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COBET EBPA3MUCKOW 9KOHOMUYECKOW KOMUCCUMN

PELLEHUE
oT 3 HosA6ps 2016 r. N 79

_ OB YTBEPXOEHWW NPABWI ]
HALJIEXXALLEN KNTMHUYECKOW NPAKTUKM EBPA3UACKOIO
3KOHOMMWYECKOIO COIO3A

B cootBerctBum co crarbeit 30 JloroBopa o EBpa3uiickoM 3Kk0HOMHUYECKOM coro3e oT 29 mas 2014
roza, crarbeil 6 CornameHus 0 eAMHBIX IPUHIMIIAX U IIpaBUiIax oOpalleHus JeKapCTBEHHbBIX CPEJCTB B
pamkax EBpa3uiickoro skoHOMHUYECKOro coro3a ot 23 nekadpst 2014 roaa, myHkrom 83 mpumnoxkeHust N
1 x Permamenty paGotel EBpa3uiickoil SKOHOMHYECKOM KOMHCCHH, YTBEpKJIECHHOMY Pemenuem
Beiciiero EBpasuiickoro sxoHomudeckoro coera ot 23 nekadps 2014 r. N 98, u Pemennem Bricuiero
EBpaswmiickoro skonomudeckoro cosera ot 23 aexadps 2014 r. N 108 "O peanuzaruu CorunaimeHus o
€IMHBIX TPUHLMUIIAX U MpaBWiIax OOpalleHHs JIEKapCTBEHHBIX CpeACTB B pamkax EBpasuiickoro
skoHOMHUYecKkoro corosa" CoBet EBpa3uiickoii SJKOHOMUYECKOU KOMUCCHH PEIIINII;

1. YtBepauts npunaraemsle [IpaBuna Haanexamed KIMHUYECKOW NpakTHKU EBpasuiickoro
9KOHOMHYECKOT'O COX03a.

2. Hacrosmee Pemenune BcrynmaeT B cuily 1o ucredeHuM 10 KajneHAapHBIX JOHEH C JaThl
BCTyIUIeHUs B cuity [IpoTokouna, moanucannoro 2 nexadps 2015 romga, o nmpucoenuHernn PecrryOmmku
Apmenust k COrNalIeHUI0 O €UHBIX MPHUHIMIIAX U MpaBUiaX oOpallleHusl JIEKApCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro sKOHOMHYECKOTO coro3a oT 23 nekabps 2014 roma, HO HE paHee YeM IO
ucteueHnu 10 kaeHAapHbBIX AHEH C JaThl OUIMATIBLHOTO OMyOINKOBAaHHS HACTOsIIEro PemeHus.

Unenst CoBera EBpasuiickoit 53KOHOMHYECKOW KOMUCCHUU:

Ot Pecniyommuku Ot PecnniyOnmukn Ot Pecniyommmkn - Ot Keipreizckoit Ot Poccmiickoit

Apmenus benapycs Kaszaxcran Pecny6nuku Oenepanuu
B.I'ABPHMEJISIH  B.MATIOIIE A MAMUWH O.JTAHKPA N.I1YBAJIOB
BCKHNU TOB
Y TBepKICHBI

Pemennem Cosera
EBpasuiickoii 5KOHOMHUYECKOM KOMUCCUHU
ot 3 Hos0ps 2016 . N 79

. NMPABUIIA .
HAONEXALLEWN KITIMHUWYECKOU NPAKTUKU EBPA3UUNCKOIO
9KOHOMMYECKOIO COIO3A

1. O0uue moIoKEHU
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Hacrosimmue IlpaBuia npefcTaBisitoT co00il MeXITyHApOJHBIH 3THYECKUNH M HAyYHBIA CTaHIApT
IUIAHUPOBAHUSI U TPOBEACHUS UCCIECJOBAaHMM C y4acTHEM YeJIOBeKa B KauyecTBE CyObeKTa
WCCIICZIOBAaHHUH, a TaKXe JOKYMEHTAJIHFHOTO O(QOPMIICHHS M TIPEACTABICHUS PE3YJIbTaTOB TaKHX
HCCIIEJOBAHUN.

Cobmnronenue nonoxxenuit Hacrosmux [IpaBui ciyxut 11 odliecTBa rapaHTHEH TOro, 4TO MIPaBa,
0e30macHOCTh U Oyaronoiydue CyOBbEKTOB HCCIEIO0BaHMS 3alllUILEHbl, COIJIACYIOTCS C NMPUHIMIIAMH,
3aJI0KCHHBIMU X €JIbCUHKCKOM Jeknapanuen, npuHsatod Ha XVII ceccun BceemupHoN accouuanuu
3npaBooxpaHeHus B 1964 roay, v 4TO JaHHBIE UCCIIEIOBAHUS JOCTOBEPHBI.

[enwto HacTostmux [IpaBuit sIBASIETCS YCTAaHOBJICHUE €IUHOTO MOPSIIKA MTPOBEACHUS KIMHUYECKUX
WCcCleOoBaHUN (MCTIBITAHWN) (ajee - WCCIeMOBAaHUM) JIGKAPCTBEHHBIX CPEACTB, YTO JIOJDKHO
CIoco0CTBOBATh 00ECTICUCHHIO (YHKIIMOHUPOBAHUS OOIIETO PhIHKA JIEKAPCTBEHHBIX CPEJICTB B PaMKax
EBpasuiickoro s5koHOMHYECKOTO coro3a (nanee - Coro3), B3aMMHOMY MPU3HAHHUIO JaHHBIX KITMHUYECKHX
WCCIIeIOBaHUM (MCIIBITAHUI) YIOJTHOMOYEHHBIMH OpTraHaMu rocyaapcTB - wieHoB Corosza (manee -
rocyJ1apCcTBa-ujeHbl), a TAaKKe MPU3HAHUIO KIMHUYECKUX HMCCIICTOBAHUN (UCIIBITAHUMN), BBHITTOJIHEHHBIX
Ha Tepputopun Coro3a u 3a ero npeeaaMu.

Hymepamus, wucnone3oBanHas B Tekcre paszgene [l nHacrosmux [lpaBwii, cooTBeTcTByET
HyMepaliuy, MPUMEHIEMOW B MEXIYHAPOIHON pelaKkIKy Haajexamen KimHndeckor npaktuku (Good
Clinical Practice; GCP), B uacTu Bcex MOApa3JesioB, 3a HCKIOYEHHEM Iojpaszfena |, B KOTOpoM
TIOHSITHSI PACTIONIOKEHBI B ali()aBUTHOM TMOPSIKE.

Hacrosamue IlpaBuna noxarorosinensl Ha ocHoBe ICH GCP - PykoBoacTBa o Hajiexaluein
kmmanyeckor npaktuke (Guideline for Good Clinical Practice), kotopoe siBisercst nokymeHToM E6 (R1)
Bepcun 4 MexmyHapo1HOM KOH(EpEeHIIMH TI0 TAPMOHHU3AINH TEXHUYECKUX TPEOOBAHMI K pEeTUCTpaIiN
(bapMaleBTUYECKUX MPOAYKTOB, IpeJHA3HAUCHHbIX s IpuUMeHeHHus denoBekoM (International
Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH).

Hacrosimue IlpaBuna HeoOXonumMo coONMOAaTh MPH  HPOBEACHUHM JIOOBIX  KIMHHUYECKUX
WCCIIeIOBaHNH (UCTIBITAHWI) JaHHbIE KOTOPBIX MPEJCTABISAIOTCS B YIMOJHOMOYEHHBIE OpPTaHbI
rocy/1apCTB-UJICHOB.

[TpuHIMOBI, ycTaHOBIEHHbIE HacToAMMM [IpaBunamu, NpPUMEHMMbBI TaKkXe M K HHBIM
UCCIIEIOBAaHUSIM, KOTOpble MOTYT OKa3aTh BJMSHHE Ha O€30MacHOCTb M OJarornoiydue YenoBeKa,
BBICTYTAIOIIETO B KaYeCTBE CyObEeKTa UCCIICIOBaHMUS.

Hacrosmue IlpaBwia mopyiexar mnepecMOTpy Ha pETyJspHOH OCHOBE C YUYETOM OIIbITa MX
NPUMEHEHHS B TOCYIapCTBaX-WwieHaX, a TakXke B ClIydae HW3MEHEHHS MEXIyHApOIHBIX HOPM
MIPOBEJICHUS MCCIEA0BAHNN (C BHECEHHEM HEOOXOUMBIX U3MEHEHHI).

II. OcHoBHas yacTh
1. Onpenenenus

Jns uenet Hactosimux [IpaBuit HCIONB3YIOTCS MOHATHSA, KOTOPBIE 03HAYAIOT CIEAYIOIIEE:

"aynut" (audit) - cuctemaTHueckas M HE3aBHCHMasl MPOBEPKa OTHOCSIIUXCS K HCCIIEOBAHMIO
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NeSTeNIbHOCTH U TOKYMEHTAIlMH, IPOBOIMMAs JUIS MOATBEPKACHUS COOTBETCTBUS ITOU NEATEIBHOCTH, a
TaKXKe mpoueayp coopa, aHamu3a U MPEICTaBICHHS JAaHHBIX MTPOTOKONY, CTAHIAPTHBIM ONEPaIMOHHBIM
Mpolieypam CIoOHCOpa, HaAIekKallel KIMHUYECKON MPaKTUKE U TPUMEHUMBIM TPeOOBaHUSM;

"Omarononyune cyOBekToB wuccienoBaHus (manmeHtoB)" (well-being (of the trial subjects
(patients))) - ¢pu3HUECKOE U ICUXUIECKOE 37I0POBbE CYOBEKTOB, YUACTBYIOIINX B UCCIICIOBAHNH,

"Opomrtopa uccaenosarena” (investigator's brochure) - cBogHOE H3IOKEHHE KIMHUYECKUX H
JTOKITMHUYECKUX JaHHBIX 00 WCCIeIyeMOM JIGKAPCTBEHHOM IMperapare, OTHOCAIIMXCS K €ro
WCCIICIOBAaHUIO Y YEIIOBEKA;

"mu3aiin uccnenoBanus” (study design) - oOmmii TUTaH WCCIEAOBaHUWs, OIMHUCAHUE CIOCO0a
MIPOBE/ICHUSI HCCIIEOBAHUS B 3aBHCHUMOCTH OT OTOOpa © (HOPMHUpPOBAHHS TPYIMI CYOBEKTOB
HCCIIECA0BaHNA, MACKHPOBAHUA JJAHHBIX;

"noroop" (contract) - AaTHUPOBaHHOE M MOJAINKCAHHOE COTJIAIIEHUE MEXAY ABYMs Wi Oosee
CTOPOHAaMH, KOTOPOE yCTaHABIMBAET JOTOBOPEHHOCTH, KAcaIOIIMECs pacmpenesneHus oo0bema padoT u
00s13aHHOCTEH TpU MPOBEICHUU UCCIETOBAHMSI, a TAKXKe, IPH HEOOXOANUMOCTH, (PMHAHCOBBIX BOIPOCOB.
OcHOBOI 1OrOBOpa JOJIKEH CIY’KUTh POTOKOJ UCCIIEI0BAHUS;

"moknuHMYeckre uccienoBaHus" (nonclinical study)" - OumoMeOMIMHCKHE HCCIIEIOBAHUS,
MPOBOANMBIE 0€3 y4acTHs YeIOBeKa B KAUeCTBE CyOBEKTa UCCIICJOBAHMS;

"moxymeHTanbHBIA cien" (audit trail) - AOKyMeHTamus, ITO3BOJISIONIAsE BOCCTAHOBUTH XOJI
COOBITHI;

"nokymenrtanus" (documentation) - Bce 3anucH B 10001 Gopme (BKIIIOUast 3alMCH HA OYMaXkHBIX,
AJIEKTPOHHBIX, MAarHUTHBIX MM ONTHYECKHX HOCHUTENAX, CKaHOTPAaMMbl, PEHTTCHOBCKHE CHUMKH,
AJIEKTPOKAPAUOTPAMMBI U T.II.), KOTOPHIE OMHCHIBAIOT JTHOO PETHUCTPHPYIOT METOIBI, OPTraHU3alUI0 U
(nm) pe3ynbTaThl UCCIIEIOBAHMS, a TAKXKE BIUSIOIINE HA UCCIIE0OBaHNE (DaKTOPHI U IPUHSTHIC MEPHI,

"3aKITIOYCHNE HE3aBHCUMOTO ATHUYECKOTO KOMHTETa (COBETa IO ITHKE, KOMHCCHUH IO BOIIPOCAM
sTuku)" (opinion (in relation to Independent Ethics Committee (Ethical Council))) - gokymeHT B
MUCbMEHHONW (opme, KOTOpBIM COACPKHUT 3aKIIOUYeHHE U (WIH) PEeKOMEHAAIUU HE3aBHCHUMOTO
ATHUYECKOr0 KOMUTETA OTHOCUTEIIHO YJacTHs YEJIOBEKa B UCCIICIOBAHHH,

"3akoHHBIN npencraButenb’ (legally acceptable representative)" - ¢pu3ndeckoe WK IOPUIAIECKOES
TUIIO0 MO0 WHOW CyOBEKT MpaBa, KOTOpPhIe, B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM T'OCY/IapCTBA-UJICHA,
WCCIICZIOBATEIILCKUE IICHTPHl KOTOPOTO BOBJICYCHBI B HCCIICOBAaHUE, HAJCICHBl IPABOM Jadu
WH(POPMHUPOBAHHOTO COTJIACUS OT UMEHH CyOBhEKTa UCCIICAOBAHUS, SBISIONICTOCS HENEECIIOCOOHBIM HITH
HECOBEPIICHHOJICTHHUM;

"uneHTUPUKAIMOHHBIN Ko cyOwekTa" (subject identification code) - yHUKaldbHBIA KO,
NPUCBAMBAaEMbIil  HCCIIENOBATENIEeM  KaXAOMY  CyOBEKTy  HCCIENOBaHUS  JUId  OOecredeHHs
KOH(HIECHIINATHFHOCTH €T0 JJMYHBIX TAHHBIX U UCTIONB3YEeMBbIli BMECTO UIMEHHU CYyOBEKTa NCCIICIOBAHMS B
OTYETAax 10 HEXKENIATEeIbHBIM SBICHUSIM U (WJIN) APYTHX JaHHBIX, OTHOCSIIUXCS K UCCIIEIOBAHUIO;

"uHAMBUAYyanbHas peructpanvoHHas kaprta, MPK" (Case Report Form; CRF)" - nokymeHT Ha
OyMa)KHOM, DJICKTPOHHOM WJIM OINTHYECKOM HOCUTENE, IpeJHa3HAuYeHHBIH JUIs BHECEHHs BCel
IPeAyCMOTPEHHON IIPOTOKOJIOM M MOJUIeXallell Iepenaue CHOHCOPY HH(MOpMALUU IO KaXKIOMY
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cy61>eKTy HCCIICAOBAaHUA,

"uHcnekuus (mposepka)" (inspection) - AeHCTBHE YHOJIHOMOYEHHOTO OpraHa, 3aKiIO4arolieecs B
NPOBEACHUN OQPHUIMATIBHONH TMPOBEPKH JOKYMEHTOB, HWH(PACTPYKTYPHI, 3aluceil, COTJIAIICHUH 10
00ecCne4yeHn0 KauecTBa U JIIOObIX JIPYrMX HMCTOYHUKOB, KOTOPbIE PACLIEHUBAIOTCS YIOJHOMOYEHHBIM
OpraHOM KaK OTHOCSIIIMECS K HCCIEIOBAaHUI0 W KOTOpble MOTYT OBIThb pAacHoJIOKEHbI B
UCCIIeIOBATEIbCKOM LIEHTpEe, Ha OOBEKTaX CIOHCOopa M (MJIM) KOHTPAKTHOM MCCIIEI0BATENbCKON
OpraHu3alMM WU B IPYTHX OPraHU3alUsaX, KOTOPbIE, IO MHEHUIO YIIOJHOMOYEHHOTO OpraHa, TpeOyroT
MHCIIEKTUPOBAHUS;

"unpopmupoBanHoe cornacue” (informed consent) - cB0O01HOE U T0OPOBOIEHOE BOJICU3bSIBIICHHUE
CyOBEKTa O CBOEM JKEJIAHMU Y4acTBOBATh B KOHKPETHOM HCCIICAOBAHUU MOCIE MOJYYCHUS CBEICHHIA
000 BcexX acmeKkTax 3TOr0 UCCIIe0BaHUS, 3HAYUMBIX Ul PUHATUS PElIeHUs CyObeKTOM 00 ydacTuu, a
B CJIydac C HECOBEPIICHHOJICTHUMH M HEJEECIIOCOOHBIMU CYOBEKTaMH - pa3pellieHue WM COrIache HX
3aKOHHBIX MPEJICTABUTENICH O BKIIOYCHHHM TaKHX CyOBEKTOB B wHccienoBanue. VHdopmupoBaHHOE
corjacue JOKYMEHTHUPYETCSl TIOCPEICTBOM IOANMUCAHUS M JaTUpOBaHUs (HOPMBI HH()OPMHPOBAHHOTO
COTJIACHS;

"uccnenopatenp" (investigator) - puU3MUECKOE JIMII0, OTBEYAIOIIEE 3a TIPOBEICHUE HCCIICIOBAHUS B
WCCIIeZIOBATEICKOM IIEHTpe. B ciydae MpOBEACHWS HCCIEIOBAHUS B HCCIEIOBATEIILCKOM IEHTPE
TPYIIIOH JIWII UCClieoBaTeNeM (TJIaBHBIM HCCIICIOBATEIEM) SIBIISIETCSI PYKOBOJIUTEI TPYIIIIBL;

"uccnenoBatenb-koopauHaTtop" (coordinating investigator) - wuccriemoBaTellb, OTBEYAIONIMI 3a
KOOpJMHAIIMIO ACSITETFHOCTH HCCIeIoBaTeNied BCEX HCCIIEOBATEIbCKUX IICHTPOB, YYaCTBYIOIIUX B
MHOTOIICHTPOBOM KIIMHUYECKOM HCCJICIOBAHHH;

"uccnenoBatenb (MeAMIIMHCKOE yupexzaeHue)" (investigator (institution))" - wmcciaemoBaTellb U
(wm) opranu3arnys (B 3aBUCUMOCTH OT IPUMEHEHUS TTOHATHS);

"uccnenoBatenbckuit eHTP" (trial site) - hakTHYECKOE MECTO MTPOBEACHUS MUCCIICIOBAHNUS,

"uccnemyeMblil JeKapcTBeHHBIN mpemnapat” (investigational medicinal product) - nekapcTBEeHHBIH
npernapar, KOTOpbIii B MCCIICOBAaHUM TOABEPIaeTCsl UCHBITAHUIO WM TMPUMEHSETCS Ui CpaBHEHUS,
BKJIOUas Ij1a1e0o, B TOM YHCIIE 3apErHCTPUPOBAHHBIN JIEKApPCTBEHHBII Ipenapat (B ciiydae, €Clli ero
CIOCO0 TPUMEHEHHUsI OTIMYAETCS OT YTBEP)KACHHOTO, a TAK)Ke IMPH €ro HCIOJIb30BAHUU MO HOBOMY
MOKA3aHMIO WM IS TIOTYYCHHUS JTOTIOTHUTEIbHOW HH(POPMAIINH TI0 YTBEPKACHHOMY ITOKa3aHUIO);

