EBPA3ZUNCKASI SJKOHOMUYECKAS KOMUCCHS
COBET

PEIMEHMWE

«03» Hos10ps1 2016 T. Ne 79 r. Actana

06 yrBep:xkaennu [lpaBua Hagnexameil KIMHHYECKOH NPaAKTHKH
EBpa3uiickoro 3k0HOMH4€CKOI0 C0103a

B coorBerctBuM co crarbedt 30 JloroBopa o EBpasuiickom
AKOHOMHYECKOM coro3e oT 29 mas 2014 rona, crareeii 6 CornarmieHust
0 eIWHBIX MPUHIMIAX M MpaBuiiax oOpalleHHsl JIEKAPCTBEHHBIX CPEICTB
B pamkax EBpazuiickoro 3xOHOMHUYECKOTro coro3a oT 23 nexadps 2014 rona,
nyHktoM 83 mnpuioxenuss Ne 1 k Peruiamenty paborsl Epazuiickoii
HDKOHOMHMYECKOH  KOMHCCHH, yTBepKIeHHOMy Pemenmem  Bricuiero
EBpasuiickoro skoHOMHYecKOoro coBeta oT 23 gekabps 2014 r. Ne 98,
u  Pemenuem Bricmero  EBpasuiickoro  3KOHOMHMYECKOIO  COBeTa
ot 23 npekabpst 2014 r. Ne 108 «O peammuzanuu CornamieHuss O €JUHBIX
MPUHIIMIAX M IpaBUjaX OOpallleHUs JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro 5KOHOMHYECKOTO COKO3a» Coser EBpasuiickoit
HKOHOMHUYECKOH KOMUCCHH P € LI M JI:

1. YrBepaute mnpuiaraemele [lpaBuiia Hajuiexaumied KIMHUYECKOM
NpakTUKH EBpazuiickoro 5KOHOMUYECKOT0 COI03a.

2. Hacrosiiiee  Pemenwe BecTymaeT B CHJIy IO HCTEYEHHHU

10 kajeHmapHBIX [OHEH C JaTel BCTyIUleHHMss B cuiy lIporokona,
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noanucanHoro 2 gexkabps 2015 roga, o mpucoeauHeHuu PecmyOuuku
Apmenns k CoriameHdro O eIMHBIX NPUHLUIAX U IIpaBUjax oOpaiieHus
JIeKapCTBEHHBIX CPeACTB B pamkax EBpasHiCKOro 3KOHOMHYECKOIo COH3a
or 23 nexabps 2014 roxa, HO He paHee ueM Mo ucteueHuH 10 KajeHIapHBIX

JHEH ¢ JaThl O(HIMATBHOTO 0NMyOIMKOBaHMS HacTosAIero Pemenus.

Ynennbl CoBera EBpa3zniickoll 3KOHOMHYECKOH KOMHCCHH:

ang

AOKYMEHTOR




YTBEPKXJIEHBI

Pemrennem CoBera

EBpasuiickoil 5JKOHOMHUYECKOW KOMUCCUHU
ot 3 HosiOpst 2016 1. Ne 79

IHPABHUJA
HaUIeKANeN KIMHUYEeCKON MPAKTUKHA
EBpa3uiickoro 3k0HOMHUY€CKOr0 COK3a

|. O0mme monoxeHust

Hacrosimne IlpaBuna mOpeacTtaBisitoT  cOOOM  MEXKTyHApOHBIM
OTUYECKUA W HAYYHBIA CTAaHAAPT IUIAHUPOBAHUS W MPOBEIACHUSA
UCCJIEIOBAaHUM C y4yacTHEM YelloBEeKa B KauecTBEe CyOBbeKTa MCCIIeIOBaHUM,
a TakKe JTOKYMEHTaJbHOro O(OpMIIEHHUS W MPEACTaBICHUS PE3YyJIbTATOB
TaKUX HUCCIIEIOBAHUN.

Cobnronenue nosioxxeHnii Hacrtosmux IIpaBun ciayxut mmg oOmiecTsa
rapaHTUel TOro, 4YTO IpaBa, OE30MACHOCTh W OJaromnojyune CyObEKTOB
UCCJIEIOBaHMS 3alUIICHBI, COTJACyIOTCS C TPUHIMIAMH, 3aJ0XKEHHBIMU
XenbcuHKCKOU nexnaparuend, npuHsaTod Ha XVII ceccunm Bceemupnoit
accouManuy 3paBooXpaHeHuss B 1964 romy, U 4TO AHHBIE WCCIIEAOBAaHUS
JIOCTOBEPHBI.

[enwto HacTosux [IpaBuit sIBASETCS YCTAHOBIIGHUE €IUHOTO MOPSIKA
OPOBEACHUS  KIMHUYECKUX  HCCIEJOBAaHWW  (MCHObITaHWM) (mamee —
UCCIICIOBAaHUH) JIGKAPCTBEHHBIX CPEJCTB, YTO JOJDKHO CIOCOOCTBOBAThH
obecrieueHnI0 (HYHKITMOHUPOBAHUS OOIIETO PHIHKA JIEKAPCTBEHHBIX CPEACTB
B pamkax EBpaszuiickoro »skoHoMHuYeckoro coro3a (naiee — Coroz),
B3aMMHOMY TPHU3HAHUIO JAHHBIX KIWHUYECKUX HMCCICIOBAHUN (MCTIHITAHUM)

YIIOJIHOMOYCHHBIMH OpraHaMH TroCyaapCTB — YJICHOB Coro3a (L[aﬂee -
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rocyJapcTBa-ujieHbl), a TakKe MNPU3HAHUIO KIMHUYECKUX HCCIeAOBaHUMN
(McTIBITaHMI ), BHITIOJIHEHHBIX Ha TeppuTopuu Coro3a u 3a ero npeaeinamu.

Hywmepanusi, ucnons3oBanHas B Tekcte paszene |l mactosmux I[lpaBun,
COOTBETCTBYET HyMepallii, NPUMEHSEMOW B MEXKIYHAPOAHON peIaKiuu
Hagnexamei kmmandeckor npaktuku (Good Clinical Practice; GCP), B wactu
BCEX TMOAPa3/leyioB, 3a HUCKIIOUEHUEM TMojapasfena 1, B KOTOPOM TIOHATHUS
pacmoioKeHbl B aj(haBUTHOM MOPSIIKE.

Hacrosmmue IlpaBwma moarotoBmenst Ha ocHoBe ICH GCP -
PykoBojcTBa no Hamiexaiien knnandeckor npaktuke (Guideline for Good
Clinical Practice), koropoe sBusiercs aokymenrom EG6 (R1) Bepcum 4
MexayHapogHoit  koHGEpEeHIMH 1O  TapMOHM3AlMM  TEXHUYECKHUX
TpeboBaHUM K pEeruCTpaluu (dapmaneBTUUECKUX IPOYKTOB,
npeHa3HAaYeHHbIX i npuMmeHeHust denoBekoM (International Conference
on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use; ICH).

Hacrosimmue IlpaBuna HeoOXomumMo coOmroAaTh MpU  MPOBEACHUU
JTFOOBIX KJIMHWYECKUX HCCIICOBAaHUN (HMCIBITAHWN) JaHHBIE KOTOPBIX
MIPEACTABISIIOTCS B YIIOJTHOMOUYEHHBIE OPTaHbl TOCY1apCTB-YJICHOB.

[TpuHIMIIBI, yCTAaHOBJIEHHBIC HAcTOSIUMH [IpaBWiamMu, TPUMEHUMBI
TakK€ W K HWHBIM HCCIENOBAaHUSAM, KOTOPhIE MOTYT OKasaTh BIHSIHHE Ha
0€30MacHOCTh U OJIaromnoIy4yne YeJIOBEKa, BHICTYIIAIOIIETO B KAYECTBE CyOhEeKTa
UCCIIC/IOBAHUS.

Hacrosmme IlpaBuna mopyexar nmepecMoTpy Ha PETYJISPHOM OCHOBE C
y4eTOM OIbITa WX MPUMEHEHUS B TOCyJapCTBaxX-4wieHaX, a TakKe B CiIydae
WU3MCHEHUST MEXKTyHAPOIHBIX HOPM TPOBEICHHS MCCICIOBaHUH (C BHECCHUEM

HEOOXOTUMBIX U3MEHEHHIA).
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Il. OcHoBHAs 4YacTh
1. Onpenenenus

Jna uenenn Hacrosmmx IIpaBun HCIONB3YHOTCS NOHATHS, KOTOpPBIE
O3HAYaloT CICAYIOIICE:

«aymar» (audit) — cucremaTuveckas W HE3aBHCHMas IPOBEPKa
OTHOCSIIMXCA K  HMCCICAOBAHHMIO  JCATCIBHOCTH M JIOKYMEHTAIUH,
IpOBOAMMAs JUIS TOATBEPKIACHHS COOTBETCTBHS JTOH JIEATEIbHOCTH,
a TaKkxe mpoleayp cOopa, aHajauW3a M MPEACTABICHHS JAaHHBIX MPOTOKOIY,
CTaHIAPTHBIM  OIEPAIMOHHBIM  MPOLEAYpaM CIIOHCOpa,  HaJIe)KaIeH
KJIMHHYECKOM MPaKTUKE U MPUMEHUMBIM TPEOOBaHUSM;

«Onaromnonyune cyObekToB ucciemoBanus (mamuentos)» (well-being
(of the trial subjects (patients))) — dusnyueckoe M ICHUXHYECKOE 3I0POBBE
CYOBEKTOB, Y4aCTBYIOIIUX B UCCIICAOBAHNUY;

«Opomropa ucciaegoatens» (investigator's brochure) — cBomgHoe
U3JI0KCHHE KIMHUYECKUX M JOKIMHUYECKHX JTaHHBIX 00 HCCIIeayeMOM
JICKapCTBEHHOM IIpernapare, OTHOCSIIMXCS K €ro HCCACI0BAHUIO Y YEIIOBEKA,

«au3aiiH uccienopanus» (Study design) — o0yt mIaH UCClIeI0BaHUS,
OIMKCaHUe CIIoco0a MPOBEACHUS MCCIICAOBAHUS B 3aBUCHMOCTH OT 0TOOpa M
(dbopMuUpoOBaHUs TPYII CYObEKTOB UCCIEAOBAHMNS, MACKUPOBAHHS JTaHHBIX;

«goroBop» (contract) — gaTUpPOBaHHOE M IOAIIMCAHHOE COTJIAIICHHE
MEXKIy JByMsS WM 0Oojiee  CTOpOHAMH, KOTOpPOE  YCTaHABJIHUBACT
JOTOBOPEHHOCTH,  Kacallluecs  pacopeleieHuss o0bemMa paboT U
00s3aHHOCTEH TpU  TPOBEACHWHM  HCCICAOBaHUSA, a Takxke, IMpH
HEOOXOIUMOCTH, (HMHAHCOBBIX BOMPOCOB. (OCHOBOM JI0rOBOpa JOJKEH

CIIyKUTb IIPOTOKOJI HCCIICAOBAaHUI,
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TOKIMHHYECKHE  HCCIICIOBAHHI» (nonclinical study)» -
OMOMEIUIIMHCKUE WCCICIOBaHUs, MPOBOJIUMBIC O€3 ydacThsl 4ejoBeKa B
KauecTBE CyObEKTa UCCIIEIOBAHMS,

«TOKyMeHTaIbHbIN ciaem» (audit trail) — moxymenTarus, mo3BoJstonas
BOCCTAHOBHUTH XOJ COOBITHH,

«aokymeHTanus» (documentation) — Bce 3amucu B J1H000#  (opme
(BKJIFOYAss 3amucd Ha OYMaKHBIX, JJICKTPOHHBIX, MArHUTHBIX HJIH
ONTHYECKMX  HOCHUTENIAX, CKAaHOIPAMMbl,  PEHTI€HOBCKHE  CHHMKH,
3JIEKTPOKAPAHOTPAMMBI M T. II.), KOTOPBIC OMHCHIBAIOT JTHOO PErHCTPUPYIOT
METOJbI, OpTraHu3alui0 W (MIH) pe3yabTaThl MCCIACIOBAHUS, a TaKKe
BJIMSIFOINME Ha UCCIIeIOBaHKUE (DAKTOPHI M IPUHSTHIE MEPHI;

«3aKJIFOUECHUE HE3aBUCHMOTO dTHUYECKOTO KOMHTETa (COBETa IO 3THKE,
KOMHUCCHH 10 Bompocam 3Tuku)» (opinion (in relation to Independent Ethics
Committee (Ethical Council))) — nokymeHT B mucbMeHHOM (hOopMe, KOTOPHIHA
COJCPKHUT 3aKI0YeHHe | (WJIM) PEKOMEHIAIIMH HE3aBUCUMOI0 ITHYECKOTO
KOMHUTETa OTHOCHTEIBHO yJaCTHs YEJIOBEKa B UCCIICIOBAHNUH,;

«3akoHHBIA mpenacTaButenb» (legally acceptable representative)» —
bu3nUIecKoe WK IPUINIECKOE JHUIIO0 00 UHON CyOBEKT IpaBa, KOTOphIE, B
COOTBETCTBHH C 3aKOHO/1aTEIbCTBOM rocy/apcTBa-uicHa,
UCCIICIOBATEIbCKME IIGHTPHl KOTOPOTO BOBJIEYCHBI B  HCCIEIAOBaHUE,
HaJICJICHBI TIPABOM Ja4ui MH()OPMUPOBAHHOTO COIJIACHS OT MMEHHU CyOBheKTa
UCCIICI0OBAHUS, SIBJISFOIIETOCS HEISECIIOCOOHBIM HITH HECOBEPIICHHOICTHUM,;

«AneHTU(UKAIMOHHBIA Ko cyOnekTa» (subject identification code) —
YHUKAJIBHBIA KOJI, TMPHCBAaMBAEMbI HCCIIEIOBATENIEM KaXIOMYy CYOBEKTY
UCCIICA0BaHuUS I 00eceYeH s KOH(DUICHIIMAIbHOCTH €ro JIMYHBIX JTaHHBIX
¥ UCIOJb3yeMbIi BMECTO MMEHH CyOBEKTa HCCIICOBAaHHMS B OTYETaX IIO
HOXKEIATeIbHBIM  SIBJICHUSM U (WJIM) JPYTUX JAHHBIX, OTHOCSIIMXCSA K

HCCIICAOBAHULO,
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«UHAMBHUIyalIbHAs peructpanuonHas kapta, MUPK» (Case Report Form;
CRF)» — 1okyMeHT Ha OyMa)XHOM, 3JICKTPOHHOM MJIM ONTHYECKOM HOCHUTEJIE,
npeaHa3HAYCHHBIA IS BHECEHHUS BCEH MPEAyCMOTPEHHOH IPOTOKOJIOM H
HoJyIeKallell rmepeaade CHOHCOPY HHGOPMAIMH IO KaXIOMY CYOBEKTY
UCCIICIOBAHUS;

«uHcneknus (mposepka)» (inspection) — aeficTBUE YIOJIHOMOYEHHOTO
OpraHa, 3aKJoyarolieecs B  TMPOBEICHUU  OQPUIMAIBLHOW  IPOBEPKH
JIOKYMEHTOB, HUH(PACTPYKTYphl, 3alKCEH, COIIAIIEHUH MO OO0ECHEUYEHUIO
KayecTBa W JIIOOBIX JPYIMX MCTOYHHUKOB, KOTOPBIE PAaCICHHBAIOTCS
YIIOJTHOMOYEHHBIM OPTaHOM KaK OTHOCSIIHMECS K MCCICIOBAHUIO U KOTOPBIC
MOTYT OBITh PACIOJIOXCHBI B HCCJICIOBATEILCKOM IIGHTPE, Ha OOBEKTax
crioHcopa M (WJIM) KOHTPAKTHOM WCCIICIOBATEILCKON OpraHu3allii WiId B
APYTUX OpraHU3aIusaX, KOTOpbIe, MO0 MHEHHIO YIIOJHOMOYCHHOIO OpraHa,
TpeOYIOT UHCIEKTUPOBAHUS;

«uapopmupoBannoe coraacue» (informed consent) — cBoGomHoe u
JI00POBOJILHOE BOJICU3BSBICHUE CYOBEKTa O CBOEM JKEJIaHUHM Y4acTBOBATh B
KOHKPETHOM HCCJICIOBAaHUU TIOCJIC TIOJMYyUYEHHS CBEICHUI 000 BCEX acIeKTax
3TOr0 HCCIICIOBAHMS, 3HAUYMMBIX JUISI TPUHSATHS PEIICHUS CyOBEKTOM 00
y4acTHHM, a B Cllydae C HCECOBEPIICHHOJECTHUMH H HEJACECIIOCOOHBIMU
CYyObEeKTaMH — pa3pellieHUe WM COTJIACHE WX 3aKOHHBIX IPEICTaBUTENCH O
BKIIIOYCHHH TaKUX CYOBEKTOB B wuccienoBanue. HMHbopmupoBaHHOE
COrJIacue JOKYMEHTHPYETCS IOCPEJCTBOM TIOANKMCAHUS W JIaTUPOBAHUS
dhopMbl HTHOOPMHUPOBAHHOTO COTJIACHS;

«uccaenoBarenb» (investigator) — ¢gusuveckoe nuio, oTBEUaroIee 3a
MPOBEJICHIE WCCIICOBAHUS B KCCIICIOBATENbCKOM IIeHTpe. B ciyuae
NPOBEACHUS HWCCIICIOBAHUS B HCCIICIOBATEILCKOM IICHTPE TPYIIION JIHI]
uccienoBarenieM (TJIaBHBIM — HCCJICIOBATENIEM)  SIBIISICTCS  PYKOBOIHUTEIb

TpYIIIBI,



«hccaenoBareab-koopauHarop»  (coordinating  investigator) -
UCCIIeI0OBaTeNIb,  OTBEYAMOINMHA  3a  KOODJAWHAIMIO  JICATEIBHOCTH
UccleaoBaTeiell BCEX HCCIEAOBATEIbCKUX IIEHTPOB, YYacCTBYIOIIUX B
MHOTOILIEHTPOBOM KJIIMHUYECKOM HCCIICOBAHNUY;

«HCCIICIOBATEITb (MeaHMIIMHCKOE YUPEIKIACHUE)» (investigator
(institution))» — uccnemoBaTenb W (MIK) OpraHu3anus (B 3aBUCUMOCTH OT
NPUMEHEHUS TTOHSATHS);

«hccienoBaTeabckuii  meaTp» (trial site) — ¢dakTuyeckoe MecTo
POBECHUS UCCIICOBAHNS;

«HCCTIeMyeMBbI JIeKapCTBEHHBIM mpenapar» (investigational medicinal
product) — JeKapCTBEHHBIM Tpenapar, KOTOPbIA B  HCCIICIOBAHHH
TOJIBEPraeTCsl MCIBITAHUIO WIM TPUMEHSCTCS IS CpPaBHEHHS, BKIIOYAs
mianedo, B TOM YHCIE 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN mpenapar
(B ciyuae, ecnu ero crnoco0 MPUMEHEHHUS! OTIMYACTCS OT YTBEP)KICHHOTIO, a
TaKXe MMPH ero UCIOIb30BaHUM 110 HOBOMY TOKA3aHHMIO WM ISl MOJTyUEHUS
JIOTIOJTHUTEIILHOW MH(OPMAITUH 110 YTBEPIKICHHOMY ITOKa3aHHUI0);

«KJIMHAYeCKoe uccaenoBanne (ucmbitanue)»  (clinical  trial) -
KJIMHHYECKOE M3YUCHHE, YIOBICTBOPSIONIEE XOTSI ObI OHOMY U3 CJIEIYIOIINX
YCJIOBHI:

Ha3HAYeHHE CYOBEKTY HCCIIEIOBAHMS KOHKPETHOM TeparneBTHYCCKOM
cTpaTeruu (BMEIIATENIbCTBA) MPOUCXOIUT 3apaHee M HE SBISCTCS PYyTHHHOM
KJIMHHYECKOM NPAKTUKOW B TOCYJIapCTBE-UICHE, HCCIICIOBATEILCKUE IEHTPHI
KOTOPOI'0 MPUHUMAIOT Y4acTHe B JAHHOM KIMHUYECKOM HCCIICAOBAHNUMY;

pellicHHe O HA3HAYEHUM HCCIICIyeMOro JIEKapCTBEHHOIO Iperapara
NPUHAMAETCS COBMECTHO C pEIICHHEM O BKIIOUYEHHH CYObEeKTa B

KIIMHNYCCKOC N3YUCHUC,
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CYOBEKTaM HCCIICIOBAHMS, TOMUMO MPOIEAYP PYTHHHON KIMHAYECKOM
NPAKTHKH, BBIMOJHSIOTCS JOMOJHUTEIbHBIC MPOIETYPhl JUATHOCTUKU HITH
MOHHUTOPHUHIA;

KKOHTpAKTHas HCCJCAOBaTENIbCKas opraHm3amus» (contract research
organization; CRO) — ¢wusnyeckoe JHUIIO WK OpraHU3aIus (KOMMepJecKas,
HayYHO-UCCIICI0BATENIbCKasl WM HWHas), KOTOpas B paMKax JIOrOBOpa CO
CIIOHCOPOM  BBITIOJIHAET OJHY WIH 0OojJee U3 €ero o00sI3aHHOCTEH
¥ QYHKITUH, CBI3aHHBIX C TIPOBEICHUEM KIIMHUYECKOTO HCCIICAOBAHMS;

«kOHTpoJIb KauectBa» (quality control; QC)» — Merombpl U Mepsl,
SIBJIFOIIHAECS YaCThIO CHCTEMbI 00ECIICUEHUST KaueCTBa U MCIOIb3yEMbIC IS
IPOBEPKU COOTBETCTBHS BBIMOJIHACMBIX IPU TPOBEIACHUHA WCCIICIOBAHUS
IPOIEAYP MPEIBIBISIEMBIM TPEOOBAHUSIM K X Ka4eCTBY;

«KOOPJMHAMOHHBIM KomuTeT» (Coordinating committee) — kommwrer,
KOTOPBI MOXeET OBITh OPraHW30BaH CIIOHCOPOM JUIA KOOPJWHAIIUU
IIPOBEJICHUS MHOTOIICHTPOBOTO KJIMHHUYECKOTO UCCIICIOBAHNS,

«koH(puaennuaabHocTh» (confidentiality) — coxpanenue B TaiiHe
OT HEYIOJIHOMOYCHHBIX JIMII HWH(OpMAIUH, NPUHAIJICKAIICH CIOHCOPY,
uiu  uHpOpMaluMU,  TO3BOJSIONIEH  WIACHTHU(GUIMPOBATH  CyObEKTa
UCCIIC/IOBAHUS,

«MHOTOIIEHTPOBOE KJIIMHHYECKOe ucciemoBanue» (Mmulticentre trial) —
KJIMHHYECKOE HWCCIICIOBAaHKUE, MPOBOJUMOE 10 €IMHOMY IPOTOKONIY Ooiee
4yeM B | McCiieIoBaTeIbCKOM LIEHTpE U, OoJiee ueM 1 uccienoBaresieMm;

«MoHuTOp» (MONitor) — ¢usuveckoe U0, Ha3HAYaeMOE CIIOHCOPOM
WIH KOHTPAKTHOW HCCIIENOBATEIbCKON OpraHM3almei, KOTopoe padoTaeT
COBMECTHO C HCCIIE0BATEIEM-KOOPIUHATOPOM WM KOOPAMHAIIMOHHBIM
KOMHUTETOM M KOHTPOJIMPYET IMPOBEICHUE KIMHUYECCKOTO HMCCICIOBAHUS B

COOTBCTCTBUU C IIPOTOKOJIOM, OLOCHUBACT CTCIICHb CIr'0 BbIIIOJIHCHUA,
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OKa3bIBaeT COJCHCTBHE MCCIICOBATENII0 B aHAIW3e, HHTCPIpETAlUU |
SKCTPANOJISAIUN JaHHBIX;

«MOHUTOPUHT» (MONitoring) — JCATENBHOCTh, 3aKIIOYaroiascs B
KOHTPOJIE 3a XOJOM KIWHUYECKOTO HCCIICIOBAaHUSA, OOCCICUCHUU €ro
IpOBeIeHUs, cOOpa TaHHBIX W MPEJCTABICHUS PE3yJIbTaTOB B COOTBETCTBUU
C  IPOTOKOJIOM,  CTaHJAPTHBIMH  OIEPAlMOHHBIMH  IIPOIEAYpaMHu,
HaJIeXKalled KIMHUYSCKON MPaKTHKOW U TPUMEHUMBIMH TPEOOBaHUSIMHU,;

«Hamaexkamas kiauHudeckas npaktuka» — (Good Clinical Practice;
GCP) — cBom OSTHYECKMX W HAy4YHBIX TPEOOBAHMH K IUIAHUPOBAHHMIO,
IIPOBEJICHUIO, peaTu3allid, MOHUTOPUHTY, ayaHuTy, JIOKYMEHTHPOBAHHUIO,
aHaJIM3y W IMPEACTABICHUIO PE3yJbTaTOB KIMHMYECKHUX HCCIICIOBAHUM,
o0ecreYMBaOIIMX 3alIUTy MpaB, 0E30MaCHOCTH U OJIArOMONIYYHs CYOBEKTOB
UCCIICJIOBAHUSI W TIOJIyYCHHE B paMKax KIMHHYECKOTO HCCIICOBAHUS
HAJCKHBIX U JOCTOBEPHBIX JTaHHBIX;

«HeXelaTeabHas peakmus» (adverse reaction) — HempexHaMepeHHas
HEOJMAronpusATHAs peaklys OpraHM3Ma, CBsA3aHHAs C I[PUMEHECHUEM
JIEKapCTBEHHOr0 cpeacTBa (MCClieqyeMoro mpemnapara), IMpeanoiararmnas
HaJIMYWEe, KaK MHUHUMYM, BO3MOXHOW B3aHMOCBS3M C TPUMCHCHHEM
T10JI03PEBAEMOT0 JICKAPCTBEHHOTO TIperapaTa (HCCaeayeMoro nperapara);

«HEexenaTeapbHoe sBieHne» (adverse event) — mo060e HEOIArONPHUATHOE
U3MEHEHHE B COCTOSHHUU 370POBBS IMAIMEHTa WIH CyOBbEeKTa HCCIEI0BaHU,
KOTOPOMY BBEJCH JICKQpPCTBEHHBIN IIperapar, HEe3aBUCHUMO OT MPUYHMHHO-
CIICZICTBEHHOM CBSI3M C €ro NMpuMeHeHHeM. HexenaTenbHOe SBICHUE MOXET
MpEeJICTaBIATh CO00M J1r000e HeOJarompusITHOE W HeNpeaHAMEPEHHOE
U3MEHEHHE (HarpuMep, OTKIIOHEHHE Ja0OpaTOPHOIO MOoKa3aresis OT HOPMBI),
CUMIITOM WJIM 3a00jICBaHUE, BPEMs BOSHUKHOBEHHUS KOTOPBIX HE HCKIHOYACT

HpH‘IHHHO-CJ’ICI{CTBCHHOﬁ CBi3H C IMPUMCHCHUCM JICKApCTBCHHOT'O
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npenapara, BHE 3aBUCUMOCTH OT HAJIM4YMs WJIM OTCYTCTBHUS B3aUMOCBSI3U C
IPUMEHEHNEM JIEKApCTBEHHOTO TIpenapara;

HE3aBUCHMBIM KOMHUTET 1O MOHUTOPHMHTY HmaHHbIX, HKMJ[»
(Independent Data-Monitoring Committee; IDMC (Data and Safety
Monitoring Board, Monitoring Committee, Data Monitoring Committee)) —
HE3aBUCUMBIN KOMHTET, KOTOPBHIM MOKET ObITh 00pa3oBaH MO WHUIMATHUBE
CIIOHCOpa JUIsi TEPUOJUYECKOr0 PpPACCMOTPEHHUS XO0Ja KIMHUYECKOTO
UCCIIEIOBAHMS, JTAHHBIX MO 0€30MacHOCTH W (WJIM) OCHOBHBIX IMApaMETPOB
3 PEeKTUBHOCTH, a TakKe JJis BBIPAOOTKHM PEKOMEHAAIMUA CIOHCOPY O
1EJIEeCO00Pa3HOCTU  TMPOJOJDKEHUS, TMPEKpalleHUusT HCCIEeNOBaHUA WU
BHECEHMUSI B HETO U3MEHEHUH;

«He3aBUCHUMBI »THueckuii komurer, HDOK» (Independent Ethics
Committee; IEC) — He3aBucHMBI opraH (3KCIEPTHBIA COBET MM KOMHUTET,
JNEUCTBYIONIMI HAa YPOBHE OpraHu3alluy, Ha PETMOHAJIbHOM, HAallHOHAIHBHOM
WM MEXIYHApOJHOM YpPOBHE), KOTOPBIM YUYPEXKIAEH B COOTBETCTBUH C
3aKOHOJIaTEIbCTBOM  T'OCYJAapCTBA-uj€Ha, COCTOUT U3  MEAUIIMHCKHUX
PabOTHUKOB, a TaKXKe JIMI], HE UMEIOIIMUX OTHOILIEHUS K MEAUIMHE, HaJelIeH
NpaBOM JlaBaTh 3aKJIIOUECHHUS B LENAX peanu3anuu Hactosmmx [IpaBun
(DnpyHUMasT BO BHUMAHHME B3IUISIBI HECHEHUAINCTOB, B OCOOCHHOCTH
NalMeHTOB W OpraHu3alliil MaIMEeHTOB), a TaKXXe O0eCleuYrBaeT 3alluTy
npaB, 0€30MaCHOCTH U OJIaronoydnsi CyObEeKTOB HCCIIEIOBAHUS U BBICTYIIAET
JUTsl 00IIIeCTBA rapaHTOM TaKOM 3alllUThl, B YACTHOCTH MyTEM PACCMOTPEHUS,
o00peHust (BBIJAYM 3aKJIFOUCHHUS) TPOTOKOJIA HMCCICAOBAHMS, KaHIUIATYP
UCCIIEIOBATEIIC, MCCIEN0BAaTEIbCKUX IIEHTPOB, a TaKXe MaTepUalioB H
METOJIOB, KOTOpBIE MPEANOJIaraeTcsi MCHOJIb30BaTh JJIsI MOJYYEHUS H
JIOKYMEHTHUPOBaHUS UH()OPMUPOBAHHOTO corjacus CyOBEKTOB
uccienoBanus. IIpaBoBoil craryc, cocraB, (YHKIUU H JEATEIbHOCTH

HC3aBUCHUMBIX OTHYCCKHX KOMUTCTOB, a4 TaAKKC IIPHUMCHHMBIC K HHUM
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TpeOOBaHHMS MOTYT pa3iM4yaThCs B Pa3HBIX TOCYAapCTBaxX-d4ieHaX, TEM HE
meHee, HOK m0KHBI (YHKIIMOHUPOBATH B COOTBETCTBHM C HACTOSIIIUMHU
[IpaBunamuy,;

«HE3aMHTEepeCcOoBaHHBIA cBUACeTenb» (impartial witness) — ¢usnueckoe
JIMIIO0, KOTOPOE HEMPUYACTHO K MPOBEACHUIO KIMHUYECKOTO HCCIICAOBaHUS,
Ha KOTOpOE€ HE MOTYT OKa3aTh JIABJICHHWE YYACTHUKH KIMHHYECKOTO
UCCIICZIOBaHUS M KOTOPOE B Cliydyae, €CM CyOBEKT UCCIEIOBAaHUS WIN €ro
3aKOHHBIN MPEJICTABUTEIIb HE YMEIOT WM HE MOT'YT YUTATh, IPUCYTCTBYET BO
BpeMsI MOJTy4YeHUsT HHOOPMHUPOBAHHOTO COTJIACHS, a TAKIKE 3aUYUTHIBAET TEKCT
UH(GOPMHUPOBAHHOTO COTJIACHS U JIFOOBIC IPYTHE MPEAOCTABIIEMbIE CYObEKTY
UCCIICI0BAaHUS TMCHbMEHHBIC MaTEPUAIIbI;

«HETpeABUICHHAsS HEeXKeIaTelIbHas peakius» (Unexpected adverse drug
reaction) — HexxenareabHask peakiys, XapakTep, CTEIeHb TSHKECTH WIIA HCXOJT
KOTOPOMl HE COOTBETCTBYET UHMOpmMaluu, cojepxkalieiics B oOiei
XapaKTepUCTUKE  JIEKAPCTBEHHOIO  Mpemapata Jubo B OpoIrope
uccieaoBarens (11 He3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara);

«obecmeuenue kadectBa» (quality assurance; QA) — COBOKYNHOCTh
CHCTEMATHYECKUX M IUTAHOMEPHBIX JCWCTBUH, KOTOPBIE HMEIOT IICIIbIO
0o0eCIeYnuTh  COOTBETCTBHE  IPOBOJMMOTO  HCCeIOBaHHS,  cOopa,
pPETUCTpAllMd W MPEACTaBICHUS JaHHBIX HaIJICKaIleH KIMHUYECKOU
NPAaKTHKE U IPUMEHUMBIM TPEOOBAHUSM,;

«0J00peHne HKCIEPTHOTO coBeTa opranuzanuun» (approval (in relation
to Institutional Review Boards))» — 3akimoueHue, MpUHATOE DKCIEPTHBIM
coeroM opranuzanuu (DCO), mnoareepxkaaroniee ¢GakT MPOBEIACHUS
IKCHEPTU3bI KIMHHYECKOTO MCCICIOBAHUSA U SBISIONICECS pa3pelleHueM Ha
ero MpOBEJCHUE B JIAHHOW OpPraHHM3allMd B COOTBETCTBUU C WHCTPYKITUSMH
5CO, HOPMATUBHBIMH JOKYMEHTAaMH MEIUIIMHCKOW OpPTaHW3alliu, a TaKXkKe

HaJIJIeKalel KIMHUYECKOMN HpaKTHKOﬁ " ITPUMCHUMbBIMU Tp€6OBaHI/I}IMI/I;
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«opranuzanusg meaunuHcKas» (institution (medical)) — yupexnenue
(opranu3zaiusi) 3ApaBOOXpPAHEHUs] BHE 3aBUCUMOCTU OT €€ OpraHU3allMOHHO-
MpaBoBOM (POpMBI, B KOTOPOM IMPOBOJUTCS KIMHUYECKOE MCCIICAOBAHUE U
KOTOpasi UMEET pazperieHue (JIMIEH3UI0) Ha MEIUIIUHCKYIO JIEATEeIbHOCTD, a
Takke 00J1aJlaeT MPaBOM Ha MPOBEJICHUE KIIMHUYECKUX UCCIICIOBAHUM;

«OCHOBHBIe JOKyMeHTHI» (essential documents)» — @TOKyMEHTBHI,
KOTOpbI€ B COBOKYMHOCTH WJIM IO OTIEIBHOCTH TMO3BOJIIIOT OLIEHUTH XOJI
KJIMHUYECKOT0 UCCIEAOBAHUS U Ka4€CTBO MOJIYUYEHHBIX JaHHBIX,

«oTd4eT MoHHTOpa» (Monitoring report) — TNHCHbMEHHBIA OTYET
MOHHUTOpPA CIIOHCOPY MOCJI€ KaXKJI0r0 BU3UTA B UCCIIEIOBATEILCKUN LIEHTP U
(WJIM) KOHTaKTa C MCCIENOBATENsIMU B COOTBETCTBHUU CO CTaHJIapTHBIMU
oneparmonHbiMu niponieaypamu (COIT) crioHcopa;

«oTuer 00 ayamure» (audit report) — mucbMeHHOE 3aKII0YCHUE ayIUTOpa
CIIOHCOPA O pe3yJibTaTax ayJIuTa;

«OTYET O KIMHUYECKOM wHcciienoBanuu (mcmbitanuu)» (clinical trial
(study report)) — omumcanue B NHCBMEHHOH (OpMe KIMHHUYECKOTO
UCCJIeIOBaHMs, MPEACTaBICHHOE B (hopmaTe, MO3BOJSIONIEM OCYIIECTBISAThH
JIETKUN TIOUCK, COCTABJICHHOE B COOTBETCTBUU C mpuiioxeHueM Ne 1 k
HacTosamuM IIpaBuiiam u pazaenom S yactu 1 npunoxkenust Ne 1 x [IpaBuinam
pErUCTpallui U SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIIUMHCKOTO
IPUMEHEHUS, YTBEPKIAAEMbIMU EBpasuiiCKOM 3KOHOMHUYECKOM KOMHUCCHUH
IIPU COTIPOBOXKACHUM 3asBJICHUS HA PETUCTPAIHUIO;

«TEepBUYHASA JIOKYMEHTAIUs» (OpPUTHMHAIBHBIE MEIUIIMHCKHUE 3aIKCH)
(original medical record (source documents)) — wucCXomHbBIE JOKYMEHTHI,
JJAaHHbIE W 3amucu (Hampumep, UCTOpUU OO0JIE3HH, aMOyIaTOPHBIE KapThl,
1abopaTOpHbIE 3alUCH, 3aMETKW, JTHEBHUKUW CYOBEKTOB HCCIIEIOBAHNUA,
BOIMIPOCHUKH, >KypHaJIbl BbIJIAUd MEIUKAMEHTOB, 3allUCH aBTOMATUYECKHUX

YCTPOﬁCTB, BCpI/I(bI/ILII/IPOBaHHBIe N 3aBCPCHHBLIC KOIIMKW WJIHW BbIIIUCKH,



12

MUKpO(dHITH, (HOTOHETATUBBI, MHKPOIUICHKH WJIA MarHUTHBIC HOCHUTEIH,
PCHTTEHOBCKHE CHUMKH, JFOOBIE 3aIMCH, OTHOCSIIUECS K TMAIUCHTY, B TOM
gucie  XpaHsAllMecs B anTeke, JabopaTopusx W OTACICHHIX
UHCTPYMEHTAIBHON  JHAarHOCTHKH, HMCIOJB3YEMBIX B  KIMHHYECKOM
HCCIIEIOBAaHUN);

«IepBUYHBIC  JaHHbIe» (Source data) — Bea  umHpOpMAIUA,
COJICpIKAIASACA B OPUTHHAIBHBIX MEIUIMHCKUX 3aIMCAX M WX 3aBEPEHHBIX
KOIIHSIX, O pe3yJbTaTaX KIMHUYECKUX HaOIr0AeHN, 00CIeJOBaHUI U APYTOit
JeSITEILHOCTH, MO3BOJISIONIAs BOCCO3aTh X0/ KIMHUYECKOIO MUCCIEA0OBaHUS
U OIEHHUTh ero. IlepBuuHbIE JaHHBIE COJAEPKATCS B  IEPBUYHOM
JOKyMeHTaIuu (TIOJUTMHHUKAX MU MX 3aBEPCHHBIX KOIHSIX);

«mmomnpaBka K mpotokony» (protocol amendment) — odopmienHoe B
MHUCHbMEHHOM BHJIE OIHCAHWE HW3MCHCHHH, WU COOOIIEHHE O BHOCHUMBIX
U3MEHCHHSX WA OPHUIMATBLHOE Pa3bICHEHUE MPOTOKOIA;

«rpenapar cpaBHeHms» (comparator (product)) — umccrmenyemblii Hiu
3apPEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpernapaT (aKTUBHBIN KOHTPOJIb) JTUO0
1a1e00, UCIOJIb3yeMbIe TSI KOHTPOJIS B KIIMHUYECKOM HCCIICIOBAaHUH;

«rpuMeHnMblie TpeboBanus» (applicable regulatory requirement(s)) —
aKThl, COCTABJIIOIINAE  IPaBO Coro3a, U 3aKOHOJATEeIbCTBO
rOCyJIapCTB-WICHOB B cdepe oOpalleHuss JIEKapCTBEHHBIX CPEJCTB,
PETyJIMPYIONIUE TPOBEICHUE KIMHUYCCKUX UCCIICTIOBaHUM;

«IPOMEKYTOUHBIH OTYET O KIMHHYSCKOM HCCIICIOBaHMU (MCIIBITAHUH)»
(interim clinical trial (study report)) — oTuer 0 MPOMEKYTOUHBIX pE3yIILTaTaX M
UX OIICHKE, OCHOBAaHHBIN Ha MMPOBEICHHOM B X0OJI€ KIIMHUYECKOTO MCCIICIOBAHMUS
aHaJIN3¢ JaHHbIX;

«IPOTOKOJI KIMHUYECKOTO uccienoBanus» (protocol) — mokymeHr,
OIMCHIBAIOIINHN TIEJIN, JW3AiH, METOJIOJIOTHIO, CTATHCTUYCCKHE METOJBI U

OpraHm3anio HCCIICOAOBAHU. ITomumo 9TOro, IMpOTOKOJI KINMHHYCCKOIO
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UCCIICZIOBaHUSI OOBIYHO  COJIEP)KUT TOJIyYCHHBIC paHee JIaHHbIC WU
00OCHOBaHHE WCCIICIOBAHMS, OJIHAKO 3Ta HWH(pOpPMAIHs MOXKET OBITh
IpeJCTaBlicHa M B JIPYIMX JOKYMEHTax, Ha KOTOPBIE CChLIAETCS IPOTOKOJ
KJIMHHYECKOTO HCClIeaoBanus. [IpuMeHUTENbHO K HacTosmuM I[IpaBuiaam
TEPMUH «IIPOTOKOJ» IOJAPa3yMEBAeT Kak BCE MOCICIYIOIUE BEPCUU
IPOTOKOJIa KIIMHUYECKOTO MCCIICTIOBAHUS, TaK U TIONPABKU K HEMY,

«mpsMoit  moctym»  (direct access) — paspelieHHe, BBIIAHHOE
PYKOBOJICTBOM HCCJICJIOBATEIILCKOTO IICHTPA, 3aMHTEPECOBAHHBIM JIUIIAM Ha
U3yueHHUe, aHaju3, MPOBEPKY M KOMUPOBAHHE JIIOOBIX 3allUCeH M OTYETOB,
HEOOXOJAMMBIX JIJISl OIIEHKH KJIMHHYECKOTO HcClefoBaHus. JIuia, uMeromnue
NpaBoO MPSMOTO JOCTymna (HampuMmep, NMPEICTABUTEIN HAIMOHAIBHBIX HIIH
WHOCTPAHHBIX  YIOJHOMOYEHHBIX OpPraHOB, MOHHUTOPBI W  AyJAHTOPHI
CIIOHCOpa), JOJ/DKHBI MPUHMMATh BCE pPa3yMHBIE MEPbI IS COOJIOICHMS
MPUMEHUMBIX TPEOOBAaHMI MO 3alUTe KOHPUICHINAIBLHOCTH HH(OpMAIINH,
MO3BOJISIONICH  WACHTU(UIMPOBATh  CyOBEKTOB  HCCICIOBAHHS, |
UH(pOPMAITIK, TPUHAJICKAIIEH CIIOHCOPY;

«pangoMu3anus»  (randomization) — mpomecc — pacmpeneacHHs
CYOBEKTOB HCCJCIOBAHHS 10 TPYIIaM JICYCHUs WM KOHTPOJS CIIydaiHbIM
00pa3oM, MO3BOJISOIINN CBECTH K MUHUMYMY CyOBEKTUBHOCTD;

«pyTHHHas KJIWHW4Yeckas mpaktuka» (routine clinical practice) -
1a0JIOHHBIC (OJHOTHITHBIC) MEIMIMHCKUAE JUArHOCTHYCCKHUE W JICUCOHBIC
IPOIEAYPhI, TEXHOJIOTHMH WJIM MEPOIPHUSTHS, KOTOPBIC BBIMOIHIIOTCS IS
JTAHHOM TPYIIIbI MAllMEHTOB WM JaHHOTO CTaHAapTa OKa3aHHUs MEIUIIMHCKOM
HIOMOIIIH;

«ceptudukar ayauta» (audit certificate) — moxymeHT, cocTaBICHHBIN
ayJUTOPOM B TIOATBEPXKICHUE (aKTa MPOBEICHUS AyIHTa;

«cepbe3Hoe  HexenmarenbHoe — sBienue  (CHS), cepbe3Hast

nexxenarenpHas peaknus (CHP)» (serious adverse event; SAE or serious
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adverse drug reaction; serious ADR) — HexenaTellbHOE MEIUITMHCKOEC
COOBITHE, KOTOPOE MPHUBOJHWT K CMEPTH, MPEJACTABIICT yIpo3y Ul JKH3HHU,
TpeOyeT roOCIUTAIN3AIMY TTAIIUeHTA WK €€ TIPOIJICHHUS, TPUBOIUT K CTOHKON
an00  BBIPAKEHHOW  HETPYAOCIOCOOHOCTH WM  WHBAIUIHOCTH, K
BPOXKJICHHBIM aHOMAJIMSM WJIM TTOPOKaM Pa3BHUTHS, TPEOyeT MEIUIIMHCKOTO
BMEIIATEILCTBA  JUUII  TPEIOTBpAIICHUS  PAa3BUTHS  IEPEUHCICHHBIX
COCTOSIHUII,

«cnenoir meron (mackuposka)» (blinding (masking)) — meron, npu
NPUMEHEHWH KOTOPOTO OJHOM WM HECKOJbKUM YYacCTBYIOIIUM B
KIMHUYECKOM HCCICJOBAHMH CTOPOHAM HEW3BECTHO, KaKoe JICUCHHE
Ha3HauYeHO  CyOBeKTy  wWcciemoBaHus.  IIpocToil  ciemoit  MeTon
IpeIyCMaTpUBAaeT HEOCBEIOMJICHHOCTh O Ha3HAYCHHOM WM BHJIC JICUCHHS
CyOBEKTOB HCCJIEIOBaHUS, B TO BpeMs KaK JIBOMHOW CIIETION METO/I
MOIpa3yMeBaeT HEOCBEJIOMIICHHOCTh CyOBEKTOB WCCIICIOBAHMS,
UCCIIeI0OBaTeNIeld, MOHUTOPOB M B HEKOTOPBIX CIydasx JIWII, BBIMTOTHSIOIINX
CTaTUCTUYECCKYIO 00pabOTKy JaHHBIX;

«coOmofeHue  TpeOoBaHMA  (MPUMEHUTEILHO K  KIMHUYCCKUM
uccienoanusaMm)» (compliance (in relation to trials)) — coorBercTBUE BCceM
CBS3aHHBIM C KIMHHYECKHM HCCICAOBAHHEM TPEOOBAHMAM, HaJJIeKamen
KIIMHUYECKON MPAKTUKE M MHBIM IIPUMEHUMBIM TPEOOBaHMSM,;

«COMCCIIeIOBATEIb (subinvestigator)» - 100011 YJIeH
WCCJICIOBATEIIbCKOTO  KOJUIGKTHMBA, HA3HAYCHHBIM  HMCCleIoBaTelieM |
OCYIIECTBISIIOMMA ~ TOJ] €ro  KOHTPOJEM  3HAYUMBIE  TMPOIETYPHI
KIIMHUYECKOTO HCCIICIOBAHUS B MCCJICAOBATEILCKOM IIEHTpPE (Hampumep,
WHTEPH, OPANHATOP, HAYYHBIH COTPYIHUK);

«croHcop» (Sponsor) — ¢usnyYeckoe WM HOPUIUYECKOE JIMIIO,
OTBEYAIOIICE 32  WHUIMAIMIO,  OpTaHM3alii0 W oOecredYcHue

q)HHaHCI/IpOBaHI/I}I KIIMHUYECKOTO UCCIICAOBAaHN,
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«CIIOHCOp-HUCCIIeoBaTeb»  (Sponsor-investigator) — muio, KoTopoe
CaMOCTOSITEJIPHO WJIM COBMECTHO C JPYTMMH JIMI[AMHA HHHUIUUPYET |
IPOBOJUT  KJIMHHYECKOE HCCIIEJOBAHME M TMOJ  HEMOCPEACTBEHHBIM
PYKOBOJICTBOM KOTOPOTO HCCIIEyeMbI Mpenapar JuOO0 Ha3HA4yalT, JUOO
BBIJIAIOT CYOBEKTY HCCACIOBaHMS, MO0 TMOCICAHMA MPUHAMAET €ro.
CHOHCOPOM-HCCIIEIOBATEIEM MOXKET OBITh TOJBKO (DU3UYECKOE JIHIIO.
OO0s3aHHOCTH CIOHCOPA-HUCCIIEA0BATENS BKIIOYAIOT B ce0sl 003aHHOCTH KaK
CIIOHCOpa, TaK U UCCIICT0BATEIS;

«CTaHJapTHBIC omneparronHbie nporeaypsl, COIT» (standard operating
procedures; SOPS) —  moapoOHble  MHCBMEHHBIE  HMHCTPYKIIUH,
HpeAHa3HaYeHHbIC I JOCTHXKCHUS €IMHOO0Opasusi MPH OCYIIECTBICHUH
OIIPEICIICHHOMN e TebHOCTH;

«cyobekT (cyObekT wmccaemoBanus)» (subject (trial subject)) -
(bu3nUecKoe JMI0, YYaCTBYIOIIEe B KIMHHYECKOM HCCIICAOBAHUN B COCTaBE
IPYNIbI, MOJy4Yarolme HCCIeayeMblii mpemapar, JuO0 B  COCTaBe
KOHTPOJIBHOM TPYIIIIBI;

«ymnoJiHOMOuYeHHbIe opranb» (regulatory authorities) — oprassl,
oOiajarole  IpaBOM  OCYHIECTBIATH  Peryaupyionme  (QyHKIUH.
[TpuMenuTenpHO K HacTosmuMm [IpaBuiiaM K yIOJHOMOYEHHBIM OpraHam
OTHOCSITCS MHCTAHIMH, YITOJIHOMOYCHHBIC PACCMaTPHUBATh MPEI0CTaBICHHBIC
UM KIMHHYECKUE TaHHbIE, a TaK)Ke MPOBOAUTH HHCIEKIUH. JTH OpPTaHbI
TaK)Ke MHOT/Ia Ha3bIBAIOT KOMIICTEHTHBIMH OpraHaMH;

«ysi3BUMBIe CyOBekThl uccienoBanus» (vulnerable subjects) — nmra,
Ha JKeJaHWe KOTOPBbIX y4acTBOBaTh B KIMHHYECKOM HCCICAOBAHHUU MOKET
OKa3aTh  4Ype3MEpHOE  BIMSHHUE  OXujaHue  (0OOCHOBAaHHOE WU
HEOOOCHOBAaHHOE) TEX WJIM MHBIX MPEUMYIIECTB, CBSI3aHHBIX C y4acTHEM B
UCCCIOBAHNHN, WM CAHKIMHM BBIIIECTOSIIMX B HEpPApXHU JIMII B CiIydae

OTKa3a OT Yy4YacCTH:. K YA3BUMbIM CY6’LCKTaM HCCIICAOBAHUA OTHOCATCA
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ydaliuecss BBICIIUX W CPEIHUX MEIUIMHCKHUX, (apMaleBTUYECKUX U
CTOMATOJIOTHUECKUX YYEeOHBIX 3aBEACHHMA, MIAAIIANA TMEPCOHAN KIWHUK |
naboparopuid, ciryxamue (papMaleBTUUECKUX KOMIAHWM, BOEHHOCTYKAIIIUE
W 3aKIIOYCHHBIE, a Takke OOJIbHBIC, CTPaJAroNIue HEU3ICIYUMBIMU
3a00J€BaHUSAMH,  JUIA,  HAXOIAIIMECs B JOMax IO  yXOXy,
ManoobecrieueHHbIe W 0e3pa0OTHBIC, TAIMeHTHl, HAaXOMSAIIUECS B
HEOTJIO)KHOM COCTOSIHMM, TIPEJCTaBUTENIM HAIIMOHAIBHBIX MEHBIIHUHCTB,
O0e3moMHBIE, Oponsru, O€XeHIbl, HECOBEPIICHHOJETHUE ©  JIMIIA,
HAaXONAIIAECS TI0J] OIMEKOW WM TIONMEYUTEIHCTBOM, a TaKXKe JINIIA,
HECMOCOOHBIE JJaTh COTJIacue.

«IKCIIEpTHBIN coBeT opranm3aimu, DCO» (Institutional Review Board,;
IRB) — He3aBHCHMBIN OpraH, KOTOPBIH COCTOMT U3 JIMII, PA0OTAIOIINX B 00NACTH
MEIUITMHBI, B TOM YHWCJIC HAy4YHOW, a TaKKe WMEIOIINEe HE OTHOCSIIHECT K
MEUIIMHE CIEUUAIbHOCTH, OOECMEUMBaET 3allUTy TMpaB, OE30MACHOCTH U
Onarornoiyurss CyObEKTOB HCCIEIOBAHUS W MPEIOCTaBISACT OOUIECTBEHHYIO
rapaHTHIO TaKOM 3alllThl, B TOM YHCIIE IyTeM pacCMOTPEHUs, OIOOpEeHHs
(BBIIAYM 3aKITFOUCHHMS) TPOTOKOJIA KIIMHUYECKOTO HMCCIICIOBAHUS U TIONPABOK K
HEMY, a TaK)Ke MareprajioB M METOIOB, KOTOPhIE MPEATIOIaraeTCsl NCIOIb30BaTh
JUTS TIOJTyYeHUsI U IOKYMEHTUPOBAHUS HH(POPMHUPOBAHHOTO COTTIACHS CyOhEKTOB
ucclienoBanus. JIaHHBI TEPMHUH TPUMEHSETCS B OTHOIICHWH KIMHHYECKUX
UCCJICZIOBAHNM, BBINIOJHEHHBIX HA TEPPUTOPUM TOCYHApPCTB, HE HMEIOIIHX

HE3aBUCHUMBIX 3TUYECKHUX KOMUTETOB.
2. [TpuHIUIIE HaIeKAIIEeH KIMHUISCKON TIPaKTHKN

2.1. Kiimanueckue UCCJIEIOBAHUS  JTOJDKHEI MIPOBOAUTHCS B
COOTBETCTBUU C 3TUYECKUMM IPUHLIMIIAMU, 3aJI0)KEHHBIMUA XEJIbCUHKCKOMN

neximapamnuedt, npunsTo Ha XVII ceccum BcemupHOM acconuanuu
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3IpaBooxpaHeHus B 1964 rony, u oTpaxeHHBIMH B HacTosmux [IpaBumax u
IPUMEHUMBIX TPEOOBAHMSIX.

2.2. Jlo Hadama WCCIIEIOBaHUS JOJDKHA OBITh NPOBEACHA OIlCHKA
COOTHOIIICHUSI TMPEIBUAUMOrO (MpPeACKa3yeMoro) pucka U HEyJgo0CTB ¢
OXKHMJAaeMON TOJIb30M IS CyObeKTa HCCIEAOBaHUS U OOIIECTBA.
HccnenmoBanue MOXKET OBITh HAa4aTO M MPOJOJDKEHO TOJIBKO B TOM cCllydae,
€CIIM OJKHJIaeMast TI0JIb3a OIPaBABIBACT PUCK.

2.3. IlpaBa, Ge30MacHOCTh W OJIArOTONydre CYOBEKTOB WCCIICIOBAHUS
UMEIOT TIEPBOCTEIICHHOE 3HAa4Y€HWe U JIOJDKHBI TIPEBATMPOBATH  HA
MHTEpEeCaMH HAyKH U OOIEeCTRa.

2.4. Uudopmarus (JOKIMHUYECKAs U KIMHUYECKas) 00 MCCaeaIyeMoM
nperapare J0DKHA OBITh TOCTATOYHOMW I 0OOCHOBAHUS MPEAINOIaracMoro
KJIIMHAYECKOTO MCCIICTIOBAHMSI.

2.5. Knuandecknue mccienoBaHus JODKHBI COOTBETCTBOBATh HAYYHBIM
TpEeOOBaHUSIM U JOJDKHBI ObITh YETKO M MOJPOOHO OMHMCAHBI B MPOTOKOJE
KIIMHUYIECKOTO MCCIIEAOBaHMS (Jjaee — IMPOTOKOI).

2.6. Kiimanyeckoe  wWccienoBaHWE — JIOJDKHO — MPOBOJUTHCS B
COOTBETCTBUU C IMPOTOKOJIOM, pa3pelieHHbIM (0I00pEHHBIM) 3KCIEPTHBIM
coetoM opranu3anuu (DCO) (HE3aBHCHMBIM OSTHYCCKUM KOMHTETOM
(H9K)).

2.7. OTBETCTBEHHOCTh 32 OKa3blBaMYIO0 CYOBEKTY MEIUIIUTHCKYIO
MIOMOIITh ¥ IPUHATHE PEIICHUN MEIUIIMHCKOTO XapaKkTepa HeceT Bpad.

2.8. Bce mpoBopdnme  HWCCleIOBaHWE JIMNA  JOJDKHBI  MMETh
COOTBETCTBYIOIINE OOpa3oBaHWE, IMOATOTOBKY W OMBIT ISl BBITTOJTHCHUS
BO3JIO)KCHHBIX HA HUX 3aJa4.

2.9. JloOpoBosbHOE HMH(POPMUPOBAHHOE COIJIaCHME JOJDKHO  OBITh

IMOJIYYCHO Y KaXKJI0T0 CY6T>CKTa J0 €T'0 BKIIIOUYCHMHS B UCCIICAOBAHUC.
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2.10. Bcro nmony4eHHy0 B KIMHUYECKOM HCCIIEIOBaHUN HH(OPMAIIHIO
HEOOXOJIMMO PETUCTPUPOBATh, TepeaaBaTh U XPaHUTh TaKUM O00pa3oM,
9TOOBI 00ECMeYNUTh TOYHOCTh W TPABUIBHOCTH €€ TMPEeACTaBICHNUS,
WHTEpIPETAINU U BepUPUKAIUH.

2.11. KoHpuaeHIHAITbHOCTh 3armcen, MIO3BOJISIONINAX
UACHTH(PUITMPOBATh CYyOBEKTOB HCCIEIOBAaHMS, TOJDKHA OBITH OOecreyeHa B
HeNnsiX  COONIOACHWsI  TMpaBa HA  YacTHYIO  KH3Hb M 3allUTy
KOH(DMICHITNATHPHOCTH B COOTBETCTBUH C MPUMEHUMBIMHU TPEOOBAHMUSIMHU.

2.12. IIpon3BOICTBO W XPAaHEHHE HCCIEAYEMBIX MPEmapaToB, a TaKkKe
oOpailleHHe ¢ HHUMHU HEOOXOJUMO OCYHIECTBIISITh B COOTBETCTBUU C
NpaBWJIaMUd HaJJIeXkKAIIe MPOU3BOJCTBEHHONW TpakTHKU. MccnemyeMble
npernapaTbl JIOJDKHBI TIPUMEHSTBCS B COOTBETCTBHHM C YTBEPIKICHHBIM
ITPOTOKOJIOM.

2.13. Ing oOecrmieueHusT KadecTBa KaKIOTO AacCIeKTa HCCIICAOBaHUS

JOJIZKHBI OBITH BHCAPCHBI COOTBCTCTBYIOIIMC CHUCTCMbI MW OIICPAllMOHHBIC

TIPOIIETYPHI.

3. DKCIEepTHBIN COBET OpraHU3aliu
(He3aBucuMbIii dTHdeckuii komuteT) (DCO (HOK))

3.1. OGs3aHHOCTH.

3.1.1. DKCepTHBIM COBET OpraHu3anvy (HE3aBHCHMBIH STHYCCKHUN
KOMUTET) TIpU3BaH 3allUINaTh MpaBa, OC30MacHOCTh W OJIaromojydyne BCex
cyOBeKTOB wuccienoBanus. MccnenoBaHusM € y4acTHEM  YSA3BUMBIX
CyOBEKTOB JIOJKHO OBITH YJI€JI€HO 0C000€ BHUMAaHUE.

3.1.2. 5CO (HOK) momkeH MOJy4YUTh HA PACCMOTPEHHE CIICAYIOIINE
JIOKYMEHTBHI:

POTOKOJI (TIOTPaBKH K TPOTOKOITY);
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NUCBMEHHYIO  (popMa  WHOOPMHUPOBAHHOTO  COIJIacHsl HM €€
MOCJICIYIONINe  pENaKIuu,  IpeiaraéMple  HCClieloBaTelieM IS
UCIIOJIb30BAHUS B HCCJICIOBAHNH;

ONMCAaHWE JICHCTBUM, HAIPABJICHHBIX Ha IPHUBJICUYCHUE CYOBEKTOB K
Y4acTHUIO B UCCIIEIOBAHUY (HANIPUMEDP, PEKJIIAMHBIE OOBSIBJICHUS);

MUCBMEHHBIC MaTepHalIbl, KOTOPbIe OYIyT MPEIOCTaBICHBI CyObeKTaM
WCCJICTIOBAHMS,

Opo1iropa UCCIea0BaATENS;

W3BECTHAsI HH(pOpMaIus, Kacaromascs 0e30MacHOCTH;

uH(GOpMaIHs O BHITUIATaX U KOMITICHCAIIUAX CYOBEKTaM UCCIICIOBAHUS;

TEKYIIYI0O peIakluio pe3oMe wucciemoBatens (curriculum  vitae)
U (WIH) Jpyryue MaTepuabl, TOATBEPIK/IAIOIINE €r0 KBATH(PUKAIIHIO;

Ipyryue JOKYMEHTHI, KoTopble MoryT norpebdoBarbecs DCO (HIOK) mis
BBITIOJTHEHUSI €70 00SI3aHHOCTEMN.

OCO (HDK) npomkeH paccMOTpeTh BOIPOC O  IPOBEACHUHU
IpeIaraeMoro KIMHUYECKOTO HCCISAOBAaHUS B COOTBETCTBYIOIIUE CPOKU U
JaTh  3aKIIOYCHHE B  IHCBMEHHOM  BHJAC, YETKO HWIASHTUDHIUPYS
UCCIICIOBAHUE, PACCMOTPEHHBIC JOKYMEHTHI W JIaThl IPH BBIHECEHUU
CJICYFOIIMX BO3MOYKHBIX PEIICHHIN:

onoOpeHue (BblIaya 3aKJIFOYCHHS) Ha IPOBEICHHE HCCIICIOBAHMS;

TpeOOBaHWE O  BHECEHWM HW3MEHEGHHH B  TIPEJICTABIICHHYIO
JOKYMEHTALMIO 10 TOJydeHus ojao0peHus (BblAaud 3akIOUYCHHUS) Ha
IIPOBEJICHUE UCCIICIOBAHUS,

OTKa3 B o0a00peHHH (BbIJaue 3aKIIOYCHHS) Ha IPOBEICHUE
UCCIICIOBAHUS;

oTMeHa (IIPUOCTAHOBKA) CICIAHHOIO paHee 0100peHus (BBIIAHHOTO

3aKJ'IIOLICHI/I}I) Ha IIPOBCACHUC NCCIICAOBAHMS.



20

3.1.3. 3CO (HDOK) nmomxeH OILIEHUTh COOTBETCTBHE KBaJU(PUKAIIUU
UCClIeIoBaTelld MpeyiaraéMOMy MCCIIEIOBAHUIO Ha OCHOBAaHUM TEKYIIEH
pemakiuu pestome wuccienoatens (curriculum vitae) w (wim) apyroi
COOTBETCTBYIOIIEN JOKyMeHTaluu, 3anpoiieHHoi 9CO (HIK).

3.14.5CO (H9K) gmomkeH  TEpUOOMYECKH  paccMarpuBarh
JOKYMEHTAIIMIO 110 KKJIOMY TEKYIIEMY UCCIIEOBAHUIO C YaCTOTOM, 3aBUCSIIIEH
OT CTENEHU PHUCKa, KOTOPOMY IOJBEPratoTCsi CyOhEKThl MCCIIECAOBAaHUS, HO HE
pexe 1 paza B rog.

3.1.5.9CO (HOK) w™oxer moTpeboBaTh, dYTOOBI CyOBEKTaM
UCCIIeIOBaHUSI MOMUMO uWH(poOpMmanuu, YykazaHHoii B myHkre 4.8.10
Hactosimux [IpaBui, ObLIM TpeICTaBIEHbl JOMOJHUTEIBHBIE CBEACHUS 00
uccinenoBanuu, eciu, nmo MHeHutro DCO (HOK), 3to HeoOxomumo miis
3aIATHI TIPaB M 37I0POBbS CYOBEKTOB MCCIEIOBAHUSA, & TAKXKE ISl TApaHTUU
ux 0€30IMaCHOCTH.

3.1.6. B cnydae ecnm coryiacue Ha ydactue CyObeKTa B MCCIIEOBAHUH,
HE CBSI3aHHOM C JIEYEHHUEM, JlaeT €ro 3aKOHHBIM TIPEICTaBUTENb B
cOOTBeTCTBUU ¢ yHKTamH 4.8.12 u 4.8.14 nacrosimux Ipasuin), CO (HOK)
JOJDKEH yOeNHUThCsA, YTO TMPEJACTABICHHBIM MPOTOKON W (WJIM) Jpyras
JOKYMEHTAIlMS  TIOJHOCTBIO  OTPaXKAlOT  KIWHWYECKHE  BOMPOCH U
COOTBETCTBYET JTHYECKUM U JPYTHMM MPUMEHHMBIM TPEOOBAHUSAM K
M000HBIM KIIMHUYECKUM HCCIIEI0BAHUSIM.

3.1.7. B cnyyae ecinu B MPOTOKOJE YKa3bIBAETCS HAa HEBO3MOKHOCTH
MOJTYYSHUS COTJIACHS HA yYacTHE B UCCIEIOBAHUN Y CYObEKTa NCCIEIOBAHUS
WIH ero (ee) 3aKOHHOTO TPEJICTAaBUTEIS B COOTBETCTBUU ¢ MyHKTOM 4.8.15
Hactosmmx [IpaBunm 10 MOMEHTa BKJIIOYEHHUS CyOBEeKTa B HCCIEIOBAHUE
(Hampumep, pu HeoTa0KkHOM coctostaun), DCO (HOK) momkeH yoeauTbes
B TOM, 4YTO MpPEACTaBICHHBIM MNPOTOKOA M (WJIK) Apyras AOKyMEHTaIus

IMOJIHOCTBIO OTPAXKACT KIMHHUYICCKHUEC BOIIPOCHI 1 COOTBCTCTBYCT 3THYCCKUM U
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JIPYTUM  TOPUMEHUMBIM  TpPEOOBaHUSIM K  MOJOOHBIM  KIMHUYECKUM
HCCIICTOBAHUSIM.

3.1.8.9CO (HDOK) paccmarpuBaeT pa3Mep H TOPSAIOK BBITUIAT
CyOBEKTYy HCCIIe/IOBaHUs, YTOOBl YOEIUThCA B OTCYTCTBHUM HEOOOCHOBAHHOM
3aMHTEPECOBAHHOCTU WJIM MPUHYXKJICHUSI CyOBEKTOB HcclieoBaHus. Pasmep
BBITUTAT CYObEKTaM HMCCIICI0BAaHUS MOXKET OBITh MPOIOPIIMOHAJNIEH X YYaCTHIO
B MCIBITAHUH, HO HE JIOJDKEH 3aBUCETh UCKITIOYUTENILHO OT TOTO, 3aBEPIITIT JIH
CYOBEKT UCCIIEIOBAHUE MOTHOCTHIO I HET.

3.1.9.5CO (HDK) momxeH yOeauThCs B TOM, 4YTO HHGOpMAIu,
Kacarolasicsi BBIIUIAT CyObEKTaM MCCIEOBaHMs, BKIIOUas CIOCOObI, pa3mep
U TOPSAJIOK BBIIIAT, OTPaK€HA B MUCbMEHHOH (Gopme MHPOPMUPOBAHHOTO
Corjlacusl M B JIFOOBIX JAPYTUX MPEJAOCTABISIEMBIX CyObEKTaM HCCIICIOBAHUS
Marepuaniax. JIoOJDKHO OBITh yKa3aHO, KakuM o0pa3oM OyJeT ompeesieH
pa3Mep BBITLIAT.

3.2. Cocras, (hyHKIIUU ¥ TIOPSIOK PAOOTHI.

3.2.1. B cocra 3CO (HOK) momkHO BXOAMTH JOCTATOYHOE YHCIIO
JUI, O00JIAAaONIMX B COBOKYITHOCTH HEOOXOAWMOW KBaM(pUKAIUCH W
OTIBITOM [IJII PACCMOTPEHHUSI W TPOBEACHUSI DKCIIEPTHOM OIEHKU HAyYHBIX,
MEJIUIIMHCKUX U 3TUYECKUX aCTIEKTOB MIAHUPYEMOTO UCCIIEI0BaHUS.

Pexomennyercs BkiitoueHue B cocraB DCO (HOK):

HE MEHEE S5 YeJlOBEK;

no KpaiiHeW mepe 1 denoBeka, HE CIEIUATU3UPYIONIETOCs B 00JacTu
Hay4YHBIX UCCJIEIOBAaHUN (JIEATEIIBHOCTH);

Mo KpaWHed wmepe 1 denoBeka, HE SBISIOMIETOCS COTPYIHHKOM
MEAWIIMHCKOTO yUYpEeXKICHUs (MCCISIOBATEILCKOTO IIEHTpPa), B KOTOPOM
MIPOBOJUTCS UCCIIEIOBaHUE.

Tonbko wnensr 2CO (HOK), He sBiagmomuecs COTPYIHUKAMHU

HCCIICAOBATCIII HWJIM  CIIOHCOpAa HCCICAOBAHHMA MW HC HMMCHOINUC JIMYHOM
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3aMHTEPECOBAHHOCTH B MPOBEACHUU  KOHKPETHOTO  KJIMHUYECKOTO
UCCIIeIOBAaHUSA, MOT'YT IPHHUMATh yd4acTHE B TroJIocoBaHHMH (00OCYKIECHUN)
BOIIPOCOB, CBSI3aHHBIX C MPOBEACHUEM KIMHUYECKOro ucciegoBanusa. ICO
(HOK) nomken BecTU nepeueHb YWICHOB C YKa3aHUEM UX KBATU(PUKAIUU.

3.2.2.0CO (H9K) nmomkeH OCyHIECTBISATh JIEITEIBHOCTH B
COOTBETCTBUHU C JOKYMEHTAIHHO O(DOPMIICHHBIMH PA0OYMMHU TPOIEAYpPaAMH,
JTOKYMEHTHUPOBaTh CBOIO pabOTy M BECTH MPOTOKOJBI 3acermanuil. Ero
NEATEeNIbHOCTh  JIOJDKHA  COOTBETCTBOBAaTh  HacTosimuM  [lpaBuinam  u
MPUMEHUMBIM TPEOOBAHUSIM 3aKOHOIATEIHCTBA TOCYJAPCTB-UJICHOB.

3.2.3. DCO (HOK) nmpuHEMaeT pemieHus Ha OObSIBICHHBIX 3aCCHaHUIX
MIPU HAJTMYUU KBOPYMa, OMPEICICHHOTO Pab0YrMU TIPOIIEypaMHu.

3.2.4. Tonbko unenbl 9CO (HOK), nmpuHuMaBIIMe HEMOCPEICTBEHHOE
y4acTue€ B PaCCMOTPEHHUM JIOKYMEHTAIIMU 1O KCCIIECIOBAHUIO U OOCYKJICHUH,
MOTYT Y4acTBOBaTh B TOJIOCOBAaHWHU (BBICKAa3bIBaTh CBOC MHEHHE) W (HUJIN)
JlaBaTh PEKOMEHIAIUU.

3.2.5. UccnenoBaresib MOXKET MPEIOCTARIAT, HHOOPMAIIHIO IO JTHOOBIM
acreKTaM HCCIIeIOBaHUs, HO HE MOJKET y4YacTBOBaTh B MPEHUSAX WU B
rojocoBannu (Beipabotke MHeHMS) DCO (HIK).

3.2.6.0CO (HOK) wMoxer mnpuOeratb K IIOMOIIM HE3aBHCHMBIX
HKCHEPTOB MO CHEIHUATBHBIM BOITPOCAM.

3.3. [Iponenypsi.

OCO (HOK) nmomxen pazpaborarh, JOKYMEHTAIBHO OGMOPMHUTH U
coOJII0AaTh CTaHIApTHBIE PadOUMe MPOIIEAYPHI, pErIaMEeHTUPYIOLIHUE:

3.3.1. Ero cocraB (pamunnu 1 KBaTU(GUKAIUIO YICHOB) U yUIPEIUBIIAN
€ro OpraH.

3.3.2. ITopsiiok Ha3HAYECHHS 3ace/laHHii, OIMOBEIICHHUS €ro YJEHOB O

NpEACTOAINHNX 3aCCAAHUAX, a TAKIKEC OPraHUu3alInuIo 3aceJaHuu.



23

3.3.3. [lopsimok  MEepBHYHOTO H  TOCIEAYIOMIETO  PAacCMOTPEHUS
JOKYMEHTAIIUH T10 UCCIICIOBAHHMIO.

3.3.4. [leproAnYHOCTH TIOCJIEIYIOMIETO PACCMOTPEHHS JOKYMEHTAIIUN
10 WICCIICIOBAHUIO.

3.3.5. [lopsimok ~ yCKOPEHHOTO  PacCMOTPEHHS  JOKyMEHTAIlud, B
COOTBETCTBUU C NPHUMEHMMBIMH TPEOOBAHHMSAMH JUIsl 0J00peHus (BbIIayu
3aKJIIOUEHHsS) IPH HE3HAYNUTEILHOM HM3MCHEHHH B TEKYIIUX MCCICIOBAHMSIX,
yKe TOJIyIHBIIHX oj100penue (3akmoueHue) DCO (HIK).

3.3.6. HepommyctTumocTh BKIIIOUEHUSI CYOBEKTOB B HCCIEIOBaHHE [0
toro, kak DCO (HOK) BbeigacT mucbMeHHOE OJ00peHHe (3aKIIOUCHHE) Ha
IIPOBEICHUE MCCIICIOBAHMS.

3.3.7. HenommycTUMOCT, B COOTBETCTBMM C TYHKTOM 4.5.2 HaCTOSIIUX
[IpaBun OTKIIOHEHHUS OT MPOTOKOJIA WIIM €r0 M3MEHEHHH 03 TpeIBapuTEIHbHOTO
MUCHbMEHHOTO OJI0OpEHUsI (3aKJIFOYEHMS) COOTBETCTBYIOMIMX morpaBok CO
(HOK), 3a uckiroyeHHEeM TeX CIIydaeB, KOIJla WM3MEHEHHWs HaIlpaBJICHbl Ha
yCTpaHEHUE HETOCPEIACTBEHHOM YIpo3bl CyObEeKTaM HCCIICIOBAaHMS WM KOTJa
W3MEHEHHS KacaroTCs TOIBKO aJIMAUHUCTPATUBHBIX U MaTepHaIbHO-TEXHIICSCKUX
aCTIeKTOB HMCCJIEOBaHUS (HAampuUMep, CMEHa MOHHUTOpPa, W3MEHEHHE HOoMepa
TenedoHa).

3.3.8. O0s13aHHOCTH UCCIIENOBATEN He3aMeUTUTENbHO coobmats DCO
(HOK):

00 OTKIIOHEHHSX OT TIPOTOKOJA WJIH W3MCHCHHSIX IPOTOKOIIA,
POUM3BENICHHBIX I YCTpPaHEHUs HEMOCPEICTBEHHOW YIPO3bl CyOBEKTaM
UCCIIEIOBAHUS, B COOTBETCTBUM C IyHKTamu 3.3.7, 4.5.2 u 4.5.4 nacTosiux
[Ipasuu;

00 M3MEHEHUSX, YBEIMYHUBAIOIINX PHUCK IS CYOBEKTOB HCCIIEIOBAHUS
U (WIM) CYIIECTBCHHO BIHMSIOIMIMX Ha TIPOBEJACHUEC HWCCICIOBAaHUS, B

coOTBETCTBUU C MyHKTOM 4.10.2 HacTtosimux [IpaBui;
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000 BCEX HETPEeIBUICHHBIX CEPBhE3HBIX HEeXeJaTeIbHBIX
JIEKapCTBEHHBIX PEAKITUSX;

O HOBBIX JAHHBIX, KOTOPHIE MOTYT CBHJICTEILCTBOBATh O BO3PACTAHUU
pHUCKa sl CyObEKTOB MCCIICIOBAHUS WJIM HEOIArOMPHUSATHO MOBIUATHh HA XOJ
WCCIICIOBAHMS.

3.3.9. O6s3annocte DCO (HOK) HezamenauTenbHO B IMHCHMEHHOM
BHJIC COOOIATh UCCIIE0BATEIIO0 (MEIUIMHCKOMY YUPEKICHHIO):

0 CBOMX PCIICHUX (3aKII0UEHHUSX), KACAIOIIMXCS HCCIICIOBAHMUS,

O NMPUYHMHAX NPHUHATHS PEIICHUH (3aKIIIOUeHUN);

0 mopsizike (Mporeypax) 00kaJoBaHUS PEIICHUH (3aKTIOUCHHH).

3.4. JlokyMeHTaIus.

OCO (HOK) npomkeH XpaHUTh OTHOCSIIYIOCA K HCCIECIOBAaHUIO
JOKYMEHTAINIO (B YaCTHOCTH, MUCHhbMEHHBIE TIPOIEAYPHI, IEPEIYHN WICHOB C
yKa3aHUEM poja MAEITeIIbHOCTH W MecTa pPaboThl, TPEICTABICHHBIC Ha
pPacCMOTpEHHE TOKYMEHTHI, MPOTOKOJBI 3aCeIaHrii W KOPPECIOHEHIIUIO)
B TEYEHHWE HE MEHee 3 JIeT TIOCe 3aBEepIICHUs UCCIETOBAHUSI W
NpPEJOCTaBIATh €€ 10  TpeOOBaHUIO  YIMOJHOMOYEHHBIX  OPraHoB.
WccnenoBaTenu, CIIOHCOP, YIOJHOMOYEHHBIE OPTaHbl MOTYT 3alpaliuBaTh y

2CO (H3K) undopmaiuto o ero npoueaypax u NepeyHu YieHOB.
4. UccnenoBatenb

4.1. Keanuduxkarus u 00s3aTenbCTBa UCCIEA0BATEIIS.

4.1.1. UccnemoBatenn JOJDKEH UMETH COOTBETCTBYIOIITHE
KBau(dUKaiuo, o0pazoBaHue, MPOPECCUOHAIBHYIO MOJTOTOBKY U OIIBIT,
MO3BOJISIONINE €My TPHHATH Ha ce0sS OTBETCTBEHHOCTh 3a HaJJIe)Kalee
IIPOBEJICHHE KIMHUYECKOro HccienaoBanus. Kpamudukarmus wmcciaemoBatens
JOJDKHA COOTBETCTBOBATh NMPHUMEHHMBIM TPEOOBAaHUSIM M TIOJITBEPIKIATHCS

TekymuM pestome (curriculum vitae) w (wiam) ApyruMu  JOKYMEHTaMH,
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KOTOphle MOTyT ObITh 3ampotieHbl crnoHcopoM, ICO (HOK) wu (umm)
YIOJTHOMOYEHHBIMU OpTaHaMH.

4.1.2. UccnenoBarens JOJDKEH  BHHUMATEIBHO  O3HAKOMHTBHCSA C
npaBUjaMH  HaJJIeKallero MPUMEHEHHsS  HUCCIEAYyeMOoro Ipemapara,
U3JI0)KEHHBIMH B MPOTOKOJIC, TEKYIIEH peIaKiii OpOIIIOPHl UCCIIeI0OBATEI,
UHCTPYKIIMM 1O TPUMEHEHHUIO TIpernapara MW JIPyrMX HCTOYHHKAX
uH(popMaIuu, Mpe0CTaBICHHBIX CIIOHCOPOM.

4.1.3. UccemoBarens MOJDKEH 3HATh ©W  COOJNIONATh  HACTOSIIHE
[IpaBuna n mpuMeHUMBIE TPEOOBaHMUSI.

4.1.4. UccnenoBarelb (MemuIMHCKOE YUPEKJICHUE) TOJKEH
COJICMCTBOBATh IMPOBEJICHUIO CIIOHCOPOM MOHHUTOPHHTA W ayJuTa, a TaKkKe
YIOJTHOMOYEHHBIMU OpTaHaMHU WHCTICKITUH.

4.1.5. UccnenoBaTenb  JIOJDKEH BECTH  IMEpedYeHb  00J1aIarolInX
HEOOXOAMMON KBaIM(PUKAMEW JIAI, KOTOPhIE TIO €ro TMOPYYCHHUIO
OCYIIIECTBIISIOT ONPEACICHHYIO IeSITEIbHOCTh B PAMKAaX MCCJICIOBAHMS.

4.2. COOTBETCTBYIOIINE PECYPCHI.

4.2.1. UccnenoBarenb JOMKEH OBITH CIIOCOOEH MPOAEMOHCTPHUPOBATH
(HampuMep, Ha OCHOBAHUU PETPOCHEKTUBHBIX JAHHBIX) BO3MOKHOCTh Habopa
B TE€UEHHUE OMPEIEICHHOTO IMepruoaa TPeOyeMOro KOJIMYECTBA TOIXOSIINX
CyOBEKTOB HCCIICIOBAHUSI, COOTBETCTBYIOIINUX KPUTEPHUSIM OTOOpA.

4.2.2. UccnenoBarenb JOJDKEH HWMETh JOCTATOYHOE KOJHUYECTBO
BpEMEHH, 4YTOOBI HaUIeKaAIIMM 00pa3oM TIPOBECTH U  3aBEPIIUTH
WCCJIEIOBAaHUE B TEYCHUE OTOBOPEHHOTO TIEPHO/IA.

4.2.3. UccnenoBarenb TOJKEH pacriojiaraTb JTOCTATOYHBIM
KOJMYECTBOM  KBAIM(DHUITUPOBAHHBIX COTPYAHUKOB W  MaTepUATBHBIX
pecypcoB (momereHus, 000py0BaHKE) B MEPUO] UCCICAOBAHUS JIJIs TOTO,

YTOOBI IMPOBCCTHU 3TO UCCIICAOBAHNC HAMJICKAIIUM 1 0e30IMacHBIM 06pa30M.
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4.2.4. ViccnenoBaTeabr OTBEYAeT 3a TO, YTOOBI BCE 3aHATHIE B
KIIMHAYECKOM HCCJICAOBAaHUU COTPYJHHMKH OBUIM 3HAKOMBI C TIPOTOKOJIOM H
uH(opmaruen o0 ucciaeayeMoM npenapare, a TakKe CO CBOUMMU (PYyHKITUSIMHU
1 00513aHHOCTSIMH.

4.3. Oka3aHre MEIUIIMHCKON TTOMOIIN CyObEKTaM HUCCIIETOBaHUSI.

4.3.1. SIBnsromumiicss MCCienoBaTelieM WM COWCCIICAOBAaTeIeM Bpad
HECET OTBETCTBEHHOCTh 3a BCE TNPHHMMAEMbIE B paMKax HCCISAOBAHUS
pelIeHns] METUIIMHCKOTO XapaKTepa.

4.3.2. Bo BpeMs U 1O 3aBEpUICHUH y4acTHsl CyObEKTa B HCCIEIOBAaHHUU
uccienoBarenb (MEIUITMHCKOE YUYPEXKICHUE) JTOJDKEH 00eCIeuuTh OKa3aHWe
CYOBEKTY HCCIEAOBaHUS HEOOXOMUMOW MEIMIIMHCKOM ITOMOIM B CITydae
BO3HUKHOBCHHSI JIIOOBIX CBSI3aHHBIX C HCCIICAOBAaHUEM HEKEIATCIIBHBIX
SBIICHUM, BKJIIOYAas KIMHAYCCKH 3HAYMMbIC M3MEHEHHS J1a00paTOPHBIX
nokazareneit.  MccnenoBarenp — (MEAMIMHCKOE — yupexknaeHHe)  00s3aH
uHGOPMHUPOBATh CyOBEKTAa HWCCIAEAOBAaHUS O CTaBIIMX  HW3BECTHBIMU
WCCIICZIOBATEIII0 MHTEPKYPPEHTHBIX 3a00JICBAHUSAX, TPEOYIOMNX MEIUIIMHCKOM
TIOMOIIIH.

4.3.3. UccrnenoBatento peKOMEHAYETCS COOOIIUTH JieyalleMmy Bpauy,
€CJIM TAKOBOM MMEETCs, 00 y4acTUH CyOBhEKTa B UCCIIEIOBAHUU MPU YCIOBHH,
YTO CyOBEKT HE BO3paXaeT MPOTUB UH(POPMUPOBAHUS JICUAILIETO Bpaya.

4.3.4. XoTs cyOBEKT HCCIIEIOBaHUS HE 00s3aH COOOIaTh O MPUYMHAX,
NOOYIUBIINX €ro JOCPOYHO TMPEKPATHTh Y4YacTHe B HCCIICOBAaHUH,
WCCJIEIOBATENb JOJKEH IOIBITATECA YCTAHOBUTH OTU TPHWYUHBI, MPOSBIISA
P TOM TIOJTHOE YBa)KEHHE K MpaBaM CyOBbeKTa MCCIICIOBAHMS.

4.4. Kontaktsl ¢ 9CO (HOK).

4.41. Tlepen TeM Kak HavaTh HCCJICJAOBAaHUE, MCCIECIOBATEIb
(MeIUIIMHCKOE  YUYPEeKICHHE) JOJDKEH  IOJYyYWTh  IHCbMEHHOE |

natupoBaHHoe ojgoOpenue (3axkmouenne) OCO (HOK) mnporokorna,
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NMCbMEHHOU (PopMbl MHGDOPMUPOBAHHOTO COTJIACHS W €€ TMOCIIEIYIOIINX
penakiuii, Mep, HalpaBJICHHBIX Ha MPUBJICYCHUE CYOBEKTOB K Y4YacTHIO B
UCCIIEIOBAHUM (HAMpUMEP, PEKIIAMHBIX OOBSBICHUI), U JIIOOBIX APYrUX
MUACbMEHHBIX  MaTEpHUANIOB, KOTOPHIC MPENANOJAraeTcsi MNPEeAOCTaBUTh
CyObEeKTaM UCCIEAOBAHUS.

4.4.2. Bmecte ¢ IpyruMH JOKYMEHTaMHU HCCASA0BaTEIb (MEIUIIMHCKOES
yupexxaenne) aoipkeH npegocraButb ICO (HOK) mociemHio pemakiiuio
Oportopsl uccienoBarens. Eciau Opoiiopy ucciaeaoBaTenss JOMOIHSIOT B
XOJIe HCCICNOBaHUs, HCCIeAoBaTeab (MEIUIIMHCKOES YyUpekIeHHe) o0s3aH
npenoctaButh CO (HOK) HOByIO peakiiuio Opoumtopbl UCCIEI0BATEIS.

44.3.B TeueHWe WCCIEAOBAaHUS HCCIEeAOBaTEIb (MEIUIIMHCKOE
yupexaeHue) nomkeH mnpenoctaBinate OCO (HOK) Bce mnomiexarue
PacCCMOTPEHUIO TOKYMEHTHI.

4.5. CoOmoaeHue mpoToKoJIa.

4.5.1. UccnenoBarens (MEAUIIMHCKOE YUPEXKICHHUE) JIOMKEH MPOBOIUTH
UCCIIeZIOBAaHUE B COOTBETCTBUU C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U
IpU  HEOOXOIMMOCTH C YIOJIHOMOYEHHBIMH OpraHaMd M pa3pelieHHbIM
(omobpennsiM) DCO (HOK). B  moarBepskiacHHE — TOrOBOPEHHOCTH
UCCIIEA0BATENb (MEIUIIMHCKOE YUPEKICHHUE) U CIOHCOP MOITUCHIBAIOT IPOTOKOI
WJIU OTAENBHBIN I0TOBOP.

