OpraHaMd W  pa3peuieHHbIM
(omo6pennbM) DCO (HOK).

5.23.2. UPK pazpabotana TakuMm o0Opa3oM, 4TOoObl coOpaThb Bce
TpeOyeMble JaHHBIC W3 BCEX IIEHTPOB, yYYaCTBYIOIIMX B MHOTOIICHTPOBOM

HNCCICOAOBAHNMH. TeMm HCCICAOBATCIIEIM, KOTOPLIC co61/1pa10T JOIIOJIHUTCIIBHBIC
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JaHHbIE, JIOJDKHBI OBITh TakXke NpenocTaBiieHbl gomnoiaHuTenbHbie WPK,
pa3paboTaHHbIe /71 cOOpa JOMOJHUTEIbHBIX JIAHHBIX.

5.23.3. O0s13aHHOCTH  HICCIIEIOBATENEH-KOOPAUHATOPOB U APYTHUX
ucciesoBaTelield, a TaKXke MEAMIIMHCKUX OpraHu3aluil JTOKYMEHTAJIbHO
3aKpeIJICHBI IO Hayayla NCCieI0BaHus.

5.23.4. Bcem wuccrnenoBaTelssM MPEJOCTABICHbl WHCTPYKIHMHU  TI0O
COONIOACHUIO TMPOTOKOJA, €IUHBIX CTAHJAPTOB OICHKH KIMHHUYECKHX WU
71a00paTOPHBIX JTaHHBIX, a Takxke 1o 3amnojHenno NPK.

5.23.5. CBs3b MeXy UCCIICIOBATEIISIMU HE 3aTPY/IHEHA.

6. IIpOoTOKOJI KIMHUYECKOTO HCCIEAOBAHMS
¥ TIONIPaBKH K MPOTOKOIY

[To oOmeMy npaBuity, coepkaHue MPOTOKOJIA UCCIEIOBAHUS JOJIKHO
UMETh YKa3aHHYI HUXe CTpyKTypy. OnHako wuHpOpMaIus, HMEHOIIast
OTHOIIEHHUE TOJBKO K OJHOMY MCCIEAOBATEIHCKOMY LEHTPY (MEAUIIMHCKOM
OpraHM3ali), MOXeT ObITh NpeJCTaBlIeHa Ha OTICJIbHBIX CTpPaHUIAX
OPOTOKOJIA WM COACPXKAThCS B OTACITBHOM COTJIAIICHWH, a 4YacThb
NPUBEACHHON HIDKE HH(POPMAIMM MOXKET TaKKe COJIEPKAThCid B JAPYTUX
JOKYMEHTaX, CChUIKM Ha KOTOPbIE HMMEIOTCS B MPOTOKOJIE (Hampumep, B
OpoIIope HCCIeI0BaTeNs ).

6.1. O6mas nadopmanms.

6.1.1. Ha3Banue npoTokosa, HACHTU(HUKAIIMOHHBIM HOMEP MPOTOKOJA
u nara uznanus. JIro6as mompaska Takyke J0KHA UMETh HOMEDP U JIaTy.

6.1.2. HaumenoBanue (damunmsi) u apec CoHcopa U MOHUTOpa (eciu
OHM Pa3IUYyaOTCs).

6.1.3. damunuu W JOMKHOCTU JIUI], YIOJHOMOYEHHBIX OT HUMEHU

CIIOHCOpa MMOANMCHIBATL ITPOTOKOJI U ITOIIPABKHU K IIPOTOKOJY.
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6.1.4. ®amunus, T0HKHOCTD, aapec U HoMep TeaedhoHa Ha3HAYCHHOTO
CIIOHCOPOM MEUIIMHCKOTO IKCIIEPTa MO JAHHOMY UCCIIEIOBAHMUIO.

6.1.5. damunum U JOKHOCTH HCCIEIOBATECH, OTBEYAIOMIUX 3a
MPOBEJICHUE HCCIICIOBaHUS, a TaKXke ajapeca uU HoMepa TenedOHOB
KJIIMHUYECKUX LIEHTPOB.

6.1.6. ®amunusa,  OOJDKHOCTH, aipec ©W  HOMep  TenedoHa
KBAIM(ULIMPOBAHHOTO Bpaya (B TOM YHCIIE€ CTOMATOJOra), OTBEYAIOLIEro 3a
NPUHATHE BCEX PEIICHUH MEIUIMHCKOTO (MJIM CTOMATOJIOTMYECKOTO)
XapakTepa B KOHKPETHOM HUCCIIEA0BATEILCKOM LIEHTPE (€CIIU JaHHOE JIUIO He
SABJISIETCS] KCCJICIOBATEIIEM ).

6.1.7. HaumeHoBaHusl M ajpeca KIMHUYECKUX JTAOOPATOPHUM M APYyTrHX
MEJIUIIMHCKUX, a TaKkkKe TEXHUYECKUX CIyxk0 u (Wiu) oOpraHu3alui,
BOBJICYEHHBIX B UCCIIC/IOBAHUE.

6.2. O6G0CHOBaHHUE UCCICTOBAHMS.

6.2.1. HaumMeHoBaHME 1 ONKMCAHUE UCCIIETYEMbIX MPENapaToB.

6.2.2. CBOJIHOE U3BJIOKEHHE MOTEHIIMATLHO HMEIONINX KIMHUYECKYHO
3HQYUMOCTh  PE3YJIbTAaTOB JOKJIMHUYECKUX HUCCIEJOBAHMH, a TakkKe
pe3yJbTaTOB KIMHMYECKUX HCCIEAOBAHUM, 3HAYMMBIX JUISI JTAHHOTO
HCCJICIOBAHMUS.

6.2.3. Kpatkoe omnucaHve H3BECTHBIX WU MOTEHIHAIbHBIX PUCKOB U
MOJIB3bI JIsl CYOBEKTOB UCCIIeA0BaHUS (MPU HATTMYKH).

6.2.4. Onucanne U 0OOCHOBaHWE Croco0a BBEICHUS, JTO3UPOBKHU,
peKKUMa I03UPOBAHUS U Kypca JICUCHMUS.

6.2.5. YkazaHue Ha TO, YTO JJAHHOE KIIMHUYECKOE MCCIACAOBAHUE OyACeT
MIPOBOJIUTHCS B COOTBETCTBHMU C IPOTOKOJIOM, HacTosiuMmu IlpaBunamu u
MPUMEHUMBIMU TPEOOBAHUSIMH.

6.2.6. Onucanue ucciaeayeMoi Moyl CyObEeKTOB UCCIIEIOBAHMS.
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6.2.7. CchlIKH Ha JIUTEPATYPHBIE HCTOYHHUKY U JTAHHBIE, CYIIECTBEHHBIE
JUISL UCCIIEIOBAaHUST M TMPEACTaBIsIioMe CcOO0M OOOCHOBAHME JAHHOTO
UCCJIeI0BaHUSI.

6.3. Llenu u 33129 UCCIICAOBAHMS.

JlerasibHOE onMcaHue LENEN U 3a71a4 UCCIIEOBAHUS.

6.4. Jlu3aiiH uccieaoBaHusl.

Hayuynas  00OCHOBAaHHOCTh  HUCCIIEJIOBaHUSI U  JOCTOBEPHOCTH
MOJIYYEHHBIX B MCCJICIOBAHUM JAHHBIX CYIECTBEHHO 3aBUCST OT JAM3aiiHa
uccienoBanus. OnucaHue au3aiiHa UCCIE0BAaHU JOKHO BKIIOYATh B Ce0s
CJIETyIOIIEE.

6.4.1. Yka3zaHue OCHOBHBIX U JOMNOJHUTEIbHBIX (NIPU HAJTUYMUH)
UCCIIEyEMbIX MapaMeTpPoOB, KOTOpble OYJIyT OIEHUBATHCS B  XOJI€
UCCIIEIOBAHMUSL.

6.4.2. Onucanrie TUMa (IU3aiiHa) MPOBOAMMOTO  HUCCIEAOBAHUS
(HampuMep, JBOMHOE clienoe, Iared0-KOHTPOIUPYEMOE, MapalijieibHOE) U
CXeMaTU4YeCKoe M300pakeHue Iu3aiiHa MCCIEAOBaHUs, MPOLEAYpP U ATAIOB
UCCIICIOBAHMUSI.

6.4.3. Onucanne Mep, HaMPaBICHHBIX HA MUHUMH3AIUIO (UCKITIOYCHUE)
CyOBEKTUBHOCTH, B TOM YHCJIE:

a) paHJAOMU3AIIUY;

0) ciernoro MeToja (MaCKUPOBKH).

6.4.4. Onucanue UCroab3yeMOro B HCCIEA0BAHNH JICUECHHUS, JO3UPOBKHU
U CXEMbl TPUMEHEHHUS WCCIEeNyEeMbIX TIpenaparoB (BKIOYaeT B ceOs
OTHMCAaHUE JICKAPCTBEHHON (OPMBI, YITAKOBKH M MAPKUPOBKH HCCIIETYEMBIX
npenaparoB).

6.4.5. OxugaeMas TPOAOJIKUTEIBHOCTh y4acTHsi CyOBEKTOB B

HCCIICAOBAHNHU, OIMUCAHUC TTOCIICAOBATCIIBHOCTH U IMPOAOJDKUTCIIBHOCTH BCCX
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NEPUOJIOB MCCIIEOBAaHUS, BKJIOUYas MEPHOJ IOCIEAYIOIIEro HaOIIoAeHUS,
€CJIM TAaKOBOU IIPELYCMOTPEH.

6.4.6. Onucanuie mpaBuil OCTAHOBKU WIJIM KPUTEPHUEB UCKIIOUCHUS IS
OTJIETbHBIX CYOBEKTOB, YACTEH MCCIIEIOBAHUS WIIA UCCIIEOBAHUS B LIEJIOM.

6.4.7. Ilpoueaypsl yuera ucciaeayeMbIX MpenapaToB, BKIIOUas mianedo
U IIpenapartsl CpaBHEHUA (IIPU HAIMYHUH).

6.4.8. XpaHneHnue paHIOMHU3AIIMOHHBIX KOJIOB JICUECHHUS W TIPOIICTYPHI HX
PaCKpBITHSL.

6.4.9. Ilepeuenb BceX MAHHBIX, PETUCTPUPYEMBIX HEMOCPEICTBEHHO B
NPK (6e3 npenBapuTensHON 3aMMCH B MUCBMEHHOM WJIN 3JIEKTPOHHOM BH/JIC)
U pPacCMaTPUBAEMbIX B KQUECTBE MEPBUYHBIX JTAHHBIX.

6.5. OTOOp M UCKITIOUEHHE CYOBEKTOB

6.5.1. Kpurepuu BKiIrOYeHUS CyObEKTOB.

6.5.2. Kputepuu HeBKIIOUEHUS CyOBEKTOB.

6.5.3. Kpurepuu wuckmroueHuss cyObeKTOB (OCHOBAaHUS MpPEKpaICHUS
IPUMEHEHHUS UCCIEAYEeMOro mpemnapara (MCCIeAyeMoro Je4eHus1)), a TaKxKe
POLIEYPbl, ONPEIETSAIOIINE:

a) KOTla U Kak CyOBEeKTOB HUCKIIOYaTh M3 HCCIEIOBAHUA (JICUCHUS)
UCCIIETyEMBIM MPENapaTOM;

0) Kakue JaHHbIE U B KaKHE€ CPOKU JOJDKHBI OBITH COOpaHbl TIO
UCKJIFOYEHHBIM IMaIlUeHTA;

B) MIpOIEypa 3aMEHbI CYOBEKTOB, €CJTU 3TO MPEAYCMOTPEHO;

) MOCIIeAyIoNee HaOMIJCHUE 3a CyOBEKTaMH  HCCIIEIOBAHUSA,
UCKJIFOYEHHBIMH M3 JICYEHUSI MCCIEAYEMBbIM IpernaparoM (HUCClIeayeMbIM
JICYCHUEM ).

6.6. JleueHue cyObEKTOB UCCIEIOBAHMS.

6.6.1. OcymiecTBiusieMoe Ji€UeHUE, BKJIIOYAas HAMMEHOBAHUSA BCEX

penaparoB, UX JO3UPOBKHU, YACTOTY MpHEMa, IMyTH (CIIOCOOBI BBEIACHUS), a
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TaKXe MPOJOJKUTEIBHOCTD JICUCHHS], B TOM YHCJIE€ TIEPUOIbI TTOCIEAYIOIErO
HAOMIOAEHUST JUIsl KaXXIO0M Tpynmbel CyObEKTOB (IO Tpynmnam JICUEHHs
UCCJIEAyEeMbIM TMpernapaToM, TpyHmaM HCCIEAYyeMOro JICUEHHUs, Tpynrnam
HCCJICJIOBAHMS).

6.6.2. JlekapcTBeHHbIE TpenapaThl (BUIAbI Tepanuu), MNPUMEHEHUE
KOTOPBIX pa3penieHo (BKJIOYas HEOTIOKHYIO TEpaluio) WU HE Pa3pelieHo
710 ¥ (WJIK) BO BpEMs MMPOBEICHUS UCCIICIOBAHUS.

6.6.3. MeToabpl KOHTPOJIS 3a COOJIOJICHHUEM TIPOIEAYp CyObEKTamMu
UCCIIEIOBAHMUSL.

6.7. Onenka 3(ppeKTUBHOCTH.

6.7.1. Ilepeduenn nmapameTpoB 3 (HEKTUBHOCTH.

6.7.2. MeToabl U CPOKH MPOBEICHUS OLICHKHU, PETUCTPALIMU U aHAIU3a
napameTpoB 3PGHEeKTUBHOCTH.

6.8. OreHka 0e30MacHOCTH.

6.8.1. [lepeyenr mapameTpoB 0€30MACHOCTH.

6.8.2. MeToabl U CPOKH MPOBEICHUS OLICHKHU, PETUCTPALIMU U aHATU3a
napaMeTpoB 0€30MaCHOCTH.

6.8.3. TpeboBanusi K oT4YeTaM, NPOLEAYPHl MO PETUCTPALUA U
COOOIICHUSIM O  HEXeNaTeIbHbIX  SBICHUSX ©W  WHTEPKYPPEHTHBIX
3a00JICBaHUSX.

6.8.4. MeTton M TPOAOKUTEIBHOCTh HAOIIOJICHUS 3a CyObEKTaMu
UCCIICIOBAHUS TIOCJIE BOSHUKHOBEHUS HEXKENATEIbHbIX SIBICHUM.

6.9. CtaTucTHYECKHE aCIIEKThI KIMHUYECKOT0 UCCIIEJOBAHUS.

6.9.1. Onucanne CTaTUCTUYECKUX METOIOB, KOTOPBIC MPEANOaracTcs
UCIIOJB30BaTh, BKJIIOYAsl CPOKU TPOBEACHHUS KaXJIOro IUIAHUPYEMOTO
MIPOMEXKYTOUYHOTO aHAIU3A.

6.9.2. [Inanupyemoe KoJIMYECTBO CyOBEKTOB. B ciydae mnpoBeneHus

MHOI'OLICHTPOBBIX I/ICCJ'IGI[OBaHI/Iﬁ JOJIZKHO OBITH OIIPCACIICHO IINIAHUPYEMOC
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KOJIMYECTBO CYOBEKTOB B KaXJI0M IieHTpe. OO0CHOBaHUE pa3Mepa BHIOOPKH,
BKJIFOYAs TOSCHEHUS WJIM BBIYMCIICHHS MJI1 OOOCHOBAaHUS CTATUCTUYECKOU
MOIIIHOCTH UCCIEOBAHUS U KIIMHUYECKON 000CHOBAaHHOCTH MCCIIEIOBAHMUS.

6.9.3. [IpuMeHsieMbIil ypOBEHb 3HAYUMOCTH.

6.9.4. Kpurepun npekpaiieHus UCCIeIOBaHUS.

6.9.5. [Ipomenypsl ydera OTCYTCTBYIOIIMX, HE MOAJICKANTAX aHATN3Y U
banbcu(pUIUPOBAHHBIX TAHHBIX.

6.9.6. [Iponenypsl  cooOmieHuss O  JIOOBIX  OTKJIOHEHHUAX  OT
NEepPBOHAYAILHOTO  CTAaTUCTUYECKOr0  IiaHa (BCe  OTKJIOHEHHS  OT
NEePBOHAYAIBHOTO CTATHCTHUYECKOTO IIJlaHA JOJDKHBI OBITh ONUCAaHBI U
00OCHOBaHbI B TIPOTOKOJIE W (WIM) 3aKIIOUUTEIIBHOM OT4YeTe 00
HCCIICIOBAHMHN ).

6.9.7. Ot6op  cyOwBekTOB Uil  aHaiuu3a  (Hampumep,  BCe
PaHIOMU3UPOBAHHBIE CYOBEKTHI, BCE CYOBEKTHI, MOTYUUBIINE XOTSI ObI OAHY
703y  HCCIEIyeMOro Ipemapara, BcC€ CYOBEKThl, COOTBETCTBYIOIINE
KpUTEPUSIM 0TOOpA, CYOBEKTHI, JAHHBIC KOTOPBIX MPUTOHBI JIJISI OLICHKH).

6.10. [Ipsamoii 1oCTyI K MEPBUYHBIM JAHHBIM (JIOKYMEHTAIIUH).