"kiIMHMYecKoe ucchenoBanue (ucmbitanme)"  (clinical trial) - kiMHMYeckoe HW3yuyeHHe,
yIOBJICTBOPSIIOIIEE XOTSI ObI OJTHOMY U3 CIICIYIOUINX YCIOBUI:

Ha3HaueHHe CyObEKTy MCCIIeIOBAaHHUS KOHKPETHON TEepareBTUUECKOM cTpaTeruu (BMeIaTeIbCTBa)
IIPOMCXOAUT 3apaHee U HE SABIAECTCS PYTHMHHOW KIMHUYECKOM IPAaKTMKOM B TOCYyJIapCTBE-4JICHE,
HCCIIEA0BATENIBCKUE HEHTPBI KOTOPOI0 MPUHUMAKOT YYacTHE B JAHHOM KIMHUYECKOM MCCIIEIOBAHUH;

pPEIICHUEC O HAa3HAYCHHUU HUCCICAYEMOTO JICKAPCTBCHHOI'O IIpfliapaTta MPUHHUMACTCA COBMCCTHO C
PEIICHUEM O BKIIFOYCHUU Cy@b@KTﬁ B KIIMHUYECKOC U3YUCHUC,

CY6T:>6KTaM HCCJICAOBAaHNUs, TIOMUMO IIPOLCAYP pYTHHHOﬁ KJIMHUYECKOM IMPAKTHUKU, BBIIIOJIHAIOTCH
AOMOJHHUTCIBHBIC MPOUCAYPBI AUATHOCTHUKU NI MOHUTOPHHTA,
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"KOHTpaKkTHas HcclefoBaTenbckas opranuzauusa” (contract research organization; CRO) -
¢bu3nUecKoe JUIO0 WK OpraHu3aius (KoMMepuecKas, Hay4yHO-UCCIeI0BaTeIbCKas MM MHAas ), KOTOpas B
pamMKax JIOTOBOpa CO CIIOHCOPOM BBITIOJIHSET OJHY WIH OoJjiee M3 ero OOs3aHHOCTEH W (YHKIIHH,
CBSI3aHHBIX C TIPOBEICHHEM KIMHUYECKOTO UCCIIeIOBAHHUS;

"koHTposb KauecTBa" (quality control; QC)" - MeToabl U Mepbl, SBISIOLUIUECS YAaCThIO CHCTEMBI
o0ecreyeHns: KauecTBa U UCIOJIb3yEeMbIe JJIsl IPOBEPKH COOTBETCTBUS BBINOIHAEMBIX TP IPOBEIECHUU
UCCIIeIOBAHMS ITPOLIEAYP NPEAbABIIEMbIM TPEOOBAHUAM K UX KaUECTBY;

"KoopauHAIMOHHBI KoMmuTeT" (coordinating committee) - KOMHUTET, KOTOPBIH MOXET OBITh
OpPraHW30BaH CIOHCOPOM Il KOOPJAWHAIMU  TPOBEACHUS MHOTOIICHTPOBOTO  KIMHHYECKOTO
WCCIICIOBAHMS;

"koH(puaeHuansHoCcTh" (confidentiality) - coxpaHeHue B TailHE OT HEYNOJIHOMOYEHHBIX JIMII
uHpOpMaLMY, NPUHAMJISKALIEH CIOHCOPY, WIM HH(OpMAaIMM, MO3BOJIAIOLIEH HAEHTU(QHULHUPOBATH
cyObeKTa Mcciel0BaHus;

"MHOTOIICHTPOBOE KIMHHYECKOe uccienoBanue” (multicentre trial) - KMuHUYECKOE HCCIETOBaHUE,
MPOBOJIUMOE IO €AMHOMY IPOTOKOIY Oojee ueM B | HccienoBaTeNnbcKOM LEHTpe U, Oonee uyem |
HCCIIeI0BaTeNIeM;

"Monutop" (monitor) - ¢Qu3MUecKoe MO, Ha3HaYaeMoe CIOHCOPOM WM KOHTPAKTHOM
HCCIIeI0BAaTENLCKON OpraHu3anueii, Koropoe padoTaeT COBMECTHO C HCCIEI0BaTEIeM-KOOPAUNHATOPOM
WIA KOOPAMHAIIMOHHBIM KOMHUTETOM U KOHTPOJHPYET NPOBEICHHE KIMHMUYECKOTO HCCIIEOBAaHUS B
COOTBETCTBUM C IPOTOKOJIOM, OLICHMBAE€T CTENEHb €r0 BBIIIOJHEHUS, OKAa3bIBAET COJECHCTBUE
HCCIIEIOBATENIO B aHAIM3€E, UHTEPIPETALMH U SKCTPANOJISALUY JaHHBIX;

"MoHUTOpPHHT" (monitoring) - JeATEJbHOCTb, 3aKIIOYAIOIAsAcCs B KOHTPOJIE 3a XOJOM
KJIIMHUYECKOTO HCCJIeIOBaHus, OOECIeUeHUN €ero MpoBEeACHUs, cOOopa JaHHBIX U MPEICTaBIICHUS
pe3yJabTaTOB B COOTBETCTBHUM C IIPOTOKOJIOM, CTAHJAPTHBIMH ONEPALMOHHBIMHU IPOLIETYpPaMH,
Ha/JIexallel KIIMHNYEeCKON NMPakTUKON 1 MPUMEHUMBIMU TPeOOBaHUAMU;

"magnexamas kiauHMYeckas npaktuka"' (Good Clinical Practice; GCP) - cBoj STHYECKHX H
HAyYHBIX TpPeOOBaHMN K IUTAHUPOBAHHIO, MPOBEICHUIO, peATH3ali, MOHHTOPHUHTY, ayIuTy,
JOKYMEHTHUPOBAHUIO, AaHAIM3y H NPEICTABICHHUIO PE3yJIbTaTOB KIWHUYECKUX WCCIICIOBAHUMA,
o0ecreunBarONIMX 3alUuTy TMpaB, O€30MacHOCTH | OJIaromojydusi CyOBEKTOB WCCIECIOBaHUS U
MOJIyYEeHHE B paMKaX KIMHUYECKOTO UCCIICIOBAHMS HAJIS)KHBIX U JOCTOBEPHBIX JaHHBIX;

"HexxenarenbHas peakuusa" (adverse reaction) - HelpeIHaMepeHHash HEOIAronpHUsTHAs peakIys
OpraHu3Ma, CBsI3aHHAas C TPUMEHEHHEM JICKapCTBEHHOTO CpelcTBa (MCCIelyeMoro Ipernapara),
Mperoiararoas HaIn4ue, Kak MUHUMYM, BO3MOYKHON B3aMMOCBSI3M C IPUMEHEHUEM T1003PEBAEMOTO
JIEKapCTBEHHOI'0 IpernapaTta (MCClIeyeMOoro npenapara);

"HexenaTenbHOe siBIeHue" (adverse event) - Mr000€ HEONMArONMPHUATHOEC U3MEHEHHE B COCTOSTHUH
3I0POBbSI TIAIIMEHTA MM CyOBEKTa HCCICIOBAHUS, KOTOPOMY BBEACH JICKApPCTBEHHBIN Mpernapar,
HE3aBUCHMO OT NMPUYUHHO-CIICJICTBEHHOHN CBSI3M C €ro mpuMeHeHneM. HexenaTenbHoe SIBICHHE MOXKET
MPECTaBIATh CcOo00i Jr000e HEONIarompusTHOE W HeNpeJHAMEPEHHOEe W3MEHEHHEe (Hampumep,
OTKJIOHEHHE J1a0OpaTOpHOrO TMoOKas3aTelss OT HOpPMBI), CHUMITOM WIH 3a00JeBaHUE, BpeMs
BO3HUKHOBCHU S KOTOPBIX HC HUCKJIIO4YacT HpI/ILII/IHHO-CJ'IeI[CTBeHHOI\/'I CBsA3U C MMPUMCHCHUEM
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JICKApCTBECHHOI'O IMpfriapaTta, BHE 3aBUCUMOCTH OT HaJIWYUg WKW OTCYTCTBUS B3aUMOCBA3U C
NPUMCHCHUCM JICKAPCTBCHHOT'O IIpCIiapara,

"He3aBUCHMBIM KomuTeT 10 MoHHTOpWHTY aaHHbix, HKMJI" (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee)) - He3aBUCUMBI KOMUTET, KOTOPBIH MOKET ObITH 00pa30BaH MO0 MHULIMATUBE CIIOHCOPA IS
NEPUOINYECKOTO PACCMOTPEHUS X0a KIMHUYECKOT0 UCCIIeI0BaHMs, JaHHbIX 110 0€30IacHOCTU U (WIIN)
OCHOBHBIX MapaMeTpoB 3((eKTUBHOCTH, a Takke AJsd BBIPAOOTKM PEKOMEHAALUH CIIOHCOPY O
11€J1eCO00Pa3HOCTH MPOIOKEHHS, TPEKPAIEHHUs UCCIIEJOBAHUS UM BHECEHHSI B HETO U3MEHEHMUIA;

"nezaBucuMbIil dTdeckuii komutet, HOK" (Independent Ethics Committee; IEC) - He3aBUCHMBIiA
opraH (9KCIEpPTHBIA COBET WJIM KOMHUTET, JCHCTBYIONUN Ha YPOBHE OPTaHM3AIMH, HA PETHOHATHHOM,
HAI[AOHAJILHOM WM  MEXJIYHApOJIHOM  ypPOBHE), KOTOPBIH YyUYPEKICH B  COOTBETCTBUU C
3aKOHOJATEIbCTBOM TOCYIapCTBa-4JieHa, COCTOUT W3 MEIUUIUHCKUX DPAaOOTHHUKOB, a TakKXKe JIHI, He
UMEIOIUX OTHOIICHWS] K MEIWIIMHE, HAaJeJIeH MpaBOM JaBaTh 3aKIIOYEHHS B LEISIX pealu3alud
Hactosmux [IpaBun (mpuHUMas BO BHUMaHUE B3IJISAIbI HECIIEIIMAIMCTOB, B OCOOCHHOCTH TMAaIllMEHTOB U
OpraHu3alfii MaIMeHTOB), a TaKkKe OOECIeYMBAET 3aIIUTy MpaB, OE30MaCHOCTH M OJIArONOIYUHS
CyOBEKTOB MCCIICZIOBAHMS M BBICTYIAET Ui OOIIECTBAa rapaHTOM TaKOM 3aIllUThI, B YaCTHOCTH ITyTeM
paccMoTpeHHs, omoOpeHusi (BBIIAYM 3aKJIIOYCHHUS) TPOTOKOJA  HCCIIENOBAaHUS, KaHIUAATYP
uccienoBaTenelf, HCCIeIOBAaTEIbCKUX IIEHTPOB, a TaKKe MaTepuajoB U METOAOB, KOTOpbIE
MIpPEIoiaraeTcs MCIOJIb30BaTh ISl TOJTYYEHHUS M JTOKYMEHTHPOBAHHUS HMH(POPMUPOBAHHOTO COTJIACHS
cyOBeKTOB wuccienoBanus. [IpaBoBoil crtaTyc, cocTtaB, (QYHKIHH U ACSITEIbHOCTb HE3aBUCUMBIX
ITUYECKHX KOMHTETOB, a TaKKe NPUMEHUMBIE K HHUM TPeOOBaHUS MOTYT pa3jNyaThCsi B Pa3HBIX
rocyaapcTBax-aieHax, TeM He MmeHee, HOK nomKkHbI (yHKITMOHUPOBATH B COOTBETCTBHH C HACTOSIIIIUMU
[IpaBunamuy;

"He3aMHTEpEeCOBaHHBIN cBUAeTeNb" (impartial witness) - pusznueckoe JuI0, KOTOPOE HEMPUIACTHO
K TPOBEJICHUIO KIMHUYECKOTO WCCIEIOBaHMS, Ha KOTOpPOE HE MOTYT OKa3aTh JIaBJICHHE YYaCTHUKHU
KIIMHUYECKOTO HCCIIEIOBAaHUS M KOTOPOE B CIydyae, eclM CYObEKT HCCIEIOBAaHUS WM €r0 3aKOHHBIN
MPEICTAaBUTEIF HE YMEIOT WIM HE MOTYT YWTaTh, HPHUCYTCTBYET BO BpEeMsl MOJIyYCHUs
WH()OPMHUPOBAHHOTO COTJIACHS, a TAK)KE 3aUUTHIBACT TEKCT WH(GOPMHUPOBAHHOTO COTJIACHS U JHOOBIC
JPYTHE TPEIOCTABIIIEMbIC CYObEKTY HCCIICAOBAHUS MTMChbMEHHBIC MaTCPUAIIBI;

"HenpeABUICHHAS HEeXeaTenbHas peaknus” (unexpected adverse drug reaction) - HexkeIaTeIbHAS
peakiys, XapakTep, CTENeHb TSDKECTH WM KCXO0J] KOTOPOM HE COOTBETCTBYET HH(MOpPMAIIHH,
coJiepskalieiicst B 00IIel XxapakTepUCTHKE JIGKAPCTBEHHOTO Mpemnapara 0o B OpoIirtope uccieaoBaress
(U1 HEe3apPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO Mperapara);

"obecrieuenne kadectBa" (quality assurance; QA) - COBOKYIHOCTh CHCTEMATHYECKHX H
IITaHOMCPHBIX HeﬁCTBHfI, KOTOPBIC HMCIOT LEJbIO 00ecrieunTh COOTBETCTBUE IMPOBOAUMOI'O
UCCIIeIOBaHMs, cOopa, peruCTPAlMU U MPEICTABICHHS JJaHHBIX HAJJIC)KAIICH KIIMHHYECKOW MPAKTHKE U
MPUMEHUMBIM TPEOOBAHHSM;

"omoOpeHune sKcmepTHOro cometa opranuzammu’ (approval (in relation to Institutional Review
Boards))" - 3axmrodeHue, mpuHATOEe DKCIEPTHBIM coBeToM opranm3anuu (DCO), moaTBepx aaroIiee
(bakT MpoBENEHHUS SKCHEPTH3bl KIMHUYECKOTO HCCIEIOBAHMS U SIBISIIONICECS pa3pelleHueM Ha €ro
IIPOBEJICHUE B JAaHHOW OpraHM3alMM B COOTBETCTBUU € HMHCTpyKIusMu OCO, HOpPMAaTHUBHBIMHU
JOKYMEHTaMH MEIMLMHCKOM OpraHu3anuM, a TakkKe HaJulexkalleldl KIMHUYECKOW NPaKTUKOM U
IIPUMEHUMBIMH TPEOOBAHUSAMU;
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"opranmzamus ~ MeaunuHckas"  (institution  (medical)) - yupexxneHuwe — (opraHU3aIus)

3/IpaBOOXPAHEHUS BHE 3aBHCUMOCTH OT €€ OpraHU3allMOHHO-TIPAaBOBOM (DOPMBI, B KOTOPOI TIPOBOAUTCS
KIIMHUYECKOE MCCIEAOBAHUE M KOTOpas MMEeT paspelieHue (IMIEH3MI0) Ha MEIULUHCKYIO
JeSATENIbHOCTh, & TAKXKE 00JIa7jacT MPaBOM Ha NIPOBECHHE KIIMHUICCKUX UCCIICIOBAHHUIH,

"ocHOBHbIE TOKyMeHTHI" (essential documents)" - TOKyMEHTBI, KOTOPbIE B COBOKYITHOCTH WJIM IO
OT/EJILHOCTH MO3BOJISAIOT OLEHUTh X0/ KIMHUYECKOI'0 UCCIIEI0BaHUS U Ka4eCTBO MOJIYYEHHBIX IaHHbBIX;

"or4yer MOHHUTOpA" (Monitoring report) - MUCbMEHHBIA OTYET MOHUTOPA CIIOHCOPY TTOCIE KaKIO0TO
BU3UTAa B HCCIEJOBATEIIbCKUN LEHTP M (WIM) KOHTAKTa C HCCIENOBATEISIMH B COOTBETCTBUHU CO
CTaHJapTHBIMU ollepaliMoHHbIMU ITpouenypamu (COII) crioncopa;

"otuer 00 aymute" (audit report) - MUCHMEHHOE 3aKIIIOUEHUE ayUTOpa CIIOHCOpA O Pe3yJIbTaTax
ayauTa;

"OT4eT O KIMHUYECKOM uccienoBanuu (ucmbitTanun)" (clinical trial (study report)) - onucanue B
MUCBMEHHOW (QopMe KIMHUYECKOTO HCCIIEeNIOBaHMs, MpeACTaBlIeHHOe B (opmare, MO3BOJAIOIIEM
OCYIIECTBIISATh JIETKHM MOMCK, COCTaBJIEHHOE B COOTBETCTBUM € HpuiokeHneM N 1 K HacTOALIMM
[IpaBunam u pazpenom S5 uactu 1 npunoxkenus N 1 k IlpaBunam perucrtpauvu MU 3KCHEPTU3BI
JIEKapCTBEHHBIX  CPEACTB Ui MEIUIIMHCKOTO TPUMEHEHUs, yTBepKIaembIMu EBpasuiickoit
HKOHOMHYECKOW KOMHCCHH TPH COTIPOBOKICHUH 3asIBJICHHS HA PETUCTPAITHIO;

"mepBUYHas JOKyMeHTanus" (OopuruHaibHbIe MemuimHckue 3amnucu) (original medical record
(source documents)) - HCXOIHBIE TOKYMEHTHI, JaHHBbIE W 3amMUCH (HalpUMep, HCTOPUH OOIE3HH,
amMOynaTOpHble KapThl, JaOOpaTOpHbIE 3alMCH, 3aMETKH, JHEBHUKM CYOBEKTOB HCCIICIOBAHMUS,
BONPOCHUKH,  JKypHaJbl  BBIJAYd  MEIMKAMEHTOB,  3allUCH  aBTOMATUYECKUX  YCTPOWCTB,
BepH(PHUIIMPOBAHHBIE W 3aBEPEHHBIC KONMMH WM BBIMTHCKH, MUKPOQUIIHN, (POTOHETaTUBBI, MUKPOTUICHKH
WJIA MarHUTHBIC HOCHUTENN, PEHTTEHOBCKHAE CHUMKH, JTIOOBIE 3aIHCH, OTHOCSIIUECS K MAIEHTY, B TOM
YHCIIe XpaHALIMECS B amnTeke, JIadopaTopusX M OTHACICHHAX HMHCTPYMEHTAIBHOW JHAarHOCTHKH,
UCTIOJIb3YEMBIX B KIITMHUYECKOM HCCIICOBAHUN);

"mepBuyHble JaHHbIE" (source data) - Bca HMHPOpMaLUS, COAEpKAIIASCI B OPUTHHAIBHBIX
MEIMLIMHCKUX 3alUCAX W HUX 3aBEPEHHBIX KONHAX, O pe3yjbTaTraX KIMHHUYECKUX HAOIIOACHUH,
00cIIeI0BaHU U JPYTOil 1eATENIbHOCTH, TO3BOJIIONIAs BOCCO3/1aTh X0 KIMHUYECKOTO UCCIIEA0BAHUS U
OLICHUTH ero. llepBuuHble NaHHBIE COJEP)KATCS B MEPBUYHOM NOKyMEHTAalUMU (TIOJUIMHHUKAX WIH HUX
3aBEPEHHBIX KOIUSX);