4.5.2. UccnenoBarenb HE JODKEH OTKJIOHATHCS OT TPOTOKOJIA WM
BHOCHTBH B HEro M3MEHEHHs 0e3 coriacusi CIioHCopa U 03 MpeaBapHUTEILHOTO
pacCMOTpPEHHsST W JIOKYMEHTaJIbHO OQOpPMIICHHOTO omoOpeHus (BbImadyu
sakimoueHus) DCO (HOK) oTHOCHTENBHO TMOMPaBKU K MPOTOKOMNY, KPOME TeX
CJIy4aeB, KOIJiJa HEOOXOIUMO YCTPAHUTh HEMOCPEIACTBEHHYIO YTPO3y CyObEeKTaM
WCCIICIOBAHUS WJIM KOTJIa M3MEHEHMsI KacaloTCs TOJbKO aIMHUHHUCTPATUBHBIX
WM TEXHUYECKHUX AacCleKTOB HCCIEeNO0BaHUs (HampuMmep, 3aMeHa MOHHUTOPA,

W3MEHEHHE HoMepa TelieoHa).
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4.5.3. UccnenoBareip WIM Ha3HAYEHHOE UM JIAIO HOJKHBI OOBACHSITH
U JIOKYMEHTaJbHO O(QOpMIISITh JtOOBIE OTKJIOHEHUS OT YTBEPIKIESHHOTO
IPOTOKOJIA.

4.5.4. ViccnenoBaTeab MOXKET OTKJIOHATHCS OT MPOTOKOJIA UJIM BHOCUTH
B HErO M3MEHEHUS /I YCTPAHCHHS HETOCPEICTBEHHOU YIpo3bl CYOBEKTaM
UCCIIeIOBaHUsT O€3 MpeIBapUTEIBLHOTO OA00peHMS (BbIAAYM 3aKJIFOUYCHUS)
OCO (H2K). B kparyaiiimme cpoky ONMcaHue OTKIIOHECHUW WJIU U3MEHEHUM C
yKa3aHUEM WX TPUYMH W MPU HEOOXOAMMOCTH TpeajiaraeMbie MOMPABKU K
MIPOTOKOJTY JTIOJKHBI OBITH HAPABJICHBI:

OCO (HOK) nnst paccMoTpeHus v 0100peHus (BbIIa4YM 3aKIIOUCHHUS);

CIIOHCOPY JIJIsI COTJIACOBAHUSI C HUM;

YIIOJTHOMOYEHHBIM OpTraHaM Ipu HEOOXO0IUMOCTH.

4.6. ccnenyemsle mipenaparsl.

4.6.1. OTBETCTBEHHOCTh 3a Yy4YeT WCCIEIyEeMbIX TIpPemaparoB B
UCCIICIOBATEIILCKOM IIEHTPE BO3JIOXKEHA HA HcciieaoBaress (OpraHu3aIiuio).

4.6.2. Ecnm  9TO0  pa3penieHo (TpeOyeTcs), Ucce0BaTelNb
(MEIUIMHCKOE YUPEXKACHHE) MOXKET (I0DKEH) MmepeaaTh HEKOTOPhIE HIIH BCE
o0si3aHHOCTH HWccienoBarens (MEIWIIMHCKOTO YUYPEKACHHUSA) TIO YUYETy
UCCJICAYEeMBbIX TMpernapaToB B HCCIEIOBATEILCKOM IIEHTPE AamNTeYHOMY
paboTHUKY  (OPOBU30PY) WJIM  HHOMY  JIMIY, [OJKOHTPOJHLHOMY
UCCIIe0BaTeI0 (MEIUIIMHCKOMY YUPEKICHHIO).

4.6.3. UccnenoBarens (MEIUIIMHCKOE YUPEKICHNUE), alTEUHBIM paOOTHUK
(MMPOBU30p) WM WMHOE YIOJIHOMOUYEHHOE HCCieaoBareieM (MEIUITUHCKUM
YUPSKIECHUEM) JIMII0 JODKHBI BECTH ydYeT I[IOCTaBOK IIPEMmaparoB B
UCCIIECIOBATCILCKIA  IIEHTP, HUX (DAaKTHUECKOTO KOJIMYeCTBa B  IICHTPE,
HCIOJIb30BaHUS KaXKJIbIM CYObEKTOM, a TaK)Ke€ BO3BpaTa CIOHCOPY JMOO WHOTO
pacnopsbKeHUsT HEMCIOIb30BaHHBIMY TIpenapaTaMu. 3arucH M0 YUYETy JTOJDKHBI

BKJIFOYATh B Ce0s aThl, KOJIMYECTBO, HOMEpa NmapTuii (Cepwii), CPOKU TOITHOCTH
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(TIe MPUMEHUMO) M YHUKAIIbHBIE KOJIbI UCCIIEAYEMBIX MIPENaparoB U CyObEKTOB
uccienoBanus. Mccienosarenb JOKEH BECTH 3alIMCH, TTOATBEPKAAIOIINE, YTO
CyOBbEKTbl HCCIIEJIOBaHUS TOJIy4alu HCCIeqyeMble TMpenaparsl B 03X,
MPEAYCMOTPEHHBIX TPOTOKOJIOM, B KOJIMYECTBAX, COIVIACYIOIIMXCS C OOIMM
KOJIMYECTBOM HCCIIEAYEMbIX IPENapaToB, MOTYYSHHBIM OT CIIOHCOPA.

4.6.4. Vccnenyemble mpenaparbl ClIeIyeT XpPaHUTh B COOTBETCTBUU C
MHCTPYKLMSIMU CIIOHCOpa coryiacHO TyHKTam 5.13.2 m 5.14.3 HacTosmux
[IpaBun u TpUMEHUMBIMU TPEOOBAHUSIMU.

4.6.5. UccnemoBarenh JODKEH OOECHEUUTh, YTOOBI — HCCIETyeMbIE
npernaparsl ObLUTH KCIIOJIB30BaHBI TOJBKO B COOTBETCTBUU C YTBEP)KICHHBIM
POTOKOJIOM.

4.6.6. Uccnenosarenb WIn YIOJIHOMOYEHHOE UCCIIeIoBaTeNIEM
(METUITMHCKUM  YUPEKICHUEM) JIMIIO JOJDKHBI OOBSCHUTH KAKIOMY CYOBEKTY
WCCJICIOBAaHUS TpaBWIa MPUMEHEHHUS WCCIEMyeMbIX TMpEnmaparoB W dYepes
npreMJIeMble HWHTEPBAJBI BpPeMEHH (B 3aBHUCHUMOCTH OT HCCIICIHOBAHMS)
MPOBEPATH COOMIOACHUE 3TUX UHCTPYKLNN KaKIbIM CYObEKTOM UCCIIET0BaHUSI.

4.7. PanioMu3aliys ¥ pacKpbITHE KOJIa.

HccnenoBatens  AOMKEH  COONIOAATh  MPEAyCMOTPEHHYIO B
WCCJICIOBAaHUM METOJIMKY DPaHJAOMM3AIMU, €CIIA TaKoBas HWMEeTCs, U
00€eCIeunTh PAacCKPBITHE KOJa TOJIHKO B COOTBETCTBUU C MpoTokosioM. Ecim
UCCJIEIOBAaHUE TMPOBOJUTCS CJEMBIM METOJIOM, HCCIE0BaTENb JOJIKEH
HE3aMEeJIUTEIHHO JOKYMEHTAIBHO OPOPMUTH U OOBSCHUTH CIIOHCOPY JIt000€
MPEXKICBPEMEHHOE PACKPBITHE KOJa MCCIAEAYEMBIX MPEemaparoB (Hampumep,
CIydaifHO€ paCKpBITHE KOJa, PACKPBITHE KOJa B CBSI3M C CEPHbE3HBIM
HEXXEJTATCIIbHBIM SIBJICHHEM ).

4.8. UadbopMupoBaHHOE corjacue CyObeKTOB UCCIIEIOBAHMUS.

4.8.1. Ilpu MOJTyYEeHUU U JIOKYMEHTAJIbHOM oopMIICHUH

I/IH(bOpMI/IpOBaHHOFO coritacus HCCJIICOOBATCIIb JOJIDKCH CO6J'IIO,Z[aTB
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NpPUMEHUMBbIE TPeOOBaHUSI, PUACPKUBATHCA HacTosuX [IpaBui u 3THUECKUX
MIPUHIIMIIOB, 3aJI0)KEHHBIX B XeJbCUHKCKOW Aekiapanuun BMA. Jlo Hadana
UCCJIEJIOBAaHUST MCCIIEAOBATENb JIOJDKEH MOTYYUTh OA00pEeHHE (3aKIIIOUEHUE) B
nmicbMeHHOM (popme DCO (HOK) muchbmenHoit ¢gopmbl MHGOPMHPOBAHHOTO
corviacys U IPYTUX MUCHhbMEHHBIX MAaTePUAIIOB, MPEIOCTABISIEMBIX CyObEKTaM.

4.8.2. IluceMennyto (popma HHPOPMUPOBAHHOTO COTJIACHUS U JPYTHE
MUCbMEHHBIE MaTepHalibl, MPEeOCTaBlIsIeMble CyObEKTaM, CIEAYeT TOMOIHSThH
(ucpaBiATh) MO Mepe TMOSBICHHWS HOBOW WH(OPMAITUHM, KOTOpas MOMKET
OKa3arbCsl  CYIIECTBEHHOW il  comiacusi  cyObekta.  JlomosHEHHBIE
(ucnpaBiieHHBIC) TTHCbMEHHAsT popMa WHGOPMHUPOBAHHOTO COIVIACHS U JPYTHE
NUCbMEHHBIE MaTepHalibl, MPEJOCTABIsIEMbIE CyObEeKTaM, JOKHBI OBITh
pazperttennl (og00pensr) ICO (HOK) 1o ux MCIOIb30BaHUSA B UCCACIOBAHUH.
CyObEeKT WJIH €ro 3aKOHHBIM MPEACTaBUTENb JOJIKEH OBITh CBOEBPEMEHHO
O3HAKOMJICH C HOBOW wWH(poOpMaImen, CIoCOOHON IOBIMATh Ha >KEJIaHHe
CyObeKTa TMpOJOJIKATh YydacTHe B HcclieqoBaHuu. DakT Tmeperayd >Tou
uHGOPMAIIUH JOJIKEH OBITh JIOKYMEHTAIBHO O(OPMIICH.

4.8.3. Hu uccrnenoBaresiab, HU APYTHE 3aHATHIE B MCCIIEIOBAHUM JIMIIA
HE JOJDKHBI IPUHYKIATh CYOBEKTa WU WCIIOIH30BaTh HHBIC HEKOPPEKTHBIC
METO/IbI BO3JIEUCTBUSI C IEIbI0 CKJIIOHUTD €0 K YYaCTHUIO JTUOO0 MPOIOIKEHUIO
y4acTusl B UCCIIEAOBAHUH.

4.8.4. Uudopmariss, HI B yCTHOHW WM HHU B NIHUCbMEHHOU (Qopme,
Kacaromjasics UCCJIeIOBAHMS, BKJTIOYASI MUCbMEHHYIO bopmy
UH(POPMHUPOBAHHOTO cortacus (MH(DOPMAIIMOHHOTO JIMCTKA) MAlMeHTa, He
JOJDKHA COJIepXKaTh (POPMYITUPOBOK, MPSAMO WM KOCBEHHO CKIIOHSIOIIUX
CyObEKTa WM €ro 3aKOHHOTO MPEJICTAaBUTENSI OTKA3aThCA OT 3aKOHHBIX IPaB,
a Takke (OPMYIUPOBOK, TMPSAMO WM KOCBEHHO OCBOOOXKIAIOIINX
UCCJIeIoBaTeNd, MEIULUMUHCKOE  YYPEXKJEHHE, CIOHCOpa WM  HX

HpCHCTaBHTCHCﬁ OT OTBCTCTBCHHOCTH 3a XaJIaTHOCTb.
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4.8.5. UccnenoBatenb WM Ha3HAYEHHOE WM JIUIO JOJKHBI B TIOJHOM
Mepe pouH(POpMUpOBaTh CyOBEKTa WIH, €CI CyOBEKT HE CIOCOOCH IaTh
WH()OPMUPOBAHHOE COTJACHE, €Tr0 3aKOHHOTO TMpeAcTaBuTeNss 000 Bcex
3HAYMMBIX AaCMEKTaX HWCCIAEOBAaHUSA, B TOM YHCJIE€ O3HAKOMUTH C
nHpopMarmeid 00 HCCIeJOBaHMHM B MNUCbMEHHOW QopMe U 0J100peHHeM
(monoxuTenbHbIM 3akmoueHuemM) ICO (HOK).

4.8.6. Mudopmarus o6 ucciaeqoBaHUM B YCTHAs U MUCbMEHHOHN (popme,
BKJIIOYass NUCbMEHHYIO (OpMy HHPOPMUPOBAHHOTO COTJIACHS, JOJDKHA
coliepKaTh KaK MOXHO MEHBIIE CHEIUaIbHBIX TEPMUHOB U OBITH MOHSTHA
CyOBEKTY WM B COOTBETCTBYIOMIUX CIydYasX €r0 3aKOHHOMY TIPEICTaBUTEITIO
Y HE3aMHTEPECOBAHHOMY CBHJICTEIIO, €CII ATO MOTPeOyeTCH.

4.8.7. Ilepen MOJTy4YeHHEM MH(POPMHUPOBAHHOTO corylacus
WCCJIEIOBATEIb I HA3HAYEHHOE UM JIMIIO JTOJDKHBI MPEIOCTaBUTh CYOBEKTY
WM €r0 3aKOHHOMY TPEICTaBUTENIO JOCTATOYHOE KOJMYECTBO BPEMEHU U
BO3MOXXHOCTh JUIsl TIOJy4YeHHs OoJsiee moJpoOHON wuHopmanuu 00
UCCIICIOBAHUU W TPHUHSITHS pelieHus o0 y4acTUW B HEM WM OTKaze OT
takoro ydacTus. CyOBEKT WM €ro 3aKOHHBIA TNPEJCTaBUTENb JIOJDKHBI
MOJIYIUTh UCUYEPITHIBAIOIINE OTBETHI HA BCE BOMPOCHI 00 UCCIICTOBAaHUH.

4.8.8. Jlo Hauana y4acTusi B UCCJI€IOBAaHNU CYOBEKT WA €T0 3aKOHHBIH
MIPEACTaBUTENb, a TaKXKe JIMIO, MPOBOAMBINEE Pa3bICHUTEIBbHYIO Oeceny,
JOJKHBI TIOJNKCATh U COOCTBEHHOPYYHO TaTHUPOBATh MUCHMEHHYIO (opmy
UH(GOPMHUPOBAHHOTO COTJIACHSI.

4.8.9. Ecim cyObeKT WM €ro 3aKOHHBIN TMPEICTABUTENh HE CIIOCOOHBI
YUTaTh, TO B TEUEHUE BCEU PA3hsICHUTEIHLHOU Oecepl TOMKEH PUCYTCTBOBATh
HE3aWHTEPECOBaHHBIA CBUAETEIh. llocine TOro kak CyObEKTy WM €ro
3aKOHHOMY TIPEICTABUTEII0 MPOYUTAIN M PA3bCHWIN MMHUCbMEHHYIO (GopMy
UHPOPMUPOBAHHOTO COMJIACHSI M JIPyTH€ TPEAOCTaBIIsIEMbIE  CYOBEKTY

IMMCbMCHHBIC MATCPHAJIbl U CY6’BCKT WIM €ro 3aKOHHBIN MpCACTAaBUTCIIb Al
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YCTHOE COIIacHe Ha y4yacTHe CyObeKTa B MCCIEIOBAaHMM M, €CIIM CIIOCOOEH,
NoAMnucal C YKa3aHWEeM JarTbl MUCbMEHHYI0 ¢opMy HH(DOPMUPOBAHHOTO
coriacusi, CBUJIETENb JODKEH €€ MOJINUCAaTh U COOCTBEHHOPYYHO IOCTaBUTH
nary. IlognucelBas mNUCBMEHHYIO (QopMy HH(GOPMUPOBAHHOIO COMIACHS,
CBUJIETENIb TMOATBEPXKIACT, 4TO WH(MOpMAIMS, COAep  amascsi B YKa3aHHOU
dbopMe U Bcex Apyrux MUCbMEHHBIX Marepuajiax, ObUla TOYHO paszbsiCHEHa U
MOHATAa CYOBEKTOM WJIM €r0 3aKOHHBIM IPEJICTaBUTENIEM U YTO COIvlache Ha
y4acTHe B UCCIICOBAHUH TAHO CYOBEKTOM WJTU €r0 3aKOHHBIM MPEJCTABUTEIIEM
JI0OPOBOJIBHO.

4.8.10. B xone pa3bsACHHUTENBHON Oeceipl, a TaKkKe B IHCHbMECHHOM
dbopme nHpopMuUpoBaHHOTO coryiacusl (MHGOPMAIIMOHHOM JIMCTKE) MallieHTa
U IPyTUX MUCBMEHHBIX MaTepualax, MpeJoCTaBIsIEMbIX CyObeKTaM, JTOJKHO
OBITh Pa3bsCHEHO CIIEIYIOIIICE:

HCCIIEIOBAaHUE HOCHUT IKCIIEPUMEHTAIBHBIN XapakKkTep;

1[eJIb UCCIIEIOBAHUS;

BapUAHThl JICYEHUS B TMPOIECCE HCCIEIOBAHUA U BEPOATHOCTH
CIIy4alfHOTO pachlpeie]ICHUsI B OJHY U3 TPYIIII JICUCHHUS;

MPOIIeAYPHI UCCIEAOBAHMS, BKIIFOYasi BCE MHBA3WBHBIC MPOTIEAYPHI;

00s13aHHOCTH CyOBEKTA;

aCIEeKThl  MCCJICNOBAHUS, KOTOPhIE HOCAT OKCIEPUMEHTAIBHBIN
Xapaxrep;

OXKHJIaeMble PHUCK WJIM HEyA0OCTBa sl CyObEeKTa, a Takxke B
COOTBETCTBYIOIIUX CIIy4asX JJisl SMOpPUOHA, TJ10/1a WK TPYAHOTO PEOEHKA,

OXKHJIaeMble BBHITOAA W (WJIM) MOJb3a. Ecim momb3bl ¢ MEAMITMHCKOU
TOYKH 3PEHUSI HE MPEJIOIaraeTcs, T0 CyObEKT JOJKEH ObITh MOCTABJIEH 00

3TOM B U3BECTHOCTD,



33

UHBIE, TOMUMO MPENYCMOTPEHHBIX B MCCIEAOBAHUH, MPOLEIYPhl WU
METO/bI JICYEHUS, KOTOPbIE MOTYT OBITh JOCTYIIHBI CyOBEKTY, UX 3HAUUMbIC
MOTEHIIHMAIbHBIE BHITOJIa U (WJIN) TI0JIb3a, a TAKKE PUCK;

KOMIeHcanusi W (Wiau) JieYeHue, JOCTYMHBbIE CYOBEKTYy B Cilyyae
MPUYUHEHUS BpEJia €ro 3JJ0POBBIO B PE3YJIbTATE YUACTHUSI B UCCIIEOBAHNH;

IUTAaHUPYEMBbIE BBIIUIATHI CYOBEKTY 3a €r0 y4yacTHE€ B MCCIIEIOBAaHUH,
€CJIM TAaKOBBIE MPENYCMOTPEHBI;

IJIAHUPYEMBIE PAacXo/ibl CyObEKTa, €CIM TaKOBBIE OXKHJAKOTCA,
CBSI3aHHBIE C €70 YYaCTHUEM B HCCJIEIOBAHUH;

y4JacTue CyObEKTa B HCCIIEIOBAHUU SIBJISIETCS JOOPOBOJIBHBIM, U OH
MOXET OTKa3aTbCsl OT y4acTHs WIM BBIMTHM M3 HCCIEIOBAaHUA B JIIOOOMU
MOMEHT 0€3 KaKuX-JIM00 CaHKIMM 11715t ce0sl UM MOTEPHU BBITOJIBI,

MoHuTopsl, ayauTopsl, ICO (HIK) u ynoasHoModeHHbIE OpraHbl B TOU
Mepe, B KaKOW 3TO JOIyCKaeTCsl 3aKOHOJATEIbCTBOM TOCYIapCTB-UJICHOB,
OyJlyT UMETh MOPSMON JOCTYN K OPUTHMHAIBHBIM MEIUIIMHCKUM 3alUCsAM
cyObeKTa nJisi TPOBEpPKHU TMpoueAyp U (WIM) JaHHBIX KIMHUYECKOTO
UCCJIEIOBaHMs, HE Hapylias NOpU 3TOM KOH(MUICHIMAIBHOCTH JaHHBIX
CyObeKTa, U CyOBEKT WM €ro 3aKOHHBIM MPEeIACTABUTENb, IOJMUCHIBAS
MUCbMEHHYIO (PopMy HH(POPMUPOBAHHOTO COTJIACHUs, JAET pa3pelleHHe Ha
TAaKOU JIOCTYII,

3aMucH, UACHTUPUUIUPYIOUUE CyObeKTa, OyIyT COXpaHEHbl B TallHE U
MOTYT OBITb PAaCKpBITHI TOJILKO B TOM Mepe, B KaKOW 3TO JOMYyCKaeTcs
3aKOHOJIATENIbCTBOM TroCyaapcTB-wieHoB. [lpu mnyOnukanuu pe3yabTaToB
UCCIIEIOBaHUS KOH(PUICHIIMAIBHOCTh JAHHBIX CyObeKTa OyJET COXpaHEHa,

CyOBEKT WM €ro 3aKOHHBIA MPEJICTaBUTEIL OYJIET CBOEBPEMEHHO
O3HAKOMJIEH C HOBOUW uH(oOpMalmei, crnocoOHON MOBIUATH HA JKEJaHUE

CY6’LCKTa pOJO0JKATh Y4aCTHC B UCCJIICAOBAHUH,
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JU1A, K KOTOPBIM MOKHO OOpaTUTHCA JJIsl TIOJTYYeHUS JOTIOTHUTEIHHOM
uH(dopMalu 00 UCCIeIOBAHUM U TIpaBax CyObEKTOB UCCIIEI0BaHUs, a TAKKe
B Clly4ae IPUYMHEHUsS Bpelia 3JJ0pOBbI0 CyObeKTa B pe3yjIbTaTe €ro y4yacTHus
B UCCJIEIOBAaHUH,

BO3MOXHBIE OOCTOSITENHLCTBA U (WJIM) IPUYUHBI, IO KOTOPHIM y4acTue
CyOBeKTa B UCCIIEIOBAHUH MOKET OBITh MPEKPAILICHO;

npeanojgaraemas JJIMTeIbHOCTh y4acTHs CyObeKTa B UCCIIEI0BaHNH,

NpUOTU3UTEIHLHOE KOJIUYECTBO CYOBEKTOB, KOTOPHIX MPEAINOJIaraeTcs
BKJIFOUUTH B UCCIIEIOBAHUE.

4.8.11. [Tepen BKIIOYECHWEM B HCCIEAOBaHHE CYOBEKT WM €ro
3aKOHHBIM TMpPEACTaBUTEIb JNODKHBI MOJYYUTh MOJMUCAHHBIN C yKa3aHUEM
JaThl SK3EMIUIAP NUCbMEHHOW (OpMBI MHPOPMHUPOBAHHOIO COTJIACUS U
IpyrHue MpefocTaBiisieMble CyObeKTaM MUChMEHHBIE Marepuaibl. Bo Bpems
ydyacTusi CyObeKTa B UCCIENOBAaHUU CYOBEKT WJIM €ro 3aKOHHBIN
NpeICTaBUTENb JODKEH IMOydaTh TOJMUCAHHBIE C YKa3aHUEM JaThl
DK3EMIUISIPHl BCEX MOCIEAYIOMMX peaakuuii ¢Gopmbl HHOOPMUPOBAHHOTO
corjacusi ¥ KOMHHM BCEX MOMPABOK K JPYTMM MNHCHBMEHHBIM MaTepuasam,
IPEN0CTABIIAEMBIM CYOBEKTaM.

4.8.12. Ecnu B KJIMHUYECKOM HCCJIEIOBAHUU YYaCTBYIOT CYOBEKTHI,
KOTOpbIE MOTYT OBITh BKJIIOUEHBI B HCCJIEIOBAaHHWE TOJBKO HAa OCHOBAaHUU
corjacusi uX 3aKOHHBIX MpeICTaBUTENeH (HarpuMep, HECOBEPIIIEHHOJIETHHE,
MalMeHThl C  BBIPAKEHHBIM  claboymMueM), CyYOBEKT JOJDKEH OBITh
nporuH(OpMUPOBaH 00 MCCIETOBAHUU B COOTBETCTBHU C €r0 CIIOCOOHOCTHIO
MNOHATH 3Ty WH(OOPMAIMIO U, €CIH CYOBEKT B COCTOSHUHU, OH JOJDKEH
NOJIMUCATh C yKa3aHWEM JaTbl MUCBMEHHYI0 (QopMy HHOOPMHUPOBAHHOTO
corjacusi.

4.8.13. Kpome cnyuaeB, omnucaHHbiXx B TyHKTe 4.8.14 Hactosmmx

HpaBI/IJ'I, B HUCCJIICAOBAHUC, HC CBA3aHHOC C JICHCHUCM (T.e. HCCIICO0BAHHUC, B
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KOTOPOM HE TMPEIINoJIaraeTcsi HEMOCPEICTBEHHOM, C MEIUIMHCKON TOYKHU
3peHUs, TOJIb3bI JJIsl CYyObEKTa), MOTYT OBITh BKJIFOYEHBI TOJBKO CYOBEKTHI,
KOTOpbIE JINYHO JAIOT CBOE COIVIACHE U COOCTBEHHOPYYHO MOJINHCHIBAIOT U
JATUPYIOT MUCbMEHHYIO (POpMY MHPOPMUPOBAHHOTO COTIIACHSL.

4.8.14. B uccnenoBaHusi, HE CBSA3aHHbBIC C JICUEHUEM, CyOBEKTHI MOTYT
ObITh BKJIIOYEHBI C COTJIacMs WX 3aKOHHBIX TPEJCTABUTENICH TMpuU
COOJIIOJICHUH CIEIYIOIIUX YCIOBUM:

eI HCCIENOBaHUS HE MOTYT OBITh JOCTUTHYTHI IOCPEICTBOM
UCCJIEIOBAHMUS C YYaCTUEM CYOBEKTOB, KOTOPbIE MOTYT JaTh CBOE COIJIacue
JUYHO;

OKHJIaeMbIH PUCK JJIs1 CyOBEKTOB HE3HAYNTEIEH;

HEraTUBHOE BO3JICUCTBUE HA 3JJ0POBbE CyOBEKTa CBEJICHO K MUHUMYMY
Y HE3HAYUTEIBHO;

HCCJIE0BaHUE HE 3alpelIeHO 3aKOHOAATENbCTBOM,;

UL  BKJKOYEHUS TaKUX CYOBEKTOB JOJDKHO OBITh 3alpOIIEHO
cnenuanbHoe oxob6penue (3akmoueHue) ICO (HOK), yuuthiBaromiee 3TOT
aCTIEKT.

[TogoOHbIE MccaenoBaHus (3a UCKIIOUEHUEM OOOCHOBAHHBIX CITy4YaeB)
JOJIKHBI IPOBOJAUTHCS C YYAaCTUEM NAlMEHTOB, UMEIOIINX 3a00JIeBaHuE, IS
J€YEeHHUs] KOTOPOro IpeaHa3HaueH wuccienyemblii npenapar. CyObeKTsl B
TaKUX MCCIEOBAHUIX JOJKHBI HaXOIUThCS TOJA 0CO00 TIIATEIbHBIM
HAOMIOACHUEM, W HMX Y4YacTHUe JIOJDKHO OBITh MPEKpaIleHO, €CIH eCTh
OCHOBaHMS 110JIaraTh, YTO OHU UCHBITHIBAIOT YPE3MEPHBIA TUCKOMQOPT.

4.8.15. 1lpy HEOTIOXKHBIX COCTOSHHMSX, KOIJa JO BKIIOYCHHS B
UCCIIEIOBAHNE HEBO3MOXKHO TOJTyYUTh COIIACHE CAMOTO CYOBEKTa, OHO JOJKHO
OBITH 3aIPOIICHO y €T0 3aKOHHOTO MPECTABUTENSI, €CIIM TAKOBOM MPUCYTCTBYET.
Ecnu npeaBaputenbHOe COMIacke caMoro CyobeKTa HEBO3MOXKHO M OTCYTCTBYET

€ro 3aKOHHBIN NpeaACTaBUTCIIb, A BKIIFOYCHUA CY6’BCKTa B HCCICOOBaHHC
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JIOJKHBI OBITH MPEANPUHSATHI MPETyCMOTPEHHBIE MPOTOKOJIOM U (MJTH) APYTHUMHU
JOKyMeHTaMu u  pasperieHHble  (omoOpennsie) DCO (HDK)  mepsl,
HarpaBJICHHbIE HA 3alUTy MpaB, OE30MACHOCTH U OJaromnoiiydusi CyObeKTa,
a Tak»e 00eCIeurBaroIIe COOTBETCTBUE MTPUMEHUMBIM TpeOoBaHUsIM. CyObeKT
WIA €ro 3aKOHHBIA TIPEACTaBUTENh JOJDKHBI OBITh B KpaT4alIlie CPOKU
MOCTaBJIE€Hbl B HW3BECTHOCTh 00 WCCIEIOBAHUU, M Y HHUX JOJDKHO OBITh
3alpOIIIEHO COIIaCMEe Ha MPOAOJDKEHHE YYacTHsl B MCCIEOBAaHUM, a TaKkKe
JpyTroe comiacue, B cooTBeTcTBrM ¢ TyHKTOM 4.8.10 Hactosmux [TpaBwmi.

4.9. JlokymMeHTaIus 1 OTYETHOCTb.

4.9.1. VicciemoBarensb AOMKEH 00ECIIEYNBATh MPABWIBHOCTD, TIOJIHOTY,
pa300pUMBOCTL M CBOEBPEMEHHOCTH MPEAOCTABICHUS] CIOHCOPY JaHHBIX,
coaepxxamuxcsi B UPK 1 Bo Bcex TpeOyeMbIX oTueTax.

4.9.2. lannbie, coxepxkamnmuecs B MPK, momkHBI COOTBETCTBOBATH
MEPBUYHON JTOKYMEHTAIMHM, W3 KOTOPOH OHM TIEPEHECEHBI, WMEIOITUECS
PACXOXKJICHUS JIOJKHBI ObITh OOBSICHEHBI.

4.9.3. JIroObie m3MeHenus win uctpaBieHuss B MPK nomkHbl OBITH
NOAMKUCAHBI, JaTUPOBaHbI, OOBSICHEHBI (P HEOOXOAMMOCTH) U HE JIOJIKHBI
CKpBIBaTh TEPBOHAYATBHYIO 3amuch (TO €CTh JODKEH OBITh COXpaHEH
«IOKYMEHTAIBHBIN CIe»). ITO OTHOCHUTCS K M3MEHEHUSIM WIIN HCIIPABICHUSIM
Kak Ha OyMaXHbBIX, TaK W 3JCKTPOHHBIX HOCHUTEISX (B COOTBETCTBHM C
MOJANYHKTOM «0» myHkTa 5.18.4 wnactosmux [IpaBui). CrnoHcop J0MKeH
NPEIOCTaBUTh UCCIIEAOBATENSIM U (MJTH) UX YIIOTTHOMOUYEHHBIM MTPECTaBUTEISIM
WHCTPYKIIMIO O TOpsiike oopmiieHHs] Takux ucrpaBieHuil. CIIOHCOp TOJIKEH
UMETh TMHCBMEHHBIE TPOIECAYPHI, MPEITyCMATPUBAIONINE, YTO U3MEHEHUS WA
ucnpasieans B PK, BHOCHMEBIE €ro ymolHOMOYEHHBIMH TPEICTABUTEIISIMH,
JOKYMEHTAJILHO O(OPMIISIOTCS, SIBIISIIOTCS HEOOXOAMMBIMHU M O0OpSIOTCA
uccienoparenemM. VccnenoBareiab JOMDKEH XPaHUTh 3allUCH 00  ATHX

HN3MCHCHHMAX U UCITPABICHHAX.
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4.9.4. UccnenoBarennb (MEOUIIMHCKOE YUPEXKICHUE) JOJDKEH BECTU
JTOKYMEHTAIIMIO TI0 HWCCIEJOBAHHMIO COTJIACHO TOApa3ziesly 8 HaCTOSIIEro
paznena IlpaBun u  npuMeHUMBIM — TpeboBaHusiM.  MccienoBarenb
(MEIUIIMHCKOE YUPEKICHNUE) TOHKEH MMPUHUMATHh MEPHI, TIPEIOTBPAIIAIOITNe
CIIy9aifHOE WM MIPEXKACBPEMEHHOE YHHUTOXEHUE ITUX IOKYMEHTOB.

4.9.5. OcHOBHBIE JTOKYMEHTHl JOJDKHBI XPAaHUTHCS HE MeHee 2 JIeT
1ocjie YTBEPXKACHUS IIOCIAEIHEH 3asBKM Ha PETUCTpalMIO IIperapara B
rocyJapCcTBe-WIeHe W J0 TeX TOop, MOKa HU OJIHa W3 3asiBOK HE Oymer
HAXOJIUTHCSI HA PACCMOTPECHHHM M HE OyJeT IUIaHUPOBATHCS HOBBIX 3asBOK,
WM HE MeHee 2 JieT mocie O(PUIMaIbHOrO0 MPEeKpalleHus KIMHUYECKOU
pa3pabOTKH HCCIEyEMOTO TMpernapara. ITH JOKYMEHTHI JOJDKHBI XPaHUTHCS
OoJiee NIUTENBHBIN CPOK B CIydae, €CIU 3TO MPETyCMOTPEHO MPUMEHUMBIMH
TpeOOBaHUSIMA WJIM JOTOBOPOM CO CHOHCOPOM. (TBETCTBEHHOCTHIO
CIIOHCOpa sBJseTcS HWH(POpMHpOBaHHME wucciaeaoBaTeNs (MEIUIIMHCKOTO
YUPSXKICHUsA) 00 MCTCUCHWHM CpOKa XpaHCHHS JIOKyMEHTaruu (B
COOTBETCTBUU ¢ MyHKTOM 5.5.12 HacTosimux IIpaBmi).

4.9.6. ®UHAHCOBBIE ACTIEKTHI UCCIAETOBAHUS JIOJKHBI OBITh OTPaKCHBI
B JIOTOBOpPE MEXKJIy CIOHCOPOM U HucciemoBareneM (MEIHIIMHCKUM
YUPEKICHUEM),

49.8.1lo 3ampocy w™onmTOopa, ayautopa, OICO (HOK) wm
YIOJITHOMOYEHHOTO OpraHa HccieaoBaTenb (MEIMIIMHCKOE YUPEKICHHUE)
JOJDKEH 00eCHedyuTh MPSIMOM JOCTYH KO BCEM 3aIliCsIM, OTHOCSIIUMCS K
WCCIICIOBAHMIO.

4.10. OT4eTHl 0 XOJIe NCCIICIOBAHUS.

4.10.1. UccrmenoBarens momwkeH mpencrapiasate DCO (HOK) kparkme

IMMCBMCHHBIC OTUYCTBI O XOAC HCCICAOBAHUA CXKCTOAHO HJIM 4Yallc, €CJIIM 3TOI'0

tpedyer DCO (HOK).
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4.10.2. UccnenoBarenb JIODKEH HE3aMEIJIUTENIBHO TMPEIOCTaBIATh
nucbMeHHbIe 0T4eThl crioncopy, ICO (HOK) (B COOTBETCTBHH C ITYHKTOM
3.3.8 nactosimmx [IpaBwir) u, B COOTBETCTBYIONIUX CIIydasx OpPTaHHU3AIUU O
TOOBIX ~ M3MEHEHWSX, CYIIECTBEHHO  BIHUAIOIMIMX HAa  MPOBEICHUC
UCCIEIOBAHUS U (MJIN) YBEIUYUBAIOIIUX PUCK NI CYOBEKTOB.

4.11. IlpencrapneHue nHGOPMAIIUU 11O 0€30TaCHOCTH.

4.11.1. O60 Bcex cepbe3HbIX HexenaTeabHbIX sBiaeHusx (CHS)
HEO0OXO0JIMMO HEMEJIEHHO COO0O0IaTh CIOHCOPY, 3a HcKItoueHueM tex CHI,
KOTOpBIE B MPOTOKOJE WJIM B APYroM JOKyMEHTE (Hampumep, B Oporrtope
UCCIIENIOBATEIIS)  ONpEJEeieHbl  Kak  He  TpeOyrolue  CPOYHOro
penoptupoBanus. [lociie mEpBUYHOTO CPOUHOTIO COOOIICHUSI HEOOXOIUMO B
KpaTyalliie CpOKH MPEJICTaBUTh MNOJPOOHOE MHUCHMEHHOE COOOIIECHHUE.
[lepBuuHBIi W TOCHEAYIOIMHME OTYETHl JOJDKHBI HUACHTHU(UIIMPOBATH
CyOBEKTOB UCCIIEIOBAHUS IO TPUCBOSHHBIM UM YHUKAJIBHBIM KOJaM, a HE 10
UMEHaM CYyOBbEKTOB, IEPCOHAIBHBIM UJICHTU(UKAIIMOHHBIM HOMEpaM U (UJIn)
aapecaMm. HccnepoBaTenb JOJDKEH Takke COONOJaTh MPUMEHUMBIE
TpeboBanus u TpeboBaHusa npuioxkeHuss Ne 11 k wHacrosmum [IpaBunam,
OTIPEIEIIAIONINE TOPSAOK MPEACTABICHUS COOOIEHUN O HEMpPeIBUACHHBIX
CEpPbE3HBIX HEXKEIATEIbHBIX PEAKIHAX YIIOJHOMOUYEHHBIM opranam u OCO
(H3K).

4.11.2. O60 Bcex HEXeNaTSIbHBIX SBJICHHUSAX W (WIM) OTKIOHCHUSIX
7a00paTOPHBIX TIOKA3aTelied OT HOPMBI, OIPEACICHHBIX MPOTOKOJIOM B
KaueCTBE KPUTHUYECKHUX JUISl OLIEHKH O€30MacHOCTH, HEOOXOJUMO COOOIATh
CIIOHCOPY B COOTBETCTBUU C TPEOOBAHMUSIMU K MPEICTABICHUIO COOOIIEHUHN O
HEXXEJIATeIbHBIX  SBIICHUSX B CPOKH, OIpEIEICHHBIE CIOHCOPOM B
POTOKOJIE.

4.11.3. ITpu cooOIIEeHUAX O CMEPTU UCCIEA0BATEIb 00sI3aH 10 3aIPOCy

CroHcopa, ynosHomodeHHoro oprana u 9CO (HOK) npenocraButh 1100y10
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JOTIOJIHUTEbHYI0 UH(MOpMaIMI0 (HalpuMep, TMPOTOKOJN BCKPBITUS U
MOCMEPTHBIN SMUKPU3).

4.12. TlpexxieBpeMeHHOE MPEKpaIICHUE 178105 MIPUOCTAHOBKA
UCCIIEIOBAHMUSL.

Ecin no kakoi-mubo TMpUYMHE HCCIENOBAaHUE MPEKICBPEMEHHO
MpEKpaIleHO WK MPUOCTAHOBIIEHO, UCCIIEN0BATENb (MEIUIIMHCKOE YUPEKICHHUE)
JNOJDKEH  HE3aMEUIMTENIbHO  MH(OPMHUPOBATh  CYOBEKTOB  MCCIIEOBAHUS,
o0ecneuynTh WM COOTBETCTBYIOIIME JIGUCHHWE U HAOMIONEHUE U, €ClH
TPETYCMOTPEHO IPUMEHUMBIMHU TpeOOBaHUSIMH, UH(POPMHUPOBATH
YIOJIHOMOYEHHbIE Opranbl. Kpome Toro:

4.12.1. Ecnu uccnenoBarellb MNPEXJACBPEMEHHO TMPEKpalllaeT MM
NPUOCTAHABIMBAET HUCCIEAOBaHUE 0€3 MpeABapUTEIBHOTO  COTrJacus
CIIOHCOpa, OH JIOJDKEH COOOIIUTh 00 3TOM MEAUUMHCKOMY YUYPEXICHHIO
(ecT MPUMEHHMMO) M HCCIIENIOBaTENb (METUIIMHCKOE YUPEKIACHHUE) TOJKCH
He3aMeJIUTeIbHO TTpornH(popMupoBaTh 00 3ToM crnoHcopa u ICO (HOK) u
npenoctaButh croHcopy u 9CO (HOK) nmoapoOHoe 00BsICHEHHE MPUYHHBI
MPUOCTAHOBKHU WJIU MIPEKpAIICHHs UCCIIeI0BaHMs B TMCbMEHHOU (opMme.

4.12.2. Ecntm  cmoHCOp  TpeKpamaeT WiId  NPUOCTAaHABIWBACT
ucciiejoBaHue (B COOTBETCTBMM C IyHKTOM 5.21 Hacrosmux Ilpasw),
UCCIIENIOBATENIb  JIOJDKEH  HE3aMEJIUTENbHO  COOOmUTH 00  3TOM
MEIUIIMHCKOMY  VUPEXKIEHUI0, TA€ NPUMEHUMO, M  HCCIIEe0BaTEIb
(MEIUIIMHCKOE YUPEKIEHUE) JOJKEH He3aMeUTUTENIbHO MPOUH(DOPMUPOBAThH
00 stom ICO (HOK) u npenocrauts 9CO (HOK) noapoOHoe nucbMeHHOE
O0OBSCHEHHE MPUYHNHBI TPUOCTAHOBKY WJIM TIPEKPAIICHHS UCCIICIOBAHMS.

4.12.3. Ecrm DCO (HDK) oxoHYaTeNnbHO WM BPEMEHHO OT3BIBACT
0J100peHue (3aKIII0UYEHUE) Ha MTPOBEACHUE UCCIEI0BAHMS (B COOTBETCTBUU C
nyaktamu 3.1.2 u 3.3.9 mnacrosmux I[IpaBui), wucciemoBarenb I0IKEH

COOOIIUTh 00 3TOM MEIUIIMHCKOMY YUYPEXIECHUIO (€Cld MNPUMEHUMO) H
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uccienoBarelib (MEIUIIMHCKOE YUpEXKIEHUE) JOJKEH He3aMeIUTEIbHO
npouHPOPMHUPOBATH OO0 HTOM CIHOHCOpAa U MPEJOCTaBUTH CIIOHCOPY
noApoOHOE OOBSICHEHUE NPUYUHBI TPUOCTAHOBKU WA TPEKPAIICHUS
UCCIIEIOBAHUS B MUCbMEHHOU (hopme.

4.13. IToroBbIi OTYET UCCIEAOBATEIS.

[Ipu HEOOXOIMMOCTH TO 3aBEPIICHUM HCCIEAOBAaHUS HUCCIENI0BATEllb
JOJDKEH COOOIUTH 00 3TOM MEIMIIMHCKOMY YUpEeXACHHUIO; MCCIEeI0BaTelNb
(MequuuHCKOE yupexaeHue) nomkeH npenocraButbh JCO (HOK) kpatkwmii
oTdeT 00 HTOrax HCCIIECIOBaHUs, a YIOJHOMOYEHHBIM OpraHaMm — BCE

TpeOyeMbIe OTUETHI (B TOM YUCIIE€ B BUJIE COOOIICHUS).
5. CrioHcop

5.1. OGecnieueHue Ka4ecTBa U KOHTPOJIh KaueCTBa.

5.1.1. CrioHCcOp oOTBe4aeT 3a BHEAPEHHE U TOJJEp)KaHUE CHUCTEM
obecnieueHus u koHTposist kadectBa ¢ COII, npunateiMu B (opme
MUCBMEHHOTO JIOKYMEHTa, KOTOpPhIE HMMEIOT CBOCH IIeNbI0 00eCleunTh
MIPOBEJICHUE MCCIIEIOBaHUS, COOP, PETUCTPAIIUI0 U TIPEACTABIICHUE JaHHBIX B
COOTBETCTBUHU C MPOTOKOJIOM, HacTosuuMmu [IpaBuiaMu U NPUMEHUMBIMU
TpeOOBaHUSIMH.

5.1.2. CmoHCOp OTBeUaeT 3a 00SCIICUCHUE COTIACHS BCEX BOBIICUCHHBIX
CTOPOH Ha TPEIOCTaBIIEHHWE TPSIMOTO JOCTyNa (B COOTBETCTBUHU C ITyHKTOM
1.48 nactosimumu [IpaBuit) Bo Bce ydacTBYIOIIKME B HMCCIICIOBAaHUU LIEHTPHI,
KO BCEM IEPBUYHBIM JaHHBIM (JOKYMEHTaM) W OTdYeTaM B LEIIX HX
MOHUTOPHHTA M ayJAUTa CIIOHCOPOM, a TaK)K€ WHCIIEKIINY HAIMOHATHHBIMHU U
WHOCTPAHHBIMH YIIOJTHOMOYEHHBIMHU OpTaHaMHU.

5.1.3. KorTpons kadecTBa ciemyeT OCYIIECTBIISITH Ha BCEX 3Tamax
paboThI ¢ TAaHHBIMH, YTOOBI OOECIIEUUTh X JOCTOBEPHOCTh W MPABHIBHOCTh

00paboTKH.
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5.1.4. JIoroBOpsI MEXy CIIOHCOPOM U HCCienoBaTesieM (MEIUITMHCKUM
YUPSKICHHEM) WM JII000H Jpyroil ydyacTByOIIEH B HCCICIOBaHUU
CTOPOHOU JIOJKHBI OBITH COCTABJIEHBI B MHUCHBMEHHOW (opMEe Kak YacTh
MPOTOKOJIA WM B KAUECTBE CAMOCTOSITEIbHBIX TOKYMEHTOB.

5.2. KonTpakTHas uccieaoBaTeIbCKasi OpraHu3aImsl.

5.2.1. CnoHCOp MOXET TMOJHOCTbIO WM YacTUYHO TMepenaTh
OO0SI3aHHOCTH W (PYHKIMH, CBSI3aHHBIE C TIPOBEICHHEM HCCIEAOBaHUS,
KOHTPAKTHOM KCCIIEIOBATENBCKOW OpraHu3aluy, OJJHAKO OTBETCTBEHHOCTh 3a
KAueCTBO U MOJHOTY MOJYYEHHBIX B XOJI€ UCCIIC/IOBAHUS JIAHHBIX MPU 3TOM
HeceT croHcop. KoHTpakTHas ucclenoBaTelbCKasi OpraHu3aius J0JDKHA
OCYUIECTBIISITh MEPHI MO0 0OECTICYEHHUIO U KOHTPOJIIO KayecTBa.

5.2.2. llepenaya KOHTPAKTHOW HCCIEIOBATEIBCKOW  OpraHU3alluu
JTOOBIX CBSI3aHHBIX C MCCIEAOBAHHEM OO0s3aHHOCTEW M (YHKIUMU JTOJHKHA
OBITh IOKYMEHTAJIbHO O(hOpMIICHA.

5.2.3. Bce cBs3aHHBIE C HCCIEIOBAaHHEM OOS3aHHOCTH M (DYHKIINH,
HE NepeaHHble KOHTPAKTHOM HCCIEA0BaTEIbCKON OpraHu3alliy, OCTAIOTCS B
KOMIIETEHIIMHU CIIOHCOpa.

5.2.4. Bce, uto B Hacrosmux [IpaBmmax kacaeTcsi CIIOHCOpA, TaKKe
IIPUMEHUMO K KOHTPAKTHOM MCCIENOBATEIILCKON OpPraHU3alii B TOU MEPE,
B KOTOpOW KOHTpaKTHasi MCCIIEIOBATENbCKAsl OpPTraHU3alvsl MPUHUMAET Ha
ce0st 00513aHHOCTH M (PYHKIIUU CIIOHCOPA 110 MTPOBEACHUIO UCCIEIOBAHUS.

5.3. MenunuHcKas SKCepTu3a.

CrnoHcop JAOMKEH Ha3HAuYUTh OOJAJarolMid  COOTBETCTBYIOLIEH
MEJIUIIMHCKON KBaNM(pUKAIUEH TEepCcOoHaN, KOTOPBIM JOJKEH OBITh BCErjaa
JOCTYNEH [UJIi PEIICHHS CBSI3aHHBIX C  HKCCIEOBAaHUEM  BOIPOCOB
MEIUIIMHCKOro xapakrepa. [Ipu HeoOxoauMocTu AJis 3TOM eI MOTYT ObITh

IMPUBJICYCHBI BHCIIIHHUC KOHCYJIbTAHTHI.
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5.4, Jlu3aiiH uccie0BaHMs.

5.4.1. CnioHcop JOMKEH TNpUBJICKarb  KBATM(PHUIIMPOBAHHBIX  JIMII
(HarmpuMep, OMOCTAaTUCTHKOB, KIMHUYECKUX (PapMakoJIOroB, Bpayeil) Ha BCeX
JTarax WCCIeAOBaHUs — OT pa3pabotku mpotokonma, MPK wu mmana
CTaTUCTUYECKOTO aHaM3a /IO TOATOTOBKH TPOMEXYTOYHOTO W (HUHAILHOTO
OTYETOB.

5.4.2. CloHCOp JODKEH YYUThIBaTh TpeOOBaHMsS Toapasnena 6
HacTosmero pasaena u npuioxenus Ne 11 k nacrosimum [IpaBunam.

5.5. MeHeKMEHT HCClIeIoBaHMs, paboTa C JaHHBIMU W BEJICHHUE
JIOKyMEHTAITNH.

5.5.1. CnioHcop 00s13aH TpUBJIEKAaTh 00JaAAIOMIUNX COOTBETCTBYIOIICH
KBaJTuUKAIMEN JHI] sl 00IIero pyKoBOJACTBA MCCIEIOBaHUEM, PA0OTHI C
JTAHHBIMU, Bepu(HUKAIIMNA TaHHBIX, TIPOBEICHHS CTATUCTUYECKOTO aHAIM3a U
MOJATOTOBKH OTYETOB 00 MCCIICIOBAHUH.

5.5.2. CnoHCOp MOXET TIPUHATH pemeHne 00 00pa3oBaHUU
HE3aBUCHUMOTO0 KOMHUTETa M0 MOHHMTOPUHTY MaHHBIX (nmamee — HKMJI) mns
PacCMOTPEHMS X0Jla KJIMHUYECKOTO MCCIEI0BAaHMS, BKIIOUas pacCMOTPEHHUE
JAHHBIX 110 O€30MacHOCTH W OCHOBHBIX NapameTpax 3(PGEKTUBHOCTH, a
Tak)Ke IS BBIPAOOTKM PEKOMEHIAlWA CHOHCOPY O Ieliecoo0pa3sHOCTH
MPOJIOJDKCHMSI, TIPEKpAIeHUs] HWCCISIOBAHUS WJIM BHECCHHS B HETO
u3menennii. HKMJl noipkeH uMeTh orepaioHHbIE MPOLEAyphl B (popme
MMACHbMEHHBIX JOKYMEHTOB M BECTH 3aITUCH BCEX CBOMUX 3aCEaHUM.

5.5.3. [Ipy wuCMOTB30BaHWM DJIEKTPOHHBIX CHUCTEM JJISI PabOTHI C
JAHHBIMU UCCIIEIOBAHUS U (MJIN) SJIEKTPOHHBIX CUCTEM YIAICHHOTO JOCTYyIIa
K JJAaHHBIM CITIOHCOP JOJDKEH:

obecnieyuTh M JOKYMEHTaJIbHO O(GOPMHUTH COOTBETCTBUE CHCTEM

BJICKTpOHHOP’I O6pa60TKI/I HaHHBIX YCTAHOBJICHHBIM CIIOHCOPOM Tpe60BaHI/I$IM
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K TMOJHOTE, TOYHOCTH M HAJACKHOCTU MJAHHBIX, a TaKXe CTaOUIbHOCTH
JTOCTHKEHUS TpeOyeMoro pe3yibTara (BauaaIuio);

nMeTh COII mo ucmoap30BaHUIO dTUX CUCTEM,

obecnieyuTh pabOTy CUCTEM TakhUM O0O0pa3oM, YTOOBI MOKHO OBLIO
W3MEHATh JIaHHBIE W TPHU DTOM BHOCHUMBIE UW3MEHEHUsS ObUTH OBl
3aJIOKYMEHTUPOBAaHbI, & paHee BBEJICHHbIC TaHHbIC HE ObUTN Obl yJaleHbl (TO
€CTh UMEJICS «JIOKYMEHTAIBHBIN CIIE/I»);

MMETh CHCTEMY 3alllUThI, IPEIOTBPAIIAIONTYI0 HECAHKITMOHUPOBAHHBIM
JOCTYTI K IaHHBIM;

OTIPENICTTUTh TePEUYCHB NI, HAJEICHHBIX MPAaBOM BHOCHUTH W3MEHEHUS
B JlaHHbIE (B COOTBETCTBUU ¢ myHKkTamu 4.1.5 u 4.9.3 nacrosmux [Ipasun);

oOecreurBaTh aIeKBATHOE PE3EPBHOE KOMMMPOBAHUE JTAHHBIX;

COXpaHATh MACKHPOBKY B HWCCIEIOBAHUAX, IPOBOJUMBIX CIICTIHIM
METOJIOM (COXpaHSITh MACKUPOBKY MPU BBOJIE U 00PAa0OTKE JAHHBIX ).

5.5.4. Ecniu B mporecce 00pabOTKM JaHHBIE TPaHCHOPMUPYIOTCH,
BCerja J0JKHA CYIIECTBOBATh BO3MOXXHOCTh CPABHEHUSI MUCXOAHBIX JAHHBIX
c 00pa0OTaHHBIMH.

5.5.5. Cnioncop JOJIKEH UCITI0JIb30BaTh YHUKAJIbHBIN
UJEHTU(UKAIMOHHBIA KOJI CcyObekTa (B cOOTBeTCTBUM ¢ myHkTomM 1.11
HacTosmux [lpaBuir) mMO3BOJSIFONUN WACHTU(GUIMPOBATH BCE JaHHBIC IO
KKJIOMY CYOBEKTY.

5.5.6. CrioHCOp UK IpyTHUE BIAJENbIbl JAHHBIX JOJKHBI XPaHUTh BCE
OTHOCSIIIUECS K CIIOHCOPY OCHOBHBIE JIOKYMEHTHI IO HCCIIEOBAHUIO
(B COOTBETCTBHH C MOJIpa3iejoM 8 HACTOSAIICTO pa3jeia).

5.5.7. CrioHCOp JTOMXKEH XPAaHUTh BCE OTHOCSIIUECS K HEMY OCHOBHbIE
JOKYMEHThl [0 HCCIEJOBAaHWIO B COOTBETCTBUU C MPUMEHHUMBIMU

Tpe60BaHI/I$IMI/I 3daKOHOAATCIIBCTBA T'OCYAAPCTB-YJIICHOB, B KOTOPBIX IIpCIIapar
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onoOpeH ® (WiIM) B KOTOpBIE CIIOHCOpP CcoOOMpaeTcs oOOpaTUThCA 3a
0JI00pEeHUEM.

5.5.8. Ecnu  cmoHCcOp  mpekpamaer  KIWHUYECKYI0  pa3paboTKy
uccieayeMoro mpemapara (0 OJHOMY WM BCEM IOKAa3aHWSIM, IyTSIM
BBCJICHUS, JICKAPCTBEHHBIM (hOpMaM), OH JOJDKCH XPaHUTh BCE OTHOCSIITUECS
K CIIOHCOPY OCHOBHBIE JOKYMEHTHI 10 MCCIICAOBAHUIO B TEUCHHUE 110 KpalHeH
Mepe 2 JeT ¢ MOMEHTa OQUIMAIBHOTO MpeKpalieHus pa3paboTKu WU B
COOTBETCTBUH C IPUMECHUMBIMHU TPEOOBAHHUSIMHU.

5.5.9. Eciu  cmoHCcOp  mpekpamaer  KIWHUYECKYI0  pa3paboTKy
UCCIIEyEMOI0 TIpenapara, OH JIOJDKEH CcooOnmuTh 00 3TOM BCEM
yY4acTBYIOIIUM B  HCCIACAOBAHMM  HUCCIeaoBaTeNIIM  (MEAUIIMHCKUAM
YUPESHKICHUSIM) U YIIOJTHOMOYCHHBIM OpraHaM.

5.5.10. ITepenaua mpaB COOCTBEHHOCTH Ha JaHHBIC JOJKHA OBIThH
JOBEZICHA IO CBEICHMs YIOJHOMOYEHHBIX OPTaHOB B COOTBETCTBHUHU C
IIPUMECHUMBIMA TPEOOBAHUSIMH.

5.5.11. OTHocsIMEeCsT K CIIOHCOPY OCHOBHBIE JOKYMEHTBHI JOJDKHBI
XpaHUTBCS HE MeHee 2 JIeT TOCJe YTBEPKACHUS IMOCIeTHEH 3asBKU Ha
PETUCTpAIHNIO TIperapara B TOCYIapCTBE-WICHE W 10 T€X IMOp, MOKa HU OJHA
U3 3adBOK He OyJeT HaxXOJWThCA HAa PACCMOTPEHHMHM U He Oyler
IJJAHUPOBATHCS HOBBIX 3aSBOK, MJIM HE MEHee 2 JIET MOocie O(HUIIMaTIbHOTO
MpEKpaIIeHUs] KIMHUYEeCKON (a3pl pa3paboTKU HCCIEAyeMOTo Mpemnapara.
OTH NOKYMEHTHI JOJDKHBI XPaHUThCS OoJiee IIUTEIbHBIA CPOK B Ciyyae,
€CJIM ATO MPETYCMOTPEHO MPUMEHUMBIMUA TPEOOBAHUSMHU WM HEOOXOIUMO
CIIOHCODPY.

5.5.12. CioHCOp m0DKEH B IHCBbMEHHOW ¢opMe HH(POPMHUPOBATH
uccienoBaTenel (MEIMIIMHCKUE YUPEKIACHHUSI) O HEOOXOAMMOCTH XPaHCHUS
CBSI3aHHBIX C MCCJIEJOBAaHHMEM 3aIlKMCel, a Tak)Ke MUCHhbMEHHO HU3BECTUTH WX,

KaK TOJIBKO H€O6XOI[I/IMOCTI/I B JlaJbHEHIIIEM XPaHCHHUHU HC 6y,I[€T.
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5.6. BriOop ucciegonarersi.

5.6.1. CioHCcOp HeceT OTBETCTBEHHOCTh 3a BBIOOp HCCieIoBaTenen
(MemuIMHCKUX — yupekneHni). Kakmplii  uccnemoBarenb J0DKEH HMETh
KBAMM(UKAIIMIO, OMBIT U Pecypchl (B COOTBETCTBUM ¢ TyHkTamu 4.1 u 4.2
HacTtosmx [IpaBuin), moCTaTtodHbIe IS TIPOBENCHUS WCCICAOBAHUS, IS
KOTOpPOro oH BbIOpaH. Eciii B MHOTOIIEHTPOBBIX HCCIEAOBAHUIX HEOOXOIUMO
OpraHn30BaTh KOOPAMHAITMOHHBIA KOMUTET U (MJIM) BHIOpATh KOOPAWHATOPOB U3
YrCIIa MCCIIEOBATENEH, TO 3TO SBJISIETCS O0SI3aHHOCTHIO CIIOHCOPA.

5.6.2. lo moamucaHus JO0TOBOpa C HccieaoBaTesieM (METUIIMHCKUAM
yUpeXICHUEM) Ha  TPOBEACHUE  HWCCIEAOBAaHUS  CIOHCOP  JOJDKEH
PEIOCTaBUTh UCCIEAOBATEN0 (MEAUIIMHCKOMY YUPEXIAEHUI0) MPOTOKOJ U
OpouItopy wuccinefoBaTelsi B TEKYIIEH peNakiMu M JaTh HCCIEIOBATENIO
(MEIUIIMHCKOMY YYPEXJICHHUIO) JIOCTATOYHOE BpEeMs JIJIi O3HAKOMIICHUS C
MPOTOKOJIOM U MPEJAOCTABICHHON NH(POpMAIIUEH.

5.6.3.CrioHCOp  JODKEH  TONYYWTh  COIIaCHe  WCCIICAOBATEIIs
(METUITMHCKOTO YUPEIKICHHUS) Ha:

NPOBEJICHUE HCCIICIOBAHUM B COOTBETCTBHUHU ¢ Hactosmmu [IpaBuiamu u
NPUMEHUMBIMU TpeOOBaHUSIMU (B COOTBETCTBHM ¢ IMyHKTOM 4.1.3 HacTOSIIIX
[lpaBui), a Takke C TMPOTOKOJIOM, COINIACOBAaHHBIM CO CIIOHCOPOM U
pazperreHHBIM (omoOpenHpM) DCO (HOK) (B coorBerctBum ¢ myHkToM 4.5.1
HacToswx [IpaBu);

COOJIIOJICHUE MPOLICYPhI PETUCTPAIUH (ITPEICTABICHUS) TaHHBIX;

MPOBEACHUE MOHHUTOPWHTA, ayJuTa M HWHCHEKIHWHA (B COOTBETCTBHU C
nyHkToM 4.1.4 Hactosmux [1paswn);

XpaHEHNE OCHOBHBIC IOKYMEHTHI, CBSI3aHHBIE C NCCIIEAOBAaHUEM, IO TEX
nop, IMOKa CIOHCOpP HE COOOIIUT HCCIAEAOBATENIO (MEAUIIMHCKOMY
YUPEKIEHUIO0), YTO 3TH JTOKYMEHTHI 00Jibllie HE TPEeOYIOTCS (B COOTBETCTBUU C

nyHkTamu 4.9.4 u 5.5.12 nacrosmux [Ipasun).
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CrioHcOop ® wmccnenoBarelb (MEIUIIMHCKOE YUPEXKICHUE) TOJIKHBI
MOJINTUACATh JOKYMEHT, TIOJITBEPIKIAIOIINN ATO COTIIACHE.

5.7. Pacnipenenenue 00s13aHHOCTEM.

Jlo Havama WCCIENOBAaHWS CIIOHCOP JOMKEH yCTAaHOBUTH W
pacnpesieNuTh BCE CBSI3aHHBIE C UCCIEAOBAaHUEM O0SI3aHHOCTH U (DYHKIIUH.

5.8. Komniencanuu cyObeKkTaM UCCIIETOBAHUS U UCCIIEIOBATESIM.

5.8.1. Ecntn mipeyCMOTpPEHO NMPUMEHUMBIMH TPEOOBAHHUSIMHU, CIIOHCOP
JOJDKEH OO0ECIeYnTh CTpaXxOBaHWE WJIM TAapaHTUPOBATH HOPUANYECKYIO U
(UHAHCOBYIO MOJACPKKY HCClIeqoBaTeNis (MEIUIIMHCKOTO YUPEKICHUA)
B Cilydae TpPEIbSBICHUS WM TPETCH3UN, CBSA3aHHBIX C HCCIEIOBAHUEM,
3a UCKIIFOUEHUEM TeX MPETEH3Mi, KOTOPhIE BO3HUKIIN B PE3yJIbTaTe yMbICIIa
WIH HEOCTOPOXKHOCTH CO CTOPOHBI  HCCIENOBATENSI WU  YICHOB
WCCJIEIOBATEILCKOTO KOJIJICKTHBA.

5.8.2. [IpaBmiia m mporeaypbl CIOHCOpa OJDKHBI MPETycMaTpUBaTh
BO3MEIIICHUE PACXO0JIOB HA JIeYeHHE CYOBEKTOB B Cllydae MPUYWHEHUS Bpeaa
UX 37I0POBBIO B PE3yJIbTaTe WX yYacCTHUs B MCCIICJOBAHUU B COOTBETCTBUU C
IPUMEHUMBIMU TPEOOBaHUSMHU.

5.8.3. Eciu  cyOBeKkTBI HWCCIAeAOBaHUS TMONYYalOT KOMIICHCAITHIO,
MOPSIIOK M CIIOCOO0 KOMITEHCAITMU JOJKHBI COOTBETCTBOBATH MPUMEHUMBIM
TpEeOOBaAHUSIM.

5.9. ®uHaHCUpOBaHHUE.

@DHUHAHCOBBIC ACTIEKThI HWCCIICIOBAHUS JOJDKHBI OBITH JOKYMEHTAJILHO
opopmiieHpI B BHIE JOTOBOpa MEXKIy CIIOHCOPOM U HCCIEIOBaTEIeM
(METMIIMHCKUM YUPEIKJICHUEM ).

5.10. YBemomiieHHe YIOJHOMOYCHHBIX OpraHoB (Iojada 3asBKUA B
YIIOJTHOMOYEHHBIC OPTaHbI).

Jlo Hauama KJIMHUYECKOTO WCCIICAOBAHMS CIIOHCOP (MM  CIIOHCOP

COBMCCTHO C HCCICHOBATCIICM, CCIM 3TO IPCAYCMOTPCHO IIPHUMCHUMbBIMU
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TpeOOBaHUSAMM) JIOJDKEH IMO/IaTh B COOTBETCTBYIOIIME OPraHbl Bce TpeOyeMble
3aBKU IS UX PACCMOTPEHMS, IPUHITHS U (W) TOJYYCHHS pa3pelieHus Ha
MIPOBEICHUE HCCIEAOBaHUS (B 3aBUCHUMOCTH OT MHPUMEHUMBIX TPEOOBaHMIN).
Bce yBemomiieHus (3asBKHM) JOJDKHBI OBITh HWMETh JaTy W COIEpPXKarhb
JOCTaTOuHy10 UH(OPMALIHIO /1J1s1 UACHTU(PUKAIIMY TTPOTOKOJIA.

Cnoncop wuH(OpMUpYET YIOJTHOMOYEHHBIH OpraH O Hadale
KIIMHUYECKUX UCCIIeIOBAaHU B MOPSIJIKE, YCTaHOBJICHHOM
3aKOHOJIaTeIbCTBOM T'OCY/IapCTBa-UICHA.

5.11. IloarBepxkaenue paccmorperuss ICO (HOK).

5.11.1. CrnoHCcOp MOMKEH MOJYYUTh OT UCclienoBaTeNs (MEAUIUHCKOTO
YUPEKICHUS):

cBelieHUsT 0 HamMeHoBaHuu u aapece DCO (HOK) wuccnenmoparens
(MEIUIIMHCKOTO YUPEXKACHUSA);

noarBepxkaenue ot OCO (HDK) Toro, 4ro OH oOpraHu3oBaH H
JNEUCTBYET COrjJacHo HacroswuMm IlpaBuiaM W 3aKOHOIATENBCTBY
COOTBETCTBYIOIIETO rOCyAapCTBA-UJICHA,;

JTOKyYMEHTaJIbHO odopmiieHHOE ojio0penue (3akmoueHue) CO (HIK)
U 10 TpeOOBaHUIO CIOHCOpPAa KOIMHUIO TEKYIIEW BEPCUU MPOTOKOI]IA,
NUCbMEHHOU (Qopmbl HMHGOPMUPOBAHHOTO COTJIACHS U JIOOBIX JAPYTUX
MPEOCTABIIIEMBIX CYObEKTaM MUCHMEHHBIX MaTEPUAIOB, a TAKXKE OMUCAHUE
JNEUCTBUN 10 TMPUBJICUCHUIO CYOBEKTOB K YyYacCTHIO B HCCIICIOBaHUH,
JTOKYMEHTOB, OTHOCSIIITUXCS K TIPEyCMOTPEHHBIM JIJI1 CYOBEKTOB BBIIIATaM
U KOMIICHCAIUsAM, U JIOOBIX HMHBIX JIOKYMEHTOB, KOTOpPbIE€ MOTJIA OBIThH
3aTpedoBanbl DCO (HOK).

5.11.2. Ecim DCO (HOK) o0ycnoBnuBaeT BbIJIa4y CBOETO OJOOpPCHUS
(3aKyIrOYeHUs]) BHECEHHMEM HW3MEHEHUHW B KakKue-TM0O  JIOKYMEHTHI
UCCIICJIOBAHMS,  HampuMmep, B  IPOTOKOJ,  MHUCBMEHHYIO  dopmy

I/IH(bOpMI/IPOBaHHOI‘O coriraCus WJIHM HHBIC IMPEAOCTABIIICMBIC CY6’LCKTaM
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NUCbMEHHBbIE MaTepualibl U (WIM) Jpyrue Mpoueaypbl, TPHUHATHIE B
NUCbMEHHOW (opMe, CHOHCOP JOJDKEH TMOJIYy4YUuTh OT HCCleoBaTeNs
(MEIMIIMHCKOTO YUPEXKICHUSI) KOTTUU N3MEHEHHBIX IOKYMEHTOB C YKa3aHHEM
JaThl TOJTy4YeHHOTo 0100peHus (3akiroueHus) 9CO (HIK).

5.11.3. CioHCOp OJDKEH MOJYYUTh OT HCClieaoBaTens (MeIUIIMHCKOTO
YUPEXKICHUSI) TOKYMEHTALUIO C YKAa3aHHWEM JaThbl MOBTOPHBIX pa3pelleHUi
(omo6pennii) CO (HOK), a Taxke peniennii 00 0T3bIBE WM MPUOCTAHOBKE
paHee BBIIAHHOTO OJ00peHHUS (3aKITIOUCHHS).

5.12. adopmarus 06 uccieayeMbIx mpenaparax.

5.12.1. Tlpu  mIaHUPOBAHUM  WCCICAOBAHUN  CIIOHCOP  JOJDKEH
pacroyiaratb JOCTaTOYHBIM OOBEMOM TMOJYYEHHBIX B JOKJIMHUYECKUX M
(WIM) KIMHUYECKMX UCCIIEIOBAHMSAX JAHHBIX IO O€30MacHOCTH U
3 PEeKTUBHOCTH, ONPAB/IBIBAIOIIUX MPUMEHEHHE UCCIIEAYEMOro mpenapara C
WCIIOJIb30BAHUEM COOTBETCTBYIOIIMX IIyTe€Hd BBEACHHWS W JI03 TIpHU
COOTBETCTBYIOIICH JJIMTEIHPHOCTH W B COOTBETCTBYIOIIEH MOIMYJISIITUN
CyOBEKTOB HCCIIEIOBAHMUS.

5.12.2. CioHCOp AOKEH OOHOBIIATH OPOIIIOPY HUCCIENOBATENS MO MEpe
TIOJTyYEeHHSI HOBOH CYIIIeCTBEHHON MH(OpMAITUH (B COOTBETCTBHH MOAPA3ICIOM
7 HACTOSIIIETO pa3/eia).

5.13. TlponsBoacTBO, yMakoOBKa, MAapKAPOBKA ©  KOJUPOBAHUE
UCCJIeTyEeMbIX MPENapaToB.

5.13.1. CioHcop  nmomxkeH  oOecrneduTh, UYTOOBI  HCCIIEyeMble
npenaparsl (BKJIIOYash B COOTBETCTBYIONIMX CIIy4asx aKTHUBHBIE IMpenaparsh
CpaBHEHUS W IUIane00) UMENN XapaKTePUCTUKH, COOTBETCTBYIOIMINE CTAIUHU
pa3pabOTKH  JaHHBIX  TpernaparoB, OB  IPOU3BEACHBI  COTJIACHO
IPUMEHUMBIM TPEeOOBAaHUSIM HaJJIeKalle MPOU3BOJCTBEHHOW MPAKTUKU U

B COOTBCTCTBYKOINUX CJIY4HaAX 3aKOAHUPOBAHBI W MAPKHUPOBAHBI TaKHUM
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o0pa3om, 4TOoOBI 00ECTIEYUTD 3alTUTY MaCKUpPOBKU. Kpome Toro, MapkupoBka
JIOJDKHA COOTBETCTBOBAThH MMPUMEHUMBIM TPEOOBAHUSIM.

5.13.2. CioHCOp AOMKEH OMPEASTUTh JUIsl UCCIENyeMbIX TpernapaToB
TEMIIepaTypy XpaHEHUs, YCIOBHUS XpaHEHUs (HapuMep, B 3aIUIIICHHOM OT
CBETa MECTE), CPOK XpaHEHUs, pACTBOPUTETN U MPOIETYPHI I Pa3BeACHUS
¥ BOCCTAHOBJICHUS, a TAKXKE, €CJIU TAaKOBBIE MIPEAYCMOTPEHBI, YCTPOHCTBA IS
BBeJeHUs mnpenapata. CrnoHcop JoKeH HWHOOPMUpPOBATH 00 ITHX
TpeOOBAaHMAX BCE BOBJICUCHHBIC CTOPOHBI (HampUMep, MOHHUTOPOB,
UCCIeI0BaTele, MPOBU30POB, JIUI], OTBETCTBEHHBIX 33 XPaHEHUE).

5.13.3. Uccnenyempie mipenapaThl JOJDKHBI OBITh yHaKOBAaHBI Tak,
4TOOBI TIPEJAOTBPATUTh HMX 3arps3HEHHE M OOECIEeYUTh WX COXPAHHOCTH
(IpUTOHOCTD) NMPU TPAHCTIOPTUPOBKE U XPaHEHUH.

5.13.4. lns uccrnenoBaHuii, B KOTOPBIX HCIIOJIB3YETCS CIEMON METO,
CUCTE€Ma KOJIMPOBAaHUSI MCCIEAYEMOTO MpemnapaTa JI0KHA BKIIIOYATh B ceOs
MEXaHH3M, TTO3BOJISIOIIIHIMA B AKCTPEHHBIX CITydasx OBICTPO
UIeHTU(UIIUPOBATh MpernapaT, HO B TO >K€ BpeMs HE JIOMYCKaIOIIH
BO3MO>XHOCTH HE3aMETHO PACKPBITh KOJI.

5.13.5. Ecniu nmekapcTBeHHass ¢dopma HCCIEAyeMOro Tpemapara WiIn
nmpenapara CpaBHEHHs Ha KJIMHUYECKOM dTare W3ydeHus Oblia CYIECTBEHHO
W3MEHCHAa, TO JO HCIOJIb30BaHUs HOBON JIGKAPCTBEHHON (OPMBI B
KIMHUYECKUX HCCIAEAOBAHUSIX JOJDKHBI OBITh IOJIYYEHBI PE3yJIbTaThI
JOTIOJTHUTEIBHBIX UCCIICIOBAaHUN JaHHOM JIEKapCTBEHHON (OpPMBI Mpenapara
(Hampumep, CTaOUJIBHOCTH, pPacTBOPUMOCTH, OMOIOCTYITHOCTH),
HEOOXOJHMMBIC JJII OIIGHKH TOI0, CIIOCOOHBI 1M JaHHBIE HM3MCHCHUS

CYIIIECTBEHHO MOBJIUATH Ha (PapMaKOKUHETUYECKHUI PO UL penapara.
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5.14. TlocTaBka HcCClenyeMbIX IpernapaToB M IpaBuUjia OOpalleHus ¢
HUMU.

5.14.1. Cnoucop OTBEYAET 3a MOCTaBKY HCCIIEIOBATEITIO
(MEIUIIMHCKOMY YUPEKJICHHUIO) UCCIIElyeEMOro mpernapara.

5.14.2. CioHcOp HE IO0JDKEH TOCTaBJIATh MCCIEAyeMbId Tpemapar
uccienoBarelno (MEIUIMHCKOMY YUpPEXIEHUI0) A0 TeX IMOop, IMOKa He
NOJIYYUT BCIO TpeOyeMyro JOKYMEHTaluio (Hampumep, oAoOpeHue
(3axmtouenue) CO (HOK) u ynoiHOMOUYEHHBIX OPraHOB).

5.14 3. [luceMeHHBIE POIEAYPHI CIIOHCOPA JOKHBI BKIIOUATh B ce0s
WHCTPYKITAU JIJIS1 UCCIIeA0BaTeNs (MEIUIIMHCKOTO YIPEKISHUS) 110 MTpaBUiiaM
XpaHEHUs] UCCIEAYEeMOro IMpernapata W OOpallleHus ¢ HHUM, a TaKXke IO
BEJICHUIO  COOTBETCTBYIOIIEH  JoKymMeHTanuu. [lpomeaypsl  JOKHBI
OMMUCHIBAaTh 0€30MacHOE MOJYYEHHUE UCCIIENYEeMOro nmpenapara, oOpaileHue ¢
HUM, €T0 XpaHECHHE U BBIJAdy, U3BATHE HEHCIOJb30BAHHOTO HCCIICTYEMOTO
npemnapara y cyoObeKTOB U BO3BPAT €ro CIOHCOPY (JIMOO MHOE paCoOpsKEHHE
HEHUCII0JIb30BaHHBIM MTPENapaToM, €CIM 3TO CAaHKIIMOHUPOBAHO CIIOHCOPOM U
COOTBETCTBYET MPUMEHUMBIM TPEOOBAHUSM).

5.14.4. CrioHCOp JTOTKEH:

00€CIeunTh CBOEBPEMEHHYIO TIOCTaBKY WCCIEAYEMBIX IIpernapaToB
UCCIIEIOBATEIISIM;

JOKYMEHTHUPOBAaTh TIOCTAaBKH, TMOJy4YE€HHE, BblAady, BO3BpaT W
YHUYTOXKEHHUE (MO0 HHOE paclopsHKEHUE) UCCIEAYEeMbIX IIpernapaTroB
(B COOTBETCTBHH C MOJIpa3iejoM 8 HACTOSAIICTO pa3jea);

MMETh  CHCTEMY  BO3BpaTa  HUCCIEQyeMOro  IMpemapara W
JOKYMEHTUPOBAHUS TOJOOHOTO U3BATUS (HANIPpUMEpP, OT3hIBA OPAaKOBAHHOTO
npernapara, BO3Bpara Ipernapara Mocjie OKOHYaHUSl HCCIEIOBAHUSI WJIU T10

HCTCUYCHHH CPOKa FO,Z[HOCTI/I);
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UMETh CHUCTEMY YHUYTOXEHHS (MO0 HHOTO  PacHOpsKEHUS)
HEHUCIIOJIb30BAHHBIX ~ HMCCIIENYEMbIX TMPENnapaToB W JOKYMEHTHPOBAHUS
MOoJ00HOTO YHUYTOXKEHUS (JINOO MHOTO PaCIOPSIKEHUS ).

5.14.5. CrioHCOp JIOTKEH:

NPUHITH MEPBl MO OOECHEYEHUI0 CTAOWIBHOCTU MCCIEAYEMBbIX
pernapaTroB Ha MPOTSKEHUU BCETO MEPHUO/Ia UCTIONH30BaAHMUS;

UMETh JIOCTAaTOYHOE KOJMYECTBO HCIHOJIb3yEMOTr0 B HCCIEIOBAaHUSIIX
UCCJIEyeMOro Tpernapara, 4ToObl MOATBEPAUTh B ClTydyae HEOOXOAMMOCTH €ro
COOTBETCTBHE chmemuukamusM, a TakKe BECTH y4YeT aHaju30B U
XapakTEepUCTUK O0pa3loB Tmpemapara w3 Tmaptud. B 3aBucuMoctd  OT
CTaOMJIBHOCTU 00pa3ibl JIOMKHBI OBITH COXpPAaHEHbI JIMOO /0 OKOHYAHUS
aHallM3a JAHHBIX IO UCCIEIOBAHUIO, MO0 B TEUEHHE CPOKa, OMPEAEIEHHOTO
IPUMEHUMBIMH TPpeOOBaHUSAMU, UCXOS U3 TOTO, KAKOM TIEpUOT SBIISIETCS Ooee
JUTATETBHBIM.

5.15. JlocTyn K JOKYMEHTAIUU 110 UCCIIEIOBAHUIO.

5.15.1. CrioHCOp MOMKEH TPEAyCMOTPETh B IPOTOKOJIE WM HHOM
COTJIallIeHUH OOsI3aHHOCTh HcclieoBaTess (MEIUIUMHCKOTO YUPEKICHNUS)
o0ecneuYnTh TPSIMOW JOCTYN K TEPBUYHBIM JIAaHHBIM (JOKYMEHTAITUH) JUIsI
1eae MOHUTOpUHTa, ayauTa, skcreptu3bl DCO (HOK), a Takke nncnekuuu
CO CTOPOHBI YTIIOJTHOMOYECHHBIX OPTaHOB.

5.15.2. CrioHCOp J0JDKEeH YOEIUThCS B TOM, YTO KaXKIbIi CyOBEKT aall
NUCbMEHHOE COTJIache Ha TMpsSMOM JOCTyll K €ro OpUTMHAJIbHBIM
MEIUIUHCKUM 3alUCIM JJIS [IEJIed MOHUTOPUHTA, ayauTa, skcneptusbl ICO
(HOK), a Takke MHCTIEKIIMHA CO CTOPOHBI YITOJTHOMOYEHHBIX OPTaHOB.

5.16. Madopmarnms mo 6€30MacHOCTH.

5.16.1. CrioHCOp OTBEYaeT 3a TOCTOSHHYIO OIIGHKY O€30MacHOCTU

HCCIICAYCMBIX IIPCIIapaToB.
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5.16.2. CrioHCOp JOJDKEH HE3aMEIJIUTENIbHO YBEOMUTh BCEX 3aHSITHIX
B HCCIICIOBAaHUN HCCIIeIoBaTeNie (MEIUIIMHCKUE YUPESXKIACHUSA), a TakXKe
YIOJHOMOYECHHBIE OpPTraHbl O TIOJYYCHHBIX JAHHBIX, KOTOPHIE MOTYT
HEOJIAronpusiTHO OTPA3UTHCS HA OE30MaCHOCTU CYOBEKTOB, MOBIMUSATH Ha
MPOBEACHUE HCCIIeOBaHMS MO0 M3MEHUTh ojio0peHue (3akmouenue) ICO
(HOK) Ha npogoinkeHne UcCae0BaHMS.

5.17. Coo01ieHus 0 HeXKeNaTeIbHBIX PEaKIUIX.

5.17.1. CrioHCOp J10KEH B BO3MOXKHO 00J1e€ KOPOTKHUI CPOK COOOIIAThH
BCEM YYACTBYIOIIMM B HCCJIEJAOBAaHUMU UCCIEAOBATENSAIM (MEAUIUMHCKUM
yupexxkaeausim), IOCO (HOK) npu  HeoOXomuMocTh, a  TakxKe
YIIOJTHOMOYEHHBIM OpraHaM 000 BCEX HEXKENaTEJIbHBIX PEeaKIusX, KOTOpbIe
OJTHOBPEMEHHO SIBJISIOTCS] CEPhEe3HBIMU U HETIPEABUICHHBIMH.

5.17.2. Takue cpoduHBIE COOOIICHUS JOJDKHBI COOTBETCTBOBATH
MPUMEHUMBIM TpeOoBaHUsIM U TipuioxeHuto Ne 11 k nactosimum [IpaBunam.

5.17.3. CioHCOp  MOJDKEH  TPEACTaBISATh  Ha  PAacCMOTPEHHE
YIOJTHOMOYEHHBIM OpraHaM BCE HOBBIE JaHHBIC U MEPUOIMUECKHUE OTUYETHI 110
0€30IacCHOCTH MCCJIEAYyeMOTO Tpernapara B COOTBETCTBUU C NMPUMEHUMBIMHU
TpedoBaHussMu U ipuiokeHueM Ne 11 k Hacrosmum [IpaBunam.

5.18. MoHUTOpPHHT.

5.18.1. Ilensb.

[{enbr0 MOHUTOPHHTA UCCIIEIOBAHUS SIBJISIETCS MPOBEPKA TOTO, YTO:

nmpaBa U 0Jaromnoiydue CyobeKTOB 3alUIICHBI;

MPEJCTABIICHHBIC  JIAHHBIC  SBISIIOTCS  TOYHBIMH, IIOJHBIMH H
MOATBEPKIAFOTCS IEPBUIHON TOKYMEHTAIIHEH;

UCCIIEJIOBAHUE MPOBOJIUTCS B COOTBETCTBUM C YTBEPKIACHHOM TEKYIIEH
Bepcuer mpoTokona (mOmpaBOK K HeMy), Hacrosmmx IlpaBuia o

IMPUMCHUMbIMHU TpC6OBaHI/I}IMI/I.
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5.18.2. Be160p MOHUTOPOB M MX KBAJIU(PUKAITHA.

MoHuTOpHI AOMKHBI HA3HAYATHCS CIIOHCOPOM.

MoOHUTOPHI TOKHBI UMETh COOTBETCTBYIOIIYIO MOJATOTOBKY, a TaKKe
00J1a/1aTh HAYYHBIMU U (WJIM) KIIMHUYECKUMU 3HAHUSIMU, HEOOXOIUMBIMU JJISI
MPOBEACHUS HAJICKAIETO MOHUTOPUHTA WccienoBanns. Kpammbukarus
MOHUTOPOB JIOJKHA OBITH MOJTBEPKIAEHA JOKYMEHTAIBHO.

MoHuTOpbl  JOJDKHBI ~ JETalbHO 3HAaTh CBOMCTBA HCCIEIYEMBIX
penaparoB, MPOTOKOJI, MUCBbMEHHYIO (hopMy HHGOPMUPOBAHHOTO COTIIACHS
U BCE JPyTHE MPEIAOCTaBIsIEMbIe CyOBEKTaM HCCIEAOBAaHUS THUCHMEHHBIC
marepuanbl, COIIl cnoncopa, Hacrosmue IlpaBuna u  npuUMEHUMBIE
TpeOOBaHMUS.

5.18.3. O6BeM u coaepkaHne MOHUTOPUHTA.

CrmoHcop  MODKEH  O0eCmeyuTh  HAUIeKAMUA  MOHHUTOPHUHT
uccienoBanuii. CIOHCOP JIOJKEH OIpeIeIuTh HEO0O0XOJAUMbIe 00BEM U
CollepKaHUE MOHUTOPUHTAa UCXOIS W3 IMeJiel, 3a1ad, METOJ0JIOTHH,
CIIO)KHOCTH, MACKHPOBKHM, OObEMa U  OIICHMBAEMbIX  IapaMETPOB
uccienoBanus. [lo oOmemy mpaBuily, € 1LEJbI0O MOHUTOpPUHTA TpeOyercs
MOCENIaTh MCCIEA0BATEIHCKUE IEHTPHI 10 MPOBEICHHS HCCICI0BAHUS, BO
BpEMs €T0 TIPOBEICHHS U TIOCIe ero oKoHYaHus. OTHAKO B HCKITFOYUTEIHHBIX
CllydasiX CIIOHCOP MOJKET peIIUTh, YTO MOHUTOPHHT 0€3 TOCEIICHHS
UCCJIEIOBATEIIbCKUX LIEHTPOB B COYETAHWU C TAaKUMHU MpPOLEIypamH, Kak
TPEHUHT W TMPOBEJICHUE COBEIIAHUI HCCcleqoBaTeNei, MPeaoCTaBIeHHEe UM
MOAPOOHOTO  THUCBMEHHOTO  PYKOBOJICTBA, MOXET TapaHTHPOBAHHO
o0OecreunTh Ha/JIekKaIee MPOBEJACHUE HCCICIOBAHUS B COOTBETCTBHH C
Hactosmumu  [IpaBmimamu. CTaTUCTUYECKH OMpeeisieMble KOHTPOJIbHBIC
BBIOOPKHM MOTYT CIY>KUTh NMPUEMIIEMBIM METOJOM JUIsl 0TOOpa MPOBEPSEMBIX

JaHHBIX.
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5.18.4. O653aHHOCTH MOHUTOPA.