CrnoHcop JOMKEH TMPEeAyCMOTPeTh B  MPOTOKOJE WM HHOM
MMCHbMEHHOM COTJIAIIEHUU OOS3aHHOCTh MCCIIEIOBATENECH (OpraHu3aiuil) He
MPENsSTCTBOBATH MPAMOMY JOCTYITY K MEPBUYHBIM JAHHBIM (JOKYMEHTAIIUHN )
JUISL TIPOBEJEHWS CBS3aHHBIX C MCCIICIOBAHMEM MOHHUTOPHHTA, AayJnTa,
ATUYECKOMN IKCIIEPTHU3bI, a TAK)KE MHCTICKIIMA CO CTOPOHBI YIOJIHOMOYCHHBIX
OpTraHoOB.

6.11. KoHTpons kauecTBa U 0OecriedeHe KauyecTBa.

6.12. DTuueckne acCneKThI.

OnucaHue 3THYECKUX aClIeKTOB UCCIIEIOBAHMUS.

6.13. PaboTa ¢ TaHHBIMH U BEJIEHUE 3AMUCEN.

6.14. ®uHaHCUPOBAHUE U CTPAXOBAHUE.
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®UHAHCUPOBAHUE U CTPAXOBAHUE, €CJIM OHHU HE OIMUCAHBI B OTACIHLHOM
JIOTOBOPE.

6.15. Ilyonukanuu pe3ynbTaTOB KIMHUYECKOTO UCCICIOBAHMS.

[TonmuTka B OTHOIICHWM NyOJUKAIlMM, €CIM OHAa HE OIMCaHa B
OTAEIBHOM JIOTOBOPE.

6.16. [IpunoxeHus K TPOTOKOIY.

7. bpouitopa ucciienoBaress

7.1. Beenenue.

Bbpomtopa uccrnenosarens mpeAcTaBisieT coOOW CBOJHOE H3JI0KEHUE
KIMHUYECKUX W JOKIMHUYECKUX JaHHBIX [0 HCCIeAyeMOMY Ipemnapary,
KOTOphIE HWMEIOT 3HAYCHHE /JII €r0 H3Y4YeHHs C YydJacTHEeM 4YelloBeKa B
KauecTBe CyObeKTa uccienoBanusi. Haznauenrem OpoIItOpbl HCCIEA0BATENS
SBIIIETCS MIPEAOCTABJICHUE UCCIAEAOBATENSIM U APYTUM JIUI[AM, BOBJICUCHHBIM
B MPOBEACHUE HCCIECNIOBaHUsI, UHPOPMAIIMK, MTOMOTAIOIIECH MOHUMAHUIO U
COOJIIOJICHUIO MHOTHX CYIIECTBEHHBIX TMOJIOKEHUH MPOTOKOJA, TaKUX Kak
7033, dYacTtoTa (MEpUOJUYHOCTh) J03, CHOCOOBbI BBEACHHUS, a TaKXKe
poLeaypbl MOHUTOpUHTA Oe30macHOCTU. bpormtopa ucciaemoBaresss Takxke
o0OecreuynBaeT TMOHMUMAaHUE, CIOCOOCTBYIOIIEE KIMHUYECKOMY BEIICHUIO
CyOBEKTOB HCCIEOBaHUS B TEUCHHE Kypca KIMHUYECKOTO HCCIEIOBAHMUS.
Nudopmanuss momkHa OBITh MpeACTaBlieHa B  KPaTKOW, MPOCTOM,
OOBEKTUBHON W JIMIIEHHOW PEKJIAMHOTO OTTE€HKa (opme, MO3BOJISIONIEH
KIMHALIACTY WM  TOTCHIMAJIbHOMY HCCIIEIOBATeNl0 IOHATH €€ |
chopMHUpPOBAThH CBOIO COOCTBEHHYIO 00BEKTUBHYIO OLICHKY
1eJ1eco00pa3HOCTH MPEIaraéMoro UCCIeI0BaHUs HUCXOAS U3 COOTHOILICHUS
nmoJyib3a-puck. [1o 3TON mMpuYMHE B COCTaBICHUU OPOIIIOPHI MCCIIEI0BATENS

OOBIYHO JOJDKCH TIpUMHHUMATh  y4acCTUC MC)II/II_II/IHCKI/Iﬁ OKCIIEPT, HO
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coAepKaHWEe  OpOIIOpbl  HMCCeaoBaTeIs  JOJDKHO  OBITh  0JI00pEHO
CHENUAIUCTAaMU Te€X 00J1acTeH, /1€ ObUTH MOJYUYEHbI OMTUCHIBAEMbIE TaHHBIE.
Hacrosmue [IpaBuna OIPEICISIOT MUHHUMAaIbHBIN 00BEM
uH(popmaImu, KoTopas J0JDKHA OBITh BKIIFOUEHA B OPOIIIOPY MCCIIeI0BaTEIs,
U JaeT PEKOMEHJAAIMU IO CTPYKTYype H3J0XKEHUs JTaHHOW HHGOpMAaIUH.
[Ipenmnonaraercsi, 4To Xapakrep U 00bEM JOCTYNMHOU HHPoOpMaAlUU OyAyT
U3MEHATHCS B 3aBUCUMOCTH OT CTQJMM Pa3padOTKH HUCCIETyEMOIo
npenapara. Eciaum wuccimemyeMblii  mpemapar HaxOJUTCSA Ha pBIHKE H
OONBIIMHCTBY  MPAKTHUKYIOMIMX  Bpadeil  XOpOIIO  HM3BECTHBI €TI0
dbapmakomoruueckre CBOWCTBa, bpolropa wuccienoBarens MOXKET OBITh
MeHee MoJpoOHo. C paspelieHus: YMNOJHOMOYEHHBIX OpPraHOB BMECTO
OpolIOpbl  UCCIEAOBATENII MOTYT OBITh HCIOJB30BAaHbl  MaTEpHUAbI,
coJiepKalire OCHOBHYIO MH(GOPMAIUIO O Tpenapare, JUCTOK-BKIAABIII WU
uH(opMallMg Ha ATUKETKE MPHU YCJIOBHH, YTO albTEPHATUBHBIA BapUaHT
COJICP)KUT aKTyaJbHYI0, BCECTOPOHHIO W TOAPOOHYI0 HHGOpPMAIUIO 000
BCEX XapaKTEPUCTHUKAX HCCIEIyEeMOro mpemnapara, KOTOpPble MOTYT OBbITh
BOXKHBI JUIs ucchenoBarens. Eciu Haxonsmuiics B CBOOOJHOM Mpoaake
JIEKApCTBEHHBIN MpenapaT UCCIAEAYETCS Ha MPEeAMET HOBOIO MPUMEHEHHUS (110
HOBOMY IOKa3aHu10), bpoirtopa uccienoBarens q0KHA ObITH COCTABIICHA C
y4€TOM HOBOTO TpUMEHEHMs. bpourtopy wucciaegoBarens — CIEAyeT
nepecMaTpuBaTh U UCIIPABIISATh HE pexe 1 paza B roji U nMpu HEOOXOUMOCTH
JOTIOJIHSITh B COOTBETCTBUU CO CTaHJAPTHBIMU TMPOIIEAYpPaMH CIIOHCOpA.
bpourtopa ucciegoBaTenss MOXKET NEPECMATPUBATHCS Yalle B 3aBUCHMOCTH
OT CTaJAWM pa3padOTKH MperapaTa u Mo Mepe MOCTYIUICHUSI HOBOW 3HAYUMOMN
uadopmarmu. OJHAKO B COOTBETCTBHMU C TMPHUHIMIAMH HaJIekKaIeh
KIMHUYECKOW TIPAKTUKOW HOBasi HMHQpOpMAIUSI MOXET OBITh HACTOJbKO

BaXHa, YTO €€ H606XOI[I/IMO COO6HII/ITB uccicaoBaresiMm M- IIpU
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HeoOxoaumoctu DCO (HOK) u (umnam) ynmoJIHOMOYEHHBIM OpraHaMm Ji0 €€
BKJIIOUCHHUS B HOBYIO PEIAKIIMIO OPOIIOPHI UCCIIEA0BATENS

Kax mpaBuiio, crioHCOp OTBEYaET 3a MPEAOCTABICHUE UCCIIEI0OBATEISIM
aKTyalbHOM pedakiuuu OpoOIIIOpbl  HMCCIENOBATENsA, a HCCIeI0BaTeIn
OTBEYAIOT 3a NPEAOCTABICHUE AaKTYaJIbHOM  peAakiuu  OpoOIIIOpHI
uccnenonarels coorsercTByromiemy 3CO (HOK).

Ecnu crioHcopom uccnenoBaHus sIBJISIETCS UCCIIENOBATENb, OH JOJIKEH
paccMaTpuBaTh BO3MOKHOCTh TOJYYEHHsS] OpOILIIOPHl OT H3TOTOBUTENS
npenapara. Ecim uccneayeMbld  mpemapaT  MPEIOCTaBISIETCS  CaMUM
CIIOHCOPOM-HUCCJIEIOBATEeNIeM, OH  JOJDKEH  JIOBECTU  HEOOXOAUMYIO
uH(pOpMaIMIO 10 CBEICHUS 3aHSATOrO B MCCIEJAOBAaHUU MepcoHana. B tex
ClydasiX KOTJla COCTaBJICHHUE TpPaJUIIMOHHOW OpOUIOpHl HUCCIEI0BATES
HEOCYIIECTBUMO, B KA4e€CTBE aJIbTEPHATHBBI CIIOHCOP-HUCCIIEIOBATEND
JOJDKEH BKJIIOYUTH B IPOTOKOJ HUCCIEAOBAHMS pa3es, BKIHOYAIOIINI
NOoAPOOHO M3NOKEHHBIC JaHHBbIC, COJEpXKAIlUe MHUHUMAIBHBIH 00BbEM
TeKyiier nHdopMaiu, npeaycMaTpuBaemMbie HacTosuMHu [IpaBunamu.

7.2. OO0111ME MOT0KEHHUS.

Bpomtopa uccrnenoBarens 10pKHA BKITIOYATh B CEOS:

7.2.1. TUTYJIbHBIN JUCT.

JlomxHBI OBITH YKa3aHbl HaUMEHOBAHHUE CIIOHCOPA, MACHTU(PUKATOPHI
Ka)XJIOT0 MCCJIEAYEeMOro npemnaparta (HOMEp UCCIIeIOBaHUs, XUMUUECKOE WU
YTBEP)KJIEHHOE  HEMAaTEHTOBAHHOE  Ha3BaHME, a TakKke  TOProBoe
HAaUMEHOBAaHHWE, €CIM  3TO  HE  MPOTUBOPEUYUT  JECUCTBYIOLIEMY
3aKOHOJIaTEILCTBY U MO JKEJAHWIO CTIOHCOpA) W JaTa peAakiuu OpOITFOPHI
UCCIIEI0BATENA. Y Ka3blBAETCS HOMEP BEPCUU OpOLIOpHI HCCieA0BaTeNs, a
TaKXe HOMEP U JaTa MpeablayIeld peakiiuu OpOIIOpbl UCCIEA0BATEIIS.

7.2.2. Yka3aHue Ha KOHPUIACHIIUAIBHOCTD.
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[To xenaHuIO CIOHCOP MOXET BKJIIOYUTH B OpOIIIOpE HCCIET0BATEIIS
yYBEJIOMJICHHE HCcieoBareneld (Mmoaydareneil) o TOM, YTO OHHU JIOJKHBI
paccMaTpuBaTh  OpOIIIOPY  HCClenoBarelisi Kak  KOH(HUICHIMATbHBIN
JOKYMEHT, MNpEIHA3HAYCHHBI MCKIIOYUTEIBHO JUISI O3HAKOMJIEHUS H
HCII0JIb30BaHUs UcclieioBaTeIbCcKUM KoJtekTuBoM u 9CO (HOK).

7.3. Conepxanue OpONTIOPHI UCCIEA0BATEII.

Bpourtopa wucciegoBarens J0MKHA HMMETh CIEAYIONIUE Pa3Jeibl,
KK U3 KOTOPBIX (IA€ MPUMEHUMO) CIEIYET COMPOBOXKIATH MEPEUYHEM
CCBUIOK Ha JIUTEPATypHbIE HICTOUHHUKH:

7.3.1. OrnaBneHue.

7.3.2. KpaTtkuit 0030p.

JIOJbKHO OBITh TPEACTABICHO KpaTKoe pe3toMe (OKenaTebHO He
MpEeBBIIIAIOIIEe 2 CTPaHUIl) MAOCTymHOM uHpopMamuu O (PU3NYECKHUX,
XUMHYECKUX, (bapmaneBTHUECKuX, (bapMaKkoIOTUUECKHX,
TOKCHUKOJIOTHYECKUX, (PapMaKOKMHETHUYECKUX, METa00JIMYEeCKHUX CBOWCTBAX,
uHpopMaIMu 0 KIMHUYECKOM TMPUMEHEHUHM, COOTBETCTBYIOIIEH TEKYIIEH
CTaJuY KJIMHUYECKOU pa3pabOTKH UCCIIelyeMOoro npemnapara.

7.3.3. Beenenue.

B kpatkoM BBOZHOM pa3zfene AOMKHBI ObITh YKa3aHbl XUMHUYECKOE
Ha3BaHHE (a TaK)KE HEMAaTEHTOBAHHOE M TOProBOE€ HAMMEHOBAHUS, €CIIH
npernapar 3aperucTpUpoBaH) HCCIEIYEeMOro Ipernapara, BCE aKTHUBHbBIC
UHTPEAUEHTHI, (apMaKojoruueckas rpynmna, K KOTOPOW OTHOCUTCS
HCCIIENYEMbIM IIpenapar, U MECTO, Ha KOTOPOE€ OH B HEHW MPETEHAYET
(HampuMep, MPEeuMyINecTBa), OOOCHOBAaHWE Il W3YYEHUS HCCIETyEeMOro
mpernapara, a TaKkKe ero OXujaaeMble TPOPIIAKTHIECKHAE, TePATTEBTHUCCKUE
WU TUarHOCTUYECKHE MokazaHusi. KpoMe Toro, B BBOJIHOM pasjielie J0JDKEH

OBITH ChOPMYJIMPOBAH OOIIMI MOAXO/] K OIEHKE UCCIIeyeMOro npemnapara.
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7.3.4. ®uszndeckue, XUMU4Yeckne W (GapMalleBTHUECKUE CBOWCTBA M
JeKapcTBeHHas popma

JIoJKHBI OBITH MPEICTABIICHBI OMUCAHWE KOMIIOHEHTOB HCCIEIYEMOTO
npernapara (BKJIo4as XUMUUECKHE U (MJIM) CTPYKTYpHBIE (DOPMYIIbI), a TAKKE
KpaTkas CIpaBKa O €ro OCHOBHBIX (U3MYECKUX, XUMUUYECKUX U
(dhapMalleBTUUECKUX CBOMCTBAX.

Jlns oOecrnieyeHusi aJeKBAaTHBIX Mep O€30MAaCHOCTM B XOJI€
HCCIICIOBaHMUS JOJDKEH OBITh YKa3aH M NIPH HE0OXOIUMOCTH OOOCHOBaH
COCTaB JICKapCTBEHHOW (OpPMBI, BKJIIOYAs JIOMOJHHUTEIbHBIC BEIIECTBA.
Taxke MOMKHBI OBITH MPENOCTABICHBI HWHCTPYKIUMU 10 XPaHEHUIO U
WCIIOJIB30BaHUIO JIEKAPCTBEHHBIX (OPM.

Cnenyer ykazarh J1000€ CTPYKTYpPHOE CXOJCTBO C JIPYTUMU
W3BECTHBIMU COECIMHEHUSIMU.

7.3.5. JIOKIMHUYECKUE UCCIICIOBAHU.

BBenenue.