"mompaBka K mpoTokosy" (protocol amendment) - opopmiIeHHOE B MUCbMEHHOM BHUJE ONMHMCAHHUE
M3MEHEHMH, U COOO0IEHNE O BHOCUMbIX U3MEHEHHUAX WIH OPHUIIMATBHOE Pa3bsCHEHHE MTPOTOKOIIA;

"mpemapar cpaBHeHus" (comparator (product)) - HCCIEIyeMbIH WU 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpemnapar (aKTUBHBIA KOHTPOJIb) JHOO Tuiane®o, HMCIONb3yeMble Ui KOHTPOJS B
KJIIMHUYECKOM HCCIIEIOBaHHH;

"mpumenumMble TpeboBanusa" (applicable regulatory requirement(s)) - akTbl, COCTaBIISIOIIHNE MTPABO
Coro3a, ¥ 3aKOHOJATENHCTBO TOCYAApPCTB-UICHOB B cdepe oOpallieHusi IJeKapCTBEHHBIX CPENCTB,
perynupyomue mpoBeeHIe KIMHUYECKUX UCCIIeI0OBAaHU;

"IPOMEKYTOUHBIA OTYET O KIMHHYECKOM HccienoBanuu (ucmeitanun)" (interim clinical trial
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(study report)) - oT4ET O MPOMEXKYTOUHBIX Pe3yibTaTaX M UX OLIEHKE, OCHOBAaHHBII Ha MPOBEJCHHOM B
X0J1€ KIIMHUYECKOTO MCCIIEA0BaHNs AHAIN3€E JaHHBIX;

"MPOTOKOJ KIIMHUYECKOTO HccienaoBanus’ (protocol) - MOKYMEHT, OMMCHIBAIONIUN 1IeNH, JU3aiiH,
METOJIOJIOTHIO, CTATHCTUYECKHUE METOABl M OpPTaHHW3aIui0 MCCIeAOBaHUSA. [IOMHMO 3TOTO, MPOTOKOI
KIIMHUYECKOTO HCCIICIOBAaHUS OOBIYHO COJCPIKHT IIOJIyYCHHBIC paHee JaHHble W O00OCHOBaHHWE
HCCIICIOBaHMS, OJHAKO 3Ta MH(OpMALKS MOXXET OBITh MPEACTaBlIcHA M B JAPYTHX JIOKYMCHTax, Ha
KOTOPBIE CCBUIACTCS TPOTOKOJ KJIMHUYECKOTO HCCIeOoBaHus. [IpUMEHUTENPHO K HACTOSIIUM
[IpaBunam TepMuH "mpoTokon" TMoOApa3yMeBaeT KaK BCE TMOCIHEAYIONIME BEPCUU IMPOTOKOJIA
KIIMHUYECKOTO UCCIICIOBAHMS, TaK U TIONPABKH K HEMY;

"mpsimoii moctyn" (direct access) - pa3pellieHue, BbIIAHHOE PYKOBOACTBOM HCCIIEA0BATEILCKOTO
[IEHTpa, 3aMHTEPECOBAHHBIM JIMI[aM Ha M3y4YeHHE, aHAJIN3, TPOBEPKY U KOMUPOBAHHE JIFOOBIX 3ammuceil U
OTYETOB, HEOOXOIUMBIX AJISI OLIEHKH KIMHUYECKOTo uccienoBaHus. Jluia, uMeromye npaBo NpsMoro
JocTyna (HampuMep, MpeICTaBUTENN HAIMOHAIBHBIX WJIM WHOCTPAaHHBIX YINOJHOMOYEHHBIX OpPIraHOB,
MOHHUTOPBI M ayAUTOPBl CIIOHCOPA), MOJDKHBI MPUHUMAaTh BCE PasyMHbIE Mepbl Ui COOJIIOACHUS
NPUMEHUMBIX TpeOOBaHMI TO 3aIuTe KOH(PHUICHIMAIBHOCTH HWH(POPMALUH, MO3BOJSIOIIEH
UIEHTU(DUIIMPOBATH CYOBEKTOB UCCIIEIOBAHUS, U MH(DOPMAIIUU, TPUHAIIEKAIIECH CTIOHCOPY;

"pangomm3anusa” (randomization) - Tpomecc pacmpeneieHus CyOBEKTOB HCCIECIOBAHHS I10
TpyNIaM JICYCHUS WM KOHTPOJS CIy4YallHbIM 00pa3oM, TIO3BOJIIONIMA CBECTH K MHHUMYMY
CYOBEKTUBHOCTH;

"pyTHHHas KJIMHMYecKas MpakTtuka" (routine clinical practice) - maGiaoHHBIE (OJHOTUITHBIC)
MEIULMHCKUE JUArHOCTUYECKHE M JIeUeOHbIE MPOLEAYPHl, TEXHOJOTHH HIH MEpONPHUITHS, KOTOPHIE
BBITIOJIHSAIOTCS. JUTSL JAHHOW TPYIIBI TAIMEHTOB WM JAHHOTO CTaHAapTa OKa3aHWs MEIUIIMHCKON
MTOMOIIIH;

"ceptudukar ayaura" (audit certificate) - TOKyMEHT, COCTaBJICHHBIN ayIUTOPOM B TIOJITBEPKIACHUE
(akTa MpOBEJCHUS Ay TUTA;

"cepbe3Hoe HexenarenbHoe sBieHue (CHS), cepbesnas nexenatenbHas peakuus (CHP)" (serious
adverse event; SAE or serious adverse drug reaction; serious ADR) - HexenarenpbHOE MEIUIIMHCKOE
COOBITHE, KOTOPOE MPUBOAHUT K CMEPTH, MPEACTABISACT YIpo3y ULl KU3HU, TPEOYET TOCIHUTATH3AIUN
MalMeHTa Wi €€ TPOJICHUS, MPUBOJUT K CTOWKOW JIMOO BBIPAKEHHOW HETPYAOCIIOCOOHOCTH WIIH
WHBAJUIHOCTH, K BPOXICHHBIM aHOMAJUSM WJIM T[OPOKAM pa3BUTHUSA, TpeOyeT MEeIULUHCKOTO
BMeEIIATeNbCTBA AJIsl IPEIOTBPAICHHS PA3BUTHS NIEPEUUCICHHBIX COCTOSHUIA;

"cnenoii metox (MackupoBka)" (blinding (masking)) - MeTos, mpu IpUMEHEHUH KOTOPOTO OJIHOM
WJIA HECKOJIBKMM YYaCTBYIOIIUM B KIIMHUYECKOM HCCJIEIOBAHUN CTOPOHAM HEM3BECTHO, KAaKOE JICUCHUE
Ha3HA4YEeHO CYOBEKTY nccienoBanus. [IpocToil cnemnoil MeTo mpeaycMaTpuBaeT HEOCBEAOMICHHOCTh O
Ha3HAYEHHOM MM BHJE JICUeHHsI CyOBEKTOB MCCIIENOBAHMS, B TO BpeMs KakK JBOMHOM CIEmoil MeTon
MOJIpa3yMeBacT HEOCBEJOMIIEHHOCTh CYOBEKTOB HCCIEOBAaHMSA, HCCIEAOBaTeNeld, MOHUTOPOB H B
HEKOTOPBIX CIyYasX JIHII, BHITOIHSIOINX CTATHCTHUECKYI0 00pabOTKy JTaHHBIX;

"cobmonenne TpeOoBaHUI (MPUMEHUTENHHO K KIMHHUYECKHM HccienoBaHusaM)" (compliance (in
relation to trials)) - coOTBETCTBHE BCEM CBSI3aHHBIM C KIMHHUYECKUM HCCIEIOBAaHHEM TPEeOOBAHUSM,

HaJuIexalleld KIMHUYECKON MPaKTUKE U WHBIM IPUMEHUMBIM TPEOOBaHUSIM;

"couccnenoBarenb  (subinvestigator)" - r000W UJIEH HWCCIIEIOBATEIHCKOTO  KOJUICKTHBA,
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Ha3HAUCHHBLIM HCCIed0oBaTeIeM M OCYH.[GCTBJ'IHI-OH_II/II‘/JI noa €ro KOHTPOJIEM 3HAYHUMBIC IMPOLCAYPHI
KIIMHUYCCKOI'O UCCIICAOBAaHNA B UCCIICAOBATCIILCKOM LCHTPC (Haan/IMep, HHTCPH, OpAHUHATOP, HaYQHBII\/'I

COTPY/IHUK);

"crioncop" (sponsor) - ¢GU3MUECKOE WJIM IOPHUAMYECKOE JIMIO0, OTBEYAIOIICe 3a WHUIIHAIIHIO,
OpTaHM3AIHI0 ¥ o0ecrieueHre (PMHAHCUPOBAHUS KIIMHUYECKOTO UCCIICIOBAHMUS;

"crioHcop-uccienoBatens”  (sponsor-investigator) - JIMIIO, KOTOPOE CaMOCTOSITEIbHO WM
COBMECTHO C JAPYTUMH JIUI[AMHA WHUIMHPYET W TIPOBOJWT KIMHHUYECKOE WCCIICOBAHUE M TIO]
HEMOCPEACTBEHHBIM PYKOBOJCTBOM KOTOPOTO MCCIEAYEMbIH MpenapaTt Tu00 Ha3HAYaKoT, TN0O0 BHIIAIOT
CyOBEKTy McCleoBaHUs, JTMO0 TOCIeTHIIH TpuHUMaeT ero. CIOHCOPOM-HCCIIEeI0BATEIEM MOXKET OBbITh
TOJIBKO pu3ndeckoe muio. OOSI3aHHOCTH CIIOHCOPA-UCCIIS0OBATENS BKIIIOYAIOT B CeOs 0053aHHOCTH KaK
CTIOHCOPA, TaK M UCCIIEOBATEIIS;

"cranmapTHbie omnepanuoHHbeie mpouenypsl, COII" (standard operating procedures; SOPs) -
MOJPOOHBIC TMHChMEHHBIE WHCTPYKIWHU, TpPEAHA3HAYCHHBIC JUISI JIOCTHXKCHHS €IUHOOOpa3ws Tpu
OCYIIECTBIICHUH OMPEICTICHHON 1eATeIbHOCTH;

"cyonekT (cyObekT uccuemoBanusi)" (subject (trial subject)) - pusmdeckoe im0, y4acTByIoIIee B
KJIMHUYECKOM HCCIICOBAaHUM B COCTaBe TPYIIbI, MOJyYalolleld WCCIeAyeMblii mpenapar, Ju0o B
COCTaBE€ KOHTPOJIBHOM IPYTIIBL;

"ynomHoMmoueHHble opranbl"  (regulatory authorities) - oprasel, oOnagarone IPABOM
OCYIIECTBIIATh  perynupytome  pynkiun. [IpuMenutenbHo K  HactosmmM  [IpaBuiam K
YIOJTHOMOYEHHBIM  OpraHaM  OTHOCSTCS ~ WHCTaHIMHM,  YIOJHOMOYEHHBIE  paccMaTpuBaTh

NpeaAOCTABJICHHBIC MM KIMHUYCCKHUC IOAHHBIC, a4 TAKKC IMPOBOJUTH HHCIICKIUU. Ot OpraHbl TaKXC
HWHOI'Ja Ha3bIBAIOT KOMIICTCHTHBIMH OpraHaMu,

"ys3BUMble CyOBeKThl uccienoBaHus" (vulnerable subjects) - numa, Ha JKelaHue KOTOPBIX
y4acTBOBAaTh B KIMHUYECKOM HCCICAOBAaHWM MOMKET OKa3aTh UYPE3MEpHOE BIMSHHUE OXXHIAHUE
(oOocHOBaHHOE WM HEOOOCHOBAaHHOE) TE€X MM HWHBIX MPEUMYINECTB, CBS3aHHBIX C y4YacTHEM B
WCCIICZIOBAaHUM, WJIM CAHKIMM BBIIIECTOSIIMX B HEPapXuU JHUI] B ciay4yae OTKasa OT ydactus. K
YA3BUMbBIM CYG’beKTaM HCCIICAOBAaHUA OTHOCATCA Yy4YalllUuCCda BBICHIMX W CPCAHHUX MCIUIHWHCKUX,
(bapMaHeBTI/ILICCKI/IX U CTOMATOJIOTHYCCKHUX y‘I€6HBIX 3aBeI[CHI/II\/'I, MJ'Ia[[IHI/Iﬁ nepcoHaan KIWMHHUK H
nabopaTopwid, ciykamue (GpapMaIieBTHISCKIX KOMITAaHUH, BOCHHOCITYKAIlME W 3aKIIFOYCHHBIC, a TaKKe
OoJIbHBIC, CTPAJAIOIINE HEU3JICYMMBIMU 3a00JIEBAaHMSAMH, JIMIA, HAXOAALIMECS B JOMax IO YXOAy,
ManooOecriedeHHble ¥ 0e3pa0OoTHBIe, MAIMEHTHI, HaXOAAMIMECS B HEOTIOXHOM COCTOSIHUH,
NPEJCTaBUTENIN HAIIMOHAJIBHBIX MEHBIINHCTB, O€370MHbIE, OpOISTH, OEKEHIIbI, HECOBEPIIICHHOJIECTHUE U
JIMLA, HAXOSIUECS IO ONIEKON MU MONEYUTEILCTBOM, a TAKXKE JIUIIA, HECIIOCOOHBIE 1aTh COTJIAacHe.

"skcnepTHbI coBeT opranm3anuu, JCO" (Institutional Review Board; IRB) - ne3zaBucumblit
opraH, KOTOPBIM COCTOWT W3 JIMII, padOTAIONMUX B 00JIACTH MEIUIIUHBI, B TOM YHCJIC HAYyYHOU, a TaAKKe
MMEIOIIUE HE OTHOCSIIMECS K MEAUIIMHE CIIeUaIbHOCTH, 00ECIeYnBaeT 3alIUTy IpaB, 0€30MacHOCTH U
Onaromnony4ns cyObeKTOB HCCIEI0BAHUS U MPEIOCTABISIET OOIIECTBEHHYIO TapaHTHIO TaKOM 3allUTHI, B
TOM 4YHCJIE MyTeM pacCMOTPEHHs, OAOOpeHus (BbIIAYHM 3aKIIOYCHHS) MPOTOKONA KIMHHYECKOTO
HCCIEOBaHUSl M TOMPAaBOK K HEMY, a TaKKe MAaTepuajoB M METOJOB, KOTOPBIC MpPEANOaraercs
WCIIOJIb30BaTh ISl TIONYYCHHS W JOKYMEHTHPOBAHUS HWH(POPMHUPOBAHHOTO COTJACHs CyOBEKTOB
uccneaoBaHus. JlaHHBII TEpMHUH TNPUMEHSETCS B OTHOIICHUHM KIWHUYECKUX HCCIICIOBAHUM,
BBITIOJTHEHHBIX HAa TEPPUTOPUH FOCYJAPCTB, HE UMEIOIINX HE3aBUCHUMBIX 3TUYECKUX KOMUTETOB.
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2. IlpuHUHMIBI HAJJIEKALEH KITMHUYECKON IPAKTUKH

2.1. KiuHuueckue uCCIEAOBAHUS JOJKHBI TPOBOAUTHCA B COOTBETCTBUM C ATHYECKUMHU
MIPUHLUIIAMH, 3JI0)KCHHBIMH XEJIbCUHKCKOM Jeknapanuend, npuHaTo Ha XVII ceccum BceemmpHoi
accouuainyu 3apaBooxpaneHus B 1964 rony, n orpaxkeHHbIMU B HacTosmux [IpaBunax v mpuMEeHUMBIX
TpeOOBAHMSIX.

2.2. Jlo Havana MCCIICOBAHMs JIOJDKHA OBITh MPOBEJCHA OIICHKA COOTHOIICHUS TPEIBHIAMOTO
(mpeackazyemMoro) pucka M HEYJOOCTB C OXMIAaeMOW TONB30M Ml CyOBhEeKTa HCCIEIOBaHUS U
obmiectBa. MccrnenoBanne MOXKET ObITh HAYATO U MPOJOJIKEHO TOJIBKO B TOM CIlTydae, eCii OKugaeMast
TI0JIb3a OTIPABJIBIBACT PHUCK.

2.3. IlpaBa, Ge3omacHOCTh U OJAromnoiaydne CyObEKTOB HCCIEAOBAHHUS WMEIOT TEPBOCTETICHHOE
3HA4YCHHUE ¥ JIOJDKHBI IPEBAJIMPOBATH HAJl HHTEPECAMH HAyKH U OOIIeCTBa.

2.4. Uudopmanus (IOKIMHUYECKass M KIMHUYECKas) 00 MCCleAyeMOM Ipenapare J10JKHa ObITh
JOCTaTOYHOM 11 000CHOBAHUS MPEATOIAraeMOoro KIMHUYECKOT0 UCCIIeI0BaHMUS.

2.5. Knunuveckue UCCieIOBaHMs JTOJDKHBI COOTBETCTBOBATH HAYYHBIM TPEOOBAHUSIM U JOJIKHBI
OBITh YETKO U MOAPOOHO ONHKCAHBI B TPOTOKOJIE KIMHUYECKOTO UCCIIEIOBaHUS (Jajiee - MPOTOKOJI).

2.6. KnuHuueckoe HCCIEeIOBAHUE TOJDKHO MPOBOJUTHCS B COOTBETCTBHM C MPOTOKOJIOM,
paspenieHHbIM (000pPEHHBIM) AKCIEPTHBIM coBeToM opranm3anuu (DCO) (He3aBUCHMBIM ITHYECKUM
komuteToM (HOK)).

2.7. OTBETCTBEHHOCTh 3a OKa3bIBAEMYIO CyOBEKTY MEIMIIMHCKYIO TIOMOIb U MPUHATHE PELIeHUN
MEUIMHCKOTO XapaKTepa HECET Bpau.

2.8. Bce mpoBopsmme uccienoBaHHE JHMIA JOJDKHBI MMETh COOTBETCTBYIOIIME 0Opa3oBaHUE,
MOJATOTOBKY U OMBIT I BHIIOJTHEHUS BO3JIOKEHHBIX HAa HUX 33]1a4.

2.9. lo6poBonbHOE MHGOPMUPOBAHHOE COTJIACHE JTOJKHO OBITh MOJYYEHO Y KaXKI0ro cyObeKTa
710 €ro BKIIIOUEHUS B HCCIIEOBaHNE.

2.10. Bcio monyuyeHHYH0 B KIMHHYECKOM HCCIEIOBaHMM HH(GOpPMAIMIO HEOOXOIUMO
PETUCTPUPOBATh, IEPEAABATH U XPAHUTH TAKUM 00pa30M, 4TOOBI 00ECTIEYUTh TOYHOCTh M NMPABHIBHOCTh
ee MpeACTaBIECHUs, MHTEPIPETAUU U BepU(UKALINUH.

2.11. KoH(puIeHIINAaTbHOCTh  3aMHCEH, TMO3BOJIIONIMX  HACHTU(PHUIIMPOBATH  CYOBEKTOB
HCCIIeIOBaHMs, J0JDKHA OBITh oOecrieueHa B LIESX COOJNIIO/ICHUS MpaBa HAa YACTHYIO JKHU3Hb U 3aILUTY
KOH(UIEHIINATFHOCTA B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMH.