MOHUTOP B COOTBETCTBHM C TpPEOOBAaHUSIMH CIIOHCOpa JOJDKEH
o0OecreunTh HaJJIeXKallee MPOBEICHHE M JIOKYMEHTaJIbHOE odopMmieHue
uccnenoBanusi. C 3TON 1eIbI0 MOHHUTOP NPU HEOOXOJUMOCTU C YUETOM
KOHKPETHOTO HWCCIEAOBAaHUS M HCCIEI0BATEILCKOTO IIEHTPA, BBIMOJTHSICT
CJIeAYIOITUE JEeHCTBUA:

a) BBICTyIIa€T B KauyeCTBE OCHOBHOI'O CBS3YIOIIETO 3BE€HA MEXIY
CIIOHCOPOM U MCCJIEIOBATEIIEM,;

0) yOoexxmaercss B TOM, YTO MCCIEAOBaTedb OO0NagaeT JODKHOU
KBaTU(UKAITUEH 1 BOSMOXKHOCTSIMH JIJIS1 TIPOBEICHUS UCCIICAOBAHUS U OCTACTCS
TaKOBBIM Ha TPOTSHKEHUM BCETO TIEpUO/a UCCIeNOoBaHUS (B COOTBETCTBUM C
nyHkTamu 4.1, 4.2 u 5.6 Hacrosmux [IpaBui), 4To MOMENICHMS, OTBEICHHBIC
JUI TIPOBEJCHUS MCCCIOBaHUs (BKIIIOYas Jrabopatopud M 00OpyIOBaHUE),
a TakkKe IEePCOHA COOTBETCTBYIOT TpEOOBaHUSM K TPOBEICHUIO pPadOT
Oe3omacHO M JIOJDKHBIM  00pa3oM Ha TIPOTSDKEHMHM BCEro  Iepuoja
UCCIIeIOBaHUS,

B) B OTHOIIECHWU HCCIAEAYEMBbIX IMpernapaTtoB MOHHUTOp IIpOBEpsET
cieayoniee:

CPOKH U YCIIOBUS XPAaHECHHS MTPUEMIIEMBI U KOJIMYECTBO JOCTATOYHO JIO
KOHIIA UCCIIEIOBAHNS;

UCCIIeyeMbIe TIperaparhl MOIyYaroT TOJIBKO T€ CYOBEKThI, KOTOPHIM OH
Ha3Ha4eH, B J103aX, YCTAHOBJICHHBIX MTPOTOKOJIOM;

CyOBeKTaM MCCIIEOBAaHUS TPEA0CTABICHB HEOOXOIUMbIE HHCTPYKIIUHU TI0
NPaBUJILHOMY MPUMEHEHUIO MCCIIEAYEMBIX MPEnaparToB, OOPAICHUIO ¢ HUMH,
WX XpaHEHUIO ¥ BO3BpaTy;

MOJTydYeHHe, TPUMEHEHHE U BO3BpaT HCCIEAyEeMbIX IIperapaToB
B HCCJIEAOBATEILCKOM IIEHTPE JOJDKHBIM O0pa3oM KOHTPOJUPYETCS M

oopmIIseTcs TOKYMEHTAIbHO;
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YHUYTOKEHHE HEUCIOIb30BAHHBIX HCCIEIYEMBIX IMpenapaToB JMOO
WHOE PaCHOpsLKEHHE UMU B MCCIEIOBATEIBCKOM IIEHTPE OCYIIECTBISIOTCS
B COOTBETCTBHU C NMPUMEHHMBIMH TPEOOBAHUSMH W TIO COTJIACOBAHUIO CO
CTIOHCOPOM.

) IpOBEPSiIET  COOJIFOJECHUE  HUCCIENIOBATEIEM  YTBEPKIACHHOIO
IPOTOKOJIA M BCEX YTBEPXKIEHHBIX TOMPABOK K HEMY, €CIIHU TaKOBbIE
UMEIOTCH,

1) IPOBEPSIET, UYTOOBI MHUCHBMEHHOE WH(POPMHUPOBAHHOE COTJacue
KaKJ0TO CyOBbeKTa OBIJIO MOTYyYeHO 0 Hadajia ero yJ4acThs B MCCIICIOBAHNH,

€) o0ecrnieunBaeT HaJIMYME Yy UCCIEAOBaTeNs TEKyIIeH peaakiuu
OpoulItopsl  HCCNENOBaTEeNsl, JPYruxX  JOKYMEHTOB M MAaTepUalioB,
HEOOXOAMMBIX JIJISl MPOBEACHUSI HCCIEAOBAaHUS HAJJIeXaluM 00pa3oM U B
COOTBETCTBUU C MPUMEHUMBIMHU TPEOOBAHUSIMU;

) o0ecrnieunBaeT, YTOObI UCCIE0BATENb U €r0 COTPYHUKH, 3aHSTHIE B
WCCJIeI0BaHNH, OBUTH TOCTaTOYHO HH(POPMUPOBAHBI 00 NCCIICIOBAHUH,

3) IPOBEPSIET, UYTOOBI HCCIAEAOBATENb M €r0 COTPYAHUKHU, 3aHSTHIC B
UCCJIE/IOBAaHUM, BBHITIOJHSUIM CBSI3aHHBIE C HCCIEAOBaHUEM OOS3aHHOCTH B
COOTBETCTBMHM C TIPOTOKOJIOM ¥ BCEMHU JPYTUMHU TNHCHbMEHHBIMHU
COTJIAICHUSIMU MEXAY CIOHCOPOM M HCcieaoBaresieM (MEIUIIMHCKUM
yUpexXICHUEM) W HE TepefaBajd  BBINIOJHEHHE CBOMX  (DYHKIHAN
HEYMOJHOMOYEHHBIM JIUIIAM;

1) MPOBEpSAET COOMIOJECHUE HCCIEAOBaTENeM KpUTEpUEB OTOOpa Mpu
BKJTFOUCHUH CyOBEKTOB MCCIICIOBAHMUS,

K) COOOIIAET 0 CKOPOCTU Habopa CyObEKTOB B UCCIIEIOBAHUE;

J) MpoBepsieT  MPABWIBHOCTh, TOJHOTY W  CBOECBPEMEHHOCTH
perucTpallii  JaHHBIX B TMEPBUYHBIX M JPYTUX OTHOCAIIUXCSA K

HCCJICAOBAaHUIO TOKYMCHTAX, a TAKXKE IMOPAJOK BEACHHUA TAKUX TOKYMCHTOB,
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M) IIPOBEPSET, YTOOBI HCCIENOBATENb MPEACTAaBIsI BCe TpeOyembie
OTYEThI, YBEAOMIICHHUS, 3alIPOChl U MOAOOHBIE JOKYMEHTHI U 4YTOOBI TaKue
JOKYMEHThl ~ ObUIM  TIPaBWJIBHBIMH,  IOJHBIMH,  CBOCBPEMECHHBIMH,
pa3OOpUMBBIMH, C  yKa3aHHBIMH  JaTaMHd ®  HWIACHTH(PHUITAPOBAIH
UCCIIEJIOBAHMUE,;

H) MPOBEpSAET MPABWIBHOCTh W MOJHOTY AaHHBIX B UPK, mepBuuHBIX
JOKYMEHTaX M APYrMX OTHOCSIIMXCS K HCCIEAOBAHUIO 3alHUCsIX IyTeM
COTIOCTABJICHUSI WX MEXIy c000il. B 0COOEHHOCTM MOHHUTOP JOJIKEH
MPOBEPATH CIICIYIOIICE:

MPaBUILHOCTH BHECEHUS TPEOYEeMBIX MPOTOKOJIOM HaHHbIX B UPK m ux
COOTBETCTBUE JAaHHBIM MEPBUYHON JTOKYMEHTAIUU;

mo0ble M3MEHEHUsS 103bl M (WIM) Tepamuud YEeTKO JOKYMEHTaIbHO
0(OPMIISIIOTCS JJIsI KOXKJIOTO CyOBEKTa UCCIIEIOBAHUS;

HEXKeJaTelbHbIe SBJICHUS, COMYTCTBYIOIIIEE JIeYeHue u
UHTEPKYppEeHTHBIE 3a00eBanusi peructpupytorcs B UPK B cooTBeTrcTBUU C
IPOTOKOJIOM;

NOPOIYyIIEHHbIE CYOBEKTOM BHU3UTHI, HEMPOBEJICHHbIE aHAIU3bl U
HEBBINOJHEHHBIE 00cIeIoBaHusl ACHO ykazaHbl B PK kak mpomyiieHHBIE,
HEIMPOBE/ICHHBIE U HEBBITIOJIHEHHBIE COOTBETCTBEHHO);

BCE ClIyyau HCKJIIOUYECHUS U BBIOBIBAHUSI CYOBEKTOB U3 HCCIIEIOBAHUS
3aperucTpUpoOBaHbl U 00BsACHEHBI B IPK;

0) COOOIIIaeT rcclienoBaTeNto o JoObIX nonyiieHHbIX B MPK omubkax,
MPONYyCKaX M HEPa30OPUMBBLIX 3amuciaX. MOHUTOP JOJKEH MPOCIEIUTH 3a
TE€M, YTOOBI COOTBETCTBYIOIIUE UCTIPABICHUSA, JOOABICHUS WA UCKIIOUYECHUS
ObUTM CHIeJIaHbl C yKa3aHWEM JaThbl, OOBSICHEHbI (IMPU HEOOXOJUMOCTH) H
NOJAMMCaHbl CaMHUM  HcCclieloBaTteaeM JHOO0  yINOJHOMOYEHHBIM  Ha

noamnucague 3a Hero wisMeHenuilt B HMPK uwinenom wuccinemoBaTenbCKOro
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KOJUUIEKTHBA. JlaHHBIE TOJHOMOYMS JOJDKHBI OBITH JIaHbI B MHCHMEHHOM
dbopme.

1) IpOBEPSIET COOJIIOJICHUE CPOKOB COOOIIEHUS O HEXKeIaTeIbHBIX
SIBJICHUSIX, ONpPEAETCeHHbIX HacTosmuMu [IpaBumamu, mnporokosom, ICO
(HOK), cnoHCcOpOM U MPUMEHUMBIMH TPEOOBAHUSIMU;

p) IPOBEPSIET BEJICHUE HCCIEAOBaTEIeM OCHOBHBIX JOKYMEHTOB (B
COOTBETCTBHUH C TOApa3/eoM 8 HACTOSIIEro pas3jena);

C) cooOIIaeT uccieaoBarelro 00 OTKIOHEHHsX OT mpoTokoia, COII,
HacTtosux [IpaBui U MpUMEHUMBIX TPEOOBaHUM, a TakXKe MPEANPUHUMAET
HEOOXO/IUMbIE JIEUCTBUSI MJI1 MPEIOTBPAIICHUS TMOBTOPEHUS] MOJO00HBIX
OTKJIOHCHUU.

5.18.5. IIporueaypbl MOHUTOPHUHTA.

Monutop nomxen cobmoaats nucbkMenHble COIl cnoncopa, a Takxke
OpONEAYpPHl, CHEIUATBLHO OIPE/IENICHHbIE CIHOHCOPOM JIi MOHUTOpPHUHTA
KOHKPETHOT'O MCCJIEI0BAHUSI.

5.18.6. OTyeT MmoHUTOPA.

[Tocne kax10ro BU3WTA B UCCIEOBATEIBCKUM IIEHTP WJIN CBSI3aHHOTO C
UCCIICIOBAHUEM KOHTAKTa MOHHUTOP [JOJDKEH TMPEACTaBUTh CIOHCOPY
MMHUCbMEHHBIN OTYET.

OTueThl JOJKHBI BKIIIOYATh B Ce0sl 1aTy, HANMEHOBAHUE LIEHTPA, UM
MOHHUTOpPA, UMSI MCCIEAOBATENsl WJIM WHOTO JIMIA, C KOTOPBIM COCTOSUICS
KOHTAKT.

OTueThl NOMKHBI COJIEPKATh KPaTKOE OMUCAHHE OOBEKTOB MPOBEPKH,
COOOIIEHNe MOHUTOPA O CYIIECTBEHHBIX JAaHHBIX ((hakTax), OTKIOHCHHUSIX U
HEJI0CTaTKaX, BBIBOBI, ONMMCAHUE JACUCTBUMN, MPEANPUHATHIX, IAHUPYEMBIX
u (WIu) pPEKOMEHAYEMBIX [iJii OO0ecleueHus COOMIOJICHUS TpeOOBaHUMA

IMPOTOKOJIA, HACTOAIIUX HpaBI/IJ'I " YIIOJIHOMOYCHHBIX OPTaHOB.
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[IpoBepka CHOHCOPOM OTYETa M TMOCIEAYIOIIHUE ICUCTBHUS 1O HEMY
JIOJKHBI ~ OBITH ~ JIOKyMEHTAJILHO  O(QOPMIIGHBI  YIOJTHOMOYECHHBIM
IpeJICTaBUTEIIEM CIIOHCOPA.

5.19. Aynur.

[Ipu mpoBeneHuu ayauTa B TMpeneiax Mep, HamNpaBlIEHHBIX Ha
o0ecreueHne KauecTBa, CIOHCOPHI JOJKHBI YUUTHIBAThH CIICIYIOIIEE.

5.19.1. Ilenn.

[{enbr0 CHOHCOPCKOTO ayauTa, MPOBOJAUMOIO OTAEIHHO U HE3aBUCHUMO
OT PYTUHHBIX (PYHKIIMI 110 MOHUTOPUHTY M KOHTPOJIIO KAuyecCTBa, SIBISICTCS
OLICHKa COOTBETCTBUS MPOBOAMMOro wuccienoBanus mnporokory, COII,
HacTosmuM [IpaBuiiaM ¥ TpUMEHUMBIM TPEOOBaHUSIM.

5.19.2. Beibop u kBanmudukarus ayaaTopos.

Jis  mpoBeleHUs ayAWTa CHOHCOP JOJKeH Ha3HAYuTh  JIHII,
HE3aBUCHUMBIX OT KJIMHUYECKUX HUCCIIEI0BAaHUH.

CrioHcop 00s3aH yJIOCTOBEpUTHCS B TOM, YTO ayJUTOPHI 00JalaroT
JOCTaTOYHOM KBaJIM(UKALUEH, T. €. TTOJATOTOBKOW M OMBITOM, HEOOXOUMBIM
JUTSL TIPOBEJICHUS ayAWTa HajyuiexkanmMm oopasoMm. Kpanmmdukaius aynuropa
J0JKHA OBITh MOATBEPKIEHA IOKYMEHTAIBHO.

5.19.3. Tlponenypsl ayauTa.

CroHcop mOmKeH YOeauThCs B TOM, YTO ayAUT KIMHUYECKUX
UCClieIoBaHUH (ITporpaMM) MPOBOAMTCS B COOTBETCTBUU C MUCHMCHHBIMU
IpoleaypaMu  CIIOHCOpA, ONPEISISIIONMME  O0BEKT —ayJauTa, METOIbI
NPOBEJICHUSI ayaWuTa, YacTOTy MPOBEIACHUS ayIuTOB, a Takxke ¢GopMy U
coJiepKaHUE OTUETOB 00 ayauTe.

[Ipn pa3paboTke CHOHCOPOM IIIaHa ayauTa M MPOUEAYPHl ayAuTa
UCCJICIOBAHUS JTOJDKHBI YYHUTHIBATHCS 3HAYMMOCTH JAHHOTO HCCIICOBAHUS
JUTS TIOJIaYM 3asBOK B YIOJHOMOYEHHBIE OpraHbl, KOJUYECTBO CYyOBEKTOB,

YH9aCTBYOIIUX B HCCICAOBAHUU, TUII U CIOXKHOCTH HCCIICAOBAHNA, CTCIICHD
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pUCKa 17 CyObEKTOB HCCIENIOBAHMS, a TaKXKe JOJKHBI ObITh MPHUHSTHI BO
BHHUMaHUE JIFOObIE BBISABICHHbBIE TPOOJIEMBI.

3amMedaHWsi ¥ BBIBOJIBI ayauTa JOKHBI  OBITH  O(OPMIICHBI
JTIOKyMEHTAIBHO.

JIist  coxpaHeHWsT HE3aBUCHUMOCTH M IIEHHOCTH (YHKIIMU ayauTa
YIOJIHOMOYEHHBIE OpraHbl HE JIOJKHBI B PYTHUHHOM MOPSIIKE 3allpalinBaTh
oTueThl 00 ayauTe. YTOJIHOMOYEHHBIE OpTraHbl MOTYT 3alpaliiBaTh OTYETHI
00 ayauTe, €Clii HWMEIOTCS CBHUJCTEIICTBA CEPHE3HOTO HECOOTBETCTBUS
HactosamuM [IpaBuiiam, wim B ciiydae cyJIeOHbIX pa30UpaTesbCTB.

Ecmm 310 Tpebyercsi COOTBETCTBYIOIIMM  3aKOHOJATEIHCTBOM
rocyJapcTBa-ujieHa CIIOHCOP JOJDKEH TMPEACTaBUTh CBHUJAETEIBCTBO O
IPOBEJCHHOM ayJuTe.

5.20. HecoOmtomenre MpuMEeHUMBIX TPEOOBaHMIA.

5.20.1. Hecobmoaenue nportokona, COIl, mactostmux IlpaBun u (nim)
COOTBETCTBYIOITUX TPUMEHUMBIX TpeboBaHUM HCCIIeI0BaTENIeM
(MEAUIIMHCKUM YUPEXKACHUEM) WIIM COTPYAHUKOM CIIOHCOPA JTOJKHO BECTH K
Oe30TyIaraTe’IbHbIM JEHCTBUSIM CIIOHCOpA, HAINPaBIEHHBIM Ha oOecreyeHue
COOJTIOJICHUS TAaHHBIX TPEOOBAHUM.

5.20.2. [Ipu BBISIBIIEHUH B XOJI€¢ MOHUTOPUHTA WJIU ayIUTa CEPbE3HBIX U
(WJIM) TIOBTOPSIIONIUXCS CIIy4aeB HECOOIOJEHUS MPUMEHUMBIX TpeOOBaHUI
CO CTOPOHBI UccieaAoBaTeNs (MEIUIIMHCKOTO YUPEXKIACHHUS) CIOHCOP JOJIKEH
IpPEeKpaTUTh YydyacTue wuccienoBarens (MEIUIMHCKOTO YUpPEKIEHUs) B
uccienoBannu. Ecnu ydactue nccnenoBatens (MEAUIIMHCKOTO YIPEKICHNS)
MPEKPAIEHO B PE3YJbTAaT€ CEPbE3HBIX U (WJIM) MOBTOPSIOIIMXCS CIIy4aeB
HECOOIIO/ICHUS MIPUMEHUMBIX TpeOOBaHMUIA, CIIOHCOP TOJKEH
0e30TJIaraTeIbHO YBEJIOMUTH 00 3TOM YIIOJTHOMOYEHHBIE OPTraHbl.

5.21. JlocpouHoe mpeKpalieHne uiv NpuoCTaHOBKA UCCIEIOBAHUS.
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Eciu wuccienoBaHue JOCPOYHO TPEKpAIICHO WM TPHUOCTAHOBIICHO,
CIIOHCOp  JOJDKEH  HE3aMEIJUTENbHO  COOOIIUTH  HCCIIENOBATENISIM
(MEIWIIMHCKAM  YYPEXKICHHUSIM) W  yIOJHOMOYEHHBIM  OpTaHaM O
MpPEKpaIIeHUN WK MPUOCTAHOBKE UCCIIEOBAHMS, a TAK)KE YKa3aTh IPUIHHBI
storo. DCO (HOK) Ttakxke pokeH ObITh HEMENJIEHHO HWH(OPMUPOBAH
CIIOHCOPOM  WJIM  HWcchefoBarenieM  (MEAMIIMHCKUM  YUPEKICHUEM )
(B COOTBETCTBHHM C MPUMEHUMBIMH TpeOOBAaHUSIMH), B TOM YHCIE H O
MpUYHHAX MPEKPAIEHUS UM TPUOCTAHOBKH UCCIIEOBAHUS.

5.22. Ot4eTr 0 KIIMHAYECKOM UCCJIEJOBAHNUM.

He3aBucumo oT TOro, OBUIO M MCCIENOBAHHWE 3aBEPIICHO TIO
IIPOTOKOJIy WJIM TPEKPAIICHO JTOCPOYHO, CIIOHCOpP JOJDKEH 00eCreduTh
COCTaBJICHUE U TIPEJICTABIICHUE B YIIOJTHOMOYEHHBIC OPTaHbI (B COOTBETCTBUU
C TNPUMEHHUMBIMH  TpeOoBaHusMH 10  ¢GopMe  TPUBEICHHOW B
npwioxkennn Ne 1l x HacrosmuMm [IpaBmiam) OTYETOB O KIMHUYECKOM
uccienoBaduu. CIIOHCOP TaK)Xe JTOJDKEH 00ECIIEYUTh COOTBETCTBUE OTUETOB
O KJIMHUYECKOM HCCIICIOBAaHUH, BXOJSIIMX B COCTaB PETUCTPAIMOHHOTO
nocbe, TpeOoBaHusAM TpwioxkeHus Nel x IlpaBuimam perucrpanuu
U DKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO TPUMEHEHUS,
YTBEPKIAEMBIX EBPa3UiCKOM 3KOHOMUYECKON KOMUCCHUEM.

5.23. MHOTOIICHTPOBBIC UCCICTOBAHMS.

[Ipy MHOTOLIEHTPOBBIX HMCCIEAOBAHUSX CIOHCOP JIOJDKEH 00eCHeqHTh
ClIeTyroIIee:

5.23.1. Bce wmccaegoBaTend MPOBOIAT HCCIASAOBAHHE B CTPOTrOM
COOTBETCTBHU C MPOTOKOJIOM, COTJACOBAaHHBIM CO CIIOHCOPOM U TIpHU
HEOOXOAMMOCTH C  YIOJTHOMOYEHHBIMH OpraHaMH ®  pPa3pelIeHHBIM
(omo6pennniM) 2CO (HOK).

5.23.2. UPK pa3paborana TakuMm oOpa3oMm, YTOObI coOpaTh BCe

Tpe6y€MBI€ HJaHHBIC M3 BCCX ILCHTPOB, YYACTBYIOINIMX B MHOI'OICHTPOBOM
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UCClIe0oBaHUHU. TeM HccaeaoBaTesiM, KOTOPhIE COOMPAFOT JIOMOJTHUTEIIHHBIC
JaHHBIC, JOJDKHBI OBITh Tak)Ke IPEAOCTaBICHBI AomnojHuTeabHble HPK,
pazpaboTaHHBIC 151 COOpa JOMOIHUTEIBHBIX JaHHBIX.

5.23.3. O0s13aHHOCTH  WCCIIEIOBATENIEH-KOOPAMHATOPOB W APYTHX
UCCIIEIOBATEIICH, a TaKXke MEIUIHUHCKUX OpraHu3alyil JTOKYMEHTAaJIbHO
3aKpETUICHBI JJO Havajia UCCIICI0OBaHMS.

5.23.4. Bcem wuccienoBaTesiM IPEAOCTaBICHbBl HHCTPYKIMU  TIO
COOJIFOACHUIO TIPOTOKOJIA, €IWHBIX CTaHJAPTOB OICHKH KIMHUYCCKUX H
7a00paTOPHBIX JAaHHBIX, a TaKXKe 1Mo 3anojHeHno NPK.

5.23.5. CBs3b MEXy HCCIEAOBATENSIMU HE 3aTPy/IHEHA.

6. IIpoTOKOJI KIMHUYIECKOTO MCCIIEIOBAHMSI
¥ TIOTIPaBKH K TPOTOKOITY

[To obmemy mpaBmity, CoepKaHUe MPOTOKOJIA HCCIEAOBAHMSI TOJDKHO
UMETh YyKa3aHHYI HIKe CTpykTypy. OmHako wHOpMamms, HWMEroas
OTHOIIICHHE TOJBKO K OJHOMY HCCIIEAOBATECIHLCKOMY IEHTPY (MEAUITMHCKOM
OpraHM3aIii), MOXET OBITh TpEJICTaBiICHAa Ha OTICIBHBIX CTPaHUIAX
IPOTOKOJIA WM COACPXKAThCS B OTACITHLHOM COTJIANICHWH, a 4YacTh
NPUBEJICHHON HIDKE WH(POPMAIMM MOXET TaKKe COJEPKAaThCcs B JAPYTHUX
JOKYMEHTaxX, CChUIKM Ha KOTOPBIC HMMEIOTCS B MPOTOKOJe (Hampumep, B
OpoIIope UCcCieI0BaTeNs).

6.1. O6mas nadopmarms.

6.1.1. Ha3zBanue mporokona, WAeHTU(GUKAIIMOHHBIM HOMEp IPOTOKOJIA U
nara w3nanus. JIro0as momnpaBka Takke J0KHA UMETh HOMEP U JIaTy.

6.1.2. HanmenoBanue (amuims) U agpec CoHCOpa U MOHUTOpA (eCiIn
OHM Pa3IUYaOTCs).

6.1.3. ®amMmunu W AOHKHOCTH JIMI], YIOJHOMOYEHHBIX OT HWMEHU

CIIOHCOpa NMMOAIUCBHIBATDL ITPOTOKOJI U ITOIIPABKH K ITPOTOKOJIY.
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6.1.4. ®amunus. 10HKHOCTH, aapec U HoMep TenedoHa Ha3HAYEHHOTO
CTIOHCOPOM MEAMITMHCKOTO IKCIEPTa MO JAHHOMY HCCIIEIOBAHUIO.

6.1.5. ®amMunuun U [OOJDKHOCTH HCCIIEAOBATENEH, OTBEYAIOMIUX 34
IPOBEACHUE WCCIEAOBaHUSA, a TakkKe aapeca W HoMmMepa TelnedOHOB
KIIMHAYECKUX IIEHTPOB.

6.1.6. ®amunusa,  AOMKHOCTH, aapec W HOMep  TenedoHa
KBAJTU(UITMPOBAHHOTO Bpada (B TOM YHCJIE CTOMATOJIOra), OTBEYAIOIIETO 3a
NPUHATHE BCEX pEHICHUH MEAUIMHCKOTO (MM CTOMAaTOJOTHYECKOTO)
XapakTepa B KOHKPETHOM HCCIIeIOBATEILCKOM IIEHTPE (€Cu JaHHOE JIUIIO HE
SIBJISIETCSI UCCIIEOBATEIIEM ).

6.1.7. HaumeHoBaHUs U ajpeca KIMHUYECKUX JIA0OpATOpPU M JIPyTHX
MEAWIIMHCKUX, a TakKKe TEXHUYECKUX CIyKO0 W (WIu) OpraHU3alluy,
BOBJICUYCHHBIX B UCCIIEOBAHUE.

6.2. O60CcHOBaHME UCCIICTOBAHNS.

6.2.1. HammeHoBaHuMe U ONMHMCaHNE UCCIIEAYEMBIX MPETapaToB.

6.2.2. CBogHOE H3JI0OKEHUE TMOTCHIIMAIBHO HWMEIOINX KIMHUYECKYIO
3HAaYUMOCTh  PE3yJIbTaTOB JIOKJIMHUYECKMX UCCICIOBAaHUN, a TaKxKe
pe3yIbTaTOB KIWHWYECKUX HCCIICNOBAHHWM, 3HAYUMBIX IS JIAHHOTO
WCCJICTIOBaHUSI.

6.2.3. Kpatkoe ommcanue W3BECTHBIX W TOTEHIIMATLHBIX PHUCKOB U
MIOJIB3BI U1 CyOBEKTOB HMCCiIeI0BaHus (TIPU HAJTMYUHN).

6.2.4. Onucanne u 0OOCHOBaHHE CMOco0a BBEICHUS, JTO3HPOBKH,
pexuMa JO3UPOBAHUS U Kypca JICUCHHUSI.

6.2.5. Yka3aHue Ha TO, 4TO JJaHHOE KJIMHUYIECKOE MCCIIeIOBaHUE OyIeT
IIPOBOJIUTHCSI B COOTBETCTBHUU C IMPOTOKOJIOM, HacTosmmumu [IpaBumamu u
IPUMEHUMBIMU TPEOOBaHUSMHU.

6.2.6. Onucanue ucciaeayeMon MonyJsiud CyObEeKTOB UCCIICIOBAHMUS.
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6.2.7. CchutkH Ha TUTEpaTypHbIE HICTOYHUKH U JIAaHHBIE, CYIIICCTBCHHBIC
JUISE WUCCIENAOBAHMUS W TPEACTABISIONIME €000 OOOCHOBAaHUE JAHHOTO
WCCJICTIOBaHUSI.

6.3. Llenu u 3aga4uu MCClIeOBAHMUS.

JletanpHOE ONUCAHUE LIEJIEN U 33144 UCCIIEIOBAHUS.

6.4. JIuzaiin ucciieJoBaHus.

Hayunas  0OOCHOBaHHOCTh  HCCIEAOBaHHMSI W JIOCTOBEPHOCTH
MOJIYYCHHBIX B HMCCIICIOBAHWM JAHHBIX CYIIECTBEHHO 3aBHUCAT OT aM3aiiHa
uccnenoBanusi. Onucanue au3aiiHa UCCIEIOBAHUS JIOJKHO BKIIIOUATh B CEOsI
CIIeTyIOIIIee.

6.4.1. Yka3zaHue OCHOBHBIX U JOMNOJHUTEIBHBIX (MIpU HAJTUYUHN)
UCCIIETyeMbIX  IapaMeTpoOB, KOTOpble OyAyT OILIGHUBAThCI B  XOJE
WCCJICTIOBaHUSI.

6.4.2. Onucanrie THna (IM3aifiHa) MPOBOJUMOIO  HCCIICIOBAHUS
(HampuMep, JBOMHOE cClienoe, IUIaned0-KOHTPOIUPYyEMOe, MmapauieibHOe) U
cXeMaTu4yeckoe M300pakeHHe au3aiiHa WCCIEeOBAHUS, MPOIEAYpP W ITAIOB
UCCIICIOBAHUSI.

6.4.3. Oncanue Mep, HaNPaBJIICHHBIX HA MUHUMHU3AIHIO (MCKITFOUCHHE)
CyOBEKTUBHOCTH, B TOM YHCJIE:

paHIOMU3AIINH;

clrernoro MetTojia (MaCKUPOBKH).

6.4.4. Oncanre UCIOIB3yEeMOTO B MCCIICIOBAaHUY JICUEHUS, TO3UPOBKU
U CXEMbl TPUMCHEHHS UCCIECIyeMBbIX TpernmapaToB (BKIOYaeT B ceOs
OTMCaHMUE JICKAPCTBEHHON (HOPMBI, YIAKOBKH M MApPKHUPOBKH HCCIIETYEMBIX
IIpEIapaToB).

6.4.5. OxxugaeMasi TPOJOIKUTEIBHOCTh y4acTHs CyOBEKTOB B

HCCIICAOBAHNHU, OIMMCAHUC ITOCIICAOBATCIILHOCTH U IIPOAOJDKUTCIbHOCTU BCEX
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NEPUOJIOB MCCIIEIOBAHUS, BKJIOUas MEPHOJI TMOCIEAYIOIMIEro HaOII0AeHus,
€CJIM TAKOBOU MPETyCMOTPEH.

6.4.6. Onucanme TpaBWJI OCTAHOBKUA WJIA KPUTEPUEB HMCKITIOYCHUS IS
OT/AETbHBIX CYOBEKTOB, YACTEHN NCCIEIOBAHNS WM UCCIIEAOBAHUS B IIEJIOM.

6.4.7. Ilpoueaypsl yuera ucciaeayeMbIX MpenapaToB, BKIIOYas mianedo
Y MpenapaThl CpaBHEHUS (TIPY HATUYHH).

6.4.8. XpaHneHue paHIOMU3AIIMOHHBIX KOJIOB JICUEHHUS U TIPOLIEAYPHI UX
PaCKpBITHS.

6.4.9. [lepedyeHsr Bcex AaHHBIX, PETHCTPUPYEMBIX HEMOCPEACTBEHHO B
HPK (1. e. 6e3 mpenBapuTEeIbHON 3alTUCH B MIUCHbMEHHOM WJIM DJIEKTPOHHOM
BUJIE) U pacCMaTPUBAEMBbIX B KAUECTBE MEPBUYHBIX JTAHHBIX.

6.5. OT60p U UCKITIOYEHUE CYOBEKTOB

6.5.1. Kpurepuu BrIrOYeHUST CyOBEKTOB.

6.5.2. Kpurepuu HeBKIIIOUEHUS CYOBEKTOB.

6.5.3. Kpurepun wuckmodeHuss cyObekToB (T. €. OCHOBaHUSA
NpeKpaIIeHNuss TNPUMEHECHUS HCCIIeIyeMOoro Tmpernapara (HMCCIIeayeMoro
JICUEHHMS)), a TAKXKE MPOIICTYPhI, OTPEACIAIOIIHE:

a) Korga M Kak CyOBCKTOB HWCKIIIOYaTh W3 HCCICAOBAHUS (JICUCHHUS)
UCCJIETyEeMBIM IIpernapaTom,

0) Kakue JaHHbIE U B KAKHWE CPOKHM JOJDKHBI OBITH COOpaHbl MO
UCKJIFOUCHHBIM TMallMEHTA,;

B) IIpolielypa 3aMeHbl CyOBEKTOB, €CIIA 3TO MPEyCMOTPEHO;

) moclielyoniee HaOMJeHUE 3a CyObeKTaMU  HCCIEAOBaHUS,
UCKJTIOYCHHBIMA W3 JICUCHUS HCCIICAYEMBbIM IpenaparoM (HMcciaeayeMbIM
JICUYCHUEM).

6.6. JleueHue cyOBEKTOB UCCIEOBAHMS.

6.6.1. OcymiecTBisieMoe Jie4eHHE, BKJIOYAash HAMMEHOBAHHUS BCEX

IpernaparoB, WX JO3UPOBKHU, YaCTOTy INpHema, MyTH (CIIOCOOBI BBEICHHS),
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a TakkKe MPOJOKUTEILHOCTh JICYCHHS, B TOM UHCJIE MEPHOJIbI
MOCIIEAYIOMIET0 HAOTIOESHUS JUTsl KaXKI0W TPYMIbl CyOBEeKTOB (10 Tpyniam
JICYCHHUST HCCIEAyeMBIM IIpenapaToM, TpyHIaM HCCIeIyeMOTO JIeUeHN I,
rpymnmnam UCCleI0BaHus).

6.6.2. JlekapcTBeHHBIC TIpenapaThl (BHIbI Tepanuu), NPUMEHEHUE
KOTOPBIX pa3perieHo (BKIOYas HEOTIOKHYIO TEparuio) WIH HE pa3perieHo
70 1 (W) BO BpeMs TPOBEICHUS UCCIICTOBAHUS.

6.6.3. MeTtoapl KOHTpOIS 3a COOMIOJEHUEM MpoILenyp CyObeKTaMu
WCCJICTIOBaHUSI.

6.7. Onenka 3(ppeKTUBHOCTH.

6.7.1. Ilepeuens mapameTpoB 3 (PEKTUBHOCTH.

6.7.2. MeToabl U CPOKHU TIPOBEJICHUSI OIICHKH, PETUCTPALIUUA U aHAJIN3a
napaMeTpoB 3P(HEeKTUBHOCTH.

6.8. OueHka 0e30MacHOCTH.

6.8.1. [lepeyensr mapameTpoB OE30MACHOCTH.

6.8.2. MeToabl U CPOKHU TIPOBEJICHUS OIICHKH, PETUCTPALIMUA U aHAIN3a
napaMeTpoB 6€30MaCHOCTH.

6.8.3. TpeboBanusi K oOT4YeTaM, NPOUEAYPHl MO PETHCTPANNH U
COOOIICHUSIM O  HEXKENIATEeNbHBIX  SBICHUSIX W  HMHTEPKYPPEHTHBIX
3a00J1€BaHUSIX.

6.8.4. MeTon M TPOAOIDKUTEIBHOCTh HAOJIONCHHUS 3a CyObhEKTaMu
UCCJICIOBAHUS TIOCIIE BOBHUKHOBEHUS HEXKEIATEeIbHBIX SBJICHUH.

6.9. CraTucTHyecKkre aceKThl KIMHUIECKOTO UCCIIEOBAHUS.

6.9.1. Onucanne CTaTHCTHYECKUX METOAOB, KOTOPHIC IPEANOIaraeTcs
WCTIOJIB30BaTh, BKJIIOYAst CPOKH TPOBEICHUS KAXKIOTO IUIAHUPYEMOTO
POMEXYTOYHOTO aHAIIN3A.

6.9.2. [Inanupyemoe KoiM4ecTBO CyOBekTOB. B ciydyae mpoBeaeHus

MHOT'OLICHTPOBLIX HCCJICIOBAHUN J1IOJKHO OBITH OIIPCACIICHO IINTAHUPYEMOC
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KOJTMYECTBO CYOBEKTOB B KaKJI0M IleHTpe. OO0CHOBaHWE pa3Mepa BHIOOPKH,
BKJIFOYAs IMOSCHEHHS WUIM BBIYUCIICHHS 11 OOOCHOBAaHUS CTAaTUCTHYECKOU
MOTITHOCTH UCCIIEOBAHUS U KIMHUYECKON 000CHOBAaHHOCTH MCCIICIOBAHMSL.

6.9.3. [IpuMeHsieMbIif YpPOBEHb 3HAUNMOCTH.

6.9.4. Kputepun npekparieHus HCCIeI0BaHUs.

6.9.5. [Iporenypsl ydera OTCYTCTBYIOIIMX, HE MOICKANINX aHAIN3Y U
banbcupUIUPOBAHHBIX TAHHBIX.

6.9.6. [Ipontenypsl  cooOmieHnst O  JIOOBIX  OTKJIOHEHHSX  OT
NMEePBOHAYAIIBHOTO  CTaTUCTUYECKOTO  IUlaHa (BCe  OTKJIOHEHHS  OT
MIEPBOHAYAILHOTO CTATHCTHYECKOTO IIIaHA JOJDKHBI OBITh OIHCAaHBI H
000OCHOBaHBI B TPOTOKOJAE U (WIM) 3aKIIOYUTEIBHOM OTYeTe 00
HCCJICJIOBAaHMN ).

6.9.7. Ot60op  cyOwBekTOB  JuIsi  aHanu3a  (HampwMmep, — BCe
PaHIOMHU3UPOBAHHBIE CYOBEKTHI, BCE CYOBEKTHI, MOTYUUBIIHE XOTS ObI OTHY
703y HCCIEIyeMOTO Tpemapara, BC€ CyOBEKThI, COOTBETCTBYIOIINE
KPUTEPHUSIM 0TOOpa, CYyOBEKTHI, JAaHHBIC KOTOPBIX IMTPUTOIHBI JIJIST OTICHKH).

6.10. ITpsiMoii JOCTYI K ICPBUYHBIM JaHHBIM (JIOKYMEHTAIHH).

CrmoHcOp JOMMKEH TMPEAyCMOTPETh B MPOTOKOJE WIW HWHOM
IMUCHMEHHOM COTJIAIICHUN O0S3aHHOCTh HCCIeAoBaTeNei (opranu3amuii) He
IPEMSITCTBOBATH MPSAMOMY JOCTYIY K IEPBUYHBIM JaHHBIM (JOKYMEHTAIIUN)
JUISL TIPOBEJEHUS CBS3aHHBIX C MCCIICIOBAaHNEM MOHHUTOPHHTA, ayJIHTa,
TUYECKOHN IKCIIEPTHU3BI, a TAKKE HHCIICKIIMA CO CTOPOHBI YIIOJITHOMOYEHHBIX
OpTraHOB.

6.11. KorTpoas KauecTBa 1 00€CTICUCHHE Ka4eCTBA.

6.12. DTHYecKne acTIeKTHhl.

OrnrcaHne STUYECKHUX acIeKTOB MCCIICIOBAHUS.

6.13. PaboTa ¢ 1aHHBIMH U BEIECHUE 3AITUCEN.

6.14. duHaHCUpOBaHWE U CTPAXOBAHHE.
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DUHAHCUPOBAHUE U CTPAXOBaHHE, €CJIM OHU HE ONHUCAHBI B OTACIHLHOM
JIOTOBOpE.

6.15. [TyOnukanuu pe3yapbTaTOB KIMHUYECKOTO HCCIICTOBAHUS.

[TonuTka B OTHOIIEHUM NyOJUKAIMA, €CIM OHA HE OIMCaHa B
OTJIETTLHOM JOTOBOPE.

6.16. IIpunoxxeHus: K MPOTOKOJY .
7. bporrtopa uccieaoBaTens

7.1. Beenenue.

Bpomtopa uccnenosarens (nanee — bM) npencrapiser coOoi cBogHOE
V3JIOKCHUE KIMHUYECKUX W JOKIMHAYECKUX JAHHBIX II0 HCCIETyEMOMY
rpenapary, KOTopble UMEIOT 3HAUE€HUE ISl €10 U3YUYEHUS C YYACTHEM YEJIOBEKA
B KadecTBe cyObekra wuccienoBanus. Hasnauennem BU  sBisgercs
MPENOCTABICHUE WCCIEAOBATENIM W JIPYTMM JIMI[AM, BOBJICYCHHBIM B
MPOBEJICHUE UCCIEOBaHUS, HH(POpPMAIIMK, TOMOTaloNIel MOHUMAHUIO U
COOJIFOJIEHUIO MHOTHX CYIIIE€CTBEHHBIX MOJOKEHHUM MPOTOKOJIA, TAKUX KaK 71034,
yacTora (IEPHOIUYHOCTD) JI03, CIIOCOOBI BBEICHHS, a TaKXe IPOICIYPhI
MOHHUTOpUHTAa Oe3omacHoctd. bBM  Takke obecrieurBaeT MOHUMAaHHE,
CHOCOOCTBYIOIIEE KIMHUYECKOMY BEJCHUIO CYObEKTOB UCCIIECOBAaHUS B
TEUEHHUE Kypca KIMHUYECKOro wuccienoBanus. MHdopmarust gomkHa OBITh
MpeJCTaBIeHa B KParkoW, MPOCTOM, OOBEKTMBHOM W JIMIIIEHHOW PEKJIAMHOTO
OTTeHKa (opMme, TMO3BOJISIONMICH  KIMHHUIMCTY WM  HOTEHIMAIbHOMY
HCCIIEZIOBATEIIO MOHATH €€ U CPOPMHUPOBATH CBOIO COOCTBEHHYIO OOBbEKTUBHYIO
OLICHKY  II€JIECOOOpPa3HOCTA MPEIaraéMoro  HMCCJIEIOBAaHUS HUCXOAS U3
COOTHOIIIEHUsI ToNb3a-puck. [lo »Tolt mpuumHe B cocraBienun bW oObuHO
JIOJDKEH TPUHUMATh Y4acTHE MEOULMHCKUM DKCHEepT, HO couepxkanue bU
JIOJKHO OBITH OI00pEHO CHelMaTucTaMHu TeX o0JjacTei, rje ObUIM MOTy4YeHbI

OITNCBIBACMBbIC JTaHHBIC.
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Hacrosimmue ~ [lpaBuiia  ompenensitor  MUHUMAJIbHBIE ~ 00beM
uH(dopMaly, KoTopas A0JbkHa ObITh BKItoueHa B BU, u gaet pexomenganuu
0 CTPYKType Wu3JIOKEHUsI naHHOM wuHdopmaruu. [Ipenmnonaraercs, 4To
Xapakrep W o00beM JOCTynHOW wuHboOpManuu OyIyT HU3MEHAThCA B
3aBUCUMOCTM OT CTaJuM pa3pabOTKH HCCiIeayeMoro mnpemnaparta. Eciun
UCCJIEyEeMbI  MpenapaT HaxOAWTCS HAa pPbIHKE ©  OOJBUIMHCTBY
NPaKTUKYIOIIMX Bpaueld XOpOIIO H3BECTHBI €ro (apMakoJIOru4yecKkue
corictea, bBU moxer ObiThb MeHee moapoOHOU. C  pazpenieHus
YIOJIHOMOYEHHBIX OpraHoB BmecTo bW MoryT OBITh UCHOJIB30BaHbI
MaTepHuabl, COJEp Kallhie OCHOBHYIO MH(OpPMaLMIO O Mpernapare, JMCTOK-
BKJIAJIBII WJIA UHPOPMALIUS HA ITUKETKE TIPHU YCIOBUHU, YTO alIbTE€PHATUBHBIN
BApUAHT  COJIEPKUT  AKTYallbHYIO, BCECTOPOHHIOIO M  MOAPOOHYIO
uHpopMalMio 000 BCEX XapaKTEPUCTHKAaX MCCIEIyEeMOro Ipemnapara,
KOTOpbIE MOTYT OBITh BaXKHBI sl ucciefoBarens. Ecnu Haxongmwuiicss B
CBOOOJIHOM NIpOJa)xe JICKAPCTBEHHBIN Ipenapar HCCIENYyeTCs Ha MpeaMeET
HOBOTO TMpUMEHeHus (T. €. MO0 HOBOMY IoKazaHuto), B pomxHa ObBITH
COCTaBJICHAa C y4yeToM HoBoro npumeHeHusi. bBU ciexyer mepecmarpuBath u
UCHIpaBJISITh HEe pexe 1 pasa B rog v mpu HEOOXOJUMOCTH JIONOIHSATH B
COOTBETCTBUU CO CTaHJApPTHBIMHU MpoleaypamMmu crnoHcopa. BU moxer
NepecCMaTPUBATHCS Yallle B 3aBUCUMOCTH OT CTaJuu pa3paOOTKU Ipernapara u
M0 Mepe TOCTYIUIeHUs HOBOM 3HauuMou wuHpopmanuu. OpgHako
B COOTBETCTBMU C TMPUHIMIAMHU HaAJeXallell KIMHUYECKONW NpPaKTUKOU
HOBasi MH(pOpPMAIUST MOXKET OBITh HACTOJIBKO BaXKHA, YTO €€ HEOOXOJAUMO
cooOIUTh HccaeaoBaTeasiM U npu Heooxoaumoctu DCO (HOK) u (wnm)
YIOJTHOMOYEHHBIM OpraHam Jio €€ BKIIIOUEHUsI B HOBYIO pefakiuo bU.

Kak mpaBusio, CrioHCOp OTBEYAET 3a MPEAOCTABICHUE HCCIIEI0OBATEINSAM
akTyanbHOUM penakuuu BU, a uccienoBarenu oTBEUYAlOT 3a MPEIOCTABICHUE

aktyanbHOU penakiuu bU cootBercTByromemy 3CO (HOK).
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Ecnu crioHCOpOM mccnenoBaHus SIBISIETCS UCCIIENOBATENb, OH JOJKEH
paccMaTpuBaTh BO3MOXKHOCTH TIOJYYEHHUS OpOIIIOPHl OT HW3TOTOBUTEIS
npenapara. Eciu uccneayeMbli  mpemapaT  MPEOCTaBISIETCS  CaMUM
CIIOHCOPOM-UCCJIEIOBATENEM, OH  JIOJDKEH  JIOBECTH  HEOOXOJUMYIO
MH(pOpMaIMIO 10 CBEICHUS 3aHSATOrO0 B MCCIEAOBAaHMM mepcoHana. B Tex
ClIyyasgxXx KoOrja cocTaBlieHHME TpaauuuoHHod bBHW  HeocymiecTBuMO,
B KAayeCTBE aJbTEPHATHBBI CIOHCOP-HCCIEAOBATENb JOJKEH BKIIOYUTH
B IIPOTOKOJI MCCIEIOBAHUSI Pa3flei, BKIIOUYAONIUNA MOAPOOHO H3JI0KEHHBIE
JaHHbIC, COJIEpKAllli€ MUHUMAJIbHBIN 00beM Tekylled uHdopMalmy,
npeaycMaTpuBaemMble HacTosmumu [lpaBunamu.

7.2. O01me mMoJIOKEHU.

bW nomxua BKITrFOUaTh B CE0S:

7.2.1. TuTynbHBIN JHCT.

JloJbkHBI OBITH yKa3aHbl HAUMEHOBAHHWE CIIOHCOPA, UICHTU(UKATOPHI
KaXJIOTO HUCCIIelyeMOoro mnpemnapara (T. €. HOMEP UCCIIeI0BaHUsA, XUMUYECKOE
VI YTBEPKIACHHOE HEMATCHTOBAHHOE HA3BAHUE, a TaKXKE€ TOProBOE
HAaUMEHOBAaHHWE, €CIM  3TO  HE  MPOTUBOPEYUT  JIEUCTBYIOLIEMY
3aKOHOJIATENIbCTBY M 10 KEJAHUIO CIOHCOpa) W Jjara penakinuu bU.
Pexomenayercs ykaspiBaTh HOMEp Bepcun bUM, a Takke HOMEp U HaTry
npenpiaymen pegakuuu bU.

7.2.2. YkazaHue Ha KOHPUIECHIIUATBHOCTb.

[lo xenaHWIO CIOHCOp MOXKET BKIHOUYUTh B bH yBenomieHue
uccienoBaTeel (rmoxydarenei) o TOM, YTO OHH JIOJDKHBI paccMarpuBath b
KaK KOH(pUACHIUATbHBIA JOKYMEHT, MPEeIHA3HAYCHHBIN UCKIIOUUTEIIBHO IS

O3HAKOMJICHHUA MW HMCIIOJIB30BaHUA HCCICAOBATCIBCKUM KOJUICKTHBOM H

5CO (HDK).
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7.3. Coneprxanue OpOITIOPHI UCCIEA0BATEIIS.

B nomwkHa uUMeTh clenyrouiue pasleibl, KaXAbld U3 KOTOpBIX (TAe
NPUMEHUMO) CJEIYET COIMPOBOXKIATH IMEPEUYHEM CCHUIOK Ha JIUTEPATypPHBIC
VCTOYHUKU:

7.3.1. Ornasnenwue.

7.3.2. KpaTtkuit 0630p.

JlomxHO OBITH TPENICTABICHO KpaTKoe pe3tomMe (KelaTesibHO He
NpEBbIIAIONIEE 2 CTpaHUIl) JOCTynHOM wuHbopManuu o (U3NUYECKUX,
XUMHUUYECKUX, (dhapMaileBTUUECKUX, (hapMaKkoJIOTrnYeCcKux,
TOKCUKOJIOTUYECKUX, (DApMAKOKMHETUUECKUX, META0OJIMYECKUX CBOMCTBAX,
uHOpMaAllMd O KIMHUYECKOM MPUMEHEHHH, COOTBETCTBYIOIIECH TEKyIllen
CTaJIM KJIMHUYECKON pa3pabOTKU UCCIIeayeMOro mpemnapara.

7.3.3. Beenenue.

B kparkoM BBOJHOM pa3zjene JOKHBI OBITh yKa3aHbl XUMHUYECKOE
Ha3BaHHE (@ TaK)K€ HEMATeHTOBAHHOE M TOPTrOBOE€ HAMMEHOBAHUS, €CIIH
npenapar 3aperucTpUpOBaH) MCCIENYEeMOro Mpernapara, BCE€ aKTHUBHbBIC
UHTPEIUEHTHI, (apMakojoruyeckass rpynmna, K KOTOpPOH OTHOCUTCA
UCCIIEyEMbIN TIpenapar, U MECTO, Ha KOTOPO€ OH B HEW MpEeTeHAYeT
(HampuMep, MNPEeUMyIlecTBa), OOOCHOBAHUE JII HM3YUYEHUSI HUCCIEIYyEMOTO
npernapara, a TakKe ero 0XujaeMmbie TpoPUIAKTUIECKUE, TEPATIEBTUUECKUE
WIN JTUarHoctTudeckue nokaszanus. KpoMme Toro, B BBOIHOM pazzelie JOJIKEH
ObITH chopMyIHPOBaH OOIIMI MOJXO0/T K OLIEHKE MCCIIeIyeMOro npemnapara.

7.3.4. Ouzndeckue, XUMUYeCKre W (apMaleBTHYECKHE CBOWCTBA U
JekapcTBeHHas (hopMa

JIoJKHBL OBITH MPEACTaBIEHBI ONMMCAHUE KOMIIOHEHTOB UCCJIEIYyEMOTO
npenapara (BKJItouasi XUMUYECKUEe U (MJIH) CTPYKTYpHbIE (DOPMYIIbI), a TaKKe
KpaTkasi CIpaBKa O €ro OCHOBHBIX (PU3NYECKUX, XUMHUYECKUX U

(dhapmManeBTUUECKUX CBOMCTBAX.
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Jliist obecnieueHust aJIeKBaTHBIX Mep O€30MMaCHOCTH B XOJIE MCCIICIOBAHMUS
JTOKeH OBITh yKa3aH © TpU  HEOOXOAMMOCTH OOOCHOBAaH  COCTaB
JICKapCTBCHHON (POPMBI, BKITIOUAs JOITOJIHUTSIbHBIC BEIIECTBA. TaKkkKe TOIKHBI
OBITh TPEAOCTABICHHl WHCTPYKIMW 10 XPAaHEHWI0 W HCIOJIH30BAHUIO
JIEKapPCTBEHHBIX (POPM.

Cnenyer yNnoMsSHYTh JIHO0O€ CTPYKTYPHOE CXOJICTBO C JPYTUMU
U3BECTHBIMH COCIMHEHUSIMHU.

7.3.5. JIOKIIMHUYECKHE MCCACIOBAHUS.

BBenenue.

JIOMKHBI OBITH TPEACTaBICHBI B KpaTKoW (opme pe3ysbTaThl BCEX
CYIIECTBEHHBIX  JOKJIMHUYECKUX  HMCCIEAOBAHMM  (papMaKoJIOTHYECKUX
CBOMCTB, TOKCUYHOCTH, (hapMaKOKMHETUKH W MeTaboJu3Ma HCCIETyEeMOT0
npenapata.  JlookHBI  OBITH  ONMHMCAHBI  HMCIHOJB30BAaHHBIE  METOJIHI,
IIPEACTABIICHBI TIOJYICHHBIC PE3YJIBTATHI, a TAKKE UX OOCYKIEHNE B CBSI3H C
UCCJICTYEMbIMUA TEPANeBTHUYECKUMHU W BO3MOXKHBIMH HEOJIAronpUsTHBIMU
WJIU HeTIpeBUACHHBIMU d(PdeKkTaMu y ueoBeka. B 3aBUCUMOCTH OT HAJIUUUSI
(moctymHoCTH) HH(OPMAIIMK YKa3bIBa€TCS CACAYIONICE:

HCIIOJIb30BaHHBIC B MCCIICAOBAHUSIX BUIBI JKUBOTHBIX;

KOJMYECTBO U TOJI YKUBOTHBIX B KXKIOU TPYIIIIE;

€IMHMIIBI U3MEPEHUS 10351 (HapruMep, MIJLITUTPaMM/KIIIOrpaMM (MI/KT)).

KPaTHOCTh BBEJICHUS,

yTh BBEJCHUS;

JUTMTEIIbHOCTh Kypca BBEICHHUS,

nH(opMaIrs, OTHOCSIIASICS K CHCTEMHOMY pacipeIesIeHHIO,

MIPOJIOJKUTEIILHOCTD TIOCIICTYIONIEr0o HAOMIOACHUS TOCIe OKOHYAHMS
BBEJICHUS Mpenapara,

PEe3YJIbTAThI, BKIIOUAsl PACKPHITHE CIAETYIONINUX ACTIEKTOB:

XapakTepa U 4acToThl (PApMaKOJIOrMYECKUX MIIA TOKCHUECKUX AP PEKTOB;
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BBIPAKEHHOCTU WJIM CTEMEHU TSKECTH (PapMaKOIOTUYECKUX WU
TOKCHUYECKHX d(PHEKTOB;

710303aBUCUMOCTH (D PEKTOB;

BPEMEHU J0 HACTYyIUIeHUs 3(PPEKTOB;

obpatumocTu 3(hPEeKTOB;

IPOIOTIKUTETLHOCTH 3P (HEKTOB.

Jlnss  Oonbllleld HADISIIHOCTA — JIAaHHBIE  CJEAYeT IO BO3MOXHOCTH
NpENCTaBIATh B BHje Tabmur (nmepeuneid). Ilocnemyromme pa3nenbl JOIDKHBI
coliepKaTh OOCYXKJIE€HHE HauOOJee BAXKHBIX PE3YJABTATOB UCCIICAOBAHUM,
BKJIIOUAsl J0303aBUCUMOCTh HaOMOMaeMbIx 3(PQPEKTOB, WX SKCTPAIOALUI0 Ha
YeJiOBEKa, a TAaKKe JI0Oble HMHBIE AaCHEKThl, TPEOYIOIIUE HCCIENOBAHUSA Y
yenoBeka. [Ipy HeoOXomMMOCTH, JIOMKHO OBITh TPOBEIEHO CpaBHEHHE
pe3ynbTaToB uccienoBanus 3((EKTUBHBIX U HETOKCUYECKUX JI03 Tperapara Ha
KUBOTHBIX OJIHOTO M TOro ke BuAa (T. € HEoOXOAMMO OMNpEACIUTh
TepaneBTHUeckuii uHaekc). Ciemyer yka3arb, Kak 3TH JAHHbIE COOTHOCATCS C
JIO3UPOBKAaMHU, TpeiaraéMbIMU JIJIs1 IPUMEHEHHsI y deioBeka. Bo Becex cirydasix
0 BO3MOXHOCTH TP TMPOBEJACHUU CpPaBHEHUN PEKOMEHIYeTCs YyKa3bIBaTb
KOHIICHTpAIMK Tpernapara B KpoBH (TKaHM), a HE JO3UPOBKH, BBIPAKCHHBIC B
MT/KT.

a) Jloknuauueckas papmMakoaorusi.

JlanHblil pasfgen JOJDKeH BKIIOYAThL B ce0s KpaTKOe OIMCaHue
(dhapMakoJIOTUYECKUX CBOMCTB MCCIIEyEMOTO Mpenapara U 1o BO3MOKHOCTH
€ro OCHOBHBIX METAa0OJIUTOB MO pe3ysibTaTaM HCCIEAOBAHUM Ha >KMBOTHBIX.
Kparkoe omnmcaHue IOMKHO BKJIIOYATh B CEOSl MCCIEOBAHUSI MO OIIEHKE
BO3MOXHOM TEpaneBTUYECKOW aKTUBHOCTH (Hampumep, 3PEeKTUBHOCTH MpH
HKCIIEPUMEHTAIbHON TATOJOTUH, JIMTaHA-PELENTOPHOE B3aUMOJICUCTBUE U
cnenuUUHOCTh,  JIEWCTBUS), a TakKe HCCIENOBaHUS TI0  OLICHKE

0e30IMacHOCTH (HaanMep, CIICHHUAJIBHBIC UCCIICAOBAHUA IJIAA U3YUYCHHUA UHBIX
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dbapmakonoruueckux  3PGeKToB, HE  HUMEIOUIMX  TeparneBTUYECKON
HaIpPaBJICHHOCTH).

0) ®apmakoKMHETHKA U META0OJIU3M TIpenapara y KUBOTHBIX.

JlaHHBIM pa3zen JO0KEH BKIOYaTh B Ce0S KpaTKOE OIMCaHUE
(bapMakOKMHETUKH, METa0oJM3Ma ¢ PACIPENICNICHUS  UCCIETyEMOTO
npernapara B TKaHSIX >KMBOTHBIX BCEX BHUIOB, HAa KOTOPBIX IMPOBOJUIIUCH
uccienoBanus. JlomkHbI OBITH OCBEIIEHBI BCAaChIBAHME, MeECTHas U
CUCTEMHass OMOOCTYITHOCTh MCCIIEIYEeMOro Tpermapara u ero MeTaboJUuTOB,
a TaKXe WX CBSI3b C JAHHBIMU (DAPMAKOJIOTHYECKUX M TOKCHKOJIOTHYECKUX
VCCIIEIOBAHUM HA )KUBOTHBIX.

B) TokcUKOOTHS.

JlanHblil pasfgen JOJDKeH BKIIOYATh B ce0s KpaTKOe OIMCaHUe
TOKCUYECKHX A(P(EKTOB HCCIEAYEMOTO Ipenapara, BbISIBICHHBIX B
WCCJICIOBAaHUSAX Ha >KMBOTHBIX Pas3HBIX BUIOB. ClieqyeT, MO0 BO3MOXKHOCTH,
NPUACPKUBATHCS  HWKEIPHUBEACHHON CTPYKTYphI OTJIABIICHUS JAaHHOTO
paznena:

TOKCHUYHOCTD IIPU OJIHOKPATHOM BBEJCHUH,

TOKCHYHOCTH TP MHOTOKPAaTHOM BBEJICHUH,

KaHIIEPOTE€HHOCTD,

CHeIuaabHble HWCCIEeMOBaHUsS (HApUMEp, MECTHO-pa3apakaroniee
JCHCTBHE, UCCIIEIOBAHUE CCHCUOMITU3NPYIOIIETO JICHCTBUS);

pPENpPOyKTUBHAS TOKCUYHOCTD;

T€HOTOKCUYHOCTh (MyTareHHOCTb ).

7.3.6. OnBIT IPUMEHEHHUS Y YEJIOBEKa.

BBenenue.

B ostom pazmene moapoOHO OOCYXHArOTCS HW3BECTHBIE A(PQEKThI
UCCIIEYEMOro Tpernapara y 4ejioBeka, BKIItodasi HH(popMalnio, OTHOCSIIYIOCS K

q)apMaKOKI/IHCTI/IKC, MCTa6OJ'II/I3My, q)apMaKOI[I/IHaMI/IKC, J0303aBUCUMOCTH
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addekroB, Oe3omacHoCcTH, 3PGHEKTUBHOCTH, a TakXke JIPyrMM BHUAAM
dapMakoIoruueckol axkTUBHOCTU. [lo BO3MOXKHOCTH JOJKHO OBITH JaHO
Kparkoe OIMHUCAHWE KaKIOTO 3aBEPIICHHOTO KIMHUYECKOTO WCCIICIOBAHMS.
Takxe AomkHA OBITH MpeACTaBlieHa HH(pOpMAIUs O pe3yibTarax Jro0oro
NPUMEHEHHUS  WCCIIEAYyeMOro  Tpemapara BHE  paMOK  KIMHUYECKUX
ucciefoBaHud  (HampuMep,  CBCICHWSA,  IOJYYCHHBIE  BO  BpeMs
HOCTPETUCTPAIIMOHHOTO IIPUMEHCHUS MPeTiapara).

a) ®apMaKOKHHETUKA U META00JIN3M Y YEIOBEKa.

JlaHHBI ~ pa3znen JOJDKEH COoJepKaTh KpaTKyw UH(opmaiuio,
OTHOCSIIYIOCS K (PapMaKOKHHETHKE MCCIETyeMOTO0 Tpenapara, ¥ BKIIOYaTh B
cebs crenytomiee (B 3aBUCUMOCTH OT HAJIMYUS JaHHBIX):

dapmakokuHeTHKa (B TOM 4Mcle MeTaboJiM3M, BCAachIBaHUE,
CBsI3BIBAHUE C OCJIKaMU TIJI1a3MBbl, pacTpe/ie]ieHUuEe U BEIBEIICHNUC);

OMOJOCTYIMHOCTh ~ HCCEAyeMOoro mpemnapara (aOCONIOTHYHO MO
BO3MOXHOCTU U (WJIM) OTHOCHUTEJIbHYIO) C UCIOJIb30BAHUEM OIPEICICHHOM
JIEKapCTBEHHOU (POPMBI B KaueCTBE CpaBHEHUS;

CyOnomyJsIIuy HaceJieHUus (HampuMmep, pa3iuyuus MO MOdY, BO3PacTy
WJIU HapYyUIICHUsIM (PyHKIIMH OpraHoB);

B3aUMOJICHCTBHE (HAampuUMep, JIEKAPCTBEHHBIC B3aMMOJCUCTBUS W
BIIWSIHUE TIPHEMa THIIIN);

Apyrue JaHHble 10 (QapMaKOKMHETHKE (HAImpUMEp, pe3yJbTaThl
IPOBEACHHBIX B pamKax KJIIMHAYECKHUX UCCJIEIOBAHUIM
(hapMaKOKHHETHIECKUX UCCIICIOBAHUI Ha PA3IMYHBIX TPYTITIax).

0) bezonacHocTh U 3PHEKTUBHOCTD.

Kpatko momxHa OBITH TIpeAcTaBieHa WH(OpMaWs, OTHOCAIIASACS K
0e3omacHOCTH, (papmMakoguHaMuKe, 3(P(HEKTUBHOCTU U J10303aBUCUMOCTH
b dexToB uccienyemoro mpenapara (M €ro MeTa0OJIUTOB, €CIM HUMEIOTCS

I[aHHBIG) " TIOJYUYCHHAA B XOAC IMPOBCACHHBLIX KIIMHUYCCKHUX HCCeI0BaHUN
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(c yuactuem 370POBBIX JOOPOBOJIBbIIEB W (WJIM) malMeHToB). [[omkHa OBITH
NPEACTABICHA WHTEPHpPETAlMs 3TUX JaHHBIX. ECIM 4acTh KIMHUYECKHUX
UCCIICIOBAHUI YK€ 3aBepllieHa, s Oojiee SICHOTO BOCIHPHUATHUS JaHHBIX
PEKOMEHAYETCA MPEACTABUTh IO 3aKOHYEHHBIM HCCIEIOBAHUSM CBOJIHBIC
ot4eThl M0 3P(PEKTUBHOCTH U OE30MACHOCTH HCCIEIyEMOro Mpernapara mo
OTJEJIbHBIM TNOKA3aHUSIM y Pa3IUYHbIX nomyssanuil. Takke pekoMeHayeTrcs
UCIIOJIb30BaTh CBOJHBIE TaONMUIBI HEXENaTeNbHbIX pEeaKIui 10 BCEM
KIMHUYECKUM HCCJIEIOBAaHUAM (BKJIIOYAsl HMCCIEOBAHUS IS JTHOOBIX
M3YUYaBIINXCS MOKa3aHU). JloJKHBI OBITH OCBEIIEHBI 3HAUYUMbIEC PA3IUUUS B
xapakTepe (4acToTe) HEXKEIATeIbHBIX peakIuid Kak Ui  Pa3IddHbIX
MOKA3aHW, TaK U JJIS1 PA3JIMYHBIX TOMYJISIIUN.

B BU nomxHbI OBITH OMUCAaHBI BO3MOXHBIE PUCKH U HEXKEJIaTeIbHbIC
peaKuuu, KOTOPbIE MOYKHO OKHJAAaTh HA OCHOBAHUM HAKOIUICHHOTO OIBITA
MPUMEHECHUSI KaK HCCIENYEeMOro Ipenapara, TaK M CXOJHBIX C HHUM
npenaparoB. J{OmKHBI OBITh TAK)KE OMUCAHBI MEPHI MPEJOCTOPOKHOCTH WIIH
CrielMajIbHble METO/bl HAOIIOIEHUS, KOTOPble HEOOXOAUMO MPUMEHSThH MPU
WCIIOJIb30BaHUH Mpenapara B UCCIEI0BATEIbCKUX LEIX.

B) [locTperucTpaiinoOHHbIN ONBIT MPUMEHEHHUS.

B BU npomxHel OBITH YyKa3aHbl CTPaHbl, B KOTOPBIX HCCIEAYEMBII
npernapar yxe HUMEETCs B MpoJaxe Wid ObUl 3apeructpupoBaH. Jlrobas
3HauMMasi MH(OpMalMs, TMOJydYeHHass B XOJAE€ MOCTPErHCTPAIMIOHHOTO
NpUMEHEHUsl Mpernapara, JObKHa ObITh MpeicTaBieHa B 00OOIEHHOM BHJIE
(HarpuMmep, JeKapCTBEHHbIE (OPMBI, JO3UPOBKH, IyTH BBEACHUS W
HeXenaTelbHble peakiuu). Takke B bW qomxkHBI OBITH yKa3aHbl CTpPAHBI,
B KOTOPBIX 3asBUTEIIO OBUIO OTKA3aHO B O00peHUH (pEerucTpalyu) npenapara
UL  KOMMEPYECKOTO  MPUMEHEHUS WIM  pa3pelieHHEe Ha  IOPOAAKY

(perucTpaloHHOE yI0CTOBEPEHHE) ObLIO AaHHYIUPOBAHO.
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7.3.7. O6CyxJIeHre JaHHBIX U MHCTPYKIIUH JIJIST UCCIIeI0BATES.

B oatom pazgene  A0KHO  OBITH  TIPEACTABICHO  OOCYXKICHUE
TOKJIMHUYECKUX M KIMHUYECKHWX JIaHHBIX Hu 0000meHa wuHbopMalus,
MOJIydeHHasT W3 pPa3HbIX HCTOYHUKOB TI0  Pa3IMYHBIM  CBOMCTBaM
UCCIIETyEMOTO npemnapara. Takum o0pa3zom, HCCJICIOBATEITIO
MIPEOCTABIIAIOTCA HanOosiee MHGOpPMATHBHAS WHTEPIPETAlUs WMEIOIIUXCS
JAHHBIX, a TaKXXe BBIBOJABI O B3HAYMMOCTH ITOM HHPOPMALIUM IS
MOCHEAYIONUX KIMHUYECKUX UCCIIEIOBAaHUMN.

JlomxHBI OBITH KpaTKO ONUCaHbl OMYyOJMKOBaHHBIE pabOTHI IO
CXOJHBIM IIperapaTaM, €CJIM TaKHhe Ipernaparbl UMEITCS. DTO IO3BOJIUT
HCCIIEIOBATEINII0 OBITh TOTOBBIM K HEXKEJATECNIbHBIM PEaKIUsIM WIH JPYTUM
npobyieMaM, KOTOpbIe MOTYT BO3HHUKHYTh B  XOJ€ KJIMHHUYECKHUX
HCCJICIOBAHU.

OcHoOBHas 11€J1b JAHHOTO pa3jeia 3aKJIIYaeTcs B TOM, YTOOBI IIOMOYb
UCCIIEIOBATEIII0 MOJIYYUTh YETKOE MPE/ICTABICHUE O BO3MOXHBIX PUCKAX U
HEXKEeJaTeNbHBIX PEeaKIMAX, a TakKe O CHEelUATbHBIX TecTaX, MeToax
HaOJIIOJICHUST U Mepax MPEAOCTOPOKHOCTH, KOTOPhIE MOTYT MTOHATOOUTHCS B
X0J€ KIMHUYECKOTO HCCIECAOBAaHMUSA. ITO TMPEACTaBICHUE JIOJKHO OBITh
OCHOBAaHO Ha JOCTynmHOW wuHpopManuu O (UINYECKUX, XUMHUUYECKUX,
dhapmaneBTHYECKUX, (hapMaKoJIOTHYECKUX, TOKCHKOJIOTHYECKUX u
KIMHUYECKMX CBOMCTBAaxX HCCleayeMoro nmpemapara. KiauHuueckomy
HCCIICIOBATENII0 TaKXe JOJDKHBI OBITh MPEJOCTaBICHBl HMHCTPYKIUM II0
JTUArHOCTUKE M JICYCHHUIO BO3MOJKHBIX II€PEIO3MPOBOK M HEXKEIaTeIbHBIX
peakmuii, KOTOphIe OCHOBAHBI HA MPEABIAYIIEM KIMHUYECKOM OIBITEe H

(dhapMaKoJIOTHYeCKUX CBOMCTBAX UCCIIEAYEMOro Mpernapara.
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8. HCpC‘ICHB OCHOBHBIX TOKYMCHTOB KIMHHYCCKOT'O HCCIICIOBAHUA

8.1. Brenenue.

OCHOBHBIMU JOKyMEHTAaMU KJIMHHUYECKOTO WCCICAOBAHUS SIBIISTFOTCS
JOKYMEHTBI, KOTOPBIC IMO3BOJISAIOT (IT0 OTAEIHLHOCTH HWJIM B COBOKYITHOCTH)
OIICHUTH TIPOBEICHHE MCCIICIOBAHMS M KaYeCTBO IMOJYYEHHBIX JTAaHHBIX. DTH
JOKYMEHTBI ~CITy’)KaT JO0Ka3aTeJIbCTBOM COOJIOJEHUSI  HMCCIIEJIOBATEIIEM,
CTIOHCOPOM M MOHHTOPOM TPHUHIIUIIOB HAJIJISKAIIEH KIMHUYECKON MPAKTUKH
¥ IPUMEHUMBIX TPeOOBaHUM.

OCHOBHBIE JOKYMEHTBI ~HCIIOJIL3YIOTCS TaKk€ B HWHBIX  IEJISX.
CBOEBpEeMEHHOE TIOMENICHNE OCHOBHBIX JOKYMEHTOB B (DaiijIbl MCCIIeHOBATENs
(MEITUITMHCKOTO YUPEkKICHHSI) U CIIOHCOPA MOYKET CIIOCOOCTBOBAThH YCIICIITHOMY
BBIIIOJIHEHUIO B paMKaxX KIMHWYECKOTO WCCIENOBAaHUSA CBOWX (DYHKIIUN
WCCIIeZIOBaTeNieM, CIIOHCOPOM W MOHUTOpoM. Kpome Toro, 3T JOKYMEHTHI
OOBIYHO SIBJISIFOTCS OOBEKTOM HE3aBUCUMOTO ayJIuTa CO CTOPOHBI CIIOHCOpa U
WHCTICKITUM CO CTOPOHBI YIOJTHOMOYEHHBIX OPTaHOB BBHUIY TOTO, YTO OHU
SBISIFOTCS.  4aCThlO TIpollecca TIOATBEP)KACHUS 3aKOHHOCTH IPOBEICHUS
UCCIIEIOBAHUS M JIOCTOBEPHOCTH COOPAHHBIX JTAHHBIX.

Hwxke mnpuBeneH MUHUMAIBHBIN TepeYeHh OCHOBHBIX JTOKYMEHTOB.
JIOKyMEHTBI CTPYNIIMPOBAaHBI B 3 pasaena B 3aBUCHMOCTH OT CTaJIdd
KIIMHAYECKOTO MCCIICIOBAHUSI, BO BpeMsI KOTOPOI OHHM OOBIYHO CO3AI0TCS:

1) mepen HavaIOM KIMHUYECKOH (ha3bl ncciieqoBanus (B COOTBETCTBHH
¢ myHktoM 8.2 Hacrosmux [IpaBun);

2) BO BpeMs KIMHWYECKOH (ha3pl McciaenoBaHus (B COOTBETCTBUU C
nyHKTOoM 8.3 Hactosimux [IpaBwn);

3) mocie  3aBepUICHUS WM  TPEXKJACBPEMEHHOTO  IMPEKpaIleHUs

uccieoBanus (B COOTBETCTBUU C MyHKTOM 8.4 Hactosmux [Ipasun).
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B ykazaHHBIX HIDKE TOMAIYHKTAX TOjApa3ieia 8 HACTOSIIEro pasiesna
yKa3aHbl I1IEJIM KaKIOro JOKYMEHTa M MECTO HuX XpaHeHus (B (aiimax
uccienoBarens (MEIUIIMHCKOTO yUpex ieHus) u (win) cioHcopa). [omyckaercst
O00bEIMHEHNE HEKOTOPBIX TOKYMEHTOB NP YCIOBHUH, YTO OTACIHHBIC HIEMEHTHI
JIETKO UACHTU(DUIIUPYIOTCS.

daiinbl McclieIOBaHMS JODKHBI OBITh CO3/IaHbI B HAYaJIe MCCIICIOBaHMUS
KaK B MECTE HaXOXJEHUS HcciaenoBaress (MEIUIIMHCKOTO YUPEKIACHHS ), TaK
u B oduce crnoHcopa. lccriemoBaHue MOXHO CUUTaTh OQUIHAIBHO
3aBEPIICHHBIM TOJBKO IIOCIE€ TOTO, KakK MOHHTOpP MPOBEPHUT (aiiiibl
uccieaoBarens (MEIUITMHCKOTO YUYPEXACHUS) W CIOHCOpAa U TIOATBEPIUT
HAJIMYUE BCEX HEOOXOAMMBIX JIOKYMEHTOB B COOTBETCTBYIOIIMX (haiiax.

[lepeuncnennsle B HacTtosmmx [IpaBuiax JAOKYMEHTHI Kak TIO
OTJIETLHOCTH, TaK M B COBOKYIHOCTH MOTYT OBITh TOJBEPTHYTHI ayAWUTY
CIIOHCOpa M HWHCIEKIHuH (MpOBEpPKE) YINOJHOMOYCHHBIMA OpPTaHAMH M|

JOJI>KHbBI OBITH MPCABbABJICHBI IIPU IPOBCACHUHN ayANTa WJIN NHCIICKIHUH.
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8.2. [lepen HayaIoM KJIMHUYECKOM (has3bl UCCIICIOBAHUS

Ha cragum maHupoBaHus HMCCIIEIOBaHUS 0 €ro (opMalbHOrO Hayajga JAOJDKHBI OBITh CO3JaHbl M IMOMEIIEHBI B (haii

CJIEIyIOLIUE JOKYMEHTBI:

Haxonurcs B daitmax

HanmenoBanue nokymeHra [enb uecIenoBatet
(MeOUUUMHCKON | CcIoHcopa
OpraHu3alym)
8.2.1. bpomtopa uccnenoBaress JIOKYMEHTAJIBHO 3aKpenuTh (haKkT nepeaadu X X
UCCIeI0BATENI0 (MEIUIIMHCKONW OpTraHU3alIiH)
HEO0OXOIMMOMN U aKTyaJIbHOM Hay4YHOU UH(pOpMAIUU
00 HccienyeMoM npernapare
8.2.2. JIOKyMEeHTbI TUTaHUPOBAHHUSI JOKYMEHTAJIBHO 3aKPENUTh (GaKT YTBEPKICHUS
KIIMHIYECKOTO MCCIICIOBAHNS: CIIOHCOPOM M MCCIIEIOBATEIEM MPOTOKOJIA X X
MO CAHHBIN MPOTOKOJT (monpasox) u UPK
MIOJINMICAHHBIE TIOTIPABKYU K HEMY (TIpr
HaJIMYUN )
obpazerr UIPK
8.2.3. ndopmarus, penocrapisiemMast JOKyMEHTaIbHO 0(OPMUTH (PaKT MOTYUCHUS
CYOBEKTY HCCIIeIOBAHUS: MHGOPMHUPOBAHHOTO COIVIACHS,
(dhopma nHGOPMHUPOBAHHOTO COTIIACHS JTIOKYMEHTaIbHO TOJITBEPIUTh, YTO CYObEKTaM X X
(BKITIOYAst Bce HEOOXOIMMBIE ucclieIoBaHus OyAeT peAoCTaBIeHa
pa3bACHUTENILHbIE MaTepUalIbl) COOTBETCTBYIOIIAS (C TOUKU 3PEHUS COACPKAHUS U
nmro0as Apyrasi mucbMeHHasi uH(OpMaIys JOCTYITHOCTH JISl IOHUMAaHUS ) TMCbMEHHas X X
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Haxonutcs B daiinax

HanmenoBanue nokymeHnra Lenb HCCHCHOBaTeﬂf
(MeOUUMHCKON | CIoHCcOpa
OpraHu3alym)
UH(POpMAIIHS, KOTOpasi TIOMOXET UM C YUETOM TMOJTHOM
UH(QOPMUPOBAHHOCTH JIaTh COIIacHe. X
peKIIaMHbIe OOBSIBIICHUS [T IpUBJicdeHusT  JIOKyMEHTaJIbHO MOATBEPIUTH, 9YTO MEPHI 110
CyObEKTOB B HICCIIEIOBaHHE (€CIH TIPYBJICUYEHHIO CYOBEKTOB aJICKBATHBI U OTCYTCTBYET
HCTIONTB3YOTCS) STIEMEHT MIPUHYXKICHUSI
8.2.4. duHaHCOBBIC ACMIEKThI UCCICIOBAHMUS  JJOKYMEHTAIBHO 3aKpENUTh (PMHAHCOBOE COIVIAIIICHHE X X
TI0 MICCIICAOBAHUIO MEXKIY CIIOHCOPOM H
uccruenoBareiaeM (MEIUITMHCKOW OpraHU3aInuei)
8.2.5. CrpaxoBoe 00s3aTeNbCTBO (eciu JOKYMEHTAJIbHO MOITBEPANTh, UTO B CIIydae X X
TpeOyeTcs) NPUYUHEHHUS yIiepOa, CBI3aHHOTO C UCCIICIOBAHUEM,
CyOBbEeKTaM HCCIeI0BaHus OyJIeT JOCTyIIHA
KOMIICHCAIHS
8.2.6. IlonnucanHbIil TOTOBOP BOBICUEHHBIX JTOKYMEHTAJIBHO 3aKPENUTh MPaBa, 00sI3aHHOCTU U
CTOpOH, HanpuMep: OTHOIICHUS CTOPOH
MEX Ty HcclienoBaTesieM (MeIUIIMHCKUM X X
YUpEXKIICHHEM) U CTIOHCOPOM
MEX Iy UccliefoBaTesieM (MEIUIMHCKUM X X
YUpEXKICHUEM) U KOHTPAKTHOM (ecu
HCCIIEIOBATEIHLCKON OpraHu3aIuei TpedyeTcs)
MEXIY CIIOHCOPOM M KOHTPAKTHOM X X

HCCIIEIOBATEIHCKON OpraHu3aIfeit
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Haxonutcs B daiinax

HanmenoBanue nokymeHnra Lenb HCCHCHOBaTeHiI

(MeOUUMHCKON | CIoHCcOpa
OpraHu3alym)

MEX Iy UccliefoBaresieM (MeIUIUHCKUM

YUPEKICHUEM) U YIIOTHOMOYEHHBIMU X

opraHamu (eciu TpedyeTcsi)

8.2.7. JlatupoBaHHOE U JOKYMEHTAJIbHO JIOKYMEHTaJIbHO MOATBEPIUTH, YTO JAHHOE

odopMIIeHHOE 0100peHNe (3aKTFOUEHHE) UCCJIEZIOBAaHNUE OBLJIO PACCMOTPEHO U Pa3peIIeHO

OCO (H3K), Komuccueii 1o Borpocam (omo6peno) DCO (HOK). Yka3piBaeTcsi HOMEP BEPCUH

stk (KBD)) crenyrommx 10KyMEHTOB: U J1aTa IOKyMEHTa X X

IPOTOKOJIA U JFOOBIX MOMPABOK K HEMY
NPK (ecnu Tpebyercsi)

(hopmMbI HTHGOPMHUPOBAHHOTO COTTIACHS
1000 Apyroit mucbMeHHON HH(OpMaIIny,
MPEIOCTABISIEMOM CYOBEKTaM HCCIIEIOBaHUS
PEKJIAMHBIX OOBSBICHUH ISl IPUBIICYCHUS
CYOBEKTOB B HICCTIEIOBAHUE (€CIH
WCTIOJIB3YIOTCS])

uH(bOpMaIMK O KOMIIEHCAIIUU CYyObEeKTam
ucclienoBanus (py HATMYKK)

JHOOBIX MHBIX pa3peleHHbIX (0100PEHHBIX )
JOKYMEHTOB
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Haxonutcs B daiinax
uccienoBarens
HanmenoBanue nokymeHnra Lenb -
(MeOUUMHCKON | CIoHCcOpa
OpraHu3alym)
8.2.8. CocraB 2CO (HOK), Cosera o JOKYMEHTAJIbHO 3aKPETHUTh COOTBETCTBHE COCTAaBa X X
stuke, KBO 3CO (HOK) tpedoBanusm Hactosaumx [Ipasun (ecmu
TpedyeTrcs)
8.2.9. Pazperienue (o100peHue NpoToKoia,  JOKYMEHTAIbHO MOATBEPANTH, YTO MPU HATUYUN X X
YBEJIOMJICHHE O TIPOTOKOJIE) OT COOTBETCTBYIOIIUX IPUMEHUMBIX TPEOOBAHUIA (ecrm (eciu
YIIOJTHOMOYEHHBIX OPTaHOB (eciiu TpeOyeTcs) paspelieHre (0100peHre, yBeIOMIICHHE) TpeOyeTcst) TpedyeTcs)
YIIOJIHOMOYEHHBIX OPraHOB MOIYYEHO JI0 Hayaa
UCCIICIOBAHUS
8.2.10. Tekymras pegakius pe3rome JOKYMEHTAJIbHO MOJITBEPANTH KBATH(PUKAIIUIO U X X
uccnenosanus (curriculum vitae) u gpyrue  TPUTOAHOCTD JIJIS TPOBEICHUS UCCIICAOBAHMS U (UITH )
JIOKYMEHTBI, TIOATBEP K IAIOIITHE OCYIIIECTBIICHUS MEIUITUTHCKOTO HAOTFOMEHMS 32
KBaTM(UKAIMIO UCCIieioBaTesen 1 CyOBEKTaMU HCCIICIOBAHUS
COMcCCIeI0BaTeseu
8.2.11. HopmaspHbIi Tuana3oH 3Ha4eHUH JOKYMEHTAIBHO 3aKPEIUTh HOPMAJIBHBIN THANIa30H X X
JUISL IPEAYCMOTPEHHBIX MPOTOKOJIOM 3HaUYEHU [ 1a00paTOPHBIX TECTOB
MEIUIIMHCKUX (JJAOOPaTOPHBIX,
TEXHUUYECKHX ) MPOIIeTyp U (UJTH) TECTOB
8.2.12. MenunuHckue, (JlaboparopHhbIE, JIOKYMEHTaJIBHO TOJTBEPIUTH MPUTOTHOCTh X X
TEXHUUYECKHE) TIPOLIEAYPHI U (MJIM) TECTHL, -  00OPYIOBaHUS JIJIsl POBEACHUS TpeOyeMbIX TECTOB U (€CiH
cepTU(UKALIMSI, aKKPEIUTAIMs], BHYyTPEHHUI 00ecredeHns HaIeXHOCTH pe3ysIbTaToB TpeOyeTcst)

Y (W) BHEITHUN KOHTPOJIh Ka4eCTBA WU
JpyTUE METOBI TIOATBEPKIACHUS (€CITH
TpeOyeTcs)
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Haxonutcs B daiinax
HanmenoBanue nokymeHnra Lenb HCCHCHOBaTeﬂf
(MeOUUMHCKON | CIoHCcOpa
OpraHu3alym)
8.2.13. O0pa3siibl STUKETOK Ha YITaKOBKax JOKYMEHTAJILHO TOITBEPAUTH COOIONIEHHE X
HCCIIETyeMbIX TIPETapaToB COOTBETCTBYIOIIUX TPEOOBAHUI K MAPKUPOBKE
WCCIICYEMOTO TIperapara v MPUroAHOCTh HHCTPYKITUI
JUTs CyOBEKTOB
8.2.14. MucTpykiust 1o 00palleHuto ¢ JIOKYMEHTAJIBHO 3aKpeUTh UHCTPYKITUU JIJIS X X
UCCIIeAYEMBIMH MpenaparaMy U pacXoJHbIMU 00€CTICUCHHMSI HaJJIEXKAIIETO0 XpaHEHHs, YITAKOBKH,
MarepuaiaMmu (€CM He BKIIIOYEHA B pacnpeeNieHus U YTUIN3aIuu UCCIIETYEMbIX
HPOTOKOJI MJIA OPOIIIOPY HUCCIISI0BATEA) MIpernapaToB U PacXoHBIX MaTepPUAIIOB
8.2.15. Y4er mocTaBoK MCCIETYEMBIX JIOKYMEHTaJIBHO 3aKPEeIUTh AaThl U CIIOCOO MOCTaBKH, X X
IperapaToB U PaCXOHBIX MaTEPUATIOB HOMeEpa Cepril UCCIIEAYEMBIX MPENapaToB U PACXOIHBIX

MmarepuaioB. [103BosseT oTcnenuTs cepuro npenapara,

KOHTPOJIMPOBATH YCIOBUS MOCTaBKU M BECTH yUET
8.2.16. Cepruduxarsl aHaIM30B JOKYMEHTaJIbHO HOATBEPAUTH MOJUTMHHOCTb, YACTOTY X
MOCTABJICHHBIX UCCIIEAYEMbIX MIPENaparoB  HCCIEAYEMbIX MPEMapaToB U KOJIMYECTBEHHOE

COZIEpKaHNUE B HUX aKTUBHOIO BEILECTBA (JO3HPOBKY)

8.2.17. Ipouenypbl pacKpbITHs KOAA A JOKYMEHTAIBHO 3aKPEIUTh MPOLENYPY IKCTPEHHOU X X
UCCIIEIOBAaHUMA, IIPOBOIUMBIX CIIEITBIM UACHTU(UKAMY MACKUPOBAHHOTO UCCIIEAYEMOTO (TpeTbs
METOJIOM npernapara 6e3 HapylIeHUsI MACKUPOBKHU JIJIs CTOpOHa,
OCTaJIbHBIX CyObEKTOB eciu
Tpedyercs)
8.2.18. PangoMu3alimoOHHbIN CIIHUCOK JIOKYMEHTaJIBHO 3aKpeIUTh METO PaHI0MHU3alliN X
CyOBbEKTOB MCCIICIOBAHNS (TpeThs

CTOpPOHa,
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HanmenoBanue JOKYMCHTAa

Lenb

Haxonutcs B daiinax

uccienoBarens
(MeOUUMHCKON | CIoHCcOpa
OpraHu3alym)

8.2.19. Otyer MmoHHTOpPA O BHIOOPE
MCCIICIOBATEIIBCKOTO IIEHTpa

8.2.20. OT4yeT MOHUTOpPA O TOTOBHOCTHU
MCCIIEZI0BATEIBCKOTO [IEHTPa

8.2.21. Coo011ieHue CrioHcopa O Havase
KIIMHIYECKOTO MCCIIEIOBAHUS B apec
YIOJTHOMOYEHHOTO OpraHa

JIOKYMEHTAJIbHO TIOATBEPIUTH MPUEMIIEMOCTh
WCCIIEIOBATEIBCKOTO IICHTPA JUIS JAHHOTO
uccieoBaHus (MOXKET ObITh 00BeIMHEHO ¢ 1. 8.2.20.)