JloJbKHBI OBITH MPENCTABICHBI B KpaTKoW (opme pe3ysbTaThl BCEX
CYIIECTBEHHBIX  JOKJIMHUYECKUX  HUCCIEAOBAHUM  (PapMaKoJIOTHYECKUX
CBOMCTB, TOKCUYHOCTH, (DApMAKOKMHETHKHA W METa0O0JM3Ma HCCIIETyEMOTO
npenapara. JlomokHbI  OBITh  OMHCAHBI  WCIOJB30BAHHBIE  METOJbI,
MPEACTABJICHBI TIOJYYCHHBIC PE3YJIbTATHI, 4 TAKKE UX 0OCYXKIEHHE B CBSI3H C
UCCIIETyEMbIMU TEPANIEBTUUECKUMHU U BO3MOXKHBIMU HEOJaronmpusTHHIMU
WJIU HeTIpeBUACHHBIMU d(PdhekTaMu y yesaoBeka. B 3aBUCMMOCTH OT HAJIUYUS
(mocTtymHOCTH) HHPOPMALINH YKA3bIBACTCA CIEAYIOIICE:

WCIIOJIb30BAHHBIC B UCCIIEOBAHUSX BUbI )KUBOTHBIX;

KOJIMYECTBO U MOJI )KUBOTHBIX B KaXKJI0M TPYIIIIE;

CIUHUIIBI HM3MEPEHHUsS J103bl (HAmpuMep, MUILIUTpaMM/KUIOrpaMM
(Mmr/kr));

KpPaTHOCTb BBCACHU,
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yTh BBEJICHUSI,

JUTUTEIHHOCTh Kypca BBEICHHUS,

uH(pOpMaIs, OTHOCSIIASICS K CHCTEMHOMY pacipeiesIeHUIO;

POJIOJDKUTENBHOCTh TOCIEAYIONIEr0 HaOMIOACHHS MOCIe OKOHYAHUS
BBEJICHUS MIpemapara;

pE3yNbTaThl, BKIIOYasi PACKPHITHE CIEAYIONIUX ACTIEKTOB:

XapakTepa ¢ 4acTOoThl (apMaKOJIOTMUECKUX WM TOKCHYECKUX
3¢ PeKTOB;

BBIPAKCHHOCTH WM CTEMEHU TSHKECTH (PapMaKOIOTHYECKUX WIIU
TOKCHYECKUX d(PPEeKToB;

70303aBUCUMOCTH 3(P(PEKTOB;

BPEMEHU JI0 HACTyIIeHUs 3P PEeKTOoB;

obpatumocTu 3¢ (PeKToB;

POIOIKUTEILHOCTH 3(PHEKTOB.

st OGosblliel HAIVISIAHOCTHA JaHHBIE CJEAYeT IO BO3MOXKHOCTHU
NpeACTaBIATh B BUuae Tabnul (nepeuneil). [locnenyromue pas3aenbl T10IKHbBI
CoJiepKaTh OO0CyXAeHHe Hanboyee BaXKHBIX PE3YJIbTATOB HCCIEIOBAHUM,
BKJIFOYAsi 10303aBUCHUMOCTh Ha0Mt01aeMbIX 3(h(PEKTOB, X IKCTPATOJIAIMIO Ha
YeJioBeKa, a TakXKe JII0Oble MHbIE acCleKThl, TPeOYIOIIHUe HCCIENOBAaHUSA Y
yenoBeka. [Ipu HEOOXOAMMOCTH, HOJIKHO OBITh MPOBEIEHO CpaBHEHUE
pe3ynbTaToB HcchaeaoBanus Y(PPEKTUBHBIX U HETOKCHMUECKUX JI03 TIperapaTa
Ha JKUBOTHBIX OJIHOTO W TOro Xe BuAa (HEOOXOJUMO OMNPENeIUTh
TepaneBTUUecKuil nHAeKkc). Crneayer yka3arh, Kak 3TH JaHHBIE COOTHOCSITCS
C JIO3UPOBKaMH, MpeuiaraéMbIMHU JUIsl IPUMEHEHUs y 4YeloBeka. Bo Bcex
Clly4asiX IO BO3MOXHOCTM MpPH NPOBEACHUH CPABHEHHM PEKOMEHIYeTCs
yKa3bIBaTh KOHIIGHTPAIIMM Tpenapara B KPOBU (TKaHHW), a HE JTO3UPOBKH,
BBIPKCHHBIC B MI/KT.

a) Jloxnmuanueckasi (hapMaKoJIOTHs.
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JlaHHBIM pa3fen JOKEH BKIOYaTh B ce0S KpaTKOe OIKMCAHUE
(hapMakoJOrHYECKUX CBOMCTB MCCIIEyEMOTO Ipenapara U 1o BO3MOKHOCTH
€ro OCHOBHBIX METa0OJUTOB IO pe3yjibTaTaM HUCCIEIOBAHUN HA >KMBOTHBIX.
Kparkoe omnmcanue AOMKHO BKIIOYATh B ce0s MCCIENOBAHUSA MO OILICHKE
BO3MO’KHOHM TEpaneBTUYECKON aKTUBHOCTH (Hampumep, 3p(HEeKTUBHOCTD MPHU
HKCIIEPUMEHTAJIbHON MATOJOTUH, JIMTaHA-PELENTOPHOE B3aUMOJEUCTBUE U
CHEeUU(PUYHOCTh  JCHCTBHS), a TakXKe MCCIEJOBAHMUS IO  OIICHKE
0e30macHOCTH (HampuMep, CrelruaibHbIe UCCIEI0BAHUS 1 U3YUEHUSI MHBIX
dapmakonoruueckux  3PQGeKToB, HE  HUMEHIIIMX  TEPaNeBTUYECKOMN
HaIIPaBJICHHOCTH).

0) ®apMaKOKMHETHKA U META0OIU3M Ipernapara y >KUBOTHBIX.

JanHblil pasfgen [OOJDKEH BKIOYATh B Ce0S KpaTKOe OIUCaHue
(dapMaKkOKMHETUKH, MeTabojlM3Ma U  PacHpeleseHUs  HUCCIEeTyeMOro
npenaparta B TKAaHSAX JKMBOTHBIX BCEX BHUIOB, Ha KOTOPBIX MPOBOJUIIVCH
uccienoBanus. JloyokHBI OBITH OCBEIICHBI BCAChIBAHME, MECTHas U
CUCTEMHas OMOJOCTYITHOCTh UCCIEAYEMOr0 Npenapara u ero MeTadoJIMTOB, a
TaK)K€ MX CBSI3b C JIAHHBIMU (PApMaKOJIOTMYECKUX U TOKCHUKOJIOTUYECKHUX
UCCIIEIOBAHUI HA KUBOTHBIX.

B) Tokcukomorusi.

JlaHHBI pa3fen JOJDKEH BKIIOYaTh B ce0S KpaTKOe OIMHMCaHHE
TOKCHYECKMX 3(PPEKTOB HCCIEAyeMOro Impernapara, BbIABICHHBIX B
UCCJIEIOBAaHUSAX Ha KMBOTHBIX pa3HbIX BUIOB. ClieqyeT, Mo BO3MOKHOCTH,
NPUIEPKUBATHCA HIKENPUBEICHHOW CTPYKTYpPbl OTJIABJIICHUS JAHHOTO
pazzena:

TOKCHUYHOCTB IIPY OJJHOKPATHOM BBEJICHHH;

TOKCUYHOCTH IPU MHOTOKPATHOM BBEJICHUU;

KaHICPOI'CHHOCTD,
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CHeUuajbHble HCCIENOBaHUs (HalpuMep, MECTHO-pa3apa)karoliee
NENCTBUE, UCCIEA0BAHUE CEHCUOMIN3UPYIOLIEro TEUCTBUS);

pPENpOyKTUBHAS TOKCUYHOCTH;

T€HOTOKCUYHOCTh (MyTareHHOCTb ).

7.3.6. OnBIT IPUMEHEHUS Y YEIIOBEKA.

Bsenenue.

B »stoMm pasnmene mnoapoOHO 0OCYXKIAOTCS U3BECTHBIE A(DQPEKTHI
UCCIEAyEeMOro  TMperapaTta |y  4elioBeKa, BKIouUas  uHGOpMAIUIO,
OTHOCAILYIOCS K (apMaKOKHHETHKE, MeTabonu3My, ¢apMaKkoIuHAMUKE,
710303aBUCUMOCTH 3P dekToB, Oe3omacHOCTH, A(DPEKTUBHOCTH, a TaAKKE
JIpYruM BuJaM (papMakoIOTHYecKOrd akTUBHOCTH. [10 BO3MOXKHOCTH JAOTKHO
ObITh JAHO KpATKOE ONHCAHUE KaXJOro 3aBEPIICHHOTO KIMHUYECKOTO
uccienoBanus. Takxke AomKHAa OBITH TpeAcTaBieHa WHQPOpMALMS O
pe3ynbrarax Jo00ro NPUMEHEHMsI HCCIEAyeMOTo Ipernapara BHE paMOK
KIIMHUYECKUX UCCIEIOBAHUI (HApUMEpP, CBEACHUS, MOJTYUYECHHBIE BO BpEMS
NOCTPETUCTPALMOHHOTO IPUMEHEHUS ITpenapara).

a) ®apMakoKMHETHKA U META0OIU3M Y YEJIOBEKa.

JlaHHBI ~ pa3men JOJDKEH CoJepiKaTh KpaTKyr  HH(opmarmio,
OTHOCAIIYIOCS K (PapMaKOKMHETHKE UCCIEAYyEeMOro pernapara, U BKIt04aTh B
ce0s caeayroiee (B 3aBUCHUMOCTH OT HAIMYUS JaHHBIX):

dbapMakokrHeTHka (B TOM 4Yuciae MeTaboJu3M, BCachIBaHUE,
CBsI3bIBaHUE C OEJIKaMU IJ1a3Mbl, paclpeIelICHUE U BbIBECHUE);

OMOJOCTYIHOCTh  HCCIEAyeMOro rmnpemnapara (aOCOJIOTHYIO IO
BO3MOXHOCTH U (WJIM) OTHOCHUTENIbHYIO) C MCIOJIb30BAHUEM OIPEICICHHON
JeKapCTBEHHOU (hOPMBI B KaUECTBE CPABHEHHS;

CyOnomyJsiliuy HaceJeHus (HampuMmep, pa3ivuuus MO MOy, BO3PACTY

WM HapyIIeHUsIM (DYHKIIUN OpraHoB);
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B3aUMOJICIICTBUE (HAmpuUMep, JIEKAPCTBEHHBIE B3aUMOJCHCTBUS U
BIIMSTHUC TIPHUEMa TTHIIIH );

Ipyrue JaHHble 10 (QapMakOKMHETHKE (HampuMmep, pe3yiabTaThl
MIPOBEACHHBIX B pamKax KIIMHAYECKHUX UCCieI0BaHUN
(hapMaKOKMHETHYECKUX UCCIIEIOBAHUN HA PA3IUYHBIX TPyMax).

0) bezonacHoCTh U 3 (HEKTUBHOCTB.

Kpatko nomxnHa ObITh TpeacTaBieHa WHGOpMAIUSA, OTHOCSIIAsICS K
oe3omnacHocTH, hapMakoguHaMuKe, 3(PGHEKTUBHOCTH U J10303aBUCUMOCTHU
3¢ (deKToB uccienyemMoro mpemnapara (M €ero MeTabOJIMTOB, €CIM HMEIOTCS
JAHHBIC) W TOJYyYEeHHAs B XOJI€ MPOBEACHHBIX KIMHUYECKUX HMCCICTOBAHUN
(c yuactuem 370pOBBIX JOOPOBOJIBIIEB U (MJIM) MalMeHToB). [omkHa OBITH
Ipe/CTaBlIeHa WHTEPIpETalusl STUX JaHHBIX. ECIM 4acTh KIMHUYECKUX
UCCIIEIOBAaHUI YXKe 3aBepllieHa, ajs Oojee SCHOrO BOCHPUATHUS JaHHBIX
PEKOMEHAYETCSl MPEJCTaBUTh IO 3aKOHYEHHBIM MCCIEAOBAHUSM CBOJHbBIC
oTtueThl 10 3(G(HEKTUBHOCTH U 0€30MACHOCTU HCCIIENYEeMOTo IMpernapara o
OTJENbHBIM TIOKA3aHUSIM Y Ppa3IMYHBIX momyisnuid. Taxke ciemyer
UCTIOJIb30BAaTh CBOJHBIC TAaOMUIII HEXKENATEIbHBIX PpEaKIHid 10 BCEM
KIMHAYECKUM HWCCIEAOBaHUSAM (BKJIIOYas WCCIEIOBAHUS IS JIFOOBIX
W3YYaBIIUXCS MOKa3aHuii). JloMKHBI OBITh OCBEIIEHBI 3HAYMMBIE PA3INYUs B
XapakTepe (4acToTe) HEXKENATeNbHBIX peaKIuil Kak JUisi Pa3IudHBIX
IIOKA3aHUU, TaK U U1 Pa3JIMYHBIX MOMMYJISLUAN.

B Opomrope wucciemoBaTenst JOJKHBI OBITH OIKMCAHBI BO3MOJKHBIC
PHUCKH 1 HEXeNaTeIbHbIE PEaKINU, KOTOPhIE MOKHO OKHJATh HA OCHOBAHUU
HAKOIUICHHOTO ONbITa NMPUMEHEHUS KaK HCCIeNIyeMOro mpernapaTra, Tak U
CXOAHBIX C HUM mpemapaToB. J[omKHBI OBITh TakKXK€ OMNUCAHBI MEpPHI
PEIOCTOPOKHOCTH WJIM  CIIeNMaIbHbIE METOJbI HAOIIOACHHS, KOTOpHIC
HEOOXOMMO  TMPUMEHSATh  NPU  HMCIOJIB30BaHWM  TIpermapara B

HCCIIEA0BATCIIbCKUX HEIIAX.
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B) IlocTperucTpallnOHHBIN OIBIT IPUMEHEHHS.

B Opomtope wucciemoBaTenss OJDKHBI OBITh yKa3aHbl CTpaHBI, B
KOTOPBIX MCCJIEAYEMBIM IIpernapar YK€ HMEeTCs B TMPOJaXe WIM ObLI
3apeructpupoBaH. JlroOas 3HaumMas uHOOpMAIMS, IOJIYYEeHHAas B XOJe
MOCTPETUCTPAIIMOHHOTO  TPHUMEHEHHWS  Tpermapara, JODKHa  OBITh
npejacTaBieHa B OOOOIIEHHOM BHJIE (HAalpUMeEp, JIEKApCTBEHHBbIE (HOPMBI,
JIO3UPOBKH, TIYTH BBEJICHUS U HEXKeNaTeIbHbIC peakiun). Takxke B Opoirtope
HCCIIeIOBATENIS JTOJKHBI OBITh YKa3aHbl CTPAHbI, B KOTOPBIX 3asSBUTEIIO OBLIO
OTKa3aHO B OJ00peHWHU (perucTpaiuy) IMpernapara g KOMMEPUYECKOTO
NPUMEHCHUS WM  pa3pelicHue Ha  MOpojaxy  (perucTpaloHHOE
yAOCTOBEpPEHNE) ObLIO aHHYJIUPOBAHO.

7.3.7. O6Cy>XIeHHe TaHHBIX ¥ HHCTPYKIIMH JJIs UCCIEA0BATEIS.

B oatom pa3gene  A0KHO OBITH  TIPEACTABICHO  OOCYXKIACHHUE
JTOKJIMHUYECKUX W KIMHUYECKHX JIaHHBIX W 0000meHa wuHbopMaIus,
MOJYyYeHHAass M3 pa3HbIX HCTOYHHMKOB II0 Pa3IMYHBIM  CBOMCTBaM
HCCIIETyeMOTO npenapara. Takum obpazom, HCCIIEI0BATEIIIO
IIPEIOCTABIIAIOTCS Hambosee WH(DOpPMATHBHAS WHTEPIPETAIUS HMEIOITUXCS
JAHHBIX, a TaKXe BBIBOJABI O 3HAYMMOCTH JOTOM HWHpOpMAIUU IS
MOCICAYIONNX KIMHNYCCKUX UCCIICTIOBaHUM.

JlomkHBI OBITH KpaTKO OMUCAaHbl OMyOJWKOBaHHBIE PaOOTHI TIO
CXOIHBIM TMperapaTaM, €ClId TaKhe Ipenaparbl UMEITCSI. OTO IO03BOJHUT
WCCJICIOBATENII0 OBITh TOTOBBIM K HEXKEJATEIbHBIM PEaKIHsIM WIH APYTUM
npobysieMaM, KOTOpbIE MOTYT BO3HHKHYTh B XOAC KIMHHUYCCKHX
HCCJICIOBAHUN.

OcHoOBHas 11€J1b JAHHOTO pa3jena 3aKJIYaeTcs B TOM, YTOObI TOMOYb
WCCJICIOBATEIII0 MOJYYUTh YETKOE MPEACTABICHUE O BO3MOXKHBIX pHUCKaX U
HEXENAaTeIbHBIX PEaKIUiIX, a TaKKe O CHCIHaNIbHBIX TeCcTax, MeETOoJax

Ha6J'IIOI[eHI/I$I N MCpax IMPCaAOCTOPOIKHOCTH, KOTOPBIC MOI'YT HOHaI[O6I/ITBC$I B
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X0Jle¢ KIMHUYECKOTO HCCIENOBaHUsA. OTO MPEACTAaBICHUE AOHKHO OBITh
OCHOBAaHO Ha JOCTYNMHOW HH(POpMALMK O (PUINYECKHX, XUMHUYECKHUX,
(dhapMaIreBTUUECKUX, (hapMaKOJIOTUUECKUX, TOKCUKOJIOTHYECKUX u
KJIMHAYECKUX CBOMCTBAaX HcCCienyeMoro nmpenapara. KiuHuueckoMmy
UCCIIEIOBATENI0 TAKXKE JIOJDKHBI OBITh MPEIOCTABICHBl WHCTPYKIHUU IO
JUArHOCTUKE U JICYCHUIO BO3MOXHBIX MEPEIO3MPOBOK U HEXKENaTeIbHBIX
peaxiuii, KOTOpbIE OCHOBAHbl Ha MPEIBIIYIIEM KIMHHYECKOM OIBITE U

(dhapMaKkoIOTHYECKUX CBOMCTBAaX UCCIEIYyEeMOro mpenapara.