2.12. TIpou3BOACTBO M XpaHEHHE HCCIEAYEMBIX IIpernapaTroB, a Takxke oOpalleHHe ¢ HHUMHU
HE00XO0IMMO OCYIIECTBISATh B COOTBETCTBUU C [IPABHIAMH HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTHKH.
Hccnenyemble mpenaparhl T10JKHBI IPUMEHSTHCSI B COOTBETCTBUU € YTBEPIKIEHHBIM ITPOTOKOJIOM.

2.13. Jlna obecriedeHUs KadecTBa KaXKIOTO acCleKTa HMCCIENOBAaHUS JIODKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIIME CUCTEMbI U OTIEPAIIMOHHBIE TIPOLICTYPHI.

3. DKCIEpTHBIN COBET OpraHnu3anuu (He3aBUCUMBIA STUYECKUMA
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komutet) (3CO (HOK))

3.1. O6s3anHOCTH.

3.1.1. OkcrepTHBIN COBET OpraHU3alMK (HE3aBUCUMBIN 3TUYECKUI KOMHTET) IMpU3BaH 3allMIIATh
mpaBa, 0€30MacHOCTh M 0JIArOTMOJydHe BCEX CYOBEKTOB HcclenoBaHus. MccienoBaHUsIM ¢ ydacTHEM
YSI3BUMBIX CyOBEKTOB JOJIKHO OBITh y/I€JI€HO 0CO00€ BHUMAHHUE.

3.1.2. 3CO (H3K) nomxeH NOIy4YUTh HA pACCMOTPEHUE CIIEAYIONINE JOKYMEHTBI:

IPOTOKOJI (TIONPAaBKU K IPOTOKOITY );

HNHCBMEHHYIO (hopMa HH(GOPMHUPOBAHHOI'O COIIACHSI U €€ IOCIIEAYIONINE PENAKIINY, IPeAIaracMble
UCCIIeI0BATEIIEM JUIs UCTIONb30BAHUS B HCCIIEJOBAHNUM;

ONMCAaHWEe JICHCTBUH, HANpPAaBJICHHBIX Ha IMPHUBJICUYCHUE CYOBEKTOB K YYaCTHIO B HCCIICIOBAHUN
(HanpuMep, peKIaMHbIe OOBSIBICHUSA);

MUCbMEHHBIC MaTepPHaJIbl, KOTOPBIC OYAYT MPEIOCTABICHBI CyObhEKTaM UCCIIETIOBAHHS,
Oportitopa ucciea0BaTes;

U3BeCTHas WH(pOpMAaIIKs, Kacaromascs 6e30MacHOCTH;

I/IH(bOpMaHI/Iﬂ O BhBIIUIATax U KOMIICHCAIIUAX CY6T)CKTaM HUCCJICAOBaHUA,

TEKYIIyI0 peJakluio pe3toMe uccienoBarens (curriculum vitae) u (Wiu) Apyrue MaTepHabl,
MOJITBEPKIAIOIIHE €r0 KBATN(UKAIUIO;

Jpyrue JOKyMEHTbI, KoTopble MoryT mnorpeboBatbes OCO (HOK) g BbIOSHEHHS €ro
00s13aHHOCTEH.

OCO (HBK) pomkeH paccMOTpeTh BOMNPOC O MPOBEACHUU MPEIaraéMoro KIMHUYECKOTO
WCCIICIOBAaHUSI B COOTBETCTBYIONIME CPOKHM M JIaTh 3aKIIOYCHHE B IMHCHMEHHOM BHJE, YETKO
I/IHGHTI/I(l)I/IIII/Ip}IH HCCIICOJOBAHUEC, PACCMOTPCHHBIC AJOKYMCHTBLI WM JAaThbl IPU BBIHECCHHWHN CICAYIOIIHUX
BO3MOJKHBIX PEIICHHNA:

0H06peHI/Ie (BLI,I[a‘{a 3aKJ'IIO‘IeHI/I$[) Ha IMPOBCACHUC UCCIICAOBAHU,

TpeOOBaHWE O BHECEHWHM H3MEHEHHH B TPEACTABICHHYIO JIOKYMEHTALUIO [0 TMOJy4YeHHUs
0J100peHMs (BbLAAYN 3aKJIIOUEHUS) HAa IPOBEJCHHUE UCCIIEI0BAHUS;

OTKa3 B 0I00pEHUN (BBIAAYE 3AKIIOUECHHS) HAa IPOBEACHUE HCCIIEJOBAHUS;

OTMEHa (IIPUOCTAaHOBKA) CAENAHHOTO paHee 0A00peHNs (BBLAAHHOTO 3aK/II0UYEHUs) Ha MPOBEICHNE
UCCIIEJOBAHMS.

3.1.3. B3CO (HDK) pmomkeH OIEHHTh COOTBETCTBME KBAaTH(HUKAIMK  HCCIEAOBATENs
npegaraéMoMy HCCIeIOBAaHUIO Ha OCHOBAHHUH TEKYIIEH pelakiuu pe3toMe rccneaoBarens (curriculum
vitae) u (WIn) Ipyroil COOTBETCTBYIONICH JOKyMeHTauu, 3anpoimenHoi 2CO (HOK).
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3.1.4. BCO (HBK) pomkeH NEpUOAMYECKH pacCMaTpUBAaTh JOKYMEHTAIIMI0 MO KaKIOMY
TEKYILIEMY HCCJIEJOBAHUIO C YaCTOTOW, 3aBUCSIIECH OT CTENEHH PHUCKA, KOTOPOMY IMOABEPraroTCs
CyOBEKTBI MCCIICIOBAHUS, HO HE pexke | pasa B roj.

3.1.5. OCO (H3K) moxeTt noTpedoBaTh, 4TOOBI CyOBEKTaM HCCIEIOBAHUS IIOMIUMO WH(POPMAIINH,
ykazaHHoM B myHkTe 4.8.10 Hactosimux IlpaBun, Obuin mpencTaBiIeHb! AOMOJHUTENbHBIE CBEACHUS 00
uccaenaoBanuu, eciu, no mMHeHuto DCO (HOK), »3To HEoOX0omMMO I 3alMTHI MPaB M 3I0POBbS
CyOBEKTOB MCCIIEIOBAHUS, a TAK)XKE AJIS TAPAHTUH UX O€30MaCHOCTH.

3.1.6. B cnyuae ecinu coriacue Ha ydacTHe CyObeKTa B MCCIIEJOBAHUH, HE CBS3aHHOM C JICUCHUEM,
JIa€T €ro 3aKOHHBIM IPEICTaBUTENb B COOTBETCTBUU ¢ NyHKTamu 4.8.12 u 4.8.14 nacrosmux Ilpasu,
3CO (HOK) momxen yOemuTbCs, YTO TPEACTABICHHBIA MPOTOKON W (WMJIHM) Apyras JOKyMEHTAIHs
MOJTHOCTBIO OTPaXKAIOT KIMHUYECKHE BOMPOCH U COOTBETCTBYET STHUECKUM M JAPYTHM MPUMEHHUMBIM
TpeOOBaHUAM K M0100HBIM KIMHUYECKUM UCCIIE0OBAHUSIM.

3.1.7. B ciydae ecau B NPOTOKOJE YKa3blBa€TCs Ha HEBO3MOYKHOCTb IIOJYUYEHHUS COIJIAacHs Ha
ydyacTHe B HCCJIEIOBAaHMU Yy CyObEKTa HCCIEeIOBaHMA WM €ro (ee) 3aKOHHOIO IpeACTaBUTENS B
COOTBETCTBUM C myHKTOM 4.8.15 mnHacrosmmx [IpaBunm n0 MoMeHTa BKJIIOUYEHHUS CyObeKTa B
uccienoBaHue (Hanpumep, pu HeoTsIokHOM coctostHun), ICO (HOK) nomken ydeautbest B TOM, YTO
MpE/ICTAaBJICHHBIA MPOTOKOJN W (WiIM) Jpyras JOKyMEHTalWs IOJHOCTBIO OTpaXkaeT KIMHUYECKUE
BOIPOCHI M COOTBETCTBYET JTUYECKMM M JAPYTUM HIPUMEHUMBIM TpeOOBaHUSAM K IOJOOHBIM
KIIMHUYECKUM HCCIIEIOBAHUSM.

3.1.8. 3CO (H3K) paccMaTtpuBaeT pa3Mmep U MOPSAIOK BBIILIAT CYOBEKTY HCCIEIOBAHUS, YTOOBI
yOeauTbcsi B OTCYTCTBUM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH WM TPHUHYXKICHHUS CYObEKTOB
uccienoBanus. Pazmep BblIUIaT cyObeKTaM UCCIIEI0BAHUS MOXKET ObITh MPOMOPIIMOHATEH UX YYACTHIO B
WCTIBITAHWN, HO HE JIOJDKCH 3aBUCETh MCKIIOYHTEIBHO OT TOTO, 3aBEPUIMI JIH CYOBEKT HCCIIeOBAHUE
MIOJTHOCTBIO WJIU HET.

3.1.9. 5CO (HOK) nomxkeH yoenuThcss B TOM, 4TO WHGOpPMAIUs, KACcaIOMIAsCs BBIIJIAT CyObeKTaM
WCCIIeIOBaHMs, BKIIOYasi CIOCOOBI, pa3Mep M MOPSAJOK BBIIUIAT, OTPakK€HA B MUCHMEHHOW (dopMme
MH()OPMHUPOBAHHOTO COTJIACUS M B JIIOOBIX JPYTHX MPEAOCTaBISAEMBIX CyOBEKTaM HCCIEI0BaHUS
Matepuanax. JlomkHO ObITh yKa3aHo, KakuM oOpa3oM OyJIeT oIpesesieH pa3Mep BhIILIAT.

3.2. CoctaB, GyHKIMH U MTOPSAOK pabOTHI.

3.2.1. B cocraB DCO (HDK) nmomkHO BXOIUTH TOCTATOYHOE YHUCIIO JIMI, OOJaJaroIIuX B
COBOKYITHOCTH HE0OXOIUMOM KBAU(PHUKAIMEH U OTIBITOM ISl PACCMOTPEHHS M MPOBEICHUS DKCIIEPTHOMN
OIICHKH HAayYHBIX, MEAUIIMHCKUX U 3TUYCCKUX ACMIEKTOB TUIAHUPYEMOTO HCCIIETOBAHUS.

Pexomennayercs Bkimtouenue B cocta ICO (HOK):

HE MEHEe 5 YeJIOBEK;

1o KpaiiHeid Mepe | uenoBeka, HE CIEIHATU3UPYIOMIETOCs B O00JACTH HAYYHBIX HCCIICIOBAHHUN
(TesITeNbHOCTH);

o KpaﬁHeﬁ MEpe 1 YCJIIOBCKA, HC ABJAOMICTOCA COTPYAHHUKOM MCIHUIUHCKOIO YYPCKACHUA
(HCCHCHOB&TCHBCKOFO HCHTpa), B KOTOPOM IPOBOAUTCA UCCIICIOBAHUC.

HameHas npaBoBas NoaAepKKa www.consultant.ru Crpanvua 12 3 140


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

Tonpko unenst DCO (HOK), He sBustomuecs COTPyIHHUKAMH HCCIEAOBATENsl WIM CIIOHCOpA
HCCIEAOBaHUS M HE HMEIOIIME JMYHOW 3aMHTEPECOBAHHOCTH B TMPOBEJICHUU KOHKPETHOTO
KJIIMHUYECKOTO HCCJIEJI0BAHMS, MOTYT MPUHUMATh Y4YacTHUE B TOJIOCOBaHUH (0OCYXJIEHHH) BOIPOCOB,
CBS3aHHBIX C TIpoBeAeHHEM KiuHudYeckoro wuccieaoBanus. ICO (HOK) nmomxeHn Bectu mepedyeHb
YJICHOB C YKa3aHUEM WX KBaTU(DUKAIUH.

3.2.2. 3CO (HOK) momxeH OCYIIECTBIATH ACITCIBHOCTh B COOTBETCTBUU C JOKYMEHTAJIBHO
oQOpMIIGHHBIMH DPA0OYMMHU TMPOIEIypaMu, JOKYMEHTHPOBATH CBOK pabOTy M BECTH MPOTOKOJIBI
3acenanuii. Ero aesTenbHOCTh NOJKHA COOTBETCTBOBATH HAcTOAmUM IlpaBuwiam M mpUMEHUMBIM
TpeOOBaHUAM 3aKOHOIATEIIbCTBA TOCYIAPCTB-UICHOB.

3.2.3. OCO (HOK) npunumaet peuieHusi Ha OOBSBIECHHBIX 3acelaHUSAX MPH HAJIMYUU KBOPyMa,
OIIPEIETICHHOTO pab0YNMH IPOLIETYPAMH.

3.2.4. Tonwbko unensl DCO (HOK), npuHMMaBIIHe HEMOCPEICTBEHHOE YYacTHE B PACCMOTPEHUU
JOKYMEHTAIMH 110 MCCIEIOBAaHUIO U OOCY>KICHHH, MOTYT Y4acTBOBAaTh B TOJIOCOBAHUHU (BBICKA3bIBATH
CBOE MHEHUE) U (WJIN) AaBaTh PEKOMEHIAIUH.

3.2.5. UccnenoBarenb MOXKET MPEIOCTABIIAT, MHPOPMAIUIO TI0 JTFOOBIM acTeKTaM HCCICI0OBaHUS,
HO HE MOKET y4acTBOBATh B IPEHUSX WIH B rojjocoBanuu (BeipadoTke MHeHMs) DCO (HOK).

3.2.6. OCO (HOK) moxer mpuberarb K MOMOIIM HE3aBHCHUMBIX IKCIIEPTOB TIO CICIHATLHBIM
BOTIPOCaM.

3.3. Ilpouenypsl.

O3CO (HOK) nmomken pas3paboTaTh, NOKYMEHTAIbHO O(GOPMHTH M COOJIOAATH CTaHIAPTHBIC
paboune nporeyphl, periIaMeHTHPYOLIHE:

3.3.1. Ero coctaB ((hamMuinu 1 KBaJIM(UKAIHMIO YICHOB) U YUPEIUBIIHNIA €ro OpraH.

3.3.2. Ilopsaok Ha3HAYEHUS 3aCEIaHUM, OTIOBEUICHUS €r0 YWICHOB O MPEACTOSIIUX 3aCeIaHUsIX, a
TaK)Ke OPTaHU3ALINIO 3acelaHuM.

3.3.3. [lopsA0K MEPBUYHOTO U MOCIEIYIOIIETO PACCMOTPEHHSI TOKYMEHTAIIUHU TI0 UCCIICTOBAHHUIO.
3.3.4. [lepnoAMYHOCTH MOCIIEAYIOUIETO PACCMOTPEHHUS IOKYMEHTAIIMHU 10 UCCIIEIOBAHUIO.

3.3.5. [lopsaoK YCKOPEHHOTO PacCMOTPEHHUs TOKYMEHTAllUh, B COOTBETCTBUU C MPUMEHUMBIMU
TpeOOBaHUAMU TSI 0J00peHus (BBIJAYM 3aKJIIOUYCHUsS) NMPU HE3HAYUTEIHHOM W3MEHEHUU B TEKYIIUX
HCCIEA0BaHUAX, YKE MOMydYuBIIHX og00penue (3akmouenue) 3CO (HOK).

3.3.6. HemonmycTuMOCTh BKJIIOUYEHHUS CYyOBEKTOB B HUccienoBaHue 10 Toro, kak DCO (HOK) Beinact
MMCEMEHHOE 0JI00peHue (3aKTI0UCHNE) Ha TPOBEICHUE HCCIIEIOBaHNS.

3.3.7. HeponycTUMOCTh B COOTBETCTBUM C IyHKTOM 4.5.2 Hactodmux [IpaBun OTKIOHEHHs OT
MPOTOKOJIa WM €ro HM3MEHEHWH 0e3 INpenBapuTeNbHOTO NHCHMEHHOTO OJ00peHHs (3aKIIOYCHUs)
cootBercTByrommx monpaBok JCO (HOK), 3a wuckmodeHneM Tex CIy4aeB, KOTJa HW3MCHCHHS
HalpaBjIeHbl Ha YCTPaHEHHE HENOCPEACTBEHHON yrpo3bl CyOBEKTaM MCCIEIOBAHUSA MM KOrJa
U3MEHEHMs  KacaloTCsl TOJIBKO  aJMUHUCTPATUBHBIX M  MaTepUalIbHO-TEXHHYECKHX  acleKTOB
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UCCIieIoBaHMsl (HapuMep, CMeHa MOHHTOPA, U3MEHEHHE HoMepa Tese(hoHa).
3.3.8. O6s3aHHOCTH HCCIIeIOBATENS He3aMeTUTebHO coobmats DCO (HOK):

00 OTKJIOHEHMSIX OT IIPOTOKOJIA WJIM M3MEHEHUSX IMPOTOKOJIA, IMPOU3BEACHHBIX JUISl YCTPaHEHUs
HENOCPEACTBEHHON yIrpo3bl CyObEKTaM HCCIEA0BaHUs, B COOTBETCTBUM ¢ MyHKTamu 3.3.7, 4.5.2 u 4.5.4
Hacrosumx [IpaBui;

00 HN3MCHCHUAX, YBCIIMYHUBAOIHUX PUCK I CY6"beKTOB HUCCIICOOBAHUA U (I/IJ'II/I) CYHICCTBCHHO
BJIMAIOIIUX HaA ITPOBEACHUEC UCCIICAOBAHUA, B COOTBETCTBUHU C ITYHKTOM 4.10.2 HaCTOAIIIMX HpaBI/IJ'I;

000 Bcex HCMPCABUACHHBIX CCPLC3HBIX HCKCIIATCIIBHBIX JICKAPCTBCHHBIX PCAKIIUAX

O HOBBIX HOAHHBIX, KOTOPBIC MOTYT CBHIACTCIILCTBOBATH O BO3pAaCTaAHUH PHUCKA IJIA CYGT;GKTOB
HUCCICO0OBaHU NN He6HaFOHpI/I$ITHO IOBJIMATH Ha X0 UCCICIOBAaHU.

3.3.9. O6s3anmnocte DOCO (HOK) HesamemmmrensHO B NHCHMEHHOM BHAE COOOIIAThH
UCCIIEIOBATEIO (MEIUIIMHCKOMY YUPEXKICHHIO):

0 CBOUX PEIICHUAX (3aKITIOUECHHUAX ), KACAIOIINXCS UCCIIEI0OBAHUS;
0 MPUYMHAX MPUHATHUS PEIICHH (3aKII0ueHUH);

0 mopsizike (Tporeaypax) 00kaaoBaHusI PEIICHUN (3aKITIOUYCHHI).
3.4. JlokyMeHTanus.