JOKYMEHTAIILHO ITOATBEPANTH (DaKT O3HAKOMJIEHHSI
HCCIIENOBATEN IS M 3aHATOTO B HCCIIEIOBaHMH TIEPCOHAA
C IOILIEAypaMH HCCIICI0BAHMS (MOXKET OBITH
ob0benuHeHo ¢ 1. 8.2.19.)

JAOKYMCHTAJIbHO IIOATBEPANTD q)aKT Ha4dalia
KIMHUYCCKOI'O MCCIICAOBAHUA

8.3. Bo Bpems knnHUYECKOH (pa3bl Mccae10BaHUS

ecI
TpeOyeTcs)
X

B moaTrBepknmeHune TOro, 4TO BCSI HEeoOXoauMmasi HoBas HWHGOpPMAIMS JTOKYMEHTadbHO OGOpMIISIETCS IO Mepe ee

INOCTYINNICHUS, B JOITIOJJHCHHC K BBIICIICPCUNCIICHHBIM JOKYMCHTAM, UMCIOIINMCS B (bap”me, I10 X0y UCCICOAOBAHUA HGO6XOI[I/IMO

T00aBIATh CIAEAYIONTNE TOKYMEHTHI:
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Haxonurcs B daitnax

HaunmenoBanue nokymeHra Llenb uccreaoraTel
(MEIMIIMHCKOTO | CIIOHCOpa
YUPEIKJICHUS)
8.3.1. O6HOBIEHHBIE BEPCHUU OPOIIIOPHI JIOKYMEHTAJIBHO 3aKpeNuTh ()aKT CBOEBPEMEHHOTO X X
UCCIe0BaTeNs COOOILIEHUS UCCIIEIOBATENIO (MEIULIMHCKON
OpraHu3aliu) HeoOX0MMON HH(POPMALIUU IO MEpe ee
MOCTYTUICHUS
8.3.2. JIroOoe nu3meHeHue: JOKYMEHTAJIbHO 3aKPEMUTh U3MEHEHHS TaHHBIX X X
npotokoza (rmomnpasok) U MTPK JOKYMEHTOB, [IPOU3BEACHHBIE BO BPEMsI UCCIICI0BAHUS
(dhopmbl THOOPMUPOBAHHOTO COTIIACHS
000 Ipyroi MUCbMEHHON MHMOpMAaIINH,
MPEA0CTaBIAEMON CyObeKTaM
UCCJIEI0BAHMUS
PEKIJIAMHBIX OOBSIBICHUI J1s1 TPUBJICUCHUS
CyOBEKTOB B HCCIIeJOBaHUE (ecin
UCTIOJIB3YFOTCSI)
8.3.3. JlaTupoBaHHOE U IOKYMEHTAJIbHO JOKYMEHTAJIbHO MOATBEPUTH (DaKT paCCMOTPEHHUS U X X

oopMieHHOE 0100peHUE (3aKITIOUCHUE)
OCO (HOK) cnenyromux JOKyMEHTOB:
MOTIPABOK K MTPOTOKOTY

HOBBIX PEIAKIIHN:

b opmbl THOOPMUPOBAHHOTO COTIIACHS
MIPEIOCTABIISIEMBIX CYOBEKTaM
WH(OPMAIMOHHBIX MaTEPHAIIOB
PEKIaMHBIX OOBSBIICHUH /ISl IPUBIICYCHHUS
CyOBEKTOB B HCCIIeIOBaHUE (€CIH
UCIIOJIb3YEeTCS)

onoopenus (Beigaun 3akmoueHus) CO (HOK)
MONPABOK U (WJIM) HOBBIX PEJIaKIUM.
VYKa3bIBalOTCS pellakius U JlaTa JOKYMEHTa




86

Haxonutcs B aitnax

HCCIICA0BATCIIA
(MC,III/IHI/IHCKOI‘O CIIOHCOpa

YUPEXKIECHUS)

HaumenoBanue nokymenra [enp

JIPYTUX pa3penieHHbIX (0100pEHHBIX)
JOKYMEHTOB

PE3yJIbTAaTOB MEPUOTUIECKOTO
pPaccMOTPEHUSI TOKYMEHTAIUH 110
UCClieIoBaHuIo (T1e TpeOdyercs)

8.3.4. Pa3pemienue (0100peHue, JTIOKYMEHTAJIBHO 3aKPEMHUTh COOTBETCTBHE X X
YBEIOMJICHHE) YITOJTHOMOUYEHHBIX OPTAaHOB  MPUMEHUMBIM TPEOOBAHUSIM (ecrm TpeGyercs)

TSI BHECEHUS TIOTIPABOK B TIPOTOKOI U

pyrye TOKyMEHTHI (ITpH HE0OXOIUMOCTH )

8.3.5. Texymiyro peaakiuio pe3rome cM. yHKT 8.2.10 HacTosIel TadaIuIbl X X
uccienoparens (curriculum vitae) HoBbIX

uccnenoBarenei u (Mim)

couccieaoBaresei

8.3.6. MI3MeHeHuss HOpMaJIbHOTO Marna3oHa JOKYMEHTaJbHO 3aKPENUTh HOPMaIbHbBIN AUana3oH X X
3HAYEHUH 7151 MPEIyCMOTPEHHBIX 3HaY€HUI TeCTOB, U3MEHEHHBIX B X0JI€ UCCIIECOBAHUS

MPOTOKOJIOM MEAULIMHCKUX (cm. mynkt 8.2.11 HacTosmiei TabIUIIhI)

(J1abopaTOpHBIX, TEXHUUECKUX) MPOLIETYP U

(unm) TeCToB

8.3.7. UsmeHeHus B MEIUIIMHCKUX JIOKYMEHTAJIBHO MOJTBEPUTh, YTO TECTHI X X
(J1abopaTOPHBIX, TEXHUYECKHUX ) POJ0JKAIOT OTBEYATh TPEOOBAHUSAM B T€UEHHUE (ecim TpebyeTcs)
nporeaypax u (Uiam) TecTtax, nepuoja uccieaoBanus (CM. MyHKT 8.2.12 HacTosIen

cepTudUKaIus, aKKpeIUTaIMs, TaOJIUIIbI)

BHYTPEHHUM U (UJIM) BHEIIIHUN KOHTPOJIb
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Haxonutcs B aitnax

uccienoBarens
HaumenoBanue nokymenra [enp
(MEIMIIMHCKOTO | CIIOHCOpa
YUPEXKIECHUS)
KadeCcTBa WIN APYTHE METOIbI
MOATBEpKAeHUs (T11e TpeOyeTcs)
8.3.8. JlokymeHTanus 1Mo nocTaBKaM cM. MyHKT 8.2.15 HacTosimen TabauIs! X X
HCCIIETYEMBIX MPEnapaToB U PACXOTHBIX
MaTepUajoB
8.3.9. Ceprudukarsl aHamr3a HOBBIX Cepuil CM. TyHKT 8.2.16 HacTosIIeH TaOaIUIIbI X
UCCJIelyEMBIX MIPENapaToB
8.3.10. OTueThl MOHUTOPOB O BU3HUTAX JIOKYMEHTAJIBHO 3aKPEMHUTh BU3UTHI MOHUTOPOB U X
pEe3yNbTaThl TAKUX BU3UTOB
8.3.11. CymuiecTBeHHbIE JJIs1 UCCIAEAOBAHUS  JOKYMEHTAJIBHO 3aKPEMUTh JIFOOBbIE COTJIaIIeHUs TU00 X X
neperoBopsl (epenucka) (IoOMUMo CYILECTBEHHbBIE TIEPETOBOPHI, KACAIOIIMECS BOIPOCOB
BU3HUTOB): MIPOBEICHHUS MCCIICIOBAHNUS, €T0 aIMUHUCTPATUBHBIX
nepenucka aCIEKTOB, HAPYIIEHUN MTPOTOKOJIA, OTYCTHOCTH 10
3aIMnCy BCTPEY HEXeJIaTeIbHBIM SIBICHUSM
3anucH Tee(HOHHBIX MTEPErOBOPOB
8.3.12. [loanucanusie Gopmbl JOKYMEHTAJIBHO MOATBEPIUTD, YTO COTJIACUE KAXKIOT0 X

MH(OPMUPOBAHHOTO COTIIACHS
(mH(MOPMALIMOHHOTO JINCTKA) MaIllMeHTa

CyOBEeKTa MOTYyYEHO B COOTBETCTBUH C HACTOSIIIMMHU
[IpaBuIaMu ¥ IPOTOKOJIOM JI0 Hayaiaa y4acTHs B
uccienoBannu. Kpome Toro, T0KyMeHTaIbLHO
3aKPEIUTh Pa3pelIeHrue Ha IPSIMOM TOCTYII (CM. ITyHKT
8.2.3 HacTosIIIe TabIUIIBI)
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Haxonutcs B aitnax
HaunmenoBanue nokymeHnra [enb HecIeoBateIs
(MEIMIIMHCKOTO | CIIOHCOpa
YUPEXKIECHUS)
8.3.13. [lepBuuHast TOKyMEHTaLUs JOKYMEHTAJIbHO MOATBEPANUTH (PAKT CYIIECTBOBAHUS X
CyOBEKTa U JOCTOBEPHOCTh COOPAaHHBIX JAaHHBIX.
BK1H09MTE MCXOHBIE TOKYMEHTBI, OTHOCSIIIAECS K
MCCJICIOBAHMIO, JICUCHUIO U aHAMHE3y CYOhEKTa
8.3.14. 3anonHeHHbIe, TaTUPOBAHHBIE U JOKYMEHTAJIbHO O(POPMHUTH MOATBEPKIACHUE X X
noanucanusie UPK UCCJIeI0BATENIEM WM YIIOJIHOMOYEHHBIMU (Kormus) (OpUrHHA)
COTPYIHHMKaMU UccienoBaress (MeAUIIMHCKON
OpraHu3allMN) 3apETUCTPUPOBAHHBIX TAHHBIX
8.3.15. JlokyMEeHTHUpOBaHUE UCIIPABJICHUHN B JOKYMEHTAJIbHO 3aKPEIUTh BCE N3MEHCHHUS X X
HNPK (momosHeHus1) WK UucpasiaeHus, caenanabie B UPK (xomus) (opuruHan)
MOCJI€ 3aMKMCH MePBOHAYATBHBIX JAHHBIX
8.3.16. YBenomiieHue uccaeaoBareneM YBEJIOMJICHHE UCCJIEI0OBATEIEM CIIOHCOPA O CEPhE3HBIX X X
CIIOHCOPA O CEPhE3HBIX HEXKEIATEIbHBIX HEXEJIATEeIIbHBIX SIBICHUSIX U COOTBETCTBYIOIIIHE
SIBJICHHSIX ¥ COOTBETCTBYIOIINE OTYETHI OTUYeTHI coracHo MyHKTY 4.11 nacrosmux [IpaBun
8.3.17. YBenomiieHHE CITIOHCOPOM U (WJIM)  YBEIOMJICHUE CTIOHCOPOM U (WJIH ) UCCIEA0BATEIIeM, X X
rccieaoBaresieM (MeIUIIMHCKOM (MeauUMHCKOM opraHu3anueii) (4To MPUMEHUMO) (ecr TpebyeTcs)

opraHuzanueit) (4To MpUMEHUMO)
ynoJIJHoMo4YeHHbIX opranoB 1 9CO (HOK)
O HETIPEJBUICHHBIX CEPhE3HBIX
HEeXeNaTeJbHbIX JIEKAPCTBEHHBIX PEAKIIUIX
U apyroi uHdopmamuu no 6€30nacHOCTH

ynoJiHoMoueHHbIX opranoB u 9CO (HOK) o
HENPEIBUIACHHBIX CEPhE3HBIX HEXKETATEIbHBIX
peakuusax B COOTBETCTBUHU C MOANYHKTaMHu 5.17 u
4.11.1 nacrosiux [IpaBun u o npyroi uHpopmauu
110 6€30I1aCHOCTH B COOTBETCTBUHM C MOANYHKTAMHU
5.16.2 n 4.11.2 nacrosmux I[IpaBui
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Haxonutcs B aitnax

HaunmenoBanue nokymeHnra Llenb uccreaoraTel
(MEIMIIMHCKOTO | CIIOHCOpa
YUPEIKICHUS)
8.3.18. CooO1ieHne cnoHCOpOM COOOIIIEHUE CTIOHCOPOM HCCIIEA0BATENI0 HHPOPMAIIH X X
HCCIIeI0BaTeNto0 HHPOpMaIUU 1o 1Mo 0€30MacHOCTH B COOTBETCTBUU C ITyHKTamMu 5.16.2
0€301MacHOCTH Hactosauux [IpaBun
8.3.19. IIpoMexxyTOYHBIE WJIK TOJOBBIC IPOMEKYTOUHBIC WJIA TOIOBBIE OTUETHI, X X
otuetsl, ipeaocTaBiasieMbie DCO (HOK) u  mpenocramsembie CO (HOK) B coorBeTCTBUM C (ecm
YIOJHOMOYEHHBIM OpraHam nynktamu 4.10 nactosmux Ipasun u Tpebyercs)
YIOJIHOMOYEHHBIM OPraHaM B COOTBETCTBUU C ITyHKTOM
5.17.3 nactosimux [IpaBun
8.3.20. XXypHan ckpuHHHTa CyOBEKTOB JIOKYMEHTAJIbHO 3aKPENUTh UACHTU(DUKAITUIO X X
CyOBEKTOB, MPOIIEAIINX [IEPE] UCCIETOBAHIEM (ecrm
CKPUHUHT Tpebyercs
8.3.21. [lepeuenp uaeHTU(HUKAITMOHHBIX JOKYMEHTAJIBHO NOATBEPAUTH, YTO UCCIIEI0BATEID X
KOJIOB CyOBEKTOB (MeauUMHCKas OpraHu3alus) XpaHUT
KOH(UIEHIIUATIbHBIN MepeuyeHb UMEH BCEX CyOBEKTOB,
KOTOPBIM IPU BKJIIOYEHUU B UCCIIEIOBAHKUE ObLIN
MIPUCBOEHBI UJEHTU(UKAITMOHHBIE KOJbI. [103BOMISIET
HcclieIoBaTeNo (OpraHu3aiiu) uACHTUOUITIPOBATh
m000ro cyonekTa
8.3.22. )XXypHan peructpanuu BKIOYEHUS  JOKYMEHTAJIbHO 3aKPEIUTh XPOHOJIOTHYECKYIO X

CyOBEKTOB

IIoCIacCaAOBaTCIIbHOCTD BKIIOUYCHMUA CY6’BGI(TOB 10
I/II[CHTI/I(i)I/IKaL[I/IOHHBIM KoJaM
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Haxonutcs B aitnax
UCCIIeI0BaTENs
HaumenoBanue nokymenra [enp A
(MEIMIIMHCKOTO |CIIOHCOpa
YUPEXKIECHUS)
8.3.23. Yder uccnenyemoro mnpemnapata B JOKyMEHTaJbHO 3aKPEMUTh UCIIOIb30BaHUE X X
HCCIIEIOBATENLCKOM IICHTpE HCCIIETyeMOro IIpenapaTa B COOTBETCTBUHU C
MPOTOKOJIOM
8.3.24. Jluct 06pa3uoB noamnuceit JOKYMEHTAJIbHO 3aKpEMUTh 00pa3Iibl MOIMUCEN U X X
pacindpoBOK MOANKUCEN BCEX JIUL, YIIOJHOMOYEHHbIX
BHOCHTD JJaHHbIE U (1K) ucnpasiieHus: B NIPK
8.3.25. Yuer xpaHsuxcs 00pas3ion JTIOKYMEHTAJIBHO 3aKPEIUTh MECTOHAX0XKICHUE U X X

OMOJIOTHYECKUX KUIKOCTEH (TKaHel) (mpu
HaJTUYUH)

UJEHTU(PUKAIIMIO XPpaHAIIUXCs 00pa3lioB B Cllydyae
HEO0OXOIMMOCTHU MPOBEICHUS TOBTOPHBIX aHAJIU30B

8.4. [locne 3aBepIeHNs UM TOCPOYHOTO MPEKPAICHUS UCCIeI0BAaHUS

ITocne 3aBCPIICHUS WM JOCPOYHOI'O HNPCKpaICHUA HUCCIICJOBAHUS BCC JOKYMCHTHLI, IICPCUUCIICHHBIC B ITOAPA3ACIIaxX 8.2 mn

8.3 HaCTOAIIINUX HpaBI/IJ'I, AOJIKHBI COACPKATHCS B (baﬁﬂe HCCIICAOBAHNA BMECTC C HUJXKCYKA3aHHBIMHA JOKYMCHTAMM:
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Haxonutcs B aitnax

HaumeHnoBaHue 1oKkymMeHTa Lens vecIenoBaTe
(MEIUIIMHCKOTO | CIIOHCOpa
YUPEKICHUS)
8.4.1. Yuer uccneayemMoro npenapara B JOKYMEHTAJIBHO 3aKPEINUTh UCIIOJIb30BAHUE X X
MCCJIEIOBATEILCKOM IIEHTpE (MEAUIIMHCKON HCCIIeIyeMOTO IIpernapara B COOTBETCTBUU C
OpraHU3aINHN ) MPOTOKOJIOM. JIOKyMEHTaIBHO 3aKPETTUTh PE3yIbTaThI
OKOHYATEJILHOTO MO/ICYeTa KOJIMYECTBA UCCIIEyEeMOTO
npenapara, moJydeHHOro MUCClieI0BaTEeIbCKUM
HEHTpOM (MEIUIIMHCKON OpTraHU3allkeil), BBIIAHHOTO
CyOBEKTaM HCCIIeJOBaHUs, BO3BPALIEHHOTO
CyOBEKTaMH MCCIICIOBAHUS U BO3BPAIICHHOTO
CIIOHCOPY
8.4.2. JlokyMeHTAaIIUs 10 YHUUYTOXEHUIO JIOKYMEHTAJIBHO 3aKpeNUTh (PaKT YHUYTOKESHHS X X
HCCIIeMyeMOro Tpenapara HEHCITOIH30BAHHBIX UCCIIEAYEMbIX TIPEapaToB (ecu
CIIOHCOPOM HJIM B UCCIIEJ0BATEIILCKOM IICHTPE YHUYTOXEH B
(MEIUUMHCKON OpraHu3allvn) KJIMHUYECKOM
LIEHTPE)
8.4.3. UtoroBerIit mepeueHb CeJIaTh BO3MOKHON MACHTH(UKAIINIO BCEX X
UIEeHTU(UKAITMOHHBIX KOJOB CYOBEKTOB BKJTFOYCHHBIX B UCCJICIOBAHKUE CYOBEKTOB B CITy4yae
HEO0OXOIUMOCTH UX MOCJIEAYIONIEro HaOIIOCHUSI.
[lepeveHb NOKEH XPAHUTHCS C COOMIOCHUEM
TpeOOBaHU KOHPUACHIIMATBHOCTH B TE€UEHUE
COTrJIaCOBAaHHOT'O CPOKa
8.4.4. Cepruduxkar ayaura (Ipu HATUYUK) JOKYMEHTAJIBHO 3aKpeNUTh (hakT MPOBEACHUS ayIuTa X
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Haxomures B dainax
HauMeHoBaHue JOKyMeHTa Llens A
(MEOULIMHCKOIO | CIIOHCOpa
YUPEXKTCHIS)
8.4.5. UtoroBslil 0TYET MOHUTOPA O JIoKyMeHTalbHO 3aKpEeNUTh OKOHYaHUE BCeX X
3aBepUIEHUH UCCIIeIOBAHUS B MEpONPUATUM HCCIIeI0BaHus, HEOOXOAUMBIX A
HcclieJ0BaTelIbCKOM LIEHTpe 3aBepIIIarollero BU3UTa, M Halu4ue KOMU OCHOBHBIX
JIOKYMEHTOB B COOTBETCTBYIOIIMX (haiyiax
8.4.6. JlokyMeHTaLMs 110 PACHPEICIEHUI0  BO3BpAILAETCs CIIOHCOPY JJISA JOKYMEHTAIBHOIO X
CyOBEKTOB IO IPYNIIaM U PaCKPbITHIO 3aKpEeIJICHUs] MMEBLIMX MECTO CIIy4aeB BCKPBITHUS
KOJIOB KOJIOB
8.4.7. Utoroselil oT4eT MCCIeN0BaATENS, JOKYMEHTAJIBHO 3aKPEHUTh 3aBEPIIECHUE UCCIIEIOBAHUS X
npenoctasnseMbiii DCO (HOK) (ecnu
TpebyeTcs) ¥ YIIOJTHOMOYEHHBIM OpraHaM
(TIe npuMeHUMO)
8.4.8. OTueT 0 KIMHUIECKOM JOKYMEHTAJIbHO 3aKpENNUTh TaThbl UCCIEJOBAHUSA X X
HCCIIeJOBaHUU U UX HHTEPIPETaLUIOo (ecrmt
TPUMEHHMO)

AOKYMEHTOSB




[TPMJIOXKEHHME Ne 1

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zuiickoro
SKOHOMHYECKOIO COK03a

TPEBOBAHUA
K CTPYKTYPe€ U COJAePKAHHUIO 0TYETa
0 KJIMHUYECKOM HCCJIeI0OBAHUN

|. O0wue monoXeHus

Hacrosmuii qokyMeHT pa3paboTaH ¢ y4eToM TpeOOBaHMM PYKOBOJICTBA
MexayHapoaHoun KOH(epeHIun 1o rapMOHU3aLNU TEXHUYECKUX
TpeOOBaHUM K PETHCTpALMU JICKAPCTBEHHBIX MpenapaToB JJIsI MEAUIIMHCKOTO
npumenenus |CH Harmonised Tripartite Guideline «Structure and Content of
Clinical Study Reports (E3)» (Bepcus 4, 1995).

N3noxeHHble B HACTOAIIEM JOKYMEHTE TpeOOBaHUS K CTPYKType U
COJICPAHUIO OTYETAa O KJIMHUYECKOM HCCIEOBaHUM (Jlajiee — OTYeT)
ABJIAKOTCA O6HII/IMI/I W IIPUTOAHBI JIA OIIMCAHUS PC3YJIbTATOB HCCIICOBAHUS
JIF000T0 TCPAIICBTUYICCKOIO, HpO(bI/IJIaKTI/I‘{eCKOFO WINn OJUArHOCTHUYECKOI'O
JICKAPpCTBCHHOI'0O  CPCIACTBA, IMPOBCACHHOTO Yy IIAIIUCHTOB (3,Z[Op0BBIX
I[O6p0BOJ'II:LI€B). Knunuueckoe M CTAaTUCTHYECKOE OITMCAHHE PE3VYJIbTAaTOB
HUCCIICAOBaHUsA, IPCACTABICHUC W aHAJIM3 AOAHHBIX, IIOJYYCHHBIX B XO/C
BBIITIOJIHCHUA  HUCCICAOBAHUSA  BBIIIOJIHAKOT B BUJC CAUHOTI'O OTYETAa,
BKJIFOUAKOIICTO Ta6J'II/ILU>I N PUCYHKH B OCHOBHOM TCKCTC OTUCTA WJIN B KOHIIC
TEKCTAa OTUCTA. HpI/IJ'IO)KCHI/I}I K TAKOMY OTYCTY BKJIOYAIOT!:

ITPOTOKOJI;

00pa3Iibl UHIUBUAYABHBIX PETUCTPAIIMOHHBIX KAPT;

MH(pOpPMAIINIO, CBI3aHHYIO C UCCIIE/IOBATEISMU;



uH(opMmarluio, CBSI3aHHYIO Cc UCCIIETyeMbIM mpenapaTrom
(PKCTIEpUMEHTAJIBHBIM ~ TIpEeraparoM), BKIKOYas IpernapaTbl CpaBHEHUS
(KOHTPOJBHBIE TIPENapaThl);

TEXHUYECKYIO CTaTUCTUYECKYIO JOKYMEHTAIUIO;

COOTBETCTBYIOIIHE MyOIUKAIINY;

MEePEYHH JaHHBIX 10 MaIMeHTaM;

TaKhe TEXHUYECKME CTAaTUCTHYECKHE JaHHBIC, KaK BBIBOMHI,
MPOMEXKYTOYHBIE  pacueThl, aHalW3bl W 3aKJIIOUYEHUST Ha  OCHOBE
KOMITBIOTEPHBIX TAHHBIX;

U JIpyTHeE.

XOTs HACTOAIIUM IOKYMEHT B OCHOBHOM OTHOCHTCSI K MCCJICIOBAHUSM
3 PEeKTUBHOCTH U OE€30MACHOCTH, OCHOBHBIC ITPUHITUIIBI COCTABICHHUS OTYETA
U €r0 CTPYKTYpa MOTYT UCIIOIb30BATHCS MPHU MOATOTOBKE OTYETOB MO Pa3HBIM
BUJAaM  HCCJIEAOBaHMN  (Hammpumep,  HUCCIEIOBaHUSIM  KIMHUYECKOM
dbapmakonorun). B 3aBucuMOCTM OT cCHENU(PUKHM W 3HAYUMOCTH TaKHX
UCCIIEIOBAHUM MOYKET COCTABISATHCS MEHEE JIeTATM3UPOBAHHBIN OTYET.

Hacrosimuii  TOKyMEHT TpeaHa3Ha4eH i OKa3aHWs T[OMOIIH
CIIOHCOpPaM B COCTABJICHUU OTYETA, KOTOPHIM OyIET MOJHBIM, JHUIIECHHBIM
JIBYCMBICJIEHHOCTH,  XOpomio  cGOpPMUPOBAaHHBIM W  IPOCTBIM  JJIS
MOCTIEAYIONIEr0 PaCCMOTPEHUS W OICHKH. B oTuere MOMKHBI COMEPkKAThCS
YEeTKOE OOBSICHEHHE TOTO, KaK ObLUIM BHIOpAHBI KPUTHYECKHE OCOOCHHOCTH
ny3aiiHa UccieqoBaHus, HHQOpMaIMs O IJIaHEe, METOJIE M XOJ€ MPOBEIACHUS
UCCIIE0BAHUSI, YTOOBI HE ObIJIO HUKAKOM JBYCMBICIEHHOCTH B TOM, KaK ObLIO
MPOBEJEHO HCCleoBaHuEe. B oTueTe M MpUIOKEHUSIX K HEMY TaKXKe JIOKHO
COJIEPXKAThCA  JIOCTAaTOYHOE  KOJWYECTBO  WHAWMBHUIYAJIbHBIX  JIAHHBIX
MalMeHTOB, B TOM 4YHCIIE AeMOrpadUueCKUX M MCXOAHBIX JIaHHBIX, H
XapaKTePUCTHKA AHAIUTHYECKUX METOJIOB, YTOOBI TMPH HEOOXOIUMOCTH

YIOJIHOMOYEHHBIA OpraH (PKCIEpTHas OpraHu3alivsi) rocygapcTBa — 4ieHa
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EBpa3uiickoro 3KOHOMHYECKOTO COro3a (Jajee — TOCYIapCTBO-UYJI€H) MOT
BOCITPOM3BECTH OCHOBHBIC BHJbI aHAIN30B. He MeHee BaXHO B TEKCTE U B
MPUJIOKEHUSIX YETKO YKa3bIBaTh KOHKPETHBIEC TPYIIIIbI NAIMEHTOB, Y KOTOPHIX
BBITIOJTHSIJTUCH COOTBETCTBYIOIIME aHAIN3bI, COCTABIISUIMCH TAOIUIBI U CXEMBL.
B 3aBUCHMOCTH OT MOJUTHUKK YIIOJTHOMOYEHHOTO OpraHa IrocyaapcTBa-
qJieHa B 00JIACTH AKCIIEPTU3bl HEKOHTPOJIMPYEMBIX M UHBIX UCCIEI0BAHUM, HE
HalpaBJICHHBIX Ha YycTaHOBIEHUE JP(DEKTUBHOCTU (32 HCKIIOYEHUEM
KOHTPOJIUPYEMBIX  HCCIEIOBAHMUM, HANPABICHHBIX HAa YCTAHOBJIICHHE
0€30MMacHOCTH), B  ONPEACIACHHOM  CTENEeHHW  HEMOJHOILICHHBIX  HJIU
MPEKPAIICHHBIX MCCIICIOBAaHUN WM MCCIIEAOBAaHUM, IEIH KOTOPBIX HE
CBS3aHbl C 3asABISIEMBIMH TIOKa3aHUSIMHU, JOMYCKAeTCS MPEACTaBIAThH
COKpAIllCHHbIE OTYEThl, OCHOBaHHBIE Ha OOOOINEHHBIX JaHHBIX WK 0€3
BKJIIOYEHUSI B OTYET HEKOTOPBIX pazaenoB. OpHAakoO B ITUX CIydasx
HEOOXOAUMO MPEACTABUTH MOJHOE OINMCAHHE BCEX aCIEKTOB OE30MaCHOCTH.
[Ipy mpeAcCTaBIeHHMH COKpAIIEHHOTO0 OT4YeTa OH JIOJDKEH BKIIFOYATh
JIOCTAaTOYHO CBEJACHUM O Ju3aiiHe W pe3yibrarax HUCCAeA0BaHUS, YTOOBI
YIOJIHOMOYEHHBI OpraH MOT OMNPEAeIUTh HEOOXOAMMOCTh MPEACTABICHUS
MOJHOTO  oT4yeTa. EcaM  BO3HUKAIOT BONPOCHI O  HEOOXOAUMOCTHU
MPEACTABICHUS OTUETOB, CIEAYET CBA3ATHCA C YIIOJTHOMOYEHHBIM OPTaHOM.
[Ipu moapoOHOM ONMHMCAaHUM TOTO, KaK OBLJIO MPOBEICHO HCCIICOBAHUE,
JIOTyCKaeTCsl TIOBTOPEHHE €ro OIHUCaHUsA W3 paboueil BepCcHM MPOTOKOJIA.
B psge ciydaeB, eciam 3TO CBS3aHO CO CTaHAAPTHOCTHIO BBITOIHACMOU
METO/IMKH, JIOMYCKAETCA TMPEJCTABIATh METOJUKY WCCIEeI0OBaHusl Ooiee
KpaTKo B BHJI€ OTIEIbHOTO pazjaena. B kaxaom pasiene, OmHChIBAIOIIEM
IJIaH U XOJ TPOBEJEHUS UCCIIe0OBaHUs, HEOOXOIUMO yKa3aTh 0COOEHHOCTH
UCCTICIOBAHUSI, KOTOPbIE HEAOCTATOYHO TIOJIHO OIKMCAHbI B IPOTOKOJIE,
OTpEeNIeNIuTh, KaKUM O0pa3oM IPOBOJAMMOE HCCIIEIOBaHUE OTINYAIOCh OT

IIPpOTOKOJIa, 1 O6CYI[I/ITB CTAaTUCTUYCCKHUC MCTOAbI U aHAJIM3bI, UCIIOJIb3yCMBIC
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JU1s1 0OOCHOBAHUSI 3TUX OTKJIOHEHUH OT 3aIUIAaHUPOBAHHOTO MPOTOKOJIOM XO0/1a
UCCIIEOBAHUS.

[lomHBINT OTYUET OTHAEJIBLHOIO KIMHUYECKOTO MCCIIEIOBAHUS JIOJDKEH
BKJIIOYATh MOAPOOHOE OMUCAHUE WHIUBUIYAIbHBIX HEXKEIATCIbHBIX SBICHUM
WK Ja00paTOPHBIX OTKJIOHEHWH, OJHAKO JaHHBbIE CBEACHUS HE0OXOAMMO
MOBTOPHO PACCMOTPETh MPHU MPOBEACHUHN OOIIEro aHain3a 0e30MacHOCTH IO
BCEM UMEIONIMMCS OTYeTaM PETHCTPAIMOHHOIO JI0ChE JIEKAPCTBEHHOTO
npermnapara.

B ortuere pomxHBI comepikarbes geMorpaduuecKue U - Jpyrue
NOTEHIHAIBHO 3HAYMMBIE MPOTHOCTHYECKUE XAPAKTEPUCTUKHU HCCIEAYEMOM
NOMYJISIIMK, a B Ciy4yae €CJIM MHCCIEeNOBaHUE JOCTAaTOYHO MacliTabHoOeE,
JIOJDKHBIL  TIPEACTABISITRCA JIaHHBbIE 1O JeMorpaduueckum (Hampumep,
BO3pAcT, IMOJ, paca, macca Tejaa) W JPYTUM IIOKa3aTelsiM MOATPYIIIbI
(HampuMep, MOYEUHbIC WM NEYEHOYHbIE (PYHKIHMH), TAKUM 00pa3oM, UYTOOBI
MOIJIM OBITh YCTAHOBJIEHBI BO3MOXHBIE Pa3ianuusi B 3(P(GEKTUBHOCTU WIIU
oe3onmacHocTH. OpHako, peakuss MNOArPYIIBI  MAMEHTOB  JOJIKHA
paccMaTpuBaThCid B paMKax YKPYIHEHHOW 0a3bl JaHHBIX, UCIOIb3YyEMOW B
00I1leM CTaTUCTUYECKOM aHAJIH3E.

[Tox mepedHs MU TaHHBIX, 3aMPAIIMBAEMBIMU B paMKaxX oT4YeTa (OOBIYHO
KaK MPUJIOKEHUE K OTUETY) — TOHUMAIOT JIaHHbIE, KOTOPbIE HEOOXOAUMBI J1JIs
MOJITBEPKIACHUSI OCHOBHBIX (KPUTUUYECKHUX) BUIAOB CTATUCTUYECKOTO aHAJIN3A.
[lepeyHu maHHBIX, KOTOPBIE SIBJISIIOTCS YacThlO OTYETa, JOJDKHBI OBIThH
YIOOHBIMU JIJII UCTOJIb30BAHUS PEIEH3EHTOM, IPOBOJSIIUM 3KCIEPTHYIO
OIIECHKY oT4eTa. Takum 00pa3om, CieayeT BKIIOYaTh KaK MOXKHO OOJbIIe
NEPEMEHHBIX B OJUH CIHCOK, YTOOBl OrpaHUYUTH 00beM HHGOpMAIMHU, HO
3TO HE JOHKHO TMPHUBOAUTH K CHUXEHUIO SCHOCTH (IIOHSATHOCTH)
IpeicTaBIsIeMbIX AaHHBbIX. Henb3s nomyckarh, 4TOOBI HM30BITOK JaHHBIX

COIIPOBOXKAAJICA YPC3MCPHBIM HCIIOJIb30BAHUCM CHMBOJIOB BMCCTO CJIOB H



5

XOpOIIIO TIOHATHBIX COKpamieHui (oOmenpuHATHIX MPOodheCCHOHATBHBIX
COKpAIICHHI) WM MPUBOAWI K TPEICTABICHUIO N300PKCHUA B MAJIOM JIJIst
BOCIIPUATHS MacIiTade u T. 1. B 3ToM citydae mpeamoYTuTeIbHee COCTaBIATh
HECKOJIBKO MIEPEYHEN JTaHHBIX.

JlaHHBIE TOJDKHBI TIPEACTABISATHCS B OTUETE C PA3IMUYHBIMU YPOBHSIMHU
JeTaIn3aluu:

YUCJIOBBIE JIaHHBIE W TaOJIUIBl OOIIEro xapakTepa, OTOOpakKarollue
HamOoJsiee 3HAuMMbIe IS JAHHOTO WCCJENOBaHMs JeMorpadudeckue
nokKazarenu, mokazareau 3((OEKTUBHOCTH W O€30MAaCHOCTH MOTYT OBITh
MOMEIIEHBI B TEKCT JJIsSI HILUTFOCTPUPOBAHUS BAXKHBIX MOMEHTOB;

BCE TMpOYHME CBOJHBIC  IIOKa3aTeiaud, TaOMUIBI W  TEePEeYHU
neMorpaduuecKuX MaHHBIX, Mokasaresied 3(p(HEeKTUBHOCTH U OE30MaCHOCTH
JOJKHBL OBITH MpEJICTaBICHBI B pazzaene 14 oruera (COriacHO pyOpHUKaivu
pasnenioB ykazanHoi B yactu |l HacTosiiero JokymeHTa);

WHJMBUIYyaJIbHbIE JIaHHBIC IMAIIMEHTOB IO OTJAEIbHBIM MOATPYMIaM
JOJDKHBI OBITH MPEJCTABICHBI B BUJIE TEpEUHEN JaHHBIX B MPUJIOKEHUHU 16.2
K OTYETYy (COTIaCHO pyOpHKaIluu paseioB yKa3aHHOU B yactu || HacTosmero
JOKYMEHTA);

BCEC WHAWBUIyaJTbHBIC JTaHHBIE MMAIMEHTOB, OJDKHBI MPUBOAWTHCS B
npuioxkeHnn 16.4 k oTtyeTy (COIIacHO PyOpHKAIMU pa3leiioB YKa3aHHOU B
yactu || HacTosero JoOKymMeHTa).

B mr06o0i1 Tabnuiie, mepeyHe AaHHBIX MM Ha TpaduKe, OLICHOYHBIC
(TeopeTHdecKkre) W TMPOU3BOAHBIC IMOKA3aTENIM, €CIIM OHU HCIOJB3YIOTCH,
JOJKHBI OBITH OJJHO3HAYHO U SICHO MACHTHU(HUIIUPOBAHBL. [Ipr 3TOM JOMKHBI
MPUBOAUTHCS TMOAPOOHBIE Pa3bSICHEHUS] TOrO, KaKUM oOO0pa3oM ObUIH
paccyuTaHbl WM TOJYy4YEHBI JaHHBIE 3HAUYCHWS W Kakue ObLIN CJIeJIaHbl

OCHOBHBIC IIPCAIIOJIOKCHUA.
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[IpuBeneHHbIC HUKE yKa3aHUs SIBIISTIOTCS MaKCHUMaJbHO
NeTaTu3UPOBAHHBIMUA W TPEJIHA3HAYCHBI ISl HAIIOMMHAHMUS 3asSBUTEIIO O
MaKCHMaJIbHOM OOBbeMe MH(OpMaIlUM, KOTopas JOJHKHA MPUBOJUTHCI MM B
OT4YEeTe TakuM o0pa3oM, YTOOBI IIOCJIE€ €€ TPEACTABICHUS CBECTU K
MUHUMYMY 3alpoChl JOTOJHUTEIBHBIX HaHHBIX. TeM HE MEHee B KaXIOM
JaCTHOM cllydae TpeOOBaHUS K MPEICTABICHUIO U (WJIM) aHAIW3y JTaHHBIX
MOTYT 3aBUCETh OT KOHKPETHOUW CUTYyaIlluu, UBMEHATHCSI C TCUEHUEM BPEMEHH,
OTJIMYAThCA B 3aBUCUMOCTH OT KJIacCa M3y4YaeMbIX MPENaparoB, Pa3inyaThCs
B Pa3HBIX PErMOHAX, U HE MOTYT OBITh OMUCAHBI B BUJE OOIIUX TPEeOOBaHUIA
B HacTosmeM AokymeHTe. [[o3ToMy INpu MOATOTOBKE OTYETOB HEOOXOAMMO
UCIIOIb30BaTh  CHELNHMAIbHBIE  (YacCTHbIE) KIMHUYECKHUE  PYKOBOJICTBA
YIOJIHOMOYEHHBIX OPTaHOB B cepe oOpalieHus JEKapCTBEHHBIX CPEACTB U
0 BO3MOXXHOCTH OOCYXKJaTh TPEACTABICHUE JIaHHBIX W aHAJM30B C
YIOJIHOMOYEHHBIM OpraHoM. B HEKOTOpBhIX YIOJIHOMOYEHHBIX OpraHax
rOCy/IapCTB-WICHOB MOXKHO TIOJIYYHUTh IOJAPOOHBIC KOHCYJIbTAllUM M
PYKOBOJICTBA IO CTAaTUCTUUYECKUM METOJIUKAM.

Kaxnplii oT4eT IOMKEH COoJepKaTh BCE ONHCAHHBIE HUIKE Pa3eiibl
(3a UCKJIFOUEHUEM CJIy4YaeB, MPU KOTOPHIX 3THU Pa3Jieiibl SIBHO HE TPEOYIOTCs),
IIPU 3TOM JIJISI COXPAHEHUS JIOTUKU KOHKPETHOTO MCCIIEIOBAHUS JIOMTYCKAETCS
W3MEHEHHUE TIIOCJIEIOBATEIbHOCTH WM TPYIIUPOBKUA pa3lesioB OT4YETa.
VYkazaHue OTAECIbHBIX CBEICHUNH B TMPWIOKEHUSIX K OTYETY SBJISETCS
TpeOOBaHHEM HEKOTOPHIX U3 YIHOJHOMOYEHHBIX OpPraHOB U JaHHBIE
MPUJIOKEHUST JOJDKHBI TIPEACTABIAThCI TIpH  HeoOxoaumocTh. Bo Bcex
BBIIICTIEPEUUCIICHHBIX ~ CIy4dasiX CJEIYeT COOTBETCTBYIOIIMM 00pa3om
UCIIPABIISITh HyMEPAIUIO Pa3/ejoB OTUETA.

Hexoroprie TpeOoBaHHMS HACTOSIIETO JIOKYMEHTa B OTHOIICHUU
KPYITHOMACIITaOHBIX HCCICOBAHUM MOTYT OBITh HEBBINOJHUMBI  HIIH

HenenecooOpasHel. [lpu maHupoBaHUM UM TPEACTABICHUM PE3YyJIbTaTOB
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KpYyITHOMACIITa0HBIX UCCIIeIOBaHUM ClIeyeT oOpaTuThcs B
YIOJIHOMOYEHHBIN OpraH v 00CyauTh (popMar oT4eTA.

[TonoxkeHust HaCTOSIErO JOKYMEHTA CJIENYET YUYUTHIBATh COBMECTHO C
TpeOOBaHUSIMU JPYTUX JOKYMEHTOB, PEIIaMEHTUPYIONIUX MPOBEICHUE

KIIMHUYECKUX MCCIIEOBAaHNUN U TIPEICTABICHUE PE3YIBTaTOB O HUX.
I1. TpeboBaHUs K CTPYKTYpPE U COAEPKAHUIO OTUETA

1. TutynbHas cTpaHula

TutynpHasg cTpaHMIa oOT4YeTa JOJDKHA COIEPXkKATh  CIEAYIOUIYIO
UH(pOpMAIIHIO:

HAaMEHOBAaHUE OTYETA C YKA3aHHUEM HAWMEHOBAHUS HCCIEIYEMOIO
npernapara, HW3y4aeMoro IIOKa3aHWs K NPUMEHEHUI0, MpH KOTOPOM
IIPOBOIMIIOCH UCCIIEN0OBAHUE;

€ClIi HE YKa3aHO B HAWMEHOBAHWHM — KPATKOE ONMCAHWE U3aiiHa
(mapajuiesibHBIM, TEPEKPECTHBIN, CIIENON, paHJIOMU3UPOBAHHBIN), BHIA
cpaBHeHUs1 (TU1alle00-KOHTPOJIb, AKTUBHBIA KOHTPOJb, KOHTPOJb «103a-
3P PEKT»), MPOAOIDKUTEIILHOCTh HCCIICIOBAHUS, JO3UPOBAHNE MCCIIEIYEMOTO
npernapara U KOHTUHTEHT CyObEeKTOB UCCIEA0BAHNUS;

HANMEHOBAHUE CIIOHCOPA;

uJeHTU(UKAIUA POTOKOJA (KOl UK HOMED);

(aza uccrnenoBaHus;

JlaTa Hayaja UCCIIEIOBAHMS ([1aTa BKIIFOUEHUS B MCCIIEIOBAHUE TIEPBOTO
NalKueHTa WK WHasl JaTa UHUIMUPOBAHMS), JaTa OKOHYAHUS UCCIEIO0BAHUS
WM €ro 3Tamna (Jara 3aBepIleHUs] JICYEHUs MOCJEAHEro MalueHTra), jaara
JIOCPOYHOIO 3aBEPIICHUS UCCIEN0BaHUs (IPU HAIUYNH ),

dbaMuIuM ¥ JOJDKHOCTH [0 OCHOBHOMY MECTy paboThl IJIaBHOTO

HCCIICO0BATCIIA (I‘J'IaBHBIX HCCHCHOB&TCHCﬁ) 501041 HCCIICO0OBATCIIA-
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KoopAuHaropa (uccieaoBarenell KOOPAMHATOPOB) WM OTBETCTBEHHOTO
MpEACTABUTENS CIIOHCOPA;

uHpopmaiuss 00 OTBETCTBEHHOM JIMIIE, TMOJINUCABIIEM OTYET
UCCIIEOBAaHUSI OT Jidlla croHcopa (daMuins TpeACTaBUTENST KOMITAHUU
(cioHCcOpa), MOAMUCABIIETO OTYET U OTBETCTBEHHOTO 3a 3TOT OTYET). Takke
Ha TUTYJBHOW CTpaHMIlE, OO B COMPOBOIUTEIHLHOM IMHUCbME YKa3bIBAIOTCS
dbamuinm, Homepa TenegoHa U akca KOHTAKTHBIX JUI KOMITAaHUU-CIIOHCOPA,
OTBETCTBEHHBIX 32 TIPHEM BOTIPOCOB I10 OTUETY;

yKa3aHHE€ O TOM, YTO WCCJIEIOBaHUE, BKJIOYas apXUBUPOBAHUE
OCHOBHBIX JOKYMEHTOB MO HCCIEIOBAHHIO, BBIMOJIHEHO B COOTBETCTBUU C
npaBuWjaMy  Haajiexallell KJIMHUYECKOM TPakTUKH, YTBEPKICHHBIMU
EBpa3zuiickoii SJKOHOMHUYECKOM KOMUCCHEH (fanee — MpaBuiia);

JaTa oTdera (Takke HEOOXOAMMO yKa3aTh HAMMEHOBAHUS U JaThbl BCEX
OoJiee paHHUX OTYETOB, MOATOTOBJICHHBIX B paMKax MIPOBEACHUS JAHHOTO

HCCIICOBaHUS).

2. CuHoricuc (KpaTkoe OMKrCcaHue
KJIIMHUYECKOTO UCCIIEI0OBAHMS)
HeoOxomumo mpeAcTaBUTh CHHOIICHC (OOBIYHO OKONIO 3 CTpaHMIY),
oboOmaromuii - cBeaeHuss 00  ucciaenoBaHUM (B COOTBETCTBUHM  C
npwioxkerareM Ne 2 k IIpaBwmiam). UToOBI OTpa3uTh pe3ysbTaThl, CHHOIICHC

JOJDKEH BKJTIOUATh YMCIIOBBIE JaHHBIE, a HE TOJIBKO TEKCT U P-3HAYEHUS.
3. ConeprxaHue oT4yeTa

CozlepmaHHe OTUCTa OOJDKHO BKJIKOYATH HOMCpA CTpaHUI WX APYroc
YKa3aHHUC Ha PacCHoOJOKCHHUC B TCKCTC OTYUCTA KaXIAOT0o pasiaciia, B TOM

YUCJI€  CBOJHBIX  TaOIWI, PUCYHKOB W  TpauUKOB;  TNEpPEUYCHb
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141 PaCIIOJIOKCHHC l'IpI/IJ'IO)KCHI/II\/’I, Ta6J'II/IL[ 151 MpEaACTaBICHHBIX

WHJIUBUYyAJIbHBIX PETUCTPAIMOHHBIX KapT (nanee — MPK).
4. TlepeueHb COKpalIEHU U ONPEICTCHNUS] TEPMUHOB

B otdere noikHBI OBITH TPEACTABICHBI MEPEUCHb COKPAIICHUN WU
OTIPENEICHUI CIeUaTN3UPOBAHHBIX WM HEOOBIYHBIX TEPMHUHOB, a TaKKe
€AUHUL] U3MEPEHUN, UCTIONIb3YEMBIX B oruere. [Ipu nmepBoM yroMHHaHWHU B
TEKCTE COKpPAIICHHbIE TEPMUHBI JOJLKHBI MPOMUCHIBATHCSA MOJHOCTBHIO, a UX

ab0peBuaTypy HEOOXOJIMMO B3ATh B CKOOKH.
5. DTHUYECKHE BOMPOCHI

5.1. OkcrniepTHbIi  coBeT opranuzanuu (He3aBucuMBI ITHYECKUUT

KOMHUTET).

JIomKkHO OBITh MPEACTABICHO MNOATBEPKACHUE TOTO, YTO MPOTOKOIN
UCCIIEOBAHUSI U JIFOOBIE TTOMPABKU K HEMY OBUIM PACCMOTPEHBI DKCIEPTHBIM
coBeToM opranu3anuu (He3aBUCUMBIM STHYECKMM KOMUTETOM) (Hanee —
DCO (H3K)). Ilepeuenr Bcex OCO (HDK), k koTOophbIM o0Opaiaiuch,
cienyeT NMpUBECTU B mpuiioxkeHuu 16.1.3 k oruery (commacHO pyOpHKaIUM
pa3ziesioB YKa3aHHOW B HACTOSIIIEH YacTH JOKYMEHTA) M yKa3aTh (paMUIIUIO,
uMsi 1 otdectBo (mpu Hanmmuumu) npencenarens ICO (HOK), ecimu sto
TpeOyeT YIOJTHOMOYEHHBI OpraH.

5.2. 3asBieHME O TPOBEACHUM HCCIEAOBAHUS B COOTBETCTBUU C
TUYECKUMH MPUHIIUIIAMHU.

Crnenyer mpuBeCTH MOATBEPKACHHUE, YTO HMCCIEJOBAHUE IMPOBEACHO B
COOTBETCTBUM C JTUYECKUMU NPUHLIUNAMU XEIbCUHCKOW JeKJIapalui,

npunsarod XVl ceccuelr BcemupHoii accambiien 3apaBooxpaHeHust B 1964

rofy.
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5.3. UudopmupoBanHOE coryacue.

JlolkHO ~ OBITH  ONMKMCAHO, KAk ©  Korjga ObUIO  MOJYYEHO
MHQOPMHUPOBAHHOE coOIlacue y HAOpaHHBIX B MCCIEAOBAaHUE NAIMEHTOB
(HampuMmep, mpu OTOOpPE B HUCCIEAOBAHUE, MPEIBAPUTEIHLHOM CKPUHUHTE).
B npunoxenuu 16.1.3 (cormacHo pyOpuKaIiuy pasiesioB OTYeTa, yKa3aHHOU B
HACTOSIIIEH YacCTH JIOKYMEHTa) K OTYETY JOJIKHBI ObITh MPUIIOKEHBI 00pa3el
MUCbMEHHOW MH(pOpPMAIUU IS TaleHTa (Ipu HaIu4duu) U obpazen GopMbl

corjiacHs ITalyeHTa.
6. UccnemoBarenu u aAMUHUCTPATUBHAS CTPYKTypa UCCIETOBAHUS

AJMUHHCTpAaTUBHAs CTPYKTypa HCCIEIOBaHUs (HalpuMep, IJIaBHBIM
UCCIIEN0BATENb, HCCIEN0BATEb-KOOPAUHATOP, YHPABISIOMIMNA  KOMHTET,
aIMUHUCTpPAIUs, KOMUTETbl MOHUTOPUHTA U OLICHKH JIAHHBIX, YYaCTBYIOIIKE
MO/PA3/ICIICHUS, CHEHUAIUCTBI-CTATUCTUKY, LIEHTpaJbHasg Jaboparopus,
KOHTpaKTHasi uccieaoBarenbckas opranuzanus (nanee — KMO), ynpasnenue
MOCTaBKaMU B paMKaX KJIMHUYECKUX HCCIEIOBAHMM) JTOMKHA OBITH KPaTKO
OMMCaHa B 3TOM pa3Jelie OTYETA.

B npunoxenun 16.1.4 x orTdeTry (coriacHO pyOpuKalluu pasliesioB
OoTueTa, YKa3aHHOW B HACTOSIIEH 4YacTU JOKYMEHTA) JIOJKHBI OBITh
IPEACTABIICHBl TEPEUYEHb HCCIECNOBATEIICM W WX OpPraHu3aludi, UX pPoJib
(00s13aHHOCTH) B UCCJIEIOBAHUM, CBEICHHS O KBaU(DUKAIIMU HUCCea0BaTenen
(pe3roMe WM SKBUBAJIEHTHBIM €My JOKyMeHT). Takke B npuiiokeHuu 16.1.4
K OTYETy (COmIacHO pyOpHUKaIluy pa3/iesioB OTYETA, YKa3aHHOMW B HACTOSIIEH
YacTU JOKYMEHTA) JIOJDKEH ObITh MPEJICTaBICH AaHAJOTMYHBIM MEpeueHb
JIPYTUX JHI, Yy4YacTUE KOTOPHIX MMEET CYIIECTBEHHOE BIMSHUE Ha
IpOBeIeHHE HuccaeAoBaHus. (s macmTaOHBIX HMCCIEOBAaHUNA C Y4acTHEM
OO0JIBIIOTO KOJTMYECTBA UCCIIEI0BATENEH BhIIIIEyKa3aHHbIE TPEOOBAHUS MOKHO

COKpaTUTh JO OOIIMX CBEACHUN O KBaJIU(PUKAIIUK JINI, TPOBOIUBIINX
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UCCJIeIOBaHNE, C YKa3aHUEM UMEHH, YUYECHOU CTereHu, Mecta paboThl U poin
KQXXJIOTO U3 UCCIIEA0BATENCH WU APYTUX YUaCTHUKOB.

[lepedyeHb MOKEH BKIIIOUATH CIEAYIONIYI0 HH(OPMAIIHIO:

UCCIIEeI0OBATENH;

mo00e Ipyroe JIMio, OCYIIECTBIsAoNIee HAOTIONEHHE 32 EPBUYHBIMU
WIM JPYTUMH ToKazareiasiMud A(PPeKTUBHOCTH (Hampumep, MeICcCecTpa,
MOMOIITHUK Bpaya, KIMHUYECKUMN MCUXOJIOT, KIMHUYECKUN (PapMakosior HIH
MTaTHBIA Bpad). HeoOs3arenbHO BKJIIOYATh B 3TOT MEPEYEHb JIMIIO,
BBITIOJTHSIIOIEE B paMKaxX MCCIEIOBAHUSL AIU30JIMUECKHE OOS3aHHOCTH
(HampuMep, Bpada, KOTOpbHI OBLT BbI3BAaH B CBSI3U C BO3MOXKHOM
HEXEATeNbHOM peakluuel Ha TMPUEM JIEKApPCTBEHHOTO IIpernapara WiIH
BPEMEHHO 3aMEHSJT KOTO-TO U3 BIIIEMEPEUUCICHHBIX JINI);

aBTOp (aBTOpPHI) OTYETA, B TOM YHCIIE OTBETCTBEHHBIM OHMOCTATUCTHK
(OTBETCTBEHHBIE OMOCTATUCTHUKH).

B cnydasx korjga ynoaHOMOYEHHBIMH OpraHamMu TpeOyroTcs 00pasibl
MOJAMUCEN TIIABHOTO HMCCJIEAOBATENS WA MCCIEAOBATENSI-KOOPAUHATOPA, UX
MOJMKUCH JOJKHBI OBITh BKJIIOUEHBI B npuiiokeHue 16.1.5 k oruery (cormnacHo
pyOpuUKanuu pa3eyaoB oTueTa, yKa3aHHOW B HACTOSIIIEH 4acTH JOKYMEHTA, B
cootrBeTcTBUU ¢ (dopmoit npunokernuss Ne 3 k IlpaBunam). Ecnu oOpasigsl
noanuced He TpeOyroTcs, B mnpwiokeHun 16.1.5 k oryery (cornacHo
pyOpukauuu pasaenoB ykazaHHod B yactu |l Hactosimero mokymeHra)
NPUBOAUTCA 0Opaszell MOJAMUCU OTBETCTBEHHOTO CIEIHAINCTa CIOHCOpa

HCCJICIOBAHUS
7. Benenue

BBenenune NOMKHO colepkarh Kparkoe M3JIOKEeHHE (Kak MpaBUiio, HE
Oosnee 1 cTpaHuUIlbl) HCCIEAOBAHUS B KOHTEKCTE Pa3pabOTKHU MCCIEAYEMOIo

Impemapara, 06CY)KI[CHI/I€ KPUTUYICCKHUX 0coOeHHOCTEH HCCIICOOBaHUA
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(Hampumep, OOOCHOBaHWE W  II€NIM, ILI€JIeBbI€ TPYMIbI, JIEUCHUE,
IPOJIOJIKUTEILHOCTD, IICPBUYHBIC KOHEYHBIC TOYKH).

HeoOxonumo mnepeyucinuTh BCE JOKYMEHTHI, Ha OCHOBE KOTOPBIX
pa3pabaThIBaJICsi MPOTOKOJ, WM TPOYME 3HAYUMbIE JJI1 JAHHOTO
WCCJIENOBAHUS CONIAIIEHUS WM JOTOBOPEHHOCTH MEXKAY CIIOHCOPOM

(KOMIIaHHUEH ) U YIIOJTHOMOUYEHHBIMH OpPTraHaMHU.
8. Llenp m 3amauun KCCIEIOBAaHMS

B nanHOM pazgene gomkHa OBITH MpeacTaBieHa WHOOpMaNUsS ¢

M3JI0’)KeHHEM OOIIMX IIeJeH 1 3a71a4 IPOBEICHHOTO UCCIICIOBAHMUS.
9. [Iiman uccienoBaHus

9.1. OO nu3aiH M TUIaH-OIMMCAHUE UCCIIEIOBAHUS.

OOuuii IaH uccineaoBaHus U Iu3aiH (KoH(Uryparus) UccieI0BaHus
(HampuMmep, napayieabHbIN, MEPEKPECTHBIN) TOKHBI OBITH OMTUCAHBI KPATKO,
HO SICHO C HMCIOJIb30BaHHEM TpaUKOB U guarpamMm (Ipyu HEOOXOIUMOCTH).
Ecnu B npyrux uccieqoBaHUSX HCIONb3YETCS MOXOXKUM MPOTOKOJ, MOXKET
ObITh TOJIE3HBIM J1aTh CCBUIKY Ha TaKOW MPOTOKON W OMNHUCaTh JitoObIe
3HAQUUMBbIC OTJIMYUS OT Hero. JlelcTByromas pelakiys MpoToKoiaa U JTH00bIe
U3MEHEHUS JIOJDKHBI OBITh BKIIFOUEHBI Kak mpuiioxkeHus 16.1.1 k oruery
(commacHO pyOpHMKalMM pa3fesioB OTUETa, YKa3aHHOW B HACTOSIIEH 4YacTH
nokymeHTa), a oopazery MPK (Tonbko yHUKanbHBIE CTpaHUIBl, T.€. 0e3
BKJIFOUEHUS UIECHTUYHBIX CTPAHUI] KAPThI, OTHOCSIIMUXCS K pa3HbIM BU3UTaM)
B BuJe mnpuiiokeHuss 16.1.2 k otdery (comiacHO pyOpUKalluh pas3ziesioB
oTueTa, yKa3aHHOW B HACTOAIIEW 4YacTh JoKyMmMeHTa). Ecnu kakas-mm6o
uH(pOpMaIIMs B 3TOM pazjiesie 0TYeTa B3sITa U3 JPYTUX UCTOUHUKOB (IIOMHMO

IPOTOKOJIA) UX CIEAYET yKa3aTh.
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[Ipencrapnennas nuadopmays 10KHA BKITOYATh:

U3yyaeMble METOJbl JieueHUs (KOHKPETHBIE TMpenaparbl, JJ03bl H
pONEAYPHI);

HCCIIENYEMYI0 TMOMNYJISAIUIO TMAIMEHTOB M KOJMYECTBO ITAIIMEHTOB,
KOTOpPBIE JOJIKHBI OBITh BKJIFOUEHBI B HCCIICAOBAHNUE;

CTENEHb U METO]l OCJICTUIEHUS] (MAaCKUPOBKH) (HAmpuMep, OTKPBITOE,
JIBOMHOE CJICTIOE, IPOCTOE CIIETIOE, OCJIECIUIEHUE aHAJUTUKOB U HEOCJIETIEHUE
MaIMEHTOB M (WJIK) UcclienoBaTenei);

BHJI KOHTPOJISi (HApUMeEp, Miarnedo, OTCYTCTBUE JICUCHUS, aKTUBHBIM
KOHTPOJIb, KOHTPOJIb «103a-3((PEKT», UCTOPUUECKUN (PETPOCIIEKTUBHBIN)) U
KOH(MUTYpaIUIO UCCaenoBaHus (MapajliesibHas, IEPEKPEeCTHAs);

METO/I  paclpefiefieHus] CYObEKTOB 0 UCCIEAYyEMBbIM TpylIaM
(pangoMu3anus, CTpaTuOUKaLNN);

MOCJIENOBATEILHOCTh W NPOAOJDKUTEIIBHOCTH  BCEX  IEPHOMIOB
WCCJIEOBAHMS, B TOM YHCJIE NEPUOIA, NTPEALIECTBYOMIErO PaHIOMU3AlNH, U
nepruosa HaOMIOACHUSA TIOCTAE TPOBEACHUS JICUCHHS, TMEPHOJa OTMEHBI
Tepalui W TIepHOoJla MPOCTOr0 CJEMOr0 W JBOMHOTO CJENOro JICYEHHS.
JIoJbKHO  OBITh  yKa3aHO, KOTJA TMAIlMEeHThl OBUIM  PaHIOMU3UPOBAHBI.
PekoMeHyeTcsl ykazarh JAU3aiiH B BUAE TPpapUUECKON CXEMBbI, BKIIOYAIOIIEH
XPOHOJIOTHIO  TIPOBEJACHHBIX OIICHOK (B COOTBETCTBUHM C (opmamu
rpaduueckux cxem npuioxkeHust Ne 4 k [TpaBuiam);

M00ble KOMUTETHI MO O€30MaCHOCTH, MOHUTOPUHTY JAHHBIX WIH
CIICLIMAJIbHBIE PYKOBOISIINE WA OLICHOYHBIE KOMUTETHI;

JIFOOBIE IMPOMCECIKYTOYHBIC CTATUCTUICCKUC aHAJIM3bl 1 OLICHKH.
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9.2. O6ocHOBaHME aM3aifHA WCCIENOBaHUSA, B TOM YHCJIE BbIOOpa
KOHTPOJIBHBIX TPYTIII.

HeoOxomuMo 000CHOBaTh BHJI BBIOPAHHOTO KOHTPOJIS M JIM3aifHa
uccienoBanusi. HekoTopelie acmekTsl Au3aiiHa UCCIIeI0BaHUs, HYKIAIOIIHECs
B PACCMOTPEHHH, PEICTABICHBI HIXKE.

B nenom, BBIIETSIOT CAEAYIONINE KOHKYPEHTHBIE KOHTPOJIbHBIE TPYIIIIbI
(Tpynmbl CpaBHEHHS):

1a1e00-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBHEM JICUCHHSI;

AKTUBHBIA KOHTPOJIb;

11o100p 1035,

VUCTOPUYECKUN KOHTPOJIb.

B nmomosHeHWEe K OMHMCAaHWIO BUJA KOHTPOJS, APYTHMH KIIOYEBHIMHU
OCOOCHHOCTSMHM JW3ailHA CYUTAIOTCS  HWCIONB30BAaHWE TEPEKPECTHOU
KoHpuUrypauun (cxembl) H BBIOOp TAIMEHTOB C  OMpPEACICHHBIMU
COCTOSHUSIMU B  aHaMHe3€: HalpuMep, YYBCTBUTEIBHOCTBIO  WIIU
PE3UCTEHTHOCTRIO K OMPEAEICHHOMY JIGKApCTBEHHOMY Tpemapary WIH
TpyIIe JEeKapCTBEHHBIX MpenapaToB. Eciu He mpuMeHssiach paHIoMH3aIlns,
HEOOXOANMO OOBSICHUTH, KAKUE METOMBI MCITOJIB30BAIUCH ISl MCKITIOUCHUS
cucTeMaTuieckoi ommbku oToopa (Systematic selection bias).

Heobxoaumo ¢ mo3uiuii u3yyaeMoro 3a00JIeBaHUs WU MPUMEHSIEMOTO
BUJla JICUEHUS OOBSICHUTh TOTCHIMAIBbHBIC WM 3apaHee W3BECTHHIC
3aTpydHEHUs, OOYCJIOBJICHHBIC BHIOPDAHHBIM JW3AWHOM HWCCICAOBAHUS WU
KOHTPOJBHOW rpymnmon. Tak, s MEepeKpecTHOro Au3aliHa B TOM YHUCIIE
CIIETyeT MPEAyCMOTPETh BO3MOXKHOCTH CIOHTAHHOTO WM3MEHEHHUS TEYECHHS
3a00JIeBaHUS B XOJI€ UCCIIEIOBAaHUS U BOSHUKHOBEHUS 3PHEKTOB MepeHoca.

Ecim  metomom  ycraHoBienusi  3((EKTUBHOCTH  BBIOpaHO

IMOATBCPKACHNUC JSKBHBAJICHTHOCTH, IIPHM KOTOPOM 3(1)(1)6KTI/IBHOCTB HOBOI'O
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BUJAa JICUCHUS HE HUXKE OMNPEACICHHOr0 TMopora IO CPaBHEHUIO C
MPU3HAHHBIM BHUJIOM JIeueHHMs (He MeHbIas 3(PPEeKTHUBHOCTH), HEOOXOAUMO
paccMOTPETh BO3MOXKHBIE 3aTPY/IHEHUSI B CBA3UM C BBIOPAHHBIM JU3aiTHOM
uccienoBanus. B yacTHOCcTH, HEOOXOAMMO OOOCHOBAaTh, YTO BBIOPAHHBIN
IW3aliH  CIOCOOEH YCTAHOBUTh paziuuus Mexay dbdexkTuBHON U
HedpexkTuBHON Tepanueit. J[Jisi 3TOro peKoMeHayeTcs IMpoaHaIu3UpPOBATh
no/f00HbIE, paHEee MPOBEJICHHBIC HCCIEIOBAHUS B KOHTEKCTE KIIFOUEBBIX
0CcOoOEHHOCTEeN Tn3aiiHa (BBIOOP MAIMeHTOB, KOHEYHBIC TOYKU, IJTUTEIHHOCTD,
7032 Tpernapara, SBISIIOLIETOCS AKTUBHBIM KOHTPOJIEM, COIyTCTBYIOIIAS
Tepanus W Jp.), TOATBEPKIAIOIMINE CTOUKYIO CIIOCOOHOCTh BBISBIATH
MIPEBOCXOJICTBO aKTUBHOTO KOHTPOJS Haj Ianedo. HeoOxomumo omnucarhb
METO/Ibl BBISBICHUSI pa3nuuuil Mexay 3(PGdexkTuBHON U HeIPHEKTUBHOM
tepanueit. Hanpumep, HanmumeM 3()@PEKTUBHOCTH MOXKHO CUUTATh YETKOE
paznuurie (Ha OCHOBAaHWU paHEe IMPOBEJICHHBIX MCCIEAOBAHUM) MEXIY
IPYNION TAIMEHTOB, MOJYYaBIIMX JICUEHUE U TPYNIIOW MAIlMeHTOB, HE
MOJTy4YaBIlIeW JIEKapCTBEHHBIN Tpernapar. Mepoir >(PGEeKTUBHOCTH MOXKET
CIIY’KUTh W3MEHEHHE 3HAYEHUS IEJIEBOTO IMOKa3aTesl OT UCXOAHOTO YPOBHS
WM JpYrol KpuUTepuil, HAIpuUMep, KOJIMYECTBO BbI3JOPOBICHUN WIH
BBDKMBAEMOCTh. JlOCTHMIKEHHME TakKoro pe3yjbrara OyleT MOATBEPXKAaTh
CIIOCOOHOCTh MCCJIEAOBAHUS YCTAHOBUTH Pas3inuusg Mexay 3h(PEKTUBHBIM U
Hed(DPEeKTUBHBIM JIGKQPCTBEHHBIMH TipenapatamMu. HeobxogumMo Takxe
0o0OCHOBaTh, YTO B XOAE€ MCCIEAOBaHUS TpaHUIlAa HE MEHbIIEH
addexTuBHOCTH (0€30MTaCHOCTH) (JIeNIbTa) HE ObliIa IIPEBBIIICHA.

Oco0oe 000CHOBAaHME B OTYETE CIEAYET MPEJACTABUTH B OTHOILICHUU
MPUMEHECHUSI  UCTOPUYECKOTO  KOHTPOJIS, IPUMEHEHHE KOTOpPOro B
UCCIICIOBAHUM HMMEET s OTrpaHUYCHHM  (CIOKHOCTh  OOecredeHus

COIMOCTaBUMOCTHU CPABHUBACMBIX TIPYIIIl, HCBO3MOXHOCTL <«OCJICIIIICHHA»
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uccienoBareieii, W3MEHEHHE TOJAXOJO0B K JICYEHUIO WJIM TEYEHUs
3a00J€eBaHus, pa3nauuusi, 00yclIoBIEHHbIE 3P eKToM 11aiiedo).

Hekotopeie papyrume OCOOCHHOCTH [W3aiiHA WCCICAOBAHUS TaKKe
TpeOyIOT 000CHOBAHUS, B TOM YHCJIE HAJTUINE UM OTCYTCTBHE OTMBIBOYHOTO
nepuoja M JUTEIbHOCTh TNEpPHOoJa JIEYEHUs, YTO OCOOCHHO Ba)XXHO TIpHU
XpOHUYECKUX 3a0osieBaHusX. Ecim 3TO0 He sBAsSETCd OYEBUIHBIM, TO
HEOOXOJIMMO TakK>ke€ O00OCHOBaTh BBHIOOP J03bl M HHTEpBajia JO3UPOBAHUS.
Hamnpumep, 006b1uHO HEd(exTuBeH mpueM 1 pa3 B CyTKH JIEKAPCTBEHHOTO
mpemnapara ¢ KOPOTKAM IE€PHUOIOM TOMYBBIBEACHHUS I KOTOPOTO 3(PdekT
TECHO CBSI3aH C €ro KOHLIEHTpaluen B miasme. Eciiu B paMKkax ucclie1oBaHus
NPUMEHSETCS] TaKOW PEXHUM JIO3UPOBaHHUS, €ro HeoOXOAMMO 00OOCHOBATbH,
HalpuMep, TeM, 4TO MPOAOJDKUTEILHOCTD (papMakoguHaMu4ueckoro addexra
MPEBBINIACT JITUTETHFHOCTh HAX0XKICHHS JICKAPCTBEHHOTO TIpemapara B KPOBH.
HeobOxonumo ommcaTh HCMOIB30BaHHBIE MPOIEAYPHI, HAIpaBICHHBIC Ha
ycTaHOBJIeHHE 3(P(deKTa «yCKOJIb3aHUS» OT JACUCTBUA Mpernapara B KOHIIE
WHTEpBaja J03UPOBAaHUS, HAIpUMEp, OINpEACIICHHE [EeUCTBUS TIpernapara
nepeq NpUEMOM ouepeqHoM J03bl. B wucciemoBanuu 103a-3Ppdekt c
napajieIbHbIM JU3aiHOM HEOOXOJUMO TakXe OO0OOCHOBaTh BBIOpAHHBIN
JIMaria3oH J103.

9.3. Bb10op uzy4yaeMoi MOMyJISIIH.

9.3.1. Kputepun BKIIIOUCHHS. B oTuere MOMKHBI OBITH OMNHUCAHBI
MOMYJISAIUS MAIIMEHTOB M KPUTEPUU OTOOpA, UCTIOIB3YEMBbIE IS BKIFOUEHUS
MAIMeHTOB B MCCIICIOBAaHNE, U TTPOAHAIM3UPOBAHA MPUTOTHOCTh N30paHHOU
MOMYJISIUK I Tieiel  uccienoBanus. JlOKHBI OBITH TIPEACTABICHBI
KOHKPETHBIE  HMCIOJb3yeMble JIUArHOCTUYECKUE KPUTEPUH, a TaKKe
KOHKpETHBIE TpeOOBaHUs K 3a00JIeBaHUIO (HAIPUMED, ONPEACIICHHAs CTENIEHb
TSKECTH U MPOJOJDKUTENIHOCTh 3a00JIeBaHMsI, pe3yibTaThl aHaJIU3a

KOHKPETHBIX J1a0OpaTOpHBIX IIOKa3aTelie WJIM PpPEUTHHIOBOM  IIKaJbl,
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bu3uKaIbHOTO 00CIIe0BaHUsA, OCOOEHHOCTH aHamHe3a (Heyaada Ui yCrex
npeAblIyled Tepanuu) WIM Jpyrue MOTEHUHAIbHBIE TMPOTHOCTUYECKUE
(bakTophI U TH00BIE BO3PACTHBIE, MTOJOBBIE UM STHUUYECKUE (PAKTOPHI.

JIoJKHBI OBITH ONKMCAHBl KPUTEPUU OTOOPA U JTHOOBIE TOTOJHUTEIbHbBIC
KpUTEepUU paHioMu3zanuu (oTOOp MAIMEHTOB B TPyNIy C NpPUMEHEHUEM
uccienyemMoro mnpenapara). [Ipy Hanmuuuum OCHOBaHU Mojararb, YTo MpHU
MPOBEJCHUH UCCIIEIOBAHUSL OBUIM JIOTOTHUTEIbHBIC KPUTEPUU BKIIOYEHUS B
HEro, HE OINpEeJEJICHHbIE B TPOTOKOJIE HCCIEIOBAHUS, JOJDKHBI OBIThH
OoOCYyXJ€HbI WX BO3MOXHBIE TOCHeACTBUSA. Hampumep, eciii HEKOTOpBIE
UCCJIeIOBAaTENN MOTJIM MCKJIIOYAaTh WA MEPEBOAUTH B JIPYTHe HUCCIEAOBAHUS
NAIlMEHTOB, KOTOPbIE UMEIU ONpe/IeJICHHbIE 3a00JIEBaHUS WIIH OIIPE/ICIICHHbBIE
UCXOJHBIE XapaKTEPUCTUKHU.

9.3.2. Kpurepun HeBkitoueHus. J{omkHbI OBITh YKa3aHbl KPUTEPUH IS
HEBKJIIOUEHHUSI TAalMeHTa B MCCJIEAOBAaHME Ha OJTamne OoTOopa, a TaKxkKe
O00OCHOBaHHME 3THUX KpUTEpUEB (HAMpUMep, C MO3UIMI Oe301MacHOCTH,
aJIMUHUCTPATUBHBIE TPUYMHBI WU HENPUTOAHOCTH JUIsl HMCCIEIOBAHUSA).
BrnusitHue KputepueB HEBKIIOYEHUS Ha BO3MOXKHOCTh PACIPOCTPAHEHUS
pe3y/bTaToOB HUCCIEIOBAaHMS HA BCIO MOMYJSIUIO B IEJIOM JIOKHBI OBITh
poaHaIu3upoBaHbl B pasznene 13 ordyera 00 wuccienoBaHuU (COTIACcCHO
pyOpuKaluM pa3aenoB OT4YeTa, YKa3aHHOM B HACTOSIIEH 4acTh JOKYMEHTA)
WK B 0030pe 6e30macHOCTH U 3()PEKTUBHOCTH MOIYJISL 2 PETUCTPALIMIOHHOTO
JIOCh€ Ha JICKAPCTBEHHBIN ITpenapar.

9.3.3. Kpurepun WCKIIOUCHHS W3 KIWHUYECKOW WM aHAIUTHYECKOU
4acTu HccienoBaHus. J{OmKHBI ObITh OMMCAHBI 3aIJIAHUPOBAHHBIE TPUYUHBI
UCKJIIOYEHHUs TMAalMeHTOB M3 TEpanuu WIM OCHOBHOTO HaOmIoneHus (mpu
HAJMYKMH), a TaKKe OIMHCAHBl XapakTep M MPOJOJIKUTEIHHOCTH JH000Tr0

34IJIAHUPOBAHHOTO ITOCJICAYOIICTO Ha6J'IIO,Z[€HI/I$I JJI1 JaHHBIX ITAIITUCHTOB.
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9.4. Jleuenue.

9.4.1. Haznauennoe neuerue. JlomKHBI OBITH ONMMCAaHBI TOYHBIC METOBI
JICUCHUS WJIM TUATHOCTUYECKHE CPEICTBA, MPUMEHSEMbIE B KaKIION TPYIIe
MAIMEHTOB U MEPUOC UCCISIOBAaHUS, B TOM YHCII€ CTIOCOOBI BBEICHMUSI, T03bI
U CXEMBbI IPUMEHEHU.

9.4.2. Onucanue ucciaeayeMoro mnpemnapara. B ordere HOMKHBI OBITH
IPUBEACHBI CIEAYIOIINE CBEACHUS:

KpaTKOE€ OIHCAaHUE HCCIEAyeMOTo mpemapara (dKCIepUMEHTAIBHOTO
npemnapara) (JiekapcTBeHHass (¢opma, J03MpPOBKa, HoMmep mnapTtuu). Eciau
UCIOJIb30BaHa He |1 cepus uccieayeMoro mpemnapara (3KCepuMeHTalIbHOTO
npenapara), MalueHThbl, MOoTyYarollye MpenapaTr u3 Kaxaou napTuu, T0JKHbBI
ObITh HUJIEHTU(UIIMPOBAHB B TMpuioxkeHun 16.1.6 k otdery (comiacHo
pyOpuKanuu pasaesoB OT4eTa, yKa3aHHOW B HACTOSIICH YacTH IOKYMEHTA);

WCTOYHUK  TIONyYeHHWs  Iulariebo ©  Tpemapara  CpaBHEHUS.
Moaudukanus npenapara cpaBHEHUS OT UX 0OBIYHON KOMMepUYECKOH (HOpMBbI
BBIITYCKa JIOJDKHA OBITh yKa3aHa B OTYETe, U JOJDKHBI OBITH MPUBEACHBI
NPEANPUHATHIE MEpPhl I OOEeCIeYeHus TOro, YTOOBl B pe3yibTare
MoauuUKau OUOJI0OTUYECKas IOCTYITHOCTh HE OblIa U3MEHEHA;

JIOTUCTHUKA TOCTABOK IS JUIMTEIBHBIX WCCICIOBAHUNA, B KOTOPBIX
MPUMEHSIOTCS HCCIIeyeMbIe TIpenaparbl C OrPAaHUYEHHBIM CPOKOM TOTHOCTU
WIN HEMOJHBIMU JaHHBIMU O cTaOuinbHOCTU. CBeNeHUS O NPUMEHEHUU
UCCIIEMYEMBIX TPEmapaToB TIOCIAE HWCTEYCHUS CpOKa WX TOJHOCTH U
uAeHTU(UKAIMS TIOTYyYaBIINX WX TAIMEHTOB, a TakK)Ke B ClIydae HaJIAYUS
0COOBIX TPEOOBAHUM K XPAaHEHUIO — 3TU TPEOOBAHUS K XPAHCHUIO.

9.4.3. MeToasl pactpenesieHus CyObeKTOB MCCIIEIOBAHUS 10 TPYTIIaM.
MeTtozbl, UCTIOIB3yEMBIE AJI paclpeneneHuss cyObeKTOB HMCCIENOBaHUs T10
TeparneBTUYECKUM TpyIIaM, HallpuMep, HEHTPAIU30BaHHOE pacIipe/iesieHue,

pacmpeneneHue B paMKaxX — OTACNBHBIX  YUPEKICHUW, aNallTHBHOE



19

pacripenenenue (pacnpeneieHue Ha OCHOBAaHUM paHee MOJYYeHHOU OIEHKHU
WM OTBETA Ha JICUCHHUE) JOJDKHBI ObITh OMUCAHBI B TEKCTE OTYETa, BKIIFOUAs
npouneaypsl  crparudukalui WA BbIOOpa pasmepa  OJIOKOB  Jyist
pangomuzanuu. JIroOble 0COOEHHOCTH pacrpeeieHUs] MallMEeHTOB JOJIKHBI
OBITh MPOAHAIM3UPOBAHBI B OTJEILHON YaCTH JJAHHOTO pasjielia OTYeTa.

[TonpoOHOE omucaHWe MeToJa paHAOMHU3AIMH, BKJIIOYAs OIKMCAHUE
METO/Ia BBIMIOJIHEHUS, JIOJKHO OBITh MPUBEAEHO C YKAa3aHHEM CCHUIOK Ha
UCTOYHUKH B IIpuiioxkeHuu 16.1.7 k oTdeTy (cormacHo pyOpuKalluu pas3iesion
OTuUeTa, YKa3aHHOM B HACTOAIIEW 4acTU JOKYyMEHTa) (MpU HEOOXOJUMOCTH).
Tabnuia, comepskariasi KOAbl PaHIOMHU3AIMU, WUJICHTU(OUKAIIMOHHBIM KO
MalKreHTa B HUCCIECNOBAaHUU M Ha3HAUCHHOE JIeYCHHUE, TaKKe JOJKHA OBITh
NpeACTaBlieHa B TMPUIOXKEHHMH. B  MHOTOLEHTPOBOM  HUCCIEIOBAHUU
uHpopMalsi B OTYETE JOJDKHA OBITh MPEJOCTaBICHA IO IIEHTPaM B
OTJEeNbHOCTH. JlOoMKeH OBbITh MOSCHEH METOJ CIy4ailHOTO Te€HEpPUPOBAHUS
HOMEPOB.

JI71st uccneoBaHui C peTPOCIEKTUBHBIM KOHTPOJIEM BaXKHO OOBSICHUTB,
KakuM 00pa3oM ObLIT BIOpAaH KOHKPETHBIN KOHTPOJIb, KAKON albTEPHATUBHBIMI
PETPOCHEKTUBHBI KOHTPOJb paccMarpuBajcs (MpU HAJIMYUMK) M Kak
MOJIyYEHHbIE PE3YJIbTaThl CPABHUBAIMCH C UCIIOJIB3YEMbIM KOHTPOJIEM.

9.4.4, Beibop m03 mis wu3ydeHus. Jlo3pl WM JUAIia3oHbl 103,
UCIIOJIb3yEMbIE B UCCIEIOBAHUM, JIOKHBI OBITh MIPUBEICHBI IO BCEM BHUJAM
Tepalnuu 1 JOJDKHO OBITH ONMKMCAHO OCHOBAHHUE JJIS MX BbIOOpa (HAmpuMeED,
JTAHHBIE O TIPEAIIECTBYIOIIEM OMBITE Y JIFOJEH U KUBOTHBIX ).

9.4.5. Beibop 703, BpeMEHM W HWHTEpBala IIpHeMa IMpemnapara s
KaxJoro mnanueHta. HeoOxomumo omucarh MpoleAypy Moadoopa J03bI
HCCIIeyeMOTO TIperapara U mpenapara CpaBHEHHS (AaKTMBHOTO KOHTPOJIS)
JUIS KaXJOTO mMalMeHTa. Takue Npoleaypbl MOTYT 3aKJIH4aThCcs Kak B

IpPOCTOM  CIly4ailHOM BbBIOOpEe (DUKCUPOBAHHOM JIO03bl WM  peXUMa
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J03UPOBaHUs, TaK U B 0COOOM o100pe 036l WK MOAPOOHO pazpaboTaHHOM
MEXaHH3Me OTOOpa, OCHOBAHHOM Ha WHAWBHUAYaJTbHOW pEaKIMu TaIlMeHTa,
HaIpUMEpP, €CJIA TMOBBIIIEHUE J03bI MPOUCXOIUT BIUIOTH 0 MaKCHUMAaJIbHOU
MEPEHOCUMOH JT03bI WM OTPEeIeHHOTO pe3yabTara. [Ipyn Hanuanu TakTuKA
CHIDKEHUS JI03bI, €€ TaKKe HEOOXOIMMO OTHCATh.

Cpoku no3upoBaHus (BpeMsl CyTOK W HHTEpPBaJI) M COOTHOIICHHE
JO3WPOBAHUS C MPUEMaMH THIMK JOKHBI OBITh ONMCAHBI, W, €CITU OHH HE
OBLIIM YKa3aHbI B IIPOTOKOJIE, 3TO JOJIKHO OBITh OTMEUEHO B OTUETE 0C00O.

JIOmKHBI OBITH ONHWCAHBI JIOOBIE KOHKPETHBIC WHCTPYKIIUW IS
NAIMEHTOB O BPEMEHH U CIIoco0e IpruemMa J03bl.

9.4.6. MackupoBka JaHHBIX («ciemor» Meron) (NP HATUYHH).
JlomxHO  OBITH TPEAOCTABICHO ONHUCAHWE KOHKPETHBIX  MPOIEAYD,
WCITOJIB3YEeMBIX IS MACKUPOBKHU JTaHHBIX (HAIPpUMEp, CIIOCO0 MapKUPOBAHUS
YIaKOBOK, HCIOJIb30BAaHUE OTUKETOK, KOTOPBIE PACKPBIBAIOT  KOIBI
MaCKHPOBKH, 3alle4aTaHHbIX MepeuHell KOJ0B (KOHBEPTOB), TEXHUKHU JBOWHON
uMUTaIMu). B TOM uucie MODKHBI OBITh OMHUCAHBI OOCTOSITENBCTBA, MPHU
KOTOPBIX JIOMYCKAJIOCHh HapyIIeHWEe MACKHPOBAHUS OMHOTO WM BCEX
MAIMeHTOB (HampuMep, B CIydae CEPhE3HBIX HEKENATeIbHBIX SBIICHHMN ),
WCIIOJIb3yeMbI€ TIPH 3TOM MPOIEAYPHI, a TAKXKe MEPEUYCHBb JIMIl, UMEIOIINX
JOCTyI K KojlaM marueHToB. Ecim uccieqoBaHue IMO3BOJSUIO OTACIBHBIM
uccienoBaresiM ObITh HHPOPMUPOBAHHBIMH O KypCe IMPOBOJUMOTO JICUCHUS
(Hampumep, U BO3MOXKHOCTH CKOPPEKTUPOBATh PEKUM TMPUMEHEHUS
npernapara), HEOOXOAMMO  OOBSICHUTH  MIPOILEAYpPY 3alllUThl  APYTUX
WCCIIeIoBaTeNeil OT pacCKphITUS HHOPMAITHH.

JIOJOKHBI OBITH OTHMICaHBl MEphI, MPHUHATHIC IJIs OOECICUeHHUs TOTO,
4TOOBI UCCIISyeMbIH Mpenapar 1 miarnedo ObUTH HEOTITUYUMBI, U TTPUBEICHEI
JI0Ka3aTelbCTBa TOTO, YTO OHU OBLIM HEPA3JIMYUMBI 10 BHEIIHEMY BUILY,

dbopme, 3anaxy u BKycy. JlOMKHBI OBITh OMUCAHBI MEPHI IO TPEAOTBPAIICHUIO
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HapylIeHUs  MACKUPOBKHM  JI@HHBIX  MCCIEJOBaHUS Ha  OCHOBaHUU
7a00paTopHBIX H3MepeHuil (nmpu Hamuuuu). [Ipu Hanmuuum kKoMHTETa MO
MOHUTOPUHTY JAHHBIX C JOCTYIIOM K HEMAaCKHPOBAHHBIM JAaHHBIM JIOJDKHBI
ObITh OMHUCAaHBI MPOLEAYPHl, OOECHEUNnBAIOIINE TOJJIEpKAHUE OOIIeH
MacKMpPOBKHM HCClieoBaHUsA. Takke JOobKHa OBITh MOSICHEHA Mpoleaypa
NOJIEP)KAaHUST MACKHUPOBKM BO BpeMsl TMPOBEACHHUS ITPOMEKYTOUHBIX
aHaJIN30B.