8. [lepevyeHb OCHOBHBIX JOKYMEHTOB
KJIIMHUYECKOTO MCCIICTIOBAHUS

8.1. Beenenue.

OCHOBHBIMH JOKYMEHTAaMH KJIMHHUYECKOTO HCCIACAOBAHUS SIBIISTFOTCS
JOKYMEHTBI, KOTOPBIE TMO3BOJISIOT (MO0 OTASIBLHOCTH WM B COBOKYITHOCTH)
OLICHUTH MIPOBEJICHHUE MCCIIEIOBAHUS M KauyeCTBO IMOJYYEHHBIX aHHBIX. JTH
JOKYMEHTBI ~ CITy’)KaT — J10Ka3aTeIbCTBOM COOJIIOJCHHS  HMCCIIEeI0BaTelIeM,
CIIOHCOPOM M MOHUTOPOM TPHHIIMIIOB HAJJIC)KAIIEeH KIMHUYECKOW MTPaKTUKH
¥ IPUMEHUMBIX TpeOOBaHUH.

OCHOBHBIE JOKYMEHTHI HCIIOJB3YIOTCS Tak)Ke€ B HWHBIX IICJSIX.
CBOEBpEMEHHOE  TOMEIIEHWE  OCHOBHBIX  JIOKYMEHTOB B  (pailsibl
uccinenoBarens  (MEIUUMHCKOW  OpraHu3aldh) MW CIIOHCOpAa  MOXET
CIIOCOOCTBOBATh YCIICIIHOMY BBITIOJIHEHHIO B paMKax KIMHHYECKOTO
UCCIIeIOBaHUS CBOUX (DYHKIIMM HMCCIIEIOBATEIEM, CIOHCOPOM U MOHUTOPOM.
Kpome Toro, 3Tu JOKyMEHTHI OOBIYHO SIBJISIOTCS OOBEKTOM HE3aBHCHUMOTO
ayJiTa CO CTOPOHBI CIIOHCOPA W WHCTIEKIIUA CO CTOPOHBI YIOJTHOMOYEHHBIX
OpraHOB BBHUY TOTO, YTO OHU SIBJITFOTCS YACTBHIO MPOIIECCa MOATBEPKIACHUS
3aKOHHOCTU TIPOBEJICHHUS MCCJIEAOBAHUS M JOCTOBEPHOCTH COOpPaHHBIX

JaHHBIX.
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Huxe npuBeneH MHUHUMAIbHBIA TEPEYEHb OCHOBHBIX JOKYMEHTOB.
JIOKyMEHTBI CrpyNmupoBaHbl B 3 pasjiesia B 3aBUCMMOCTH OT CTaJIUU
KJIIMHAUYECKOT'0 MCCIIEIOBAHUS, BO BpEMSI KOTOPOIl OHU OOBIYHO CO3/IAI0OTCH:

1) nepen HavanmoMm KIMHUYECKOU (ha3bl UCCienoBaHUs (B COOTBETCTBUU
¢ myHkToM 8.2 HacTtosuux [IpaBuin);

2) BO BpeMsl KIMHUYECKOM (ha3pl MccieqoBaHud (B COOTBETCTBUM C
nyHkToM 8.3 Hacrosmux [IpaBuin);

3) mociae  3aBEpIICHUS WM  NPESKICBPEMEHHOTO  MPEKPALICHHS
UCCIIEIOBAHUS (B COOTBETCTBUU C MMyHKTOM 8.4 HacTtosimux [IpaBuin).

B yka3zaHHBIX HWXE MOANYHKTaX MOJpa3/eiia 8 HACTOSIIEro pasjelia
yKa3aHbl MM KaXJIOro JOKYMEHTa M MECTO HMX XpaHeHus (B Qaitnax
uccinenoBarens (MEIUIIMHCKOW  opraHusaiuu) W (WJId)  CIIOHCOpa).
JlommyckaeTcsi oObeUHEHHWE HEKOTOPHIX TOKYMEHTOB TIPH YCIOBHH, YTO
OTJIETILHBIEC DJIEMEHTHI JIETKO UICHTUPUITUPYIOTCSI.

daiinbl UccIeq0BaHUA TODKHBI OBITh CO3/IaHbI B HaUajle NCCIEAOBaHUS
KaK B MECTE HaXOXAEHUs uccienoBaress (MEIUIMHCKON OpraHu3aluun), TaK
u B o¢uce cnoHcopa. MccnenoBanue MOXKHO cyUTaTh OQULIHAIBHO
3aBEpPIICHHBIM TOJBKO TIOCJIE€ TOTO, KaK MOHUTOP MPOBEPUT (hailiibl
uccinenoBarens (MEAUIMHCKON OpraHu3aldh) W CIOHCOpa W TMOJITBEPAUT
HAJIMYHME BCEX HEOOXOIUMBIX JOKYMEHTOB B COOTBETCTBYIOIIMX (paiiiax.

Ilepeuncnennsie B Hacrosmux [IpaBuinax JAOKyMEHTBHI Kak IO
OTJEJIbHOCTH, TaK W B COBOKYIHOCTH MOTYT OBITh MOJBEPrHYTHI ayJUTY
CIIOHCOpPa M HHCHEKIUU (IIPOBEPKE) YMOJIHOMOYECHHBIMU OpraHaMH H
JOJDKHBI OBITH IPEABSIBICHBI PY MTPOBEJACHUH ayIUTA WA WHCIICKITUH.

JOITOJIHEHUE

CnoHcop W wuccnenoBaresib (MEIMIIMHCKAs OpTraHU3aluu) 00s3aHbI
BECTU  JOKYMEHTAllMI0 O  MECTONOJIOKEHUU  (MEecTe  XpaHEHUs)

MCCTOPACIIOJIOKCHNHU HNMCIOINXCA Yy HHUX OCHOBHBIX JOKYMCHTOB
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KJIMHUYECKOTO  HWCCIEIOBAaHUS, BKIIOYAash MEPBUYHYIO JOKYMEHTAIHUIO.
Cucrema XpaHEHUs, UCIOJb3yeMasi BO BPEMsI HCCJICJOBAHUS W IS LeTen
apxuBalu¥ (HE3aBUCUMO OT THIA MCIIOJIb3YEMOT0 HOCHUTENs), JOJKHA
obecrieynBaTh BO3MOKHOCTh MJICHTU(DHUKAIINH, TTPOCICKHUBAEMOCTh UCTOPUHU
BEpCHUI1, MOUCK U U3BJICUYECHUE IOKYMEHTOB.

CoctaB OCHOBHBIX JIOKYMEHTOB HCCIICIOBAHUSI HAJJICKUT JOMOIHATH
aMb0  JIOMyCKaeTcss cokpauiaTh (ecau  3T0  OOOCHOBAaHO JIO0 Hadaja
HCCIICJIOBAHMS), OCHOBBIBASICh Ha BaXXHOCTHM W 3HAYUMOCTH KOHKPETHBIX
JOKYMEHTOB ISl UCCIEA0BAHUS.

CnoHcop 00s513aH yOeIUTHCS B TOM, UYTO MCCAEA0BATENb (MEIUITMHCKAS
opranuzanusi) koHTposupyeT pgaHHbie WPK, nepenaHHble cHoHcopy, H
pacriojaraeT IOCTOSHHBIM JocTynoM K HuM. CHoHCOp He BIpaBe
YCTaHaBJIMBATh UCKIIOUUTEIbHBIA KOHTPOJIb HaJ TUMH JaHHBIMHU.

Ecnu BMecTo opurumHama AOKYMEHTAa UCIOJIb3YETCS €ro KOomus
(manmpumep, nepBUYHBIX JokyMeHTOB, MPK), oHa nomkHa COOTBETCTBOBATh
TpeOOBAHUSIM, MIPEBSIBIISIEMBIM K 3aBEPEHHBIM KOITHSIM.

Uccnenosarens (MeAUIIMHCKAs OpraHu3aiivsi) 00s3aH OCYIIECTBISAThH
KOHTPOJIb 32 BCEMHU OCHOBHBIMH JOKYMEHTAMU U 3aMUCSMH, CO3JJaHHBIMU UM

A0, BO BpCM: U ITIOCJIC UCCIICIOBAHMA.

8.2. Ilepen HayamoM KIMHUYECKOU (ha3bl UCCICTOBAHUS

Ha crapuu ninanupoBaHust UCCIIEIOBAHUS 1O €ro (opMallbHOro0 Hayasa
JOJIKHBI OBITh CO3/IaHbI ¥ IIOMEILIEHBI B (DAl cleAyoIKe TOKYMEHTHI:

HaumenoBanue Lens Haxomutcs B daitnax
JIOKYMEHTa
HCCIIEI0BATEIIA CIIOHCOpa
(MenuuuHCKON
OpTaHU3AIIIH )
8.2.1. bpomropa JIOKYMEHTAJIBHO 3aKPENUTh X X

HCCICa0BaTCIA q)aKT nepeaayn
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HaumenoBanue Lens Haxomutcs B daitnax
JOKYMEHTa
UCCIIeI0BaTEeNs CIIOHCOpa
(MeauIUHCKON
OpraHU3aliH)
HCCIIeIOBATEIIO (MEIUIIMHCKOM
OpraHu3aIu) He0OX0IUMOMN 1
aKTyaJbHOM HAy4YHOU
uHpopmaruu 06 uccaeayeMom
npernapare
8.2.2. JIokyMeHTbI JIOKYMEHTAJIbHO 3aKpEIUTh
IUTAHUPOBAHUS (akT yTBepkKACHUS CIOHCOPOM
KIMHUYECKOTO U MCCIeIoBaTeIeM IPOTOKOoJIa
HCCIICIOBAHUS: (mompaBok) u UPK X X
MO CAaHHBIA TIPOTOKOJI
MOJMMCAaHHBIE TTOTIPABKH K
HeMmy (IIpU HaJIU4un)
obpazer; MPK
8.2.3. ndopmarus, JOKYMEHTAIbHO OOPMUTH
npelocTaBisieMas (baxT moxydeHus
CyOBEKTY UCCIeIOBaHUs:  HUH(DPOPMHUPOBAHHOTO COTIIACHS,
JOKYMEHTAJIBHO TTOATBEPIUTH,
dopma 4TO CYyOBhEKTaM MCCIIEI0BAHMS X X
MH()OPMHUPOBAHHOTO OyzeT npenocTaBiicHa
cornacus (BKItoUYas BCe COOTBETCTBYIOMIAs (C TOUKH
HEOOXO/IMMbIe 3pEHHs COJEPKAHUS U
Pa3bACHUTCIILHBIC JOCTYITHOCTH ISl TOHUMAHH )
MaTepHaJIbi) UCHMEHHAsT HHPOPMAIIHSI,
mo6as Kpyras KOTOpas OMOKET UM C YIETOM X X
IHChMEHHaR MHGOPMALLIA MOJTHOW MH(POPMUPOBAHHOCTH
JaTh corJIacHe.
peKIaMHbIe 00bsBICHHsT ~ ALOKYMEHTATBHO MO/ITBEP/IUTE, X
JUISL IPUBJICYEHNS YTO MEpPHI 110 MPUBJICYEHHIO
CYOBEKTOB B CYOBEKTOB aJIeKBaTHBI U
HICCIIeIOBAHIE OTCYTCTBYET 3JIEMEHT
(ec UCTIOIB3YIOTCS) IIPHHYXICHUA
8.2.4. ®uHaHCOBBIE JIOKYMEHTAJILHO 3aKPEIUTh X X
ACTIEKTHI HCCIICOBAHUS (uHAHCOBOE COTJIAIIEHHUE T10
UCCIIEIOBAaHHUIO MEXKIY
CTIIOHCOPOM H HCCIIEZIOBATEIIEM
(MEeIMIIMHCKON OpTraHu3aInei)
8.2.5. CtpaxoBoe JIOKYMEHTaJIbHO MOJITBEPAUTD, X X

00513aTeIBCTBO
(ecu TpedyeTcs)

4TO B ClIy4ae MIPUUYNHEHU
yiiep6a, CBSI3aHHOTO C
HCCTIeIOBAaHUEM, CYOBEKTaM
uccienoBanus OyeT JOCTyIHA
KOMIICHCAIIUA
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HaunmenoBanue
JIOKYMEHTa

Lens

Haxomutcs B daitnax

HCCIIEN0BATEINS
(MeauIUHCKON
OpraHU3aliH)

CIIOHCOpa

8.2.6. [loanmucauubiii
JIOTOBOP BOBJICYCHHBIX
CTOPOH, HAIIPUMED:

MEXy HCCIIEI0BaTEIeM
(MeTUIIMHCKOMN
OpraHu3aiieit) u
CIIOHCOPOM

MEX1y HCCIIeIoBaTEIeM
(MeauIUHCKOM
opraHu3aIuein) u
KOHTPAKTHOU
HCCIIEIOBATENLCKOM
OpraHu3aluen

MEXIY CIIOHCOPOM U
KOHTPAKTHOU
HCCIIE10BATENbCKOM
OpraHu3aluen

MEXXy UCCIIeIoOBaTEIeM
(MeaMIUHCKOM
opraHuszanueil) u
YIIOJITHOMOYECHHBIMU
opraHamu

(ecmu TpebyeTcs)

8.2.7. latupoBaHHOE 1
JIOKYMEHTaJIbHO

o(opMIIEHHOE 0JJ00peHHe

(3akmouenue) 2CO
(H9K), Komuccueii o
Borpocam 3Tuku (KBD)

CICAYIOMUX TOKYMCHTOB!:

IPOTOKOJIA U JIFOOBIX
nonpasok k Hemy MPK
(ecu TpedyeTcs)

bopmbI
MH(OPMUPOBAHHOTO
corJyiacus

10601t npyroii
IUCHMEHHOU

JOKYMCHTAJIbHO 3aKPCIIUTh

IIpaBa, 0053aHHOCTH H
OTHOILICHUA CTOPOH

JAOKYMCHTAJIbHO IOATBEPANTD,
YTO JaHHOC HCCJIICIOBAaHUC

OBLIO PacCMOTPCHO U

paspernieno (ogoopeno) 2CO
(H9K). Yka3biBaetcs HoMep
BEPCHH U JaTa JOKYMEHTa

X X
(ecnu
TpeOyercs)
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HaumenoBanue Lens
JIOKYMEHTa

uHpopManuy,
MPEOCTaBIAEMOM
CyOBEKTaM HCCIICOBAHUS

PEKIaMHBIX OOBSIBICHUN
JUTSI IPUBJICUCHUS
CyOBEKTOB

B UICCIICIOBAaHHE

(ecu MCTIONB3YIOTCS)

uHpOpMAaLIUU O
KOMIICHCAIIH CyOhEeKTaM
UCCIICTOBAHMS

(pu HAJTMYKN)

JIFOOBIX UHBIX

pa3penieHHbIX

(010OpeHHBIX)

JIOKYMEHTOB

8.2.8. CocraB OCO JIOKYMEHTAJIbHO 3aKpEIUTh

(H3K), CoBeta mo sTuke, cooTBeTcTBHE cocTaBa DCO

KBO (HOK) tpeboBanusim
Hacrosmux [IpaBui

8.2.9. Pa3zpemenue JIOKYMEHTAJIbHO NTOATBEPAUTD,

(omobpenune mpoToKoa, YTO MPHU HATHYUU

YBEJOMJICHHE O COOTBETCTBYIOIINX

MPOTOKOJIE) OT MPUMEHHUMBIX TPeOOBaHMIA

YIIOJTHOMOYEHHBIX paszpemienue (ogo0peHue,

opraHoB (eciu Tpedyercs) YBEJIOMJICHHE)