DCO (HOK) momkeH XpaHUTh OTHOCSIIYIOCS K HCCIEIOBAHUIO JOKYMEHTAIHIO (B YaCTHOCTH,
MUChMEHHBIC TPOIEIyphl, MEPEeYHH UJIEHOB C YyKa3aHHEM pojJa JEeATEIbHOCTH W MecTa paboThl,
MIPE/ICTABJICHHBIE HA PAaCCMOTPEHHE JOKYMEHTBHI, MPOTOKONBI 3aceHaHUi W KOPPECTOHICHIINIO) B
TEUYEHHE HE MEHee 3 JIeT IMOCJie 3aBEPLICHHs HCCIEAOBAaHHMS W TPEAOCTABIATH €€ MO0 TPeOOBAHHIO
YIIOJITHOMOYEHHBIX OopraHoB. McciemoBaTenu, CIIOHCOp, YIIOJTHOMOUYEHHBIE OPTaHbl MOTYT 3allpaliuBaTh
y OCO (HOK) uadopmaimio o ero mporeaypax u nepeyHu WieHOB.

4. VccneqoBaTeib
4.1. KBanudukamus u 0053aTeIbCTBA UCCIIEOBATEIS.

4.1.1. HWccrnenoBarenb JOJDKEH WMETh COOTBETCTBYIOIIHE KBaTU(UKAINIO, 0oOpa3oBaHUE,
poECCHOHATBHYIO TIOJTOTOBKY H OIIBIT, MO3BOJISIONIAE €My TPHHITH Ha ce0sl OTBETCTBEHHOCTH 3a
HaJUIeXKallee MPOBEACHHE KIMHUYECKOro HccienoBanus. Ksamudukamus wucciemoBaTtens IOJDKHA
COOTBETCTBOBATH MPUMEHUMBIM TPEOOBAHUIM U MOATBEPKAATHCS TEKYIIUM pe3toMe (curriculum vitae)
U (MIM) OpyTHMH JOKYMEHTaMH, KOTOpbIE MOTYT ObITh 3ampoiuieHsl cioHcopoMm, 2CO (HOK) u (mm)
YIIOJIHOMOYEHHBIMU OpPTaHAMH.

4.1.2. HccnepoBaTenb JOJKEH BHUMATEIbHO O3HAKOMUTBCS C NPAaBUIAMU  HAJIEXKAIIEro
MIPUMEHEHHUS HCCIelyeMOro IpernapaTta, U3JI0)KEHHBIMH B MPOTOKOJIE, TEKYIIeH peaakiuu OpouIopbl
UCclleloBaTeNsl, MHCTPYKLMM 110 INPUMEHEHHWIO Ipernapara U JApyrMX MCTOYHMKaxX HHGpOpMaluy,
IIPEAOCTABIICHHBIX CIIOHCOPOM.

4.1.3. HccnegoBaTens MOOJDKEH 3HATh U CO6J'IIO,Z[8.TB HaCcTOAIINEC HpaBI/ma H IPUMCHHUMELIC
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TpeOoBaHUS.

4.1.4. HUccnenosarenb (MEOUIMHCKOE VYUPEKIEHUE) JOHKEH COJEHCTBOBATH MPOBEJICHHUIO
CIIOHCOPOM MOHHMTOPHHTA U ayJIUTa, a TAKXKE YIIOJTHOMOYEHHBIMU OPTraHAMHU MHCTIEKIIUM.

4.1.5. UccnenoBaresb TOMKEH BECTH TepeUeHb 00JIaJaroInX He00OX0AMMOM KBaM(UKAITUEH JTUII,
KOTOpBIE 10 €r0 MOPYUYCHNIO OCYIIECTBIISIOT ONPEICICHHYIO JEITEIIFHOCT B paMKaX HCCIICIOBaHNUS.

4.2. CoOTBETCTBYIOLINE PECYPCHI.

4.2.1. UccnenoBarenb TOMKEH OBITH CIIOCOOEH MPOJAEMOHCTPUPOBATH (HANIpUMEp, HA OCHOBaHUU
PETPOCIIEKTUBHBIX JAHHBIX) BO3MOXHOCTh Habopa B TEUEHHE OIPENEIIEHHOIO MepHoAa TpedyemMoro
KOJIMYECTBA TOAXOSIINX CYyOBEKTOB UCCIIEAOBAHMSI, COOTBETCTBYIOIIUX KPUTEPHSIM 0TOOpA.

4.2.2. VccnenoBarensb AOMKEH UMETh JOCTATOYHOE KOJWYECTBO BPEMEHH, YTOOBI HAJJICKAIIUM
00pa3oM MPOBECTH M 3aBEPIIUTH UCCIICIOBAHUE B TCUEHHWE OTOBOPEHHOTO MEpUO/Ia.

4.2.3. Hccnenosarens mOMKEH pacnojiaratb JOCTATOYHBIM KOJIMYECTBOM KBaJ'II/I(l)I/II_[I/IpOBaHHBIX
COTPYAHUKOB N MATCpUAJTIBHBIX PCCYpCOB (HOMCH_IGHI/ISI, O60pyI[OBaHI/Ie) B MICPUOT UCCIICAOBAHUA I
TOTO, 9TOOBI MMPOBECTHU 3TO UCCIICAOBAHUC HAMJICIKAIIUM U 0e30IaCHBIM 06pa30M.

4.2.4. HccaenoBatenb OTBEYAEeT 3a TO, 4YTOOBI BCE 3aHATHIE B KIMHHUYECKOM HCCIIEIOBaHUH
COTPYJIHUKH OBLIM 3HAKOMBI C TIPOTOKOJIOM M MH(pOpManueid 00 MUCcCiieyeMoM Tperapare, a TakkKe co
CBOMMHM (DYHKIIUSIMH U 00S3aHHOCTSIMH.

4.3. OkazaHue MeAUIIMHCKON TTOMOIIH CyOhEeKTaM UCCIICTOBAHMS.

4.3.1. SBnsronuiics uccaeaoBaTelIeM WK COMCCIIEI0BATENIEM Bpay HECET OTBETCTBEHHOCTD 32 BCE
IMIPUHHUMACMBIC B paMKax UCCICIOBAHUA PCIICHUA MEANIUMHCKOT'O XapaKTepa.

43.2. Bo BpeMs u MO 3aBepUIEHWH Yy4yacThus CyOBEeKTa B HCCJICIOBAHHH HCCIEIOBATEIb
(MeAMIIMHCKOE YYpEKACHHE) JODKEH O0ECHEeYHTh OKa3aHHWEe CYOBEKTY MCCIIEJOBAHUS HEOOXOIMMON
MEIUIIMHCKOW TIOMOIIM B CIy4ae BO3HUKHOBEHHs JIIOOBIX CBS3aHHBIX C  HCCIICJOBAHUEM
HE)KENATeIbHBIX SBJICHUH, BKIIOYAs KIMHHUYECKH 3HAYMMBIC M3MEHEHHMs J1a0OopaTOpHBIX MOKa3aTeseH.
HccnenoBatens (MEIMIIMHCKOE YyUpexaAeHue) o0s3aH MHPOPMHUPOBATH CyOBEKTa HCCIEIOBAHUS O
CTaBIIMX HM3BCCTHBIMU HCCJICHOBATCIIIO MHTCPKYPPCHTHBIX 3360J’I€BaHI/I$IX, Tp€6y10HII/IX MeILHHHHCKOﬁ
MTOMOIIIH.

4.3.3. UccnenoBaTenno peKOMEHIyEeTCSl COOOIIUTD JieyalieMy Bpady, €ClIi TaKOBOH MMeeTcs, 00
ydacTUu CyOBeKTa B HCCIAEAOBAaHWU TMPH YCIOBHHM, 4YTO CYOBEKT HE BO3PaKaeT MPOTUB
MH(OPMUPOBAHHUS JICUAIIETO Bpaya.

4.3.4. XoTst cyOBEKT uccineqoBanus He 00s13aH co00IIaTh O MPUYMHAX, TOOYIUBIINX €TI0 JOCPOYHO
MNPEKpPaTUTh Y4aCTHE B UCCIICAOBAHUHN, UCCICAOBATCIIb JOJKCH MONBITATHCA YCTAHOBUTL 3THU IIPHUYNHBI,
TPOSIBIISIS TPU 3TOM TIOJTHOE YBaXKEHHUE K TIpaBaM CyObEKTa UCCIICIOBAHHS.

4.4. Konraktsl ¢ 9CO (HOK).

4.4.1. llepen TeM Kak HauaTh UCCIEIOBaHUE, UCCIIEIOBATENh (MEIUIIMHCKOE YUPEKACHNE) TOKEH
MOJIyYUTh THUCHBMEHHOE | JaTHUpoBaHHOe onobpenue (3akmouenue) DCO (HDK) mnporokona,
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MUCbMEHHON (hOpMBI HHPOPMHUPOBAHHOTO COTJIACHUS U €€ MOCIEAYIOIINX peAaKInii, Mep, HalPaBICHHBIX
Ha TpHUBJICYCHUE CYOBEKTOB K YYaCTHIO B HCCIICOBAaHMM (HampUMep, PEKIaMHBIX OOBSBICHUN), U
MOOBIX JIPYTMX MUCHMEHHBIX MAaTepHAJIOB, KOTOpPbIE IPEAINONIAraeTCsl MpPEJOCTaBUTh CyObeKTaM
UCCIICI0BAHMSL.

4.4.2. BMecte ¢ ApyrMMHU JOKYMEHTaMHM HCCIIENOBaTeNb (MEIUIIMHCKOE YUYpEKICHHE) MOKEH
npegoctaButh JDCO (HOK) mocnemgHioro penmakmuio Opouropsl HccienoBateis. Ecim Opomrtopy
HCCIIeIoBaTeNs JOMOMHIIOT B X0/I€ UCCIIeI0OBaHUs, UCCIIeoBaTeb (MEIUIIMHCKOE yUpeKIeHUE) 00s3aH
npenoctaButh DCO (HOK) HOBYIO penakiuio OpouItopsl UCCIIe0BaTENs.

4.43. B TeueHue WuCCIENOBAHMUS HCCIEAOBATENb (MEIUILMHCKOE YUPEXKACHUE) JOJIKEH
npenoctasiate DCO (HOK) Bce noanexaiine pacCMOTPEHUIO JOKYMEHTHI.

4.5. CoOmroieHre mpoToKoJIa.

4.5.1. HccnenoBatenb (MEIUIMHCKOE YUpeXJIEHHE) [OJDKEH IPOBOJIUTH HCCIEOBAaHUE B
COOTBETCTBUM C MPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM U HpHU HEOOXOAMMOCTH C
YIIOJIHOMOYEHHBIMU OpraHaMu W paspemeHHbIM (ogo0pennsiM) DCO (HOK). B moxarsepxkaenue
JIOTOBOPEHHOCTH UCCIIE0BaTENb (MEAUIIMHCKOE YUPEXKIEHNE) U CIOHCOP MOMUCHIBAIOT MPOTOKOJ WK
OT/EJIbHBIN JOTOBOD.

4.5.2. UccnenoBareib HE JOKEH OTKIOHATHCS OT MPOTOKOJIA MJIM BHOCUTh B HETO U3MEHEHMs 0e3
corylacusi CIoHcopa M 0e€3 MpeIBapUTENbHOTO PACCMOTPEHHS U JOKYMEHTAJIbHO O(OPMIIEHHOTO
onobpenus (Belgaun 3aximoueHus) DCO (HOK) oTHocuTeNnbHO NOMPaBKH K MPOTOKOIY, KpOME TEX
CllyyaeB, KOTJa HEOOXOAUMO YCTPAaHUTh HEHNOCPEACTBEHHYIO Yrpo3y CyObeKTaM HCCIIEHOBaHUS WU
KOI'Jla MU3MEHEHUs KacaroTcCsl TOJbKO aJMMHUCTPATUBHBIX WM TEXHUYECKUX ACIEKTOB MCCIIEI0BaHUS
(Hampumep, 3aMeHa MOHUTOPA, U3MEHEHUE HOMepa TeneoHa).

4.5.3. HCCJ’IG,I[OB&TCJ'II) HWJIN HAa3HA4YCHHOC HM JIMIOO JOJI?KHBI OOBACHATH U JAOKYMCHTAJIbHO
O(l)OpMJ'IHTb JIIO0BIE€ OTKJIIOHEHHS OT YTBCPIKACHHOI'O ITPOTOKOJIA.

4.5.4. WccrnenoBarenb MOXET OTKJIOHSATHCA OT MPOTOKOJA WM BHOCHUTH B HETO M3MEHEHUS s
yCTpaHEHUS! HETOCPEACTBEHHON yrpo3bl CyOBEKTaM HMCCIIEI0BaHUS 0€3 MPEeABAPUTEIHHOTO 0J00pEHUs
(Bermaun 3akmouenus) ICO (HOK). B kparuaiimue cpoku onvcaHue OTKIOHEHHWH WM U3MEHEHUU C
YKa3aHHEeM HMX MPUYHH U TPH HEOOXOIMMOCTH IpejiaraeMble TOMPaBKH K MPOTOKONY JIOJIKHBI OBITH
HaIpaBJICHBI:

3CO (HOK) mns paccmoTpeHus v 0100peHus (BbIIa4u 3aKII0OUEHU );

CIIOHCOPY JJISl COTJIACOBAHUS C HUM;

YIOJTHOMOYEHHBIM OpTraHaM Ipu HE0OX0JUMOCTH.

4.6. Uccnenyemble mpenaparsl.

4.6.1. OTBETCTBEHHOCTL 3a YUET HCCICAYCMbBIX IMpE€IaparoB B HCCICAOBATCIBCKOM LECHTPEC
BO3J0XXCHA Ha UCCIICA0BATCIIA (opraHmaumo).

4.6.2. Eciu 310 paszpemieHo (Tpelyercs), WcclaeaoBaTeNnb (MEAUIIMHCKOE YUPEKIECHUE) MOXKET
(moymkeH) mepenaTh HEKOTOPBIE WM BCE 00SI3aHHOCTH HCCIIeIoBaTeNs (MEIUIIMHCKOTO YUPEIKICHHS) 110
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yueTy HCCIelyeMbIX NpenapaToB B HCCIIEAOBATENLCKOM LEHTPE alTeYHOMY PaOOTHHKY (TPOBH30DY)
WM UHOMY JIMILY, IOJKOHTPOJIBHOMY HCCIIEI0BATENO (MEAUIIMHCKOMY YUPEKICHHUIO).

4.6.3. UccrnenoBarens (MEIUIIMHCKOE YUPEKICHHE), alTeYHBIA paOOTHUK (TIPOBU30P) WM MHOE
YIOJHOMOYEHHOE UccieioBaTesneM (MEAUIMHCKUM YUPEKICHUEM) JIUIO JI0JKHBI BECTH YUET IOCTaBOK
npemapaTtoB B I/ICCJ'I@)IOB&TCJ'IBCKI/Iﬁ LOEHTP, HUX (baKTI/I‘ICCKOFO KOJIMYECTBAa B LECHTPC, HCIIOJIB30BAHUA
KaXJIbIM CyOBEKTOM, a TaK)KEe BO3BpaTa CIIOHCOPY JHMOO MHOTO PaCIOPSHKEHHS HEUCIIONIb30BaHHBIMHU
mpemnapaTamy. 3aucH 1O y4eTy JO0JDKHBI BKIIOYaTh B ce0s aThl, KOJIHMYECTBO, HOMEpPA MapTHii (CepHii),
CPOKHM TOAHOCTH (TJ€ MPUMEHHMO) ¥ YHHKAJIbHBIE KOl HMCCIEAYEMBIX MPENapaToB U CyOBEKTOB
uccrnenoBanus. MccnenoBarenb JODKEH BECTH  3alMCH, TOATBEPXKIAIONIUME, YTO CYOBEKTHI
WCCIICIOBAHMS TOJIyYalld HCCIeAyeMbIe Tperaparbl B J103aX, MPEIyCMOTPEHHBIX IPOTOKOJIOM, B
KOJIMYECTBAX, COMIACYIONIMXCS C OONIUM KOJMYECTBOM HCCIICIYyEMBIX IPEapaToB, MOJYyUYECHHBIM OT
CIIOHCODA.

4.6.4. UccnenyeMble mpenapaThl CleAyeT XpaHUTh B COOTBETCTBUU C MHCTPYKLMSMHU CIIOHCODPA
corniacHo myHKTam 5.13.2 u 5.14.3 Hacrosimux [IpaBui u npuMeHUMBIMH TPEOOBAHUSMH.

4.6.5. UccnenoBarenb JODKEH 00€CIICUNTh, YTOOBI HCCIeyeMble IIpenapaThl ObUIM UCTIOIb30BaHbI
TOJIBKO B COOTBECTCTBUU C YTBCPKACHHBIM ITPOTOKOJIOM.

4.6.6. VccnenoBarenb WM YINOJTHOMOYEHHOE HCcleqoBareneM (MEAMIIMHCKUM YUYpeKICHUEM)
JMLO JOJDKHBI OOBSICHUTH KaXAOMY CyOBEKTY HCCIIEAOBAaHHS NpaBWila MPUMEHEHHs HCCIIELyEeMBbIX
IpernapaToB U yepe3 MpHUeMieMble HHTEPBaJIbl BPEMEHHU (B 3aBUCUMOCTH OT UCCIIEIOBAaHM) IPOBEPATh
COOJIIOJICHUE ATUX UHCTPYKIMHA KaXIbIM CyOBEKTOM HCCIIEIOBAHUS.

4.7. Panmomuzanus 1 packpbITHE KOJa.

HccnenoBatens JOMKEH  CcOOMIOJaTh  MPEAYCMOTPEHHYIO B HCCIEAOBAHUU  METOJUKY
paHJIOMU3ALIMHU, €CJIM TAaKoBas MMEETCs, U 00eCHEeUUuTh PAcKphITHE KOJa TOJBKO B COOTBETCTBUM C
npotokosioM. Ecnu  ucciegoBaHue NpPOBOIUTCS — CIENBIM — METOJIOM, HCCIeloBareidb JOJKEH
HE3aME/ITUTENbHO JOKYMEHTAJIbHO O(QOPMHUTH M OOBSICHUTH CIOHCOPY JII00O€ MPEXICBPEMEHHOE
PacKpbITUE KOJ1a UCCIIEYyEMBIX IIPENapaToB (HaIpUMeEp, CIIydyaliHOE PacKpbITHE KOJIa, PACKPBITHE KO/A B
CBSI3M C CEPbE3HBIM HEXKEJIATEIIbHBIM SIBICHUEM).

4.8. InpopmupoBaHHOe coriacue cyObeKTOB UCCIIEIOBAHMSL.

4.8.1. Ilpu momy4eHUH U JOKyMEHTATbHOM O(GOpMICHUH HWH(GOPMUPOBAHHOTO COTJIACHS
UCCclieIoBaTeNb JOJDKEH COOJI0aTh MPUMEHUMbIE TpeOOBaHus, PUAEPKUBAThC HacTosmux [IpaBui u
STUYECKUX MPUHIIUIIOB, 3aJI0KEHHBIX B XeNbCUHKCKOM aeknapannu BMA. Jlo nayana uccienoBanus
WCCIIeIOBATeNh JIOJDKEH TONYYHUTh Of00peHue (3axmtoueHune) B muchbMeHHoi ¢opme DCO (HOK)
MUCbMEHHOW  (GopMbl  HMH(OOPMHUPOBAHHOTO COIJIACHMS M JPYIMX IHCbMEHHBIX MaTepualoB,
MIPEIOCTABIIAEMBIX CyOBEKTaM.