HeoOxogumMo OOBSCHUTH, NMOYEMY ISl CHHXKEHHS CYOBEKTMBHOCTH
OCJICTUUICHHSI HEKOTOPBIX WM BCEX HAOMIOACHUI HE TpeOOBalIOCh, HAIPUMED,
UCIIOJIb30BaHNe C(UTMOMAHOMETpA CO CIIy4allHbIM HyJem (random-zero) —
yCTpaHsET BO3MOXKHYIO HCCJIEI0BATEIBCKYIO CYObEKTUBHOCTD
OpU  HMHTEPIPETAllMH BEJIUYUHBI apTEPUATLHOTO JaBIICHUSA, a JICHTHI,
MOJydYeHHbIE  TPU  XONTEPOBCKOM  MOHHMTOPHPOBAHUH,  3a4acTyiO
pacmu@poBBIBAIOTCS aBTOMAaTUYECKH, YTO, MPEANOIOKHUTEIHHO, MO3BOJISIET
u30exarb HCCIEN0BATEIbCKON CyObEeKTUBHOCTH. Eciu ocrnemnieHue ObLIo
KEJIaeMbIM, HO HEBO3MOXHBIM, HEOOXOUMO OOBSCHUTH MPUYUHBI OTKa3a OT
€ro BBITIOJIHEHUST W PACCMOTPETh MOCIEACTBUA. B HEKOTOpBIX Cclydasx
OCJICTUICHHE TMPOBOIUTCS, HO 3apaHee HM3BECTHO O €ro HECOBEPIICHCTBE
BCJIE/ICTBHE OUYEBH/IHBIX JIEKAPCTBEHHBIX PEAKIIM 0 MEHBIIIEH Mepe y YacTu
NAlMEeHTOB (CyXOCTh BO PTY, OpaauKapaus, JUXOpajaka, peakiuu B MECTe
BBEJICHUSI, U3BMEHEHUE JTaOOpaTOPHBIX MoKazarenei). Takoro pona mpoOiemMsl
WIN MIOTEHIIMATbHBIC 3aTPYIHEHUS HEOOXOAMMO 3apaHee BBISIBUTH U OMHCATH,
MPEANPUHUMAIIACH JIM TOMBITKA OICHUTh WX BEIUYMHY WIH PEIINTh WX
(HarpuMep, HEKOTOPbIE U3MEPEHUST MOTJIN MTPOBOAUTHCS JIMLIAMHU, KOTOPHIE HE
UMEJIU TIPaB PACKPHIBATh OCIIEIIIICHHUE).

9.4.7. IlpenmiecTBytoiiasi U COMyTCTBYyIoMmas Tepanus. J(omkHO OBITh
OMKCAaHO, KaKhe Mpernaparbl WM MpoLeaypbl ObUIM pa3pelieHbl JO0 U BO

BpEMA HCCICHOBAHUA, OBLIIO TN 3apCruCTpupOBaHO HMX HCIIOJIb30BAHHUC H
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KakuM 00pa3oM, a Takxe Jr0ble JApyrue crnenuduyueckue MpaBuia u
MPOLEYPHI, CBA3AHHBIE C PA3PEHICHHON WM 3aMPEIIEHHON COMYTCTBYIOIIEH
Tepanueil. JlomKHO OBITh OMHMCAHO, KaK pa3penieHHasl COMyTCTBYIOIIAS
Tepanusi MOXKET MOBIHUATh Ha PE3YJIbTAT BCICACTBUE B3aMMOICHCTBUS Pa3HBIX
penaparoB WIM MPSMOTro MX BO3JEHUCTBHS HA KOHEUHbIE TOUYKU (OCHOBHBIE
NEepEMEHHBIE) UCCIIEOBAHUS U KaK MOTYT ObITh YCTaHOBJICHbI HE3aBUCHUMBbIEC
3¢ (PeKThI COMYTCTBYIONIEH U UCCIEAYEMOU Teparuu.

9.4.8. Mepsl 110 00eCTICUCHHIO COOMIONCHUS peKUMa JIeUeHUs. [|0DKHBI
OBbITh ONMHUCAHBI MEPhI, MPUHUMAEMbIE [JIsi oOecrnedueHus: U (UKCAlUU B
JOKyMEHTaX COOJIOJEHUSI PEeKUMa Teparuu, HalpuMep, Y4YeT Mpenaparos,
JTHEBHHMKHU TAIIMEHTOB, MOKa3aTelN COJlepKaHUsl Mpernapara B KPOBU, MOUE
WM IPYTUX KUAKOCTSIX OpTraHru3Ma WM MOHUTOPHHT JeHCTBHSI Mpermapara.

9.5. Jlannpie 3¢ (EeKTUBHOCTH U OE30TTaCHOCTH.

9.5.1. OuennBaemsbie mokazarenu 3PGHEKTUBHOCTH M OE30MACHOCTH U
omok-cxema.  JloJkHBI  OBITh  OLIGHEHBI ~ KOHKPETHBIE  IOKa3aTenu
abpdexTuBHOCTM U 0OE30MaCHOCTM U TPOBEICHBI  JA0OpPATOPHBIC
uccnenoBanus. [Ipu 3ToM HOMKHBI ObITH YKa3aHbl pACHIUCAHUE THEH OLICHKU
ATUX TOKa3aTeneil (JHU MPOBEJICHUS! KCCIEOBAaHMS, BPEMsSl CyTOK, CBSI3b C
npueMaMy TIWMIM, W KPUTUYECKHWE CPOKU OICHKH IIOKa3aTrelied o
OTHOUIEHUI0O K  TMpHUEeMy  HCCIEAyeMOoro  Ipemnapara,  Halpumep,
HEMOCPEACTBEHHO Tepe] CIeAyIome 1030M, dyepe3 2 yaca Mociie J03bl),
METO/Ibl KX U3MEPEHMUS], & TAKXKE JIMIIA, OTBETCTBEHHBIE 32 u3MepeHue. Ecnu B
COCTaBE TMEPCOHAJA, BBHIMOJHSIONIETO KIWMHUYECKU 3HAYUMBbIC W3MEPEHUS,
TIPOM3OIILTN U3MEHEHUS, OHH JTOJDKHBI OBITh YKa3aHHbI.

Yacroty u BpeMms wu3MepeHus IMokazareneid 3(PEeKTUBHOCTH W
0€30MacHOCTH clieAyeT oToOpakaTb B Tpa@uUuyeckoM BHJIE OJOK-CXEMbI
(B cooTBeTcTBUU ¢ nipuiioxkeHrueM Ne 4 k [IpaBunam). J{omkHBI OBITh YKa3aHbI

HOMCpPAa U BPpCMs BU3UTOB, UJIH TOJIBKO BPCMA BU3HUTOB (GCHI/I YKa3aHbIl TOJIBKO
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HOMEpAa BU3UTOB [aHHBIE TPYAHO BOCIPUHHUMATh W HMHTEPIPETUPOBATH).
Takke cnemyer ykaszarb Bce cHEU(PUYECKUE HUHCTPYKIMH JJIs MAlMEHTOB
(HampuMep, HCHOJIb30BAHHE WMH PYKOBOACTB IO MPHEMY H3YyYaeMbIX
MpenapaToB UJIN UCIOIb30BAHUE JHEBHUKA).

Onpenenenusi, MUCHOJIb3yeMble  JUJII  XapaKTEPUCTUKU  HCXOJIOB
uccieIoBaHusl (HalpuMep, KPUTEPHUH OIpeIesieHUs] BOSHUKHOBEHUSI OCTPOTO
uHpapkTa MHUOKap/a, YCTaHOBJICHUE JOKaIU3alHH uH(papkra,
XapaKTepUCTHKA HHCYJIbTa KaK TPOMOOTHUYECKOTO WU TeMOPParnveckoro,
pa3InuMs MEXJy TPAaH3UTOPHBIM HAPYIIEHUEM MO3TOBOTO KPOBOOOpAIICHUS
U MHCYJIBTOM, YCTAHOBJIEHWE MPUYHHBI CMEPTH) JIOJDKHBI OBITH MOAPOOHO
OoOBsiCHEHBI. JI10Oble METOJbI, MCMOJb3yEMbIE JIsi CTaHAAPTU3ALUU WU
CpPaBHEHMSI PpE3yJbTaTOB JIA0OPATOPHBIX KCCIENOBAHUN WM  JIPYTHX
KIMHUYEeCKUX  u3MepeHud  (Hanpumep, OIKI, peHTreHorpadpuueckoe
UCCIICIOBAHUE TPYAHON KJIETKM) TakXKe JOJKHBI OBITh OMNHCAHBIL. JTO
0COOEHHO BaKHO B MHOTOIIEHTPOBBIX UCCIIEIOBAHUSIX.

Ecniu momumo wuccnenoBarensi OLEHKY KIMHUYECKHUX  HCXO/IOB
OCYIIIECTBIISJIA WHbIE JUMIA (HAMpPUMEpP, CIOHCOP WJIM BHEILIHSS KOMUCCHUS
OLIECHUBAIM peHTreHorpamMmbl wian OKI' wim ompenensuii Haauyue y
NalKueHTa UHCYIbTa, OCTPOro MH(pAPKTA WU BHE3AMHONW CMEPTH), TAKUX JIUI]
HEO0OXOMMO SICHO YyKa3aThb B oTdeTe. HeoOXoIMMo MOMHOCTBIO OMUCATh
OpoLeypbl,  BKJIKOYass ~ CHOCOOBI  MOAJEpkKAHUS ~ OCJCIUICHUS U
HEHTPAIIM30BAHHOTO TPOBEJICHUS M3MEPEHUNH U HUHTEpIpETAluu  UX
pE3yJIbTaTOB.

JIOMoKHBI ~ OBITH ~ ONMHMCAHBl  CHOCOOBI  MOJMYYEHUs  JAHHBIX O
HEXeJIaTEeIbHBIX SIBIEHUAX (I0OpOBOJIIBLHOE COOOIIEHKE, 3alOJHEHUE aHKET
WM OTPOC), a TAKKE MCIIOJIb30BAHHBIE CIICLIUAIbHBIE PEUTUHIOBBIE KBl U

CIICHHUAJIBHO 3aIlVNIAHUPOBAHHBIC ITOCICAYIOIINC ITPOHCAYPhI, HAIIPABJICHHBIC
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Ha yCTpaHEHHE HeKellaTeIbHBIX SBJICHUM, WK 3allJlaHupPOBaHHAas Mpoleaypa
MPOOHOI0 BO30OHOBIICHUS MMpHEMa Mpenapara.

JIomKHBI OBITH ONTMCAHBI BCE MCTIOIB30BAHHBIC OICHKU HEXKEIaTeIbHbIX
SIBJICHUW HCCJIEIOBATENIeM, CIIOHCOPOM WJIM BHEIIHEH Trpynmnou (Hampumep,
OLICHKA [0 CTENEHU TSHKECTH MJIU M0 BEPOSITHOCTH TOTO, YTO HEXKEJaTelIbHbIe
SBJICHUSI BBI3BaHBl HCCIEAyEeMbIM mpenaparoMm). JlOMKHBI yKa3bIBaThCs
KpUTEPUU TaKuX OIEHOK (TPW HAJIWYWW) W SICHO YKa3aHbl CTOPOHBI,
OTBETCTBEHHBIE 32 OLIEHKY. Ecin 3(ppeKTUBHOCTh Miau 0€30MacHOCTh OBbLIH
OIIEHEHBI MO KaTeropuajbHOM, OaIbHOM IIKaje W JAp., JOKHBI OBITh
NPENCTABICHbl KPUTEPUHU, UCIOJb3yeMble ISl TMPUCBOCHUS  OaJIOB
(Hampumep, ompeaeneHue OaloB Ha IIKale). B MHOTOIEHTPOBBIX
UCCIIECOBAHUSIX HEOOXOAMMO YyKa3aTh, KAaKMM O0pa3oM MeETO/Abl ObLIH
CTaHJIapTU3UPOBAHBI.

9.5.2. CootBerctBue wu3Mepenuii. Ecam kakas-mubo U3 OIEHOK
ahPeKkTUBHOCTH WM O€30MacCHOCTH HE Oblla CTaHAapTHOM, TO €CTh HE
SBJISUTACh OOIIETIPUHATOM, TPU3HAHHO HAJEKHOW, TOYHOH M 3HAYMMOUN
(cmocoOHO# paznuuath 3PdekTuBHbIE U HEIPPEKTUBHBIC MNpemnaparbl), €e
HAJCKHOCTh, TOYHOCTh W 3HAYUMOCTH JIOJDKHBI OBITh JTOKYMEHTaJIbHO
noatrBepxkaeHsl.  Cregyer omnwcaTh B JIaHHOM — paszfelie  oTdyera
pPaccCMOTpPEHHbBIE, HO OTKJIOHEHHbIE aJIbTEPHATUBBI.

Ecniu B kauecTBE KOHEYHOW TOYKM HCCIEAOBAHUS MCIOIH30BaaCh
CypporarHasi KOHEYHas Todka (JlabopaTopHble MOKa3aHus, (PU3NKATBLHOE
W3MEpPEeHUE WJIM TPU3HAK, HE SBILSIIONMHACA TPSIMBIM TTOKa3arejleM
KJIMHUYECKOTO PEe3ylibTara), 3TO JOHKHO ObITh OOOCHOBAHO, HANpPUMED,
CO CCBUIKOW Ha KJIMHUYECKHUE JaHHble, MyOIMKaluu, PYKOBOJCTBA WIIU
pelieHus: yoJHOMOYEHHBIX OPTraHoOB.

9.5.3. IlepBuunbie  mokazarenu  3bdexktuBHocTu.  Heobxomumo

HOI[pO6HO IHCPCUUCIINTG IICPBHUYHBIC IIOKA34aTCIIM KW KOHCYHBLIC TOYKH,
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UCIOJIb30BaHHBIE ISl ycTaHOBIEHUS d(pdexkTuBHOCTH. HecmoTpsa Ha TO 4TO
KITFOYEBbIE TIOKa3zarenu 3((EKTUBHOCTH MOTYT Ka3aThCsS OYCBUIAHBIMH, MPHU
HAJTMYNY MHOXXECTBA TIEPEMEHHBIX WJIM MPU WX MHOTOKPATHOM M3MEPEHUHU B
MPOTOKOJIE HEOOXOIMMO YyKa3aTh MEPBUYHBIE MOKazaresln 3()PEKTUBHOCTH
(c obocHOoBaHHMEM WX BbIOOpA) WM OMNpEACIUTh HAOOp 3HAYMMBIX
napameTpoB WIH JAPYroll METO IPyNIUPOBKY HH(POPMAIIUU, KOTOPBIA MOKHO
WHTEPIPETHUPOBaTh KaK ToKazarenb d(dexruBHOCTH. Ecimm mnepBuvHbBIC
MOKa3aTeJIM B TMPOTOKOJE HE YKa3aHbl, B OT4YeTe OO0 HCCIEIOBAHUU
HEO0OXOJIUMO MPEJICTABUTH OOBSICHEHU S, KAK ATH KJIIOYEBBIE MTOKA3aTEIN ObLIN
oTOOpaHbl (HampuMep, HAa OCHOBAaHUHU MYyOJIMKalUi, PYKOBOACTB WIIU
pelieHni yIoJIHOMOUYEHHBIX OPTaHOB) M KOTJa OHU ObUIM BBISIBJICHBI (10 WM
MOCJIe 3aBEpILICHUS HCCIEIOBAaHUS U CHATHUS oclemienus). Heobxonumo
yKazaTh, ObUI J1U TOPOT 3(DPEKTUBHOCTH ONKCAH B MPOTOKOJIE.

9.5.4. smepenne KOHIIEHTpauu JiekapcTBa. JlroOble wu3MepsieMbie
KOHIIEHTpAIMU Tpenapara, a Takke BpeMsi U Mepuoibl oT0opa o0pasiioB Mo
OTHOUIIEHUIO KO BPEMEHHU MPUMEHEHUS Ipernapara JOJKHBI ObITh OMHUCAaHBbI.
JIro0ast cBsI3b MPUMEHEHHMS Tpernapara u ordopa mpod ¢ mpueMaMH MUIIH,
MOJIOKEHUEM Tejla W BO3MOXHBIM 3((PEeKToM MpuemMa COMyTCTBYIOIIETO
JekapcTBa (aykorossi, kodenHa, HUKOTHUHA) TaKXKe JOJKHA OBITh yKa3zaHa.
JIoJDKHBI OBITH OMKMCaHbI BUJI OMOJIOTMYECKOTO 00pasiia, 00paboTka 00pa3iioB
U METOJ U3MEPEHUS CO CCHUIKOM Ha OMyOJIMKOBaHHYIO U (MJIM) BHYTPEHHIOIO
BAJIMJIAIIMOHHYIO  JIOKYMEHTAllMK0 MO TPOIEAYpe UCCIEAOBaHUSA IS
XapaKTePUCTUKA METOAOJOTHYECKUX ocoOeHHocTel. Ecimu B OleHKe
(apMaKOKMHETUKN BaXXHBIMU CUUTAIOTCA U Jpyrue (QakTtopsl (Hampumep,
pPacTBOpPUMBIE LUPKYJIUPYIOLUIUE PEHENnTOPhl, (PYHKIUS MOYEK WA MEYEHH),
CPOKM U IUIaHBl MO M3MEPEHHUI0 A3TUX (PAKTOPOB TakKe JIOJKHBI OBITh

YKa3aHhbI.
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9.6. OGecneueHne kauecTBa JaHHBIX. JIOJDKHBI OBITH KPaTKO OMHCAHBI
CHUCTEMBI OOCCIICUCHHUS KauecTBa M KOHTPOJS KadeCTBa, BHEIPCHHBIC IS
oOecrieyeHHsT KauyecTBa JaHHBIX. Eciim Takue cUCTEMBI HE MCIIOJIb30BajINCh,
3TO JIOJKHO OBITh yKa3aHO. JIOKyMeHTalus o Mex1ad0paropHbIM METO/IaM
CTaHJapTU3allMd W TIpOoIeAypaM oOecreueHusl KadecTBa (MPU HAIUYHH)
JOJDKHA OBITH TIPEJCTaBIIEHAa B COOTBETCTBUHU ¢ TpuioxkeHuem 16.1.10 k
oTuery (cornacHo pyOpuKalMu pas3feioB OTYETa, YKa3aHHOW B HACTOAIIEH
YacTU JJOKYMEHTA).

JIroOble Mephbl, NPUHATBHIE B HCCIECIOBATCILCKOM IIEHTPE HIIH
IEHTPAJIM30BAHHO B IIEJISIX OOECHeUYeHUs WCIOJIb30BaHUS CTaHAAPTHOM
TEPMUHOJIOTMM U cOOpa TOYHBIX, IIOCJEIOBATEIbHBIX, TMOJIHBIX U
JOCTOBEPHBIX JAaHHBIX, HAIlpUMEp TPECHHHTH, MOHUTOPHHI HCCIeA0BaTEICH
MEPCOHAJIOM CIIOHCOpA MCCJEAOBaHUS, WHCTPYKTUPYIOIIME PYKOBOJICTBA,
IpOBEpKa JAHHBIX, IEPEKPECTHBIC MPOBEPKH, MCIIOIL30BaHUEC IICHTPAIBHOMN
JabopaTtopuu I MPOBEICHUS OTACIBHBIX aHAJIU30B, IEHTPAIM30BaHHAS
pacmdpoka OKI' mnm aymuTopckas MpoBepKa JaHHBIX, JOJDKHBI OBITh
omucanbel. Cregyer OTMETHTh, MPOBOJWINCH JM KOH(PEPEHINH IS
WCCieoBaTeiel, WiM TPUHUMAIUCh JM JPyrue Imaru Jjisi TOATOTOBKHU
HcclieloBaTeNiel U CTaHIapTU3aluy padoThI.

Ecnu cnoncop wucmonb3oBai mpoleaypbl HE3aBUCUMOW BHYTPEHHEU
WM BHEIIHEW ayIMTOPCKOM NPOBEPOK, ATO CIEAyeT yKa3aTh B JIaHHOM
paszzienie oruyera W omucarth MNOApoOHO B mpwioxkeHud 16.1.8 k oruery
(commacHO pyOpHMKalMM pa3fesioB OTUETa, YKa3aHHOW B HACTOSIIEH YacTH
JOKyMEHTa). B yKa3aHHOM TPUJIOKEHWU JOJDKHBI OBITh MPEACTaBICHBI
cepTuduKaThl ayauTa (Ipy HAJIWYWHN).

9.7. IlpenycMOTpeHHBIE TMPOTOKOJIOM CTaTUCTUYECKHE METOABl U

OTIpeJIeICHUE pa3Mepa BHIOOPKH.
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0.7.1. CratucThueckuii IJlaH ©W IUIaH aHanu3a. B mporokosie
WCCJIEIOBaHUSI JOJKEH OBITh OMHCAH IUIaH CTATUCTHYECKOTO aHaJIN3a U BCE
€ro W3MEHEHHWs, TPOW3BEIEHHBIE M0 TMOJIYy4YeHUs IaHHBIX 00 ucxomax. B
HACTOSIIIEM  pasfene  oTrdyera  HEoOXoAMMO  MOJAPOOHO  OMHUCATh
3allJIAHMPOBAHHBIE COMIACHO MPOTOKOJY MCCIEIOBaHUS, HO HE peaJbHO
BBITIOJIHEHHBIC aHAJIM3bl, CPABHEHHS U CTaTUCTUYECKUe TecThl. Heobxomanmo
yKa3aTh, IPOBOJMIIMCH JIU U3MEPEHUS KIIFOUEBBIX MOKa3arenel oosnee 1 pasa,
MEPEUNCIUTh KOHKPETHBIE U3MEpeHus (Hampumep, CpenaHee 3HadeHHe
HECKOJIbKUX W3MEpPEHWH B TEUCHUE BCETO WCCIEAOBAHUS, 3HAYCHUS B
ONpEJENCHHbIE  BPEMEHHBIE  TOYKM, 3HAUE€HHUS ISl  3aBEPIIMBIINX
UCCJIEIOBaHUE  CYOBEKTOB  WJM  3HAYEHUST B KOHIE  TEparum),
3alJIAaHUPOBAHHBIE KaK OCHOBAa IS CPAaBHEHWH MEXIY HCCICTyEeMbIM
npenapatoM W KoHTpojieM. CXOAHBIM 00pa3oM Tpu Haauuuu Oosee
1 aHaTUTUYECKOTO MOAXO0/a, HAMPUMED, H3MEHEHHE OT MCXOIHOTO 3HAYEHUS,
aHaJM3 HAKJIOHA KPUBBIX, aHaau3 TaOMUIl CMEPTHOCTH, HEOOXOIUMO
0003HAYUTH 3aIllJIaHUPOBAHHBIM Moaxoj. Takke HEOOXOAMMO yKaszarb, OblLia
JIM TIPETyCMOTPEHA B paMKaX IMMEPBUYHOTO aHAJIK3a IMOMPaBKa Ha KOBAPHATHI.

HeoOxogmmo ommcarh, OBITM M 3aIlUTAHUPOBAHBI OCHOBAHWS IS
WCKITIOYEHUS W3 aHAJIW3a MAIlMeHTOB ¢ COOpaHHBIMH JaHHBIMU. Heobxommmo
yKazarb, OBbUIM JIM MPEAYCMOTPEHBl MOATPYNIbI, YbH PE3YJbTaThl
aHANIM3UPOBAINCH  OTAEIbHO. Eciu  mpu  aHanmusze  pe3yibTaroB
WCITOJIB30BAIMCH KaTerOpraibHbIE IIKAJbI (TII00aTbHBIE OICHOYHBIE IITKAJIBI,
CTETICHU TSKECTH, PE3yIbTaThl OMPEICICHHON BEIMYMHBI), UX HEOOXOIUMO
YETKO OIPENEIIUTh.

Heobxoammo omnucaTh 3alulaHUPOBAHHBIA MOHHUTOPUHT PE3YJIbTaTOB
uccienoanuii. Ecnu uccnegoBanueM ObUIO  NPEIyCMOTPEHO ydacTue
KOMUTETa 10  MOHMTOPUHTY  JI@aHHBIX,  TMOAKOHTPOJHHOTO  WIIU

HCIIOAKOHTPOJILHOI'O  CIIOHCODY, H€O6XOI[I/IMO oInmucarb €ro cCcoCraB H
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OTIEpaIlMOHHBIE TPOLEAYPhl, a TaKXke MPOIEAyphl, O0OeCIeurnBaroIre
COXpaHEHHUE OCIIeIUIeHUs HuccienoBadus. HeoOxomumo ommcaTh 9acToTy U
CyTh 3aIJIJaHUPOBAHHOTO TPOMEKYTOYHOTO aHaIW3a, yKa3aTh BCE 3apaHee
YCTAHOBJICHHBIE B TIPOTOKOJIE HWCCIEAOBAHUS OOCTOSITEIbCTBA, B CHIY
KOTOPBIX HCCIIEAOBAHUE JOJKHO OBITH IPEKPAICHO, a TAaKXKe YyKa3aTh BCE
BHOCHUMBbIE TI0 pe3yjbTaTaM MPOMEXYTOYHOIO aHajii3a CTaTHCTHYECKHE
KOPPEKTHUBEL.

0.7.2. Onpenenenne pasMepa BBIOOpKH. HeoOxommmo mpeacTaBUTh
3aIlUTAaHUPOBAHHBINA pa3Mep BBIOOPKH M CITIOCOO €ro BBEIYMCIICHUS, HaIpuMep,
CTaTUCTUYECKUE pacyeThl WIM TMpakTUUYeCKue orpaHudeHus. Hapsay c
METOJaMH  pacdyeTa pa3Mepa BBIOOPKM  HEOOXOAWMO  MPEICTaBUTH
000CHOBaHHE PAcCUYETOB WJIM CCBUIKM Ha Takoe oOocHoBaHue. HeoOxomumo
IIPUBECTH OIICHKH, HCIIOIb30BAaHHBIC B pacyeTax, M OOBICHCHHUS, KaK OTH
OIICHKM OBUTM TIONyYeHBl. B  WCCIemOBaHMIX, HaMpaBlICHHBIX Ha
MOATBEPXKACHUE Pa3IMUMid  MEXAy METoAaMu JIeYEHHUs, HEOO0XOAUMO
OTOBOPUTh BEJIMYMHY BBIABISIEMOM paszHUIBI. B  wHccienoBaHusx ¢
MOJIOKUTEILHBIM ~ KOHTPOJIEM, HAIPaBIICHHBIX Ha TOJATBEPKJICHUE HE
MeHbIlIel 3(PEKTUBHOCT MO CPAaBHEHUIO CO CTaHJIApPTHOW Teparuei,
OTIpEIeTICHNE pa3Mepa BBIOOPKU JOKHO BKIIOUATh PA3HUIY MEXKITY
CpaBHUBAaE€MBIMU METOJIaMH, KOTOpas CUUTAETCS HEMpPHUEeMJIEMO OOJBIION U
MOXXET OBITh UCKJIFOUEHA B paMKax 3alIaHUPOBAHHOTO UCCIICIOBAHMS.

0.8. I3mcHeHHsT B XOAe TMPOBEACHHUS  MCCIACAOBAaHUS WM B
3aIJIAHUPOBAHHOM aHAJIH3e.

JIto6oe W3MeHeHne B MPOBEACHUW WCCICIOBAHUS WM TIJIAHUPYEMBIX
aHaJIU30B (HAlpUMeEp, HCKIIOUCHHE KaKOW-IMOO M3 CPaBHUBAEMBIX T'PYIII
JICYCHUS, W3MEHEHHWE KPUTEPUEB BKJIOUEHUs] WM JIO3bI IIperapara,
KOPPEKTUPOBKA pa3Mepa BBHIOOPKU U JIp.), MMEBIIIEE MECTO IOCJe Hadajia

HCCIIeIOBaHUs, JOJDKHO OBITh ONHUCaHO. BpeMs W NpUYMHBI TaKHX
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U3MEHEHUH, MpOUEAYyphl, HCHOJIb3YEMbIE JIi MPUHATHUS PEIICHUS O
BHEJIDEHUM W3MEHEHMH, Jula WIA TPYNIbl JIKI, OTBETCTBEHHBIE 3a
U3MEHEHUSI, XapaKTeP U COJIEPHKAHUE UMEIOIINXCS TaHHBIX U MEPEUCHb JIUII,
KOTOPbIM OHM OBUIM JOCTYNHBI Ha JaTy BHEAPEHUS H3MEHEHUS, TaKXKe
JOJIKHBI OBITh ONHCAaHbl BHE 3aBUCUMOCTH OT TOTO, ObLIO JM HM3MEHEHHE
3aJIOKyMEHTUPOBAHO B KauecTBe O(PUIIMATBLHON MOMPaBKU K MPOTOKOIY WU
HeT (B maHHBIN pa3fen He clielyeT BKIIIOYAaTh U3MEHEHUSI B YaCTU KaJPOBBIX
MepEeCTaHOBOK W perieHuil). JIroOble BO3MOXKHbBIE€ MOCIEACTBUS U3MEHEHHUH B
YaCTU WHTEPIPETAIMU PE3yJIbTAaTOB MCCIEIOBAHUSL JOJKHBI OBITh KpPAaTKO
ONMHMCaHbl B HACTOAIIEM pa3deine U Oonee TMOAPOOHO B  JAPYrux
COOTBETCTBYIOIIUX pazfenax oTdyeTa. B KakaoM pasierne oTdera JI0JKHO
OBbITh TPOBEACHO YETKOE pa3uyue MEXIy YCIOBUSAMHU (MIPOUEAypaMu),
3alUIAHUPOBAHHBIMU B TIPOTOKOJIE M B TMONPAaBKax WM JOMOJHEHUSIX.
Cuuraercs, 4TO B 11€JIOM U3MEHEHUS B 3allJIAHUPOBAHHBIX aHATU3aX JaHHBIX,
BBEJICHHBIE JI0 PACKPBITUS MACKUPOBAHHBIX JAHHBIX, HE3HAYUTEIHHO BIMSIOT
Ha MHTEPIPETALMIO Pe3yNbTaToB HcciieqoBaHus. OCOOEHHO Ba)XHO, YTOOBI
BpeMsl BHEJPEHUS HM3MEHEHUM OBbUIO YETKO YKa3aHO [0 OTHOIIEHUIO K
BPEMEHHU PACKPBITHSI MACKHPOBAHHBIX [aHHBIX W TOJYYEHUS HUTOTOBBIX

PE3YyIBTATOB.
10. Mudopmariust o cyObeKkTax UCCIIEIOBaHUS

10.1. Pacnipenenenue cyObEeKTOB 10 TPYIITIaM.

Crnenyer mpoBecTH TOAPOOHBI W TOHSITHBIA YYE€T BCEX IMAIMEHTOB,
KOTOpBIC TPHUHSIM y9acTHE B WCCIEAOBAHWH, MPU TOMOIIM TpaduuecKoro
WM TaOJIMYHOTO TMPEACTABICHUS NAaHHBIX B TekcTe oTdeTa. JIomKHO OBITH
yKa3aHO KOJMYECTBO MAIMEHTOB, KOTOPhIE OBUIM PaHIOMU3HPOBAHBI, BOIILIN
B HCCJICIOBAaHUE W 3aBEPIIMIA KKIBIA €ro dTar (Kaxmayro HEIelro (Mecsn)

I/ICCJ'ICI[OBaHI/ISI), a4 TaKiKC TIIPHUYHUHBI BCCX IIOCT-PAHAOMHU3ALMOHHBIX
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MpEKpalICHUI JICYCHUS, CTPYIIIUPOBAHHBIE MO BHUAY JICYEHUS U OCHOBHOU
npuurHe (BBIOBITHME W3-TIOA  HAOIIOAEHMS, HEXKelarelabHble SBIICHUS,
HecoOMIofiecHue pexkuma JjedeHuss u Ap.). Kpome Toro, B psiie ciydaeB
HEOOXOJIUMO  yKa3aThb  KOJMYECTBO  MAIMEHTOB,  PaccMaTpUBAEMBIX
(0TOOpaHHBIX) JJIsSI BKIIOYEHUS B UCCIEOBAHUE, U MPUBECTH aHAIU3 MPUYHUH
WCKJIIOUYECHHSI TAIMEHTOB BO BpPEMSI CKPUHUHTA, €CIIM 3TO MOXET IMOMOYb
MPOSICHUTh OCHOBaHUS Habopa (DAKTUUECKU MOTYYEHHON B HUCCIEIOBAHUU
NOMYJIAINY TAllMeHTOB, NpUMEHSIONUX npenapar. Kak mpaBuiio, Haubosee
YIOOHBIM  SBJISIETCS  NPEACTABICHHE JAHHBIX B BHJE  OJIOK-CXEMBI
(B cootBercTBUM ¢ npwiokeHueM Ne 5 k IlpaBunam). Takxke TOKHO OBITH
SACHO yKa3aHO, HAOMIOJaduCh JIM TMAallMeHThl B TEUEHHE BCEro CpokKa
UCCIIEOBAHUSI, IAJKE €CJIM MPUEM TPENapaToB UMH MPEKPaATICS.

B npunoxenun 16.2.1 k oTdeTy (coriacHO pyOpuUKalluu pasliesioB
OTuUeTa, YKa3aHHOW B HACTOAIIECW YaCTU JOKYMEHTA) TAaKXe JOJKEH ObITh
MEpEYCHb BCEX MAIMEHTOB, MPEKPATUBIINX YYACTHUE B MCCIEIOBAHUU TOCIIEC
MX BKJIIOUCHHUS B HErO, C pa3/eICHUEM IO UCCIIEIOBATEIbLCKUM IIEHTpaM U
rpyImnaM JIEYEHHs, C YKa3aHHEM HIACHTU(PUKAIIMOHHOTO KOJa NallUeHTa,
KOHKPDETHOM  MpUYMHBI  TMPEKpaAlIeHUs] y4dyacThsi B HCCIIEIOBaHUM,
MPOBOJUMOTO JI€UeHUsl (JIEKApCTBEHHBIM Mpemnapar W J03a), COBOKYITHOMU
MPUHATON J103bI (€CJIM MPUMEHHUMO), a TaKKe MPOJOJDKUTEIHLHOCTU JICUEHUS
0 ero mpekpaiieHus. JlomKHO OBITh yKa3aHO, OBLIM JIM J€MacCKHUPOBAHBI
JIAHHbIC JICUCHUs TMAllMEHTa Ha Jary MpeKpalieHuss UM JiedeHus. Taxxe
cClielyeT BKIIOUHUTH JIPyryl0 HHPOpPMAIMIO, TaKyl0 KaK KPUTUYECKHUE
neMorpaduueckue JaHHble (HalpuMep, BO3PAcCT, MOJ, paca), COMyTCTBYIOIIAs
Tepanusi W OCHOBHBIE HU3MEHEHUS B COCTOSHMM MallMEHTa Ha Jaary
npekpaimenuss jedeHus. OOpasen] yKa3aHHOTO TIEPEUHs MPEAyCMOTPEH

npusioxkenuem Ne 6 k [TpaBunam.
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10.2. OTkJI0HEHHS OT MPOTOKOJIA.

JIoJKHBI OBITH OMHUCAHBI BCE BaXKHbIE (CYILIECTBEHHBIE) OTKIIOHEHHS,
CBSI3aHHBIC C KPUTEPUSMH BKIIFOUCHUSI WJIM HEBKIIIOUECHHS B HCCIIEIOBAHMUE,
MPOBEJCHUEM UCCIEOBAHUS, BEICHHEM IMAalMEHTa WIM OIEHKOW €ro
COCTOSIHUSI.

B Tekcre oTuera OTKJIOHEHHS OT TMPOTOKOJNA JOJKHBI  OBIThH
HaJJIeKaAIUM 00pa3oM OOOOIIEHBI MO HCCIENO0BAaTEILCKUM LIEHTpaM |
CTPYNIUPOBAHBI TTO PA3THYHBIM KaTETOPHUSIM, TAKUM KakK:

MalMEHThI, KOTOPhIE MPUHSIN YYacTUE B MCCIIEIOBAHUU, TAXKE €CIIA HE
YIAOBJIETBOPSAIOT KPUTEPUSIM BKIIIOUCHUS;

NAIMEHThI, KOTOPBIE CTAlld COOTBETCTBOBATh KPUTEPHUSIM MPEKPAILIECHUS
y4acTusl B UCCJIE0BAHUU BO BPEMSI €r0 MPOBEJICHUS, HO HE TPEKPATUIIU €T0;

MalMEHThI, KOTOPHIC TOJYYMJIM HENPAaBWIBHOE JIEUEHHUE WIH J103Y
Mpenaparos;

NAlMEHThI, KOTOphIE TMOJYYWIM HEpPa3pelIEHHOE COMYTCTBYIOIIEE
JIeYeHue.

B npunoxenun 16.2.2 k oT4eTy (coriacHO pyOpuUKalluu pas/iesioB
OoTueTa, YKa3aHHOW B HACTOSIIEH 4YacTU JOKYMEHTA) JIOJKHBI OBITh
MEePEUYUCIICHbl KOHKPETHBIE MAIUEHTHl C 3TUMU OTKJIOHEHUSMHU OT MPOTOKOJIA

C pa3JeICHUEM 10 IICHTPaM JUIsi MHOTOIIEHTPOBBIX HCCIIEIOBAaHUH.
11. Ouenka 3pdheKTUBHOCTH

11.1. JlanHble, moAJIekKaIIUE aHATU3Y.

Heobxonumo siCHO yka3arh, KAKME€ UMEHHO MAllMEHThI ObUIA BKJIFOUECHBI
B KaxJblil aHamu3 3()PEKTUBHOCTH, HAIPUMEpP, MAIMUEHTHI, MOJYYUBIIHE
KakoM-1n00 W3 UCCIEeNyeMBbIX TMpEenapaTroB, MAIUMEHThl C KaKUMHU-JIUOO
JAHHBIMU 10 3((EKTUBHOCTH WJIM C ONPENEICHHBIM MHUHUMAJIBHBIM

KOJIMYCCTBOM Ha6JIIOI[CHI/II\/JI, MMAaOUCHTBI, 3aBCPIIUMBIINC HCCIICIOBAHUC,
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MalMeHThI, HAOJIOABIIMECS B OINPEACICHHBIA MPOMEXKYTOK BPEMEHH,
MalMEHTHI C OMPE/ICICHHON CTENEHbI0 MpUBEpkeHHOCTU U Jp. Heobxonumo
SICHO yKa3aTh, €CJIM 3TO HE ONUCAHO B MPOTOKOJIE HUCCIEIOBAHUS, KOTJa
(IO OTHONIIEHWIO K CHSATHIO OCJCIUICHUS])) M Kak ObUIn CHOpMHUPOBAHBI
KpUTEPUH BKJTIOYEHHUS U HEBKJIFOUCHUS MPOAHATU3UPOBAHHBIX
COBOKYITHOCTEM JaHHbIX. ECIM NEpBUYHBIM aHAIU3, NPEaIaracMbli
3asBUTEJIEM, OCHOBAaH Ha OrPAaHUYECHHOM  KOJIMYECTBE  MAIMEHTOB,
HEOOXOJIUMO  TPEANPUHSATH TOMBITKY YCTaHOBIEHUA A(PEKTUBHOCTH
C TOMOIIBIO JOMOJHUTEIBHOTO aHalii3a C HUCIOJIb30BAaHUEM JIaHHBIX BCEX
PaHIOMU3UPOBAHHBIX MJIM BKIFOYEHHBIX HHBIM 00pa30M MAIlUEHTOB C JIIOOBIM
00BEMOM JITaHHBIX.

B npunoxenun 16.2.3 k oTdeTy (comiacHO pyOpHUKalluu pas/iesioB
OoTueTa, YKAa3aHHOW B HACTOAIIEW 4YacTU JOKYMEHTAa) HEOOXOAUMO
MPEeJCTaBUTh TAOJUYHBIM CIIMCOK BCEX MAllMEHTOB, BU3UTOB W HAONIOACHUM,
UCKJIFOYCHHBIX W3  aHaimu3a dA(PGEeKTUBHOCTH (B COOTBETCTBHH  C
npwiokennemM Ne 7 k IlpaBunam). HeoOxomumo Takke B JMHAMHUKE
MpOAHAIM3UPOBATh  MPUYMHBI  HCKJIIOYEHHMS  IAl[MeHTOB, BHU3UTOB U
HaONIOIEHUH BO  BceX  rpynmax JedeHus (B COOTBETCTBUU  C
npunioxenuem Ne 8 k [TpaBunam).

11.2. lemorpadudeckre 1 Jpyrue HCXOAHbBIE XapaKTEPUCTUKN.

HeoOxonmumo mpeacTaBuTh TPYIIOBBIE JaHHBIE IO BaKHEHITUM
neMorpauueckuM M HMCXOAHBIM XapaKTePUCTUKAM IIallMeHTOB, a TaKke
npyrue (axTopbl, BO3HUKIIME B XOJAE MCCIEIOBaHUSA, KOTOPHIE MOIJIU
MOBJIMUATh Ha MCXOAbl wucciaenoBanus. B pasmene 14.1 HeoOxogumo
MPEJACTaBUTh COMOCTAaBUMOCTh TPYIIII JICUEHHUS 110 BCEM UMEIOIIUM 3HAUCHUE
XapaKTepUCTHUKaM C HCIOJIb30BaHWEeM Tabmui W rpadukoB. CHavana
HEOOXOJIMMO OIUCATh JaHHBIC /IS MAIlMEHTOB, BKIIOYEHHBIX B TPYIIBI «BCE

[NalMEHTbI C JaHHBIMU», Z[aﬂee MOI'yT CJICOOBAaTb AAHHBIC II0 APYI'UM
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rpynmnaM, BKJIIOYEHHbIM B OCHOBHBIE aHAJIM3bl, TaKU€ Kak aHalIu3
«IO TMPOTOKONY» W JApPyrue, HampuMmep, TCpYyINbl, OTOOpaHHBIE MO
MPUBEPKEHHOCTU K JICUCHUIO, COMYTCTBYIOIIEMY 3a00JIEBAaHUIO (JICYEHUIO)
i JeMorpaduueckuM (UCXOJHBIM) XapakTepuctukam. [Ipu nucnonb3oBaHuu
TaKuX TPyNM, HEOOXOAWMO MPEACTaBUTh JaHHbIE MO JOMOJHSIOIIUM HX
UCKIIFOUYEHHBIM rpynmnam. B MHOTOIEHTPOBBIX UCCJIeIOBAHUSIX
COMOCTaBUMOCTh IPyHI MO BO3MOKHOCTH HEOOXOAMMO OLIEHUTh KaK BHYTPHU
OJTHOTO LIEHTPA, TaK U MEXK]ly IEHTPAMHU.

HeoOxonumo mpeacTaBuTh AMArpamMmy, OTPaXKarolllyld B3aWMMOCBSI3b
MEXKTy BCEM BHIOOPKON U KaXKA0W aHATU3UPYEMOMW TPYIIIIOMN.

Baxneiline mnepeMeHHbIE 3aBUCIT OT TMPUPOABI 3a00JIEBaHUS U
TpeboBaHuil mporokosia. Kak nmpaBuio, kK TaKUM MEPEMEHHBIM OTHOCST:

nemMorpaduueckue nepeMeHHbIe: BO3pacT, 10JI, paca;

dbaxTophl 3a00ICBAHUSA:

0COOBbIE KpUTEpUM BKIIOUCHHUS (€CIIM OHU HE YHUGUIIUPOBAHBHI),
JUTUTENIbHOCTD, CTaIUSI M TSDKECTh 3a00JIEBaHUS U APYTHE BUIbI KIMHUYECKUX
KJ1accuUKayii U TpynnupoBOK, KOTOPHIE YaCTO MCHOJb3YIOTCS WM UMEIOT
MPOTHOCTUYECKYIO 3HAYUUMOCTB;

UCXOJHBIE  3HAYEHUS  OCHOBHBIX  KIMHUYECKUX  HU3MEPEHHUI,
IPOBEICHHBIX B XOA€ HCCIEAOBAHUS M MPHUHATHIX B KaueCTBE Ba)KHBIX
noKasaresiel MporHo3a Uik OTBETa Ha JICYEHUE;

COMYTCTBYIOIIME 3a00JIEBaHMS B Hayajle MCCIEIOBaHUS, TaKHE Kak
noveyHast HEJI0OCTATOYHOCT, caxapHbIi aoer, cepacuHas
HEJI0OCTATOYHOCTh;

3HaYUMBbIE 3200JIeBaHMs B aHAMHE3E;

3HaYMMas paHee MPOoBOAUMAs Tepamnus 3a0ojieBaHUs, ISl JICUCHUS

KOTOPOI'O IMMPOBOAUTCA UCCIICTOBAHUC,
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IPOBOAMMAsT COMYTCTBYIOIIAs Teparusl, 1ake P U3MEHEHUH PEKHUMa
JO3UPOBAHUSI B XOJI€  HUCCIEJOBaHMs,  BKJIIOYas  TOPMOHAJIBHYIO
KOHTpALCMIUI0  WIM  3aMECTUTEJIbHYI0O  TOPMOHAJIBHYIO  TEpamuio,
OpEeKpalieHHOe WM  W3MEHEHHOE  JIEYEHHWE  BCIIEJICTBHE  Haudaja
UCCJIEI0BAHMUS;

UHbIe (DAKTOPBI, KOTOpPhIE MOTYT TOBIMUSITH HAa OTBET HA JICUYEHUE
(HampuMep, Macca Teja, PEHHHOBBIA CTaTyC, COAEpPKAHWE aHTUTED,
MeTabOIUYECKUl CTaTyC);

WHbIC, MOTEHIMAJIbHO 3HAYUMBIE MEPEMEHHbIC (HampuMmep, KypeHHeE,
noTpeOseHre ajKorojisi, OCOoOble JMEThl), a TaKXke IS OSKeHIIUH -—
MEHCTpYaJIbHBIN CTaTyC U Jara MOCIEAHUX MEHCTpyaluil (€ciau MpUuMEeHUMO,
JUTSl TAaHHOTO UCCIIEI0OBaHUA).

B nononnenune k TabnuiaM U rpaukam ¢ JaHHBIMHU IO YKa3aHHBIM
UCXOAHBIM TIEPEMEHHBIM B TmpujoxkeHun 16.2.4 k otdery (cornacHo
pyOpuKaluM pa3aenoB OT4YeTa, YKa3aHHOM B HACTOSIIEH 4acTh JOKYMEHTA)
HEOOXOAMMO TMPEACTaBUTh TAOJMYHBIE JAHHBIE MO MMEIOIIMM 3HAYUMOCTH
WHJIUBUYAIBHBIM  JIeMOrpad)UuecKUM U HUCXOJHBIM  XapaKTePUCTUKAM,
BKJIFOYas JJaOOpPATOpPHBIE MOKA3aTENN U BCE COIYTCTBYIOIIHE JIEKAPCTBEHHbIE
npenaparbl MO0 KaXJAOMY PaHJAOMHU3UPOBAHHOMY MalMeHTy (MO BUJaM
JIeYEHUs, a JIJIT MHOTOLIEHTPOBBIX HMCCIEAOBaHUM — 1o neHtpam). Hecmorps
HA TO YTO HEKOTOpbIE€ YIIOJIHOMOUYEHHBIE OpraHbl 3alpaliuBarOT BCE
UCXOJHBIE JIaHHBIE B BHUJAE TaOIWI], B TPUWIOKEHUU K OTYETYy 00
UCCJIEIOBAaHUM  HEOOXOIMMO  yKa3aTb TOJBKO  CBEIEHHS, HMEIOLIUE
HauOOJBIITYI0 3HAUUMOCTh (KaK MPaBUIIO, 3TO MEPEMEHHBIE, IEPEUUCICHHBIC
BBIIIIE).

11.3. U3mepenure NpuBEp>KEHHOCTH JICUCHUIO.

B npunoxenun 16.2.5 x oTdeTy (cormacHo pyOpHKalluyd pasliesioB

OTuUeTa, yKa3aHHOW B HACTOSIIEH YacTH JJOKYMEHTa) HEOOX0IUMO 00O0OIIHUTb,
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MPOAHAIU3UPOBATh MO TPYyIIaM J€YEeHUs W BPEMEHHBIM HHTEpBaJIaM U
NpeACTaBUTh B TaOJMYHOM BHJIE BCE U3MEPEHUS MPUBEPKEHHOCTH
OTJIETILHOTO TAIIMEHTa K HUCCIEAYEeMOMY PEXKUMY TEepanuu U ONpeeTCHUs
KOHIIEHTPAIINU JIEKAPCTBEHHOTO Mpernapara B )KUJIKOCTIX OpraHu3Ma.

11.4. Pe3ynbratsl onpeneneHus: 3HPEKTUBHOCTH U CBOJHBIC TAOIUIIBI
WHUBUIyaIbHBIX CBEJICHUN O MAI[MEHTaX.

11.4.1. Ananuz s¢pdexktuBHocTH. HeoOxonumMo cpaBHUTH BCE TPYIIIIbI
JICYCHUSI TIO BCEM BAXKHBIM TMOKa3arelsM S(PQPEKTUBHOCTH (M3yUYEHHBIM
MEPBUYHBIM U BTOPUYHBIM KOHEYHBIM TOYKaM, BCEM (papMaKOAMHAMUYECKUM
KOHEYHBIM TOYKaM), & TaK)Xe IO OIEHKE OTHOIIECHMS MOJb3bl K PUCKY IS
KaXXJOr0 TMalleHTa, €CJIM TaKoBas OCYIIeCTBIsIack. B uccienoBaHMsX,
HaIPaBJICHHBIX HA YCTaHOBJIEHUE 3 (PEKTUBHOCTH, HEOOXOAUMO MPE/ICTABUTD
pe3ynbTarbl BCEX 3alUIaHUPOBAHHBIX B MPOTOKOJE aHAJIM30B W aAHAJN3a,
BKJIIOYAIOIIIETO BCEX NAIUEHTOB C MCCIEAYEeMbIMH JaHHbIMU. B ananuze
HEOOXOAMMO OTpa3uTh BEIMYMHY (TOUEYHAs OIEHKA) pa3IMuuid MEXIy
rpynnamMy JICUCHHs, CBSI3aHHBIA C HEW JIOBEPUTEIbHBIM HMHTEpBAI U
pe3ynbTaThl TECTUPOBAHUS TUIIOTE3bI, €CIIM TAKOBAasl BBIIBUTAJIACh.

AHanu3bl, OCHOBaHHbIE Ha HEMNPEPHIBHBIX (HANPUMEpP, CpEIHEE
apTepuaibHOE JaBJIEHHWE W 0ajul Mo IIKajle JIETPECCUU) U KaTerophalbHbIX
NepeMEHHBIX (HampuMep, KynupoBaHUe UHPEKINH), MOTYT OBITh OJIMHAKOBO
npuemiemsbl. Kak npaBuiio, 06a U3 HUX HEOOXOIUMO MPEICTABUTH, €CIIU OHU
MJIAHUPOBAJIMCh M IO HUM UMEIOTCS JIOCTYIHbIE JIaHHbIe. Eciu kareropuu
ObUTM pa3paboTaHbl BIEPBbIE (TO €CTh HE BKJIIOYEHBI B CTATUCTUYECKUM
IJ1aH), HEOOXOAUMO OOBSICHUTH MPEANOCHUIKM HMX co3fmanus. Jlaxke eciu
OCHOBHOE€ BHHUMaHUE yAeNsIeTcs OIHOM TMepeMeHHOW (Hampumep, B
UCCJIEIOBAHUM TI0 apTEepUaJIbHOMY JABJIECHUIO TaKOBOM MOMXET OBbITh
BEJIMYMHA apTEPUAIBHOTO JABJICHHUS B TIOJIOXKEHUM <«JIeKa HAa CIUHE» Ha

Henene «X»), HEoOXOTUMO IO MEHBIICH Mepe KpaTrKo OLECHUTh W JApYyrue
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BaXHbIE TapaMeTphl (Hampumep, apTepualbHOE AaBICHUE B TMOJOKEHUU
«CTOSI» W B JAPYTMX BPEMEHHBIX Toukax). K TOMy k€ 10 BO3MOXKHOCTHU
HEOOXOJIUMO OMHUCaTh JWHAMUKY OTBETAa Ha JiedeHHWE BO BpemeHu. Jlis
MHOTOIICHTPOBBIX HCCIJIECIOBAHUI B IEISAX MPEICTABICHUS SCHOM KapTUHBI
aHaiM3a Mo KaXKJIOMY IIEHTPY, OCOOEHHO KPYITHOMY, B OTHOIICHUH BAKHBIX
NEePEMEHHBIX HEOOXOJUMO MPECTaBUTh JAHHBIC W PE3yJbTaThl aHaU3a IO
KaKJOMY LEHTpPY (TP HEOOXOAUMOCTH).

Ecnu BakHble M3MEpPEHUs] WIH OLIEHKU UCXOJ0B 3(PPEKTUBHOCTH WIH
0€30MacCHOCTH OCYILIECTBIISUIUCH 0OJiee YeM OJHOM CTOPOHOHM (Hampumep,
UCCJIeIoBaTelbh W KOMMCCHSI DSKCIIEPTOB MOIIM CJlleJaTh 3aKJIOYeHUE O
HAJMYUU WIM OTCYTCTBUM Yy TAIlMEHTa OCTPOro HH(apKTa MHUOKapAaa),
HEOOXOJIUMO OTPA3UTh UTOTOBBIC PA3IUYUS B OLICHKAX C YKa3aHUEM KaXKJ0ro
NalKMeHTa C HECOMIACYIONIMMHUCS 3aKIIOUCHUsIMH. B KaxaoM aHamuze
HEO0OXOJIMMO YETKO OMHUCATh CIIOCOO OIEHKHU.

[Ipy MHOTHX WUCCIEIOBAHUSX TPYAHO MPOBECTU TPAHUIY MEKAY
nokazarensiMu 3()PEKTUBHOCTH M O€30MacHOCTH (HANpUMeEp, JIETAJIbHbIC
UCXOAbl B HCCIEAOBAaHUU CMEPTEIBLHOrO 3a0osieBaHus). BOIBIIMHCTBO
yKa3aHHBIX Jajiee MPUHITUIIOB HEOOXOAMMO MPUMEHSTh TaKKe MPHU OIEHKE
BaXKHBIX NTOKa3aTesieil 0e30MacHOCTH.

11.4.2. Craructudeckue (aHaTUTUYECKHUE) pe3ynbTarhl. s aKcrepToB
N0 KIWHUYECKOM M CTAaTUCTUYECKOW 4YacTsAM MCCIENOBAaHUA B OTYETE
HEOOXOAMMO OIMCaTh CTAaTUCTUYECKUN aHaimm3. B mpunoxenun 16.1.9
oTuery (cornacHo pyOpuKalMu pas3feioB OTYETAa, YKa3aHHOW B HACTOAIIEH
YacTU  JIOKYMEHTa) HEOOXOAUMO  MPEJICTaBUTh  JETAIU3UPOBAHHYIO
JOKYMEHTAIMI0 10 CTAaTUCTUYECKUM MeTojaM (B  COOTBETCTBUM C
npuioxkernreM Ne 9 k IlpaBuiiam). HeoOxogumo onucarh BasKHBIE 3JIEMEHTHI
aHanu3a,  BKJIOYas  HCIOJb30BaHHBIE  METOJbI,  IOMNPaBKH  Ha

neMorpaUuecKkue M HCXOJHbIE XapaKTePUCTUKU WM COMYTCTBYIOIIYIO
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Teparnui, oOpalleHue ¢ BBIOBIBAHUAMH W OTCYTCTBYIOIIMMHU JIaHHBIMH,
MONpPaBKM HAa MHOXECTBEHHBIC CpPaBHEHHUS, OCOObIE aHaIW3bl IS
MHOTOIICHTPOBBIX HMCCJIEIOBAaHUN U TMOMPABKU HA MPOMEKYTOUHBIN aHaIU3.
HeoOxonumo mpencTaBUTh CBEJICHHS O BCEX HM3MEHEHUSX B aHaJu3e,
MIPOU3BECHHBIX MOCJIE CHATHUS OCJICTUICHUS.

B nomonHenune k oOImeMy OINKCAHUIO B JIAHHOM pasjelie oT4yeTa
HEOOXOJIUMO PACCMOTPETH CJIECIYIOIINE BOMPOCHI (€CIU TPUMEHUMO):

11.4.2.1. TlonpaBku Ha KOBapuaTkl. B oTueTe HEOOXOAUMO TIPEICTABUTH
OOBACHEHUs BBIOOpa U TOMPABOK Ha JieMorpauyeckue u UCXO/HbIC
XapaKTePUCTUKU, COMYTCTBYIOIIYIO TEPANHIO U JIFOOBIE JIPyrHe KOBapUaThl
WM TpOTHOCTHYeckue (akTopbl. MeToapl OCYIIECTBICHHUS IOINPABOK,
pe3ynbTarbl  aHAJWM30B U BCIIOMOTaTelbHBIE  CBEACHUA (Hampumep,
KOBapHaIllMOHHBIN aHanau3, 3HadeHus perpeccur Kokca) HeoOXoguMo
BKJIIOYUTh B JIETAIM3UPOBAHHYIO JIOKYMEHTAIUIO [0 CTaTUCTUYECKUM
MeronaMm. Ecim KoBapuarhl WM METONBI, HCIIOIb30BaHHBIE B JaHHBIX
aHaJau3axX, OTIMYAIOTCS OT 3allJIJaHMPOBAHHBIX B MPOTOKOJIE, HEOOXOIMMO
OOBACHUTh  HMMEIOIIMECS  pa3iuyusg M [PEJACTaBUTh  PE3yJbTaThl
3alJIaHUPOBAHHBIX aHAIM30B (MpH HeoOxoaumocTH). He sBissIch dacThio
OTJIETILHOTO OTYeTa 00 UCCIENOBAHUM, CPABHEHUE MOMPABOK HA KOBAPUATHI U
MPOTHOCTUYECKUX (DAKTOPOB MEXKIY OTACIBHBIMU HCCIICIOBAHUSIMU MOXKET
OBITh BAXKHBIM B PE3IOME JTAHHBIX KJIMHUYECKOU 3(PHEeKTUBHOCTH.

11.4.2.2. Obpaienre ¢ JaHHBIMU BBHIOBIBIINX CyOBEKTOB MCCIEAOBAHUS
WM OTCYTCTBYIOIIUMH JaHHbIMH. CyIlIECTBYeT HECKOJIBKO (DaKkToOpoB,
KOTOpbIE MOTYT MOBIMATH Ha YacTOTy BbIObIBaHM. K HUM OTHOCSTCA:
JUTUTEILHOCTh MCCJIEOBaHUA, TpUpoaa 3adosieBaHUs, 3(PGHEKTUBHOCTh U
TOKCUYHOCTh MCCJIEYEMOro JIEKapCTBEHHOTO Tpernapara u Apyrue GhakTophl,
HE OTHOCAIIMECS K Tepanuu. VIrHopupoBaHHWE NAIlUEHTOB, BHIOBIBIIUX U3

HUCCICAOBAHUA, KW IIOCTPOCHUC BBIBOAOB MCKIIIOYUTCIIBHO OIIMPAsACh Ha
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MAlMEHTOB,  3aBEPIIMBIIMX  MCCIEIOBAHUE, MOXKET  TPUBECTH K
HEMpaBWIbHBIM BbIBOJIaM. OjgHAKO OOJBIION 00BEeM BBIOBIBAHUM, Ia)Ke
BKJIIOYEHHBIX B aHAJIU3, MOXKET BBECTH B 3a0JIyKJE€HUE, B YACTHOCTU €CJIA B
OJTHOM W3 TPYIIl CPAaBHEHUS ObLJIO MHOTO BBIOBIBIIMX MAIIUEHTOB HA PAHHUX
WM TIPUYMHBI BBIOBIBaHUS OOYCIJIOBJICHBI JIEYEHHEM WM €r0 HCXOJIaMH.
HecmoTps Ha TO 4TO BIMSIHUE PAHHHMX BBIOBIBAHUW U B OTIIEIBbHBIX CIydasx
JaXe CYTh OIIMOKM OBIBAET TPYAHO YCTAaHOBUTH, BOSMOXKHOE WX BIIUSHHE
HEOOXOJIUMO TMPOAHAIM3UPOBATh KaK MOXHO TMoOJHee. PekoMeHnmyercs
U3Y4YUTh HAOJIO/IaBIINECS CIyYau B pa3IMUHbIE BPEMEHHbIC TOUKH WJIU, €CIIH
BBIOBIBAHUSI OBLJI TOCTATOYHO YaCTHIMH, BBITIOJIHUThH aHAJIU3bI BO BPEMEHHOM
TOYKE, B KOTOpOW OOJBIIMHCTBO MAIlUEHTOB BCE €Ie HaXOAWIOCh IO
HaOTIOJCHUEM U Korja TMpOSBHUJCA TOIHBIA 3h(EeKT JIeKapCTBEHHOIO
npenapara. JlIsi OLEHKM TakoM HEMNOJHOM COBOKYIHOCTM JaHHBIX
PEKOMEHYETCS UCIIOJIB30BaTh MOJICIIUPOBAHUE.

HeoOxonmumo oOI1eHUTh pe3yibTaThl KIMHUYECKOTO HCCIEHOBAaHUS HE
TOJIBKO JUISl TIOATPYIIbLI NAIMEHTOB, 3aBEPIIUBIIECH WCCIEAOBAHUS, HO U JIJIA
BCEH PaHJOMU3WPOBAHHOW TMOMYJSIIAY MMAMEHTOB WJIM, IO MEHBIIEH Mepe,
IJIS. TOM €€ 4acTh, B OTHOLICHUU KOTOPOW OCYIIECTBISUIMCH XOTh KAKHE-TO
u3MmepeHus. l[lpu aHanu3e BIUAHUS BBIOBIBAHWI CJEAYET YUYUTHIBATH H
CpaBHMUBATh HECKOJBKO  (AKTOPOB  HCCIEAYEMBIX TPYIIL:  MPUYUHBI
BBIOBIBAHUS, BpeMsS 1O BBIOBIBAHMS, JOJISI BBIOBIBIIMX B HCCIETYyEMBbIX
rpyInax B pa3jJuyHble TPOMEXYTKH BPEMEHHU.

HeoOxonumo omnucate mpoueaypbl OOpamnieHuss C OTCYTCTBYHOUIUMHU
JTAHHBIMH, HAIpPUMEpP, HCIOIb30BAHUE OXUJAEMBIX WU IPOU3BOIHBIX
naHHbIx. HeoOxomaumo mpeacTaBuTh NOAPOOHOE OOBSICHEHHE, KAaK TaKHe
OIICHKH WJIM TIPOU3BOHBIE JaHHBIE OBLIN MOJYyYE€HBI U Ha KAKUX JOMYIIEHUIX

OHHU OCHOBAHBI.
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11.4.2.3. [IpoMexxyTOUHBIM aHAJIU3 ¥ MOHUTOPUHT JaHHBIX. [Iporecc
pacCMOTpEeHHUSI M aHaIW3a JAHHBIX, MOJYYCHHBIX B PaMKax KIMHUYECKOTO
uccnenoBanust  (popmasibHO WM  HE()OPMATBLHO) MOXKET MPUBHOCUTH
CUCTEMaTUYeCKHre OmUOKU M (WiM) yBenuuuBarh omuoOKy | pona. ITosTomy
HEOOXOJIUMO  TOJHOCTBHIO  ONHCaTh BCE IPOMEXKYTOYHBIE  AHAJIU3HI,
dbopmanbHble WKW HedOopMabHbIC, 3alUIAHUPOBAHHBIC WM CHUTYaTHBHBIE,
OCYIIIECTBIISIBIIMECS JIFOOOW CTOPOHOW UCCIEAOBAHUS, MPEICTABUTEISIMU
CIIOHCOpa WJIM KOMHCCHUEH TI0 MOHUTOPHWHTY aHHBIX, JTaXXE €CJIH TPYIIIHI
JedeHus He ObuT uaeHTHuuIMpoBadsl. CleyeT yUUThIBaTh HEOOXOIUMOCTD
BBEICHUSI CTAaTHUCTHYECKUX TIOMPABOK BCJIEICTBHE TaKWX aHAJM30B.
Heobxonumo omucarh BCe MHCTPYKIIMH WX TPOILEAYPHI, UCIIOIh30BAHHBIC
JJIs TIPOBEACHUS TaKUX aHaU30B. [IpoTOKOJIbI 3acenanuii Jr000H KOMHCCHUU
0 MOHHUTOPWHTY JIaHHBIX WM OTYETHI MO PACCMOTPEHHBIM Ha TaKHUX
3aceaHusSIX JaHHBIM, OCOOCHHO €CJIM 3acCeJaHusl NMPUBEIN K U3MEHEHUSM B
MPOTOKOJIE WM  JOCPOUHOMY TMPEKPAICHUIO HCCIEIOBaHMUS, MOTYT
MO3BOJIUTh ~ OOBSICHUTH OTO W  JIOJDKHBI  OBITh  MpPEJICTaBICHBI B
npuioxkennn 16.1.9 x oryery (comtacHO pyOpuKaluM pas3eioB OTYETA,
yKa3aHHOW B HACTOAIEW YacTu JOKyMeHTa). HeobOxonumo omnucarh
MOHUTOPUHT JTaHHBIX, OCYIIECTBISIEMBI O€3 BCKPBITHS KOJOB, JaXe €CIn
CUMTAETCS, YTO TAKOTO POJIa MOHUTOPHHT HE YBEJIMUMBAET omuoOKy | pona.

11.4.2.4. MHOTOIIEHTPOBBIEC HACCJIEIOBAHUA. MHoroneHTpoBoe
UCCIIEIOBAHUE — ATO HUCCIEJOBAHUE, MPOBOJAUMOE IO €IUHOMY MPOTOKOIIY,
BKJIIOYAIOIIIEE HECKOJBKO MCCIENOBATENIbCKUX IIEHTPOB (HampuMmep, KINHUK,
MOJIMKJIMHUK, OOJBHUIL), B KOTOPOM COOpaHHbIC JaHHBIE AaHATU3UPYIOTCS KaK
enruHoe Iejoe (B OTIMYUM OT TOCIEAYIONIEr0 PEIICHHS O COBMENICHUH
JAHHBIX WM PEe3YIbTaToB OTIEIbHBIX HcchenoBaHuii). Heobxogumo
MPEACTABUTh PE3y/bTaThl MO KaKIOMY IIeHTpY. 10 BO3MOXKHOCTH, HaImpumep,

CCJIM B HOCHTPAX YHAOBJICTBOPUTCIBHOC KOJIHMYCCTBO IIAIMCHTOB B HLCIIAX
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MOBBIIICHUS] [IEHHOCTU TAKOTO aHalin3a, HEOOXOIUMO YCTAaHOBUTH HAIMYUE
Ka4eCTBEHHOW WJIM KOJWYECTBEHHOW 3aBHCHMOCTH MEXIY HCCIETyEeMBIMU
rpymnnaMu U3 pa3HbIX MeHTpoB. HeoOxoqumo onmcarh 1 OOBSICHUTE BCE PE3KO
OTKJIOHSFOIIIECS FJIM TIPOTHUBOIIONIOKHBIC PE3ylIbTaThl MEXIy IEHTPaAMH,
YUUTHIBAasE pa3liduus B TPOBEACHUM HCCIEIOBaHUS, XapaKTePUCTUKAX
NAlMEeHTOB WK KIMHUYECKUX 0a3zax. CpaBHEHUE TPy JOJKHO BKJIIOYATH B
ce0sl aHAIM3bI, KOTOPHIC MO3BOJISIOT BBIIBUTH PA3IMUUS MEXKIY LIEHTPAMH B
OTHOIIEHWW OTBETa TPyl Ha JiedeHue. [lo BO3MOXKHOCTH HEOOXOIUMO
MPENCTaBUTh JeMorpauieckne, WCXOAHbIE UM HWTOTOBBIE (pe3yibTar
U3MEHEHHUS! MCXOJHBIX) JIaHHbIE, a Takke JaHHble A(P(EKTUBHOCTU IO
KOKIOMY LIEHTPY, JaXe €Ccld KOMOMHUPOBAHHBIM aHaIU3 SIBISIETCSA
IEPBUYHBIM.

11.4.2.5. MHOXECTBEHHBIC CpaBHEHHs (MHOXXECTBEHHOCTH). [lo mepe
YBEJIMYCHUS KOJIMYECTBA MPOBEACHHBIX TECTOB HA 3HAYUMOCTH (KOJIWYECTBA
CpaBHEHUM) YBEIMUYMBACTCS YUCIIO JIOKHOIMOJIIOKHUTENBHBIX pe3yasTaroB. [Ipu
Hanuuuu Oosee 1 mepBUYHON KOHEYHOM TOUKHM (IIepeMeHHasi ucxoja) Oosee
1 amanmm3a KOHKPETHOW KOHEYHOW TOYKH WJIM MHOXECTBA HCCIIETYyEeMBIX
TPYyIIl WX TOATPYII OOCJIEIOBAHHBIX TMAIMEHTOB, B CTAaTUCTHYECKOM
aHanMM3e¢ HEOOXOAMMO OTPa3uTh O3Ty MHOKECTBEHHOCTh, MPEICTABUTH
CTaTUCTUYECKYIO TONPAaBKYy i MPEJOTBPAIICHUS YBEIMYECHHUS OIIMOKHU
| poma wim mpuBecTu OOBSCHEHMs, TMOYEMY Takas IONpaBka He ObLIa
IpeayCcMOTpEHA.

11.4.2.6. Vicnonb30BaHue MOATPYMIIBI TAIMEHTOB, Y KOTOPHIX MMOKa3aHa
sbdextuBHOCTh.  HeoOxoqumMo  0co00  mpoaHaIu3UpPOBaTh  BIUSHUE
BBIOBIBIIIMX M3 aHalM3a MAlMEHTOB C MMEIOIIMMUCS JAAaHHBIMHU BCIIEACTBUE
HU3KOW MPUBEPKEHHOCTH, MTPOMYCKa BUSUTOB, HECOOTBETCTBUS TPEOOBAHUSIM
UCCJIeIOBaHUsT WM Apyrux npuurH. Kak yka3zaHo BbIIIE, UCIOJIB3YysS BCE

HMEIOIMECS JaHHbIE, HEOOXOIUMO MPOBECTH aHAJIU3 BCEX HCCIIEI0BaHUM,
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LEIbI0 KOTOPBIX SIBISUIOCH YCTaHOBJIEHUE YPGEKTUBHOCTH, TaKE €CIU TaKou
aHaau3 HE TMPEIyCMOTPEH 3asBUTEIEM B  Ka4eCTBE MEPBUYHOTIO.
PekoMeHnyeTcs ~ MOATBEPAUTH  HAJIEKHOCTh  OCHOBHBIX  BBIBOJIOB
UCCIIEIOBAHUSI HA TPUMEPE AJIBTEPHATUBHON aHAIM3UPYEMOU MOMYJISIIUU
nanueHToB. JItoOble 3HaUUTENIbHbIE PACX0XKICHUSI, BOSHUKAIOIINE BCIEACTBUE
U3MEHEHUS! TIOMYJISIMUA MAMeHTOB JJI1 aHaJn3a, AOHKHBI ObITh MOAPOOHO
OOBSACHEHBI.

11.4.2.7. UccnenoBaHus SKBUBAJCHTHOCTH C AKTUBHBIM KOHTPOJIEM.
Ecnu uccnenoBanue ¢ akTUBHBIM KOHTPOJIEM HAMPaBJIEHO HA MOJATBEPKICHUE
HKBUBAJIEHTHOCTHU (TO €CTh OTCYTCTBHE 3apaHee YCTAHOBJIECHHOW BEIMYHHBI
paznuuuil) MeXIy HCCIEIyeMbIM TIpenaparoM M aKTUBHBIM KOHTPOJIEM
(mpenaparoM CpaBHEHUSI), B aHAJIM3€ HEOOXOJUMO OTPA3UTh JIOBEPUTEIIbHBIM
UHTEpBAJI JUISI 3TOTO CPAaBHEHUS MEXAy JABYMS JIEKapCTBEHHBIMU
npenapataMi MO BAXKHEHIIUM KOHEUYHBIM TOYKAM W OTHOILIEHHE HTOTO
WHTEpBaja K 3apaHee OrOBOPEHHOM CTEeNeHUu MeHbIIeH 3PGEeKTUBHOCTH
(Oe3omacHOCTH), KOTOpasi CUMTAaeTCs HemnpuemiieMod (TpeOoBaHMS K
OMUCAHUID OCHOBHBIX YCJIOBUW MCIOJB30BAHUSI AKTUBHOTO KOHTPOJS B
WCCIICIOBAHUSIX SKBUBAJICHTHOCTH YKazaHbl B paszzene 9.2 HacTosmiero
JIOKYMEHTA).

11.4.2.8. U3yuenne mnoarpymnmn. Eciaum mo3BonsieT pasMep BBIOOPKH,
BKJIFOUEHHOW B MCCJIeIOBaHUE, HEOOXOUMO MPOAHAIU3UPOBATH MOATPYIIIIHI,
c(hOpMUpPOBAHHBIE 1O  BAXKHBIM  JEMOTPAPUUYECKUM U  HCXOJIHBIM
XapaKTepUCTHKaM, Ha HAJTUYUE HEOKUJJAHHO BBICOKUX WJIM HU3KHUX OTBETOB U
NpEACTABUTh B OTYETE COOTBETCTBYIOLIME PE3Yy/bTaThl aHAIN3a, HApPUMED,
CpaBHEHHUE BIIMSIHUSI BO3pAcCTa, MOJIa, PacChl, CTENEHU THKECTH 3a00JIeBaHUS,
NPOTHOCTUYECKUX  (PaKkTOpoOB,  aHaMHe3a  MPEAbAYLIEro  JICYEHUs

JICKAPCTBCHHBIMH IIpCIIaparaMu TOI'O JKC KJlacCa MU Ip. Ecim BeIIBUTanach
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TUI0Te3a O HAJTMYUK Pa3Iuduil MeXIy HEKOTOPBIMU MOATPYyNIamMu, TUI0TE3a
U €€ MIPOBEPKa JIOJKHBI ObITh YaCThIO0 CTATUCTUYECKOIO aHAJIN3A.

11.4.3. CBogubie TaOMUIGI JTaHHBIX HWHIAUBUAYATBHBIX A()(EKTOB.
B nononnenue k TabnuiaM v rpadukaM JAaHHBIX MO TPyIIaM B TaOIUIax
HEO0OXOAMMO MPEICTABUTh CBEICHUS 00 WHJIMBUAYaJIbHBIX OTBETaX U MPOUYUE
UMEIOINE 3HAUUMOCTh IS HCCIEAOBaHUS CBEICHHUA. YINOIHOMOYECHHbBIE
OpraHbl BIIpaBe TPEOOBAaTh JaHHBIE MO BCEM MAI[UEHTAM B BHJIE€ APXHUBHBIX
TaOIUI TI0 KaXXJ0My mnainueHty. TpeOoBaHMS K COAEPKAHUIO OTYETA MOTYT
BapbUPOBATHCSI OT HCCIEIOBAaHMUS K HCCIEIOBAHMIO WM OT OJHOTO Kiacca
JIEKapCTBEHHBIX TMpEenapaTtoB K JPyroMmy, IO3TOMY 3asBUTEIb JIOJKEH
ONPENEINTh, O BO3MOXHOCTH IMOCJE KOHCYJIBTAIMM C YIOJIHOMOUYEHHBIM
OpraHoM, KaKyr0 UMEHHO MH(OPMAIIUIO BKIIOYUTH B MPUIIOKEHUE OTYETA 00
uccineqoBanun. B oryere 00 umccneqoBaHUM HEOOXOIUMO OTPa3UTh, KaKHe
JTAHHbIC BKJIFOUCHBI B KQUECTBE MPUIIOKEHUS, U KAKUE JJAHHBIE MPE/ICTaBICHbI
B Oosiee MOAPOOHBIX APXUBHBIX TAONMIAX MO OTIAEIBHBIM IMallMEHTaM, €Clid
3TO TpeOyeTcsl YIOJIHOMOYEHHBIM OPTraHOM, U KaKUe JIaHHbIE JOCTYIHBI IO
3arpocy.

B KOHTponupyembIX HCCIEIOBAaHMSX, B KOTOPHIX BaKHEHUIIUE
U3MEPEHUSI U OLEHKU A(PPEKTUBHOCTH (HAmpUMEpP, MOCEBbI KPOBU U MOUH,
(GYHKIIMOHATIBHBIE UCCIEAOBAHUS JIETKUX, YacTOTa MPUCTYIOB CTEHOKApIUU
Wi OOIIMEe OIEHKH) MEPUOJAMYECKH TMOBTOPSAIOTCS, MEPEUHU JTaHHBIX IS
KQXKJIOTO TAallMeHTa, MPUJIaraeMbIX K OTYETYy, JOJDKHBI BKJIIOYAaTh B CEOS:
UJEHTU(UKATOP MalMEeHTa, BCE M3MEPECHHbIC U HaOIIOMABIIMECS 3HAYEHUS
BOKHEUIIMX T[OKa3aTeyield, BKJIOYas MWCXOJHbIC, C YyKa3aHUEM BPEMEHHU
POBEICHUS U3MEPEHUH (HarpuMep, I€Hb TEPANUU U BPEMS CYTOK, €CJIH ITO
UMEeT BaXHOE 3HA4YEHHUE), JIEKapCTBEHHbIM mpemapar (mo3y) (mpu
HEOOXOAMMOCTH B MI/KI), BCE ONpEIETeHUs MPUBEPKEHHOCTH M BCHO

COMYTCTBYIOIIYIO TEPANHUI0 HA MOMEHT OIpeseaeHus (OIEHKN) WU OIU3KUM
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K HEeMy IIPOMEXKYTOK BpeMeHU. Eciu KpoMe TOBTOPHBIX OIICHOK B
WCCJICIOBAaHUM TIPOBOAMINCH TAakK)K€ CpPAaBHEHHS OTBETUBIINX U HE
OTBETHUBIIIMX HA JICYEHUE MAIUEHTOB (OAKTEPHUOIOTMYECKOE U3JICUCHHUE WIIH
HEey/aya), UX He0OXOUMO omnucaTh. B omoIHEHNE K ONMCAHUIO BAXKHEHIITUX
U3MEpEeHU B TalnHIlaX HEOOXOAMMO YyKa3aThb CBEICHHS O TOM, ObLI JIH
NAIlMEHT BKJIIOUYEH B aHalu3 d()PEKTUBHOCTH (U B KOTOPBIM M3 HUX, €CIU UX
OBLIO HECKOJIBKO), CBEJICHUS O MPUBEPKEHHOCTU MAI[UEHTA K JICUCHUIO (TpH
HaJIM4uu), CChUIKY Ha cooTBeTcTBYyIOMME NPK, eciim oHM BKIIFOUEHBI B OTYET.
Taxke 11€71€ec000pa3HO yKa3aTh BaXKHBIE UCXOJHBIE CBEICHUS, TAKUE KaK IO,
BO3pacT, Macca Teja, HccieayemMoe 3a0ojieBaHHMe (€Clid B HCCIIEOBaHUE
BKJIFOUEHBI TMAI[ME€HThl C Pa3IUYHBIMU 3a00JIEBaHUSIMHU), €r0 CTaaus U
TsokecTh. [lpu omenke 3PQGEeKTUBHOCTH HMCXOMHBIE 3HAYCHHUS BaKHEHIIIMX
M3MEpPEHU OOBIYHO YKA3bIBAIOTCS B KAYECTBE HYJIEBBIX.

Onucanaple TaOMWYHBIE JaHHBIE HEOOXOAWMO TMPEACTABUTH B
npuiokeHnn 16.2.6 otdera (cormacHo pyOpUKaIlMd pa3jielioB OTYeTa,
yKa3aHHOM B HACTOSIIIEH YaCcTU JOKYMEHTA), BMECTO TOTO, YTOOBI BKJIIOUATh B
Hero Oojiee OObeMHBIE TAOIHIBI 10 WHAWNBUIYAIBHBIM PETHCTPAIIMOHHBIM
KapTaM, TpeOyeMbIM HEKOTOPBIMU YIIOJTHOMOYEHHBIMH OPTaHaAMHU, TIOCKOIBKY
OHM MPEJCTABISAIOT COo00M 0a30Bble JaHHbIE N0 3S()PEKTUBHOCTH, HaA
OCHOBAHUU KOTOPBIX CTPOATCS 00001IeHHbIe Tabnuibl. OgHAKO Takoro poja
IPOMO3KHAE TAOIHIBI MOTYT OBITh HEYIOOHBI ISl aHAIKM3a MIPU MIPOBEICHUN
OKCIIEPTU3bI, W MPEANOYTUTENIbHEe, YTOObI B OTUETE OBLIM MPEACTABICHBI
UMerolMe npakTuueckuii uurepec. Hampumep, ecinu B oT4eTE COOOIIAETCS O
MIPOBEICHUH MHOXKECTBA HW3MEPEHUM, TAOMUIlBI OTIAEIBHBIX TAI[UEHTOB C
BOXHEHUIIUMUA  HU3MEPEHHsIMH  OyayT  TMOJE€3HBl Uil  KOHTPOJIA
WHIUBUIYQJIbHBIX PE3YJAbTAaTOB MCCIIEIOBAHUSA, B KOTOPBIX OTBET KaXXJIOTO
nanyeHTa o000IIeH B OJHOW CTPOKE TAOIMIIbl MJIM HEOOIBIIIOM KOJIMYECTBE

CTPOK TaOIHIIBI.
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11.4.4. 3aBucUMOCTb MEXKIY J1030M Mperapara, ero KOHIEHTpaluen u
sbpdexrom. Ecnm no3a y KaxIoro mMaiUeHTa MOXET BapbUpPOBATHCH,
HEO0OXOAMMO OTrCcaTh (PAKTUIECKH MOTyUYCHHBIE TTAIMEHTOM J03bI U OTPa3UTh
B TaOIWYHBIX [JAaHHBIX BCE BEIMYMHBI 103, HA3HAYEHHBIC B paMKax
uccienoBanus. HecMoTpst Ha TO 4TO B MCCIIEIOBaHUSX, HE HAIIPaBJICHHBIX HA
U3y4eHHUE 3aBUCUMOCTH J103a-3((})EKT, BO3MOKHOCTh BBIIBUTH 3aBUCUMOCTD
MEXAy A030d U 3PPeKToM orpaHmdeHa, HEoOXOAMMO MPOAHATN3UPOBATH
JOCTYIIHBIC JTaHHBIE Ha TpeaIMeT HaJIWdusg Takou 3aBucumMoctu. llpum
W3YYCHUU 3aBUCUMOCTH J03a-3(EKT PEKOMEHAYETCS BBIYHCIUTH 103y B
MI/KT MacChl TeJIa MM MI/M? [UIOMIAH MTOBEPXHOCTH TeJIa.

CeneHus 0 KOHIICHTPAIIUM JISKAPCTBEHHOTO Tipernapara (Ipyu HaJIUYUH )
HEOOXOJIUMO OTPa3UTh B TAOJMYHBIX JAHHBIX NpuiiokeHUus 16.2.5 k oruery
(cormacHO pyOpHKaIuu pa3fesioB OTYeTa, YKa3aHHOW B HACTOSIIECH YacTH
JIOKyMEHTAa), BKJIIOYas yKa3zaHue (papMakOKMHETHYCCKHX IMapaMeTpoB U, TO
BO3MOKHOCTH, BO B3aMMOCBSI3H C KIMHUYECKUM OTBETOM.

Bonee monpoOHBIE NPUHIUIIBI AW3aifHA W aHaAJIM3a HWCCIEIOBaHUM,
HAlpaBJICHHBIX  HA  BBISIBIIGHHE  3aBUCUMOCTH  J03a-3(Pdektr  wim
KOHIICHTpauu-3G(EKT ImpeacTaBIeHbl B METOJWYECCKUX PEKOMEHAAIUIX I10
MPOBEACHNUIO KIMHUYECKUX HMCCICIOBAaHUNA C IIEIbI0 MOa0opa  J03bI
JIEKapCTBEHHBIX MPEnaparoB.

11.4.5. JIekapcTBeHHBIC B3aUMOJICHCTBHS W BIIMSHUE COIYTCTBYIOITUX
3aboneBanuii. HeoOxommmo yka3aTh Ha HalW4yue BCAKOW IPeAroiaraeMoun
3aBUCUMOCTH MEXJIy OTBETOM H COMYTCTBYIONICH Tepamued Win
MPENBIAYIAMA W TEKYIITUMU COMyTCTBYIOIINMU 3a00JICBAaHUSIMU.

11.4.6. IlpencraBieHne JaHHBIX IO KaxaoMmy manueHty. HecMmoTrps Ha
TO YTO JIaHHBIE M0 KaXKJIOMY TMAlMEHTy OOBIYHO OTpa)karoTcsl B TaONWIIaX, B
HEKOTOPBIX CIIydasX PEKOMEHIYETCS COCTaBIATh MPOQUIN IOKa3aTesleil 1o

OTJICTIbHBIM MAaIIMEHTaM B JAPYyrux opmarax, Hampumep, B BHUJE TpadUKOB.
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OTO TOMOraeT MpoaHaIU3UPOBaTh 3HAYEHUE KOHKPETHBIX MapamMeTpoB BO
BPEMEHHU, 103y JIEKapCTBEHHOI'O IIpenapara 3a 3TOT K€ IMEepUOA U BpeMs
HACTYIUICHHsI ONIPENEIICHHBIX SIBJICHUN (HampuMep, HEXKeJlaTeIbHbIX SBJICHUN
WIM CMEHBbl COIyTCTBYIOLIEH Tepanuu). Ecim B OCHOBHOM aHalIu3e
UCIIOJIb30BaHbl YCPEITHEHHbIE TPYIINOBbIE JaHHBIE, TAKOTO PO «U3BJICUECHUE
WHIUBUIYQIbHBIX JaHHBIX» HMeEET HeOombplioe 3HaueHue. OpHako eciu
WHJVBUlyaJIbHbIE OTBETHI SBJISIOTCS BaKHOM YacThIO aHAJIN3a, TAKUE TaHHbIE
MOTYT OBITh MOJIE3HBI.

11.4.7. 3akmtouenue 00 3p(PEKTUBHOCTH.

HeoOxogmmo Kak MOMKHO TIOJHEE TNPEJICTaBUTh B OTYETE BaKHBIC
BBIBOJIBI 00 3((hEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, BKIKOUasi OMUCaHue
NEPBUYHBIX W BTOPUYHBIX KOHEYHBIX TOYEK, C HCIOJIb30BAaHUEM
3aIUIAHUPOBAHHBIX W AJbTEPHATUBHBIX CTAaTUCTUYECKHX IMOAXOAOB H

PE3YIBTAaTOB MOUCKOBOTO aHAIHN3A.
12. Ouenka 0e30macHOCTH

AHanu3 JaHHBIX O€30MacCHOCTU CJEeNyeT MpOoBeCcTH B Tpu 3Tama. Ha
NEPBOM JTame B IENSAX OMNPEIEICHUsS CTENeHUu O€30MaCHOCTH, KOTOPYIO
MOXXHO OIICHUTh B paMKax HUCCIEJOBaHUS, HEOOXOAUMO H3YUYUTh BEIUUYUHY
AKCMO3UIUK (703a, JIUTEIBHOCTh, KOJWYECTBO ManueHToB). Ha BrOopom
Tane HeoOXOIMMO yKazaTb HEKeJaTelibHble  SIBIICHUS, HW3MEHEHUs
1a00paTOPHBIX U JIPYTUX MOKa3aTesei, CrpyniupoBaHHbIE M0 KAKOMY-JIHOO
ONpENICICHHOMY  TPHU3HAKY, MEXJIy CpaBHMBAa€MbIMH TIpynnaMu H
MpOaHAIU3UPOBAHHBIE TPU HEOOXOAUMOCTH C Y4YETOM (PAKTOPOB, KOTOPHIE
MOTYT OBJIUSATHh HA YACTOTY HEXKEJATEIbHBIX PEAKIUi (SIBJICHUN) (TaKUX Kak
BpEMEHHAs 3aBUCHUMOCTb, 3aBUCHMOCTD oT nemMorpaduueckux
XapaKTePUCTHK, /103 WM KOHLEHTPAIMs JEKapCTBEHHOIO Ipenapara u Jip.).