YIIOJTHOMOYEHHBIX OPTaHOB
MOJTYYEHO JI0 Havaja
HUCCISIOBAHUS

8.2.10. Texymas JIOKYMEHTAJIbHO NOATBEPAUTD

penakius pe3rome KBATH(UKAINIO U TPUTOAHOCTD

HCCICA0BAHUS JUTSI TIPOBEJICHUS UCCIIETOBAHUS

(curriculum vitae) U (WJIN) OCYIIECTBIICHHSI

U IpyTUE TOKYMEHTHI, MEIHMIIMHCKOTO HaOI0ICHUS 3a

MTOATBEPIKIAIOIINE CyOBEKTaMH MCCIICIOBAHUS

KB (DUKAIIUIO

HcciIenoBaTene u

COHCCIIenoBaTelIen

8.2.11. HopmanbHblii JIOKYMEHTAJIBbHO 3aKPENUTh

JHMaIa3oH 3HAYCHMUHN JJIsI HOpMaJ'IBHHﬁ Jraria3oH

Haxomutcs B daitnax

UCCIIeI0BaTEeNs CIIOHCOpa
(MeauIUHCKON
OpraHU3aliH)
X X
(ecnu
Tpedyercs)
X X
(ecnu TpebOyeTcs) (ecnu
TpebyeTrcs)
X X
X X
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HaumenoBanue Lens Haxomutcs B daitnax
JOKYMEHTa
uccIe0BaTeNs CIIOHCOpa
(MeauIUHCKON
OpraHU3aliH)
MPEyCMOTPEHHBIX 3Ha4YeHUH /7151 TaOOPaTOPHBIX
IIPOTOKOJIOM TECTOB
MEIUITMHCKIX
(J1abopaTopHBIX,
TEXHUUYECKUX ) NTPOLETYP
U (WJIH) TeCTOB
8.2.12. MenunuHckue, JIOKYMEHTaJIbHO MOATBEPIUTD X X
(;maboparopHsble, MIPUTOHOCTH 000pyIOBaHus  (eciu TpedyeTcs)
TEXHUYECKHE) MPOIeAYpbl  AJIs MPOBEICHUS TPeOyeMbIX
U (W) TECTHI, — TECTOB U 00ECIICUCHHUS
ceptudukanms, HAJEKHOCTH PE3yJIbTaTOB
aKKpeIuTaIvs,
BHYTPEHHUU U (WJIH)
BHEIIHUN KOHTPOJIb
KayecTBa WU IPyTUe
METO/TBI TTOATBEPIKICHUS
(ecmu TpedyeTcs)
8.2.13. O6pasupl JIOKYMEHTAJIbHO NOATBEPAUTD X
TUKETOK Ha yIIaKOBKaX coOnrofieHue
UCCJIETyEeMbIX MPEenapaToB COOTBETCTBYIOLIUX TpeOOBaHUI
K MapKHPOBKE HCCIIEAYEMOTO
mpemnapara v IpUroaHOCTb
WHCTPYKIUHN I CyOBEKTOB
8.2.14. UucTpyKuus 1o JIOKYMEHTAJIBHO 3aKpPEIUTh X X
o0palIeHuto ¢ WHCTPYKIIUU AJIs1 00ecTieueHus
UCCIIETyEMbIMU HaJJIeXkaIlero XxpaHeHus,
npenapaTamu u YIIAKOBKH, paclpe/ie]IeHHs 1
PacXoaHBIMU YTHIIM3AIAH UCCIIEAYEMBIX
MaTepuagamu (€Ciu He MpernapaToB U PACXOIHbBIX
BKJIIOUEHA B IPOTOKOJI MaTepuasoB
Wy OpoLIopy
HCCJIEIOBATEIS)
8.2.15. Yuer nocraBok JIOKYMEHTaJIbHO 3aKpENuTh X X
UCCIIETyeMbIX MPEenapaToB  JaThl U COCO0 MOCTABKH,
U PaCXOJHBIX MaTepUaloB  HOMEpa CepUil UCCIIEyEMbIX
MpernapaToB U PACXOIHBIX
Marepuanos. [lo3Bosser
OTCIIEIUTDH CEPUIO Mpernapara,
KOHTPOJHPOBATH YCIOBUS
MTOCTaBKH M BECTH yUET
8.2.16. CepTHdukatsl JIOKYMEHTaJIbHO MOJATBEPAUTD X

AaHAaJIM30B ITOCTAaBJICHHBIX MNOMJIMHHOCTD, YUCTOTY
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HaumenoBanue Lens Haxomutcs B daitnax
JOKYMEHTa
UCCIIeIOBATEIIS CIIOHCOpA
(MeauIUHCKON
OpraHU3aliH)
UCCJICTyeMBIX MPEMapaToB  HCCIEIYyEeMbIX MMPENapaToB U
KOJIMUECTBEHHOE COJIep:KaHUe B
HUX aKTHBHOTO BEIECTBA
(103UPOBKY)
8.2.17. Ilpouenypsl JIOKYMEHTAJIbHO 3aKPEIHUTh X X (Tperbs
PaCKpPBITUS KOJIA JUIS MPOLEAYPY PKCTPEHHON CTOpOHA,
UCCJIEIOBAHUI, uAeHTU()UKAIIH eciu
MIPOBOAMMBIX CIIETTBIM MacCKHpPOBAHHOTO Tpedyercs)
METOJIOM HCCIeyeMOoro npemnapara 6e3
HaPYIICHUS] MACKHPOBKH IS
OCTaJIbHBIX CYObEKTOB
8.2.18. JIOKYMEHTAIbHO 3aKPENUTh X (Tperbs
PannomusanmoHHbIH METOJ pPaHIOMU3AN CTOpOHA,
CIIUCOK CyOBEKTOB HCCIIEI0BAHUS eciu
Tpedyercs)
8.2.19. OTuer MOHUTOPA O JOKYMEHTAJIbHO MTOATBEPAUTD X
BBIOOpE MIPUEMIIEMOCTD
MCCJIEI0BATEIbCKOTO HCCIICIOBATEIILCKOTO IICHTPA
LEHTpa JUISL JTAHHOTO KCCIIEeIOBaHUS
(MOxeT OBITH 00BETUHEHO C
nyHkToM 8.2.20 HacTosiei
TaOJIHUIIBI)
8.2.20. OTuer MOHUTOPA O JTOKYMEHTAJIbHO MOATBEPAUTD X X

TOTOBHOCTHU
UCCIIEI0BATEIbCKOTO
LIEHTpa

(bakT 03HAKOMIICHUS
WCCIICIOBATENIS ¥ 3aHSATOTO B
WCCIIeTOBAaHUH TEPCOHAa ¢
MPOIIEAYPAMH UCCIICTOBAHUS
(MOXeT OBITh 0OBETMHEHO C
nyHkToM 8.2.19 Hacrosmien

TAOJIHIIBI)

8.3. Bo Bpems kimuHUYECKOU (pa3bl HCCIIeTOBAHMUS

B moarBepkieHne TOro, 4Tro BCSA HEOOXoaumas HOBas HHQopmarus

JOKYMCHTAJIbHO O(l)OpMJ'I?IGTC?I o MCpPC €€ IOCTYIUICHUA, B JOIIOJHCHHUC K

BBIMICTICPCYUCIICHHBIM  NTOKYMCHTAM, HWMCHOIIUMCA B q)aﬁﬂe,

o XOmy

UCCIICIOBAHUS HEOOXO0IMMO J1I00aBIIATh CIEAYIOIIUE JOKYMEHTHI:
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HaumenoBanue nokymeHnra [enb Haxomutcs B daitnax
HCCIIeI0BATENS CIIOHCOpa
(MeTMIIMHCKOM
OpraHu3aIlnum)
8.3.1. OOHOBJIEHHBIE BEPCUU  JIOKYMEHTAJIBHO 3aKPENUTh X X
OpOILIIOPHI HCCIIEI0BATENS (akT CBOEBPEMEHHOTO
cooOuieHus
HCCIIEIOBATEIIO
(MeIUIIMHCKON
OpraHu3aIiH)
Heo0XoIuMoMn
nHpopmauu
110 Mepe €€ MOCTYIJICHHUS
8.3.2. JIroboe n3meHeHue: JIOKYMEHTAJIbHO 3aKpENUTh X X
MPOTOKOJIA (TIOMPABOK) W3MEHEHUS JaHHbBIX
u PK ¢opmbl JIOKYMEHTOB,
WH(OPMUPOBAHHOTO COTJIACHS  IPOU3BE/IEHHBIE BO BpeMs
000 Ipyroil MICHEMEHHON HCCIIEIOBAHUSA
uHpopmanuu,
IIPEIOCTABIIAEMON CyObEeKTaM
UCCJIEIOBAHUSI PEKJIAMHBIX
OOBSIBIICHUH [T IPUBJICUCHHS
CyOBEKTOB B HCCIIEOBAHUE
(ecu UCTIONB3YIOTCS)
8.3.3. latupoBanHoe 1 JIOKYMEHTaIbHO X X

JIOKYMEHTAIbHO 0OPMIIEHHOE
0/100peHue (3aKIIF0OUCHUE)
3CO (H2K) cnemyromux
JIOKYMEHTOB:

MOIPABOK K MPOTOKOJY HOBBIX
penaKIui:

(bopmbl HTHPOPMHUPOBAHHOTO
corjacusi MpeoCTaBIIsIeMbIX
cyObeKkTaM HH()OPMAITMOHHBIX
MaTepuaioB

peKJIaMHBIX OOBSABICHUN 11
IpUBJIeUEHHs CyOBEKTOB B
ucciea0Banue (ecau
HCIIOJIb3YETCSI)

JIPYTHUX Pa3pelieHHBIX
(0;10OpeHHBIX) TOKYMEHTOB

pPEe3yJIbTaTOB NEPUOAUYECKOTO
pPacCMOTPEHUS JOKYMEHTAIUN

MOJITBEPIAUTD (HaKT
paccMOTpEeHHS U
o100peHus (Bblaaun
3axmouenus) 3CO (HOK)
MOTPABOK U (MJTN) HOBBIX
peIaKuuid.
YKa3bIBarOTCS PEIAKIUs 1
JaTa JOKyMEHTa
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HaumenoBanue nokymenra

10 UCCIIEIOBAaHUIO
(rme TpedyeTcs)

8.3.4. Pa3pelnenue
(omo0OpeHnue, yBe1OMIICHUE)
YIIOJTHOMOYEHHBIX OpPraHOB
JUTSI BHECCHUS TTOTIPABOK B
MPOTOKOJI U IpYyTHe
JIOKYMEHTHI (IIpH
HEOOXOIMMOCTH )

8.3.5. Tekymiyo peJakiuio
pe3roMe Hccie10BaTels
(curriculum vitae) HOBBIX
uccienoBaresneit u (uim)
couccrenoBaTenei

8.3.6. 3menenus
HOPMAaJIbHOTO JTharia3oHa
3HAYEHUH IIg
IPEAYCMOTPEHHBIX
MPOTOKOJIOM MEIUIIMHCKUX
(;1abopaTopHBIX,
TEXHUUYECKUX ) MPOLETyp U
(unm) TecToB

8.3.7. UsmeHeHus B
MEIUIUHCKUX
(J1abopaTopHBIX,
TEXHUYECKUX ) MpoILelypax u
(unm) Tecrax, cepTuduras,
aKKpeauTaIMsl, BHyTPEHHUH U
(unM) BHEIIHUI KOHTPOJIb
Ka4yecTBa WU IPYTHe METObI
MIOJITBEPKICHUS

(rme TpeOyeTtcs)

8.3.8. JlokymeHTalus no
MOCTaBKaM HMCCIIETYEMBIX
MpenapaToB U PACXOIHBIX
MaTepHaoB

8.3.9. Ceprudukars ananmsa
HOBBIX CepI/Iﬁ HCCICAYEMBIX
pernapaToB

8.3.10. OT4eTsl MOHUTOPOB O

Lenb

JOKYMEHTAJIBHO 3aKPEIUTh
COOTBETCTBUE
MPUMEHUMBIM
TpeOOBaHUSIM

CM. IyHKT 8.2.10
HACTOSIIEH TaOIHUIbI

JIOKYMEHTAJIbHO 3aKpeNuTh
HOPMAJIBHBIN JUaNa30H
3HAaYE€HHUH TECTOB,
M3MEHEHHBIX B XO0/I€
HCCIEI0BaHUS
(cm. mynkT 8.2.11
HACTOSIICH TaOIUIIbI)

JIOKYMEHTaIbHO
MOATBEPANUTD, YTO TECTHI
IPOJOJIKAIOT OTBEYATh
TpeOOBaHUSAM B TEUEHUE
Nepro/ia UCCIeI0BAHUS
(cM. myHKT 8.2.12
HacTOsIIEeN TaOIUIIbI)

CM. ITyHKT 8.2.15
HACTOSIIEN TaOIUIILI

CM. MyHKT 8.2.16
HACTOSIIEN TaOIUIILI

JAOKYMCHTAJIbHO 3aKPCIIUTH

Haxomutcs B daitnax

HCCIIeI0BaTENs CIIOHCOpa
(MeTMIIMHCKOM
OpraHu3aIum)

X X

(ecmu TpeOyeTcs)

X X
X X
X X

(ecmu TpebyeTcs)

X X
X
X
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HaumenoBanue nokymenra Lenb Haxomutcs B daitnax
nccienoBaTens CIIOHCOpA
(MeTMIIMHCKOM
OpraHu3aIum)
BU3HUTAX BHU3UTHI MOHUTOPOB U
pe3yNbTaThl TAKUX BU3UTOB
8.3.11. CymiecTBeHHbIE 1JI4 JIOKYMEHTAJIbHO 3aKPENUTh X X
MCCJIEIOBAHMSI IEPETOBOPHI Jr00BIE COMVIALIEHUS JIN0O
(meperucka) (TOMUMO CYIIIECTBCHHBIC
BU3UTOB): [IEPETOBOPBI, KaCaIOLIUECS
nepenucka BOIIPOCOB IIPOBEICHUS
3alMcy BCTpey UCCIJIEJOBaHMUsI, €r0
3anucy TeneOoHHBIX aJIMMHHUCTPATUBHBIX
[IEpEroBOPOB aCIIEKTOB, HAPYIICHUI
MIPOTOKOJIA, OTYETHOCTH 10
HEXEeJIaTEJIbHBIM SIBJICHUAM
8.3.12. [lonmucanueie Hopmbl JIOKYMEHTaIbHO X
WH(OPMUPOBAHHOTO COTJIACHS TOJATBEPIUTH, UTO COTIIACHE
(MH(GOPMAIIMOHHOTO JTUCTKA) KaXXJI0TO CyOBbeKTa
nanueHTa MOJIYYE€HO B COOTBETCTBHH
¢ HactostumumH [IpaBritamu
Y IPOTOKOJIOM JI0 Hayasa
y4acTusi B UCCIIEJOBAaHUM.
Kpowme Toro,
JIOKYMEHTAJIbHO 3aKpENUTh
paspeleHue Ha NpsMou
noctym (cM. myHKT 8.2.3
HACTOSIICH TaOIUIIbI)
8.3.13. IlepBuunas JIOKYMEHTAJIbHO X
JIOKyMEHTalus MOATBEPANTH (PAKT
CYIIECTBOBaHMS CyObEKTa U
JIOCTOBEPHOCTh COOpaHHBIX
TaHHBIX. BKIIOUHUTH
UCXOJHBIE TOKYMEHTHI,
OTHOCSIIMECS K
HCCJIEIOBAHMIO, JICYEHUIO U
aHaMHe3y cyObeKTa
8.3.14. 3anonHeHHbIE, JOKYMEHTAJIbHO 0(OPMUTH X X
JTAaTUPOBAHHBIE U MTOATBEPKICHUE (xomwst) (opurunam)
noanucanasie UPK HCCIIEI0BATENEM WIN
YIOJTHOMOYEHHBIMU
COTpYJIHUKAMU
UCCIIEI0BATENSA
(MeTUIIMHCKOM
OpraHu3aIim)

3apETrUCTPUPOBAHHBIX
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HaumenoBanue nokymenra Lenb Haxomutcs B daitnax
HCCIIeIOBaTENs CIIOHCOpA
(MeTMIIMHCKOM
OpraHu3aIum)
JTAHHBIX
8.3.15. JlokymeHTHUpOBaHuE JIOKYMEHTAJIbHO 3aKpENUTh X X
ucrpasieHuii B UPK BCE U3MEHEHUS (xomust) (opuruHa)
(1OTIOJIHEHMST) UITU
UCIIPaBIICHUS, ClIeJIaHHbIC B
HPK nocie 3anucu
MepBOHAYANIbHBIX JAHHBIX
8.3.16. YBenomiieHue YBEIOMJICHHE X X
WCCJICJIOBATEIIEM CIIOHCOpPAa O  HCCIIEIOBATEIeM CIIOHCOPA
CEPbE3HBIX HEXKEIATEIbHBIX 0 CEephE3HBIX
SIBIICHUSX U HEXEIIATSIbHBIX SIBIICHUSX
COOTBETCTBYIOIINE OTYETHI U COOTBETCTBYIOIIUE
OTYETHI COTJIACHO MTYHKTY
4.11 nacrosimmx [IpaBun
8.3.17. YBenomueuue YBEJOMIIEHUE CIIOHCOPOM U X X
CIIOHCOPOM U (WJIH) (unm) uccnenoBaTeseM, (ecou Tpebyercs)
UCCIIeIOBATENIEM (MeIUIUHCKOM
(MEIMIIMHCKON OpraHU3aIneil) opranu3zaruei) (4To
(4TO IPUMEHHUMO) MIPUMEHNMO )
YIIOJTHOMOYCHHBIX OPTraHOB U YIIOJTHOMOYEHHBIX OPTraHOB
3CO (H2K) o cepbe3nbix u 3CO (HOK) o cepresHbIx
HETPEIBUICHHBIX HETPEIBUICHHBIX
HEeKeNaTeNIbHbIX HeXeNaTeNbHbBIX
JICKAPCTBCHHBIX PEAKIUAX H  JIGKAPCTBEHHBIX PEAKIIHSIX B
WHOW nH(pOpMALIUU TTO COOTBETCTBUHU C
0e30macHOCTH noanyHkramu 5.17 m 4.11.1
Hactosmux [IpaBuin u 06
MHOM nH(popManuu 1o
0€30MMacHOCTH B
COOTBETCTBHHU C
noanyHkTamu 5.16.2 u
4.11.2 macrosmumx [IpaBun
8.3.18. CooOmienue COOOIIIEHUE CITIOHCOPOM X X
CIIOHCOPOM HUCCIIEZIOBATEIIO HCCIIEIOBATEIIO
uH(pOpMaLUU 1O nH(popManuu 1o
0€3011acHOCTH 0€30MMacHOCTH B
COOTBETCTBUH
¢ myHKTamu 5.16.2
Hactosmux [IpaBun
8.3.19. IlpoMexyTouHbIe UK MIPOMEXKYTOUHBIE UITH X X
T'OJIOBBIC OTUYETHI, TOJIOBBIC OTUYETHI, (ecm
npenocrasisieMmpie DCO npenocrasisgeMbie 2CO TpebyeTcst)
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HaumenoBanue nokymenra