4.8.2. IluceMenHyto (opMa MHPOPMHUPOBAHHOTO COIJIACUS U JAPYrHe NMUCHbMEHHbIE MaTepUalbl,
IpeocTaBiIsgeMble CyOBbeKTaM, CieayeT JONOJHATH (MCHPAaBIATh) MO MEpe TMOSBICHUS HOBOM
uHpOpMaLMK, KOTOpask MOXET OKa3aThCs CYIIECTBEHHOW JuId coriacusi cyObekra. JlomonHeHHbIe
(uctipaBneHHbIe) THCbMEHHass (opMa HMHOOPMUPOBAHHOTO COTJAacus M Jpyrue IHChMEHHBIC
MaTepuaibl, MpeaocTaBiIsieMble CyObeKTaM, JOKHBI ObITh paspemieHsl (og00pensl) ICO (HOK) no ux
UCHOJb30BaHUs B ucciefaoBaHuM. CyOBEKT WIM €ro 3aKOHHBIM IpEJICTaBUTENb JOJKEH ObITh
CBOEBPEMEHHO O3HAKOMJIEH C HOBOM HH(oOpMaiuei, crnocoOHOI MNOBIUATH Ha >KelaHue cyObeKTa
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IpoAOIKaTh ydacTue B uccienoBaHud. PakT mnepenadu 3Tod  HMHGOpMAIMM  JOJDKEH OBITh
JOKYMEHTaIbHO 0(OpPMIIEH.

4.8.3. Hu uccnenoBatenb, HU IpYrHe 3aHATHIE B UCCIIEIOBAaHUM JIMIA HE JIOJDKHBI IIPUHYXIATh
CyObeKTa WM HWCIOJb30BATh MHBIE HEKOPPEKTHBIE METOJBI BO3JCHCTBHS C LENBIO CKIOHUTH €ro K
Y4YacTHIO JINOO0 MPOIOIDKEHHIO yJacTHs B NCCIIEIOBAHHH.

4.8.4. Undopmarus, HA B yCTHOW WJIM HU B NMHUCBMEHHOMW (opMe, Kacaromiascs HCCICIOBaHMS,
BKJIIOUYasi MUCbMEHHYI0 (popmy nHpOpMHpoBaHHOTO cornacusi (MHGOPMAIMOHHOTO JTUCTKA) MAIMeHTa,
HE JOJKHA CoJepKaTh (OPMYITHPOBOK, MPSIMO MIU KOCBEHHO CKJIOHSAIOIIUX CyOBEKTa WM €ro
3aKOHHOTO TIPEJCTABUTEINSI OTKA3aThCS OT 3aKOHHBIX MPaB, a Takke (QOPMYITUPOBOK, MPSIMO WU
KOCBEHHO OCBOOOXKIAIOIIMX HCCIENOBaTeNs, MEIUIMHCKOE YUYpeXKACHHE, CIIOHCOopa WIM HX
MPEACTaBUTENCH OT OTBETCTBEHHOCTH 32 XaJIaTHOCTb.

4.8.5. UccnenoBatenp WM Ha3HAYEHHOE WM JIMIIO JIOJDKHBI B TIOJIHOM Mepe MpouHGOPMHPOBATH
cyOBbeKTa WM, €ClU CYOBEeKT He CHOocOoOeH Aarh WH(OPMHUPOBAHHOE COIJIaCHEe, €ro0 3aKOHHOTO
mpencTaBuTeNiss 000 BCeX 3HAYMMBIX AacCeKTaX WCCIEAOBaHHUS, B TOM YHCJIE€ O3HAKOMHUTH C

uHpopMmanueii 00 HCCIeOBaHMM B TNHCbMEHHOM ¢opMe u  ono0peHueM  (IOJOKUTEIHHBIM
3axmouenuemM) 9CO (HOK).

4.8.6. Undopmanus 00 ucciaenoBaHUU B YCTHAsl U MUCbMEHHOM (Qopme, BKIIIOUas MUCbMEHHYIO
¢dbopMy HHDOPMUPOBAHHOIO cOIJacus, JOJDKHA COJEp)KaThb KakK MOXHO MEHbILIE CIEeLHaIbHbIX
TEPMUHOB U OBbITh MOHATHA CYOBEKTY MJIM B COOTBETCTBYIOIIUX CIIydasX €ro 3aKOHHOMY
MIPEJCTaBUTEIIIO U HE3aMHTEPECOBAHHOMY CBHJIETEIIIO, €CIIM ATO MOTpeOyeTCs.

4.8.7. Ilepen mosyueHreM HMHGOPMUPOBAHHOIO COIJIACUS MCCIIEAOBATENb WIM HAa3HAUCHHOE UM
JIMIIO JTOJDKHBI MTPEIOCTABUTh CyOBEKTY HIIM €r0 3aKOHHOMY TIPEICTABUTEIIO TOCTaTOYHOE KOJHMYECTBO
BpEMEHM U BO3MOXXHOCThH MJI TOJNy4deHHsl Oosiee moApoOHON uHbopManuu 00 HCCIeIOBaHUU U
NOPUHATHS PEelIeHus] 00 yJacTUH B HEM HJIM OTKa3e OT Takoro ydacTus. CyOBEKT WM ero 3aKOHHBIH
NPEACTaBHUTEINb TOJDKHBI TIOIYYUTh UCUSPIIBIBAIOIINE OTBETHI HAa BCE BOIIPOCHI 00 MCCIIEJOBAaHHH.

4.8.8. Jlo Hauana yyacTusi B MCCJIEJOBAHUU CYOBEKT WJIM €ro 3aKOHHBIM MpPEeICTaBUTElNb, a TAKXKe
JIUI0, TPOBOJIUBIIIEE PA3bICHUTEIBHYIO Oeceny, JODKHBI MOIMUCaTh U COOCTBEHHOPYYHO AATUPOBATH
MUCbMEHHYI0 popMy HH(OPMUPOBAHHOTO COTJIACHS.

4.8.9. Ecu cyOBEKT WM €ro 3aKOHHBIN MPEICTAaBUTENb HE CIIOCOOHBI YNTATh, TO B TCUCHHUE BCEH
Pa3bsACHUTENbHOI Oece/bl T0JKEH MPUCYTCTBOBATh HE3aWHTEPECOBAHHBIN cBUAETeNb. [locie Toro xak
CyOBEKTYy WM €ro 3aKOHHOMY TNPEICTaBUTENI0 MPOYUTATU M Pa3bsICHWIN NHUCHbMEHHYI0 (opMmy
WH(OPMUPOBAHHOTO COTJIACHUS W JAPYTrUe NpPeocTaBlsieMble CyOBEKTy MHUCHMEHHBIE MaTepHalbl U
CyObEeKT WJIM €ro 3aKOHHBIM MpPEJCTaBUTENIb Jajl YCTHOE cOrjlacueé Ha ydacTHe CcyObekTa B
WCCIICZIOBAaHUH W, €CJIH CIIOCOOCH, TMOANUCAT ¢ yKa3aHWeM JaThl THChMEHHYI (opmy
MH(DOPMUPOBAHHOTO COTJIACHS, CBUETENH JOJDKEH €€ MOANMKUCATh U COOCTBEHHOPYYHO MTOCTaBUTH JIaTy.
[ToanuceiBas muchbMeHHYIO (QopMy HH(DOPMHPOBAHHOTO COTJIACHS, CBHJAETENb MOATBEPKAAET, UTO
uH(popMalrs, coiepxkaiascs B yKa3aHHOU (opme M Bcex APYruX MUChMEHHBIX Marepuanax, Obuia
TOYHO pa3bsACHEHA M TMOHSATAa CYOBEKTOM WIJIM €r0 3aKOHHBIM TPEACTaBUTENEM M YTO COTJache Ha
y4JacTHe B HCCIIEIOBAHUH JIaHO CyOBEKTOM HITH €T0 3aKOHHBIM IPEICTaBUTEIEM JOOPOBOIBHO.

4.8.10. B xozne pa3bscHUTENbHOM Oecenpl, a Takke B NMUCbMEHHON (popme MH(POPMHPOBAHHOIO
cormacusi  (MHQOPMAITMOHHOM  JINCTKE) TAalMeHTa W  JPYIHMX [UCHMEHHBIX  MaTepuanax,
IPEIOCTABIAEMBIX CYOBEKTaM, TOJDKHO OBITh Pa3bsiICHEHO CIIEIyIOIIee:
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HCCICIOBAHUEC HOCHUT SKCHepHMeHTaHLHBIﬁ XapaKkTep,
OCJIb UCCICAOBAHMAA,

BapHaHTHI JICUEHUS B [IPOLIECCE UCCIIEOBAHNS U BEPOSITHOCTD CIIy4allHOTO paclpeiesieHUus! B OJHY
U3 TPy JISYCHHUS,

MIPOIIEAYPHI UCCIICIOBAHHMS, BKITFOUAsl BCE MHBA3UBHBIC MPOIICTYPHI;
00513aHHOCTH CyOBEKTa,
ACTICKTBI HCCIICJIOBAHUS, KOTOPBIE HOCAT IKCIIEPUMEHTAJIBHBIN XapaKTep;

OKUJIaeMbIe PUCK WM HEYJ00CTBa JUIs CyOBEKTa, a TAaKKE B COOTBETCTBYIOIIUX CIydasX IJis
AMOpHOHA, TUTOJA UITU TPYTHOTO PeOCHKA,

OXXHAAacMbI€ BbBII'OJa U (I/IJ'II/I) nonb3a. Ecau moap3el ¢ MCI[HHHHCKOﬁ TOYKHU 3pCHHA HE
mnpeamnojgaracTcs, To CY6’BCKT JOJIKEH OBITE ITOCTABJIEH 00 3TOM B HU3BECTHOCTD,

HHBIC, IIOMHUMO MPEAYCMOTPEHHBIX B MCCICAOBAHUHN, IIPOUCAYPhI HJIM MCTOABI JICYCHH, KOTOPEIC
MOTYT OBITh AOCTYIIHBI Cy@b@KTy, HX 3HAYMMBIC ITIOTCHIOHAJIBHBIC BBII'OJAa U (I/IJ'II/I) IM0JIb3a, a TaK¥KE PUCK;

KOMTIEHCAIHsl ¥ (WJIK) JISYEHHUE, TOCTYITHBIE CYObEKTY B cllydae MPUUMHEHUS BPEa €ro 37J0POBBIO
B pe3yJIbTaTe YYacTHus B UCCIEAOBaHUHY;

IUIAHUPYEeMbIe BBITUIATBI CYOBEKTy 3a €ro ydJacTHe B HCCIEIOBaHHH, €CIH TaKOBBIC
MIPEAYCMOTPEHBI;

IINIAaHUPYEMBIE PACXObI CY6’BCKTa, €CJIM TAKOBBIC OXHIAIOTCA, CBA3AHHBIC C €ro y4aCTHEM B
HCCICOAOBAHHUH,

ydacTue CyObeKTa B UCCIEIOBAHUU SBISETCS TOOPOBOIBHBIM, U OH MOXKET OTKa3aThCs OT y4acTHus
WJIM BBIWTH M3 MCCIIEAOBAHUS B TF000H MOMEHT 0€3 KaKUX-JIM0O CAaHKIUN AJIsi CeOs TN TIOTEPH BBITOBL;

MoHMTOPBI, ayauTopsl, DCO (HOK) u ynomHomodeHHble opraHbl B TOH Mepe, B Kakoil 3TO
JIOMYCKaeTCsl 3aKOHOATeNIbCTBOM IOCYJapCTB-WIEHOB, Oy/IyT UMETh MPSMOM JTOCTYIl K OPUTHHATILHBIM
MEIMLMHCKUM 3alUCsIM CyObeKTa I IpPOBEpPKH INpouenyp U (WiIM) JaHHBIX KJIMHUYECKOTO
HCCIIeIOBAHMsI, HE Hapyllas MpH 3TOM KOH(QHUAECHIUATIBLHOCTH JaHHBIX CYyOBEKTa, U CyOBEKT WM €ro
3aKOHHBIM IPEICTaBUTENb, IMOJANUCHIBAS MUCBMEHHYIO (OpMy HHGOPMHPOBAHHOTO COTJIACHS, IAeT
pa3pelieHue Ha TaKOM JOCTYTI;

3anucu, WACHTU(GUUIMpYIOIIKUE CyObeKTa, OyIyT COXpaHEHbl B TallHE U MOTYT OBITh PACKPBITHI
TOJBKO B TOH Mepe, B KakOoW 3TO JONYCKaeTCsl 3aKOHOAATEIbCTBOM TIOCYIapcTB-uieHOB. llpu
yONIMKaLuyU pe3ysIbTaTOB HCCiel0BaHU KOHPUICHIIMAIbHOCTh JaHHBIX CyObeKTa Oy/1eT COXpaHEHa;

CY6I>6KT WIM €ero 3aKOHHBIM npeaACTaBUTECIIb 6y,I[CT CBOCBPECMCHHO O3HAKOMIJICH C HOBOH
I/IH(I)OpMaI_II/IeI\/'I, CIIOCOOHO MOBIUATH HA JKCJIaHUE CYGT:CI(Ta Mpoao0JIKaTh y4aCTHUC B UCCJICJOBAHUU,

JHIa, K KOTOPBIM MOXKHO OOpaTUThCS [UIS TOJMYYEHHUs JOMOJHUTENbHOW wHH(popMamuu 00
WCCIICZIOBAaHUH M TPaBax CyOBEKTOB MCCIIEOBAaHUS, a TAKXKE B CIydae MPUYMHEHHS Bpela 3I0POBBIO

www.consultant.ru Crpanuua 19 mns3 140
HafeXHasa npaBoBas noaaepXxka


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

Cy'6’beKTa B pC3YyJIbTATC €T0 Y4aCTHA B UCCIICAOBAHNU;

BO3MOXKHBIE 00CTOSITENbCTBA M (WJIM) MIPUUYUHBI, 110 KOTOPBIM y4acTHe CyOBbeKTa B MCCIEIOBaHUU
MOJKET OBITh MPEKPAIIECHO;

npeamnogaracMas JJIUTCIbHOCTE YUACTUA Cy6T)6KTa B UCCJICIOBAaHUN,
HpI/I6J'II/I3I/ITCJ'II)HOG KOJIMYECTBO Cy6T)eKTOB, KOTOPBIX IMPEATIOJIarac€TCa BKIOUYUTE B UCCIICIOBAHUC.

4.8.11. Ilepen BKIIOUEHHUEM B UCCIEAOBAaHUE CYOBEKT WM €ro 3aKOHHBIN MPEACTABUTEND JOJKHBI
MOJIyYUTh TOAMHMCAHHBIN C yKa3aHWEM JaThl 3K3eMIULIp MHCbMEHHOH (OpMbI MH(OPMUPOBAHHOTO
coriacus W JApyrue MpelocTaBiseMble CyOBEeKTaM MUChMEHHBIE MaTepHalibl. Bo Bpemsl ydyacTus
CyOBEeKTa B UCCIIEIOBAHUN CyOBEKT WIIH €T0 3aKOHHBIHN MPEACTaBUTENb JIOJDKEH TOTy4YaTh MO ITMCAHHBIE
C YKa3aHUEM JIaThl 3K3eMIUBIPHI BCEX MOCISAYIOMUX peAaKuii (opMbl HHOOPMUPOBAHHOTO COTIIACHS
1 KOITUU BCEX MOMPABOK K IPYTUM MUCbMEHHBIM MaTepHuaiam, Mpe0CTaBIsIEMbIM CYOBEKTaM.

4.8.12. Ecnmm B KJIMHMYECKOM HCCIEAOBAaHUU YYacCTBYIOT CYOBEKTBI, KOTOpPHIE MOTYT OBIThH
BKJIFOUEHBI B UCCIIEJIOBAHHUE TOJILKO Ha OCHOBAHUHU COTJIACHS UX 3aKOHHBIX MPEACTaBUTENEH (Harpumep,
HECOBEpIICHHOJETHHE, TMAIMEHTBl C BBIpXEHHBIM claboymueM), CYOBEKT JOJDKEH OBITh
NPOUH(POPMHUPOBAH 00 MCCIIEAOBAHUH B COOTBETCTBHH C €0 CIIOCOOHOCTBIO MOHSTH ATy MH()OPMAIIHIO
U, €ClIi CyOBEKT B COCTOSIHWHM, OH JOJDKEH MOJIKCAaTh C YKa3aHWEM [aThl MUCBbMEHHYIO (opmy
MH(OPMUPOBAHHOTO COTJIACHS.

4.8.13. Kpome cnydaeB, onucanHblx B nyHKTe 4.8.14 Hacrosmux I[lpaBui, B uccienoBaHue, He
CBSI3aHHOE C JiedeHHeM (T.€. HCCIeJO0BaHHEe, B KOTOPOM HE MPEAINOJaraeTcsl HEeMmOCPEICTBEHHOM, ¢
MEJUIIMHCKOW TOYKU 3pPEHHUs, MOJNB3bI AN CYObEKTa), MOTYT OBITh BKIIOYCHBI TOJBKO CYOBEKTHI,
KOTOpBIC JTUYHO JAIOT CBOE COTJIACHe M COOCTBEHHOPYYHO MOAMKCHIBAIOT U AATHPYIOT MHCHMEHHYIO
dhopMy HHPOPMHUPOBAHHOTO COTIIACHSL.

4.8.14. B uccnenoBaHus, He CBSI3aHHBIE C JIEUEHUEM, CYOBEKTHI MOTYT OBITh BKIIFOUEHBI C COTJIACHUs
UX 3aKOHHBIX [IPEJCTaBUTENEN IIPU COOIOACHNUN CIEAYIOIINUX YCIOBHM:

OeJM HCCICOOBAHUA HE MOI'YT OBITE AOCTUTHYTBI TOCPEACTBOM MUCCICOOBAHUA C YYAaCTUCM
CY6’BGKTOB, KOTOPBIC MOTYT OaThb CBOC COIJIACHUC JINYHO,

0’KHUJAEMBIN PUCK JUIsl CYyOBEKTOB HE3HAUUTEIICH;
HEraTHBHOE BO3/IEHCTBHE Ha 37J0POBbE CYOBEKTa CBEJICHO K MUHUMYMY U HE3HAUUTEIBHO;
HCCIJICIOBAHNE HE 3aIIPEIECHO 3aKOHOAATEIbCTBOM;

JUI  BKJIFOYCHUS TaKUX CyOBEKTOB JOJDKHO OBITh 3allpOIICHO CIEIHaIbHOE O0J00peHHe
(3axmouenne) DCO (HOK), yunutsiBaroree 3TOT aclieKT.

[TonobubIe MccnenoBanus (3a MCKIOYEHHEM OOOCHOBAaHHBIX CIIydaeB) JOJDKHBI MPOBOAUTHCS C
ydacTUEM TAIMEeHTOB, UMCIOIINX 3a00JeBaHUE, ISl JICYCHHS KOTOPOTO MpeTHA3HAYCH HCCIICTyeMbIN
npenapar. CyOBEKTHI B TaKWX MCCIEIOBAHUAX JOJDKHBI HAXOJUTHCA TOA 0CO00 TIIATEIbHBIM
HaOIIOJICHUEM, U MX Yy4acTHE JODKHO OBITh MPEKpaIleHO, €CIM €CTh OCHOBAHUS IOJIaraTh, YTO OHHU
HCIBITHIBAIOT YpE3MEPHBINA AUCKOMPOPT.