HCO6XOI[I/IMO YKa3arb CCPLE3HBIC HCKCIATCIbHBIC ABJICHUA W AOPYI'UC
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3HaYMMbIC  HEXKeNaTelbHble  sBJeHHS  (0OOBIYHO € TIIATEIbHBIM
oOClieIOBaHNEM TMAIMEHTOB) KOTOPHIE TOCPOYHO MPEKPATHIM ydacThe B
WCCIICAOBAHNH BCJICACTBHE HE)KEIATEJIbHBIX SBJICHUM HE3aBHCHMO OT TOTIO,
OBLITM 7T OHU OOYCJIOBJICHBI MPUEMOM JIEKApCTBEHHOTO TIpernapara Wi HeT,
WJIM CKOHYAJIHCh.

I[Ipy »>TOM TEpMHUH  «CEpPbE3HbIC  HEXKeJIaTelIbHbIE  SBJICHUSI»
paccMaTpuBaeTCS B 3HAYCHHWH, YCTAHOBJIEHHOM IIpaBWJIaMH, a TEPMHUH
«IpOYHE 3HAUMMBIC HEXEJIATCIbHBIC SBICHHUS» O0003HAYaeT BBIPAKCHHBIC
reMaToJIOTHYeCKre W JApyrue Ja0OpaTOpHbIE HAPYIICHUS ¥  BCSIKHE
HEeXeJaTeIbHbIE SIBJICHHS, KOTOPBhIE MPHUBOAAIT K BMEIIATENIHCTBY, BKIIIOUAs
OTMEHY JICKapCTBEHHOW TEepamuu, CHIWKEHHE JI03bl WIM Ha3HAYCHHE
JOTIOJTHUTEIBHOW TEPAMUU.

B mocnemyrommx pasgenax HEOOXOAMMO TMPOaHAIM3UPOBATH M
MPEICTABUTH CIICIYIONMINE CBEICHUS:

0000IIIeHHbIC JIaHHBIE C HCIOJIb30BaHWEM TaOIuI W TpadUKoOB,
MPEACTABIIIEMbIX B OCHOBHOM YaCTH OTYETA;

MIePEYHHU JAHHBIX 110 OTACILHBIM ITallCHTaM;

KOMMEHTApUH K SBICHHUSAM, IPEACTABIISIIONINM OCOOBIM HMHTEpPEC IS
JTAHHOTO MCCJIEOBAHUS.

Bo Bcex Tabnuiax u aHanuzax HEOOXOIMMO TPEACTABUTh CBEACHUS O
SIBJICHUSX, OOYCJIOBJICHHBIX HCCIIEAYEMbIM JICKAPCTBEHHBIM IIPENapaToM HIIH
KOHTPOJICM.

12.1. BennumnHa SKCIO3UIINH.

Heobxoammo oxapakTepu30BaTh BEIUIHUHY SKCIO3UIIUHA HCCIIETyEMOTO
JIEKapCTBEHHOTO TIpernapara, a TaKXe aKTHBHOTO KOHTPOJIS M Iianedo c
yKa3aHUEM KOJIMYECTBA TAIUCHTOB, TIOABEPTIIMXCA JKCIIO3UIUU, €€

JUTUTETLHOCTH M BO3JICHCTBYIOIIEH JTO3HI.
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12.1.1. JnmutenbHOCTh. JIUTENHbHOCTh SKCIO3UIIUM KAKOW-ITHOO0 O3B
MOXXET OBITh BBIp@XKCHA MEAWAHONW WIM CpPEIHUM 3HAuCHHEM, TakKXKe
pEeKOMEHAyeTCS  yKa3aTh  KOJWYECTBO  MMAIMEHTOB,  MOABEPTIIHXCS
BO3JICHMCTBUIO 33 ONPEACIICHHBIN MPOMEXKYTOK BPEMEHU, HAllpumep, 1 1eHb u
MeHee, oT 2 gHel 1o 1 menenun, ot 1 Henenu no 1 mecsana, or 1 1o 6 MecsIeB
u ap. KoauwdecTBo MarmueHTOB, MOABEPIIIMXCS SKCIO3UIIMU HCCIETYEMOTO
JICKapCTBEHHOTO Tpernapara, He0OXOANMMO PaCTPEeIUTh M0 BO3PACTy, MOy,
pacoBOil TPHUHAMICKHOCTA W JPYTUM HMEIOIIMM 3HA4YCHHE TapaMmeTpam,
TaKUM Kak 3a0oJjieBaHHE (€CIM B HCCJIEAOBAHME BKJIIOUEHBI IMAIlMEHTHI C
Pa3IMYHBIMU 3a00JI€BAaHUSIMU ), €TI0 TSHKECTh, COMYTCTBYIOIIAS MATOIOTHSL.

12.1.2. lo3a. HeoOxomuMo MpeacTaBUTh CpeIHEE 3HAUYCHHE WU
MeAraHy MCTOJIb30BaHHOW B MCCIICOBAHUU J03BI U KOJIMYECTBO MAIMEHTOB,
KOTOPHIM OHa ObUTa Ha3HA4YE€HA, 03y, JKCIO3WUIMH KOTOPOW MAIMEHTHI
MOJIBEpraiNCh HamOoJiee JUIMTENIbHO, WIW CPEIHIOI CYTOYHYIO J03Y.
PexoMeHmyeTcst TpeACTaBIATh KOMOWHHMpPOBaHHYI HWH(OpMaIlHio J103a-
JUTUTEILHOCTh, HampuMep, KOJWYEeCTBO MAIMeHTOB, Haubojee dYacTo
MOABEPraBIINXCS HKCHO3UIMHA HCIOJIB3YEMOW 1030 B TEUECHHE 3aaHHOTO
NeproJia BpEeMEHH, MAaKCUMAJIbHON J103€, MAaKCUMAaJIbHO PEKOMEHIYEeMOM J103€
u 1p. B HEKOTOPBIX ciydasx BakHAa KyMYJISATHBHas 103a. BenmnmunHy 10361 B
3aBUCUMOCTH OT OOCTOATENIILCTB MOXHO BBIPa3UTh B BHUJE (DAKTUUECKOM
CYTOYHOM J03bl, B MI/KI' WU B mr/mM%. Bcex mMaiueHTos, MOIBEPTILIUXCS
AKCITO3UIINH PA3TUIHBIMA J103aMH, HEOOXOIMMO CTPYIIITHPOBATH IO BO3PACTY,
MOJTy, PAacoBOW TPHUHAMICKHOCTH U JPYTUM HMEIONIUM  3HAYCHUE
rmapaMeTpam.

12.1.3. KonueHntpaius JIeKapCTBEHHOTO TMpenapara. Ilpu Hamumduum
JAHHBIX O KOHIIGHTpAIlMW JICKApCTBEHHOTO IIpemapara (Hampumep,
KOHIIGHTPAIIMU BO BpEMS  ONPEACICHHOTO SBJICHUS, MaKCUMAJIbHOM

IJ1a3MEHHOM KOHIIGHTPAIIMH, TUIOMIAIU IO KPUBOH «KOHIICHTPALHSI-BPEMSI»)
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NOCTEAHSAST MOXET OKa3aTbCs IOJIE3HOW JUISl BBISIBIEHUS CBS3U MEXKIY
HEXEJaTeIbHBIM SBJICHUEM WJIM U3MEHEHUEM J1a0OpaTOPHBIX MOKa3areneh u
MPUMEHEHUEM HCCIIEyEMOTO JIEKAPCTBEHHOTO TMpenapara y OTIAEIbHBIX
nanueHToB. JlanHas uH@pOpMaIUs MpEeACTaBIAECTCS B NMpUIokeHuu 16.2.5 k
OTYeTy (COITIacCHO PyOpMKAaIMU pa3[ejoB OTUETa, YKa3aHHOW B HAcTOsIIEH
YacTH JOKYMEHTA).

[Ipennonaraercsi, 4TO BCE MAIMEHTHI, BKIIOUEHHBIE B UCCJIEAOBAHUE U
MOJIyYUBIIIME XOTs Obl 1 703y HccieayeMoro npenapara, OyJayT BKIFOUEHBI B
aHanu3 Oe3omacHocTU. Ecim yka3aHHOE YCIIOBHE HE BBIIOJHSIETCS,
HEO0OXOAMMO MPEACTABUTh COOTBETCTBYIOIIUE OOBSICHEHUS.

12.2. HexxenarenbHbIC SIBJICHUS.

12.2.1. Kparkoe pe3toMme M0 HeKeIaTebHBIM sBIeHUSIM. Heobxommmo
NpEACTABUThL  KParkoe  pe3loME  BCEX  HEXEJIaTelbHBIX  SIBJIICHUM,
3apETUCTPUPOBAHHBIX B XOJI€ MCCIENOBaHUS (C MPEACTABICHUEM B APYrUX
paszenax JAeTalM3WpPOBAaHHBIX TaOMUIl U aHaidu30B). B Takue TaOnuibsl u
aHanu3bl  HEOOXOIMMO  BKJIIOUHUTH  SIBICHHS, OOYCIOBJIEHHBIE  Kak
UCCIIEyEMbIM JIEKAPCTBEHHBIM IMIPENapaToM, TaKk U KOHTPOJIEM.

12.2.2. IlpencraBieHne JaHHBIX O HEXeJIaTeNbHBIX SBICHUSIX. B
CBOAHBIX TaOiuIaX, MPUBEACHHBIX B pasuene 14.3.1 ordera (cormacHo
pyOpuKauu pa3ienoB OTYeTa, YKa3aHHOW B HACTOSIIEH YacTU JOKYMEHTA)
HEOOXOMMO OTPa3UTh BCE HEXKENATeNbHbIC SBICHUS, BO3HUKILIWE IOCIE
HayaJla MPUMEHEHUSI UCCIEAYEMbIX JIEKAPCTBEHHBIX MpenapaToB (BKIIIOUas
SBJICHUST ~ BEPOATHO  OOYCIIOBJICHHBIE  caMUM  3a00JIEeBAHUEM  WJIU
COITYTCTBYIOILLIEW MATOJIOTUEW, €CIIM TOJBKO C YIOJIHOMOYEHHBIM OPraHOM
3apaHee He ObUIO JOCTUTHYTO COIVIallIEeHHE 00 OTHECEHHH OTrOBOPEHHBIX
SBJICHUM K OOYCJIOBJICHHBIM 3a00jeBaHueM). TabMuIbl JOJMKHBI BKIIIOYATh B

cebs CBCACHMU 00 M3MEHEHHHU BUTAJIbHBIX mapamMCcTpoOB U JIFOOBIE U3MEHEHHUS
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7a00paTOpHBIX TIOKa3aTesIei, KOTOPBhIE pPACCMAaTPHUBAIOTCA KaK Cephe3HBIC
HEeKeJIaTeNbHBIC SBJICHHS WM IIPOYNe 3HAUMMbIC HEXKEIATeIIbHbIC SIBJICHHUS.

B OompmmHCTBE cCiydaeB B Takux TaOIUIaX CIEIyeT OTPa3HUTh
IPU3HAKKM M CHMIITOMBI, BO3HHKIIME B XOJ¢ JCUeHHUS (IPU3HAKH H
CUMIITOMBI, KOTOpPbIC HE OBLIM 3apeTrMCTPUPOBAHBI JI0 Hadajla MCCIICIOBAHUS
WM YCYTYOMINCh B TEUCHUE MCCIICIOBAHMS, €CIIM OHM MMEIH MECTO JIO €ro
Hayaja).

B Ttabnume crnemyeT mEpeYMCINTh BCE HEXKETIATCIbHBIC SBIICHMUS,
KOJIMYECTBO TAIMEHTOB B KaXIOW TPYIIE JEUEHHUS, B KOTOPOW BO3HUKIU
HEXXeJIaTebHbIC SIBJICHUSA, M YacTOTy WX BO3HUKHOBEHHS. Ecin nedeHue
HOCUT  IIUKIMYECKUH  XapakTep,  HalmpuMep,  MPOTHBOOIYXOJIeBas
XUMUOTEpAINUsi, TaKUe Pe3ylbTaThl CIEAyeT MPEACTABISATh IS KaXJgoro
IIUKJIa OTAeNbHO. HexenarenbHple SBICHUS HEOOXOAMMO CTPYNIHUPOBATH IO
CUCTEMaM OpraHoB. 3aTeM, €CJIM WCIONb30Bajach CHUCTEMa Tpagaluu
CTCTICHU TsDKECTH (HAIpUMep, JeTKas, CpeaHEH CTeNeHH, TshKemas), KakI0e
SIBJICHHUE JIOITYCKAETCs OXapaKTepHU30BaTh C ATOM TOYKM 3peHMs. B Tabmmmax
TaK)Xe JOIMYCKAeTCsl PACIpEeAeUTh HEKeJIaTelbHbIC SBJICHUS 1O CTEMEHU
MPUYHUHHO-CIICACTBEHHON CBS3U, HAlPUMEP, BO3MOXKHO OOYCIIOBJICHBI U HE
0OyCIIOBJICHBI, WJIM WCIOJIB30BaTh JAPYTYIO IIKaly, HAllpUMEp, HE CBSI3aHbI
WM BO3MOXKHO, BEPOSITHO, ONIPEICIICHHO CBs3aHbl. JaXke IpH MCITOIb30BaHUHT
OIICHKH TPUYHHHO-CJICICTBCHHOW CBSI3W B TAOJHUIIBI CIACAYET BKIFOYUTH BCE
HEXKeJIaTeNbHBIC SBICHUS BHE 3aBHCHUMOCTH OT CTEICHH B3aMMOCBSI3H
C NMPUHUMAEMbIM JICKAPCTBEHHBIM TIpeIapaToM, BKIIIOYAS SBICHUS, KOTOPBIC
CUMTAIOTCSl TIPOSBIICHUEM HMHTEPKYPPEHTHBIX 3a0oseBanuii. [lociemyromue
aHaMM3bl HUCCIICAOBAHUS WUIM CBOJHOW 0Oa3bl JIAHHBIX OE30MMaCHOCTH MOTYT
IIOMOYb BBISSBUTH HEXKEJIaTelIbHBIC SBJICHUS, KOTOPhIe OOYCIIOBICHBI WM HE
00yCITOBJICHBI HCCIIEyeMBbIM JIGKApCTBEHHBIM TpermapartoM. [lostomy st

aHaJIn3a U OLOCHKHU JAaHHBIX, IIPUBCACHHBLIX B TAKHX Ta6J'II/II_[aX HGO6XOI[I/IMO
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UIEHTU(PUIIUPOBATh  K&XJAOT0  MaIlMeHTa, Y  KOTOPOTrO0  BO3HMKJIO
paccMaTpuBaeMoOe HEXenarelabHOe sBieHue. Huke TmpencTtaBieH IpUMED
TaKoU TaOJIUIBI.

[Ipumep TabmuIIbI
HexenarenbHble SIBIEHUS: KOJIMUYECTBO HAOIIONECHUI
U 4acTOTa, C UACHTU(UKAIIMEH TalueHTa

I'pynma newennst X N =50

Jlerkue Cpenneit Tsoxensle Hroro Bcero
CTCIICHH
c* | HC C | HC C | HC C | HC |C+HC

Cucrema
opraHoB A 6 (12%) 2 (4%) 3(6%) 1(2%) 3(6%) 1(2%) 12 (24%) 4 (8%)
SBnenune 1 N11** N21 N 31 N 41 N 51 N 61

N 12 N22 N32 N 52
N 13 N 33 N 53
N 14
N 15
N 16

SBnenue 2

[Tpumeuanue: * C — cs3anbl, HC — He cBsi3aHbl. ['paganus «cBsi3aHb» MOXKET ObITh paclIupeHa,
HaIpuMep Ha «ONPEACIECHHOY, «BO3MOXKHO», «BEPOSTHON.
** N neHTH(PHUKAIIMOHHBIN HOMEp MalueHTa.

B nononHeHue K TakuM MOAPOOHBIM TaONMIAM, MPE/ICTaBISIEMbIM B
paznene 14.3.1 oruera (cornacHo pyOpHUKalMy pa3feioB OTYETa, YKAa3aHHOU
B HACTOSIIEH 4YacTH JOKYMEHTa), B OCHOBHOM 4acTH oOT4yeTa HeoOXOAMMO
MPEICTABUTH JIOMOJHUTENIbHYIO CBOJHYIO TaONHILy, B KOTOPOH CpaBHUBAJIUCH
Obl  ucciaeayemass M KOHTpOJIbHAasE ~ rpynmbel  0e3  yKazaHus
UJICHTU(UKAITMOHHBIX HOMEPOB MAIlMEHTOB, OTPAHUYUBAIOIIYIOCS YACTHIMU
HEXEJIATeIbHBIMU SBJICHUSMHU (HAaIpUMeEp, TEMHU, KOTOpPbIE BO3HUKAIM HE
MeHee 4eM y 1% maiueHToB rpymnibl).

YToOBl YCTAaHOBUTH MCTUHHYIO YACTOTY HEXKENATEIbHBIX SIBICHUN, TIPU
WX OMUCAaHUU HEOOXOAUMO HE TOJIBKO OTPA3UTh OPUTHHAIILHOE ONpPEICIICHHE,
JJAHHO€ HCCJEeIoBaTelieM, HO M TONBITAaThCA CTPYNIUPOBATH CBSI3aHHBIC

SIBJICHUS (SIBICHUSI, KOTOPbIE BOBMOXHO MPEJICTABISIOT COOOM OJMH U TOT Ke
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dbenomen). OmHMM U3 TaKuX CIOCOOOB SABIISIETCS  HCIOJIb30BAHUE
CTaHJapPTHOTO CIIOBAps HEXKeJaTeIbHBIX peaKIuii (SIBJICHUH).

12.2.3. Anann3 HeXenaTelbHBIX SBICHWA. B 1ensx cpaBHEHHs
UCCIEAYeMON TpyNmnbl W TPYHIbl KOHTPOJISI HEOOXOAMMO HCIOIb30BaTh
0a30BbIC CBEACHUSA O YaCTOTE HEXKeJaTeIbHBIX SBJICHHH, KOTOphIE OBLIN
MIpoaHaJIu3UPOBaHbI B pazzene 12.2.2 oT4yeTa U CBEJAEHUS M0 KOTOPHIM OBLIH
npeacTaBieHsl B paznene 14.3.1 ortdera (coryacHO pyOpHKalMu pas3zesioB
OTYeTa, YKa3aHHOW B HACTOSIIEH 4YacTh JAOKyMeHTa). J[ig Takoro ananusa
cienyeT OObEIUHUTH BCE SIBIICHUS HE3aBUCUMO OT TSDKECTH M MPUYUHHO-
CJICICTBEHHOW OOYCJIOBJIEHHOCTH C II€JIBI0 00JIee MPOCTOro MapajieIbHOTO
COTIOCTABJICHHUSI CpaBHUBAEMBIX TpyIin. HecMoTpst Ha TO 4TO OOBIYHO TaKOM
aHaJIu3 MPOBOMST IMPHU LEJOCTHOM aHalin3e 0e30MacHOCTU, €CIU MO3BOJISIOT
pa3Mep UCCIEIOBAHUS U €0 IM3aiiH, PEKOMEHIYETCSl U3YYUTh 00Jiee YacThie
HEXEJaTeIbHbIE SIBJICHUS, KOTOpPbIE IOJA03PEBAIOTCSA KaK OOYCIOBIICHHBIE
JISYEHUEM, Ha MPEAMET UX BO3HUKHOBEHHUS B 3aBUCUMOCTH OT J03bl (B TOM
qrciie B MI/KT WM MI/M°), PEXHMa TO3UPOBAHMS, ATHTEIBHOCTH JICUCHHUS,
oO1ieit J103bl, JeMorpauuecKuX XapaKTepHUCTHUK, TaKMX KaK BO3PACT, MO,
paca ¥ MHBIX MCXOJHBIX MPU3HAKOB (Hampumep, PyHKINHU MOYEK), UCXOJ0B
3 (PEKTUBHOCTH ¥ KOHIEHTPAIIMU JIEKAPCTBEHHOTO Ipernapara. Takxke
PEKOMEHYETCSI U3YUUTh BpeMs BOSHUKHOBEHUS HEXKEATEIbHBIX SIBICHUN U
UX JJIUTENIbHOCTh. (OCHOBBIBASICH Ha pe3ylbTaTax WCCIEAOBAHUN WU
(hapMaKoJIOTHUYECKUX CBOMCTBAX HCCIIEYEMOTO JICKAPCTBEHHOTO Mpemnapara,
JOTIOJIHUTENBHO JOMYCKAETCsl MPOBOJUTD PSAJI IPYTUX aHAIU30B.

[IpoBeneHme  TIATENBHOM  CTAaTUCTUYECKOM  OLIEHKHA  KaXIOro
HEXeJaTeIbHOTO sBJICHUSI He TpelOyercs. [Ipu nepBUYHOM IPEACTaBICHUM U
M3YUYECHUU JaHHBIX MOXKHO BBISIBUTH, UTO 3HAYUTEIIbHAA YacCTh SIBJICHUU HE
oOyciioBlieHa JeMorpad@uuecKuMHd M MPOYMMU HCXOAHBIMHU MapamMeTpaMH.

Ecnu uccnenoBaHue BBINOTHEHO Ha HEOOJIBIION MOMYJISUUU CyOBEKTOB, a
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KOJIMYECTBO SIBJICHUN OTHOCHUTEJIbHOE HEOOJbIIOe, ObIBAET JIOCTATOUYHBIM
OTPAaHUYUTHCS AHAJIM30M CPABHEHUS TPYIII JICYEHUS U KOHTPOJIS.

[Ipyu  omnpeneneHHbIX  OOCTOSTENBCTBAX IO  CPAaBHEHUIO  C
NpEeACTAaBICHUEM OOIIEH YacTOThl  HEXKENaTeNbHBIX  SIBIICHHM  Ooiiee
UH(OPMATUBHBIM SIBJISIETCSI KCTIOJIB30BAHKUE TAOJIHI] CMEPTHOCTH WIIH APYTHUX
aHaNMM30B MOAOOHOr0 poja. Ilpym HUUKIMYHOCTH JIEYEHUs, HANpUMEp, MpHU
MPOTUBOOMYXOJIEBOM XMMHUOTEpAUU, PEKOMEHIYETCS MPOBECTH aHaJIu3
pe3y/bTaToOB B paMKaX KaXKJ10T0 OTAEIBHOTO IIUKIIA.

12.2.4. TlepeueHb HEXENMATCIBHBIX SBICHUM MO KaXXIOMY MarueHTy. B
npuioxkeHnn 16.2.7 k ordery (corjlacHO pyOpHMKanuu pas3ieioB OTYETa,
yKa3aHHOUM B HACTOAIIEH YacTH JIOKYMEHTa) HEOOXOAMMO MEPEUUCIUuTh BCE
HEXEJaTeIbHbIE SIBJICHUSA MO KaXJAOMY MNAlMEHTY, BKIIIOYAs OJHO U TO XKe
SBJICHHE, BO3HHMKIIEE HECKOJBKO pa3, C YyKa3aHUEM KakK CTaHJapTHOIO
OPUHATOTO  TEPMHUHA, TAaK W  MCHOJIB30BAHHOTO  KCCJIEIOBATENIEM
OpPUTHMHAIBHOTO  TepMHuHA. llepedeHp  cocTaBimgeTcs 1O  KaXIOMY
UCCJIEIOBATENI0 U U3Yy4aeMOM TpyIINe JeUEHUs U JIOJDKEH BKIIIOYaTh B cels
CJIEYIOLINE CBEICHUS:

UJEHTU(UKATOP NAIUCHTA,;

BO3pAcCT, paca, oJj, Macca Tena (pOCT — €ClId UMEET 3HAUYCHHUE);

pacnionoxxenue MPK B oTdere (mpu Hamuuun);

HEXENaTeJbHOE  SIBJIEHWE  (CTaHNAPTHBIA  NPUHATBIA ~ TEPMUH,
OpUTHHAJIBLHBIN TEPMUH);

JUTUTEIBHOCTh HEXKEJIATEIIbHOTO SIBJICHUS,

TSOKECTh (HanmpuMep, Jerkas, CpeJHel CTeNeHH, TIKeNas);

CEPBhE3HOCTH (CEPbE3HOE UIIN HECEPHE3HOE);

OpennpuHATbie Mephl (0e3 BMeEIIaTelbCcTBa, CHIDKEHHE 03B,
npeKpalieHue JIeYeHus, Ha3HauYeHue JOTOJHUTEIBHOM Teparuu U ap.);

ucxonsl (Hanpumep, B popmare CIOMS);
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OLICHKa MPUYMHHO-CJIEICTBEHHOW CBSA3M (HANpUMeEp, CBsI3aHA WM HE
cBs3aHa). Mcnonb3ys TabnuuHbIi GopMar win JpyruM 00pazomM HEOOXOAUMO
OTHCaTh AITOPUTM €€ TTPOBEICHHS;

Jara BO3HWKHOBEHHUS WJIM JaTa BHU3WTA, HA KOTOPOM OBLIO BBISIBICHO
HEXeJIaTeIbHOE SIBJICHUE;

BpEMsiI BO3HUKHOBEHHSI HEXKEJIATEIbHOTO SIBICHHS MO OTHOLIEHHUIO K
NnocCHeAHEN MPUHATON J103€ UCCIEAYEeMOTO JICKAPCTBEHHOTO Mmpenapara (eciu
MPUMEHUMO );

Tepanusi Ha MOMEHT BO3HUKHOBEHHUS WJIM HEIABHO IPOBEICHHYIO
Teparnuio;

BEJIMYMHA JI03bl HUCCJIEAYEMOIo JIEKapCTBEHHOIO IIpermapara B
aGCOTIOTHOM BBIPAKCHHH, B MI/KT HJIH MI/M° B MOMEHT BO3HHKHOBCHHS
SIBIICHUSI,

KOHIICHTpAIs JIeKapCTBEHHOTO Mpernapara (€Cju U3BECTHA);

JUTUTENILHOCTD JICUEHUS UCCIIEYEMBIM JICKAPCTBEHHBIM MPENapaToM;

COIMYTCTBYIOIIAsl TEPAIUIO BO BPEMsI HCCIIEIOBAHUA.

B Hawane nmepeuHs WiIM  HAa  KaxaoM  crpaHune  (Ooiee
NPEANOYTUTENIBHBIM ~ BapuaHT)  HeoOXomumo  pacmudpoBaTh  BCE
a00peBUaTypbl U YCIOBHBIE COKPAILICHHUS.

12.3. JleranbHble UCXO/bI, MPOYHE CEPHE3HBIC HEXKEIATEIIbHbBIC SBICHUS
U IpyTHe 3HAaUUMble HEXKelaTelbHbIE SBIICHNUS.

Heobxonumo yaenuTs 0co00€ BHUMaHHE JIETATbHBIM UCXO/IaM, TPOUYUM
CEPhE3HBIM  HEXKENATeNbHBIM  SBICHUSAM W JAPYTUM  3HAYUMBIM
HEXEJIaTeIbHBIM SBJICHUSIM.

12.3.1. [lepeuenp  JETAJIBHBIX  HCXOJOB, IPOUYUX  CEPbE3HBIX
HEXEJIATEIbHBIX SIBJICHUN W JIPYTUX 3HAYUMBIX HEXKeJaTeNbHBIX sBICHHUN. B

OTHOIICHUHN HMKCYKA3dHHBIX SIBIICHUM HCO6XOI[I/IMO npeaCTaBUTL IICPCUHU,
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coziepxkalue nHpopmMaluio, onMcaHHyto B pasueine 12.2.4 oruera (CoriiacHo
pyOpuKaIuu pa3aenoB OT4eTa, yKa3aHHOW B HACTOAIIEH YacTH JOKYMEHTA).

12.3.1.1. Jletansabie ucxonbl. B pazmene 14.3.2 oTrdera mo Kaxaomy
MalieHTy  HEOOXOAWMO  TMEPEYUCIHTh  BCE  JIETAIbHBIE  HMCXOBI,
3apEeruCcTPUPOBAHHBIC B XOJI€ UCCIEIOBaHUS, BKIIOYAsl MEPUOJ HAOIIOAEHUS
0 3aBEpUICHUU TEepanuM, a TaKXKe JeTaJbHble MCXOJbl, BO3HUKIINE
BCJIEICTBHE TIPOIIECCa, HAYaTOTO BO BPEeMsI HCCIICIOBAHUS.

12.3.1.2. [Ipoune cephe3HBIC HEXKENATEIbHBIC SBICHUSA. B pasmene
14.3.2 otuera (coryacHO pyOpHKalMM pPa3/elioOB OTYETa, YKA3aHHOU B
HACTOSIIIEN YacTh JOKYMEHTa) HEOOXOAMMO IMPEACTaBUTh BCE CEPhE3HbIC
HEeXeJlaTeJbHbIe SBJICHUS (TIOMHMO JIETAJIBbHBIX HCXOAOB, HO BKIIIOYas
CEpPhE3HBIC HEXENAaTeIbHbIC SBJICHUS, CBSA3aHHBIE BO BPEMEHH WJIHU
NpeAlIecTBYIOMKEe CcMepTH). B mepedeHb  HEOOXOIMMO  BKIIFOUUTH
1abopaTopHbIe HAPYIIEHUS, MATOJOTHISCKH U3MEHEHHBIC KU3HCHHO BaKHBIC
MOKa3aTreau M TaTOJOTMYECKUE JaHHbIE OCMOTpa, paclEHEHHbIE Kak
CEPbE3HbIC HEXKENATEIbHBIC SIBJICHUS.

12.3.1.3. [lpyrue 3HauMMble HEXKeNaTelbHbIE SBICHUSA. B pasmene
14.3.2 otuera (coryacHO pyOpHMKalMM pPa3/elioB OTYETa, YKA3aHHOU B
HACTOSIIIIEH dYacTh JOKyMEHTa) HEOOXOAWMO TMPEACTABUTHh BBIPAKCHHBIC
reMaToJIOTMYEeCKUe U Mpoure JadopaTopHble HApyIIeHUs (IOMUMO SBJICHUMH,
MOJIMAJAIONIUX TI0J] OMPEACICHUE CEPbE3HBIX HEKENIaTeNbHbIX SIBICHUIN) U
JIpyTHE COOBITHSI, KOTOPHIE MPUBEIN K BMEIIATEIbCTBY, BKJIIOYAs OTMEHY
Teparnuu HUCCIEAYEeMbIM JICKAPCTBEHHBIM IPENapaToM, CHUKEHHUIO O3Bl WIIH
3HAYUTEIHHOW JIOTOHUTEIBHOW COIyTCTBYIOIIEH Tepamnuu, KOTOphIe HE
MOJINAIA0T MO/ ONpeieNIEHE CEPhEe3HBIX HEeXKEIaTeNbHbIX SIBJICHUMH.

12.3.2. Onucanue  J€TadbHBIX  HUCXOJOB, MPOYUX  CEPbE3HBIX
HEXEJIAaTEIbHBIX SIBICHUN W JIPYrUX 3HAYMMBIX HEKEJIaTeNIbHbIX SIBIICHUU.

HGO6XOI[I/IMO npeaACTaBUTh KPATKOC OIIMCAHHUC KAXKXKAO0I'0 JICTAJIBHOI'O MCXO0/J4d,
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KaXXJIOTO TMPOYEr0 CEPhE3HOr0 HEXKENIATEIBLHOTO SIBICHUS, a TaKXKe APYTruX
3HAQUUMBIX HEXKEJIATENIbHBIX SIBICHUW, KOTOPHIE PACIIEHEHbl KaK HMEIOIINE
0COOBII UHTEPEC BCIEACTBUE UX KIMHUYECKON 3HAUMMOCTU. B 3aBUCUMOCTH
OT KOJINYECTBA TAKHE OMUCAHUS HEOOXOAUMO MPE/ICTAaBUTh JTMOO B OCHOBHOM
yacTu oTdeTa, Jubo B pazgene 14.3.3 oruera (coriacHo pyOpHUKaIuu
pa3lienloB OTYETa, YKa3aHHOM B HACTOSIIEW 4YacTU TOKyMEHTa). SIBieHwus,
KOTOpPbIE OJIHO3HAUHO HE CBA3aHBl C HCCIEIYEMbIM JIEKAPCTBEHHBIM
npernaparoM, JIOMYCKaeTCs HE OMMCHIBATh WM ONKCATh OYEHb KpaTko. Kak
IPaBUJIO, ONTMCAHUE TOJKHO COAEPKATH CIAEAYIOIIHNE CBEICHMUS:

XapakKTep U BHIPAXKEHHOCTH SIBJICHUS;

TeueHue 3a00seBaHus, MPUBE/IIEE K SBJICHUIO, C YKa3aHUEM BPEMEHHU
BBEJICHHUSI HCCIIEyEMOr0 JIEKAPCTBEHHOIO MIpenapara;

3HAYUMBIE JIA0OPATOPHBIE MTOKA3ATEIN;

OTMEHSJICA JIM JIEKApCTBEHHBIN Mpenapar U Kormia;

KOHTPMEPHI;

HAXOJIKU Ha BCKPBITHH;

MHEHHUE WCCIeNoBareliss W CcrnoHcopa (mpu HEOOXOJUMOCTH) B
OTHOIIICHUU TPUYUHHO-CIEACTBEHHOU CBSI3H.

JIOTIOTHUTENBHO HEOOXOAUMO NPEICTABUTH CIECAYIOLINE CBEICHNUS:

UACHTU(UKATOP MALIMEHTA,;

BO3pacCT U T0JI MAIMEHTA;

00111e€ KJIMHUYECKOE COCTOSIHUE TaleHTa (P HEOOXOIUMOCTH);

3a00ieBaHUE, HAa OCHOBAaHMU KOTOPOTO MAIIMEHT ObLI BKIIOYEH B
UccleoBaHue (ecinM i1 BCEX NAIUMEHTOB OHO COBIAJAET, €ro He
YKa3bIBaIOT), C YKa3aHUEM €T0 JUIMTEIbHOCTH (TEKYIEro 3MU30/1a);

3HAYUMBbIE COIYTCTBYIOUIME M (WUJIM) MEpPEHECEHHBbIE 3a00JIEBaHUS C

YKa3aHUECM BPECMCHHU NX BOSHUKHOBCHUA U JJIUTCIIBHOCTHU,
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3HaYUMas COMYTCTBYIOIIIAS U (nn) peeCcTBYIOIAs
MEIMKaMEHTO3HAs TePaIusl ¢ YKa3aHUEeM PEKUMOB JO3UPOBAHMUS;

Ha3HAYEHHBIN UCCIIeMyEeMbIi JIEKapCTBEHHBIN Mpemnapar, 103a (eciim oHa
OTJIMYaJIach OT MAIlMeHTa K MaIMeHTy) U JUIMTEIbHOCTh €T0 MPUMEHEHUSI.

12.3.3. AHaiim3 W OOCYXXJE€HHE JIETAJIbHBIX HCXOJ0B, IPOUYUX
CEPBhE3HBIX HEXKENATEIbHBIX SBJICHUW U JPYTHMX 3HAUUMBIX HEXeJaTeIbHBIX
sBiieHnii. HeoOxommMo BO B3aMMOCBS3M C O€30MACHOCTHIO HMCCIIETyEMOTO
JICKapCTBEHHOTO TIpemnapara OIEHWTh 3HAYUMOCTh JIETaJbHBIX HCXOOB,
IPOYMX CEPhE3HBIX HEXKENATSIbHBIX SBICHUH W APYTMX 3HAYAMBIX
HEXEJIaTEeIbHbIX  SIBIICHWW, NPHUBEAMIUX K  OTMEHE  HCCIEAyeMOro
JIEKapCTBEHHOTO Tpernapara, CHIKEHHUIO €ro J03bl WIM MNPUMEHEHUIO
BCIIOMOraTelbHOM Tepanuu. Heobxonumo 0co00 MNpoaHaIM3UpPOBATH, HE
SIBIISIETCS JTW KaKOE-JIN0O W3 ITUX SBIICHUH paHee HEeMPEIBUICHHBIM BaKHBIM
HEXEJIaTeIbHBIM  SIBICHUEM HCCJIEIyeMOTO JICKQpCTBEHHOTO IIperapara.
B oTHOIIEHUN CephEe3HBIX HEXKENATENIbHBIX SIBICHUN 3TO OOCTOATEIHCTBO
Urpaetr 0cod0 BaXKHYIO pPojib. B 1esaX BBISABICHHS 3aBUCUMOCTH SIBICHUH OT
BpEMEHU MPUMEHEHUS UCCIIEAYyeMOro JIGKApCTBEHHOTO Tperapara W OICHKU
pHCKa BO BPEMEHU PEKOMEHIYETCSI MCIOJIb30BaTh TAOIHUITEI CMEPTHOCTH WIIH
MOI00OHBIE aHAJIN3EI.

12.4. Onenka 1abopaTOpHBIX MTOKa3aTeNeH.

12.4.1. [lepeyeHb HWHIUBUIAYAIbHBIX J1A0OPATOPHBIX JAHHBIX 10
KOKJIOMY MalueHTy (MpeacTaBieHHbId B pazaene 16.2.8 oruera) u
OTKJIOHCHHH JTa0OpaTOpHBIX JTaHHBIX OT HOPMBI (TIPEACTABICHHBIA B
paznene 14.3.4 ortuera). [lo TpeOoBaHHIO YMOJHOMOYEHHBIX OPraHOB
pe3ysbTaThl BCEX HMEIOIIMX OTHOIIEHHE K O€30MaCHOCTH J1abOpaTOPHBIX
UCCJIEIOBAHUM JIOJDKHBI OBITH JOCTYIHBI B BHJIE TAONWYHBIX IMEpEUYHEH B
cienytomeM Gopmare: Kbl psall JaHHBIX OTHOCUTCSI K BU3UTY MAIlUEHTA,

B TCYCHHUC KOTOPOIo OCYHICCTBIIAINCH na6opaTopHLIe ucciacaoBaHus, B
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KOTOPOM TIAIIMEHTHI CTPYIIUPOBAHBI MO UCCIAEAOBATENO (B CIydae €Clu B
UCCIICIOBAHUM OBLIO HECKOJIBKO UCCIEoBaTeeil) W Tpynmne JICYEHUs;
KOKABIM CTOJIOCI] BKJIIOYAET B ce0s BakHBIE AeMorpauuyeckue JaHHBIC,
CBEJICHUSI O JI03€ JICKApCTBEHHOTO Mpenapara W pe3yiabTaThl Ja00paToOpHbIX
uccinenoBanuii. [lockobKy HE BCE HCCIIEIOBaHUS MOTYT YMECTUTHCS B
1 Tabmuiie, ©X HEOOXOAMMO JIOTHYECKH CTPYNIUPOBATh (TeMaToIOoTHUYEeCKUE
HCCIIeIOBaHUsI, OMOXUMUS TEUECHH, JJICKTPOIUTHI, aHAJIU3bl MOYH U Ap.).
Heo0xoauMo ¢ moMOIIbI0 MOYEepKUBAHHUS, 3aKJIFOUEHUS] B CKOOKU WM MHBIM
00pa3oM BBIJICJIUTh BCE OTKJIOHSIOIIMECS OT HOPMBI 3HaueHus. Eciu Toro
TpeOyeT YIOJIHOMOUCHHBIM OpraH, MepeueHbh HEOOXOIUMO TIPEICTABIISATh HE B
OoTUeTe, a Kak OTJEJIbHYI0 YacTh PETUCTPAIIMOHHOTO JIOChE JIEKAPCTBEHHOTO

npenapara, 1100 3TOT MePEUYEHb TOJKEH ObITh HATOTOBE B CIIy4ae 3apoca.

[Tpumep TabauIbI
Ilepeuenb 1a0OPaTOPHBIX U3MEPEHUI

ITaument | Bpemsa | Bospacr | Ilon | Paca | Macca | [lo3a JlaGopaTopHBIE TECTHI
Tena AIT| ACT| 1@
Ne 1 To 70 M E 70 xr 400 mr Vl* V5 V9
T V> Vs V1o
T2 V3 V7 Vi
T3 V4 Vg Vi,
Ne 2 TlO 65 X H 50 xr 300 mr V13 V16 Vj_g
To Vi Vi7 V20
T3 Vis Vig Va1

[Tpumeuanue: * V, — 3HaueHne 1a00paTOPHOTO MTapameTpa.

JIst ynmoaHOMOUYEHHBIX OpraHoB B pazzene 14.3.4 oruera (coriiacHo
pyOpHKaIMKU pa3/iesioB OTUETA, YKA3aHHOW B HACTOSIIIEH YacTH JOKYMEHTA),
WCIIOIB3YS BBIIICONUMCAHHBIN (PopMar, HEOOXOIUMO MPEACTABUTh MEPEUCHb
BCEX JIAOOPATOPHBIX OTKJIOHEHUH 10 KakaoMy mareHty. [lo maboparopHbiM
OTKJIOHEHHUSIM, UMEIOIINM 0CO0YI0 3HAUUMOCTh (J1TabOpaTOpHbIC OTKIOHEHUSI,
UMEIOIME  MOTEHIMAIbHYI0  KIMHUYECKYH)  3HAUUMOCTB),  CIEAYyeT
NpPEJCTaBISATh  JOINOJHUTENbHBIE CBEACHUS, HaNpuMep, HOpMalbHbIC

JHaUCHHUA 1JO0 MW IIOCJIC OTKHOHCHHﬁ, 3Ha4YCHHsI, B3aHMMOCBA3aHHBIX
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7a00paTOPHBIX TTOKa3aTeseil. B HEKOTOPBIX CiTydasx >KeJaTesIbHO UCKITFOYUTh
OTIpeJICTICHHBIC JTA0OpAaTOPHBIE OTKJIOHECHHS W3 TMOCISAYIOIMIEr0 aHaIu3a.
Hampumep, m301MpoBaHHBIE HE TMOBTOPSIONIMECS HEOONBINE OTKIOHEHUS
HEKOTOPBIX JIAOOPATOPHBIX MApaMeTPOB (HApUMEP, KOHIIEHTPAIUS MOUYEBON
KHUCJIOTBI WJIA DJICKTPOJIUTOB) WM CIydallHbIe HU3KUE 3HAYEHUS HEKOTOPBIX
7a00paTOPHBIX HCCIIENOBaHUN  (HalpUMep, AaKTUBHOCTH TpaHCAMUHA3,
nieouHoM gocdarasbl, cofepkaHus a30Ta MOUYEBUHBI KPOBU U JIP.) MOXKHO
pacIeHUTh KaK BEPOSTHO KIMHWUYECKH HE3HAUUMbIC W UCKIIOUNTH. OmgHAKO
J00ble  TOMOOHBIE pEIICHHUS HEoOXOAMMO YeTKO O0O0OCHOBaTh, a B
NpEACTAaBICHHOM  (MOCTYIHOM  JUIsi  TPEACTaBIEHUS 1O  3ampocy
YIOJIJHOMOYEHHOTO OpraHa) MOJIHOM TepeyHe 3HaYeHU HeOOXOIUMO yKa3aTh
Ka)XK710€ JIA00PaTOPHOE OTKIIOHEHHE.

12.4.2. Ouenka Kaxmaoro jgadopaTopHoro mokaszarens. HeoOxommmas
OIICHKA JA0OpaTOPHBIX 3HAYCHWH JOJDKHA OMPEACNATHCS MONTyIYECHHBIMHU
pe3ynbpraraMy, OJIHAKO, B I1I€JIOM, B OTYETe HEOOXOAUMO TIPEACTABUTH
pe3ynbTaThl MIPOBEJCHUSI HMKEOTTMCAHHOTO aHaIn3a. B OTHOIIEHUHM Ka)X70To
71a00paTOPHOTO WCCIICTOBAHUS HEOOXOAMMO TMPOBECTH CPABHEHHE MEXKTY
UCCIIENYEeMON W KOHTPOJIBHOM TpyIaMu (€CIu 3TO MPUMEHUMO U TTO3BOJISET
pasmep wuccienoBaHus). B jgomoiiHeHHME B aHaIM3€ HEOOXOAUMO YKa3aTh
JMaria30H HOPMaJIbHBIX 3HAYEHUH KaXKJI0TO JJa0OPaTOPHOTO MOKa3aTesl.

12.4.2.1. Jlunamuka J1aboOpaTOpHBIX TMOKa3arened Bo BpemeHu. I[lo
KOKJIOMY IMapaMeTpy B KaKIbId IMEPUOJl BPEMEHH Ha TMPOTSHKEHUU BCETO
UCCIEOBaHUs (HampuMep, MPHU KaxJAOM BHU3UTE) HEOOXOAMMO YKa3aTh B
OTYeTE CICAYIONINE TaHHbIC: 3HAYCHUS TPYNIIOBOTO CPEIHETO WU MEIHUAHBI,
pa3Max 3HAYCHMM, KOJIMYECTBO MAIMEHTOB C OTKJIOHSIOITUMUCS OT HOPMBI
3HAQYEHUSIMA WM C OTKJIOHSIONIMMKCS Ha OINPEICICHHYIO BEIUYUHY

3HAaYEHUSIMU (HampuMep, 2-KpaTHO NPEBBIMIAIOIIMMU BEPXHIOIO TPaHUILY
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HOPMBI, B 5 pa3 BBIIIE TPAHUIIBI HOPMBI, TIPH 3TOM HEOOXOAMMO OOOCHOBATh
Takou BeIOOD). JlomyckaeTcs ucnoib30BaTh rpauKu.

12.4.2.2. UanuBuayanpHble W3MeHeHUsA. HeoOxommmo TpencTaBUTh
aHaIu3 WHAUBUJYAJIbHBIX  JTA0OPAaTOPHBIX HU3MEHEHUH 1O  KaXJIou
ucciaeayemMoit rpymme. Jlias 3TOro JOMYCKAeTCsl HCIOJIb30BaTh pas3HbIC
ITOJIXO/IbI, BKJTFOUAS:

TaOJUIBI CABUIOB — TAOJMIIBI, OTpakarollue KOJUYECTBO IMAIlMEHTOB,
HaXOMSIIMXCS HUKE, B TpelellaX WM BbIIIE HOPMaJIbHBIX 3HAUYCHUU
MOKa3aTels Yepe3 OMpeeICHHbIE TPOMEKYTKHA BPEMEHHU;

TaOMUIIBI, cojAepKalKue HWHQPOPMAIUI0 O KOJIMYECTBE WU JI0JIC
MalMeHTOB C HW3MEHEHHEeM J1abopaTOpHOro TOKaszaTesisi Ha 3apaHee
YCTAHOBJICHHYIO0 BEJIMYUHY 4YEPe3 OMNPEACIICHHBIE MPOMEXKYTKH BpPEMEHHU.
Hanpumep, s a3ora MOYEBUHBI KPOBHU MOIJIO OBITH MPHUHATO PEIICHHE O
HEOOXOAUMOCTH €ro OINMUCAHUs, eciau u3MeHeHue mnpeBbimaer 10 mr/mn. Ilo
ATOMY TlapaMeTpy HeoO0XoaumMo ObUIO OBl MPEACTaBUTHh KOJUYECTBO
MAIMEHTOB ¢ U3MEHEHHEM, HE TIPEBBIIIAIOIIUM HJIH MPEBBIIIAIONIAM JaHHYIO
rpaHully, HA OJTHOM BHU3HUTE€ WM OoJiee, OOBIYHO MAI[UEHTOB TPYNIUPYIOT
OTJICJIbHO B 3aBHCUMOCTH OT MCXOAHOIO 3HAYEHUs a30Ta MOYEBUHBI KPOBHU
(HOpMAJIBHOTO WJIM TOBBIIIEHHOTO). BO3MOXHBIM MPEUMYIIIECTBOM TaKOTO
crocoba TMpEeCTaBICHUs MO CPaBHEHUIO C TaOJUIIAMU CABUTOB SIBIISIETCS
CIIOCOOHOCTh BBISIBUTH W3MEHEHHMS OIPEEICHHONW BEJIWYWHBI, JaXKe eCIlu
KOHEYHOE 3HAYEHHUE SBIISICTCS HOPMaJIbHBIM;

rpadyK, CONMOCTABIAIOIIMN HMCXOJHOE 3HAYEHHE U  3HAUYCHUS
J7a00pATOPHBIX MapaMeTPOB, HAOIIOAAEMBIX B XOJE JICUCHUS IO KAXKIOMY
MalMeHTy, B BUJE TOYKH, XapaKTEepU3YIOIIEHCs 2 KOOpAMHATaMU: MO OCH
abcice — HWCXOAHBIE 3HAUCHMS JIa0OpaTOPHBIX IIOKa3aTejed, a 10 OCH
OpJIMHAT — 3HA4YCeHUs O3THX >K€ IoKaszaTeledl BO BpeMeHM (Tocie Kypca

nedyeHus). Ecnu u3MeHeHUN HE MNPOMCXOAUT, TOYKa, IPEACTaBISIOIIAS
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Ka)KJIOTO MalueHTa, Oy/1IeT HaXOAUThCS Ha TUHUU 45 rpagycos. OO caBuUr
rpadvka B CTOPOHY BBICOKMX 3HAUCHUI MPOSBUTCS B BUJE CKOIUJICHUS TOUEK
(kmactepa) Han JuHued 45 rpanycoB. Ilockonbky Takoi  cnoco0
NOPENCTABICHUS] OOBIYHO OTpakaeT TOJNBKO 1 BpPEMEHHYIO  TOYKY
Juist 1 TpyMIbl, ¢ 1EbI0 MHTEPIPETALIMU JAHHBIX MOTPEOYIOTCS CEpUM TaKUX
rpauKoB BO BpEMEHHU MJisi UCCIENyeMOl U KOHTposibHOU rpynn. C apyroi
CTOPOHBI, YKa3aHHbBIN CIIOCOO MPEICTaBICHUSI MTO3BOJISIET OTPA3UTh UCXOIHOE
U HauOoJiee OTKIOHsMoNeecs 3HaueHus. OH JIETKO BBISBISIET PE3KO
OTKJIOHSIIOIIMECS 3HAUCHUS (JIJISI TAKUX 3HAYEHUM PEKOMEH]IyeTCsl YKa3bIBaTh
UJEHTU(PUKATOPHI MAITUEHTOB).

12.4.2.3. KnuHUYEeCKH 3HAYUMble WHAUBUIYAJIbHbIE OTKJIOHCHHS.
HeoOxonmumo mpoaHaU3upoOBaTh KIMHUYECKW W3MEHEHUS, ONPEICIICHHBIC
3asiBUTENIEM Kak 3Hauumbie. B paszmenax 12.3.2 u 14.3.3 oruera (cornacHo
pyOpHKalMu pa3fesioB OTYETa, YKAa3aHHOM B HACTOSIIEH YacTH JIOKYMEHTA)
HEO0OXOAMMO MPENCTABUThH ONMHUCAHUE KaXKIOTO MallMeHTa, YbU J1abopaTopHbIe
OTKJIOHEHUsI OBLIM PACIICHEHBI KaK CEpbEe3HOE HEXKeNaTeIbHOE SBICHHE U B
HEKOTOPBIX Clly4asiXx — KaK Ipouee 3HAUYMMOE HEXKEeJaTeIbHOE SIBIICHUE.
[Ipu ucnonb30BaHUM MIKAJIBI CTENEHU TOKCUYHOCTH (Hanpumep, BO3, mkana
HammonansHoro wunctutyta paka CIIIA) HeoOXomuMo HE3aBUCUMO OT
CTENIEHU TSHKECTH OXapaKTepU30BaTh M3MEHEHUs, KBAIU(PUIMPOBAHHBIE KaK
Tsokenble. [lo kKaxaomy mnapaMmerpy HEOOXOAMMO MPEICTaBUTh aHaJIU3
KJIMHUYECKU 3HAYMMBIX M3MEHEHHMI M KpPAaTKO€ ONHUCAaHWE OTMEHbI Teparuu
Mo pesyiabTataMm JlaboparopHbix wu3MepeHuil. HeoOxoquMo  OIEHUTH
3HQUUMOCTh M3MEHEHUM U UX [PUUYUHHO-CIEACTBEHHYIO CBS3b C
UCCIIeyeMOU Teparueu, HalpuMep, ¢ MOMOIIBI0 aHalIM3a TaKUX MPU3HAKOB,
KaK 3aBHCHUMOCTh OT JI03bl, KOHIIEHTpAallMUd JEKapCTBEHHOIO Ipemnapara,

HCUC3HOBCHHUC B TCUCHHUC TCpAIIUU, IIOJIOKHUTCIbHAA PCAKIUA Ha OTMCHY,
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MOJIOKUTENIbHAST peaKiisl Ha BO30OHOBJIEHUE U XapaKTep COMYTCTBYIOIICH
Tepanumu.

12.5. )Ku3HeHHo  BakHBIE  INOKa3aTeld, JaHHbIE OOBEKTHBHBIX
WCCJICIOBAaHUA W TpoYre HAOIIONCHHS, 3aTparuBaronue Oe30TacHOCTb.
[TomoOHO nabopaTropHBIM MapamMeTpaM HEOOXOAMMO IPOAHATM3UPOBATH H
MPEACTABUTh CBEACHUS O KM3HEHHO BAXKHBIX IMOKA3aTENIX, MPOYUX JAHHBIX
OOBEKTUBHBIX WCCICOBAHUN W JPYTUX HAOIIONCHHIX, 3aTParuBarONInX
0€30MacHOCTb. Ecim UMEIOTCS JI0Ka3aTeIhCTBA HaJTUIHs
dbapmakonoruueckoro  3ddekra, HEOOXOAUMO  YCTAHOBUTH  BCSIKYIO
3aBUCUMOCTB OT JI03bl WJIM KOHIIEHTPAIIMH JICKAPCTBEHHOTO Mpernapara WiIH
B3aMMOCBSI3b C XapaKTepPUCTUKAMH TalMeHTa (Harpumep, 3a00JIeBaHUEM,
neMorpauuecKuMu  TaHHBIMH, COIYTCTBYIOIIEH Tepamueii), a Takxke
onucarh KIMHUYECKYI0 3HAYMMOCTh HaOmonenuil. Heobxonumo npu ananuze
B OTYETE YIEIUTh 0co00€ BHHMaHUE HW3MEHEHHSIM, KOTOpbIE HE ObLIN
OTHECEHBI K NepeMeHHbIM 3((HEKTUBHOCTH, U TEM CaMbIM PAaCIEHCHHBIM Kak
HEeXKeJIaTeIbHbIC SBJICHHUS.

12.6. 3akmroueHue o 0€30MaCHOCTH.

Heobxonumo npoanain3upoBaTh 00Ny O€30MaCHOCTh UCCIIETYEMOIO
JEKapCTBEHHOTO  TMpernapara, MOApOOHO TpOaHATU3UPOBAaB  SBICHUSA,
BO3HUKIIIKE BCJICJACTBUE U3MEHEHUS 103bl, HEOOXOIUMOCTH COMYTCTBYIOIICH
Tepariu, CepbEe3HBIM HEXKeJaTeIbHBIM SIBIICHUSM, SBJICHUSM, BO3HHUKIIUM B
OTBET Ha OTMEHY TEpamuu, W JeTaJbHbIM HcXomaMm. HeoOXomuMo BBISIBUTH
BCEX MAIMEHTOB WJIM WX TPYIIbBI, MOABEPKCHHBIX IOBBIIIICHHOMY PHCKY,
oIpoOHO TIPOAHAIM3UPOBAB TEX M3 HUX, KOTOPHIE SBJSIOTCS MOTCHIIMAIBHO
YSI3BUMBIMU WJTA MOTYT OBITh MPEICTABICHBI HEOOIBIITMM YHCIOM CyOBhEKTOB
(Hanmpumep, 1eTH, OepeMeHHbIE, OCIA0JICHHBIE MMOXKUJIIBIE JIUIA, MAIIUEHTHI CO

SHAYUTCJIbHBIMU HAPYHICHUA MeTaboanu3Ma H BBIBCIACHHUA JICKAPCTBCHHBIX
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npernaparoB u I[p) HCO6XO,I[I/IMO ormucarb IOCICACTBHUA  OLICHKH

0€30MacHOCTH BO3MOKHOTO MPUMEHEHHUS JICKAPCTBEHHOTO TIpenapara.
13. Ob¢cyxnenne u o0ITIee 3aKIIF0UYCHNE

JIOJKHBI OBITH KPaTKO M3JIOKEHBI M OOCYXKJEHBI PE3YyJbTaThl OLICHKU
3¢ deKTUBHOCTU U 0€30MMaCHOCTH, COOTHOIICHHS MOJIb3a-PUCK CO CCHUIKOM Ha
TaONUIbl, PUCYHKHU M  COOTBETCTBYIOIIME pasleibl oryera (mpu
HE00X0AMMOCTH). [{aHHBIN pa3ien He NOMKEH MPEeACTaBIsATh COOOM MPOCTOe
ATUPOBAHUE OMUCAHUS JAHHBIX WM BBOJUTH HOBBIC IAHHBIE.

OOcyxeHrue ¥ BBIBOABI JIOJDKHBI SICHO OXapaKTEpU30BaTh BCE
MOJIyYeHHBIE B XOJI€ MCCJIEIOBAaHMS HOBBbIE WJIM HENpPEABUICHHBIC JaHHBIE,
POKOMMEHTHUPOBaTh HMX 3HAYUMOCTh U OOCYAUTh BC€ NOTEHIMAIbHBIC
poOJIeMbl, HAPUMEpP, MPOTUBOPEUHST MEXKIY B3aUMOCBSI3aHHBIMU TECTAMMU.
Kinanyeckasi 3HaYMMOCTh U BaXXHOCTh PE3YJIBTATOB TAKXKE JOJDKHBI OBITH
00CYXIEHBI UCXO/IS U3 APYTUX UMEIOIIUXCS JaHHBIX. JIOTKHBI OBITh YKa3aHBI
BCce crneruduyueckue MpeMMyIIeCcTBa WIM CHElUaIbHbIE MPEA0CTePEKEHNUS,
HEOOXOAMMBIE KakK JJi OTACIbHBIX MAIMEHTOB, TaK M ISl TPYII PHUCKA,
a TaKKe JII0Oble MOCIEACTBUS JJISI NPOBENCHUS OyayIIMX HCCIEHOBaHUM.
B kauecTBe ajabTEpHATUBHOTO BapHaHTA, PE3YJbTaThl TaKUX OOCYXKIECHUI
MOTYT OBITh BKJIIOUEHBI B Pe3lOME€ MO 0€30MacHOCTH U 3(PPEKTUBHOCTH B

COCTaB PECTUCTPALNMOHHOTO I0ChC (I/IHTCI‘pI/IPOBaHHOC pCBIOMC).

14. Tabnuupl, pUCYHKH, TpadUKH, Ha KOTOPHIS
JaHBI CCBUTKH, HO KOTOPBIC HE BOIILJIM B TEKCT OTYETA
PucyHku MOJDKHBI WCIIONIB30BAThCS IS TPadUUeCcKOrO OTOOPaKECHUS
BRXHBIX PE3yJAbTATOB WM JIsS TOSICHEHUS PE3ylIbTaToOB, KOTOPHIE CIIOKHBI

JIJIsL BOCIIpUSTHS B (popMe TaOIuil.
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Baxnble gemorpaduueckue JaHHblE, a TakXke JaHHbIE 1O
3¢ (deKTUBHOCTH M 0€30MaCHOCTH JOJDKHBI OBITh MPEACTABICHBI B CBOIHBIX
pUCYHKaxX W Tabiauiax B TeKcTe oTdeTa. Eciam 3TO HEBO3MOXHO cIenarh 1o
KaKuM-TH00 MPUYWHAMH, HAPUMEP, U3-3a Pa3MEPOB WIIH UX KOJUYECTBA, UX
HEOOXOMMO TIPEICTaBUTh B JIaHHOM pazjielie oTyeTa C YyKa3aHueM
NEPEKPECTHBIX CCHUIOK Ha TEKCT, a TakKe BCIOMOrarelbHbIE WU
JOTIOTHUTEILHBIC PUCYHKH, TAOIHIIBI WU TIEPEUHH.

B nanHOM paszzgene otdera 0 KIIMHUYECKOM HCCIICIOBAHUU MOXET OBIThH
IpEICTaBICHA CIIeAYyomIas HHMOpMAaITUs:

14.1. Jlemorpadudeckue qaHHbIe (CBOAHBIC PUCYHKH, TAOIHIIbI).

14.2. Jlannbie o 3Pp¢GeKTUBHOCTH (CBOHBIC PUCYHKH, TAOJIUIIBI).

14.3. lannabie mo 6e30macHOCTH (CBOIHBIC PUCYHKH, TAOIHUIIBI):

MIPEIOCTABIICHNE TAHHBIX O HEXKEIATeIbHBIX SBICHUSX;

MEepPEUeHb CIIydaeB CMEpPTH, JPYTHX CEPhE3HBIX U  3HAYUMBIX
HEXeJIaTeIbHbIX SABJICHU;

OMHCAHUE CIIy4aeB CMEPTH, APYTMX CEPbE3HBIX U HEKOTOPBIX IPYTUX
3HAYUMBIX HE)KEJIaTeIIbHBIX SBJICHUMN;

MEPEUCHb OTKJIOHSIONIUXCS OT HOPMBI TOKa3aTene 1abopaTopHBIX

UCCIIE0BAHUM (110 KaXKIOMY MAIUEHTY ).
15. Cnucoxk auTepaTryphl

JlomxkeH ObITh MPEIOCTaBIEH CIUCOK HAYYHBIX CTaTel U3 JIUTEpaTyphl,
MMEIOIIEH OTHOLICHUE K OLIEHKE PE3YyIbTaTOB UCCIEA0BaHUA. Konnn BaKHBIX
myOMKaIui TOJKHBI OBITh MPEICTaBICHBI B nipuiiokenusx 16.1.11 u 16.1.12
K OTUETy (COIJIaCHO pyOpHKalHUH Pa3JeioB OTYETa, YKa3aHHOM B HACTOALLEH
yacTu JoKyMeHTa). CChUIKM Ha JUTEparypy AOKHBI OBITH MPENOCTABICHbI
B COOTBETCTBUM C MEXKAYHapOIHbIMU cTaHgapramu (BankyBepckas

nexnapaius 1979 r. «<Equnbie TpeboBaHUSAM K PYKOIUCSAM, MPECTaBISIEMbIM
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B OHMOMEIUIIMHCKHE O KYpPHAJIBI»), MEXKIOCYIapCTBEHHbIM CTaHIapTOM
I'OCT 7.1-2003 («bubmuorpaduueckas 3amuch. bubnuorpadudeckoe
onucanue. OOmme TpeOOBaHUS M IPaBHJA COCTABJIICHHSA») WM CHCTEMOM,

npuMeHseMol B pedeparuBHOM xypHaite «Chemical Abstracts».
16. IIpunoxenus

B nmanHoM pasnene JoiKeH OBITh MPEACTAaBICH IIEpPEYeHb BCEX
MPWIOKEHUM, TPEICTABICHHBIX B OTYETE IO MCCIENOBaHUIO. B ciyuae
MOJIYYEHHUSI PA3pPEIICHUs] CO CTOPOHBI YIOJHOMOYEHHOIO OpraHa HeT
HEOOXOJIUMOCTH MPEIOCTABISATh HEKOTOPbIE MPHUJIOKEHHSI B OTUETE, HO OHHU
JOJIKHBI OBITH TOTOBBI K MPENOCTABICHUIO IO TpeOOBaHUIO. 3asiBUTEIb
JOJIKEH SICHO OOO3HAYUThH MPUIIOKEHUS, KOTOpbIe OymyT MpEACTaBICHBI C
otueroM. JlJis TOro, 4TOOBI MPUIIOKEHUS ObUIM JIOCTYIIHBI 1O TPEOOBAHUIO,
cienyer oOOeCHeunTh HX OKOHYATEIbHOE YTBEPXKICHHUE KO BPEMEHHU
MPEAOCTABIICHHS OTUETA B YIIOJIHOMOYEHHBIN OpTraH.

[IpunoxeHuss K OTYETy paCHOJIaraloTCsl B CIEAYIOUIEM MOPSAIKE U
HYMEPYIOTCSI 10 CEAYIOIed pyOpUKaluu:

16.1. Uadopmarus 06 ucciieo0BaHUY:

16.1.1. mpoOTOKOMI U MOMPaBKHU K MIPOTOKOIY;

16.1.2. oOpa3zen; MHIAUBUAYATBLHON PETUCTPAIMOHHOMN KapTHI;

16.1.3. mepeuenr OCO (HOK), ob6pasupl mucbMeHHOW HH(pOpMau
JUTSl TAIIUEHTOB U (pOpMBbI HHOOPMUPOBAHHOTO COTJIACHS;

16.1.4. mepeyeHb U XapaKTEPUCTUKU UCCIIEIOBATENCH, a TaAKKE IPYTHUX
OTBETCTBEHHBIX JIMII UCCIIEIOBaHMs, BKIIIOUasi Kparkoe pestome (1 cTtpaHuiia)
au00 SKBHUBAJIECHTHOE OMNMUCAaHUE OOy4YeHUs W ONbITa pabOThl, HUMEIOIIETO

OTHOIICHUC K ITPOBCACHUIO KIIMHUYCCKOI'O HCCIICAOBAHUA,
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16.1.5. moammucu TJIABHBIX YICCJIEIOBaTeNeH, HCCIIeaoBaTeen
KOOPAWMHATOPOB WJIM OTBETCTBEHHOTO TMPEACTABUTENS CIIOHCOpa — B
3aBUCUMOCTHU OT TPeOOBaHUN YITOJIHOMOYEHHOTO OpraHa;

16.1.6. B cnydae uCHoOIb30BaHUS B HCCIeAoBaHWM Oosiee 1 cepum
UCCIIEyEMOTO Tpenapara — TMEepeYyHU KOJIOB MAIlMEHTOB, MOTy4YaBIIMX
npenaparbl pa3HbIX CEpUi;

16.1.7. cxema paHIOMH3AIMH U KOABI (MACHTU(DHUKAIMSA MAIUEHTOB H
Ha3HAYEHHOE JICUCHUE);

16.1.8. ceprudukarsr aynura (€cJiv MPOBOIUIUCH);

16.1.9. noxymeHTaIus 1Mo CTaTUCTUYECKUM METO/1aM;

16.1.10. noxymeHTausi MO METOAMKAM BHYTPEHHEH J1abopaTopHOM
CTaHJlapTU3allMd W  [OpoleaypaMm  oOecnedeHuss  KadecTBa  (eci
MPUMEHSUINCH);

16.1.11. nyOnukaruu, 6a3upyronuecs Ha JaHHOM UCCIICI0BaHNH,

16.1.12. BaxxHBIE TYOJUKAIMM, HA KOTOPBIE CCHUIAIOTCA B JaHHOM
OTYeTe.

16.2. [lepedenp TaHHBIX TIO CYOBEKTaM MCCIICIOBAHUS

16.2.1. mepeyenr  CyOBEKTOB, KOTOPBHIE JIOCPOYHO BHIOBUIH U3
WCCJICIOBAHMSI,;

16.2.2. OTKJIOHEHHUSI OT MPOTOKOJIA;

16.2.3. manueHThl, KOTOPBIX UCKITIOYIIIN U3 aHan3a 3(PPEeKTUBHOCTH;

16.2.4. nemorpaduyecKkue TaHHBIC;

16.2.5. coOmonenne pexuma JieueHus (KKOMILIaeHC») U (MIIH) JaHHbIC
O KOHIICHTpAIMU JIEKApCTBEHHOTO CPECTBA (MPU HATUYHH);

16.2.6. vHIUBUyaIBHBIE TaHHBIE OTHOCUTEIHHO A((PEKTUBHOCTH;

16.2.7. mepedyeHb HEXeENATEIbHBIX SBJICHUM (M0 KaXKIOMY CYOBEKTY);

16.2.8. mepeyenr MHAMBUIYATBHBIX TIOKa3aTeledl  J1abopaTOPHBIX

I/ICCHCI[OBaHI/Iﬁ manruecHTOB, €CJIN Tpe6yeTcs1 YIIOJIHOMOYCHHBIM OPIaHOM.
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16.3. UnauBuayanbHble peructpanronabie kapThl (MPK).

16.3.1. UPK mo cimydasim cMepTH, IPYyTUM CEPhE3HBIM HEXKeIaTeIbHBIM
SBIICHUSIM W CIIy4dasM BBIBEJCHUS M3 HMCCIICIOBAHUS B CBS3M C Pa3BUTHEM
HEKEJIATCIbHBIX SBJIICHUM,

16.3.2. npyrue UPK, npencraBieHHbIe HA paCCMOTPEHHE.

16.4. TlepeueHb TaHHBIX MO KAXIAOMY CYObEKTY MCCIIETOBaHUS.




[TPMJIOKEHHUE Ne 2

K [IpaBuiiam Hazexaien
KJIMHUYECKOM MPAKTUKU EBpa3zunickoro
HKOHOMHUYECKOTO COr03a

OPOPMA

CHHONCHCA (KPATKOTO OMUCAHUS KIMHHYECKOT0 UCCIeTOBAHMS)

HaumenoBanue crioHcopa
(KoMTIaHUH ).

HanmeHoBaHue roToBOTO
npernapara

HaumeHoBaH1e akTUBHOTO
WHIPEMECHTA!

OtnenpHas Tabiauia
HCCIIEIOBaHUS,
OTHOCSIIIAACS K YACTH JOCHE

Towm:

Crpanuna:

(ITone ucmonb3yercs
TOJILKO
HAITMOHAITLHBIMH
YIIOJTHOMOYEHHBIMU
OpraHaMH)

HazBauue nccienoBanus.

HUccnenosarenu.

HccenenoBaTenbCKuil HEHTD:

[TyOnukanms (CChLIKa):

Uccnenyemsrii mepuo (roaa):
(mara Hauana Habopa)
(mara mocjaegHero BU3UTA)

daza pa3paboTKu npernaparta:

Hemnu:

MeTtononorus:

Uwuco naueHToB (3arIaHupPOBaHHOE U MPOAHATM3UPOBAHHOE):

I[I/IaFHOB 1 OCHOBHBIC KPUTCPHUU JJISI BKIIFOUCHUA:

Hccneqyemslii mpenapar, 103a U Clioco0 MPUMEHEHHsI, HOMEP CEpHUH:
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HaumenoBanue cnoncopa
(KoMIaHUM):

HaumeHoBaHu1e roToOBOro
npemnapara

HanmMeHoBaHME aKTUBHOTO
HUHI'PECOUCHTA.

OtnenpHas Tadiuna
HCCJICIOBAHUS,
OTHOCSIIAACSA K YACTH JOCHE

Towm:

Crpanuna:

(ITone ucnonn3yercs
TOJIBKO
HAI[MOHAJIbHBIMU
YIIOJTHOMOYEHHBIMU
OpraHaMH)

HpOI{OJ’I}KI/ITeHLHOCTB JICUCHU.

[Ipenapat cpaBHeHMs, /1032 U CLIOCOO MPUMEHEHUs, HOMEP CEPUU:

Kputepun orneHku:
O} heKTUBHOCTS:

be3onacHocTs:

Cratuctuueckue METO/JBbI.

KPATKUU OB30P — BBIBO/IbI

PE3VJIBTATBI OHEHKU DOPEKTUBHOCTU:

PE3VJIbTATBI OHEHKU BE3OITACHOCTMU:

3AKJIFOYEHUE:

Jlara otyera:




[TPMJIOKEHHUE Ne 3

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zunickoro
HKOHOMHUYECKOTO COr03a

OOPMA
CTPaHUIbI MOJAMUCH IJIABHOTO MCCJIeI0BATENsl WM HCCJIeI0BaTe/IsI-
KOOPAHHATOPA

IHOAIINCD I''TABHOTI'O UCCIIEJOBATEJIA
NI UCCIIEJOBATEJIA-KOOPIMHATOPA
NI OTBETCTBEHHOI'O MEJIULIMHCKOI'O
CIIEHMAJIMCTA CITOHCOPA

HA3BAHUE UCCIIEJOBAHUS: ..,

NCIIOJIHUTEJIb UCCIIEJOBAHMA: ..,

A IIpovuTaI HaCTOSIH_[I/Iﬁ OTYET MU, OCHOBBIBAjACh Ha MOEM 3HAHHMH JaHHOI'O
HCCIICAOBAHNA, HACTOAIMM IIOATBCPKIAAIO, YTO B HCM IIPABUJIBHO H3JIOKCHBI
npouncaypbl MPOBEACHUS UCCICAOBAHNA U €0 PE3YJIbTATEI.

NCCIELOBATEJIb: [HOAINCDH

WJIA OTBETCTBEHHBIIA
MEJIMIIMHCKUN CTIELTUAJIUCT
CITOHCOPA

BJIAJEJIELl OTUETA:

JIATA:




[MTPMJIOXKEHUE Ne 4

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zunickoro
HKOHOMHUYECKOTO COr03a

® OPMbI

IJIAHA U AN3aMHA KJIMHUYECKOI0 UCCJIeI0BaAHUA

|. IInan KJIMHUYECKOTO HCCIICIOBaHUA U Fpa(l)I/IK €Iro OOCHKH

I[TEPUO/I JIEUHEHUA A B C
Bl B2 Cl C2
Tectupyemslii npenapat/ Tectupyemslii npenapat/
Hccnenyemslii mpenapar Hccenenyemslii mpenapar
A A
S Mr 10 mr 10 mr
BBoaurrit
HCPHUOI  |Mccnenyemslii mpenapat/ Hccnenyemslit npenapat/
Mccnenyemblid mpenapar Uccnenyemslii mpenapar
B B
Swmr 10 mr 10 mr
Henemnn -2 (-3) 0 3 6 9 12
Busut 1 2 3 4 5 6
TecT ¢ Ppusznueckoi Harpy3Koi 24 4 x! X? X X X X
MeauiuHCKui aHaMHE3 X
dusnkampHOe 00CIIeI0BaHIE X X
OKI X X
JlabopaTopHbIe HCCIIeIOBAHUS X X
HexenarenbHbie ABICHUS X X X X X

114-20 nueit nocne BuswuTa 1.

21-7 nueit mocre MIEPBOTO JTHS TecTa ¢ (PU3NIECKOM HArpy3KOM.



2

Il. JIn3aiiH KJIMHUYECKOTO UCCIIEIOBaHUS U IpadUK €ro OLeHKU

(bopma)
JIBolHOE ciernoe
ITinare6o
IIpocroe cnenoe | | |
CxpuUHUHT [Taedo Ho3za 1
nepuos
1 2 3 4 P | | | 11
Busur | | | | ]
(7mn) (7mu) (7an)  (770H) Jo3za 2 (14nH)
| | | 10
T
(7Tnn) (7nm) (7an) (71H)
5 6 7 8 9
(bopma)
Orenka Ckpununr Bpoanwiii Mcxonseii  JleueHwue HaOmronenne
Henens -2 -1 0 1 2 3 4 5 6 7
NudopmupoBanHoe X
corjiacue
Anamues X
du3uKaIbHOE X X
oOcJiietoBaHme
D¢} dexTuBHOCTD:
IlepBuunas X X X X X X X X X X
nepeMeHHas
Bropuunsie X X X X X X X
MepEMEHHbIE
be3omacHOCTB:
HexenarenbHbie X X X X X X X X X X
SIBJICHUS
JlabopaTopHbie X X X X X X
TECTBI

Macca tena X X X X




I[TPUJTOXEHUE Ne 5

K [[paBriiam Hajiexamen KIIMHUYECKOW TPaKTUKH
EBpa3niickoro SJKOHOMMYECKOTO COI03a

® OPMbI
HPpEaACTABJCHUA paCIIpPpeaACICHUA MAUECHTOB
ITpumep 1
Pacnipenenenue naiueHTOB
N=1.724
BCETO MALMEHTOB MOJIy4asIo JICUCHUE B JBOWHOM CIIETIOM AU3aiiHe
I
| I | I 1
N =340 N = N = N = N =
pexum A pexum B pexxum C pexum D pexum E
N =281 N =59 N = N = N = N = N = N = N = N =
3aBepUINIIO BBIOBLIIO 3aBepUINIIO BBIOBLIIO 3aBEpUINIIO BBIOBLIIO 3aBepUINIIO BBIOBLIO 3aBepUINIIO BBIOBIJIO

HexenaTenbHoe sBieHue (20)
HEeIOCTaTOYHAS

3¢ dexTuBHOCTS (1)
TIOTEPSHBI IS
HaOmroneHus (6)

JIPYTHC MEIUIIMHCKUE
NpUYUHEI (5)

JPYTHC HEMEIUITUHCKIE
MPUYUHEI (5)

HapyIieH npotoko (10)
perienne nanuenTa (12)

HexenatenpHoe siBieHue (19)
HEIIOCTaTOYHAs

s pexTrBHOCTS (2)
MOTEPSIHBI IS
HaOmoaeHus (8)

JPYTHE MCTUIIMHCKUE
IpU4uHEI (8)

JpyTHE HEMEAUIIMHCKUE
MIPUYUHEI (4)

HapymieH npotoko (10)
pemenne nauuenTa (10)

HeXeJaTeabHoe siBIeHue (26)
HeIIOCTaTOYHAs

s dexrrBHOCTS (1)
MOTEPSIHBI IS
Haomoaenus (7)
JIPYTHE MCTUIIMHCKUE
TPUYHHEI (4)

JpyTHe HEMEAUIIMHCKUE
MIPUYUHEI (6)

HapyImieH npoTokour (3)
pemenne nanuenra (25)

HeXellaTeNbHOe sABJIcHue (24)
HEeIOCTaTOYHAS

3 dexTuBHOCTS (1)
TIOTEPSHBI IS
HaOmroneHus (6)
JPYTHC METUIIMHCKUE
MPUYUHEI (8)

JPYTHC HEMEIUITUHCKIE
npuduHbI (7)

HapYIIeH IPOTOKOII (6)
penienne nanuenTa (27)

HeXeyaTenbHoe sBIeHue (42)
HeIOCTATOYHAs

s dexrrBHOCTE (0)
MOTEPSIHBI IS
HaOmoaeHus (6)

JIPYTHE MCTUIIMHCKUE
npu4rHEI (14)

JpyTHE HEMEAUIIMHCKUE
npuyauHsI (1)

HapymieH npotoko (14)
pemenne nanuenTa (15)

N=1.361

HaHI/IeHTBI, 3aBCPUINBIINC UCCIICAOBAHNC




Pacrnipenenenune nanueHToB

[Tpumep 2

N=2670
CKPHHUPOBAHO
MaIMEeHTOB
N=1732 N=938
PaHAOMU3UPOBAHO MPUYHUHBI BEIOBITHS
MaIMeHTOB IIPY CKPUHUHTE!
(300)
(271)
N=8
HE MOJTyYalii HHKaKoTo
JICUCHHS, TIPUUHHBIL:
2 N=1724
(@) MAIMEHTHI, TOTyYaBIIne
2 JIeUeHNE B JIBOMHOM
CJIETIOM Ju3aiiHe
N= N= N=
pexum A pexum B pexum C
N= N=
3aBEPIIHIIO BBIOBIIIO

otBeT (32)

ap. ...
ap. ...

HexenaTenbHoe siBneHue (20)
HEYJIOBJICTBOPUTEIIBHEII




I[TPUJTIOXEHUE Ne 6

K [[paBriiam Hajiexamen KIIMHUYECKOW TPaKTUKH
EBpa3niickoro SJKOHOMMYECKOTO COI03a

OOPMA
NMpeacraBJACHUA NEPCIHA NMANUCHTOB, T0CPOIHO NMIPCKPATUBIINX MIPHUEM IIpeHapara

HUccnenosanue Ne
(Unentudukanus Habopa TaHHBIX)
[lepedyenn mareHToOB, JOCPOYHO MPEKPATUBIITUX MMPUEM TTpenapara

LenTp:
Jleuenue ITammenT Ne  Ilom  Bospact Ilocnegumii BU3UT JIIHUTEIHLHOCTD Jlo3za ConyrcTBylomiee jeyenre [IpuuuHbl IpEKpaIEHUSs
HUccnemyemsrit nmpenapaT (3KCIEPUMEHTABHBIN Mperiapar) HexenarenbHas peakus™
[
[
HesddextuBHOCTD
mpenapara
Jleuenue ITarmment Ne  Ilom  Bospact Tocnenuwnii Bu3uT JJIUTEILHOCTD Jloza ConyrcTByromiee JedeHue lIpuunHbBl DpeKkpalieHus
IIpenapar cpaBHeHUs
Jleuenue ITammmenT Ne  Ilom  Bospact Ilocnegumii BU3UT JIIHUTEIHLHOCTD Jlo3za ConyrcTByromiee jeyenre [IpuuuHbl IpEKpaIEHNS

[Tnane6o
(IToBTOPUTH 1151 APYTUX IIEHTPOB)

[Tpumeuanue: * Crienuduaeckas peakiys, SBUBIIASCS MPUINHON MPEKpaIEeHUS TpueMa




[TPMJIOXKEHHUE Ne 7

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zunickoro
PKOHOMHUYECKOTO COI03a

DOPOPMA
NepevyHs MalueHTOB U HAOJII0IeHHu ,
HCKJIIOYEHHBIX U3 aHaIu3a 3P PeKTUBHOCTH

Hccnenosanue Ne
(Unentudukamus Habopa TaHHBIX)

[lepeueHb MaMEeHTOB U HAOIIOICHUH,
HCKJTFOYEHHBIX U3 aHan3a 3 OEKTUBHOCTH

Lentp:
Jleuenue [Hanment Ne  Ilon Bospact HcekmoueH 3 IIpuuunel
HaOJIOICHUS OpEeKpaICHUS

HccnenyeMblil npenapar (3KCepUMEHTANbHBIN ITpenapar)

Jleuenue [Hanment Ne  Ilon Bospact HcekmoueH 3 IIpuuunel
HaOJII0/ICHUS OPEKpaICHUS

[Ipenapar

CpaBHEHUS

Jleuenue [Hanment Ne  Ilon Bospact HcekmoueH n3  IIpuuunel
HAOJIIOICHUS OpEeKpaICHUS

[Tnane6o

(IToBTOPUTH AJI APYTUX LIEHTPOB)

CropaBoYHBbIE TAOIHUIbI

Kparkoe o6o611ieHue:




[TPMJIOKEHHUE Ne 8

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zunickoro
HKOHOMHUYECKOTO COr03a

OPOPMA
yueTa 4yMcJia NalMeHTOB U Ha0 K0eHu i,
HCKJIIOYEHHBIX U3 aHAJIN3a 3(PPEeKTHBHOCTH

Hccnenosanme Ne
(MUnentudukaius Habopa JaHHBIX )

Yuciro manueHToB U HAOIIONCHUH,
HCKJIIOYEHHBIX U3 aHaln3a 3(PPEKTUBHOCTH

Hccnenyemsblit mpenapart (3KCIepuMeHTaIbHbBIN MTperapar) N =
Henens
[TpuamnHa 1 2 4 8
Htoro

AHajornyHbIe Ta6J'II/ILU>I JOJIXKHBI OBITH IMOATOTOBJICHBI IJIsI APYIUX TPYIII
JICUCHUA.



[TPUJIOKEHHUE Ne 9

K [IpaBwiiam Hagexaien
KJIMHUYECKOM MPAKTUKU EBpa3zuiickoro
SKOHOMHUYECKOTO COr03a

TPEBOBAHMUI
Kk pazaeny 11.4.2 «craTucTHYecKHE (AHAJTUTHYECKHE) BONPOCHI»
0TYEeTa 0 KJIMHUYECKOM HCCJIeIOBAHUHU U
npujioxkeHus 16.1.9 k oruery 0 KIMHUYECKOM UCCIEI0BAHUU

|. CrarucTHuyeckuii aHains

1. B npunoxxeHun HEOOXOIUMO MPE/ICTaBUTh MOAPOOHOE ONMUCAHUE
CTaTUCTUYECKOTO aHaJM3a KaKJI0W MepBUYHOMN repeMeHHON A(h(PEKTUBHOCTH.
MuHumaibHbIe TPeOOBaHUS K IETATM3UPOBAHHOMY OTYETY:

a) CTaTUCTUYECKass MOJelb, Jekamas B OCHOBe aHaimmza. OHa
MOJICKUT TOYHOMY U TIOJIHOMY OIMCAHUIO, TPU HEOOXOAUMOCTH CO
CChUIKaMU Ha JIUTEPATYPY;

0) GopMynMpOBKAa HCCIETYEMOTO KIMHUYECKOTO TMPEAOIOKCHUS,
BBIpaKEHHAsI B KOHKPETHBIX CTaTUCTUYECKUX TEPMHHAX, HAIpUMep, B popme
HYJIEBOU U aJIBTEPHATUBHOMN THUIIOTE3;

B) CTaTUCTHUYECKHE METO/bI, MCIOJB30BAaHHBIC IS OIEHKU 3(deKTa,
MOCTPOCHUSI JIOBEPUTEIIBHBIX HMHTEPBAIIOB M Jp. B cooTBeTCTByrOIUX
Ciydasix He0OXOIMMO YKa3bIBaTh CChUIKU Ha JUTEPaTypy;

') IOMYIIEHHUsI, JIeKAllMe B OCHOBE CTATUCTUYECKUX METOJIOB.
Heo0OxommMoO, HACKOJIBKO JTO IIO3BOJISIIOT CTAaTHCTUYECKHE BBIKJIAJIKH,
MOKa3aTh, YTO JIAHHBIC YJOBJICTBOPSIOT KIFOUEBBIM JOMYIICHUSM, OCOOCHHO
pyY HEOOXOIMMOCTH TOATBEPKJICHUS 00OCHOBAHHOCTH 3aKiroueHuU. Eciau
3asIBUTEJIEM TPOBEJICHBI OOIIMPHBIE CTAaTUCTHYECKHE aHAIM3bl, HEOOXOIMMO

PaCcCMOTPCTL CTCIICHb HMX COOTBCTCTBUSA 3allJIAHUPOBAHHBIM O ITOJYYCHUSA



pEe3yJIbTaTOB MCCIEIOBAHUS, U, €CIU OHHU HE COOTBETCTBYIOT APYr HAPYTY,
HEO0OXOMMO OIKCaTh, KAKUM 00pa30oM MpHU MOCTPOEHUU BHIBOJIOB B IIEJISIX
UCKJIFOUCHUSI CYOBEKTUBHOW OIIUOKU (CYOBEKTHMBHOCTH) OBUIM BBIOpaHBI
KOHKPETHBIE BUJIbI aHAIU3a. ITO OCOOCHHO Ba)KHO JJIsI aHAJIM30B MOATPYIII,
MOCKOJIBKY €CIIM OHU HE ObUIM 3allJIAaHUPOBAHBI, MOJOOHBIE AHAIM3BI, KaK
npaBujio, He OOECHeunBalOT HAJACKHBIX OCHOBAaHUM JI1 OJIHO3HAYHBIX
BbIBOZIOB. [Ipu aTOM:

€CIM JJaHHbIE O COOBITHSAX IMOABEPTaIUCh NPEoOpPa30BaHUIO, CIEAYET
NpEeACTaBUTh 00OCHOBAaHHE HEOOXOAMMOCTHU MpeoOpa3oBaHUsl JAHHBIX, a
TaKXE€ HWHTEPIPETAIUI0 OIEHOK A(PQPEKTOB JieUeHHs, OCHOBAHHBIX Ha
peoOpa30BaHHbBIX TAHHBIX;

oOCyXXJiIeHHe MPaBUIBHOCTU BBIOOpAa CTATUCTUYECKUX MPOLEAYp U
000CHOBAaHHOCTh CTAaTUCTUYECKUX 3aKJIIOUCHHUU OYIyT SIBISATHCS OTIPABHOM
TOYKOW JIJIS CTaTUCTHUKA YIOJIHOMOYEHHOIO OpraHa MOpv ONpelesICHUN
HEOOXOJIMMOCTH MTOBTOPHOTO aHAJIN3a JIAaHHBIX;

1) KpUTEpUM 3HAYMMOCTH, BBIOOPOYHOE paclpelereHue KpUTepus
3HAYMMOCTH TIPU CIPABEMJIMBOCTH HYJIEBOW THIOTE3bl, 3HAYCHUS] KPUTEPHUs
3HQUUMOCTH, YPOBEHb 3HAYMMOCTHU (T.€. P-3HAUCHHE) U MPOMEKYTOUHBIE
CBOJIHBIC JIaHHBIE B (popMare, MO3BOJISIONIEM CTATUCTUKY YIIOJTHOMOYEHHOTO
oprasa OBICTPO U JIETKO BepU(DHUIIMPOBATH pe3ysbTaThl aHanu3a. HeoOxonumo
yKa3arb, SBJSIOTCS JIM P-3HAYEHUs OJTHO- WU JBycTOpoHHMMH. Heobxoaumo
peICcTaBUTh 000CHOBAHMS UCIIOIB30BAHUS OJJHOCTOPOHHUX KPUTEPHUEB;

€) aHaJIu3, OCHOBAaHHBIM Ha NpUMEHEHUU Kputepusi CrbloAeHTA
(t-xkpuTepuii) TOJDKEH CoMep)KaTh 3HAYCHUS {-CTAaTUCTHKH, CBS3aHHBIC C HEH
CTEIEHH CBOOO/IbI, P-3HAYCHUE, BEJIMUUHBI IBYX BHIOOPOK (TPYIII), CPEHEE U
JUCTIEPCUI0 KaXKJI0M M3 BBIOOPOK, OOBEIWHEHHYIO OIEHKY JAHCIEPCHUH.
JlokyMeHTaIusi MHOTOLIEHTPOBBIX HCCJIEIOBAaHUN, MpOaHAIU3UpPOBAaHHASA C

IIoMOIb0O JUCIICPCHUOHHOTO aHaJIn3a HOJDKHA BKIIOYATh CIICAYIOIINC
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MUHUMAJIbHBIE CBEACHUS: TAOJIUIly AUCIEPCUOHHOTO aHaIN3a C BbIJCICHUEM
LEHTPOB, JIEKAPCTBEHHBIX IMpenaparoB, 3¢ @dexkTa B3aMMOICUCTBUS 3THUX
(bakTOpoB, OCTaTOYHYIO U OOIIyl jgucnepcud. s wucclieoBaHuil ¢
MEPEKPECTHBIM JAU3aHOM JOKYMEHTAIMs JODKHA BKJIIOYATh CBEICHUSI O
MOCJICIOBATEIPHOCTSAX ~ BKJIFOUCHMsI  TAIMEHTOB, TMAIlUEHTaX  BHYTPHU
MOCJIEeI0BaTEIbHOCTEN, MUCXOAHBIX 3HAYEHUSX B Hadayle KaXKJIO0ro Mepuoa,
OTMBIBKE M JIJTUTEIHHOCTH OTMBIBKM, BBINAJACHUSX B TEUEHHE KaXKIOTrO
nepuoia,  JIEKAPCTBEHHBIX  Mpemnaparax, nepuosax, TUCTIEPCHH,
OOyCJIOBIICHHOW  B3auMojeMcCTBUEM 3TUX  (AaKTOPOB  (JIEKAPCTBEHHBIX
IpenapaToB U MNEPUOJIOB), OCTATOYHOM M o0mel nucnepcusx. s kaxaoro
UCTOYHUMKA M3MEHYMBOCTH, HCKIIOYas OOIIyl0 JHCIEepCHUI0, B Tabnule
HEOOXOAMMO YKa3aTh CTEMEeHU CBOOOABI, CyMMY KBaJpaToB, CpeaHEe
KBaIpaTUIHOE, COOTBETCTBYIOIIWU KpuTepwii F, p-3HaueHme u cpeaHee
3HaYEHNE CyMMBI KBaJIPaTOB;

) B KQKJIBIH MOMEHT HaOJFOIEHNN TTPOMEKYTOUHBIC CBOTHBIC TAHHBIC
JNOJKHBI ~ OTpaxkaTb JeMorpaduuecKkue XapakTepUCTUKU U JaHHBIE,
COZIEpIKalllie OTBEThl Ha JiedeHUE (YCpEOHEHHBbIE WIM CTPYNIHPOBAHHbBIC
HHBIM 00pa3oM) IO KaXJIOWM KOMOWHAIIUM «IEHTP-BUA Je4eHUs» (WUiau

JPYroMy 3JIEMEHTY Ju3aiiHa, HallpuMep, MOCIeI0BaTEILHOCTH).