[ens Haxoautcs B daitnax
nccienoBaTens CIIOHCOpA
(MeTMIIMHCKOM
OpraHu3aIum)
(HOK) 1 ynosiHoMO4YeHHBIM (HOK) B cooTBeTcTBHMI
opraHam

¢ nyHkramu 4.10
Hacrosux [Ipasui u
YIIOJTHOMOYEHHBIM OpraHaM
B COOTBETCTBUU C IIyHKTOM

5.17.3 nacrosmux [IpaBun
8.3.20. XKypHan ckpyuHUHTa JIOKYMEHTAJIbHO 3aKPENUTh X X
CyOBEKTOB UICHTH(PUKAITUIO

CyOBEKTOB, MPOLIEAIINX
nepes UCcie0BaHuEM

CKPUHUHT

(ecmm
TpeOyercs
8.3.21. Ilepeuenn JIOKYMEHTAJIbHO X
UICHTH()HUKAIIMOHHBIX KOJOB MOJATBEPAUTD, YTO
CyOBEKTOB UCCIIeIOBaTeh
(MeauIHCKAs
OpTraHH3aIusl) XPAaHUT
KOH(HUACHIIMATbHBIN
repeueHb UMEH BCeX
CyOBEKTOB, KOTOPBIM TIPU
BKJIFOUEHUU B
UCCIIeIOBaHUE OBUTH
MIPUCBOCHBI
UACHTH(HUKAIIMOHHBIC
Kozl [To3Bomnsier
HCCIIEIOBATEIIO
(opranuzanun)
UACHTU(PUIINPOBATD

mo6oro cyObekTa
8.3.22. XypHau perucrpanuu

JIOKYMEHTAJIbHO 3aKpENUTh X
BKJIIOUEHUS CYyObEKTOB XPOHOJIOTUYECKYIO
MIOCJIE0BATEIBHOCTD
BKJIIOUEHUS CYyOBEKTOB 10
UACHTUDUKAITMOHHBIM

KoJiam
8.3.23. Yuer uccnenyeMoro

JIOKYMEHTAJIbHO 3aKpENuTh
npernapara B

X X
UCIOJIb30BAHUE
UCCIIEIOBATEIILCKOM IIEHTPE  HMCCIIeyeMOTO Mperapara B
COOTBETCTBHUH C
MIPOTOKOJIOM
8.3.24. Jluct o6pa3uoB JOKYMEHTAJIbHO 3aKpENUTh X X
HOaIucen 00pa3Iisl MoAMMCEl 1

pacigpoBOK MoaMucen
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HaumenoBanue nokymenra Lenb Haxomutcs B daitnax
HccaeaoBaTens CIIOHCOpa
(MeTMIIMHCKOM
OpraHu3aIum)
BCEX JIMII,
YIOJIHOMOYEHHBIX BHOCUTh
JaHHBIC U (KJIN)
ucnpasienus B MIPK
8.3.25. Yuer xpaHAIMXcst JIOKYMEHTAJIbHO 3aKPENUTh X X

00pa3IioB OUOIOTHYECKUX
KUIKOCTEeH (TKaHel) (pu
HaJUYHN)

MECTOHAXO0XKIEHUE U
UJICHTU(DHUKAITHIO
XpaHAIMXcs 00pa3ioB B
cirydae He0OOXOMMOCTH
MIPOBEICHUS TOBTOPHBIX
aHaJIn30B

8.4. Ilocne 3aBepiieHUs WA JOCPOUYHOTO
MPEKPAILIECHUS UCCIIEIOBAHUS

ITocne 3aBCPIICHHUA HUIIKX JOCPOYHOI'O IIPCKPpAIICHUA NCCICAOBAHUS BCC

JIOKYMEHTBI, TIepeurciieHHbIe B nojapazaenax 8.2 u 8.3 Hacrosmux [Ipasuin,

JOJIKHBI COACPIKATHCA B (I)al”me HCCIICAOBAaHHA BMCCTC C HHIKCYKA3aHHBIMH

JOKYMCHTAMMU:

HanmenoBanue nokymeHnra Ilenp Haxomutcs B daitnax
UCCIe10BaTENs CIIOHCOpa
(MeTUIIMHCKOM
OpraHH3aIliH)
8.4.1. Yuer uccnenyemoro JIOKYMEHTAJIbHO 3aKPEIUTh X X

npernapara B
HCCJIE0BATEIBCKOM LIEHTPE
(MEIUIIMHCKOM OpraHu3anun)

HCIIOJIb30BaHUE
HCCIIElyeMOro IIpernapara B
COOTBETCTBUH C
IIPOTOKOJIOM.
JIOKyMEHTaJIBHO 3aKPENUTh
pe3yIbTaThl
OKOHYATEJILHOIO TI0JICYeTa
KOJIMYECTBA UCCIEAYEMOTO
npenapara, MoJIly4eHHOTO
HCCIIE0BATEIBCKUM
LIEHTPOM (MEIUIIMHCKOMN
OpraHM3alMeil), BBIIAHHOTO
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HaumenoBanue nokymeHnra Hens

Haxomutcs B daitnax

HCCIEN0BATENS
(MeTMIIMHCKOM
OpraHu3aIum)

CIIOHCOpa

CyOBEeKTaM HCCIIECAOBAHUS,
BO3BPAIIICHHOTO
CyOBEKTaMU MCCIICAOBAHUS
Y BO3BPAIICHHOT'O
CIIOHCOPY

8.4.2. loxymeHTanus 1o JIOKYMEHTAJIbHO 3aKpEIUTh

YHUUYTOXKEHHUIO UCCIIEeyeMOro (bakT yHUUYTOXKEHUS

npemnapara HEHCII0JIb30BaHHBIX
HCCIIeTyeMbIX MIPEenapaToB

CIIOHCOPOM HIIH B
HCCJIEIOBATEILCKOM
HEHTpe (MEIUIIMHCKON
OpraHu3aIiH)

8.4.3. ToroBblii nepeyeHb cIenaTh BO3MOKHOMI
UICHTH(UKAIIMOHHBIX KOJOB UIEHTU(UKAIUIO BCEX
CyOBEKTOB BKJIFOUYEHHEIX B
HCCIIEI0BaHUE CYOBEKTOB B
ciiydae HeoOXOIMMOCTH UX
MOCJIEIYIOIIETO
HaOJIIOIEHUS.

[Iepeuens nomkeH
XPaHUTHCS C COOII0IEHUEM
TpeOoBaHMi
KOH(PHUACHITNATHHOCTH B
TE€YEHHUE COTIaCOBAaHHOTO
CpoKa

8.4.4. Ceptuduxar aynura (Ipu  JOKYMEHTAIHHO 3aKPEMUThH
HAJTMYUN) (bakT mpoBeIeHUS ayauTa

8.4.5. UToroselii oTueT JIOKyMEHTAJIBHO 3aKPENUTh
MOHUTOpPA O 3aBEPLICHUHN OKOHYaHHUE BCEX
UCCIIEI0BAHNA B MEPOIPUATHH
HCCIIE0BATEIBCKOM LIEHTPE HCCIIEA0BaHMS,
HEOOXOIUMBIX JUIS
3aBEPILIAOIIETO BU3HUTA, U
HaJIM4ue KOIUN OCHOBHBIX
JTOKYMEHTOB B
COOTBETCTBYIOLIMX (haitnax

8.4.6. loxymeHTanus 1o BO3BPAIIIAETCS CIIOHCOPY

pacnpeeneHuio cyObeKTOB M0 IUTSL JOKYMEHTAJIBHOTO

IpyIIaM U PacKphITHIO KOJI0B 3aKpeIUIeHUs] UMEBIINX
MECTO CITy4aeB BCKPBITHS

X
(ecu yHUYTOXKEH
B KIIMHUYECKOM
LIEHTPE)
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HaumenoBanue nokymeHnra Llens Haxomutcs B daitnax

HUCCIICA0BATCIIA CIIOHCOpa

(MeTMIIMHCKOM
OpraHu3aIum)
KOJIOB
8.4.7. U'ToroBelii oTUET JIOKYMEHTAJIbHO 3aKpEIUTh X
HCCIIeIOBaTels, 3aBepIICHHUE UCCIIETOBAHUS
npeaocrasisieMbit 9CO (HOK)
(ecru TpeOyeTcs) u
YIIOJIHOMOYEHHBIM OpTraHam
(TIe TPUMEHNMO)
8.4.8. OT4eT 0 KIMHUYECKOM JIOKYMEHTAJIbHO 3aKPEIHUTh X X
HCCIIE0BAHUHT pe3yJIbTaThl UCCIEOBAHUS  (€CIIM IPUMEHUMO)

H UX UHTCPIPCTALIUIO

2.B mpennoxkenun mnepBoM mnyHkTa 9.4.3 mpuinoxenus Ne 1 k
ykazaHHbIM [IpaBunam CJIOBO  «y4YpeXIEHHI» 3aMEHUTh  CJIOBaMH
«MEIULIHMHCKAX OpTraHU3aLu».

3. Ilpunoxkenne Ne 11 U3JI0KUTH B CeAYIOIIEH peIaKIUU:

«IIpunoxxenne Ne 11
K [IpaBunam Hagnexameu
KJIMHUYECKOU MPAKTUKHA EBpa3suiickoro
SKOHOMMYECKOT'O COr03a

MOPSIOK
npejacTaBjaeHus HHGopManuu Mo 6€30MaCHOCTH
B XO/1e KJIMHUYECKHUX HCCJIeJ0BaHU

1. O0s3aHHOCTH CIIOHCOpPA MO MPEICTABICHUIO HHPOpMAITUU
110 0€30MaCHOCTHU B X0/1€ KIIMHUYECKOTO UCCIIEN0BAaHUS

1.1. Opranusanus cUCTEMBI TMCbMEHHBIX CTAHIAPTHBIX IPOLIEAYP
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CrnoHCOp HECEeT OTBETCTBEHHOCTh 34 OPraHU3alMi0  CHCTEMBI
MMChbMEHHBIX CTAHJAPTHBIX MPOLEAYpP B LEIAX OOecreueHus TpedyeMoro
YPOBHA CTaHJapTOB KadyecTBa pu BBINIOJIHCHUU byHKIIH
JTOKYMEHTHUPOBAHUSI, COOpa JaHHBIX, BAJMJAIMHU, OLICHKH, apXUBHUPOBAHMUII,
pENOPTUPOBAHUST UM MPEACTABICHUS MOCleayrome uHdGopManuu 1o
BBISIBJIIEMBIM HEXEJNATEIbHBIM PEAKUUSIM IPU MPOBEACHUN KIMHUYECKUX
HUCCICAOBAHM.

1.2. IlpeacraBnenre wHPOpMAIMA O CEPHhE3HBIX HEMPEIABUICHHBIX
HEXKEJATEJbHBIX PEAKIUSIX B YIOJIHOMOYEHHBIM OpPraH rocyaapcTBa — 4jieHa
EBpazniickoro 5koHOMHYECKOTO CO03a (J1ajiee — rocyiapcTBa-uieHnl, Coro3).

1.2.1. CnoHcop J[AOMKEH MpeacTaBisATh HH(poOpManuoo 000 Bcex
CEpPbE3HBIX HEMPEABHUIACHHBIX HEKEIATEIbHBIX PEAKUUSIX Ha HCCIEIYyEMBbIN
mpernapar, BBISBJICHHBIX B XOJ€ KIMHUYECKUX HCCIICIOBAaHUHN, 0JJOOPEHHBIX K
MPOBEJICHUIO B TOCYAApCTBE-WICHE, HAa TEPPUTOPUUA KOTOPOTO IPOBOIUTCS
KJIMHUYECKOE MCCIICIOBAHUE UCCIIENYEMOTO Mpernapara,

HE3aMEUIUTEIbHO, HO HE MO3JHEE 7/ KallCHAAPHBIX JHEW C JIaThl
MOJIydeHHs] HH(POPMAIMU O BBISIBICHUM CEPbE3HOM HEMPEABUICHHOM
HEXKEJATeJIbHOM pEaKkluu, B Cllydyae €CJIM OHa IMpuBEla K CMEPTH WU
MPEICTABIISIIA YTPO3Y IS )KU3HU;

He To3Hee 15 KameHaapHbIX JHEH C IaThl MOJydeHus] HHGOpPMAIUU O
BBISIBIICHUM CEPHE3HOM HEMPEABUICHHON HEXKEIATEIbHON PEAKIUUA IS
OCTaJIbHBIX CEPbE3HBIX HEMPEIBUICHHBIX HEKETATEIbHBIX PEAKIUH.

Pemerne o ToM, I1emecooOpa3HO M CpOYHOE HWH(POPMHUPOBAHUE
(?KCTIpecc-0TYETHOCTh) B APYTUX CUTYALUSAX (HApUMEp, B CIydasiX BaXKHBIX
C MEIUIIMHCKOM TOYKH 3PCHUS COOBITHM, KOTOPBIE HE MPEACTABISAIOT COOOMH
HEMOCPEACTBEHHYIO Yrpo3y MJIs *W3HU TMAIMEHTA, HE MPUBOMAT K CMEPTHU
WM TOCHUTAIM3AIMA, HO TOABEPraroT TNalMeHTa PHUCKYy WU TpeOyroT

BMCHIATCJIbCTBA AJIA IIPCAOTBPAIICHUA OJHOI'O M3 MCXOHO0B, IIPUBCACHHBIX B
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ONpEe/ICICHNN) MPUHUMAETCSI HA OCHOBE MEIMIIMHCKON M HAy4YHOU OLICHKHU.
Takue caydam  OOBIYHO  TaKXke€  CIEAyeT CUUTaTh  CEPbE3HBIMU
HEXEJaTeIbHBIMU SIBJICHUSIMU.

1.2.2. Tlpu oTCyTCTBUM TOJTHOW MH(OpMAIMK Ha AaTy MPEACTABICHUS
CPOYHOI'0 COOOIIEHHUS O CIy4ae CMEPTH WJIM Pa3BUTHUU >KU3HEYTPOKAIOIIETO
COCTOSIHUS CLIOHCOPOM MPEINPUHUMAIOTCS MEPBI 10 MPEJICTABICHUIO TOJHOU
uHpopmaumu B (GOpME JOMOJHUTEIBHOTO CPOYHOTO COOOIIEHUS O
BBISIBIICHHOM CEPbE3HOW HENPEABUICHHOW HEKENATEIbHOW pPEaKUUuu HE
NO3/IHEE & KaJeHJApHbIX [HEH C JaThl NPEACTABICHUS NEPBUYHOIO
COOOILIEHUS.

1.2.3. B cinyyae noaydeHusi CHOHCOPOM HOBOM 3HAUMMOU MHpOopMauu
[0 BBISBJICHHOM CEPHE3HOM HENPEIBUICHHOW HEKENATEIbHOU pPEAKIUU
naHHas UHQoOpMaIMs JA0KHA OBITH MpeCTaBlieHa B (popMe MOCIEAYIOIIETO
coo0IIeHus B TeUeHUe 15 KalleHIapHbIX JHEH ¢ AaThl €€ MOTyUYCHUSI.

1.2.4. TpeGoBanusi MO TMPEACTaBICHUI0O HHPOPMAIMH O CEPHE3HBIX
HETMPEJBUACHHBIX  HEXKEJIATEeJIbHBIX  PEaKIUSAX  PaclpoOCTPAHSIOTCS  Ha
UCCIIeTyeMbI Mpernapar, BKIII0Yas npernapar CpaBHEHUsSI. DT TPeOOBaHUS HE
pacmpoCTpaHSIOTCS Ha Tanedo, KpoMe CIy4aeB Ccepbe3HON HEMpPeIBUACHHOM
HEXKENATEeNbHOW  peaklUHH, JJisl KOTOPbIX YCTAaHOBJEHA MPUYUHHO-
CJIEJICTBEHHAs CBSI3b C IPUMEHEHNEM I11a1e0o.

1.2.5. Tlepuon npeacrasieHus: MHGpopMaluu, ykazaHHoM myHkrax 1.2.1
— 1.2.3 HacTOsIIEro MNPUIOKEHUs, HAYMHACTCS C MOMEHTA IOJIYYCHUS
pa3pellieHusi Ha MPOBEACHUE KIMHUYECKOTO HCCIEAOBAaHUS B TOCYAapCTBE-
YJI€HE M 3aKaHYMBAETCA IOCIE MOCJIEIHEr0 BU3UTA MOCJIEIHEr0 CyObeKTa
UCCIIEIOBAHUS B TOCYJAapCTBE-UJIEHE, HA TEPPUTOPUU KOTOPOTO MPOBOJIUTCS
KIIMHUYECKOE UCCIIeIOBAaHUE UCCIIeTyeMOro mpemnapara.

1.3. TpeboBanus Kk wuHbOPMALMK O CEPHE3HOM HEMPEIBUIACHHOMN

HE)KEJIATEIbHOU PEAKIIUU.
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1.3.1. TpeOyemass ~ MuHUMaIbHAsA  HWHPOPMANHMSI O  CEPHE3HOM
HETPEABUICHHOW HEXKENATEIIbHON PEAKIUH.