4.8.15. HpI/I HCOTIIOXKHBIX COCTOAHHMAX, KOrga OO BKIOYCHUA B HCCICIOBAHHUEC HCBO3MOXHO
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MOJIyYUTh COTJIACHE CaMOTro CyOBEKTa, OHO JOJKHO OBITh 3allPOIIEHO Y €r0 3aKOHHOTO MPEICTaBUTENs,
€clli TakoBOM mpucyTcTByeT. Eciu mpenBapuTenbHOE COTJIACHE CaMOro CyObEeKTa HEBO3MOXKHO H
OTCYTCTBYCT €ro 3aKOHHBIN MNpEaACTaBUTCIIb, AJI BKIIFOUYCHUS Cy6’beKTa B HUCCJIICAOBAHUEC NOJI?KHBI OBITH
MPEANPUHITHl NPEAYCMOTPEHHBIE MPOTOKOJIOM U (MJM) APYTMMH JIOKYMEHTaMH M pa3pelieHHbIE
(omobpennrie) ICO (HOK) mepsl, HampaBiIeHHBIE HA 3alUTy MpaB, 0€30MACHOCTH W OJIArOMOTyqHs
cyOBbeKTa, a Takxke 00ecredyrBarolle COOTBETCTBHE MPUMEHUMBIM TpeboBaHusIM. CyOBEKT WM €ro
3aKOHHBIN MPEICTaBUTENb JOJDKHBI OBITh B KpaTdalllllie CPOKH TOCTaBJI€HbBI B HU3BECTHOCTH 00
UCCIICIOBAaHUM, W Yy HHUX JIOJDKHO OBITh 3alpoIleHO COIJIacMe Ha MpOAODKEHHE Y4YacTHs B
HCCIIEIOBaHUM, a TAKXKE IPYroe COriacue, B COOTBETCTBUM ¢ ITyHKTOM 4.8.10 Hactrosmux Ilpasui.

4.9. JlokymMeHTalus ¥ OTYETHOCT.

4.9.1. UccnenoBatenb [0JKEH OOECHeUnMBaTh MPAaBUIBHOCTh, MOJIHOTY, pa300Op4YMBOCTh U
CBOEBPEMEHHOCTh MPEIOCTaBIEHUS CIIOHCOPY NaHHBIX, conepxkamuxcs B UPK u Bo Bcex TpeOyembix
OTUeTax.

4.9.2. lannsble, conepxamuecs B UPK, nomkHbI cOOTBETCTBOBATh MEPBUYHON JOKYMEHTALMH, U3
KOTOPOH OHU NEPEHECEHBI, UMEIOIINECS] PACXOKICHHUS JOJDKHBI OBITh O0OBSICHEHBI.

4.9.3. JIroObie m3meHenust win ucnpasieruss B UPK momkHbI ObITH MOAMUCAHBI, JaTHPOBAHBI,
00BsICHEHBI (P HEOOXOAUMOCTH) U HE JOJDKHBI CKPBIBATh MEPBOHAYAIBHYIO 3aMUCH (TO €CTh JIOJIKEH
OBITh COXpaHEH "MOKyMEHTANbHBIN cied"). 3TO OTHOCUTCS K M3MEHEHHSIM WIH HCIPABICHUSAM KakK Ha
OyMaXHBIX, TaK M DJIEKTPOHHBIX HOCHUTENSAX (B COOTBETCTBUMH € MOANMyHKTOM "o" myHkTta 5.18.4
Hacrosiux [IpaBui). CioHCOp MOMKEH MPEAOCTaBUTh MCCIIEI0BATESIM U (MJIM) UX YIIOJTHOMOYEHHBIM
MIPEICTaBUTENSIM MHCTPYKIIMIO O MOpsiiKe ohopMIIeHUs] TakuxX HucrpaBieHuid. CloHCOp JOKEH HUMETh
MMCbMEHHBIE TPOIIENYPhI, ITpelycMaTpUBalolue, YTo u3MeHeHus i ucnpasienus B UPK, BHocumbie
€ro YIOJIHOMOYEHHBIMU MPEACTABUTEISIMU, TOKYMEHTAIbHO O(POPMIIAIOTCS, SBISIOTCS HEOOXOAUMBIMU
u onoOpstoTcst uccneaoBareneM. VccnenoBaTenb AOKEH XPaHUTh 3amucH 00 ATHX U3MEHEHUSX U
WCIIPaBJICHUSX.

4.9.4. HccnepoBarenb (MEIUIMHCKOE YUPEXKACHHE) JOMDKEH BECTH JIOKYMEHTALUIO IO
HCCIIEIOBAaHUIO COTJIACHO MOoApaszieny 8 Hacrosiero pasnena IlpaBum v npuMeHUMBIM TPEOOBAHUSM.
HccrnenoBatens (MEOWIMHCKOE YUYPESKICHWE) [OJDKEH TNPUHUMATh MEphl, MNPEIOTBPAIIAFOIINE
cllydyaiiHOe WU NPEXIEBPEMEHHOE YHUUTOXKEHNUE 3TUX JJOKYMEHTOB.

4.9.5. OcHOBHBIE TOKYMEHTHI JOJKHBI XPAaHUTHCS HE MEHee 2 JIeT Mocie YTBEPKACHUS MOoCIeqHen
3asBKM Ha PETUCTpAIMIO IpenapaTa B TOCyJapcTBe-wiIEeHEe M 10 TeX MOop, MOKa HU OJHa M3 3asBOK HE
GYI[CT HaxXOJUThCA HAa paCCMOTPCHUU WU HC 6y;[eT IUTIaHUPOBATHCA HOBBIX 3a5BOK, WJIM HC MCHEC 2 ner
nociie O(GUIMAIBLHOTO MpeKpalleHuss KIMHUYECKOH pa3pabOTKU HCCIEeIyeMOoro mpenapara. OTu
JOKYMEHTBHI JOJDKHBI XPaHUTHCS OoJiee IIUTENBHBIA CPOK B Cllydae, €CIU 3TO TMPEITyCMOTPEHO
NPUMEHUMBIMH TPEOOBAaHUSAMH WM JTOTOBOPOM CO CIIOHCOPOM. OTBETCTBEHHOCTBHIO CIIOHCOPA SIBIISETCS
MHQOPMHUpPOBAaHUE UCCIeqOBaTeNs (MEIUIMHCKOTO YUYpeXKICHHS) 00 MCTCYCHHWH CpOKa XpaHEHHs
JOKYMEHTAIUH (B COOTBETCTBUH € ITYHKTOM 5.5.12 Hactosmux [IpaBun).

4.9.6. OuHAHCOBBIC AaCIEKTHl HCCIEIOBAaHHUA JOJDKHBI OBITh OTPaKEHBI B JOTOBOPE MEXIY
CIIOHCOPOM M HccieioBaTeseM (MEAULMHCKUM YUPEXKIEHUEM).

KoncynprantlIntoc: mpumeyanue.
HywMmepanus MyHKTOB JaHa B COOTBETCTBUH € O(PULIMAIBHBIM TEKCTOM JIOKYMEHTA.
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4.9.8. Ilo 3ampocy Monutopa, ayauropa, ICO (HOK) wunm ymnomHOMOueHHOro opraHa
uccieoBaTenb (MEAUIUHCKOE YUPEXKICHHE) TOJDKEH 00ECIeunuTh MPsIMOM JTOCTYN KO BCEM 3allucsM,
OTHOCALIMMCS K UCCIIEIOBAHUIO.

4.10. OT4ueTsI 0 XO4€ UCCIICIOBAHHUS.

4.10.1. Uccnenosarens gpomkeH npeactaBisaiTh DCO (HOK) kpaTkue muchbMEHHBIE OTYETHI O XOJI€
MCCIIeIOBaHM €KEroHO WK Yaile, eciu 3toro Tpedyer 9CO (HOK).

4.10.2. HccnenoBarenb JODKEH HE3aMEIIUTEIbHO MPENOCTABIATh MNHUCbMEHHBIE OTYETHI
cnoHcopy, 9CO (HOK) (B coorBercTBHM ¢ TyHKTOM 3.3.8 Hacrosuux [IpaBui) u, B COOTBETCTBYIOLIUX
ClTydasix OpTaHU3aIMH O JIFOOBIX U3MEHEHHUSX, CYIIECTBEHHO BIUSIOMINX Ha MPOBEICHUE MCCIIETOBAHHMS
1 (UJIM) YBEIMUMBAIOIINX PUCK I CyOBEKTOB.

4.11. IIpeacranenune napopmanuu mo 6€30MacHOCTH.

4.11.1. OGo Bcex cepbe3HbIX HexenaTenbHbIX siBIeHUsSX (CHS) HeoOXxommmo HeMemneHHO
coolmiare croHcopy, 3a uckimoudeHneM Tex CHSI, koTopble B MPOTOKOJE WM B IPYrOM JIOKYMEHTE
(Hanmpumep, B OpOIIIOpE HCCIIeIOBATENS) OMPEACNICHbI Kak He TPeOyIoIIe CPOUYHOTO PETIOPTUPOBAHHMSL.
[Tocne mepBUYHOTO CPOYHOTIO COOOIIEHUSI HEOOXOAUMO B KpaT4yaiiliue CpOKU MPEACTaBUTh MOAPOOHOE
nUcbMeHHOe cooOmieHue. I[lepBUYHBIH W MOCHEIyIOIIME OTYeThl JOJDKHBI HMJIEHTU(UIUPOBATH
CyOBEKTOB HCCJENOBAHUS MO MPUCBOCHHBIM MM YHHKAJIBHBIM KOJaM, a HE MO MMEHaM CYObEKTOB,
MEePCOHANBHBIM HUJCHTU(PHUKAIMOHHBIM HOMepaM u (wiu) aapecam. MccriemoBaTenb JODKEH Takke
coOnroaTh MpUMEHUMBIE TpeboBaHusi u TpeOoBaHus npuioxkenuss N 11 k Hacrosmmm [IpaBmiam,
OTIPEIEIIAIONINE MTOPSAIOK MPECTaBICHUS COOOUICHUI O HETPEIBHICHHBIX CEPhE3HBIX HEXeNaTeIbHBIX
peakuusix ynoiHomodeHHbIM opranaMm u 3CO (HOK).

4.11.2. O60 Bcex HEeXeNaTeIbHBIX SABJICHUIX U (W) OTKIOHCHUSIX JIA0OPAaTOPHBIX MOKa3aTesel OT
HOPMBI, OMpEIENEeHHBIX MPOTOKOJIOM B KadyecTBE KPUTHUECKUX [JIsl OIEHKH Oe30MacHOCTH,
HE00XO0UMO COOOIIATh CIIOHCOPY B COOTBETCTBUU C TPEOOBAHUSMHU K IMPEICTABICHHIO COOOIICHUN O
HEeXeJaTeJIbHBIX SIBJICHUSAX B CPOKH, OIMPEICIICHHBIE CHIOHCOPOM B IIPOTOKOJIE.

4.11.3. TIlpu cooOmeHusIXx O CMEpPTH HCCIeaoBaTeNh 00s3aH 1O 3ampocy CIOHCOpa,
ynostHoMo4eHHoro oprana u OCO (HOK) mpemoctaBuTh 1100y JOTOJHUTEIBHYIO HH(MOPMAIIHIO
(Hampumep, TPOTOKOI BCKPBITUS U IOCMEPTHBIN SMUKPU3).

4.12. Hpe;meBpeMeHHoe MpCKpalCHUC UM MPUOCTAHOBKA UCCIICIOBAaHM.

Ecnu 1o kakoW-nmmb0 TNpUYMHE HCCIEIOBAHME MPEXKAEBPEMEHHO IPEKPALIeHO WU
IIPUOCTAHOBIIEHO,  HCCIenoBaTedb  (MEAMLUHCKOE  YUYPEKACHUE) JODKEH  HEe3aMeIUIMTENIBbHO
nH(OPMUPOBATh CYOBEKTOB HCCIIEI0BAaHUS, 00ECIIEUUTh UM COOTBETCTBYIOIINE JIEYEHHE U HAaOII0IeHNE
U, €CIIM NPEIyCMOTPEHO NMPUMEHUMBIMU TPeOOBAHUAMHU, HHPOPMHUPOBATH YIIOJHOMOUYEHHBIE OPraHbl.
Kpowme Toro:

4.12.1. Ecnm wuccnenoBaTenb  NPEXAEBPEMEHHO IPEKpallaeT WIM  [PUOCTaHABJIUBAET
ucclieioBaHle 0e3 MpeaBapUTENIbHOTO COTJIaCHsl CIOHCOpa, OH JIOJDKEH COOOMUTH 00 3TOM
MEIUIMHCKOMY YYpPEXACHHUIO (€cii NPUMEHHMMO) U HcciefoBarelb (MEAMLIIMHCKOE YUYpPEkKICHUE)
JIOJKEH He3aMeIUTENbHO MpouHpopMmupoBath 00 3tom cnoncopa u DCO (HOK) u mpenocraButh
concopy u 2CO (HOK) moapobGHOe 0O0BsicCHEHHWE MPUYMHBI NMPUOCTAHOBKUA WM TIPEKPAIICHHS
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HUCCIEIOBAHMS B MUCHEMEHHOM Q)opMe.

4.12.2. Ecau cnoHCOp NpeKpamaeT WM NMPHOCTaHABIMBAET HMCCIEIOBaHUE (B COOTBETCTBHUU C
nyHkToM 5.21 nHactosumx [IpaBmi), wcciaenoBarenb JOIDKEH HE3aMEUIMTENBHO COOOUIMTH 00 3TOM
MEIUIMHCKOMY YUPEXKJIEHUIO, IJI€ MPUMEHUMO, M UCCIIE0BaTENb (MEAULIMHCKOE YUPEXKIEHUE) NOIKEH
He3ameTensHo npouHpopmupoBathk 00 3Tom DCO (HIK) u npenocraute 3CO (HOK) moapobdHoe
MIUCbMEHHOE O0BSICHEHUE IPUUUHBI IPUOCTAHOBKU WIIM IPEKPALLEHHsI UCCIIC0BAHMS.

4.12.3. Ecniu DCO (H3K) oxoHUaTenbHO WM BPEMEHHO OT3BIBAET 0J00peHue (3aKI0YeHHe) Ha
NpoBeieHUe HcciaenoBanus (B cooTBercTBUM ¢ myHkTamu 3.1.2 u 3.3.9 Hactosmmx IlpaBun),
UCCIIeIOBATeNb JODKEH COOOMUTH 00 3TOM MEAWIMHCKOMY YUPEXKICHHIO (€CIM MPUMEHHUMO) U
uccienoBaTenb (MEJUIIMHCKOE YUPEKIACHHUE) JTOJKEH He3aMeUIMTEIbHO MPOMHPOPMUPOBATE 00 3TOM
CIOHCOpPa W TPEAOCTaBUTH CIIOHCOPY TMOAPOOHOE OOBSCHEHHE NPUYMHBI TMPUOCTAHOBKH WM
MIpEeKpalleHUs UCCIe0BaHUs B TUCbMEHHON (opme.

4.13. UTOrOBBIA OTYET UCCIEAOBATEI.

[Tpy HEOOXOIUMOCTH IO 3aBEPILICHUH MCCIIEAOBAHMS MCCIIEAOBATENb JIOJKEH COOOMIMTE 00 3TOM
MEIUIMHCKOMY YUYPEXACHUIO; HCCIeI0BaTeNb (MEAMLIMHCKOE YUYPEXKICHHE) AOJDKEH MpPeJOCTaBUTh
OCO (HOK) kpaTkuit oT4eT 00 UTOrax MCCiae0BaHus, a YIIOJTHOMOUYEHHBIM OpraHaM - Bce TpeOyemble
OTYETHI (B TOM YHUCJIC B BUJE COOOIICHHMS).

5. Cnoncop
5.1. OGecnieueHune KauecTBa U KOHTPOJIb KauecTBa.

5.1.1. CrnoHcop oTBeuaeT 3a BHEApPEHUE W TMOJICp)KAHWE CUCTEM oOOecreueHus W KOHTPOJIS
kauectBa ¢ COII, npunsTeiMU B (pOopMe MHUCHMEHHOTO JIOKyMEHTa, KOTOpble UMEIOT CBOEH LIEIbI0
o0ecnevnThb MPOBEICHUE HCCIeA0BaHUs, COOP, PETUCTPALIUIO U MPEACTABICHUE TaHHBIX B COOTBETCTBUU
C MPOTOKOJIOM, HacTosiumu [IpaBuinamMu 1 IpUMEHUMBIMH TPEOOBAHUSMHU.

Koncynsrantlntoc: npumedanue.
B odpunuanbHOM TEKCTE TOKyMEHTA, BUIUMO, AOIYILEHA OlleYaTKa: UMEeTcs B BUAY MyHKT 1.49, a He
myHKT 1.48.

5.1.2. CmnoHcop oTBe4yaeT 3a OOecCleYeHHEe COorjlacus BCEX BOBJICYCHHBIX CTOPOH Ha
MIPEIOCTABIIEHNE NPSIMOTO JocTyna (B COOTBETCTBUU ¢ IMyHKTOM 1.48 Hacrosmmmu [lpaBui) Bo Bce
Y4acTBYIOLIME B HCCJIEIOBAaHUM LEHTPbI, KO BCEM NEPBUYHBIM JAaHHBIM (JIOKyMEHTaM) W OTYeTaM B
LEeJSIX UX MOHUTOPUHIA U ayAUTa CIIOHCOPOM, a TaK)K€ MHCIIEKIIMY HAllMOHAJIbHBIMA U MHOCTPAaHHBIMU
YIIOJTHOMOYEHHBIMH OpraHaMHu.

5.1.3. KoHTposb KauecTBa CleAyeT OCYIIECTBIATh Ha BCEX dTamax padoThl C JaHHBIMHU, YTOOBI
00€ecTeYnTh UX JOCTOBEPHOCTH U MPABMIIBHOCTH 00PaOOTKH.

5.1.4. JloroBopbsl Mexay CIIOHCOPOM WU HcCcClefoBareiaeM (MEAULMHCKUM YUpEeXKICHUEM) WU
000 Ipyrod ydacTBYIOIIEH B WCCIICIOBAHMHM CTOPOHOM JIOJKHBI OBITH COCTABJICHBI B NMUCHMEHHOU
(hopMe Kak 4yacTh MPOTOKOJIA UM B KAUECTBE CAMOCTOSITENIbHBIX JOKYMEHTOB.

5.2. KoHTpakTHas uccaea0BaTelIbcKasi OpraHu3alusl.
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5.2.1. CHOHCOp MOZKET IMOJIHOCTBIO MJIM YaCTUYHO IICPCAATh 00513aHHOCTH U q)YHKI_[I/II/I, CBA3aHHBIC
C MMPOBCACHUCM HUCCICI0OBAaHUs, KOHTpaKTHOﬁ HCCIIe0BaTEIbCKOM OpraHu3anunu, OJHaKoO
OTBCTCTBCHHOCTD 3a KAYCCTBO U IMOJIHOTY HOJYYCHHBIX B XOAC UCCICAOBAHNA JAHHBIX IIPHU 3TOM HECCT
CITIOHCOP. KOHTpaKTHaﬂ HCCIICOOBATCIIbCKAA OpraHu3anusga JOJDKHa OCYWCCTBIATE MCEPBI 110
00eCIIeYeHHIO U KOHTPOJIIO Ka4CCTBA.