I1. ®opmar u conepxkanue TpedyeMoi nHPpOopMaIuH,
M0JIaBaeMOM 10 3aMPOCy IKCIEePTa-CTaTUCTHUKA
YIOJIHOMOYEHHOT'O OpraHa.
2. B oTuere KaXI0ro KOHTPOJIUPYEMOTO KIMHUYECKOTO HUCCIEAOBAHUS
HEOOXOJIUMO YKa3blBaTh NEPEYHU JAHHBIX (TaOJWYHBIE) O TNAlMECHTAX,
UCIIOIb30BAHHBIX CIOHCOPOM B CTAaTUCTUYECKUX aHaIW3aX, W TaOIUIbI,

IMOATBCPKAAOIIHNEC BbIBOAbI WM OCHOBHBLIC HAXOIKH. OTH IICPCYHN [JaHHBIX

TpC6YIOTC}I CTaTUCTUKY YIIOJIHOMOYCHHOTO oprana, IIO3TOMY
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YIIOJIHOMOYCHHBIC OPTaHbl BIIPABC 3aIlIPpOCHUTHL Y CIIOHCOpA MPCACTABUTHL OTH

MCPCUYHHU B IJICKTPOHHOM BUJIC.




[MTPHJIOXXEHUE Ne 10

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKX EBpa3nuiickoro
SKOHOMHYECKOTO COI03a

IHEPEYEHD
MOIPABOK K pa3jeiaM KJIMHUYECKOr0 UCCIEeI0BAHUA, KOTOPbIE
paccMaTpUBAKOTCA KaK CylleCTBeHHbIe

1.B cnydyae BHeceHHMsI M3MEHEHUW B  pas3fielbl  MNPOTOKOJA
KIIMHUYECKOTO HWCCIIEAOBAHMS CIIOHCOpP JUISI PACCMOTPEHHUS TIONMPAaBKH B
Ka4yeCTBE CYIIECTBEHHOM /1aeT OIIEHKY 3HAYMMOCTH TOINPABKH B OTHOIICHUU
PHUCKa U 0KHIaeMOU TOJIb3BI ISl TIAIIMEHTA UCCIIEAOBAHMSI, a TAK)KE HAYIHOU
IIEHHOCTH MCCJICIOBAHMS.

2. [TommpaBku K pasmenaM KIMHUYECKOTO HCCIEIOBAHUS CUUTAIOTCS
CYIIIECTBEHHBIMH, €CITH OHU MOTYT TIOBJIMSITH Ha!

a) 6€30MacHOCTh WK (PU3NUECKOE JTUOO TMCHUXHYECKOe OJIaromnoiayyue
NaIUeHTa;

0) HAy4YHYIO [IEHHOCTb UCCIIC/IOBAHUSI.

3. CyiiecTBeHHBIMH ~ TIOMpaBKaMu K  paszaenaM  KIMHUYECKOTO
HICCIICIOBAHHS MOTYT SIBJISITHCS CIICIYIOIIAE H3MCHEHNS

4. I3MeHeHus B MPOTOKOJIE UCCIICIOBAHUS (MCTIBITAHUS):

IeJTb UCCIICIOBAHNS;

JIN3aiH UCCIeN0BaHUS;

MH(POPMUPOBAHHOE COTJIACHE;

npolueaypa oroopa CyObeKToB (ITallUEHTOB);

nokaszarenu 3(QGEeKTUBHOCTH;

cxema 3a0opa OMOJOTHYECKUX 00pa3IIoB;

! HpOLII/IC N3MCHCHUA K pasgciaM KIMHUYCCKOTO UCCICAOBAHNA CUNTAOTCA HECYIICCTBCHHBIMMU.
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n00aBJIEHNE UM UCKITIOUCHHUE TECTOB UJIM MOKAa3aTeleH;

KOJIMYECTBO CYOBEKTOB (ITallUEHTOB);

BO3PACTHOM JMana3oH CyObeKTOB (MAalUeHTOR);

KPUTEPHUU BKIFOYEHNS;

KPUTEPUU HEBKIIIOUCHUS;

MOHHUTOPHUHT 0€30TaCHOCTH;

IPOJOJKUTEIBHOCTh NPUMEHEHUS UCCIIEyEMOIO Mpenapara;

WU3MEHEHHE T03UPOBAHUS UCCIEAYEMOTO MPENAPATa;

U3MEHEHHE MpenapaTa CPaBHEHUS;

CTaTUCTUYECKHUMN aHAIIN3.

5. U3meHeHus, CBSI3aHHBIC C OpraHu3anuen KJIMHUYECKOTO
UCCIIETOBAHUSL:

3aMEHa OTBETCTBEHHOI'O MCCIEAOBATENS WA MPUBJICYEHUE HOBBIX
OTBETCTBEHHBIX UCCIEA0BATEIEH;

3aMEHa UCCIIEI0BATEA-KOOPANHATOPA;

3aMEeHa UCCJIeIOBATEIhCKOrO IEHTpa (MEAUIIMHCKON OpraHu3aliim) Wik
no0aByeHHE JOTOJHUTEIbHBIX HCCIEAOBATENbCKUX IIEHTPOB (MEIUIIMHCKUX
OpraHu3alui);

3aMeHa CIIOHCOpa WM OPUIIMATBLHOTO IPEACTABUTENS CIIOHCOPA,;

3aMEHa KOHTPAKTHOU HCCIIEIOBATEIbCKOM OpraHu3allny,
OTBETCTBEHHOM 3a BHIMOJIHEHUE BaXKHBIX 3a7[a4 B paMKaX HCCJIEI0BaHUS;

MU3MEHEHHE YCIIOBHUI 3aBEPIIEHUS UCCIIEN0BAHNUS.

6. 3MeHeHus, CBSI3aHHbIE C UCCIIENYEMbIM MTpEnapaToM:

MaTrepuralia IepBUYHON YIaKOBKH;

MPOU3BOJIUTENS JEUCTBYIOIIETO BEIIECTBA;

MPOU3BOJICTBEHHOTO MPOIIECCA IEUCTBYIOMIETO BEIIECTBA;

crenn(puKanuii IEUCTBYIOIIETO BEIIECTBA;

IMPOU3BOJACTBA UCCIICAYCMOTI'O IIpCIiapara,
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crenu(puKau UCCIEeTyeMOro mpenapara;

crienuuKaIMi BCIIOMOTATEIbHBIX BEIIECTB, KOTOPbIE CHOCOOHBI
MOBJIMATH HAa AEHCTBUE JICKAPCTBEHHOTO Mpenapara;

CpOKa XpaHEHWSs, BKJIOYas MEPUOJ NPUMEHEHUS TOCJIE IEPBOIO
BCKPBITHS U (UJIN) pa3BEICHUS;

CYIIIECTBEHHBIX U3MEHEHUH COCTaBa UCCIIEAYEMOTO Mpernapara;

YCJIOBUM XpPaHCHUS;

METOJIMK UCCJIEAOBAHUM aKTUBHON CyOCTaHIINH;

METOJIMK MCCIIEIOBAHUN HCCIIEyEMOTO Mpenapara;

METOJMK  MCCIEAOBAaHUM  HedapMaKOMEHWHBIX  BCIOMOTATEIbHBIX
BCIIICCTB.

7. I3MeHeHus, CBSI3aHHBIE C JAHHBIMU JOKIMHUYECKUX HCCIICIOBAHUI U
COIPOBOXKIAIOIIMECS M3MEHEHHEM  OIIEHKA COOTHOIICHUS  IOJIb3a-PHUCK.
[TonpaBkK TaHHBIX JOKIMHUYECKUX (hapMaKOJOTHYECKHMX U TOKCUKOJIOTHYECKUX
UCCIICZIOBAaHUN B OTHOIIIEHUM TEKYIIMX KIMHUYECKUX HCCIEOBAHUMN, KOTOPHIE
COIPOBOKIAIOTCS M3MEHEHHEM OLIEHKH COOTHOIIIEHUS T0JIb3a-PUCK, B TOM YHCIIC
B OTHOIIICHUH:

PE3YNBTAaTOB HOBBIX (DAPMAKOJIOTUYECKUX UCCIICIOBAHUIA;

HOBOM MHTEpIIpETalN CYILECTBYIOITUX (hapMakoJIOTHIECKUX
HCCJICIOBaHMM;

PE3YNBTAaTOB HOBBIX TOKCUKOJIOTUYECKUX UCCIIEOBAHUMN;

HOBOM MHTEpIIpETalN CYILIECTBYIOITUX TOKCHUKOJIOTHYECKHX
HCCJIC/IOBAaHM;

PE3YJABTaTOB HOBBIX MCCIICAOBAHUN JIEKAPCTBEHHBIX B3AMMOICHCTBUM.

8. MI3aMeHeHHs, CBS3aHHBIE C JIAHHBIMH KJIMHWYECKUX HKCCIICIOBAHUNA U
COIMPOBOXKIAIOIIMECS ~ M3MEHEHHEM  OIICHKM COOTHOIIECHHS  ITOJIb3a-PHUCK.
[lonpaBkd B KIMHUYECKOM HCCIIEIOBAaHUHM, a TakKXKe IIOMPaBKU JIAHHBIX,

OTO6pa)KaIOIJ_[I/IX OIIBIT ITPUMCHCHM: IIPCIIapaTa y 4YCJIOBCKA, KOTOPLIC SABJIAIOTCA
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BOXHBIMU 11 TEKYIIMX WCCICIOBAHUM M CONPOBOXKAAKOTCA W3MEHEHHEM
OLICHKU COOTHOIIIEHUS OJIb3a-pUCK. Hanpumep, B OTHOIIICHHUH:

0€30IMaCHOCTH, CBSI3aHHOW C KJIMHWYECKHM HCCICAOBAHHEM HIIH OIIBLITOM
MIPUMEHEHUS UCCIIEYEMOT0 JICKApCTBEHHOT'O Mperapara y 4ejloBeKa;

PE3YNBTAaTOB HOBBIX KIIMHUYECKUX (DapMaKOJIOTUYECKUX UCCIIEIOBAHUM;

HOBOH HMHTEPIIPETALIAN CYILIECTBYIOIIINX KIMHUYECKUX
(hapMakoJIOTUIECKUX UCCIICIOBAHUH;

PE3YJABTATOB HOBBIX KIIMHUYECKUX UCCIIECIOBAHUIA;

HOBOM  MHTEpIIPETAllMM  CYIIECTBYIOIIMX  JAHHBIX  KIMHHUYECKHUX
HCCJIECIOBAaHMI;

HOBBIX JAaHHBIX MO OMNbBITY MPUMEHEHHUS HCCIEAYyeMOro Ipemnapara y
YeJIOBEKA,

HOBOW MHTEPHPETALUU CYIIECTBYIOIIMX JIAHHBIX IO OMBITY MPUMEHEHHS
MCCJIeTyeMOT0 TIpernapara y 4eJIoBeKa.

9. Ilopsimok  pacCMOTpPEHHSI PETYJIATOPHBIMH OpraHaMy TIOTPABOK K
paszenaM KJIMHUYECKOTO HCCICOBAaHUS —OmNpeeseTcs TpeOOBaHUSIMU B
COOTBETCTBMM C HAIIMOHAJIBHBIM 3aKOHOAATEIBCTBOM TOCYHApCTB — YJICHOB

EBpEl?»HﬁCKOl"O SKOHOMMYCCKOI'O COIO34a.




[MTPAJIOXXKEHME Ne 11

K [IpaBriiam Hagexaien
KJIMHUYECKOM MPAKTUKX EBpa3nuiickoro
SKOHOMHYECKOTO COI03a

MOPAAOK
npeacraBjeHuss MHGoOpMauu M0 0€30MACHOCTH B X0/1€ KIMHUYECKUX
HCCJIe10BaHuM

1. Ob6s13aHHOCTH CITIOHCOpA MO MPEICTABICHUIO HH(OpMAUU
1o 0€30MacHOCTH B XOJ€ KIMHUYECKOTO UCCIEA0BaHUS

1.1. Opranuzaiiyisi CHCTEMBI TUCbMEHHBIX CTAHJIAPTHBIX MPOLIEAYP.

CrioHCOp HECET OTBETCTBEHHOCTD 32 OPTraHU3aIMIO0 CUCTEMbI MUCHbMEHHBIX
CTaHJIaPTHBIX MPOLEAYP B IENIAX 0OecneyeHusl TpeOyeMOoro ypoBHSI CTaHIapTOB
KauecTBa TPU BBIMOMHEHUH (QYHKUMH JOKYMEHTUPOBaHMs, cOOpa aHHbIX,
BAIWAIINY, OLEHKH, AapXWBUPOBAHMS, PEMOPTUPOBAHMS W TMPEICTABICHUS
NOCJIEAYIOEH UH(DOPMAIIMK TI0 BBISIBISIEMBbIM HEXKEJIATEIbHBIM PEAKIUSM TPU
MPOBEACHUN KIIMHUYECKUX UCCIICIOBAHUM.

1.2. Cpok MPE/ICTaBICHUS uH(popmanuu 0 CEPBE3HBIX
HEMpPEABUICHHBIX HEeXEIaTeIbHBIX PEAKIIUSIX.

1.2.1. CrioHCcOp JOJDKEH TPEACTaBIATh HHQoOpMaii 000 Bcex
CEpPhE3HBIX HENPEABUJICHHBIX HexenarenbHbix peaknusx (CHHP) Ha

I/ICCHGI[yeMBIﬁ npcuapar, BbEABJIICHHBIX B XOAC KIIMHHUYCCKHX I/ICCJIGI[OBaHI/II)'I,

OIOOpPEHHBIX K TPOBEJCHUI0 B ToOCyJapcTBe — ujieHe EBpa3zuiickoro
PKOHOMHUYECKOTO coro3a (manee — Coro3) B YINOJTHOMOYEHHBIH OpraH
rocynapctea — wieHa Coro3a, Ha TEPPUTOPUM KOTOPOTO MPOBOJUTCS

KJIIMHAYECKOE HCCIEA0BaHUE MCCIEIyEMOTo IMpenapara, M OKCHEPTHBIN

COBET OpraHu3anuu (HezaBucumsIiit ATUYECKUU KOMHTET)
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(manee — DCO (HDK)) coOOTBETCTBYIOIIMX KIWHUYECKUX IIEHTPOB B
cootBeTcTBUU ¢ Tiporeaypamu DCO (HOK):

HE MO3/1Hee 7 KaJleHJapHBIX JHEW ¢ JaThl Mody4yeHus uHdopMaluu o
BeisiBiieHnn CHHP, B ciiyuae ecnmiu oHM pUBeNIU K CMEPTH WM MPECTABIISIN
yTpO3y IS KU3HHU;

He To37Hee 15 KameHaapHbIX JHEH C aThl MOJydeHus HHGOPMAIUU O
BoisiBiennn CHHP a5 ocTalibHBIX — CepbE3HBIX — HEMPEABUACHHBIX
HEXEJaTeIbHBIX PEaKIIUM.

1.2.2. B ciydae OTCYTCTBUSA y CIIOHCOpPA MOJHOW MH(OpMaIuy Ha JaTy
MPEACTABICHUS CPOYHOTO COOOIIEHUS O Ciydyae CMEPTH WU Pa3BUTUU
KU3HEYTPOXKAIOIIETO COCTOSIHUSI CITOHCOPOM MPEANPUHUMAIOTCS MEPHI IO
MOJIYYEHUIO TOJHOW uWH}OpMaluu, KOTOpas MpeacTaBisieTca B (opme
MOCJIEIYIOIIET0  CPOYHOTO  COOOIIEHUS O  BBIABICHHOM  CEpPhE3HOU
HEMpEeABUICHHON HEXXeNaTeIbHON peakluK He MOo3AHee 8 KaJeHIapHbIX JTHEH
C 1aThl IPEICTABICHUS IEPBUIHOTO COOOIICHUSI.

1.2.3. B ciiyyae nosrydeHus CIIOHCOPOM HOBOM 3HaYUMOM MHGpOpManuu
N0 BBISBJICHHOM CEpPhE3HOM HENPEABUICHHON HEXKeNaTebHOM peakiuu
JnaHHas UHPOpMaIMs AOJKHA OBITh MpeJcTaBlieHa B (OpMe MOCIEIYIOIEro
coo0IIeHus B TeueHue 15 KaJleH1apHbIX JHEN ¢ AaThl €€ MOTyUYeHUS.

1.2.4. TpeOoBaHusI 1O TPEACTABICHUIO WHHOPMAIMM O CEPhE3HBIX
HETPEABUICHHBIX  HEXKENATEeNbHBIX  PEaKIUAX  PacClpOCTPAHSIOTCS — Ha
UCCIIeAYEMbIN TIperapar, BKIo4as mpenapar cpaBHEHHs U 11aieoo.

1.3. TpeboBanus k wuHOOPMAIMK O CEPbE3HOM HEIPEIBHUICHHON
HEXKeJIaTeIbHON peakiuu.

1.3.1. TpeOyemass =~ MuHUMaNbHass  WHpOpPMALUI O  CEPbE3HOU

HETIPEBUACHHON HEXKEJIaTeIIbHOW PEAKIIAH.
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MunumanbHass wHGOpMAIMs TPU TMPEACTABICHHM B YCTAHOBJICHHBIC
CPOKM TIEPBUYHOTO CPOYHOTO COOOIIECHHS O BBISIBICHHOH CEPbE3HOM
HETPEIBUACHHON HEKEMaTeIbHON peaKIliy BKIIFOYACT:

yKa3aHHUe 10/103PEBAEMOTO HCCIIETyeMOTO npenapara,
UJACHTU(UKAIMOHHBIMN KOJI CYyOBEKTa HUCCIENOBaHUS, Y KOTOPOrO pa3BUIIACh
HEe)KeJIaTeTbHas PEaKITs;

ONMCAaHWE HEXKEJATeIIbHOW pEeakIuu WId €€ HCX0Ia, KOTOphIe
ONpeIeNieHhl KaK Cephe3HbIE W  HENPEIBUACHHBIE H I KOTOPBIX
NpeAroiaraeTcsl HaJM4ue MPUYUHHO-CICICTBEHHOW CBS3M C  TPUEMOM
UCCIIElyeMOT0 Tpenapara;

pe3yNbTaT OIEHKH MPUYIUHHO-CIISICTBEHHON CBSI3H;

UCTOYHHK TIONMy4YeHUsT WHPOPMALMU O HEKEIareIbHOH peakiuw,
UICHTH(HUKAIMOHHBIA HOMEpP COOOIICHUS O HEXKEeNaTeNbHOW PEaKIvH,
IPUCBOCHHBIN CIIOHCOPOM;

HOMEp MPOTOKOJIA UCCIICTOBAHHSI.

1.3.2. [TonmHas uH(popMarys 0 CephE3HOU HeTIpeABUICHHOM
HEXKEJATeITbHON PEaKITuH.

Crnenyer oOecrneynTh MOCIEAYIOUMA COOp W TpENCTaBICHUE TOJHOM
UH(OPMAITIH O CITydae CEPbE3HOUN HEMPENBUICHHON HEXENaTeIbHON PeaKIIvy,
KoTOpast TIOJDKHA COOTBETCTBOBAThH TpeOOBaHMSIM PYKOBOJICTBA
MexayHapogHoi KOH(GEPEHIINN 10 TApMOHHU3AINH « YTIPABICHNUE TaHHBIMH TI0
0e30macHOCTH — D3JIEeMEHTBHl JIaHHBIX IS [epeqaddl  COOOIIeHuH 00
WHIMBUIYAJIbHBIX CITyJasx HeXeJaTelbHbIX peakiuii» E2B.

1.4. CnipaBouHas nHdopmariusi mo 6€301MmacHOCTH.

1.4.1. CnpaBouHass wuH(popMalusg 10 O€30MaCHOCTU HUCCIETyEeMOro
nperapara.

B memsx ompeneneHuss TPEABUACHHOCTH BBISBICHHONW B  XOJE

IMPOBCACHUA KIIMHUYCCKOIO HMCCIICAOBAHUA CepBC3HOI>'I HEXeJIaTeJIbHOU
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peakiuu (manmee — CHP) nHa wuccrnenyeMblid mnpemnapaT UCIHOIb3YETCS
nercTByromas Ha naty BeisiBiieHuss CHP Bepcust Opolitopsl uccienoBaTes.

1.4.2. CripaBouHas uHpopmarus 1o 0€30I1acHOCTH
3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIpenapara.

B mensx omnpeneneHus MNpeABUICHHOCTH, BBISIBICHHOM B XOJI€
MPOBEJICHUST KIIMHUYECKOTO UCCIEJOBAHUS CEPhE3HOM HEXKelaTelbHOU
peakIuid Ha HCCIeayeMbId TMpernapar, KOTOPBIM 3aperucTpupoBaH Ha
TeppuTopuu cTpanbl BeisBiaeHUs CHP, nucnonb3yercs aeicTByromias Ha gaTy
BBIBJICHUST ~ HEXKEJIATCJIIbHOM  peaklMu  BepCcUsl  MHCTPYKIHMH 110
MEJIUIIMHCKOMY MPUMEHEHUIO.

1.5. IIpencraBnenue nHo# HHGPOPMAIUHU 11O 0€30MTaCHOCTH.

CnioHCOp MOJIKEH B TeueHue 15 KaJleHIapHbIX THEHW C JaThl MOJydYeHUs
uH(popMaIy MpeCTaBUTh B YIIOJJHOMOUYCHHBIM OpraH rocyJapcTBa — 4ieHa
Corsza u O9CO (HOK) coOoTBETCTBYIOIIMX HCCIEAOBATEIbCKUX IIEHTPOB B
coorBercTBuu ¢ npouenypamu OCO (HOK) wunyro wunbopManuio 1m0
0€30IMacHOCTH, KOTOpAasi MOXKET H3MEHSTh OIIEHKY COOTHOIIEHUS IOJb3a-
PHCK UCCIEIyEeMOTo Mpenapara JIMOO0 CIyKUTh OCHOBAaHUEM JIJIsI U3MEHEHUHN
B PEKOMEHJAlMAX TI0 €ro Ha3HAuYeHWI0, a TakXKe OCHOBAaHUEM IS
epecMOoTpa BO3MOKHOCTH JIaTbHEUIIIETO TTPOBEICHUS UCCIICIOBAHUS:

a) 0 KJIMHUYECKM 3HAYMMOM MPEBBIIICHUH OXHIAEMOM YaCTOTHI
1 U3MEHEHUM XapaKTepa 0KUIaeMbIX CEPbE3HBIX HEXKEIaTEIbHBIX PEAKIIN;

0) 0 CEphE3HBIX HEMPEABUICHHBIX HEXKENATEIbHBIX  PEAKIUSIX,
Pa3BUBIIMXCS Yy MAIlMEHTA TOCJE 3aBEPIICHUS €r0 y4acTHsl B KIMHUYECKOM
UCCIICIOBAHNY;

B) 0 HOBBIX JIaHHBIX, CBS3aHHBIX C TPOBEACHUEM KIHMHHUYCCKOTO
UCCIICJIOBAHUSl WU C pa3pabOTKON UCCIETyeMOro mpenapara, KOTOpPhIE

MOTYT IIOBJIMATH Ha 0e30IMacHOCTh IIannucHTOB, TAKHUX KaK:
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CEphE3HbIE HEXENaTeIbHBIC SBJICHUS, CBS3aHHBIE C TIPOIEIYypPOU
POBEACHUSI MCCIEAOBAaHUSA, Ha OCHOBAaHMM KOTOPOM TpeOyeTcs BHECEHUE
U3MEHEHUH B IPOTOKOJI TPOBEACHUS UCCIIETOBAHMUS;

otrcyTcTBHE 3((HEKTUBHOCTU UCCIIEyEMOTO Mpenapara, IpUMEHsIEMOro
P TIATOJIOTHH, IPEACTABIISIONICH yTPO3y IS KU3HHU;

HOBBIE Ba)XHBIC JaHHBIE IO OE30MAaCHOCTH, IOJYyYCHHBIE B XOJE
HEJABHO 3aBEPUIMBIIUXCS MCCIECIOBAHUM HA >KUBOTHBIX (BBISABJICHHBIN
KaHIEPOTeHHBIN 2((DEKT U aHAIOTUYHBIE TIO TSKECTH U BaXXKHOCTU d(PGHEKTH);

PEXIEBPEMEHHOE TPEKpaIIeHUE WM MPUOCTAHOBKA MCCIIEIOBAHUS B
npyroi crtpaHe (cTpaHax), OOYCJIOBJIEHHbIE M3MEHEHHEM B OIICHKE
0€30MacCHOCTH aHAJIOTUYHOTO MCCIEAYEeMOro Mpenapara;

UHBbIE JaHHbIE MO OE€30MaCHOCTH, KOTOpPHIE H3MEHSIOT COOTHOILIECHUE
M0JIb3a-PUCK ISl CYOBEKTOB MCCIIEIOBAHNUS;

r) O PEKOMEHJAIMSIX KOMHUTETa I0 HE3aBUCUMOM OIIEHKE pe3yJbTaroB
KJIMHAYECKOTO ~ WCCIICAOBAaHWS B OTHOIICHWM  OIEHKHM  O€30MacHOCTH
UCCIIEYEMOTo Tpernapara.

1.6. dopma nipeacrapieHuss HHGOPMAIIMH TTO0 OE30TaCHOCTH.

1.6.1. ®opma NIPEICTaBIICHUS uHbOpMaIH 0 CEPbE3HBIX
HETPE/IBUACHHBIX HEXENATebHbIX PEAKIMAX B YIOJIHOMOYEHHBIE OpraHbl
rocynapctB — wieHoB Coroza u 3CO (HOK).

Nudopmaivis 0 cepbe3HBIX HEMPEIBUACHHBIX HEKETATEILHBIX PEAKIAIX
NPEACTaBISIETCS B YIOJIHOMOUYEHHBIE OpraHbl rocygapctB — wieHoB Coro3a u
DCO (HOK) crnoncopoM B (opMe COOOIIEHHS O HEXeNaTeJIbHOM PEeakIvu.
dopmMar cooOIIeHN JOKEH COOTBETCTBOBATH PYKOBOACTBY MeETyHapOTHOM
KOH(EPEHITNH 10 TapMOHM3AINN «YIIPaBJICHUE JAHHBIMH IO O€30MMaCHOCTH —
AJIEMEHTHI JAHHBIX JUIA TIEpENadd COOOIIEHUH 00 WHIAWBHIYATBHBIX CITydasx

HEeXXemarenbHbIX peakiuiiy E2B.
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1.6.2. Dopma  mpexacraBieHuss ~ WHGOPMAIIMK O  CEPBE3HBIX
HEMpPEABUIECHHBIX HEeXKEIATEIbHBIX PEAKIMIX UCCIEOBATESIM.

Nudopmaniisi 0 Cepbe3HbIX HEMPEABUICHHBIX  HEXKeJlaTelbHbIX
peaKlUsaX MPEeCTaBIsEeTCA MCCaeqoBaTeNsiM B 0000IIEHHOM BHUAE B Qopme
MIEPEUHCIICHUs] C KPAaTKUM ONMCAaHWEM HEXKeJIaTeIbHBIX PEaKIui 3a TepPHoI,
IPOJOJKUTENIBHOCT, ~ KOTOPOTO  JIOJDKHA — ONpEeNeNsIThess  mpoduiiem
0€30MacHOCTH HUCCJEAYEeMOro Mpernapara W KOJIMYECTBOM BBISIBIISIEMbBIX
CEpbE3HbIX HEOXKUJAAHHBIX HEKeJaTeNbHbIX peakiuil. JlaHHBIM mnepeyeHb
JOJDKEH COIMPOBOXKJIATHCSI KPATKUM 3aKJIIOYEHHEM TI0 TEeKYyIIed OIleHKe
npoduiia 0€30MaCHOCTU 3a OTYETHBIN NEPUOI.

1.6.3. ®opma npeacTaBiaeHus HHON WH(POpMaIUK MO OE30MaCHOCTH.

WNuas undopmanusa no 0€30MacHOCTA B COOTBETCTBUM C MYHKTOM 1.5
HACTOSIIIETO TMPHUJIOKEHUSI TPEACTABISETCS B YINOJHOMOYEHHBIE OpraHbl
rocynapcts — wieHoB Coroza u 9CO (HOK) cnoHCOpoM B TUCBMEHHOM BHUJIE C
yKa3aHUEM Ha3BaHMs KIWHWYECKOTO WCCICIOBAaHUsI, HOMEpa IPOTOKOJIA
WCCJIEIOBaHMS M KPATKOTO OMMHUCAHMS HOBOW MH(POPMAIIHH TI0 0€30MMaCHOCTH.

1.7. O6macty pacmpocTpaHeHHs] TpeOOBaHUS TO  MPEIACTABICHUIO
uHpOopMaIuK 1o 0€30TaCHOCTH.

1.7.1. TpeOoBaHus 1O TPENCTaBICHUIO WHGOPMAIUU TIO BBISIBICHHBIM
CEpbE3HBIM  HEMPEABUACHHBIM  HEXKEJIAaTeIbHBIM  PEaKIUsIM W WHOU
uHpOpMaIK MO OE30MacCHOCTH MCCIEAYEMOro Mpenapara B COOTBETCTBUU C
noAnyHkramMmu 1.2 — 1.5 Hacrosiiero nNpuiIOKEHUS paclpOCTPaHSIOTCS B
OTHOILIEHUM KJIMHUYECKUX HCCIEIOBaHUM, OMOOPEHHBIX K TMPOBEICHUIO Ha
TEppUTOpUU TocynapcTBa — uieHa Coro3a Ha BCE UCCIIEA0BATENLCKUE IIEHTPHI, B
KOTOPBIX CIIOHCOPOM JIMOO €ro TmapTHEpOM Ha JOTOBOPHOM OCHOBE
BBINOJTHAECTCS KIMHUYECKOE MCCIIeIOBAaHUE UCCIIEyeMOTO Mpenapara, BKIoUas
WCCIIeIOBATEIILCKUE IIEHTPHI, PACIIONIOKEHHBIC HE HAa TEPPUTOPUH TOCYIAPCTB —

yienoB Corosa.
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1.7.2. TpeboBaaus 1O TPENCTABICHUIO WH(POPMAIMK TIO BBISBICHHBIM
CEphE3HBIM HENPEABUICHHBIM HEXKENIATeIbHBIM PEaKIUsIM B COOTBETCTBUU C
NOAMYHKTOM 1.2 HACTOSIIEr0  NPWIOKEHHUS]  PaclpOCTPaHSIOTCS  Ha
BBITOJIHSIEMbIE CIIOHCOPOM JIMOO €ro MapTHEPOM Ha JOTOBOPHOW OCHOBE
KJIMHUYECKHUE UCCIIE0BAaHUS, OJ00pEHHBIE Ha TEPPUTOPUM TOCYAapCTBa — UjieHa
Coro3a, B KOTOPBIX WCCIEAYyEMbId TMpenapar BKIOYAET OJHO M TO XKe
JICUCTBYIOIIIEE BEIIECTBO, BHE 3aBUCHUMOCTH OT JIEKAPCTBEHHOM (hOPMBI,
JIO3UPOBKH, peKMMa JI03UPOBAHUSA U MTOKa3aHU K IPUMEHEHHIO.

1.8. CepbesHbie HexenarenbHbIEe PEakiK, HE CBSI3aHHbBIE C UCCIIETYEMbIM
MIPETapaToM.

Nudopmaiinio 0 CEepbe3HbIX HEXKEIATeNbHBIX PEAKIUIX, KOTOPHIE
BBISIBJICHBl TP TPOBEICHUM KIMHUYECKOTO MCCIENOBAHUS, Ul KOTOPBIX
OIIpENENsieTCS]  B3aMMOCBSI3b C  3aPETUCTPUPOBAHHBIMU  JIEKAPCTBEHHBIMU
npenaparamMyd, He  SIBISIOUMMUCA — HCCIEQyEeMbIMH  MpernaparaMd U
HA3HAYAEMBbIMH B KaY€CTBE COMYTCTBYIOIIEH Tepauu, MpU OTCYTCTBUU PEAKIIUU
B3aUMOJICUCTBUS C UCCIIENYEMbIM MPENApATOM CIIOHCOPY CIIEAYET MPEACTABISAThH
B YINOJHOMOYEHHBIE oOpraHbl rocymapctB — uwieHoB Coro3a wid
COOTBETCTBYIOIIUM  JEp)KaTeNIsIM  PErHCTPALMOHHBIX  YIOCTOBEpEHH B
COOTBETCTBHU C 3aKOHOJIATEILCTBOM 3THUX rOCyapcTB — wieHoB Coro3a.

1.9. PackppiTHE paHIOMHU3AIIMIOHHOTO KO/,

1.9.1. TpeboBarus 1O PACKPBHITHIO PAHAOMHU3AIMOHHOTO KOJa B CITydae
CEphE3HOM HEMPEIBUICHHON HEXeaTeIbHOM PEeaKIInu.

B cnyyae momyueHusi cOOOIIEHMSI O HEXKENATeNIbHOM SIBJICHHUH, KOTOPOE
OLICHMBAETCS KaK Cephe3Has HENpeABUIICHHAs HEXKeJaTelibHas —PeaKius,
CIIOHCOPOM BBITIOJHSIETCSI ~ PACKPBITUE  PaHIOMHU3AI[MIOHHOTO KojIa
HEMOCPE/ICTBEHHO IO CYOBEKTY HCCIENOBAHUA, Y KOTOPOro pa3BUiIach JIaHHAs
HexxenarenbHas — peakius.  CHOHCOPOM — BBINIOJIHAETCS  TpeOOBaHMUS B

COOTBCTCTBUH C IIOHITYHKTOM 1.2 HACTOAIICTO IIPUIIOKCHUA 110 CPOYHOMY
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Mpe/ICcTaBIeHUI0 MHGOPMAIIMM O BBISIBICHHONW CEpPhEe3HOM HENpeaBUICHHOM
HEKEJaTeIbHOM PEAKUMU B YIOJIHOMOYEHHBI OpPraH TOCyAapcTBa — 4YIIEHA
Coro3a ¢ ydeToM pe3yJIbTaToB pacKpbITUs koAa panaomuzauuu. [Ipum stom
CIIOHCOPOM MOJKET COXPAHSTHCS OCHEIUIEHHE IO TaKhM Clay4asMm Ui JIdL,
OTBETCTBEHHBIX 3a JlaJbHEWIIIeEe MPOBEACHUE KIMHUYECKOTO HCCIEI0BaHUS
(HampyMep, MOHMUTOPOB, HCCJEOBATeNel), a TaKKe OTBETCTBEHHBIX 3a
00paboTKy JaHHBIX. MHpOpMaIms o HexkeNnareIbHBIM PEaKIUsIM C PACKPBITHEM
PaHIOMHU3AIMOHHBIX KOJIOB CyObEKTOB HCCIIEAOBAaHMS JODKHA OBITH JOCTYITHA
JWIlaM, OTBETCTBEHHBIM 3a BBINIOJHEHUE TPEOOBAHUN 10 MPEACTABICHUIO
UHGOpMAIIMM O HEXKEJIATENbHBIX PEAKIUsAX B YIOJTHOMOUYEHHBIC OpIaHbI
rocynapctB — wieHOB (Coro3a, MPEACTABUTEISIM YIOTHOMOYEHHBIX OPIraHOB
rocynapctBs — wieHoB Coro3a; wieHam 2CO (HOK), umenam Komwurera mo
HE3aBUCHMOM OLIEHKE PE3YJBTAaTOB KIMHUYECKOTO HCCIIEIOBAaHUS WM WHBIM
JM1IaM, OTBETCTBEHHBIM 32 BBINOJHEHHE TOCTOSHHOW OLIEHKH O€30MacHOCTH B
X0/l TPOBEJEHUS KIMHUYECKOrO uccienoBanusa. Jlns  umccrnenosareneit
PacKpbITUE PaHIOMHU3AIMOHHOTO KO/A B XOJ€ BBINIOJHEHUS] KIMHUYECKOTO
VCCIICZIOBAHUSL BBITIOJHAETCS TOJBKO B CIIy4ae, €CIM 3TO MPEACTABISETCS
HEOOXOTUMBIM 17151 0OecrieueH st 0€30MaCHOCTH CyOBbEKTa UCCIIEI0BAHMSI.

1.9.2. Pe3ynbrarsl PaCKpBITHS PaHIOMHU3AI[MOHHOTO Koza
COOTBETCTBYIOIIMM O0pa3oM OTpakatoTcsi B 0a3ax JIaHHBIX CIIOHCOpAa H
YIIOJIHOMOYEHHBIX OpraHoB rocygapcTB — uieHoB Coro3a. (OOHOBIEHUE
uHpopMaluu 1o 0e30MacHOCTH B OpOIIIOpe HCCIENAOBATeNs BBITOMHIETCS Ha
OCHOBaHUM AHAJIN3a IAHHBIX C PACKPBITHIM KOJIOM JICUECHHSL.

1.9.3. Oco0bIe TomyJIsIuy.

[Tpu mpoBeneHUN KIMHWUYECKUX HUCCIICOBAHUMN C y4acTHEM MOMYJISIIUHY,
JUISL KOTOPOM XapakTepeH BBICOKUN YpOBEHb OCIIO)KHEHUHW W CMEPTHOCTH, B
Cllydasix €CJIM KOHEUHBIE TOYKHU MO OlLEHKE 3(PPEKTUBHOCTU MOTYT SIBISTHCS

OJHOBPECMCHHO CCPLC3HBIMU HCIIPCABUACHHBIMU HCXKCIIATCIbHBIMU PCAKIUAMU,
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au00 KOrjja CMEPTh WM MHOW CEPhE3HBIM HEOIAronmpUSITHBIA HCXOJl MOXET
SBIIATHCS KOHEYHOM TOYKOW MO OleHKe 3(P(HEKTUBHOCTH HCCIEAYEMOr0
npernapara, JOCTOBEPHOCTh PE3YJIbTATOB KIMHUYECKOTO HCCIEA0BAHUS
MOXET  ObITh  HapylleHa  TMpU  CHUCTEMAaTHMYECKOM  PAaCKpPBITUU
PaHIOMHU3AMOHHBIX KOJOB. B 3THX 1100 MOJO0OHBIX CilydyasX CIIOHCOPY MpHU
MOJYYEeHHHU 0J00pEHHS MPOTOKOJA KIMHUYECKOTO UCCIIEIOBAHUS CIEAYET 1O
COTJIACOBAHUIO C YIIOJHOMOYEHHBIM OPraHoM rocynapcrBa — uwieHa Corosza
ONpENEINTh, KaKHEe CEepbE3HbIC SBJICHUS, OOYCIOBICHHbIE TEYCHUEM
OCHOBHOTO 3abojeBaHus, HE OyIayT TNOMJIekKaTh CUCTEMATUYECKOMY
PaCKpPBITHIO PAHJIOMM3AIMOHHBIX KOJOB M CPOYHOMY MPEACTABICHUIO
uH(popMaIuu B yIIOJIHOMOYEHHBIN OpraH rocyjaapcrsa — uieHa Coroza. B atux
cillyyasix ~ 00si3aTeNbHBIM  SIBJISIIOTCS  Ha3HaueHWe W olecredyeHue
dbynkuronupoBanuss Komurera mno He3aBUCHUMOW OIIEHKE peE3yJbTaTOB
KIIMHUYECKOTO MCCIIEIOBAHUS C LEIBIO BBINOJHEHUS MOCTOSHHON OLEHKU U
aHajgu3a JIaHHBIX 10 O€30MaCHOCTH  BBIMOJHAEMOTO  KIMHUYECKOTO
UCCIICJIOBAHUSI W ONPEICIICHUST PEKOMEHJAIMl Il CIIOHCOpa B 4YacTH
BO3MOXKHOCTH  JAJIGHEHIIETO TMPOBENCHUSA KIMHUYECKOTO  MCCIIEHOBAHUS,
BHECEHUSI N3MEHEHHUI B ITPOTOKOJT UCCIEIOBAHNS WIIA OCTAHOBKY KIIMHUYECKOTO
VICCIIEZIOBAHUSI.

ExeromHoe npeacrasinenne nHGopMaIu 1mo 6e30macHOCTH.

CrioHCOp B TEUEHHUE BCEro CpoKa KIMHUYECKOTO HCCIIEIOBAHUS JIOJIKECH
€XKETOIHO TMPEJCTABIATh B YIIOJHOMOUYEHHBIM OpraH TOCylapcTBa — 4JeHa
Coro3a, Ha TEPPUTOPHH KOTOPOIO NPOBOAUTCS KIMHUYECKOE HCCIIEIOBAHUE
UCCIIElyeMOTO TIpernapara, NepruoAnYecKuil oT4eT (epUOANYECKUE OTYETHI) TO
0€30IaCHOCTH HUCCIIEAYEMOro TMpernapara, COAEpX)aHUE KOTOPOro (KOTOPHIX)
JOJDKHO OTBeYarh TpeOOBaHUSIM, NPUBEACHHBIM B mpuwiokenun Ne 12 k
[TpaBumam HaJJICKAIIEH KJIMHAYECKOU IIPAKTUKHA EBpasuiickoro

9KOHOMHWYCCKOI'O COIO34a.
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Nudopmanusi 0o NOEPUOAMYECKOMY OTYETy 10 O€30MacHOCTH
ucciaeayemoro npemnapara npejactasisercs B 9CO (HOK) B popme kpaTkoro
U3JI0O)KEHUSI ~ OCHOBHOT'O  COJIEpXaHUs  OT4eTa C  IPWIOKEHUEM
CTPYKTYPUPOBAaHHOTO TIEPEUHS] CEPbhE3HBIX HEXKENATEIbHbIX  peaKIui
cormacHo mpwioxkeHuto Ne 12 k I[lpaBuiam Hamiexkamen KIMHUYECKOU

npakThku EBpa3zuiickoro 3KOHOMHUYECKOT0 COI03a.

2. O0s13aHHOCTH HCCICOAOBATCIIA 110 IMTPEACTABIICHUIO I/IH(bOpMaL[I/II/I
O BBIXIBJICHHBIX B XOJ€ KIIMHUYCCKOTI'O UCCIICAOBAaHUA HCXKCIIATCIIBHBIX
peaknuAgx

2.1. Ilpencrapienue nHGopmaruy 1Mo 6€30MacHOCTH CIIOHCOPY

2.1.1. UccnenoBaTenns DOJDKEH HE3aMEIINTEILHO, B TeueHne 24 4acoB
C Jarbl BbIsIBICHUS (JIMOO TodydeHUs: HUHPOPMALUM O BBISIBICHUH)
NPEACTaBUTh  CIOHCOPY HWHGOpPMAIMI0O B OTHOIICHWH  CEPHE3HBIX
HEXXEJAaTCeIIbHBIX SBIICHHH, KPOME TeX, KOTOPBIC OMPEICICHBI B MPOTOKOJIC
WIK B JIPyrOM JIOKYMEHTE (HalpHuMep, B OpOIIIOpe HcclieoBaTeNs), Kak He
TpeOyIOIHe HEMEIICHHOTO YBEIOMIICHUSI.

[Tocne mpencTaBieHUS CPOYHOTO  COOOMIICHWS O  CEPHE3HOM
HEXEJIATeIbHOM SIBJICHUU HWCCIEAOBATENb JOHKEH MPEACTaBUTH CIIOHCOPY
JeTaNbHOE COOOIEHHE ¢ MOJApOoOHON WHGpOpPMAIMEH 110 CepPhe3HOMY
HEXXEJIaTeIbHOMY SIBJICHHIO, TIO3BOJISIONICH CIIOHCOPY CHENaTh OICHKY
HEOOXOAMMOCTH TEPEeCMOTpPa COOTHOIICHHS TOJb3a-PUCK KIMHUYIECKOTO
WCCJICTIOBAHUSI.

2.1.2. UccnenoBaTenh TPEACTABISIET CIOHCOPY HMHGPOPMAIMIO O
HEXXENATeIbHBIX PEaKIUAX W OTKJIOHCHHSX JIabOpaTOpPHBIX ITOKa3aTelleH,
KOTOpPBIC ONpEeIeNIeHbl B MPOTOKOJIE HMCCIICIOBAHUS KaK KPUTHYECKHE IS
OIICHKM O€30MMacHOCTH B CPOKH, OTMpPEAesieMble MPOTOKOJIOM KIMHHUYIECKOTO

HCCJICOAOBaHMA.
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2.2. llpencrasienne nHGOPMAITIHN IO 0€30MTACHOCTH B YIIOJTHOMOYEHHBIC
OpraHbl rocy1apcTB — ujieHoB Coro3a
JlononHUTEIbHBIE TPEOOBaHUS IO MPEACTABICHUIO WH(QOpPMALMH O
BBISIBJICHHBIX CEPbE3HBIX HEXKEIATENIbHBIX PEAKUUAX Ha HCCIEAYEMBbIN
mpemnapar, HE pPACCMOTPEHHBIE B paMKax HACTOSIIETO MPUIOKECHUS,

OIIpCACIIAIOTCA 3daKOHOAATCILCTBOM IroCyaapCTBa — 4JICHA Coro3a.




[MTPHUJIOXEHUE Ne 12

K [IpaBriiam Hagexaien
KIIMHUYECKOW MPAKTUKH
EBpa3niickoro 3KOHOMHYECKOTO COK03a

TPEBOBAHUA
K NepHoInYecKOMY 0TUYETY 1o 0€30NMacHOCTH Pa3padaTbIBAeMOro
JIEKApPCTBEHHOT0 Mpenapara

1. Onpenenenust

Jlns neneit Hactosimux TpeOoBaHMI UCHIOJIB3YIOTCS MOHSTHUSA, KOTOPHIE
O3HAYAIOT CIIEAYIOIIEe:

«BAKHBIA HMIACHTHU(PHUIMPOBAHHBIA PHCK», «BAXXHBIH IMOTEHIUATBbHBIHN
puck (important identified risk and important potential risk)» -
UICHTU(UITUPOBAHHBIN WM TOTEHIIUAIBHBIA PUCK, KOTOPBI MOXET OKa3aTh
BIMSIHUEC HAa COOTHOIICHHE I0JIb3a-PUCK JICKApPCTBEHHOTO TNperapara Wi
UMETb MOCIEACTBHS I OOIIECTBEHHOTO 3PaBOOXPaHEHHUS;

«Jara okoHuaHus coopa nanHbix (data lock point)» — mara 3aBepiicHus
cOopa JaHHBIX JIJIS BKJIFOYCHHUS B MEPUOJNYCCKHI OTUET MO OE30MacHOCTH
UCCIICYyEeMOTo Tperapara;

«3aBepIIeHHOe KIMHHMYeckoe wuccienoBanue (completed clinical
trial)» — kTuHUYEeCKOe MCCIeOBaHKE, 10 Pe3yJIbTaTaM KOTOPOTO COCTABJICH
UTOTOBBIN OTYET KJIMHUYSCKOTO UCCIICIOBAHMS;

«unpentudunupoandeii puck (identified risk)» — HexemareabHOE
nocjaencTeue (GapMaKoTepanuu, i1 KOTOPOTO IOJIYYeHO aJIeKBaTHOES
JI0Ka3aTeILCTBO HAJIMUYUS B3aMMOCBSI3H C I0JI03PEBACMBIM JICKAPCTBEHHBIM

npenapaTom;
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GMHTEPBEHIIMOHHOE  KJIMHUYECKOe HucciaenoBanue  (interventional
clinical trial)» — knMHHMYeckoe HCCIEAOBaHHE, B KOTOPOM CyOBbeKTaMm
UCCJIE/IOBAaHUSl BBITMOJHAETCS MPOCHEKTUBHOE HAa3HAYEHUE OJHOTO WU
HECKOJBKUX MEJUIMHCKUX BMEUIATENbCTB (HAmpUMeEp, MPOPUIaKTUUECKOE
BMEINIATEIbCTBO, HA3HAYEHUE JIEKAPCTBEHHBIX IPEINApaToOB, BBINOJHEHHUE
XUPYPTrUYECKUX BMEIIATENIbCTB, MOBEACHUYECKAs] Tepanus U T.M.) C LEJbIO
OLICHKM BJMSHUS JAHHBIX BMEIIATENbCTB HAa TOKa3aTeNIM COCTOSIHUS
3JI0POBbS;

«accaenyeMblii  mpemapar  (investigational drug)» - mpemnapar,
HaxoAsIuMicsS B pa3paboTke ¢apMalleBTUUECKON Kommanueil. B pamkax
Hactosmiero [IpunoxxeHus: TaHHBIA TEPMHUH UMEET 00Jiee y3KO€ 3HAaUEHHUE I10
CpPaBHEHHUIO C HUCMOJb3yeMbIM B TekcTe [IpaBun Hamyexaied KIMHUYECKON
npakTuku EBpazuiickoro SKOHOMMUYECKOTO COI03a M HE BKIIFOYAET Ipenaparthbl
CpaBHEHUS U II1a1e0o0;

«MEXIyHapOIHAs nara 0/100peHUs pa3pabaTbIBa€MOro
JaekapcTBeHHoro mpenapara», MJIOPJIIT (development international birth
date) — mara mepBoro oa00peHHS JJISI MPOBEICHHS WHTEPBEHIIMOHHOTO
KJIIMHAYECKOTO MCCIIEIOBAHUS B JIFOOOW U3 CTPaH MUPA;

«HEXKeNaTeIbHbIE SBJICHUS, MPEJCTABIAIONIME OCOOBIH  HMHTEpEC
(adverse event of special interest)» — HexenarelbHOE SBICHUE, MMEIOIICE
OCOOBIA  HAay4YHBII ¥  MEAUIMHCKUNA HWHTEpEC MNPUMEHUTEIBHO K
UCCJIEyeMOMY TMperapaTy WM HCCIeI0BAaTEIbCKONW MpOrpaMMme CIIOHCOpA,
KOTOpPO€  MOXET  MOTpeOOBaTh  HENPEPHIBHOTO  MOHHUTOPUHTA U
HE3aMeJIUTENLHOTO uH(OpMUPOBaHUS CIIOHCOpa  CO CTOPOHBI
uccnenoBarend. JlaHHble HeXenaTeNbHbIE SBICHHS MOTYT MOTPeOOBATH
JATBHEUIIIEr0 U3YYEHUs C IEIbI0 HAJIeKAIIeH XapaKTEepPUCTUKU U OIECHKHU.
B 3aBUCUMOCTH OT XapakTepa HEXKeNaTeIbHOTO SBJICHUS, MPEICTABIISIIONIETO

0COOBIN HHTCPCC, MOKCT HOTpC6OBaTBC$I CPOYHOC MPCACTABIICHHUC
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UH(pOPMAIIMH OT CIIOHCOPA TPEThEH CTOPOHOMU (HApUMeEp, YIIOJIHOMOYSHHBIM
opraHam rocyaapcTs — wieHoB EBpasuiickoro sxonomuueckoro Corosa);

«HEHMHTEPBEHIIMOHHOE KIIMHUYECKOe ucciaeaoBanue (non-interventional
clinical study)» — wuccienoBanue (HUCHBITAHHE), KOTOPOE COOTBETCTBYET
CJICTYIOIIUM TPEOOBAHUSIM:

JEKapCTBEHHBIH  MpermapaT  Ha3HA4YaeTcsi B COOTBETCTBUH  C
HUHCTPYKIIUEH M0 MEAUIIMHCKOMY MTPUMEHEHHIO;

peliecHre O Ha3HAYCHWH MAIMEeHTY ONPEACICHHOrO JICUCHHUS He
NPUHUMAETCSl  3apaHee  COTJaCHO  NPOTOKOJy — HCCICIOBaHHS,  HO
COOTBETCTBYET IPUHATOW MpaKTUKe, W Ha3HAYCHHE JICKAPCTBEHHOTO
npernapara 4YeTKO OTJEIeHO OT peIIeHHs O BKIIOYEHHH IallMeHTa B
UCCIICIOBAHNE,

K TMal{eHTaM He MNPUMEHSIOTCS Kakhe-JTHOO  JOMOJHHUTEIbHBIC
JMAarHOCTHYECKHE WM KOHTPOJIbHBIE MPOIEAyphl, a I aHalu3a
HOJYYCHHBIX JaHHBIX UCIOJIB3YIOTCS SMUACMHOIOTHUECKUE METO/IBI;

«oxugaemas dpdexkruBHOCT,  (ToNB3a)»  (anticipated  efficacy
(benefit)) — addexruBHOCTh (10B3a), KOTOpas elle He OblIa yCTaHOBJICHA
JUTSL UCCIIEYEMOTO TIPOIYKTa, HO OKHMIACTCS UCXOJIS U3 UMEIOIINXCS 3HAHUIT
00 3¢ dexkTuBHOCTH (ITOJIB3€) MAHHOTO KiIacca JIEKApPCTBEHHBIX IMPENapaToB
au00 JaHHBIX NPEIIISCTBYIOMIUX KIMHUYECKMX WMIH  JOKIMHUYECKHX
HCCIEI0BaHHMT;

«rmporpamMma  KiIuHHYeckor  paspabotrku  (clinical  development
programme)» — COBOKYITHOCTh KJIMHHYECKUX HCCJIEIOBAHUN OJHOTO U TOTO
K€ HCCIIeAyeMOro Tpemapara, BHE 3aBUCHMOCTH OT [OKa3aHWH K
HA3HAYCHHUIO U JIEKAPCTBECHHOMN (OPMBI;

«ImpojoJpKaroleecs KIMHUYECKoe wHccieqoBanne (ongoing clinical
trial)» — knIMHMYECKOe HWCCIEJOBaHHWE C HAYaBIIMMCS BKJIIOYCHUEM

CY6’LCKTOB HCCIICAOBAaHU, BHC 3aBUCHMOCTH OT C€ro IIPUOCTAHOBKH HIIH
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3aBEPIICHHS aHaiW3a, 10 pe3yJbTaraM KOTOPOTO HE TIOATOTOBJICH
3aKJIFOUUTEIILHBIA OTYET;

«IMOTeHIMANBbHBIA — puck  (potential  risk)» —  HexemareabHOE
nocneACcTBUe  ¢dapMakoTepandd, B  OTHOUIEHHMH KOTOPOTO  HMEIOTCS
OCHOBaHMS ISl TIOJO3PECHUM IO HAJIMYHMIO B3aUMOCBSI3U C JIEKAPCTBEHHBIM
mpemnapaToM, OJTHAKO JAaHHAs B3aMMOCBS3b HAJJICKAIIMM 00pa3oM He Oblia
TIOJITBEPXKICHA;

«peructp (registry)» — COBOKYITHOCTh JaHHBIX TI0 TIAIUCHTAM,
XapaKTEPU3YIONIMMCSl KaKUM-JTHOO OJMHAKOBBIM TIPU3HAKOM (TIPU3HAKAMHN).
JlaHHBIM TpHU3HAK MOXKET NPEACTaBIATh CO00HM 3a0oiieBaHHe (PErUCTp IIO
3200JIEBaHUIO) WJIM CrienU(pUUecKkoe BO3JCUCTBHUE JIEKAPCTBEHHOIO Mpernapara
(JIeKapCTBEHHBI peructp). Peructp HampaBieH Ha TPOCIIEKTHBHBIA cOOp
OTPE/ICTICHHON COBOKYIHOCTH JAHHBIX TI0 TAllMEHTaM C WCIIOIh30BAaHUEM
CTaH/IapTU30BaHHOTO ONpOCHUKA. (JIekapCTBEHHBIE PETHCTPHI HAIpaBJICHBI Ha
cOOp MaHHBIX HA TMPOTSDKEHWM OIPEACIICHHOTO BPEMEHH 110 TOMYJISIHH,
TIOJIBEPTAIOIIEHCS BO3ICHCTBHAIO HM3Y4aeMOTO JIEKapCTBEHHOTO TIperapara, H
(wn) To ompeneneHHoN nomyisiwn. [lareHTel MOTyT OBITh BKJIFOYCHBI B
KOTOPTHOE WCCIIENOBaHUE Il cOOpa JAHHBIX O HEKENATeIbHBIX SIBICHHUSX C
NPUMEHEHHEM CTaHJIapTU3UPOBAHHOTO OINPOCHHUKA (CTaHIApTH3UPOBAHHBIX
OIPOCHUKOB). PerucTpel MOryT OBITh TONE3HBIMH Il YCUJICHUS CUTHAJA,
0COOEHHO JIJIS1 PEIKUX HEKETIaTEIIbHBIX PEaKITHi );

«curHan (signal)» — wHpopMarus, mocTymarom@as OT OJHOTO HIIH
HECKOJIBKUX  HCTOYHUKOB, KOTOpasi TMpearnojiaraeT HaJIWdue HOBOU
MOTCHIIMATLHOW TMPUYMHHO-CJICJICTBEHHON CBSI3M WM HOBOTO aCIeKTa
W3BECTHOM B3aMMOCBSI3H MEXy BO3JICHCTBUEM JIEKAPCTBEHHOTO TIpermapara u
HEXEJIATeIbHBIM  SIBJICHHEM WM  COBOKYITHOCTBHIO  B3aMMOCBSI3aHHBIX
HEXXEJIaTeIbHBIX SBJICHWN, OI[EHUBAaeMasi KaK JOCTAaTOYHAs IS JaIbHEUIIINX

NEeUCTBUM 10 Bepu(UKaIlUA CUTHAJIA,
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«CIIOHCOP-HCCIIeI0BaTeIb (SPONSor-investigator)» — dbusnyeckoe M1,
KOTOpPO€ HWHHUIIMUPYET W  BBIMIOJHICT KJIMHUYECKOE  HCCIICOBAHUC
CaMOCTOATENIbHO  JIMO0O ¢  WHBIMA  HCCJICAOBATEIIMH W TIOJ
HEIMOCPEICTBEHHBIM PYKOBOJICTBOM KOTOPOTO BBIMIOHSIOTCS Ha3HauYeHUE,
BbIJa4a WM TPUMEHEHHE UCCIEAYyeMOro Tpemapara CyObeKTaMu
uccienoBanus. B 00s3aHHOCTH  CIOHCOPA-HUCCIAEAOBATENS]  BXOJAT

00s3aHHOCTH KakK CIIOHCOpAa, TaK U UCCIICA0OBATCIIA.

2. OO01me 1moJI0KEHUA

[lepuoanueckuit aHanmu3 wuHOpMAMKM 1O OE30MACHOCTU IIPH
KIIMHAYECKOW pa3pabOTKe MCCIeNyeMOro IMpenapara HWMEET perlaromnee
3HAUYCHHWE JJIsI HEMPEPHIBHOM OICHKA PHUCKAa CYOBEKTOB WCCIICIOBAHMS.
BaxxHo obecmeunBaTh peErysipHOC HWHPOPMHUPOBAHUE YIOJIHOMOYEHHBIX
OpraHOB TOCYIapCTB — WJIEHOB EBpa3uiiCKOro SKOHOMHUYECKOTO COoro3a (Jalee
COOTBETCTBEHHO — YIOJIHOMOYEHHBIE OpraHbl, rocyaapcrBa-uieHbl, Coro3)
U UHBIX 3aUHTEPECOBAHHBIX CTOPOH (HAmpUMep, ODKCIEPTHOTO COBETa
opranmnzanuu (He3zaBucumsiili stnueckuit komuter) (nanee — 3CO (HOK)))
O pesynbTaTax JAaHHOTO aHaJIW3a W TIOJYYCHHS JaHHBIX B OTHOIIEHUU
npoduist 6€30MacHOCTH MCCIIEyEMOTO Tpenapara, a TakkKe YBEAOMIICHUS O
JNEUCTBUSIX, TPUHATBIX B OTHOUIEHWM BO3HUKAIOIIMX BOIPOCOB IO
oe3omnacHoctd. [lepuoanyeckuii oTdyer Mo 0€30MaCHOCTU pa3padaTHIBAEMOIO
(uccnenpyemoro) JsekapcTBeHHoro mnpemnapara (nanee — POOB) sBasiercs
CTaHAAPTOM [IJIsi TMEPUOAMYECKONM OTYETHOCTH MO pa3padaThIBaeMbIM
(ucciemyeMbIM) Ipenaparam (BKJItouas 3aperucTpUpOBaHHbIE MTpenapaTsl, 1Mo
KOTOPBIM MPOJI0KAETCS BHIMOJIHEHUE Pa3pabOTKU) AJIsl TOCYIapCTB-YICHOB.

OcnoBHol nens0 POOD sABnsieTcss mpeacTaBICHUE UCUYEPITBIBAOIIETO
U TIyOOKOr0 €XEroJHOro 0030pa M OLEHKUM UHPOpPMALUKU MO0 0€30MacHOCTH

UCCJIEIYEeMOro Ipernapara, Koropas Obuia coOpaHa Ha MNPOTSIKEHUU
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OTYETHOTO MEPUOJA BHE 3aBUCUMOCTH OT €r0 PErMCTPalMOHHOIO CTaTyca
MTOCPEICTBOM:

OIIEHKM BO3MOXHBIX OTJIMYHMN IOJYYEHHON 3a OTYETHBIN IEePHOI
CIIOHCOPOM HH(OpMaIMK 10 0€30MaCHOCTH OT MPEIISCTBYIONUX 3HAHUN 110
npo¢uiito 6€30MacCHOCTH UCCIEAYEMOTO MPOAYKTA;

OMMUCAaHUSI HOBBIX BBISBJICHHBIX AacHeKTOB Mpoduiis O0e30MacCHOCTH,
KOTOPBIE MOTYT OKa3aTh BIMSHHUE Ha OOecIieueHre 0€30MaCHOCTU CYyOBhEKTOB
UCCIIC/IOBAHMUS;

0000IIeHnsT  JTaHHBIX TI0 TEKYyIIeW OIleHKe U  YIIPaBICHHIO
UJISHTH(UIIMPOBAHHBIMHU 1 IMTOTCHIIMANBHBIMI PUCKAMU;

MPEJCTABICHUS OOHOBJICHUSI TI0 COCTOSIHUIO KJIIMHUYECKOTO U3Yy4YEHUS
(mporpaMMbl pa3pabOTKH) U PEe3yIbTaTOB UCCIICIOBAHUSI.

POOB nomxeH ObITh JIAKOHUYHBIM U TIPEACTABIIAThH YIIOJHOMOYEHHBIM
OpraHaM TOCYIapCTB-WICHOB HWH(OPMAIIHIO, ITO3BOJISIONIYIO TTOJATBEPIUTH
o0ecriedyeHre CIIOHCOPOM HaJUIeXKAaIler0 MOHUTOPUHTA U OLICHKH JJAHHBIX 11O
npopuiito Oe3omacHoCTU wuccieayemoro mnpenapara. B POOb mopnexar
OTPXKEHHUIO BCE HOBBIE aCMEKThl MPOoduisi 0e30MacHOCTH, BBISBICHHBIC 32
otueTHbIM niepuoa. POOb He H0JKeH MCIOoJIb30BaThCs B MENSIX MEPBUYHOTO
YBEJIOMJICHUSI O 3HAYMMBIX HOBBIX JaHHBIX 110 0Oe30macHOCTH JHUOO B
Ka4eCTBE CII0Cc00a BBISBJICHUSI HOBBIX aCTIEKTOB MPO(uist 6€301acHOCTH.

OcHoBHoi1 Britouaemoit B POOb undopmarueid sSiBISIFOTCS TaHHbIE U
pe3yJbTaThl KIMHUYECKUX HCCICTOBAHUN JIGKAPCTBEHHBIX IIpENapaToB u
OMOJIOTHYECKUX BEIIECTB, BHE 3aBUCUMOCTU OT HMX PErHUCTPAIMOHHOIO
ctatyca. B ciaydae TIpoAOJDKEHHMS KJIMHUYECKOTO HW3YyYEeHHsSl I0CIIe
perucTpamnuu JiekapcTBeHHoro mpemnapara, POOb BkirouaeT Takxke JTaHHbBIC
MMOCTPETUCTPAMOHHBIX HUccaenoBanuii. POODb HampaBieH Ha OLEHKY

ucciuenyeMoro  (pazpabaTbiBaeMoro) — mpemapara, uH@opmanus 10
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npernaparaM CpaBHEHHS M ILIaie00 BKIIOYAETCS B HErO TOJBKO B Cllyyae,
€CJIM 9TO UMEET OTHOIIEHHE K 0€30MacHOCTH CyOBEKTOB UCCIICIOBAHMS.

B POOB Bxumtouaercst nH(opMarus mo 6e30MacHOCTH, MoTydaeMasi B X0/Ie
BCEX MPOIOJDKAOIINXCS KIMHUYECKHX HCCACIOBAHUN W MHBIX HCCIICIOBAHUI,
BBINOJIHSACMBIX WJIA 3aBEPIICHHBIX CIIOHCOPOM Ha MPOTSDKCHUH OTYETHOTO
HIepHoa, B TOM YHUCIIE:

KIMHAYECKHE  HWCCIICIOBAHUS  pas3padarbiBaeMoro  (HCCIIEILyeMOro)
npemnapara ((hapMakoJOrHUeCKre MCCIICIOBAHUS Y YEIOBEKa, TeParleBTUUCCKHE
TIOMCKOBBIE MCCIICIOBAHMS M TEPATIEBTUYECKHE MTOATBEPIKIAFOIIHE HCCIICTOBAHMS
(dassr | - 111));

KIMHUYECKHE HCCIICAOBAHUS  3apETHMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO
mpernapara Mo O0OpPEHHBIM TIOKa3aHHWsAM (HCCIICIOBAHUE TEPareBTHIECKOTO
npumenenus (daza 1V));

TEPANeBTUYECKOE MPUMEHEHHE HCCIIEIyeMOro mpernapara (Harmpumep, B
paMKax pacIIMpPEeHHOr0 I0CTYIIa, HHANBHIYaILHOTO TOCTYIIA U HHBIX);

KIMHUYECKHE HCCICAOBAHUS, MPOBOIUMBIC JUIS MOMICPIKKA HM3MCHEHHI
mporiecca MPOU3BO/CTBA JISKAPCTBEHHOTO CPE/ICTRA.

POOB Tarke BKIO4aeT B CeOs WHBIC JAHHBIC, KOTOPBIC SBJSTFOTCS
3HAYUMBIMH B OTHOIIEHMH 0€30MacHOCTH pa3padarsiBaeMoro (KCCiIeayeMoro)
npernapara, B TOM YKcie CASAYIOIIIe JaHHbIC:

HAOJIOIATEbHBIX U STIHACMHOIIOTHYECKUX UCCIICTOBAHMIA;

JTOKITMHUYECKAX HCCIICNOBAHNH (TOKCHKOJIOTHUCCKUX HCCIICNOBAHUN H
uccrea0BaHui N Vitro);

apyrux POOB, koTopbie UMEIOT OTHOIIIEHHE K HCCIISAYEMOMY Tperapary;

TPOU3BOICTBEHHBIX M MUKPOOHUOJIOTHUECKUX U3MEHEHHI,

HEJIABHO OIMYOIMKOBAHHBIC B MEIUIIMHCKOM JIUTEPATypeE;

KIMHUYECKUX HCCICIOBAHUIMA, M0 Pe3y/braraM KOTOPhIX ObLia BBISBICHA

HCAOCTAaTO4YHaA 3(1)(1)CKTI/IBHOCTB, 9TO MOINIO OKa3arb HCIOCPCACTBCHHOC
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BIMSIHME HA O€30MacHOCTh CYOBEKTOB HCCIIENOBAaHUS (HAMPUMED, YXYAIICHUE
OCHOBHOTO 3a00JIeBaHUSI B CJydae CEphe3HOM WM JKH3HEYTPOXKArOIIeH
MaToJIOTHN );

WHBIX  HWCTOYHUKOB  JIAaHHBIX 110  OE30MacHOCTH  aHAJIOTUYHOTO
TEpareBTUIECKOTO KJTacca;

KIMHAYECKUX WCCIIEOBAaHUM, MPOBEACHHBIX TMapTHEPaAMH CIIOHCOpPA IO

pa3paboTKe, €CIIU 3TO MPEAYCMOTPEHO JOTOBOPAMHU.

3. O01ue MpUHITUTIBI
3.1. Equneiit POOB niis neicTByroIIero BemecTna

C nenpro oOecrneYeHusl MCUEPIBIBAIOIIETO aHAIM3a W IPEICTaBICHUS
JAHHBIX MO OE€30MacHOCTU WCCIEAYEeMOTO TIpenapara CIOHCOP JIOJKEH
npeactaBiAth  eauHbldi  POOb, BKiItoyaromuii  JaHHBIE IO  BCEM
JEeKapCTBEHHBIM (opMaM H JO3UPOBKAM, IIOKa3aHHSIM K Ha3HAYEHUIO,
UCCIeyEMbIM TIOMYJAIUSIM (KOTAa BO3MOXHO). B ciywyae, eciam 3To He
MPEJCTABISETCS BO3MOXHBIM (HampuMep, KOTJAa JIaHHBIE HEJOCTYMIHBI
CIIOHCOPY), CHEAYEeT NPEACTABUThL COOTBETCTBYIOIEE OOBICHEHUE BO
BBOJHOI 4aCTU OTYETA.

Ecou B pazpaboTke mcciemyeMoro mpernapara y4yacTBYIOT HECKOJIBKO
CIIOHCOPOB, B YACTHOCTHU TPHU BBIMOJHEHUU COBMECTHOM pa3pabOTKU WK Ha

OCHOBAHHUH MHBIX JIOTOBOPOB, MU MOXET OBITh TIpecTaBiieH enuHbiii POOBD.

3.2. Ilepuognunocts npeacrapneauss POOD u mata okoHuaHus cOopa JaHHBIX

Hayano rogoBoro nepuosa no npeacTaBICHUI0 OTYETA ONPEAEISIETCS B
COOTBETCTBUU C MEXJIYHApPOJHOM JaToll 0J00peHus pa3padaThiBAEMOTO
nekapctBeHHoro mpemnapara (nainee — MJIOPJIIT). Mecsiy u mata MJZIOPJIIT

SBJISIIOTCS JaTOM Hadasia oTcuera rogoBoro nepuoja ajs nogadu POOB.
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B cnydae mnpoBeleHHST MEPBOTO KIMHUYECKOTO UCCIEJOBAHUS Ha
TEPPUTOPUU CTPaHbl, B KOTOPOH OTCYTCTBYeT o(uIMagbHas Mpoleaypa
0I00OpeHUs]  KJIMHUYECKOTO  HCCIEIOBaHUS, COOTBETCTBYIOIAs  JiaTa,
CBSI3aHHAsl C HayaJioOM IMEPBOTO KIMHUYECKOTO HCCIIEIOBAHUS, JOJDKHA OBIThH
Ha3HaueHa CcroHcopoM. JlJg BcexX CTpaH, B KOTOPBIX BBIMOJHSIOTCS
KJIMHUYECKHE KCCIIEAOBAHUSI MCCIEAYEeMOro Impenapara, noAAepKUBaeTCs U
ucnoib3yercs equnas MJIOPJIIT npu noaroroske POOB.

Jlaroit okoHuanusi coopa maHHbIXx POObB sBisercs mocneaHuil JeHb
OTYETHOTO Tiepuona, coctapisomero 1 roa. Jns ymoOcTBa BBIOIHEHMS
aJIMUHUCTPATUBHBIX MPOIIETYp MO >KEJTaHHUIO CIIOHCOpa JaToll OKOHYaHUs cOopa
JAHHBIX MOXKET OBITh OMpEENICH MOCICAHUNA JIEHh MECSAIA, MPEAIIESCTBYIOIIETO
MJIOPJIII.

B ciydae mnpoaomKeHHs BBITIOJHEHUS MPOrpaMMbl  KIMHUYECKOU
pa3paboTku JIEKapCTBEHHOTO npemnapara Ha TEPPUTOPUU
rocyJlapcTBa-ujieHa IOCJI€ €ro TOCYJIapCTBEHHOM  pErucTpaiuu, B
COOTBETCTBUU C TpPeOOBAHUSIMH 3aKOHOJIATENIbCTBA TOCYJAapPCTB-UJICHOB
JOJDKHBI npenctaBisaThest kak POOB, Tak u nmepuoandeckue OOHOBIISIEMBIC
oTdeThl Mo Oe3omacHoCcTH ucciaeayemoro mnpenapara (gairee — I[1OOB). Tlo
xkenaHuto crnoHcopa POOB  MoxeT ObITh TMOJATOTOBJIEH HUCXOAS U3
MEXyHApOAHOU natbl peructpanuu (ganee — MJIP), ucnons3yemoil B
[IOOBb, 4YTO TO3BOJIUT CHHXPOHM3UPOBATH JaThl TOJAaYd  0OOMX
MEepUOINYECKUX OTYETOB. B ciydae cunxponmzauuu nar nogauun POODb u
[TIOOB, oTyeTHBIN TEepHOA IJIS CIACAYIOUIEr0 MEPHOJAMYECKOTO OTYETa IO
0€30I1aCHOCTH MCCIIEAYEeMOTO TIperapara He I0JKEH MPEBhIIaTh OJIUH TOJ.

POOb pomxeH mnpencTaBisITbCAd BCEM YIOJHOMOYEHHBIM OpraHam
roCyJapCTB-WICHOB, Ha TEPPUTOPUU KOTOPBIX MPOBOAATCS KIMHUYECKUE
UCCleIoBaHusl (MCHOBITAHUS) HCCIEyeMOro Impemnapara, He mo3aHee 60

KaJICHAAPHbIX JIHEM C JIaThbl OKOHYAHUS c60pa JaHHBIX.
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3.3. [IpogomkurenpHOCTh TOAaY POOBb

[IponomxurensHocty nonaun POODB omnpenensiercss TpeboBaHUSMU
3aKOHOJIaTeNCTBA TOCynapcTBa-uwieHa. Eciiu B rocyaapcTBe-ujieHE WM B
JPYroM ToOCylapcTBe JUOO B OTIETBHOM PETUOHE B COOTBETCTBUHU C
TpeOOBaHUSIMU  COOTBETCTBYIOLIEIO  3aKOHOJATENbCTBA  MPEKpPaIAeTCs
nogadya POOD, cioHCcOpy ciienyer caenaTh yKa3aHue, YTO 3aKJIFOYUTEIbHBIN
POOb sBnsgercss MNOCHEIHUM €XEroJHbIM OTYETOM JUIsl HCCIIEyEMOTO
npernapara B JaHHOM ToCyJapcTBe-wiieHe (IpyroM rocyJaapcTBe, OTACIbHOM
peruone). CHoHCOpy TakKe CJHeAyeT clelaTh yKa3aHue O HaJIuduu

IPpOAO0JDKAIOIUXCA KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ B Ipyrux CrpaHax.

3.4. OTBEeTCTBEHHOCTH 3a MOATOTOBKY U nipenctasienne POOb
3.4.1. OTBETCTBEHHOCTH CIIOHCOPA

CHoHCOp KIMHUYECKOTO HCCIENOBAHUS SIBISETCS OTBETCTBEHHBIM 32
NOATOTOBKY, cojaepxkanue u mnojgayy POObBb. CrnoHcop wuMeer mnpaso
JIeNIeTUPOBaTh BbITIOJIHEHUE paboT mo noaroroBke POOB tperwbeil cropone
(HanpuMep, KOHTPAKTHOW UCCIIEIOBATEILCKOW OpraHu3aluu).

Ecnu cnoncop He umMeer ngocTyna K uH(oOpmaluu, BKJIIOYAEMOW B
onpeneneHHsie pazaensl POOb (Hampumep, COHCOP-UCCIIEI0BATENb MOXKET
HE pacnojiaraTh HH(OpMaIKen Mo acleKkTaM MPOU3BOJACTBEHHOTO Ipoliecca,
JAHHBIM JIOKJIMHUYECKUX MCCIIeIOBaHU, WH(OpManue Mo perucrpanuu
JIEKapCTBEHHOI'0 Mpernapara), JOKHO OBITh CHENAHO COOTBETCTBYIOILIEE

ykazanue B POOD.

3.4.2. OTBETCTBEHHOCTh HECKOJIbKUX CTOPOH

B ClIy4ac BBIIOJHCHUA KIMHUYCCKOI'O UCCIICAOBAHNUA HUIIX IIPOTI'PAMMBI

pa3pa60TKH HCCKOJIBKMUMH CIIOHCOpaMH CTOPOHBI OOJIKHBI OPraHU30BATb
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noAaroroBky eaunoro POOB (ecnu Bo3moxkHO). JlaHHOE TpeboBaHUe
pacnpocTpaHseTcs MpU HAJIMYUMU y CIOHCOpa JOTOBOPOB IO COBMECTHOM
pa3paboTKe WM JIMIEH3UOHHBIX JIOTOBOPOB C OJHOM MM 00Jiee CTOpOHAMU
au00 B Cllydae BBITMIOJHEHHUS OTIEIBHBIX KIMHUYECKUX HCCIEAOBAHUM WU
nmporpaMMbl  pa3paOOTKH JIGKAPCTBEHHOTO TMpernapara C BOBJICYCHHEM
FOCYJAapCTBEHHBIX W YACTHBIX OPTraHU3allUl, NEJIOBBIX NAPTHEPOB WJIIA MHBIX
CTOpOH. B »3Tux ciy4asx CHOHCOp MOJDKEH pacroJiaraTth MUCbMEHHBIMU
COTJIAIIICHUSIMU, OTPEACIISIIONIUMEI TOPSIOK OOMEHa JTaHHBIMU M JIETAJIbHOE
pacrpeenenne o0s3aHHOCTEN o moAroToBke u npeactasiennto POOB.
Ecim npencrasnenne emmHoro POOb HEBO3MOXHO, CIIOHCOPBI MOTYT
MPUUTH K COITAlIEHHWI0 O mnogade orAcibHbIX POOb Ha omviH W TOT ke
paspabarbiBaeMblii Tiperapar. JlaHHas cuTyaluss MOXKET BO3HHMKHYTbH, KOTJIa
pa3MuHbIE CTOPOHBI HCCICAYIOT pa3palarbiBacMblid Ipernapar IM0 pPa3HbIM
MOKa3aHWsIM, WM CHOCOO0aM BBEICHMS, WIA C HCIOJIb30BAaHUEM Pa3IMYHBIX
nekapcTBeHHbIX (GopM. B kaxaom ciydae B POOb f0mKHO OBITH NPUBEICHO

000CHOBaHHE HIpCACTaBJICHUA OTAC/IbHBIX OTYCTOB.

3.4.3. POOBb 1151 KOMOMHUPOBAHHOM TepaIu

[TockonbKy KJIMHUYECKass pa3padoTka KOMOWHHPOBAHHOW — Teparuu
COIIPsDKEHA C PSJIOM TIOTEHIIMAIBHBIX CIIOKHOCTEH, HacTosime [lpaBuna He
MOTYT TPEIyCMOTPETh BCE BO3MOXHBIE acnekThl. CHOHCOpY —ClieayeT
onpeAerTh Hanbosee npueMiieMbiii BapuaHT moarotoBkd POOB Ha ocHoBaHuuU
OLICHKU psfa (HakTopoB, BKIIOYAs TOMYJSIIIMIO TAlMEHTOB, TOKA3aHUS K
HA3HAUEHUIO, JICKAPCTBEHHYIO (POpPMY U T. ., a TaKXKE YCJIOBUS IPOBEICHUS
KJIMHUYECKUX MCCIIEIOBAaHUM U 3aKOHOJATEIhCTBO rocyaapcTB — wieHoB Coro3a.
B otuere 70KHO OBITH ITPUBEIEHO 000CHOBAHKE BEIOPAHHOT'O MOIXO/1A.

Kak mnpaBuino, mo KIMHUYECKUM HCCIEIOBAaHUAM (UKCUPOBAHHBIX

KOMOHMHaIMi npeactapisercs eauubii POODB (To ecTh npu Ha3HAYEHUHM Kak
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MUHUMYM 2 JEUCTBYIOIIMX BEHIECTB B (PUKCUPOBAHHOW J103€ B OJHOM
nekapctBeHHOM  ¢dopme). Ecmu  cmoHCOp  MPOBOAMT  KIIMHHUYECKHUE
HUCCIICIOBAHUSA  OTACJIBHBIX  KOMIIOHGHTOB,  BXOJAIIMX B  COCTaB
buxcupoBaHHON KoMOMHanMK, oTaeabHble POOB momKHBI MpencTaBiIsThCs
JUIS KaXXJ0ro KOMITOHEeHTa. MMeromyue OTHOIIEHHE MaHHBIE W3 KaXIOTO
POOB nomxHbl OBITH OOOOIIEHBI B COOTBETCTBYIOIIEM pa3jeiie APYrux
POOB (cm. monpazaen 4.11.5 Hacrosimux TpedoBanuit).

Jlst uiccnenoBaHuii, KOTOPBIE BKIIFOYAIOT B ¢€0s1 MHOTOKOMITOHEHTHYIO
Teparui, TO €CTh KOMOWHAIIMU JICKAPCTBEHHBIX CPEJCTB HE SBIISIOTCS
(UKCUPOBAHHBIMHU) CHOHCOP MOXET MOATOTOBUTH OJIMH W3 CIIEIYIOIINX
OTYETOB:

a) POOb 111 KOMOMHUPOBAHHOM Teparuw,

0) POOB(b1) i1 oiHOTO MITK ©60J1e€ UHANBUIYaIbHBIX KOMIIOHEHTOB (B
JaHHOM  ciaydae wuHbOpMalus IO  KIUHUYECKUM  HCCIIEIOBaHUSAM
MHOTOKOMITOHEHTHOM Tepanuu MOKeT ObITh BKiItoueHa B POODB Ha onuH uinu

BCE KOMITOHEHTHI).

[Tpumepsl ctpateruu noarotroBku POOB 1 KoOMOMHUPOBAaHHOMW TepaIruu

KoMOuHupoBaHHas Tepanusi, Ha3Hayaemas POOb
B KIIMHUYECKHUX UCCIICJOBAHUSIX

uccieayemblit mpenapat (A) eaunbiiit POOb
+ 3aperuCTPUPOBAHHBIN(BIC) JIEKAPCTBEHHBIM(bIE) HAa KOMOWHHUPOBAHHYIO TEPamuio
npenapar(sl) (X, Y, Z) A+ X+Y+2)

WITH

POOb Ha UCCIIEeTyEMbII

npenapaT (A), BKJIIOYAIOMINMA
JAHHBIE TI0 KOMOWHUPOBAHHOM
Teparnuu

JBa uccienyeMbix npenaparta (A) + (B) enuubiii POObB
Ha KOMOWHHMPOBAHHYIO TEPAITHIO
(A+B)
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17001
nBa otaenbHbix POOb Ha (A) u
(B), B kaxx/1pIii U3 KOTOPHIX
BKJTFOUYAIOTCS JJAHHBIE TI0
KOMOMHUPOBAHHOM Tepanuu

JBa (MM 00JIee) 3aperuCTPUPOBAHHBIX enusblii POOb
JIeKapCTBEHHBIX Mperapara B Ka4yeCcTBe Ha KOMOMHUPOBAHHYIO TEparuio
uccrenyemoit komounaiwu (X, Y, Z) X+Y+2)

3.5. CnpaBounas uadopmariys mo 0€30MacHOCTH

B memsix ompeneneHuss COOTBETCTBUS MOJIydaeMOW Ha MPOTSHIKEHUH
OTYETHOIro Mepuoaa UHGOpMAIMU 10 O€30MACHOCTH HMMEIOIMMCS JTaHHBIM
no mnpoduiaro 0e30MacHOCTH HUCCIEIyEeMOro Mpenapara HUCHOJIb3YyeTCs
JNEUCTBYIOIass HAa Hayajo0 OTYETHOrO IMepHuojia OpoIlopa HCCleI0BaTeNs.
B cootBercrByromem pasupene POOB (cMm. moapazgen 4.10.1 nHacTosmmx
TpeboBaHuUii) yKa3bpIBAIOTCSI HOMEP BEPCUM U JiaTa OpOIIIOPHI HCCIIeI0BATENS,
KOTOpasi HCIOJIb3yeTCs B KadecTBE CHPaBOYHOM HWHOOpMAIMU  TIO
0e3omnacHocTH. B ciyyasix eciu COrjlacHO 3aKOHOJIaTeNIbCTBY TOCYyAapCTB —
yineHoB Coro3a Opolnropa HccCieaoBaTeNnsi He TpeOyeTrcs, B KayecTBe
crpaBoyHOM uWHQOpMaIuu 1Mo OE€30MaCHOCTH MOXKET OBITh HCMOJIb30BaHA
COOTBETCTBYIOIIAsA UHCTPYKIIUS IO MEAUITMHCKOMY TTPUMEHEHUIO.