MunumansHass uHQOpMaIM TpPH TMPEACTABICHUU B YCTaHOBJICHHBIC
CPOKH TEPBUYHOTO CPOYHOTO COOOIIEHUS] O BBIABJICHHOM CEPhE3HOM
HETIPEIBUICHHOW HEXENAaTeJIbHOW PEAKIIUU BKIIFOYAET:

yKa3aHue MIOJI03PEBAEMOTO HCCIIETyEMOTO npermnapara,
UJEHTU(PUKAIIMOHHBIA KOJI CyOBbEKTa MCCIEAOBAHUS, Y KOTOPOTO pPa3BUIIACH
HEKeJIaTeIbHAs PEaKIus;

OMMCAaHUE HEXKEIATEIbHOM pEeakuMh WIA €€ MCXO0/a, KOTOpbIe
ONpENEIICHbl KaK CEpbE3HbIE MW HENPEABUJICHHBIE M I  KOTOPBIX
MPEIOJAraeTcss HAIMYUE MPUYMHHO-CICICTBEHHON CBSI3U C IPUEMOM
MCCIIEIyEeMOTO Mpenapara;

pE3yJbTAT OLEHKU MPUYUHHO-CIIEICTBEHHOU CBSI3HU;

UCTOYHHUK TIONy4YeHHs HH(POPMAIMM O HEXENaTeIbHON peaKIuu,
UJCHTU(DUKAIIMOHHBIT HOMEpP COOOIICHUS O HEXENaTeIbHOW pPeakinu,
IIPUCBOEHHBIN CIIOHCOPOM;

HOMEpP MPOTOKOJIA UCCIICIOBAHUS.

1.3.2. Tlomnass  wHopManus O  CEPbE3HOM  HEMPEeABUICHHOMN
HEXXEJIATEIbHON PEaKIIHU.

Cnemyer oOecreunTh MOCHCAYIONMNA cOOp M MPENCTaBICHUE MOJHOU
uHpopMallMid O CIydae Cephe3HOW HENPEeABUICHHON HEeXelaTeabHON
peakiuu, KOoTopasi JOJDKHAa COOTBETCTBOBATH TPEOOBAHMSM PYKOBOJCTBA
MexayHapoaHOW KOH(pEPEHIIMH IO TapMOHU3AIINHA « Y TIPaBICHUE JaHHBIMH
mo 0e30MacHOCTH — DJJEMEHTHl JaHHBIX IS Tepelladyd CoOoOIIeHUM 00
WHIWBHUIYATBHBIX CITy4asx HEXKENAaTeIbHBIX peakiuiny E2B.

1.4. CnpaBouHas uHgopmalys mo 0€30macHOCTH.

1.4.1. CnpaBouHas uHdopmanus o 0€301acHOCTH

HC3apCTUCTPHUPOBAHHOI'O UCCICAYCMOI'O IIpCIiapara.
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B uensix omnpeneneHus NOpeABUJICHHOCTH BBIABICHHOW B  XOJI€
IPOBEJCHUs KJIMHUYECKOTO WCCIECNOBAHUA CEPbE3HOW HEXKEIATEIbHON
peakly Ha HMCCIEIYyEMBIN MpenapaT UCMONb3yeTCsl ACHCTBYIOIAs Ha JaTy
BBISIBJICHUSI CEPbE3HOM HEXKENATeIbHOM peakuuu Bepcusi OpOIIOpbI
UCCIIEIOBATEIIA.

1.4.2. CnpaBoyHas uH(popManus 1o 0€30IacHOCTH
3apETUCTPUPOBAHHOTO UCCIIEyEMOT0 JICKAPCTBEHHOTO Tpernapara.

B uensx ompeneneHus NPEABUICHHOCTH, BBISIBICHHOM B XOJe
MPOBEJICHHUS KIIMHUYECKOTO UCCIEJOBAHMS CEPbE3HOM HEXKENaTebHOU
peakuuMd Ha UCCIEAyEMbId Mpenapar, KOTOPbIM 3aperucTpUpOBaH Ha
TEPPUTOPUU CTPaHbl BBISABICHUS CEPHE3HOM HEXKENIATeIbHON peaKiui,
UCIIOJIB3YETCsl ICHCTBYIONIAsT HA JaTy BBISIBJICHUSI HEXKEJIATCIbHON pEaKIIUU
Bepcusi OOIIeH XapaKTepUCTUKH JICKAapCTBEHHOIO TIpermapara WiIH ee
OKBUBAJICHT B JPYTUMX CTpaHaX, JUOO MEWCTBYIOIIAs Ha JAaTy BBIABJICHUS
CEpbE3HON HEXKETATEIIbHONU PEAKIIMU BEPCHUS OPOIITIOPHI HCCIIeI0BATETIS.

1.5. [IpencrapieHue CiOHCOPOM MHOM MH(pOpMAIUHU 110 OE30MMaCHOCTH.

CnoHcop omxeH B TeueHue 15 kajneHJapHbIX THEH C JaThl MOJTYUYEHUS
uHOM uH(opManuu 1O O€30MacHOCTH TPEACTaBUTh B YIMOJHOMOYCHHBIN
opran rocyjaapctBa-uieHa, wuccinegopareisim u B OCO  (HOK))
COOTBETCTBYIOIINX HCCIIEIOBATEILCKUX I[IEHTPOB HHYIO HHGOPMAIUIO 10
0€30IacHOCTH, KOTOpasi MOXKET H3MEHSITh OIICHKY COOTHOIICHUS IOJIbh3a-
PHUCK HCCJIEAYyEeMOTO Mpernapara Ju0o CIyKUTh OCHOBAHHEM ISl U3MEHEHUIM
B PEKOMEHJAlMSIX MO0 €ro Ha3HAYCHUI0, a TakKE€ OCHOBAaHUEM IS
epecMOTPa BO3MOKHOCTHU JATbHEUIIIETO TPOBEICHHS UCCIEIOBAHMUS:

a) 0 KIMHUYECKH 3HAYUMOM MPEBBIIICHUM OXUJAEMOW YacTOThl U

HN3MCHCHHUHU XaPAKTCPaA OKNAACMBIX CCPbC3HBIX HEKEIIATCIIbHBIX peaKuHﬁ;
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0) 0 CEephe3HBIX HEMPEABUACHHBIX  HEXENATEIbHBIX  PEAKIUSX,
Pa3BUBIIKXCS Y TMAIMEHTA IMOCJe 3aBEPIICHUS €r0 y4acTUs B KIMHUYECKOM
UCCJIEI0BaHUY;

B) O HOBBIX JAHHBIX, CBSI3AHHBIX C TMPOBEJCHUEM KIMHUYECKOTO
UCCIICIOBAHUSl WJIH C Pa3pabOTKON HCCIeayeMoro mpemnapara, KOTOpbIe
MOTYT MOBIUATH Ha 0€30MaCHOCTh MAIUEHTOB, TAKUX KaK:

Cepbe3HbIe HeXKeNlaTeJIbHbIe SBJICHUS, CBS3aHHBIE C MPOLEAYPON
MPOBEACHUSI MCCIEAOBaHUS, HA OCHOBAaHHUU KOTOpPOMl TpeOyeTcs BHECEHUE
U3MEHEHUH B MIPOTOKOJI TPOBEACHUS UCCIICIOBAHMUS;

oTcyTCcTBUE 3P(HEKTUBHOCTU UCCIENYEMOT0 IIpenapaTa, IpUMEHsIEMOIo
IIPY MAaTOJIOTHH, TIPEICTABISIONIEH YTPO3y I KU3HU;

HOBBIC BaXKHBIC J@HHBIE TIO0 OE30MACHOCTH, IIOJyUYEHHBIE B XOJ€
HEJJAaBHO 3aBEPIIMBIINXCS HCCICIOBAHWNA Ha J>KUBOTHBIX (BBISBICHHBIN
KaHIIEPOTeHHBIN 2PHEKT 1 aHATIOTHUYHBIE TI0 TSHKECTH U BAXKHOCTH d(PPEKTHI);

PEXKICBPEMEHHOE MPEKpaIIeHUe UM MPUOCTAHOBKA HCCIICIOBAHUS B
apyroii crpaHe (cTpaHax), OOYCJIOBJICHHbIE WM3MEHEHHEM B OIICHKE
0€30MMacHOCTH aHAJIOTUYHOTO MCCIIEAYEMOTO TIpernapara;

WHBIE JaHHBIE MO O€30MaCHOCTH, KOTOpPbIE H3MEHSIOT COOTHOIICHHE
M0JIb3a-PUCK sl CYOBEKTOB MCCIICIOBAHNUS,

r) 0 PEKOMEHJAIMAX HE3aBUCUMOIO0 KOMHUTETAa IO MOHUTOPUHTY
JaHHBIX B OTHOIICHUU OIICHKU OE€30MaCHOCTH UCCIIEyeMOro Mpenapara.

IIpencraBnenue uHoi nHdopmaiuu no 6e3zomnacHocty B 2CO (HIK)
COOTBETCTBYIOIINX HMCCJIEIOBATEILCKUX IIEHTPOB B BBINICYKAa3aHHBIE CPOKHU
MOJKET OCYIIECTBISATHCA CIOHCOPOM MOCPEACTBOM OOECHEUeHUs Tepenayu
nanHoun mHopmaruu uccneaoareaeM B 9CO (HOK) cooTBercTBytomero
UCCJIEIOBATEIIbCKOTO IIEHTPA.

1.6. ®opma  mpencraBiieHUs ~— CIOHCOPOM  HMH(OpMaUuUM 1O

0€30ITaCHOCTH.
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1.6.1. ®opma mpencraBieHUs] CIOHCOPOM HH(POPMAIMH O CEPHE3HBIX
HETMPEBUACHHBIX HEXEIATEIbHBIX PEAKIUSAX B YIMOJHOMOYEHHBIC OpraHbI
rocyJapcts - wieHoB Coro3a.

Nudopmaniusi 0 cepbe3HbIX HENMPEABUACHHBIX  HEXKENIaTeIbHBIX
peakumsiX B COOTBETCTBUHM C TIYHKTOM 1.2 HACTOSIIET0 MPWIOKEHUS
MPEJCTABIISIETCS. CIIOHCOPOM B (GopMe COOOIIEHUsI O HEeXelaTelIbHOU
peakuun. dopmar cooOlEeHNUH [TOJKEH COOTBETCTBOBATH PYKOBOJCTBY
MexayHapoaHoil KOH(EpEeHIIUH IO TApMOHU3AIUMU «YTIpaBJIeHUE TaHHBIMU
Mo OE30MacHOCTH - DJJEMEHTHl JaHHBIX I Tepeaadr CooOmeHud 00
WHJUBUAYAIbHBIX  CIIy4dasX HexenaTenbHblx peakuuity E2B.  Ilpu
GbOpMUPOBAHUM  COJEP)KAHUS UHJIWBUAYAJIBHOTO COOOIIECHHS  JOJKHA
UCIIOJB30BaThCSl  TEPMUHOJIOTHSL  MEAUIIMHCKOTO  CJIOBapsi  TEPMHUHOB
HOpMaTHBHOM MpaBoBoi AesreabHocTH (MedDRA). Ilpu 3ToOM B COOOIIEHUH
JIOJDKHBI HCITOJIb30BaThCS TEPMHUHBI HYOKHETro ypoBHS (LLT).

1.6.2. ®opma mpencTaBieHUs] CIOHCOPOM HMH(POPMAIMH O CEPHhE3HBIX
HETPEABUJICHHBIX HEXENATEeNbHBIX peakiuax wuccaegoBaremsim u 29CO
(HOK).

1.6.2.1. Uadopmarms o cepbe3HON HEMPEABUICHHON HEXeIaTeIbHON
peaKIuy MPEACTaBISETCA MPEANOYTUTENHHO B 0000IIEHHOM BUie B Gopme
NEpPEYHsI HEXKEJATEJIbHbIX PEaKIud 3a TMEepHOJl, MPOAOIKUTEIbHOCTD
KOTOPOIr0 JIOJKHA OIpeAessThess mpoduiieM 0e30MacHOCTH HCCIEyeEMOTO
npernapata M KOJMYECTBOM BBISIBIIIEMBIX CEPhE3HBIX HEMPEIBUICHHBIX
HE)KEJIATEIbHBIX pEakuud. J{aHHBIM NEpPEeYeHb JOMKEH CONMPOBOXKIATHCS
KpaTKUM 3aKJIFOYCHHEM TI0 TeKyIleWd OIleHKe Mpoduis Oe30macHOCTH 3a
JAHHBIN Tiepuo. B cirydasx HEBO3MOXKHOCTH MPEACTaBICHUS HHPOPMAIINH B
O0OOIIEHHOM BHJI€ WIM B CilIy4yae HEOOXOJAMMOCTH JOIyCKaeTcs
npejcTaBiieHrue uHpopmaruu B GopMe CPOUYHOrO COOOIICHHUS O CEPhe3HOM

HENPEJBUICHHON HEXKENaTeIbHOW PEaKIUHU.
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1.6.2.2. IlpeacraBienue uHOOpPMAIIUM O CEPbE3HOM HEMPEaBUICHHON
HexenatenbHo — peakumu B OCO  (HOK)  cooTBeTCTBYIOMIMX
UCCJIEIOBATENIbCKUX ~ IIEHTPOB  MOXKET  OCYILIECTBIATHCS ~ CIOHCOPOM
MOCPEJICTBOM OOecredeHus1 repeaadyn JTaHHOM HH(POPMAIIMK HCCIIeI0BaTeeM
COOTBETCTBYIOIIErO0  HccieaoBareibckoro 1enrtpa B 2OCO  (HOK)
COOTBETCTBYIOIIEIO HCCIEIOBATEbCKOTO IIEHTPa, B COOTBETCTBUM C
nyHktamu 3.3.8 u 4.10.2 nacrosiux [IpaBuo.

1.6.2.3 Tlepuon mpencrtaBieHuss HHGOPMALMM, yKa3aHHOW MYHKTax
1.6.2.1 — 1.6.2.2 HacTOSIIETO MPUIIOKEHUS, HAUMHACTCS HE MO3JHEC MOMEHTA
OTKPBITUS UCCIEAOBATENHCKOTO IIEHTPA U 3aKAHUYUBACTCS TIOCIIE TTOCJIEIHETO
BU3UTA MOCJIECIHETO CyOhEKTa UCCIEOBAHUS B UCCIIEA0BATEILCKOM LIEHTPE,
B KOTOPOM MPOBOJUTCS KIMHUYECKOE UCCIEIOBAHNUE.

1.6.3. ®opma mpencraBieHUs] CIOHCOPOM HHOW HHGPOPMAIMHN TIO
0€30MacHOCTH.

Nuas undopmaiia mo 6€30MacHOCTH B COOTBETCTBHM C MYHKTOM 1.5
HACTOSAIIETO MPUIIOKEHUS MTPEJICTABIISIETCS CIIOHCOPOM B TUCHbMEHHOM BHJIE C
yKa3aHHEM Ha3BaHUs KJIMHUYECKOTO WCCIIEIOBaHUs, HOMEpa IMPOTOKOIa
WCCJIEIOBaHMS M KPATKOTO OMKCAaHUsI HOBOM MH(POPMAILINH 110 OE30MaCHOCTH.

1.7. O6nacte pacmpocTpaHeHus TpeOOBaHMUS TIO TMPEICTABICHUIO
CEpbE3HBIX HETPEIBUICHHBIX HEXKEIIaTeIbHBIX PEeaKITUil.

TpeboBanus nmoanyHkToB 1.2 - 1.4, u 1.6 HacTosIEro MPUIOKEHUS
pPacIpOCTPaHSIOTCA Ha BCE CEPbE3HbIC HEMPEIBUICHHBIC HEXKEJIATEIIbHBIC
peaKkIny, BHISIBIICHHBIE B MCCJIEAOBATEIbCKUX LEHTPAX, PACTIOIOKEHHBIX Ha
tepputopun Coro3a U APYrux CTpaH, TI€ CIOHCOPOM JIMOO ero mapTHEpPOM
MPOBOAUTCA KJIMHUYECKOE UCCIEIOBaHUE, OJOOPEHHOE Ha TEPPUTOPUH
rocyJlapCcTBa-ujieHa, a TaKke B KIMHUYECKUX HCCICTOBAHMUSIX C JIAHHBIM

,[[GﬁCTBYIOIHI/IM BC€IIIECTBOM, BHC 3aBHCHUMOCTU OT ﬂeKapCTBeHHOﬁ CI)OpMBI,
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NO3UPOBKH, PEXUMA JIO3UPOBAHMS M IIOKA3aHWUM K IPUMEHEHHIO,
IPOBOJIUMBIX CLIOHCOPOM JINOO €ro NapTHEPOM.

1.8. Cepbe3Hble  HEXeNaTeNbHbIE pPEaKIUU, HE CBSI3aHHBIE C
UCCIIETyEMBIM MPEMAPATOM.

NHdopManiiio O CEpbe3HBIX HEXKENATEIbHbIX PEaKUMsIX, KOTOpbIE
BBIBJIICHBI TP TPOBEAEHUHM KIMHUYECKOTO HCCIIENOBAHUSA, JISI KOTOPBIX
ONPENEISIETCA B3aUMOCBSI3b C 3aPETUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapatamMy, HE  SBISIOIMMHUCS  HCCIEAYEMbIMH IMpernaparaMd H
Ha3HA4YaeMbIMH B KaueCTBE COIYTCTBYIOIIEH TEpanmuu, IIPU OTCYTCTBHUHU
peaKUMU B3aUMOJECUCTBUS C MCCIEAYEMBIM IIPENapaToM CIIOHCOPY CIELyeT
IPEACTABIIATH B YIIOJTHOMOYEHHBIE OPTaHbl TOCY1apCTB-WICHOB.