Kaxk mpaBwmiio, B kaduecTBe cripaBoyHOM MH(poOpMaIuu mo 0€301macHOCTU
UCIIONB3YETCsl OJIMH JOKyMeHT. [Ipu omnpeneneHHbIX OOCTOATENbCTBAX B
POOB moxeT ucnonab3oBaTbest 0osiee 1 TOKyMEHTa B KaU€CTBE CIIPABOYHOM
uHpopmaluu 1Mo 06e3omacHOCTH (Hampumep, B ciaydasx noarotoBku POODB
JUIST WCCIIEAYEeMOro TMpenapaTra, KOTOpPBIM MNPUMEHSJICS Kak B KauyecTBe
MOHOTEpAaIiM, TaK U B COCTaB€ KOMOMHUPOBAHHOM TEparum).

Ecnu Ha mpoTSHKEHHMM OTYETHOTO TMEpHOoJia BBIMOJHSIICS MEePecMOTP

OpoIlIfopbl  WCcCeaoBaTeIss W OHAa HE TMPEACTaBIIsIach paHee B
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COOTBETCTBYIOIINN YIIOJJHOMOYEHHBIA OpPraH, CIIOHCOP JOJKEH MPEICTABUTh
KOIUIO TEKYIed BepCuu OpOIIIOPHI UCCIEIOBATENS B KAYECTBE MPUIIOKEHUS

Kk POOB.

4. TpeboBaHUs K COCTABY U COJICPKAHUIO
NEPUOIUYECKOr0 OTYETa MO OE30MACHOCTH UCCIEAYyEMOro npenapara
(POOB)

4.1. TurynpHas cCTpaHUlIA

TutynbHasi cTpaHuIla TOJDKHA CoJepKaTh nopsakoBeidi Homep POOB,
HAaMEHOBAaHHWE HCCIEAYEMOr0 TIpenapara, OTYETHBIM MEPUOMA, JaTy
COCTaBJICHHS OTYETa, HA3BAaHHME W AJPEC CIOHCOpA, 3asBJICHUE O
KOH(MUACHINATLHOCTH  HHpopManuu, cojepxameiics B POOb, wu
npenocrepexenne, uto POOb MoxkeT coaepkaTh TaHHBIE C PACKPBITHIMU

KOJaMH PaHJIOMU3AIUH.

4.2. Kpatkoe uznoxenue ocHoBHoro POOb

KpaTtkoe uzioxxeHue BMeCTe C TUTYJIbHOM CTPAHUIECH MOXKET CIYKHUTh
CaMOCTOSITENIbHBIM JIOKYMEHTOM, moaxoasmum g nojgadu B 9CO (HOK) B
rocyJiapcrpax-ujieHax (rze tpedyercs). B kpaTkoe uznoxeHue J0KHA ObITh
BKJIIOYEHA KpaTkasd wuHpopMamus 10 Haubojiee BaXHBIM JIaHHBIM,
BKJIFOUCHHBLIM B OTYET:

HOMEp OT4Ye€Ta W OTYETHBIM TMEpPHOJ, KpaTKas XapaKTEePUCTHKA
HCCIIeyeMOro Mpemnapara (MEXaHUu3M JEHCTBHS, (apMaKoTepaneBTHYCCKUIMA
KJIacC, MOKa3aHUs K MPUMEHEHHIO, CIIOCO0 BBEACHUS, PEKUM JIO3UPOBAHUSA,
JIEKapCTBEHHbIE (POPMBI);

OIleHKa KOJIMYeCTBA CYOBEKTOB MCCJIEAOBAHUS, IOJBEPTIINXCS

BO3JICHCTBHUIO HCCIICAYEMOTO IIpCIiapara,
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PETHCTPAIIMOHHBIA CTAaTyC C YyKa3aHHEeM KOJWYecTBa CTpaH (ecim
JIEKapCTBEHHBIN MIpenapar 3aperucTpupoBaH);

KpaTKOE€ H3JI0KEHHE OO0O0OIIEHHON OIleHKH mpoduias 0e30macHOCTH
(cm. paznen 4.21 nacrosmux TpeGoBanuit);

KpaTKO€ H3J0KEHUE BAXHBIX PUCKOB (CM. pazzen 4.22 HaCTOSIIMNX
TpeboBaHnuii);

MEpBI, MPUHATHIE B CBSI3M C JaHHBIMM IO OE€30MACHOCTH, BKIIOYas
CYILIECTBEHHbIE U3MEHEHHUS B OpOIIIOPE HCCIIeI0BATEIIS;

3aKJTIOUCHHUE (BBIBOIBI).

4.3. OrnaBsieHue

Paznen nomxen conepxkarb ormnaBienue POOB.

4.4. BBenenue

Bo BBeneHnn ykasbiBaeTcs clieaytomias nHpopManus:

MIAOPJIT vsmu MJIP (eciu mpuMeHUMO);

OTYETHBIN TTeproA U opsiakoBbii HoMep POOD;

XapaKTEpUCTUKA HCCIEyeMOro rmnpemapara (MeXxaHU3M  JICHCTBUS,
(hapMaKoTepareBTUYECKUM KJIacc, CIOCco0 BBEACHUS, PEXKHUM JO3UPOBAHMUS,
JIeKapCTBEHHBIC (hOPMBI);

KpaTKoe OINHUCAaHWE TOKa3aHWM K TPUMEHEHHUI0O U HCCIEAYEMbIX
TTOITYJISLINM;

Kparkoe OIMCaHWE XapakTepa W  BPEMEHHOM  HAIlpaBJIICHHOCTH
KJIMHUYECKUX MCCICIOBAHWM, BKJIIOUEHHBIX B OTYET (Hampumep, BCE
KJIMHAYECKUE UCCIIEI0BAaHMS UCCIIEyeMOro Ipenapara;

KIMHAYECKHE  HMCCIEOBaHUS 10  ONPEACTICHHOMY  IOKAa3aHUIO;

UCCIIEIOBAHMSI KOMOMHUPOBAHHOM TEparun);
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KparKoe OMUCAHKUE U MOSICHEHUS B OTHOLIEHUH KakoW-1100 nHpOopMaIuy,
KoTOopasi He ObUTa BKJIFOYEHA B OTYET (HAIMpuUMep, HENpEICTABICHUE YacTH
uHbopMaI 10 O€30MacHOCTH TapTHEpPaMH MO pa3padoTKe HCCISTyeMOro
nperapara);

o0OoCHOBaHHE MpeAcTaBieHUs Heckoiabkux POOB  ana  omHOTrO

UCCIIeAYEMOTO TIpenapara (€Cii MPUMEHHUMO ).

4.5. PeructpaiimoHHbIN CTaTyC B MUPE

B nanHom pazjene AOMKHO OBITh MPEICTABICHO KPAaTKOE HM3JI0KEHUE
COCTOSIHMSI TI0 PErMCTPAllMOHHOMY CTarycy (€cid MPUMEHUMO), BKIIOYas
M/IP, 3apeructpupoBaHHbIE MTOKa3aHUS (3apETUCTPUPOBAHHOE MOKA3aHUE) K

MPUMEHEHUI0, OJIOOPEHHBIE 103bI, COOTBETCTBYIOIIUE CTPAHBI.

4.6. Mepbl, TpUHSATHIC 32 OTYCTHBIN TTEPUO.T
B CBSI3U C JAHHBIMH 10 0€30MaCHOCTH

JlaHHBIN pa3zien JOJKEH BKIIOYATh ONMHCAHUE MPHUHSTHIX 32 OTYETHBIH
NepuoJl  CIIOHCOPOM,  YIOJHOMOYEHHBIMM  OpraHaMd, HE3aBUCHUMBIM
KOMHUTETOM N0 MOHUTOpUHTY AaHHbIX, DCO (HOK) B nensix 6e3omacHocTH
Mep, KOTOpbIE OKa3alu BIUSHUE HAa MPOBEACHUE OINPEEIECHHOrO
KJIMHAYECKOTO0  MCCIEOBaHMUs  (MCCIEIOBAaHMIM) WM Ha MNpPOTpaMMy
KJIMHAYECKOW pa3paboTku B 1ejaoM. B paszgene JoKHBI OBITH yKa3aHbl
OCHOBaHMS JJI MPUHATHUS MEp, a TaK)KE BO3MOXKHBIE M3MEHEHHS MO paHee
HNPUHATHIM Me€paM (HarpuMep, BO30OHOBIIEHUE KIMHUYECKOTO UCCIIEI0BaAHUS
MOCJI€ €ro MpUOCTaHOBKHM). B 1ensx 0e30mMacHOCTH MOTYT OBITh HPUHSITHI
MEpHI:

OTKa3 CO CTOPOHBI YMOJHOMOYEHHbIX opraHoB wim OCO (HOK) B
pa3pelieHuy MPOBEIAEHUS KIMHUYECKOTO HCCIAEAOBaHUS M0 JSTUYECKUM

OCHOBAHHMSIM HJIM acIIeKTaM 0€30IMacCHOCTH;
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yacTUyHas  (MOJHasl)  MPUOCTAHOBKA WM  MPEXKJIEBPEMEHHOE
peKpanieHue KIMHUYECKOr0 MCCIIEOBAaHUS 110 MPUUYMHE MOJYYSHHUS] HOBBIX
JAHHBIX O  0E€30MacHOCTM WM  HeAOCTaTo4HOM 3¢ (eKTUBHOCTU
UCCJIeyeMOro Mpernapara;

OT3bIB UCCIIETyEMOT0 IIpenapara Uiy mpernapara CpaBHEHUS;

OTKa3 B rOCYJapCTBEHHOW PErUCTpaIlMy MO UCCIEyEMbIM MTOKa3aHUIM
K NPUMEHEHUIO, BKJItOUast JOOPOBOJIbHBIN OT3bIB 3asBJICHUS HA MPOBEICHUE
roCyAapCTBEHHOM perucTpaluy;

BBEJICHHE MEp MO YIpaBJICHUIO pUCKaMU (BHECEHHE IIONPABOK B
MPOTOKOJ B CBSI3M C AacmeKkTaMu 0e30macHOCTH Wik 3(PEHEKTUBHOCTH
UCCIIEyEMOr0 TMpenapara, BKIOYAash U3MEHEHHE pEXHMa JO3UPOBAHMUS,
KpUTEpPUEB BKIIOUEHHS (HEBKJIIOYEHHUS), BBEACHUE JOMOJHUTEIHHOIO
MOHUTOPUHIA, OrPAHUYEHHME JUIMTEILHOCTU BO3JIEUCTBUS, OIPaHUYCHUE
UCCleyeMOM MOMYJISIINY I MOKa3aHUM K TPUMEHEHUIO;

M3MEHEeHHE NH()OPMHUPOBAHHOTO COTJIACHSL;

M3MEHEHHE COCTaBa Mmpenapara;

BBEJICHHE YIOJIHOMOYEHHBIMU opraHamu JOTIOTHUTEIBHBIX
TpebOBaHUM MO MpeCTaBICHUIO HHGOPMAIUU TT0 0€30MaCHOCTH;

NOJATOTOBKA JOMOJHUTEILHON HHGOpMAIMU A UCCIeAoBaTeNe u
MEJIUIIMHCKUX Pa0OTHUKOB;

MJITAHUPOBAHUE HOBBIX MCCIIEIOBAHUH 10 U3YUYEHUIO aCIIEKTOB MPOdUIIS
0€30IMacHOCTH).

[Ipu Hanmu4YMKU rocyJapCTBEHHON PErvuCTpalliy B IaHHBIN pa3jie TakKe
BKJIIOYAIOTCA CJIEIYIOIME MEpbl B OTHOILIEHUU 3apPETHMCTPUPOBAHHOIO
JIEKQpCTBEHHOTO TIpemnapara:

OTKa3 CO CTOPOHBI YIOJHOMOYEHHBIX OPraHOB B TMOJATBEPKIACHUU
perucTpanuy;

IMPUOCTAHOBKA PCTUCTPALHN WUJIN OT3bIB C PBIHKA,
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MPUHATHAE YIOJTHOMOYEHHBIMH OpTaHaMH Mep [0 YIPaBJICHUIO
puCKaMu (CYIIECTBEHHBIC OTPAaHUYCHHSI B OOpaIlleHUH;

CYIIECTBEHHBIC H3MEHEHUS B HWHCTPYKIHH 1O MEIUIITHCKOMY
NPUMEHEHHUIO, KOTOpbIE MOTYT TOBJMATH Ha MPOrpaMMy KIMHHYECKON
pa3paboTKH;

MOATOTOBKA  JOTIOJHUTEIHHON HWHPOpPMAIMM W  JAPYTHE  MEpPHI
MUHUMU3AIUNA PUCKA,;

Ha3HAYCHHE  YIMOJHOMOYEHHBIMH  OpPTaHaMH  JOTOJHHUTEIbHBIX
MOCTPETUCTPAIMOHHBIX MCCIICAOBAHUM WM WHBIX MCCIEIOBAHUN 1O OIICHKE
acTeKTOB Mo s 6€30MaCHOCTH, BKITIOUAs TOKINHUYECKHUE UCCIICTOBAHMUS).

B nanHBI pazmen Takke BKIFOYAIOTCS 3ampOChl YITOJTHOMOYEHHBIX
OpPraHoOB, KOTOPHIE BBOJSAT OIPEACICHHBIE OTPAHWYCHUS B OTHOUICHUU
TEeKyIIeW WIKM TUIAHUPYEMOW TMPOTpamMMbl  pa3pabOTKH  HCCIEAYEeMOTO
npernapara (Harpumep, TpeboBaHuE IPOBEICHUS JUTUTEITHHBIX
JTOKJIMHUYECKUX WCCICIOBAHUA 10 Hadajga JOJTOCPOYHBIX KIMHUYECKUX
HCCIIEIOBAHMM, 3alpoCc O MPEACTABICHUM CHEeHU(UYECKUX HJaHHBIX I10
0€30IMacHOCTH JI0 Hayvaja MeIuaTpruaeckoro UCCIeI0BaHUS ).

JlanHast uadopMmarius rnpeacrapisieTcs B GopMe 0000IIEHHOTO MepeUHs

C YKa3zaHueM OOHOBJIEHUH (€CIi MPUMEHHUMO).

4.7. I3MeHeHu s, BHECEHHbIEC B CIPAaBOYHYI0 HH(POPMAIIUIO
1o 0€30MacHOCTH UCCIEAYyEeMOro npenapara
JlaHHBIN pa3nen BKIIOYAET B ceOsl MEepeYeHb U3MEHEHHM, KOTOphIE ObLIH
BHECEHbl 3a OTYETHBIA TMepuoJ B OpOLIIOPY HCCIeIoBaTeNsl WIM HHYIO
CIIPaBOYHYIO0 HMH(OpPMAIMIO MO0 OE30MaCHOCTH B CBA3M C HOBBIMHU AaCHEKTaMU
npoduiiss 0€30MaCHOCTH UCCIEAYEMOro Mpemnapara. J[aHHble U3MEHEHUS] MOTYT
KacarbCsl, HalpUMep, U3MEHEHUN KPUTEPUEB HEBKITIOUECHUSI, TPOTUBONIOKA3AHUMH,

MEp TPEJOCTOPOKHOCTH W OCOOBIX  yKa3aHWil, TIEpEYHS CEPbE3HBIX
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HEXKENIaTeIbHBIX PEeaKIMil M HEKelaTeIbHBbIX SBICHUHM, MPEACTABIISIONIIX
0COOBIN MHTEPEC, JIEKAPCTBEHHBIX B3aMMOJICUCTBUM, a TaK)KE BaXKHBIC JaHHBIC,
MOJTyYeHHBIC B XOJIe JOKJIMHWYECKUX HucciienoBanuil. [logpoOHas uHbopmarius
M0 JIaHHBIM HW3MEHEHUSIM JOJhKHA OBbITh TPEJCTAaBJIEHA B COOTBETCTBYIOIIUX

paznenax POOB.

4.8. TlepedeHb MPOIOIDKAIOIMIUXCS U 3aBEPIICHHBIX
B OTYETHOM IEPUOJIE KIMHUYECKUX UCCIIETOBAHUN

JlanHbI  pazmen BKIOYaET B ce0s  KpaTkKylo HHGOPMAIUIO  TI0
NPOAODKAOIMIMMCS W 3aBEPIICHHBIM B OTYETHOM MEPUOAE KIMHUYECKUM
UCCJICIOBAHUSIM C MPEACTABICHUEM B MPWIOKEHUU K TIEPUOJUUYECKOMY OTUETY
(B TaOnMuHOM popMme) eTanbHON HHPOPMAITH 110 CIETYIONTUM pa3jieam:

WIEeHTU(PUKAIIMOHHBIA HOMED U (pa3a uccaea0BaHMS;

CTaryC BBINOJHEHUS (IIPOAOLKAIOIIEECS MCCIEIOBAHUE — KIMHUYECKOE
VCCJIEIOBAHUE HAYAJIOCH);

KIIMHUYECKOE MCCIICJOBAHME HA4YaJloCh, HO B HACTOSIIEE BpeMs
MPUOCTAHOBJIEHO;

KJIIMHUYECKOE HCCIIEIOBAHUE 3aBEPIICHO, HO OTYET MO KJIMHUYECKOMY
VICCJIETOBAHUIO €IIE HE 3aKOHYEH;

3aBEPUIEHHOE MCCJIENOBAHUE — OTYET MO KIMHUYECKOMY HCCIIENOBAHUIO
3aKOHYEH);

roCcydapCTBa-WiICHbl, B KOTOPBIX PpACIOJIOXKEH KaK MHHHUMYM OJIMH
HCCIIENOBATEIIbCKUM IICHTD;

KpaTKoe Ha3BaHUE UCCIIEIOBAHUS;

IU3aliH UCCIIEN0BaHUS (HEKOHTPOIMPYEMOE, KOHTPOIIMPYEMOE, OTKPBITOE,
IIPOCTOE CJENOE, JBOMHOE CIIENIOE, B MAapaJUIENbHBIX TPyNIax, ¢ MEPEKPECTHBIM

JTU3aHOM H T. J1., BKJIOYas pa3/IeJICHUE Ha TPYIIIbI JICUCHUS);



20

7036l U PEXKHUM JIO3UPOBAHUS HCCISTyeMOTO Tperapara W mpemnapara
(mperapaToB) CpaBHEHUS;

XapaKTepPUCTUKA HCCIIeTyeMON OISy (BO3pacT, TMOJ, MOKa3aHUs K
IPUMEHEHHNI0, 0CO0bIe TPYIBI CYOBEKTOB (MAIIMEHTOB) (HAIpUMeEp, TMAIEHTHI
C HapymieHneM (YHKIMW TOYeK WJIA TAlMeHThl C PE3UCTEHTHOCTBIO K
JICUCHHUIO));

JaTa Hadajga KIMHMYECKOTO MCCIIeNOBaHMS (TI0 ONPEICIICHHIO CIIOHCOPA)
(HanpuMep, TIEPBBI BU3UT TMEPBOTO BKJIIOUEHHOTO CYOBEKTa (TaIlMeHTa)
UCCIIEIOBAHUS);

TUTAHUPYEMBIN 00hEM BKITFOUCHYS,

OIICHKa KYMYJIITUBHOTO YHCJIA TAIMEHTOB (CYOBEKTOB) HCCIIEIOBAHMS,
MOTYYMBIIUX JICUCHHE B KaXKIOW JieueOHOM rpymme (eclii TPUMEHHMO).
B nanHOM pa3nmene MOMKHBI OBITh TPHBEIACHBI JaHHBIE IO (PAKTHYECKOMY
KOJIMYECTBY BKJIFOUEHHBIX CYOBEKTOB WCCIENOBAHUS B OTKPBITHIX HIIU
3aBEPIICHHBIX KIMHUYECKUX MCCIICAOBAaHUSIX M (WJIM) OIIEHKA, OCHOBaHHAs Ha

croco0e paHAOMM3ALIUU TS CIIETIBIX MCCIICTOBAHMIM.

4.9. OrieHKa KOJIMYEeCTBa CYOBEKTOB, TTOABEPIIIINXCS
BO3JICHCTBHIO UCCIIEIyeMOro Ipernapara
Hanubeiii paznen POOb nmomkeH coxepkarh uHbOpMaimio o0 001eM
KOJTMYECTBE CYOBEKTOB, TIOABEPIIIMXCS BO3IACHCTBUIO  (KyMYJISATHBHOMY
BO3JICHCTBUIO) B KIMHUYCCKUX HccaemoBaHmsax (cMm. mompasgen 4.9.1
HacTosmux  IpeOoBaHWil) W  TPH  TEPANCBTUYCCKOM  IPUMCHCHUH
(cm.  mompazaen  4.9.2  Hacrosiux — TpebGoBanuii). TpeOoBanus 110
Npe/CTaBIeHUI0O HWHOOpPMAIIMKM B JIaHHOM pasfelie  BKJIIOYalOT B ce0s

CIIeTyIOIIIeE:
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a) TaHHBIE JTOJIKHBI OBITH MTPE/ICTABIICHBI B TAOIMYHOUN PopMme;

0) Ip¥ HaJIWYKME CYHIECTBEHHBIX pa3IMuuil MEXKIY KIMHUYECKUMU
UCCIICZIOBAaHUSIMU B OTHOILIIEHUU HCCIEAYyeMOM J03bI, crocoda BBEICHMS,
UCCIIEAYEMOM MOMYJISIIUU IaHHbIE B TAOIUIIE TOKHBI OBITH COOTBETCTBYIOIIUM
0o0pa3oM OMUCaHbI TMOO MPE/ICTABIEHBI B BUJIE OTJEIbHBIX TAOJIMUII;

B) €CIIM CBOAHBIC TAaONMWIIBI CEPHE3HBIX HEKENATSNbHBIX — SBICHUMA
NPEACTABIEHBI OTJEIBHO MO KaXIOMY HCCIEAYEMOMY MOKa3aHUIO, JaHHBIE IO
OLICHKE BO3IEUCTBUS (KyMYJSITUBHOTO BO3JCUCTBUA) JOJDKHBI OBITH TaKkKe
CTPYIIITUPOBAHBI IO UCCIIEAYEMBIM MTOKA3aHUSIM;

I)TIpd  HAIAYUM  CYIIECTBEHHBIX  PACXOXKACHUA TI0  BPEMEHH
KyMYJISTUBHOTO BO3JCUCTBUS MEXKTY KIMHUYCCKUMH HWCCIICIOBAHUSAMU WA
UCCIIEYEMBIM TpEnapaTtoM U mpenaparoM (Ipernaparamu) CpaBHEHUS JIaHHBIC
M0 OIICHKE BO3JCHCTBHS PEKOMEHIYETCS MPEJICTABISITh B YCIOBHBIX €IMHUIAX
«CyObEKT — MPOMEXYTOK BpPEMEHU» (YENIOBEKO-/I€Hb, YEIOBEKO-MECSI] WU
YeJI0BEKO-TO/1aX);

1) JaHHBIE 10 BO3JIEHCTBUIO Ha 3JI0POBBIX JOOPOBOJIBIIEB (B 0COOCHHOCTH
IpU U3YYEHUU OJIHOKPATHOTO HA3HAYEHHUsI) MOTYT MPEACTABIATHCS OTAEIHHO
BBU/TYy UX MEHBIIIEH 3HAYMMOCTH JIJIsl OLIEHKU TIpouisi 0€30MacHOCTH;

€) UId 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEMaparoB, KOTOPHIE
HAXOATCS B TIpOrpaMMe KIIMHUYECKON pa3pabOTKH, MOXKET OBITh MCTOIh30BaH
MEHEe TOYHBIH TIIONXOI B OICHKE KyMYJIATUBHOTO BO3JCUCTBUS B XOJE
KJIMHUYECKUX HCCIIEOBAHUNA B CIlyda€ MHOTOJIETHETO TEepareBTHYECKOrO
NpPUMEHEHUS U (WJIM) MPUMEHEHHUS [0 MHOTOUMCIIEHHBIM MOKa3aHUsIM (CIIOHCOP

JOJDKCH KOMMCHTHUPOBATDb TAKHUC CIIY I‘IaI/I).
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4.9.1. O6o6meHHas OTICHKA KOJNYECTBA CYOBEKTOB,
MOJIBEPTLINXCS BO3JIEUCTBHUIO UCCIIEAYEMOro Mpernapara
B XO/JI€ BBITIOJTHEHUSI TPOTPaMMBbl KJIMHUYECKON pa3paboTKu

JlanHBIN TIOZpa3/ien JODKEeH BKIIIOYaTh B ce0s (B TaOiuuHOM (opme)
CJICAYIOIIYI0 MH(POPMALIUIO:

olliee 4YHUCIO CYObEKTOB B TMPOAODKAIOIIMXCS W 3aBEPIIECHHBIX
KIIMHUYECKUX UCCIICIOBAHUSIX;

KOJIMYECTBO CYOBEKTOB KJIMHUYECKUX HCCIEIOBAaHUM, TOYy4YHBIINX
UCCIIeAyeMbIN mpenapar, miamnedo u (WiM) npenaparbl CpaBHEHUS, HAuMHAs C
MIOPJIIT (B ciaydae cienbix MPOIOJDKAIOIIUXCS HCCIAEAOBAHUNA YHCIIO
CYOBEKTOB OLICHUBAETCS KCXOJISI U3 UCTOIb3yEMOI0 METOIA PAHOMU3AIIHHN);

KyMYJISITUBHOE KOJIMYECTBO CYOBEKTOB KIMHUYECKUX UCCIEOBAHUM,
MOJBEPIIINXCS BO3JACHCTBUIO HCCIEyEeMOIo Ipernapara IO BO3PACTHBIM
rpyIam, Moy, pacoBOM MPUHAICKHOCTH (IIPU HAJTMYUU JIaHHBIX);

neMorpauyecKkue XapakTEepUCTUKU [0 OTAEIbHBIM HCCISTOBAHUIM
0co0oi BayKHOCTHU (Hampumep, kinroueBbie uccienoBanus |1 ¢asebrn).

B nanHoMm monpasjienie NPUBOJAMUTCS yKa3aHUE W OOOCHOBAHUE
UCIIOJIb30BAHHOTO MeTroaa (METOo10B) OLICHKHU 000011IeHHOTO

(KYMYJISITI/IBHOFO) BO3I[CI>10TBPI$I, d TAK)KC OI'paHUYICHUA JaHHOT'O MCTOAA.

4.9.2. OnieHka BO3ACHCTBUS TIPU MTOCTPETUCTPAIMOHHOM
MIPUMEHEHUH JIEKApCTBEHHOTO IIperapara
B cimywae ecnm wumcciemyeMbldi  TipemapaTr  3aperHCTPUpPOBAaH  Ha
TEPPUTOPUU KAKOU-THOO CTpaHbl (CTpaH), CIOHCOPOM JOJDKHBI OBITh
BKJIIOUEHBI B OTYET JaHHBIE MO OIIEHKE OO0OOIIEHHOTO (KyMYJISITUBHOTO)
BO3JICHCTBHS Ha TAIMEHTOB TI0 pe3yJibTaTaM IOCTPErUCTPAIlMOHHOTO

INPpUMCHCHUS, OCHOBAHHBIC HA MAAHHBIX IIOCICIHCTO ITIOOb wumm wuHBIX
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HCTOYHHUKAX HOAaHHBIX C YKa3aHUCM H 00OCHOBAHHMEM HCIIOJIB30BAHHOTO

MeToj1a (METOI0B) OIIEHKHU BO3/ICHCTBHS.

4.10. JlanHble B BUE CTPYKTYPUPOBAHHBIX MIEPEUHEN
1 0000IIEHHBIX (KYMYJISTUBHBIX) TaOJIHUIT

Hausbiii pazgen POODB pgomkeH coaepkaTh CTPYKTYPHPOBAHHBIC
MEPEYHU CEPbE3HBIX HEXKENATeNbHBIX PEaKIUi, 3aperucTPUPOBAHHBIX
CIIOHCOPOM 3a OTYETHBIM MEepuoja, U 0000IIEHHbIC TAaOJIWYHbIC JAHHBIE IO
CEpbE3HBIM HEXKENATEeNIbHBIM SBJICHUSIM, KOTOpPbIE OBLIM 3aperucTPUpPOBAHbI
cioacopom ¢ MJIOPJIII, To ecTh TabGauIilbl JOJDKHBI BKJIIOUAaTh B ceOs Bce
cepbe3Hble HeXeaTenbHble sapiaeHus (gaiee — CHS), a He Tonbko CHP ms
UCCIIEyEMOTO TIpernapara u npenapaTtoB cpaBHeHUs. ICTOUHMKOM JaHHBIX B
NEPEYHsX U TaOJHIaX C PACKPBITHIMU PAHJIOMU3AIMOHHBIMU KOJaMU MOTYT
OBITh 3aBEpILECHHbIE KIMHUYECKHE UCCIIEIOBAHMS, & TAKKE UHAUBUIYAIbHbBIE
clly4au, B KOTOPBIX OBUIO BBINIOJIHEHO PACKpBITHE KOJa PaHAOMM3ALUU T10
NpUYMHAM, OOYCJIOBJICHHBIM O€30MAaCHOCThI0O CYOBEKTa UCCIEIOBaHUS.
CHoHCOpbl HE JOJKHBI PACKPHIBATh PaHIOMH3AIMOHHBIE KOJBI C IIEIBIO
noaroroBku POOB.

[To ycmoTpenuto crioHcopa AJist 00JerdeHusi BOCIIPUATHS U TOHUMAaHUS
uH(dopMaIMU B pa3jiesie MOXKET UCIOJb30BaThCs Tpaduueckoe 0ToOpakeHue
ONPEIEIICHHBIX aCIIEKTOB TAHHBIX 10 HEKEJIATEIIbHBIM PEAKIIUSIM.

B unenom Tabmuuper CHS noKHBI BKIIOYATH B CEOSI TOJIBKO T€
TEPMUHBI, KOTOPbIE OBLIA UCIIOIB30BAHbI JIJIsl KJIACCU(PUKAIUUA CEPHE3HOCTHU
HEXEJIATeNIbHBIX SIBJICHUH; TaOMUIBI HE JOJDKHBI BKJIIOYATh HECEPHhE3HbIE
HEXKEIIATEIIbHbBIC SIBJICHUS.

OrnpenenieHHbIE HEXKENATEIbHBIE SBJICHHUS MOTYT OBITh MCKIIOYEHBI U3
CTPYKTYPUPOBAHHBIX MEpEeUHEN U 000OIIEHHBIX TAOJIMYHBIX IAHHBIX, OJTHAKO

10 BCEM CACJIaHHBIM MHCKIOYCHUAM OOJIZKHBI OBITH JaHbI OOBSICHEHHST B
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otduere. K 4uMcily Takux HEXKeNaTeNbHBIX SIBJICHUWA OTHOCSTCS, HANpUMED,
HEXKeJlaTeNIbHbIC SBJICHHS, OIpeJesieMble IPOTOKOJIOM KIMHUYECKOTO
HCCIeIOBaHMS Kak He Tpelytolre cOopa ¥ BBO/Ia JaHHBIX B 0a3y JaHHBIX 110
0€30IaCHOCTH, a TaKXe SBISIONIMECS COCTABJISIOINIUMU KOHEYHBIX TOYEK
OlleHKU 3(P()EKTUBHOCTU (HAMIPUMEp, JETaJIbHBIE HCXOJbl, 00YCIOBICHHbIEC
IpPOTPECCUPOBAHUEM  OCHOBHOTO  3a00JIeBaHMS, B KIMHHYECKHX
UCCIIEIOBAHUAX €  ydyacTHEM  TMallUeHTOB  CO  3JI0KAaY€CTBEHHBIMH

HOBOOOPA30BaHUSIMU).

4.10.1. CnpaBounas undopmarius

B namHoM  mojgpasnmene  ykasbIBaloTCsl  Bepcusi  (BEpCHM)
UCIIOJB30BAHHOTO IS KOJUPOBAHUS TEPMHUHOJOTHUYECKOIO CIIOBaps |
Ha3BaHHUE JIOKYMEHTa C HOMEPOM €ro BEpPCHUU, KOTOPBIA HCIOJIB30BAIICS B
KauecTBE CIPaBOYHON HHGPOpMAIMU MO OE30MaCHOCTH MJisi ONpeNeTeHuUs
NPEABUAECHHOCTH MPU COCTABIIEHUM TaOJUYHBIX JAHHBIX, IJI€ 3TO Tpedyercs

B COOTBCTCTBHH C 3aKOHOAATCIILCTBOM I'OCYAApCTB-YJICHOB.

4.10.2. CTpyKTYypuUpOBaHHBIN MEPEeUEHb CEPhE3HBIX
HE)KEJIATEJIbHBIX PEAKIMHU 3a OTUYETHBIN MIEPUOJT

B naHHOM mopapasnene NPUBOAUTCA KPATKOE OIKUCAHUE IMPUHLMUIIA
BKJIIOUEHHUS CEPBE3HBIX HEXKEIATEIbHBIX PEAKIUU B [IEPEYEHb, CaMU IIEPEUYHU
CEPbE3HBIX  HEXKENATEIbHBIX  PEAaKLMM,  3apETUCTPUPOBAHHBIX  IIPU
IIPOBEACHUN KIIMHUYECKUX UCCIIENOBAHUM 3a OTYETHBIN NIEPUOL, IPUBOIATCS
B npwioxeHnu Kk POODB. He ciemyer nenosib30BaTh 3TOT pasfen Al aHaIu3a
CEPbE3HBIX HEXKENATEIbHbIX pEaKUUNd WU BbIBOAOB. CTpyKTypHpOBaHHBIE
NEPEYHU [JOJDKHBI MPEACTaBIATh HH(GOPMALMIO IO BCEM CEPHE3HBIM
HEXEJATEeIbHBIM pEeakuusM (10 OCJICINIEHHBIM ClIy4asM U CiIy4dasM ¢

PACKPLITBIM KOJOM J'Ie‘-IeHI/ISI) U3 KIMHHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ CIIOHCOpa B
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OTUeTHBIN Tiepuol. JlaHHBIE B TEPEYHSIX MOJDKHBI OBITH CTPYIITUPOBAHBI
CHavyaJla MO KIMHUYECKUM HCCIEJOBAaHUSAM U 3aTeM 10 OpraHo-
(GyHKIMOHAIBHBIM KJIACCaM.

Cnydan 1o KaXJOMy OTIEIBHOMY CYOBEKTY HCCIeAoBaHuUs (eciu
BO3MOXKHO) JOJDKHBI ~ BKJIIOYAThCA B CTPYKTYPUPOBAHHBIC TEPEUYHU
CANHOXIbl BHE 3aBUCHMOCTA OT KOJWUYECTBA TEPMHUHOB CEPHE3HBIX
HEXEJAaTeNIbHBIX peaKIui, BKIIOUECHHBIX B oONucaHue ciaydas. Eciam y
cyOBeKTa UCCIIeI0BaHMS Pa3BUIIOCH 00Jiee OJIHOM Cephe3HOM HeXelaTeabHON
peaKIy, OHU JOJIKHBI ObITh IEPEUMCIICHBI B OMKMCAHUU OJIHOTO Cyyas IMOJ
Ha3BaHMEM HauboOJee CEepbEe3HOM HEXKENATeIbHON peakiuuu (KanoOsl,
CUMIITOMa WM JHarfHo3a) COTJIaCHO OlleHKe croHcopa. Ecnu y cyObekra
UCCJIEIOBaHMS PA3BUIINCh Pa3IMUHbIE CEPhE3HbIC HEXKENATEIbHbIE PEaKUU B
pazHoe BpeMs Ha MPOTSHKEHUHM KIMHUYECKOTO MCCIIeIOBaHUs (HAIpuMep, C
WHTEpBajoM OoJiee HeNeNu), JaHHBIE CEPhE3HbIE HEKeNaTelIbHbIE PEeaKluu
JOJDKHBI OBITH TEPEYUCIICHBI OTISIBHO U CYOBEKT MOXKET OBITh BKJIFOYCH B
CTPYKTYPHUPOBAHHBIN MepeueHb 0oJiee 0JHOTO pasa.

Nudopmaniust 1O  CEepbe3HBIM  HEXKEJIATeNbHBIM  pPEaKIUsIM B
CTPYKTYPHUPOBAHHBIX MEPEUHSX JIOJKHA BKIIIOUATh CIEAYIOIINE IaHHbIE:

UICHTU(PUKAIIMOHHBIN HOMEP KIIMHUYECKOTO NCCIIEAOBaHUS;

UACHTU(DUKAIIMOHHBI HOMEP CyObEKTa NCCIIEIOBAHUS;

UJCHTU(DUKAIIMOHHBI HOMEP COOOIICHHSI O CEPhE3HON HEXKENaTeIbHOM
peaxiu 1o 06a3e JaHHBIX CIIOHCOPA;

rOCyJIapCTBO, B KOTOPOM BBISIBJICHA CEphe3Has HeXKeJlaTelIbHas PEaKIys;

BO3PACT U T0JI CyObEeKTa UCCIIeI0BAHMUS,

yKa3aHWe TPYIILI JICUCHUS WM yKa3aHWe, YTO JaHHBIC OCICIICHHBIE,
€CJI HE BBIMOJTHSIIOCH PACKPHITHE PAHAOMH3AIIMOHHOTO KO/IA;

71032 ¥ JUTATENIbHOCTh Ha3HAYEHMS CCIIEyEMOTO Mperapara, a Takke (Ipu

HCO6XOI[I/IMOCTI/I) JICKaAPCTBCHHAsA (I)OPMa Y CII0CO0 BBCACHUA,
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Jara Hayayia ¥ (WiIM) BpeMsl OT Hadala MpHeMa J0 Pa3BUTHS CEPhE3HOU
HE)KeNaTeNIbHOM peaKilu; AaThl Hadalla 1 OKOHYAaHWsI HA3HAYCHHUS UCCIIETyEeMOTO
npenapara u (Win) OleHKa MPOIOKUTEIbHOCTH JICUECHUS;

Ha3BaHWE (OINMMCAHME) CEpPhE3HOM HEXKeNarelbHOW peakuuu (Ipu
ucrions3oBannu MedDRA criienyeT yka3piBarh MPEIOUTHTEIBHBIA TEPMUH);

UCXOJl CEphE3HOM HEKENaTeIbHOM peakuuu (HalpuMep, pa3permioch,
JeTaldbHBI WCXOH, YIy4IlEHHe, Pa3pelInjioch C OCTAaTOYHBIMU SIBJICHHUSMH,
HEHM3BECTHO), ClieAyeT ykasbiBarh ucxoa HP y manumenra, B cilydyae HECKOIBKUX
HEXKENaTeNTbHBIX PEAKIMNA YKa3bIBACTCA HAMXY/IIUN UCXON);

KOMMEHTapuu (Harpumep, OIleHKa MPUYUHHO-CIIEICTBEHHON B3aUMOCBS3H
B ClIydae pACXOXIEHUS BO MHEHHUSX CIOHCOpa M  HCCIEI0BaTeds,
COITYTCTBYIOIIME JICKAPCTBEHHBIEC MpEIaparhl, €CIM MOJ03PEBACTCA UX MpsiMast
CBSI3b C HEXKENaTeNIbHOM peakluell WM JeKapCTBEHHOE B3aMMOICHCTBUE,
MOKa3aHusl, IO KOTOPhIM Ha3HAYaJICsl TIO03PEBAEMbI JIEKAPCTBEHHBIN Npenapar
(mpemnapar bI), pe3yJbTaThl OTMEHBI M MOBTOPHOTO HAa3HAYEHUS UCCIIETYyEMOIO
npernapara npu HaJTu4uy TaKuX CBEJCHH) (€CITU MPUMEHUMO).

O06001eHHas nHpOpMaIIUS O BBISIBIEHHBIX CEPbE3HBIX HEXKETATEIbHBIX
peaklusaX JIOJKHA BKJIIOYATh JAHHBIE CIEMBIX M OTKPBITHIX KIMHUYECKUX

UCCIIEIOBAHMIA.

4.10.3. O60061IeHHbIE (KYMYJISITUBHBIC) TAOJUYHBIEC JAHHBIC O BBISIBIEHHBIX
CEPBE3HBIX HEKEIIATENBHBIX SIBJICHUIX
B nmamHOM moppaszene AenmaeTcs OTChUIKA K IPWIOKEHUIO C
0000LIEHHBIMH (KYMYJISTUBHBIMH) TaOJIMYHBIMU JAaHHBIMU 10 BBISBJIEHHBIM
CEPbE3HBIM  HEXKEJATENIBHBIM  SIBJICHHUSIM, IIOJYYEHHBIMH  CIIOHCOPOM
KJIMHUYECKUX ucciegoBanui 3a nepuon ot MJIOPJIII no natel okOHUYaHUSA
coopa mannbix Tekymero POOB. B ciiyyae OoTCyTCTBHS KakKOW-TMOO 4acTH

JAHHBIX  YKa3blBAa€TCA TMPUYMHA TaKoro oOTcyTcTBUA. (OO000IIEHHbIE
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(KyMyJIATHBHBIC) TaOJIWYHBIC JaHHBIE O  BBISBIEHHBIX  CEPHE3HBIX
HEXXEJIATCeIIbHBIX SBJICHUSX MPUBOJATCS B NMPUIOKCHHH U (HOPMUPYIOTCS C
paszeleHueM 10  OpraHo-(QyHKIMOHAIBHBIM  KjaccaM, HCCIIETyeMbIM
npernaparaM, a TakKe 10 IpenaparaM cpaBHeHUs. J[aHHBIE MOTYT OBITH
CTPYIIUPOBAHBI MO OTIEIBHBIM MPOTOKOJIAM HCCIEIOBAHUN, TTOKA3aHUSM,
crioco0aM BBEACHUS WJIM MHBIM  KaTeropusm(ecid 11eJ1ecooOpas3Ho).
O6oOmenHass wHGOPMAIUS O BBISBICHHBIX CEPHE3HBIX HEXEIATCIBbHBIX
SBJICHUSIX JIOJDKHA BKJIIOYATh JAHHBIC CIICMBIX M OTKPBITBIX KIMHHYECKUX

UCCIIEIOBAHMIA.

4.11. Baxxnble 1aHHBIE, NOJYYEHHBIE B XOJI€
KIIMHAYECKUX MCCIIEIOBAaHNM 32 OTUYETHBIN IEPUO/T

4.11.1. 3aBepuieHHbIE KIMHUYECKUE UCCIIET0BAHUS

B nmamnom mnogpasznene POOBb B 0000meHHOM BHIE CIHOHCOPOM
MIPUBOJIUTCS KpaTkas UHGOpMaIUs IO HOBBIM KIIMHUYECKH Ba)KHBIM JIaHHBIM,
MOJYYEHHBIM [0 pe3yJIbTaTaM 3aBEPIIMBIIMXCA 34 OTYETHBIA IEPHUOJ
KIMHUYECKUX HccieaoBaHui. MHpopMalus MOXKET BKIIOYaTh B CeO0s
JAaHHBIC, KOTOpPbIC IOATBEPAWIN JIMOO OIPOBEPIIHM paHEe BBHISIBICHHbBIC
BaKHBIC aCIEeKThI PO OE30MMaCHOCTH, a TAK)KE JTAHHBIC 110 BBISBJICHHBIM

HOBBIM CHTHaJIaM 110 0€30I1aCHOCTH.

4.11.2. ITponomxaromuecs KIMHUIECKUE UCCIEIOBAHUS

B namnom mnogpasznene POOBb B 00001I€HHOM BHJE CIHOHCOPOM
OPUBOAUTCS KpaTkas HHPOpMANHS TO KIMHAYECKH BaXXHBIM JTaHHBIM,
BBISIBICHHBIM B XOJIe TIPOBEACHUS €IIe HE 3aBEPIIMBIINXCS KIMHUIECKUX
UCCIICIOBAaHUN (HAmpuUMep, MPU TPOBEICHUU TPOMEKYTOYHOTO aHaIn3a

JaHHBbIX WX B PE3YJIbTATC PACKPBITUA PAHAOMHU3ALHWOHHBIX KOIOB IIPH
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pPa3BUTUM HEXeENATeNbHbIX peaknuil). MHdbopManus MOXKET BKIHOYATh
JAHHBIE, KOTOpbIE TOATBEPAWSIM JUOO ONPOBEPINIA paHEE BbHIABICHHbBIC
Ba)KHBIE aCMEKThl TPOQuIIsi 6€30MaCHOCTH, a TaKKe JaHHBIE MO BHISBICHHBIM

HOBBIM CHTHaJIaM 110 0€30I1aCHOCTH.

4.11.3. JlnutenbHOE TTOC/IEyIoNIee HaO 0 eHe

B nanHbBIM mOapasnen AoJbKHA OBITH BKIIHOYEHA HHQpopMmanus (eciu
MPUMEHUMO) O pe3yJibTaTaxX JIMTEIHHOTO TOCIEAYIONIEro HAOMIOeHUs 3a
CyObEKTaMH HCCJIEOBAHMS TIOCJE 3aBEPIICHUS Y4YacTUs B KIMHUYECKOM
uccinenoBanuu. Ilocne 3aBepiieHus MNporpamMMbl pa3paOOTKH JUIMTEIHHOE
noCJeayIoIIee HaOJI0ICHHUE MOKET OCTaBaThCS CJIMHCTBECHHBIM
MPOJOJIKAIOIIMMCA BUJIOM JICSTEILHOCTH, B XOJ€ KOTOPOIO IOJIy4YaeTcs
unpopmarua ans POOB. B 3ToM ciiyyae TOJIBKO B JJAHHOM TMOJAPA3Eie

POQOBb 6yner npeacTaBiasThCa HOBast HHGOpMAIIUs.

4.11.4. Inoe TepaneBTUYECKOE MPUMEHEHHE
UCCJIelyeMOro mpemnapara
B nmanHbBIN mOmpasnen BKIIOYAOTCS KIWMHWUYECKH BaKHBIC JAHHBIE TIO
0€30IMacHOCTH, KOTOpPbI€ OBUIM TOJYYEHbl IpPU MPOBEICHUH CIOHCOPOM
CTHEIMAILHBIX MPOTOKOJIOB HCCIIEIOBAHUM, B X0JI€ KOTOPBIX BBIMOIHICTCS
OpraHM30BaHHBIA COOp W MpejicTaBieHHe MHPOPMAIUUA O HEXKEIATEIbHBIX
peakuusax (Harpumep, B paMKax paclIMpEeHHOTO JOCTYIa, WHAUBUIYATHHOTO

JOCTYIIA U UHBIX).

4.11.5. HoBble gaHHbIE IO O€30MIaCHOCTH
KOMOMHUPOBAHHOW Tepanuu

Ecniu wuccnegyemsblii mpemapar pa3pabaThiBaeTcsi TakK ke, Kak

KOMITOHCHT (1)I/IKCI/Ip0BaHHOI\/'I KOM6I/IHaLII/II/I NJIM MHOT'OKOMIIOHCHTHBIX
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pEeKUMOB Tepanuu, B gaHHOM noapazgene POOb mno oraensHOMY
KOMIIOHEHTY TPHUBOASATCSA JaHHbIE 1O BaXXHOM HWHPOpManuu 1O
0€30MacHOCTH, TIOJIYYeHHOM TIpH OILICHKE Ha3HAYEHUs MCCIIEyEMOTO
npernapara B cocTaBe KOMOMHAIIMY JIeKapCcTBEHHbIX NpenaparoB. Eciu POOb
COCTaBJISIETCS JUIsi KOMOMHUPOBAHHOW Tepanmuu WId (PUKCUPOBAHHOU
KOMOWHAIUM, B H3TOT NOApA3Jea CIeAyeT BKIOYaTh HHOOPMAIUIO IO

6C3OHaCHOCTI/I, IMOJYYCHHYIO U3 HUCCIECAOBAHUN OTACIbHBIX KOMIIOHEHTOB.

4.12. Jlaanasie 1mo 0€301acHOCTH,
TIOJIYYCHHBIC B X0/I¢ HCHHTEPBEHIIMOHHBIX MCCIICIOBAHUN
B nanHbIi paznen n1oakHa ObITh BKIOUYEHA 0000111ato1as nHopmaius
mo Oe30macHOCTH, TIOJy4YeHHash CIIOHCOPOM 3a OTYETHBIA TMEepHuoj] B
pe3yibTaTe TPOBEACHHS HEMHTEPBEHIIMOHHBIX HCCIEAOBAaHUN (HAmpumep,
HAOJIIOIaTeNIbHBIX HMCCIACAOBAHMM, SIIHMIEMHOJIOTHYSCKUX HCCICIOBaHUH,

PEruCTPOB U MPOTPAMM aKTUBHOT'O MOHUTOPHUHTA).

4.13. lannable o 6€30MaCHOCTHU, TIOJTyUEHHBIE

B X0JI€ IPYTUX KIUHUIECKUX UCCIETOBaAHUIN
B nanHbIi paznen n1oakHa ObITh BKIOUYEHA 0000111ato1as nHopmaius
mo Oe30macHOCTH, TIOJy4YeHHash CIIOHCOPOM 3a OTYETHBIA TMEepHuoj] B
pe3yJibTaTe MPOBEACHUS WHBIX MCCIEAOBAHUM (HampuMep, aHaJIn3a CBOJIHBIX
JAHHBIX ~ WJIM  METa-aHajiu3a  PaHJIOMH3UPOBAHHBIX  KJIMHUUYECKUX
WCCJICIOBaHNM, JAaHHBIX MO OE30MaCHOCTH, MPEAOCTABICHHBIX MMapTHEpaMU
no pa3paboTKe wucclenyeMoro Tmpemnapara JubOO  HCCIeA0BaTEIsIMH,

ABJAOIMUMHACA HHUIIMATOPAMM IIPOBCACHUA KIIMHUYCCKOI'O I/ICCHGI[OBaHI/IH).
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4.14. Jlanuble o 0€30MaCHOCTH, MOJyYEHHBIE

B X0JI€ TOCTPETUCTPALTMOHHOTO MPUMEHEHUSI
B cnyuae eciam wucciemyeMmblii mpemapaT 3aperMCTPUpPOBAaH  Ha
TEPPUTOPUHU KAKOTO-JIMOO TrocyaapcTBa, B pasjelie MPeACTaBIsIeTCs KpaTkas
o0oOmenHass uHOpMaIMs 1O OCHOBHBIM JaHHBIM 1O O€30IacHOCTH,
KOTOpbIE€ OBUIM TOJIyYEHBI B XOJI€ MOCTPErUCTPAIMOHHOTO MPUMEHEHUS U
CTaJIu JOCTYMHBI CHOHCOPY B OTUYETHOM nepuojie. Ocoboe BHUMAHUE CIEAYET
YACIUTh TEM JaHHBIM, KOTOpPHIC SIBUJIUCH OCHOBAaHWUEM [IJI1 BHECECHHS
U3MEHEHH B HWHCTPYKIIMIO IO MEIUIIMHCKOMY IPUMEHEHUI0, OpOIIopy
uccienoBarens, HWHOOPMUPOBAHHOE COTJIaCH€ WM IUIAaH  YHOpPaBJICHUS
puckamu. JlaHHble MO O€30MacHOCTHM B HACTOSIIEM paszjiesie JOJDKHBI
BKJIIOYAaTh B Ce€0s pe3yJbTaThl TMPUMEHEHUSI KaK B COOTBETCTBUM C
UHCTPYKIIMEH  TO0  MEAUIIMHCKOMY  TPUMEHEHHI0, TaKk MW  TI0
HE3apEeTUCTPUPOBAHHBIM TOKa3aHUsIM (MMPUMEHEHHE «BHE HWHCTPYKITUNY),
pe3yJbTaThl OMIMOOK HAa3HAYEHHMS, CIIydyad T[EpPEIO3UPOBKHU, Pa3BUTHS
3aBUCHUMOCTH, MNPUMEHEHHS y OCOOBIX TpYII MaIMEHTOB (HAIpuUmep, y

OEpEeMEHHBIX KEHIIMH).

4.15. JlaHabIC JOKIMHUYSCKUX MCCIICTOBAHUM

B nanHOM pasnene q0/HKHBI ObITh PUBEICHBI 0000IIEHHBIC JAHHBIC 10
Han0oJiee BAKHBIM CBEJICHUSIM IO OE30MACHOCTH, MOJYYESHHBIM 32 OTYCTHBIH
NepHoJ] TO  pe3ysbTaTaM  NPOBEICHHBIX WM  MPOJOJDKAIOIIAXCS
JOKJIMHHYECKHUX MCCICIOBAHUM IN VIVO | IN VItro (Hampumep, UcciieJo0BaHUS
KaHI[EPOTCHHOCTH, PENPOAYKTUBHON TOKCHYHOCTH, MMMYHOTOKCHYHOCTH).
OreHKa BIUSHUS JOKIMHUYCCKUX JAHHBIX HAa KIMHHUYECKYIO 0€30MacHOCTb
JO/DKHA OBITh OTpaXKCHA BBINOJIHEHA B pasjesie 00O0OIIECHHOW OIEHKU
npod st 6e30MaCHOCTH HCCIeMyeMOro Tpernapara MmepruoIudeckoro oT4era

(cm. paznen 4.21 nacrosmux TpeboBaHwmii).
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4.16. JIuteparypHbIe JaHHBIC

B nanHoMm pasnene B 0OOOIIEHHOM BHJI€ JOJDKHBI OBITH MPHUBEICHBI
HOBEBIE, a TaK)Ke Ba)KHBIE JaHHBIE IO OS30ITACHOCTH, MMEIOIINE OTHOIIIEHUE K
HCCIeIyeMOMY MpenapaTy, KOTOpble ONMyOJIMKOBaHbI B HAYYHOU JIUTEpaType,
BKJIIOUEHBl B HEOMYOJMKOBAaHHbIE MOHOTrpaduu, ObUIM MPEICTaBICHBI Ha
Hay4YHbIX KOH(EepeHIUsX, 100 OmyOIMKOBAaHBI B BUJE a0CTPAKTOB U CTAJIU
JOCTYIHBI CIOHCOPY B OTYETHBIM Tiepuoi. JlaHHBIM pazgen 0KeH
BKJIIOYATh B ce0s JaHHBIE KIMHUYSCKUX U JOKIMHUYCCKUX MCCIIEIOBAHUM, a
TaKke (ec MPUMEHHMO) JaHHBIC TI0 COSAWHEHHSIM aHAJOTMYHOTrO Kjacca.
CHnoHCOp JO0JDKEH MPEJCTaBISATh KOMUM a0CTPAKTOB IO JAHHOMY pa3fieiy

(ecu BO3MOJKHO).

4.17. {pyrue POOb

Cnoncop nomxeH mnpeactaBisath eauHbii POObB. Ecim crioncop
rotoBuT Heckoiabko POObB misgs  oaHOro wWcciemyemMoro Impernapara
(HampuMep, 1O pa3IMYHBIM  TOKAa3aHWSM, MporpamMMaMm pa3paboTKH,
JeKapCTBEHHBIM (hopMaM), B JaHHOM paszjielie MPUBOJUTCSA B 0000IIIEHHOM
BUJIe BaxkHast mH(opmarus no Oe3zonacHoctu u3 jpyrux POObB, eciu ona
€lle HEe MpeJCcTaBiIeHa B Apyrux paszaenax Hacrtosuiero POObB. B pasnpene
PEACTABIISIOTCS 0000IIEHHBIE JaHHBIE 3a OTYETHBIM MEPUOJ MO 3HAYMMOU
uHopmaruu 1o Oe3omacHocTH, BKiIroueHHOM B POOB, npemocraBieHHOM
JIPYTUMH CIIOHCOPAMU, BBINOIHSIOIIMMU KIMHUYECKUE HCCIEAOBAHUA TOTO

e UcclielyeMoro npenapara (Ipy X HAIMYKN).

4.18. JlanHble 110 HEJJOCTATOYHOM TepaneBTHUYECKON I(DPEKTUBHOCTH

B nannom pasaciic CYMMHUPYIOTCA JaHHBIC, KOTOPBIC CBUACTCIILCTBYIOT

O HeIOCTaTOYHOW S(PPEKTUBHOCTU HCCIEAYEMOro Mpenapara JIubo €ero
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MeHbIIIEH 3()PPEKTUBHOCTH IO CPABHEHUIO C MCIOIB3YEMOU ISl JICUEHUS
CEpbE3HbIX U JKU3HEYTpOXKaloUMX 3a00JeBaHU Tepanuel (Hampumep,
OOJbIIIEE KOJMYECTBO HEXKENATEIbHBIX CEPACUYHO-COCYJIUCTHIX SIBJICHUN B
VCCIIEOBAHUM HOBOT'O AHTHUArPETAaHTHOTO CPEACTBA MPH JEYEHUU OCTPOTO
KOPOHApHOTO CHUHJAPOMA) U MOTYT OTpPa)kaTh TMOBBIIMICHHBIN PUCK IS

CyOBEKTOB UCCIICIOBAHUS.

4.19. Unple nanHbIe 1O OE30IIaCHOCTH,
BBISIBJIEHHBIE B X0JI€ KIMHUYECKUX UCCIIEI0BaHUI
B  ngamHOM  pasjmene  MOXKET — NIPHBOJMWTHBCS  JIOTOJIHHTEIbHAS

uH(popmalus no 6€30MacHOCTH, HAIIPUMED:

4.19.1. O60061eHHbIe (KyMYJISITUBHBIC) TAOIUYHBIC JaHHBIC
10 CEPbE3HBIM HEXKENATEIbHBIM PEAKLIUAIM

B nanHOM nopgpasznene npuBOAUTCS MH(POPMAILUS IO BCEM CEPHE3HBIM
HEXKEJIaTEIbHBIM PEAKIMIM MTyTEM yKa3aHHs OOLIEr0 KOJUYECTBA CEPbE3HBIX
HEXKEJIaTEIbHBIX PEAKIIHIA:

10 OpraHo-()yHKIMOHAIBHOMY KJIACCY;

[0 TEPMHUHOJIOTHYECKUM HAaUMEHOBAHMAM HEXKENATEeIIbHbIX PEAKIINN;

IO TPYIIIE JICYeHHUS (€CIU TPUMEHHUMO).

CJIC,Z[yeT BBIZACIINTD HCIIPCABUACHHBIC HEKCIIATCIIbHBIC PCAKIINN.

4.19.2. IlepeueHb CyOBEKTOB KIMHUYECKUX MCCIICTIOBAHUNA,
KOTOpbIE€ YMEPJIM B T€UEHHUE OTYETHOTO MEPHUOIa
B nanHom mnonpasziene mnpuBoAUTCS UHMoOpmaius 1Mo CyObeKTam
UCCIICIOBAHUM, KOTOpbIE YyMEPIAM B XOJ€ NPOBEIACHUS KIMHUYECKUX
UCCIIeI0BaHU, BKJIIOHaromass B ceOs  clenyrolude  JIaHHbIE:

I/I,I[GHTI/I(I)I/IKaLII/IOHHBII\/'I HOMCD Ciiydasd JICTAJIBHOI'O HMCX0Idd, HA3HAYCHHOC
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JedeHre (MOXKET COXPaHSATHhCS OCJCIUICHHUE), TPUIMHA CMEPTH TI0 KaKIOMY
CyOBeKTy wucclemoBaHus. Bce  acmekTsl  mpoduias  0€3011acHOCTH,
ompejesieMble 0 pe3yabTaTy 0030pa JaHHBIX IO JIETAJILHBIM HCXOJaM,
JOJDKHBI OBITh Ha/JIeXkKaIIuM 00pa3oM OTpaK€HbI B pasjeliiec 000O0IIeHHOU
OllECHKM Tmpoduist Oe3omacHOCTH uccienyemoro mnpenapata POObB

(cm. paznen 4.21 nacrosamux TpeboBanumii).

4.19.3. IlepedyeHb CyOBEKTOB KIIMHUYECKUX UCCIICIOBAHUH,
KOTOpbI€ OBLTN UCKIIFOUEHBI U3 KIMHUYECKUX MCCIIEI0BAHUMI
B CBSI3U C Pa3BUTHEM HEXKEJIATENbHBIX SIBJICHUMN
B T€YEHHUE OTUETHOIO Mepruoaa

B namnom mogmpasmene mnpuBoauTcs WHOpManus MO CyOBEKTaMm
HCCIIEIOBAaHMM, KOTOPBhIE OBLIM MCKIIOUYEHBI W3 HCCIEJOBAHUNA B CBS3H C
pa3BUTHEM HEXEJATeIbHBIX SBJICHUN B TEUEHHWE OTYETHOTO TEPHOJIa BHE
3aBUCUMOCTH OT YCTAHOBJICHUSI B3aUMOCBS3U C Ha3HAUYEHHUEM HCCIIEyEMOTO
npenapara. Bce acnekTel mpoduisi 0€30MacHOCTH, ONpeaesieMble IO
pe3yibpTaTy 0030pa aHHBIX MO BHIOBITUIO W3 KIMHUYECKHX HCCIICIOBAHUM,
JOJKHBI OBITH HaJJIC)KAIIMM 00pa3oM OTpakeHbI B pazjesie 0000ICHHOM
OllECHKM Tmpoduist Oe3omacHOCTH uccienyemoro mnpenapata POObB

(cMm. paznen 4.21 Hacrosmux TpeboBaHuii).

4.19.4. CymiecTBeHHBIE TONTPABKHU B MPOTOKOJIBI
KIIMHUYECKUX HcciaeaoBanuii (hassl |
B nanHOM moapaszmene MOMKHBI OBITH OIMKCAHBI CYIIECTBEHHBIC
W3MEHEHUS B MPOTOKOJIAX KIIMHWYECKUX HccienoBanuii (as3el |, crnenanHabie
Ha TPOTSHKEHUHM OTYETHOTO IEPHOJIa, €CIM OHU paHee HEe IMPEICTaBIISIINCH

KaK ITOIIPaBKH K ITPOTOKOJIY.
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4.19.5. CymecTBeHHBIC N3MEHEHHUS MPOIecca MPOU3BOICTBA

JlanHblil monpaszen AOMKEH BKIIOYATh B ce0Sl KpaTKOE OIMCaHUE
CYILECTBEHHBIX U3MEHEHU M npoiecca IPOU3BOJICTBA WIH
MUKPOOHOJIOTHYECKUX M3MEHEHUM (€Clu TaKue HMMEIHUCh), MPOU3OLIEAIINX
3a OTYETHBIN MEPUO/I, C OTPAKCHUEM OILICHKH UX MOTECHIMAIBHOTO BIUSHUS
Ha acrnekTel mpoduis O€30MacHOCTH B pasjeiie 000O0IIEHHON OICHKU
npoduina 6e3omacHOCTH ucciaeayemoro mnpemnapara POObB (cm. pazgen 4.21

HacTosAmux TpeboBaHMiN).

4.19.6. Ommcanue 00IEr0 UCCIIEI0BATEILCKOTO TUIaHA
Ha TPECTOSAIIUHI TO/ (€CIIA TIPUMEHUMO)
B mamHOM  mompasmene  NPUBOAUTCS  KpaTKO€  OMHCAHHWE
HUCCIENOBATEILCKOr0 INIaHa, 3aMEHSIOIIEr0 IUIaH HCCIEOOBaHUS  3a

MPEIIECTBYIOINHN TO/I.

4.20. [lanHble, IoTyYeHHBIC TTOCIIE AaThl OKOHYaHUs cOopa ganHbix POOb

JlanHBIN pa3zgen JOJDKeH BKIOYATh OOOOIIEHHYI0 HH(OpMaIuioo 1o
MOTCHIIMAJIbHO Ba)XXHBIM JIaHHBIM MO OE€30MacCHOCTH, KOTOpbIe ObLIN
BBISIBJICHBI TTOCJIE€ JaThl OKOHYAaHUs cOOpa JaHHBIX, HO B MEPHOJ MOJATOTOBKU
nanHoro POOB. IloteHnmnanbHO BakHBIE JaHHBIEC BKIIFOYAIOT B ceOs (HO HE
OTPAaHUYUBAIOTCS ) KIIMHUYECKHA 3HAYNMBIMU HOBBIMU COOOITICHUSMU, BaKHbBIC
JaHHBIE TI0 MOCIEAYIONIeMY HaOJI0ICHUIO, BaKHBIC JaHHbBIC JOKIMHUYECKUX
UCCIIEIOBAHUM, JIOObIE MEpbI, MPUHSITHIE CIOHCOPOM, YMOJHOMOYEHHBIMU
OpraHamMy WJIM HE3aBUCUMBIM KOMUTETOM I10 MOHUTOPUHIY JAHHBIX B CBS3HU
C U3MEHEeHMsIMH poduiis 6e3onacHOCTU. CBeieHNs, BKIIFOUCHHBIE B TAHHBIN

pasjieln, AOJDKHBI OBITh YYTEHBI B pasjesiec 000OIEHHOW OIEHKH MpoQuis
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oe3omnacHoctH uccneayemoro npenapara POOB (cM. pazaen 4.21 Hactosmmx

TpeboBaHwmii).

4.21. O0o06meHHas olleHKa mpoduist 6€30MacHOCTH
UCCJIEyeMOTO Tpernapara

B nanHOM paznenie A0JDKHA OBITh NpHUBEJAEHAa OOOOIIEHHAs OlEHKA
npodusis 0€30MaCHOCTH MCCIEAYyeMOro mpemnapara ¢ OObEIUHEHHBIM
aHAIM30M BCEX WMEIOMUX K HEMY OTHOIICHHE HOBBIX KIWHUYECKHUX,
TOKJIIMHUYECKUX,  JMUJIEMHOJIOTMYECKUX  JaHHBIX, TOJYYEHHBIX  Ha
MPOTSKEHUH OTYETHOTO TMEpPHoJia, C COIOCTAaBICHHUEM C TIPEKHUMHU
CBEJICHUSIMUA 110 TPOQUI0 OE30MacHOCTU HCCieAyeMoro mnpemnapara. s
3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMapaToB OIEHKA BKIIOYAET B ceOs
KIIMHAYECKW 3HAYMUMBbIC JaHHBIE TOCTPETUCTPAIIMOHHOTO MOHUTOPHHTA.
B nmanHoM pazjene He obkHA AyOaupoBaThes MHGOPMAIIHS, BKIFOYEHHAS B
IpeAbIIYIINE pa3eibl 0OTUYETa, HO JOJKHA ObITh 1aHA WHTEPIIPETAIUs HOBOM
uHopMaluu 1o OE30MacHOCTH W OICHKA €€ BJIUSHUS Ha HCCICTyeMYFO
MOMYJISAIAIO U TIporpaMMy pa3pabOTKu HCCieayeMoro mpemapara. JlomkHa
ObITh JaHa (€Cu  TMPUMEHHMMO) OTACIbHAs OIEHKa [0 HaIpaBICHUIM
TEpaIreBTUYECKOTO IPUMEHEHUS, ITyTSAM BBEJICHUS, JICKAPCTBEHHBIM (popmam

U (WIM) TOKa3aHUSIM K PUMEHEHUIO.

4.21.1. OneHka pUCKOB

[Ipy omneHke pucka o0co00€ BHHUMAaHUE JOJDKHO OBITh YJIEJIEHO
WHTEPIPETAIINN TaHHBIX 10 HOBBIM HJACHTH(HUIIMPOBAHHBIM MpoOiIeMaM 1o
0€30MacHOCTH WJIM 3HAYMMOW HOBOM WHGpOpMaUU 10 OE30MacHOCTH.
JlomkHa OBITH TPEACTABIICHA OICHKA CICAYIOIIMX AacHeKTOB Tpodus

0€301acCHOCTH (€CJIM IPUMEHHUMO):
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a) HOBBIE BBISIBJICHHBIC aCIEKThI MPOoduIs 0€30MaCHOCTH:

JETAIbHOE ONMMCAHNE HEXKETATEIbHBIX SIBICHUMN WK PEaKIIHii;

CBA3aHHbIE C MPUMEHEHHWEM MCCIEyeEMOTO IMpernapaTta W3MEHEHUs
1a00paTOPHBIX MAPaAMETPOB;

(bakTOpbl pUCKa;

B3aMMOCBSI3b C J03aMH U IIPOJIOIKUTEIbHOCTHIO JICUEHUS,

00paTUMOCTb OCJIOKHEHUH;

(GakTOphl, KOTOPbIE MOTYT OBITH MOJIE3HBI JJISI TPOTHO3UPOBAHUS UITU
PEeI0TBPAIEHUS HEeKETATEIbHBIX PEaKIIHii;

0) 3HaYUMBbIEC U3MEHEHUS B XapaKTEPUCTUKE paHee
3apETUCTPUPOBAHHBIX HEXKENATENbHBIX pEAKIUA (HampuMep, TMOBBIIICHUE
OKUJIAEMOM YacTOThl WJIM CTEMEHU TSKECTH, YTSKEICHHE HCXO0JIOB,
YCTaHOBJICHUE TPYII PUCKA PA3BUTHS OCIOKHEHUN);

B) CUMIITOMBI, KaJo0bl, J1a0OpaTOPHbIE W3MEHEHHUS, XapaKTepHbIE s
TaKuX HOBBIX WM paHee HJICHTU(UIIMPOBAHHBIX KIMHUYECKA 3HAYUMBIX
BUJIOB TOKCHYHOCTH, KAaK TE€NATOTOKCHUYHOCTh, KapJAUOTOKCUYHOCTH
(Bkitouas yaiuHeHue wuHTepBaia QT U pe3ynbTarhl  CcHElUaIbHBIX
uccinenoanuit QT/QTc), MUETOTOKCUYHOCTh, HEPPOTOKCUYHOCTH, JIETOYHAs
TOKCUYHOCTh, ~ HEMPOTOKCUYHOCTh, =~ HWMMYHOT€HHOCTb WU  pPEaKUUU
TUTIEPYYBCTBUTEIBLHOCTH;

I') JICTAJIbHBIE UCXO/JIbl HEXKETATEIbHBIX SBIICHUM;

1) OCTAaHOBKA KJIMHUYECKOTO HCCJIEAOBaHUS 1O MPUYUHE PA3BUTHUS
HEXEJaTeNIbHBIX SBIICHUM, BKJIIOUas U3MEHEHHUs JJa0OpaTOPHBIX MapaMeTpoOB
WM pe3yJIbTaTOB 00CIIeI0BaHMUI;

€) B3aUMOJICUCTBUSL C JICKAPCTBEHHBIMU TMpenapaTaMd UM  HHbIC
B3aHMMO/JICHCTBUS;

) Ba)KHbIE JJAHHbBIC M0 OE30MACHOCTH, MOJYYEHHbIEC B JIOKIMHUYECKUX

HCCIICAOBAHUAX,
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3) aCMeKThl MPOM3BOJCTBEHHOIO IpoIecca, KOTOPhIE MOTYT OKa3aTh
BIIUSIHUE HA MTPOUIH O€30MaCHOCTH;

M) HeIoCTaToyHasi TepamneBThueckas d>(P(GEeKTUBHOCTb, €CIU OHA
NOPEACTABIISIET JOMOJHUTENbHBIA PUCK TSI CYOBEKTOB KJIMHUYECKOIO
WCCJICIOBAHUS;

K) HaTU4YUe  JIOTOJHUTEIHHOTO  pHWICKAa  JUIsi  TaKUX  OCOOBIX
NOMYJIALMOHHBIX TPYII, Kak MOXXWIIbIE MalMeHThl, AE€TH, MalMeHThl C
HapylleHrueM (QYHKIMM TI€YeHW WIM TO04YeK, JMOO HHBIE TPYIIbl pPHUCKa
(HampuMep, CyObEKTHI C MEJIJICHHBIM HJIH OBICTPBIM META00JIU3MOM );

J1) BO3JEHCTBUE B IIEpHO 1 OEPEMEHHOCTH U JIAKTAIIMU U €70 UCXO/IbI;

M) acCIEeKThl 0€30MMaCHOCTH MIPU JJIUTEIHLHOM IPUMEHEHUY;

H) JaHHbIE TI0 KJIMHUYECKH 3HAYMMbIM OIIMOKaAM MpPUMEHEHUs
JIEKapCTBEHHOIO Tperapara;

0) JJaHHBIE MO0 OTCYTCTBUIO MPUBEPKEHHOCTH MAIMEHTOB JICYCHUIO;

1) CJIy9au TIEPEI03UPOBKHU U €€ KOPPEKITUH;

p) Cilydyaud HENPaBUIILHOTO YIOTPEOJIECHUS U 37T0yHOTPEOJICHHUS;

C) aCIIEKTHI 0€301acHOCTH, CBS3aHHBIE C poleypamu,
IPEAYCMOTPEHHBIMU MIPOTOKOJIOM KIMHUYECKOTO UCCIEI0BaHUs (Hampumep,
OpOHXOCKOMUS, OMOICHSI, YCTAaHOBKAa IIEHTPAJIBHOTO BEHO3HOI'O KaTeTepa),
amb0 ¢ TPOBEAEHWEM WM JTU3aWHOM KJIMHUYECKOTO HCCIEAOBAHUS
(HampuMep, HEJOCTAaTOYHBI MOHHTOPHUHT CYOBEKTOB HCCJIEAOBAHUS,
CJIMILIKOM JUTUTENbHBIN nepuoj 6€3 akTUBHOM Teparnun);

T) TOTEHI[MAIBHBIM PUCK 3HAYMMBIX HOBBIX JaHHBIX MO OE30MaCHOCTH,

BBIABJICHHBIX JJIA APYTIOro COCAMHCHUS dHAJIOTUYIHOT'O KJIaccCa.

4.21.2. OrnieHKa COOTHOIICHUS MTOJIb3a-PHUCK

B noAapasacic AO0JIKHO OBITH npcaACTAaBJICHO KPATKOC 3aKIHOYCHHC IIO

OICHKE COOTHOICHUS COBOKYITHOI'O PUCKaA, YCTAHOBJICHHOI'O IO pE3yJIbTaTaM
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aHanu3za OOOOIIEHHBIX (KYMYJSTUBHBIX) JaHHBIX IO O€30MacHOCTH, H
oxkunaeMon 3ddextuBHOCTH (TONB3bI). Cremayer cAenath yKa3aHUE,
HACKOJIbKO M3MEHMWJIACh OLIEHKA COOTHOIIEHUS MOJIb3a-PUCK HCCIIEyEMOIO
npenapara Mo CpaBHEHHUIO C MPEAMIECTBYIONIMM OTYETOM MO 0€30MacHOCTH.
JlaHHBIA MoApa3aen He MpeIHAa3HAuYCH IS AETAIbHOW OLICHKHW COOTHOIIIECHUS

I10JIb3a-pUCK UCCIICAYEMOTI'O IIpCliapaTta.

4.22. O606meHHas nHGOpMAaIIKI O BaXXKHBIX PUCKaX

B nanHoM pasznene noipkHa OBITH MpEICTaBiIeHA KpaTKas 0000IeHHas
uH(popMaIMsa 0 BAXXHBIX UACHTU(PUIIUPOBAHHBIX U MOTEHITMAILHBIX PHUCKaX B
dopme mepeuns. K yuciay BaKHBIX PHCKOB OTHOCATCS, HalpuUMeEp, PUCKH,
KOTOpbIE MOTYT TPUBECTH K JIOMOJHHUTEILHOMY BHECEHHIO  Mep
NPEJOCTOPOKHOCTHA, OCOOBIX yKa3aHUM WIM MOPOTUBONOKA3aHUU B
UHCTPYKIIUIO T0 MEIUIMHCKOMY IpUMEHEHHUI0. JlaHHbIE PHUCKH MOTYT
BKJIIOUATh, HAIPUMEp, XapaKTepHBIC IS OMNpPEIACICHHONW MOJICKYJISIPHOM
CTPYKTYpbl TOKcHuYeckue 3PGEeKThl Wiu npoOJieMbl MO OE30MacCHOCTH,
BBISIBJICHHBIE TIO PE3yJbTaTaM HAKOIUICHUS JaHHBIX JOKJIMHUYECKUX U
KIIMHUYCCKUX HCCIICIOBAaHUM. Kaxnaplii puCK JOMKEH IIOJBEPraThbCs
€KETOJIHOM TEePEOIIeHKEe C aHAJIM30M BCEX MUMEIOIIMNXCS Ha TEKYIIUH MOMEHT
O0OBbEIMHEHHBIX JaHHBIX M 3HAHHWM, TPU 3TOM 0co00€ BHUMAHHE CJIEAYET
yACIATh HOBBIM JaHHBIM 110 O€30MMaCHOCTH, IOJYYECHHBIM 32 OTYETHBINA
nepuon. CTeneHb NeTaIM3alliM OIMHCAaHHMS MOXET 3aBHCETh OT CTaJIHH
pa3pabOTKH JICKAPCTBEHHOTO MperapaTa: Ha paHHHUX CTaAusx pa3pabOTKH B
0000IIeHHYI0 HWH(POPMAIIMIO 10 BaXXHBIM PHUCKaM MOXET BKIIFOYATHCS
OMMCaHWE WHIAWBHUAYAJIbHBIX CIydaeB, Ha Oojee MO3JHMX 3Tamnax, Mo Mepe
HAaKOTUICHUS 3HaHMM, HWHOOpMAmus 110 pPHCKaM MOXKET HOCHTh MCEHEe

JeTaTU3UPOBAHHBIN XapaKTeEP.
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Pucku, KoTOpble OBUIH MOJHOCTHIO OMUCAHBI WJIM OTBEPTHYTHI, IOJKHBI
OCTaBaThCs B 0030pe B BHUJAE KPATKOro OMHCAHUS (HampuMmep, HaXOIKH M3
TOKCUKOJIOTMYECKUX  MCCIENOBAaHUW  WIM  PAHHUX  KIMHUYECKHUX
UCCJIEIOBaHUM, KOTOphle HE ObUIM TOATBEPKIEHBI OoJiee MO3THUMU
KIIMHUYECKUMU JJAHHBIMH ).

Nudopmanusi mo JaHHOMY paszielly MOXKET OBITh MpEJCTaBlIeHA B

dbopme onrcaHus WU TaOJIHII.

4.23. 3axiroueHue (BbIBO/IbI)

3aKiIr0YeHue JOJKHO COIePKaTh KPaTKOE ONMKMCaHUE BCEX U3BMEHEHUH B
UMEIOIIUXCS 3HAHUSIX MO A()PEKTUBHOCTH U O€30MACHOCTU HCCIIEyEMOro
npernapara, KOTOpbIE MPOU3OILIM 3a OTYETHBIM NEpUOJ W TOBIUMIMA Ha
OLICHKY, CJEJIIAaHHYI0 B MPEIUIECTBYIOIIEM OT4YeTe IO OE€30MMaCHOCTH.
3akiroueHrue JOJKHO BKJIIOYATh YKa3aHWE JIEWCTBUM, KOTOpbIE ObLIN
OPEANPUHITHL WIM ITUTAHUPYIOTCS C ILENbI0 HAJIEKAIIEr0 OTpPaXEHUs
BBISIBJICHHBIX HOBBIX AacCIEKTOB Npoduisi OE30MacCHOCTH B MOPOrpaMMme

KIMHIYECKON pa3pabOTKH HCCIeyeMoro mpernapara.

4.24. TIpuiioxeHus K OTYETY

POOBb nomxeH cosiepkaTh CIEIYIONIUE MPUITOKEHUS:

Opoliropa ucciea0BaTes;

KyMYJISITUBHAs Ta0JjuIla CYIIECTBEHHBIX 3allpOCOB CO CTOPOHBI
YIIOJJHOMOYEHHOTO OpPraHa;

CTaTyC BBINOJHEHUS NPOJOJDKAOIINAXCS U 3aBEPUICHHBIX KIMHUYECKHUX
HCCIEeIOBaHMH;

KyMYJISITUBHBIE TAOIUIIBI TIO AEMOTpadUIeCKUM JTaHHBIM;
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CTPYKTYPUPOBAHHbIE TMEPEUYHU TI0 CEPbE3HBIM  HEXKEIaTEIbHbIM
peaKIvsM, BBISIBICHHBIM 32 OTYETHBIN TIEPHO/I;

KYMYJISITUBHBIE TaOJWYHBIE JaHHBIE O BBIABICHHBIX CEPhE3HBIX
HEXKeJIaTeJbHBIX SBJICHUSX;

CHHOTICHUC (€CJIM TPUMEHHMO).

POOb MoxeT coaepkaTh CIEAYIOMINE TPUITOKECHHUS:

KyYMYJSTUBHbIE  TaOJWYHBIE  JaHHBIE IO BCEM  CEPbE3HBIM
HEeXKeJaTeIIbHBIM PEaAKIIUSIM;

nepedeHb CyObEKTOB KIMHUYECKUX MCCIIEI0BAaHUM, KOTOPhIE YMEPJIU B
TEUEHHE OTUYETHOTO NEPUOa;

NepeyeHb CYOBEKTOB KIMHUYECKUX HCCIIEIOBAaHUN, KOTOPhIE OBLIM
WCKJTFOUEHBI U3 KJIMHUYECKUX UCCIICIOBAaHUHN B TEUCHHE OTUYETHOTO TIepHO/a;

CYIIICCTBEHHBIC HM3MEHEHMsI TPOTOKOJIOB KIMHUYECKUX HCCIICIOBAHUM
| pazwr;

CYIIIECTBEHHbIE U3MEHEHUS Mpoliecca MPOU3BOJICTBA;

omnrcaHue OOIIEro IUIaHa HCCICAOBAaHUN Ha MPEACTOSIUNA o (eciu

MIPUMEHUMO).
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[TpumMepsl TabauUIl TepeyHel TaHHBIX M0 KIMHUYECKUM UCCIEOBAHUSIM

Tabnuua 1
CTaTYC IIPpOAOJIKAIMINXCA U 3dBCPIICHHBIX KIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ
O630p PO AO0JIKAINUXCA KIMHUYICCKUX I/ICCJIC,HOBaHI/II\/}I
(uccnemyemslii mpernapar)
NnermadmikarmoHHpIiA Heps i Bosneiicterie Ha
oM ocroro | @asa q Hazganuie Jvsaiin Pexam Hecnenyemas BUBUT [ Inannpyemoe SLCKIOR
P I WCCTITIOBAHMST | HCCIIGTOBAHS JI03UPOBAHMS TIOMYJISAL s TIEPBOTO BKJTFOUEHHE «
VICCTIEIOBAHNST MICCTICTIOBAHUS
TALYEHTA
* Ha ocHOBaHMH 00I1IEr0 KOJIMYECTBA CYOBEKTOB UCCIIEIOBAHUS 0 COCTOSTHUIO Ha Y IIPUMEHSIEMOM CXEMBI
paHaIoMH3aNU (mara)
Tabnuua 2
O0630p 3aBepIICHHBIX 32 OTYETHBIN MTEPHUOJ] UCCIETOBAHUM
(uccrnemyemblil mpemnapar)
Wnermidmkar moHHbIA ®aza | Crpana | Hazpanue Jvzaiin Pexam Hccnenyemas Bo3zneiicTBue Ha CyOBEKTOB
HOMeEp KIMHHYECKOrO MCCTICTIOBAHUS MICCIIETIOBAHNST JI03APOBAHMST TOMYJIILS (marueHToRB) MO rpymiam

HCCIIETIOBAHIS

nedyerus: (M/XK)
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Tabnuia 3
OreHka 00IIeT0 KOJUYECTBA CYOBEKTOB, TIOIBEPTIITUXCS BO3/ICHCTBHIO
HCCIIeyeMOro mperapara (OIeHKa KyMYJISTUBHOTO BO3ACHCTBHSA),
Ha OCHOBAaHHMH (DaKTUYECKUX JAHHBIX M3 3aBEPIICHHBIX KIIMHUICCKHX
WCCJIEOBAaHUH M OIICHKH 10 METOIY PAHJIOMM3AINN U3 MPOAOIKAIOITUXCS
KINHUYECKUX MCCIIEI0BAHUI

Jleuenue Yucio cyObeKTOB

JlekapcTBEHHBII npenapar

[Ipenapar cpaBHEHUS

[Tmae6o

Tabnuua 4

Onenka o011ero Kom4uecTBa CyObeKTOB, TIOJIBEPTTIINXCS BO3ACHCTBHUIO
UCCIIelyeMOro npenapara (OIeHKa KyMYJIITUBHOTO BO3JICHCTBUA),
HA OCHOBaHWU JAHHBIX 3aBEPIICHHBIX KIIMHUYECKUX UCCIEIOBAHUN

10 BO3PACTY U MOy ™

Uucno cyObeKToOB

Bospacrnas rpynna | My»X4nHbl JKeHImuHbI Hroro

* I[aHHI)IG 3aBCPIICHHBIX KIIMHHUYCCKHUX I/ICCJIe,Z[OBaHI/II\/'I 10 COCTOSAHHUIO Ha
(mara)

Tabnuna 5
OrneHka 00IIero KoJIM4eCTBa CyOBbEKTOB, MOABEPTIINXCS BO3/IEUCTBUIO
UCCJIelyeMOro npenapara, (OleHKa KyMYJISTUBHOTO BO3ACHCTBHS)
Ha OCHOBAHUWH JIAHHBIX 3aBEPIICHHBIX KIMHUYECKUX HCCIICIOBAHMIMI
10 PACOBOM MPUHAIIICKHOCTH

Paca Yucno CY6BCKTOB HCCIICAOBAaHUA

Asuarckas

Adpukanckas

EBponerickas

Nuas

HewnssectHO

HUtoro
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Tabwmia 6
[Tpumeps! TabuIr 0000IIEHHBIX JAHHBIX O CEPhE3HBIX HEXKeNaTelbHbIX peakiusax (CHP)
CTpyKTypHUpPOBaHHBIN NMEPEYEHb CEPHE3HBIX HEKEJIATEIbHBIX PEAKIINI
NH* ] |{;Ila Ha4vya1a o
MH* coolrrenyst o s [Nonospeaembiii | CyrouHast io3a Jlatel Havana u
KIIMHAYC- e (AT 1o Crpana | Ormica- peaKti® .
CHP** (MH niekapcTBeHHb | CriocoO BBEIGHHST | OKOHYAHWIS JICUCHHIS
CKOIO Bosgpacr | Hue Hcxon | Iepron or Havarna . Kommenrapimn
CyOBeKTa (rccnemyeMblit JlexapcTBeHHast I IponormkurenbHOCTL
HCCIIENO- HeCeno ) Tlon CHP Tpriema Jio Hagara riaper) (opvia IS
BaHS peaKIvIiL fipetiapar
1 2 3 4 5 6 7 8 9 10
"MH - UIEeHTU(DUKAITMOHHBIN HOMEP
HccnenoBanue (1IeHTp, MAIUECHT)
Tonbko mis nepBuyHbIX coobmenuit o CHP
Tabmuua 7

O6o6meHHas (KyMyJISITUBHAS ) TaOJIMIIA TIO CEPHE3HBIM HEXETATEIbHBIM SIBJICHUSIM

[Tpumepsl 00001IEHHBIX (KYMYJISTUBHBIX ) TAOJUYHBIX JAHHBIX [0 CEPHE3HBIM HEXEIATEIbHBIM SIBJICHUSM

Oprano-(yHKIIMOHAJIBHBIN KJ1acc

O6miee komuecTBO 1Mo cocTostHuIo 110 31 aexadps 2015 roga

[IpennoyturenbHbI TEPMUH (HazBanue ucciegyemoro OcnenyieHHbIH [Ipenapar [Tnane6o
npenapara) npenapar CpaBHEHUS
UccnenoBanus 18 4 7 2
[ToBBIlIEHNE aKTUBHOCTHU aJJaHWHAMUHOTpaHC(epasbl 9 2 4 1
[ToBbITIIEHNE aKTUBHOCTH acmapTaTaMUHOTpaHChepasbl 9 2 3 1
Hapymienns co cTopoHbl HEpBHOW CHCTEMBI 2 2 4 7
CHUHKONATBbHOE COCTOSIHUE 2 2 4 7
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