1.9. PackppiTiEe paHIOMU3aMOHHOIO KOJA.

1.9.1. TpeGoBanus 1O PACKPBHITHIO PAHIOMHU3AIMOHHOTO KOJa B ClIydae
CEpPbE3HOU HEMPEIBUICHHON HEXKEIIATEIbHON PEAKIIUU.

PackppiTne paHIOMHM3alMOHHOIO KOJAA B  CiIy4dae IIOJYYECHUs
COOOIIEHUSI O HEXKEIaTeJIbHOM SBICHUH, KOTOPOE OLIEHUBAETCS Kak
CEpbe3Hasi HEMPEABUICHHAS HEXKEJIATENbHAs PEAKLINS, BBIIIOJIHAETCS TOJIBKO
0 CyOBEKTY HCCIEeI0BaHUA, Y KOTOPOTO pa3BWIIACh JaHHas HeKeJaTelbHast
peakuusa. CHOHCOpPOM BBINOJHSETCS TpeOOBAaHME B COOTBETCTBUHM C
HNOAMYHKTOM 1.2 HAcCTOSIIETr0 MPUIIOKEHUS MO CPOYHOMY IPEACTABICHUIO
uH(OpMallMd O BBISIBIEHHON CEpbE3HON HENPEIBUJICHHONW HEXellaTeIbHON
peakiuM B YIOJHOMOYEHHBIM OpraH TIOCYJapCTBA-WJi€HA C YYETOM
pEe3yJIbTaTOB PACKPHITHA KOAAa panaoMu3anuu. 1Ipu 3Tom CrioHcopom A0JDKHO
COXPAHATBHCA OCJICIUICHUE II0 TAKUM CIIy4dasM JUIsl JIML, OTBETCTBEHHBIX 32
JanbHENIIee NPOBEACHUE KIMHUYECKOTO MCCIENOBaHMS (TakMx Kak
PYKOBOJMTENM, MOHUTOPBI, UCCIIEIOBATENN), a TAKXKE JIMI], OTBETCTBEHHBIX
3a aHAIW3 JAaHHBIX M HHTEPIPETALUIO PE3YJbTATOB IOCIE 3aBEPLICHUS

WCCJIEIOBaHMs, TaKMX Kak mepcoHan oTaena omomerpuu. Mudbopmarusa mo
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HEXKENATEeNbHBIM PEAKIUsAM C PACKPBITUEM PaHJOMHU3AIMOHHBIX KOJIOB
CyObEKTOB HCCIIEIOBAaHUSA MOXET OBITh JIOCTYIIHAa TOJBKO  JIUIIAM,
OTBETCTBEHHBIM 32  BBINIOJIHEHHME TPEOOBAaHUI MO  MPEACTABICHUIO
uHOpMALlMA O HEXKENIATENbHBIX PEaKIMsIX B YIOJIHOMOYEHHBIE OpPTaHbl
rocyaapctB-usieHoB, B JCO (HOK) wu He3zaBucuMmble KOMUTETHI TIO
MOHUTOPHUHTY JTaHHBIX, WM WHBIM JIMIIAM, OTBETCTBEHHBIM 32 BBITIOJHECHUE
MOCTOSIHHOW OIICHKH O€30MacHOCTH B XOJAE€ MPOBEJACHUS KIMHUYECKOTO
uccinenoBanus. [[ns uccnenoBaTeneil pacKpbITUE PaHIOMHU3ALMOHHOTO KOJa
B XOJI€ BBINOJHEHHS KIIMHUYECKOTO UCCIEAOBAHMS BBINOJIHAETCS TOJBKO B
ciliy4ae, €CJIM OTO TMPEACTaBIseTCd HEOOXOAUMBIM JUIsi OOECTeUeHUS
0€301acHOCTH CyObEeKTa UCCIIeI0BAHUS.

1.9.2. Pe3ynbTathl PaCKpBITHS PaHIOMU3AUOHHOTO KoJa
COOTBETCTBYIOIIMM 00pa3oM OTpakaloTcsi B 0a3ax JaHHBIX CIIOHCOpa U
YIOJHOMOYEHHBIX OpPraHOB rocyaapcTB-uieHoB. OOHOBIEeHHE HMHOOpMAIUU
1Mo 0€30IMacHOCTH B OpOIIIOpE HMCCIEAOBATENS BBITIOIHSACTCS HAa OCHOBAHUH
aHaJu3a JTaHHBIX C PACKPBITHIM KOJOM JICUCHHUSI.

1.9.3. Oco6pbie nonymisiuu.

I[Ipy npoBeneHMM  KIIMHUYECKUMX  MCCIEIOBAHUM C  y4acTHUEM
MOMYJISALUKU, TSI KOTOPOM XapaKTEPEH BBICOKHWKW YPOBEHb OCIIOXHECHUU M
CMEPTHOCTH, B CIIy4asiX €CJIM KOHEYHbIC TOUKHU IO OIECHKE 3PHEKTUBHOCTHU
MOTYT  SIBIISITBCS ~ OJHOBPEMEHHO  CEPhE3HBIMH  HEMNPEIABUICHHBIMU
HEXEeJaTebHBIMU PEaKIUsIMU, JIUOO KOTJla CMEPTh WM HUHOU CEPhE3HbBIM
HEOJaroNMpHUATHBIA HMCXOJ MOXET SBIATHCS KOHEYHOM TOYKOW MO OIICHKE
b (PEKTUBHOCTH UCCIEAYEeMOro Tpemnapara, JOCTOBEPHOCTh Pe3yJbTaTOB
KJIIMHUYECKOTO UCCIEOBAHUS MOXKET ObITh HAPYLIEHA MPHU CUCTEMATUYECKOM
PACKpPBITUM PaHIOMHU3AIMOHHBIX KOJOB. B 3TuX 1100 MOJOOHBIX Clydasix
CIIOHCOPY TIpM  TMOJIydEHHH OJOOpEHHs] TMPOTOKOJA  KIMHUYECKOTO

HCCICAOBaHUA CIICAYCT 110 COIVIACOBAHHUIO C YIIOJIHOMOYCHHBIM OPIaHOM
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rocygapctBa - wieHa Coro3a OIpeAenTb, KaKUE€ CEpPhE3HbIC SIBICHUS,
OOyCJIOBJICHHBIE TEUEHHEM OCHOBHOTO 3a00JieBaHMsI, HE OyAyT MOMJIEKATh
CUCTEMATUYECKOMY PACKPBITUIO PAaHAOMHU3AIMOHHBIX KOJIOB M CPOYHOMY
NPEACTABICHUI0 HWHQOpMAIMK B YNOJHOMOYEHHBIA OpraH TrocyJapcTBa-
yjieHa. B 3Tux ciayuasx o0s3aTesbHBIM SIBJISIETCA Ha3HAYeHUEe U o0ecrieueHne
(YHKIIMOHUPOBAHUST HE3aBUCHMOTO KOMUTETA MO MOHUTOPHUHTY JAHHBIX C
LEIbI0 BBINOJHEHUS TMOCTOSIHHOM OIEHKM UM aHalv3a JaHHBIX TI0
0€30MacHOCTH BBIMOJIHAEMOTr0 KIMHUYECKOTO UCCIIEIOBAHUS U OMPEICICHUS
PEKOMEHAAUN JUIsl CIIOHCOpa B YAaCTM BO3MOXKHOCTHA JTAJIBHEUILETO
MPOBEJCHHUS] KJIMHUYECKOTO HCCIEIOBaHUSA, BHECEHUS W3MEHEHUN B
IPOTOKOJI UCCIIEIOBAHMS WJIM OCTAHOBKHU KJIMHUYECKOTO UCCIIEOBAHUA.

1.9.4. ExxerogHoe nipeacTaBiieHUe HHPopMaIuu 1o 6€30macHOCTH.

CHnoHcop B TEYEHUE BCETO CPOKA KIIMHUYECKOTO UCCIEA0BAHUS TOJIKEH
€XKEroJIHO MPEJICTABIATh B YIOJIHOMOUYEHHBIM OpraH rocyaapcTBa-4jcHa, Ha
TEPPUTOPUU  KOTOPOTO  MPOBOJMUTCS  KIMHUYECKOE  HUCCIEIOBAHHE
JIEKapCTBEHHOr0  Mpernapara, M[EepUOAUMYECKUN OT4ueT (MepUogUYecKue
OTYETHI) MO OE30MaCHOCTH pa3padaThIBAEMOI0 JICKAPCTBEHHOTO Ipenapara,
coliepKaHue KOTOporo (KOTOpPBIX) JOHKHO OTBEYaTh TPEOOBAHUSM,
npuBeeHHBIM B npuiiokennu Ne 12 k [IpaBuiiam Haamexamnei KInHIIeCKon
npakTUK  EBpa3suiicKOro  3KOHOMHUYECKOTO  COH03a,  YTBEP)KICHHBIM
Pemennem Coera EBpasuiickoil 3KOHOMHYECKON KOMHCCHUHM OT 3 HOsIOps
2016 1. No 79. He TtpeOyercs B 00s3aTEIbHOM MOPSAKE MPEACTABIAThH
NEPUOINYECKHE OTYETHI o 0e30macHOCTH  pa3pabdaThIBAEMOTO
JIEKApCTBEHHOTO npemnapara B KJIIMHUYECKUX UCCIIEIOBAHUSIX,
IPOJIOJKUTEIBHOCTh KOTOPBIX COCTABIISIET MEHEE OJTHOIO I0/1a.

B O5CO (HBK) cnoncopom mnpeacrapisieTcs JUOO MEPUOIAYECKUN
OTYeT MO O0e30IacHOCTH pa3pabdaThiBA€MOro Ipenapara, JHUOO KpaTKoe

H3JIOKCHHUC OCHOBHOI'O COJACPIKAHHUA  OTUCTA. B IoCJICAHCM  ClIy4dac
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CTPYKTYPUPOBAHHBIM TIEPEUYCHb CEPHE3HBIX HEKETATEIbHBIX PEaKIui
cormacHo mpwmioxkeHuto Ne 12 k [lpaBumam Hajuiexameld KIMHUYECKON
IPAKTUKA EBpazuiickoro YKOHOMHYECKOTO coro3a CTIIOHCOPOM

npejacTasisieTcs: Ha ocHoBaHuu 3anpoca ICO (HOK).

2. O0sA3aHHOCTH UCCIJIEIOBATENS 110 IPEICTABICHHUIO
nH(pOpMaIUK O BEISIBIIEHHBIX B XOJ€ KJIMHUYECKOTO UCCIIEOBAHUS
HEKEJIATEeIIbHBIX SBJICHUSX CIIOHCOPY

UccnegoBarens qOMKEH HE3AMEIUTEIBHO, B TEYEHHUE 24 4aCOB C IAThI
BBISIBJICHUS (MO0 monydeHus: MHGOPMAIMU O BBISBICHUHU) TPEICTaBUTH
CIIOHCOPY MH(GOPMAIMIO B OTHOIIIEHUH CEPbE3HBIX HEXKENATEIbHbIX SIBJICHUH,
KpOME Te€X, KOTOpbIE OINpPECICHbl B MPOTOKOJIE WKW B JIPYTOM JOKYMEHTE
(Hanpumep, B OpOILLIIOpE UCCIIEIOBATENS), KaK HE TPEOYIOIINE HEMEJIEHHOTO
YBEIOMIICHHUS.

[locne mpenctaBieHHWs  CPOYHOTO  COOOIIEHHS O  CEPhE3HOM
HEXEJIATeIbHOM SIBJICHUM HCCIEAOBaTeNb JOHKEH MPEACTaBUTH CIIOHCOPY
JIeTaJbHOE COOOIIEHHEe ¢ TOoApOOHON WHGOPMANMEH 10 CEPhE3HOMY
HEXKEJIaTeIbHOMY  SIBJICHUIO, TIO3BOJISIFOIIEH CIIOHCOPY CJeNiaTh OICHKY
HEOOXOAMMOCTH IEPEeCMOTpPa COOTHOIICHHS ITOJb3a-PUCK KIMHUYECKOTO
UCCJIeI0OBaHUSI.

UccnegoBatenr  TpeACTaBIsieT  CIOHCOPY — HMHGOpPMAIUO O
HEXEJATeNIbHBIX SBJICHUSIX W OTKJIOHEHHAX JIabOpaTOpPHBIX TOKa3aTeneH,
KOTOpBIC OMpeIesieHbl B MPOTOKOJIE HMCCIICIOBAHHUS KaK KPUTHYECKHE IS
OIICHKH O€30IMTaCHOCTH B CPOKH, OTpEeesieMble MPOTOKOJIOM KIMHHYECKOTO
WCCJICIOBAHMUS.»

4. B npunoxxenuu Ne 12 x ykazanubiM [IpaBusnam:
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a)B alzame JecsaToM paszznena 1 cioBa «UMHCTPYKIMEH MO
MEJIUIIMTHCKOMY MIPUMEHEHUIO 3aMCHHTH CJIOBaMU «obmren
XapaKTEPUCTUKON JICKAPCTBEHHOTO Mpenapara;

0) B monpazgene 3.5 cloBa «UHCTPYKIUS II0 MEIUIIMHCKOMY
MPUMEHEHHUI0» 3aMEHUTD CJIIOBAMU «00II1asi XapaKTEPUCTUKA JIEKAPCTBEHHOTO
npemnaparay;

B) B pazjeiie 4:

B HAMMEHOBAHMU pazjieiia CJI0Ba «U COJICP)KAHUIO» 3aMEHHUThH CJIOBAMU
«, comepKaHuio U (hopMe ImoIauny;

B a03ale IIecTHaAIATOM TMojpasnena 4.6 clioBa «UHCTPYKIIMH 10
MEJIUIIMHCKOMY MPUMEHEHUI0» 3aMEHUTh CJIOBAMH «OOIIEH XapaKTePUCTUKE
JIEKApCTBEHHOIO Mpernapara;

nocjaeaHee npeaiokeHue mnoapaszaena 4.14 u3noxuTh B ClEAYIONICH
penakiuu: «JlaHHbIe TO 0E€30MacHOCTH B HACTOSIIEM paszielie JTOJKHBI
BKJIIOYATh B CceOS pe3yJbTaThl MPUMEHEHHUS KaK B COOTBETCTBUHU C OOIIEH
XapaKTepPUCTUKOW JICKAPCTBEHHOI'O TIpenapara WIM HWHCTPYKIMEH 10
MEIUIIMHCKOMY TNPUMEHEHHI0, TaK W HE B COOTBETCTBUMU C OOIIEH
XapaKTEPUCTUKOM JIGKAPCTBEHHOTO IIpernapara WIM HWHCTPYKIMEH 0
MEIUIIMHCKOMY TIPUMEHCHHIO, pPe3yJIbTaThl OIMMOOK Ha3HAYCHHWs, CIydau
MePEIO3UPOBKY, PA3BUTHS 3aBUCHMOCTH, MPHUMEHEHHUS Y OCOOBIX TPYII
NAlMEHTOB (HaNpUMeEp, Y OEpeMEHHBIX KEHIINH).»;

BO BTOPOM TMpPEIJIOKEHUMU Toapazaena 4.22 cioBa «UMHCTPYKIUHU IO
MEIUIIMHCKOMY MPUMEHECHHIO» 3aMEHHUTH CJIOBAMH «OOITyIO0 XapaKTEPUCTUKY
JIEKapCTBEHHOTO TIpernapaTa.

T') IONOJHUTH MOJIpa3aesioM 4.25 clielyomero coaep KaHus:

«4.25. ®opma nogavyu MNepPUOJANYECKOTO OTUETA
1o O€30IaCHOCTH MCCIIEAYEMOTO Tperapara
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[lepuoauueckuii oTdyeTa Mo OE30MACHOCTH HUCCIEAYEMOTO Ipernapara
MOJUICKUT TOJa4€ B DIIEKTPOHHOM BHJIE C BO3MOXKHOCTBIO TEKCTOBOIO
MOMCKAa Ha PYCCKOM WJIM aHTJIMHCKOM SI3BIKE ¢ 0053aTeIbHBIM MIEPEBOOM Ha
PYCCKHM A3BIK CICOYIOUIMX Pa3JiesIOB: KPATKOE HM3JIOKEHUE W 3aKIIOYEHUE
(BeIBOAbI). Ilo 3ampocy yHmOJTHOMOYEHHOTO OpraHa ToCyJapcTBa-ujieHa
3asBUTENIb 00s13aH B TeueHue 30 KaJeHAapHBIX JHEH €O JHSA MOJIy4YEHUs
TaKOTO 3ampoca MPeICTaBUTh MEPEBOJ HA PYCCKUM SI3BIK JPYTUX Pa3jeioB

MNEPUOAUICCKOIo OTUCTA 110 0e30IMacHOCTH HCCIICAYCMOTI'O IIpCIiapara.».