5.2.2. Ilepemaya KOHTPAKTHOM WCCIICIOBATEIHCKON OpraHU3AlMKM JIFOOBIX CBS3aHHBIX C
UCCleIoBaHNeM 00s13aHHOCTEH U (PYHKIIHM JOMKHA OBITh JOKYMEHTAIBHO OopMIleHa.

5.2.3. Bce cBsi3aHHbIE ¢ HCCIEIOBAaHUEM OOSI3aHHOCTU M (DYHKIMH, HE MepeaHHble KOHTPAKTHON
UCCIIEI0BATEIbCKOW OPraHnu3aliy, OCTAIOTCS B KOMIIETEHIIMH CIIOHCOPA.

5.2.4. Bcee, uro B Hacrosiux IlpaBunax kacaercs CrioHCOpa, TaKKe MPUMEHUMO K KOHTPAaKTHOMN
UCCIIEIOBATENIbCKOM OpraHu3allil B TOW Mepe, B KOTOPOW KOHTpAaKTHas HCCIEN0BATEIbCKas
OpraHu3alys IpUHUMAeET Ha ce0s1 00s13aHHOCTH U (DYHKIIUH CIIOHCOpA 10 MPOBEJCHUIO UCCIIEA0BAHUS.

5.3. MeaunuHcKas 3KCIepTu3a.

CrioHCOp JOJDKEH Ha3HAYMTh OOJIaJaroIIMii COOTBETCTBYIOLICH MEIMIIMHCKOW KBaTU(HUKAIHEH
IepcoHal, KOTOpBIﬁ JOJI2KEH OBITE BCCraa AOOCTYNEH AJid PCIICHHSA CBA3aHHBIX C HCCICIOBAHUCM
BOIIPOCOB MEIUIIMHCKOTO Xapakrtepa. [Ipu HeoOXoauMoCTH ISl ATOM 1EeTu MOTYT OBITh MPHUBJICUYCHBI
BHEIITHHE KOHCYJIbTAHTHI.

5.4. JIn3aitn ucciaeaoBaHus.

5.4.1. CrioHCOp AOJDKEH TMPHBIEKATh KBATM(UIIMPOBAHHBIX JIMI (HAampuMep, OMOCTATHCTUKOB,
KIIMHUYECKNX (DapMaKoJIOTOB, Bpayueii) Ha BCEX ATAmax UCCIICOBAHMS - OT pa3paboTku mpoTtokoia, MPK
Y TJIaHa CTATHCTHYECKOTO aHAIIN3a JI0 TIOATOTOBKH MPOMEKYTOYHOTO M (PUHAIIEHOTO OTYETOB.

5.4.2. CrnoHCOp [IOJDKEH YYHUTBHIBaTh TpeOOBaHMS Tojapasjeia 6 HaCTOSIIEro pasuena u
npunoxkenus N 11 x Hactosumm [IpaBunam.

5.5. MeHeKMEHT ucclieIoBaHus, padoTa C JaHHBIMH U BeJIeHUE JOKYMEHTAIUH.

5.5.1. CrioHcop 00si3aH MPHUBJIEKATH OOJIAAAIONINX COOTBETCTBYIOMIEH KBaTM(UKAIMEH JIHI IS
o01Iero pykKoBOJACTBAa HCCIEAOBaHHEM, PaOOThl C JaHHBIMH, BepU(UKALMU JIaHHBIX, MPOBEICHUS
CTaTHCTHYECKOTO aHAJIN3a U TIOATOTOBKH OTYETOB 00 MCCIIeIOBaHHH.

5.5.2. CnoHcop MOXeT MNpHHATH peleHrue 00 oO0pa3oBaHMM HE3aBHUCUMOIO KOMHUTETa 10
MOHMUTOPHMHTY JaHHbIX (nanee - HKMJI) nns paccMoTpeHus Xoia KIMHHUYECKOTO MCCIEAOBAHUSA,
BKJIIOYAsi PACCMOTPEHUE TAaHHBIX MO 0€30MacHOCTH M OCHOBHBIX Mapamerpax 3(h(eKTHBHOCTH, a TakKe
Il BBIpAaOOTKM PEKOMEHJALUil CIIOHCOPY O LeJeCOO0Pa3sHOCTH TMPOJOJDKEHUS, MPEKpaIleHHs
HCCIe0BaHus WIK BHECEHMs B Hero nu3meHeHnid. HKM/I nomkeH uMeTs onepanuoHHbIE TPOLETYPHI B
(opMe MUCbMEHHBIX IOKYMEHTOB U BECTH 3aIIUCH BCEX CBOMX 3acCEIaHHM.

5.5.3. HpI/I HCIOJIb30BAHNHU 3JICKTPOHHBIX CUCTEM JIA pa6OTBI C JaHHBIMH HCCJIICOOBAHUA U (I/IJ'II/I)
QJICKTPOHHBIX CUCTCM YJAJICHHOT'O JOCTYIIA K JaHHBIM CIIOHCOP JOJIKCH:

00ecrnevnTh U TJOKyMEHTAIbHO 0()OPMHUTH COOTBETCTBUE CUCTEM JIEKTPOHHON 00paOOTKH JTaHHBIX

HameHas npaBoBas NoaAepKKa www.consultant.ru CrpaHuua 24 u3 140


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

YCTaHOBJICHHBIM CIIOHCOPOM TpPEOOBaHUSM K IMOJHOTE, TOYHOCTH M HAJIE)KHOCTHU JAaHHBIX, a TaKKe
CTaOUIBHOCTh AOCTHXKEHUS TpeOyeMoro pe3yibTaTa (Baauaalluo);

nmeTh COII Mo MCIoab30BaHUIO ATUX CHCTEM;

o0ecrieunTh paboTy CUCTEM TakUM 00pa3oM, 4TOOBI MOXHO OBLTO M3MEHSTHh JAHHBIE U MPH STOM
BHOCHMBIE HM3MEHEHHUs ObLIM OBbl 33IOKYMEHTHPOBAHBI, a paHEe BBEACHHBIC JaHHBIC HE OBUTH ObI
yAQJICHBI (TO €CTh UMEJICS " MOKYMEHTaJIbHBIN ciien');

HMCETb CUCTEMY 3alllUThI, IPCAO0TBPAlIatOIIY O HecaHKI_II/IOHI/IpOBaHHHﬁ AOCTYII K TaHHBIM;

ONpENIETUTh MEePEUYEHb JIMILI, HA/IEIEHHBIX IPABOM BHOCHUTh U3MEHEHUS B JaHHBIE (B COOTBETCTBUU
¢ nyuktamu 4.1.5 u 4.9.3 nacrosimux [IpaBun);

o0ecreynBaTh ACKBATHOC PE3CPBHOC KOMMMPOBAHUEC JAHHBIX;

COXpaHIATh MAaCKHPOBKY B HCCJCJIOBAaHUAX, TPOBOJUMBIX CIICIIBIM METOJOM (COXpaHATh
MAaCKUPOBKY MPH BBOJIC U 00pabOTKE JaHHBIX).

5.5.4. Eciu B mpornecce 00pabOTKU JJaHHbIE TPaHC(HOPMUPYIOTCS, BCEra J0JKHA CYIIECTBOBATh
BO3MOKHOCTh CPaBHEHHUSI UCXOJIHBIX TAHHBIX C 00pabOTaHHBIMU.

5.5.5. CroHCOp MOJDKEH HCIONIb30BaTh YHHUKAIBHBIN HICHTH()UKAIMOHHBIN KOJ cyObekTa (B
COOTBETCTBUM ¢ MyHKTOM 1.11 HacTosumx [IpaBui) mo3Bosstonuii 1AeHTU(UIHUPOBATH BCE IaHHBIE 110
KOKJIOMY CYOBEKTY.

5.5.6. CHOHCOp WJIKW ApYyTU€ BIaACablbl JaHHBIX JOJIKHBI XPAaHUTH BCC OTHOCAIIHUECA K CIIOHCOPY
OCHOBHBIC TOKYMCHTBI I10 UCCIICAOBAHUIO (B COOTBCTCTBHH C IIOAPA3ACTIOM 8 HaCTOAIICTO pa3zlena).

5.5.7. CrnoHcOop HOMKEH XpaHWUTh BCE OTHOCALIMECS K HEMY OCHOBHBIC JIOKYMEHTHI IIO
HCCIICAOBAHUIO B COOTBETCTBUHN C IIPUMCHUMBIMU Tpe6OBaHI/I5IMI/I 3aKOHOAAaTCJIbCTBA
roCyJapCTB-4JIEHOB, B KOTOPBIX TIpemapar oJ00peH u (WiM) B KOTOpBhIE CIIOHCOp coOupaetcs
o0OpaTtuThes 3a 0100peHueEM.

5.5.8. Ecim cmoHcop mpekpamiaeT KIMHUYECKYH pa3paboTKy HCCielyeMoro mpenapara (1o
OJTHOMY WJIM BCEM TIOKa3aHUsM, IyTSIM BBEIICHHUSI, JICKAPCTBECHHBIM (pOpMam), OH JIOJDKEH XPAaHUTh BCE
OTHOCSIIHECS K CIIOHCOPY OCHOBHBIE JOKYMEHTHI TI0 MCCIIEOBAHUIO B TEUCHUE 110 KpaiiHel mepe 2 neT
C MOMeHTa O(UIMATBHOTO TpPEKpalleHus] pa3paboTKM WIHM B COOTBETCTBHH C MPHUMEHUMBIMU
TpeOOBaHUSIMU.

5.5.9. Ecnu croHCcOp mpekpamaeT KIMHAYECKYH pa3paboTKy HCCIeIyeMOoro mpemnapara, OH
JIOJDKEH COOOIIUTh 00 ATOM BCEM YYacTBYIOIIMM B MCCIEIOBAHUU HCCIENOBATENAM (MEIUIUHCKUM
YUPEXKIECHUSIM) U YIOTHOMOYEHHBIM OpraHaMm.

5.5.10. Tlepemaua mpaB COOCTBEHHOCTM Ha JaHHBIE JOJDKHA OBITH JOBEICHA N0 CBEICHUS
YIOJTHOMOYEHHBIX OPTaHOB B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHHSIMH.

5.5.11. OtHocsmuecs K CIIOHCOPY OCHOBHBIE JOKYMEHTHI JOJDKHBI XPAaHUTHCS HE MEHee 2 JIeT
1ocje yTBEP KJICHHsI MOCIEeIHEeH 3asBKUM Ha PErMCTPALUIO IpenapaTa B rOCyJapCTBE-wIEHE M J0 TeX
10op, MOKa HMU OJIHA M3 3asBOK HE OyAeT HaXOIUThCS HAa PACCMOTPEHUM U HE OyleT IJIaHMPOBATHCS
HOBBIX 3asBOK, WJIM HE MeHee 2 JeT mocie O(UIHUAIBHOIO NPEeKpalleHUs KIMHUYECKOH (a3l
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p33pa6OTKI/I HCCIICAYEMOTIO IIpeIiapara. Ot JAOKYMCHTBI JOJIKHBI XpAHUTBHCA Oouee JTUTEIbHBIN CpOK B
cjiydae, €CJIM 3TO NpCAyCMOTPCHO NPUMCHHUMBIMUA Tpe6OBaHI/I}IMI/I NN HCOGXOIII/IMO CIIOHCOpY.

5.5.12. CnioHCOp JOKEH B MUCHMEHHOU (hopMe HHPOPMHUPOBATH UCCIeIOBATENICH (METUITTHCKUE
yqpexcz[eHm[) (6] H€06XO[[I/IMOCTI/I XpaHCHHUA CBA3AHHBIX C UCCIICAOBAHUCM SaHI/ICGI\/JI, a TaK¥XKE MMCbMEHHO
HU3BECTUTH UX, KaK TOJIBKO HGO6XOJII/IMOCTI/I B HaﬂbHeﬁIHeM XpaHCHUH HE 6y,21'eT.

5.6. Boibop uccnenoBatens.

5.6.1. CioHCOp HeceT OTBETCTBEHHOCTh 3a BBIOOp HccienoBareneii (MEAUIIMHCKUX YUPEKICHHI).
Kaxxapiii uccienoBarens JOKEH UMETh KBaTU(UKAIIUIO, OTIBIT U PECYPCHI (B COOTBETCTBUU C ITYHKTAMU
4.1 u 4.2 nacrosaumx IlpaBuin), moctaTouyHsle ISl MPOBEAEHHUS HCCIENOBaHUS, IJiI KOTOPOIO OH
BBIOpaH. Ecii B MHOTOILIEHTPOBBIX HCCIICIOBAHUAX HEOOXOIUMO OpPTraHW30BaTh KOOPIWHAIIMOHHBIN
KOMHTET U (WJIM) BBIOpATh KOOPJAMHATOPOB M3 YKCIIa UCCIIEA0BATENICH, TO 3TO SBIICTCS 00S3aHHOCTHIO
CIIOHCOpA.

5.6.2. Jlo mnoamucaHds JIOroBopa C HccienoBareneM (MEAUIMHCKUM YUYPEXKJICHUEM) Ha
IIPOBEJICHUE MCCIEAOBAaHUS CIOHCOP [JOJDKEH IPEAOCTaBUTh MCCIEAOBATEN0 (MEIULIUHCKOMY
YUPEKICHUIO) TMPOTOKOJI W OpOIIIOPY MCCIENOBATENS B TEKyIIEH pelakiuu M JaTh HCCIEIOBATEIIO
(MEOUITMHCKOMY  YUPEXKJICHHIO) JIOCTAaTOYHOE BpeMs IS O3HAKOMJICHHsSI C TPOTOKOJIOM |
MPEeA0CTaBICHHON HH(OpMaIuen.

5.6.3. CrioHCOp JOMKEH MOJIYyYUTh COTJIacHe UccienoBaTens (MeIUIMHCKOTO YUPEKICHHs ) Ha!

IIPOBEJICHUE HCCIIENOBAaHUM B COOTBETCTBUM C HAcTOSAIMMU IIpaBuiaMm M NpUMEHUMBIMU
TpeboBaHusAMHU (B coorBeTcTBHM C TyHKTOM 4.1.3 Hactosmux I[IpaBui), a Takke ¢ TPOTOKOJIOM,
COTJIACOBAaHHBIM CO CIIOHCOPOM U paspeuieHHbIM (on00peHHbIM) DCO (HOK) (B cooTBeTcTBHM €
nyHkToM 4.5.1 Hactosmux [Ipasun);

coOIr0icHHE MTPOLEAYPhl PETUCTPALIUU (TIPEACTABICHUS ) TaHHBIX;

IPOBEIEHUE MOHUTOPHHIA, ayUTa U UHCIEKUUH (B COOTBETCTBUHU C MYHKTOM 4.1.4 HacTosIIMX
[IpaBun);

XpaHEHHE OCHOBHBIEC JIOKYMEHTHI, CBSI3aHHBIE C MCCIIEJOBAHUEM, J0 TEX IOp, MOKa CIOHCOp HE
COOOIIUT MCCIEA0BATEN0 (MEAUIUHCKOMY YUPEKIEHHUIO), YTO 3TH JOKYMEHTHI OOJiblIe HE TPeOyOTCs
(B cootBetcTBUM ¢ yHKTamu 4.9.4 u 5.5.12 nacrosmux [pasun).

CrnoHcOp W wuccienoBarelb (MEIMIIMHCKOE YUPEKISHHUE) JIOJDKHBI IOJNMUCATh JOKYMEHT,
MOATBEPKIAOIIUH 3TO COTJIacue.

5.7. PactipeieneHue 00s13aHHOCTEH.

Jlo Hauyaja HCCIEeNOBAHUS CIIOHCOP MODKEH YCTAaHOBUTh U PACHpPEAETINTh BCE CBSI3aHHBIE C
HCCIIeIOBaHNEM 00SI3aHHOCTU U (PYHKITHH.

5.8. KOMHCHC&HI/II/I Cy6’bCKTaM HCCIICOOBaHUA U UCCIICA0BATCIIAM.

5.8.1. Ecnu mpenycMOTpeHO NPUMEHUMBIMH TpPEOOBAaHUSMHU, CIOHCOpP IOJKEH O0ECIeuuTh
CTpaxOBaHHE WU TapPAHTHPOBATh IOPUAMYECKYI0 W (DUHAHCOBYIO TOJACPKKY HCCIEAOBATEIS
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(Me,I[I/II_II/IHCKOFO yqpexcz[eHHﬂ) B CJIy4dac MpCAbsBIICHUS UM HpeTeH3Hﬁ, CBA3aHHBIX C UCCIICAOBAaHHUECM, 3a
HCKIIOYCHUEM TECX HpeTeHBHﬁ, KOTOPBIC BO3HUKIIM B PE3YJIbTATC YMBbICIIA WX HCEOCTOPOKHOCTU CO
CTOPOHBI UCCJICAOBATCIIA UKW YJICHOB UCCIICAOBATCIILCKOTI'O KOJUICKTHBA.

5.8.2. IlpaBuna u mpoleaypsl CIOHCOpPa JODKHBI IPEeaycMaTpUBaTh BO3MEIIEHHE PacXol0B Ha
JedyeHue CcyOBbeKTOB B cllydae MPUUMHEHHUS Bpela HUX 3/0pOBbI0O B pe3yibTaTeé HUX ydacTus B
WCCJIEIOBAaHUH B COOTBETCTBUHU C PUMEHUMBIMU TPEOOBAaHUSIMHU.

5.8.3. Ecin CY6I>GKTBI HCCIICAOBaHUS ITOJYYAOT KOMIICHCAINIO, ITOPSAOOK U crocod KOMIICHCalluH1
AOJIKHBI COOTBECTCTBOBATH IPUMCHUMBIM Tpe6OBaHI/I}IM.

5.9. ®uHaHCHpOBaHHE.

®DuHAHCOBBIE AaCMEKTHl HCCIEAOBAHUS JOJDKHBI OBITh JIOKYMEHTadbHO O(QOpPMIICHBI B BHJIEC
JIOTOBOpa MEXKIY CIIOHCOPOM U HccieioBaTeneM (MEAUIMHCKUM YUPEXKICHUEM ).

5.10. YBegomiieHue YHOOJHOMOUYCHHBIX OPraHOB (nonaf{a 3asBKU B YIIOJTHOMOYCHHELIC OpI‘aHLI).

Jlo Hayana KIMHUYECKOr0 MCCIEAOBAHUS CIIOHCOP (WJIM CIIOHCOP COBMECTHO C MCCIIEA0BATEIEM,
€CITM ATO MPEAYCMOTPEHO MPUMEHUMBIMU TPEOOBAaHUSAMH) JOJKEH MOAATh B COOTBETCTBYIOIINE OPTaHbI
Bce TpeOyeMble 3asiBKU [UIsI UX PACCMOTPEHUs, MPUHATHS W (WIM) TMOJIYYEHHs pa3pelieHus Ha
MIPOBEJICHUE UCCIIeIOBaHUS (B 3aBUCHMOCTH OT MIPUMEHHUMBIX TpeboBaHuil). Bee yBepomienus (3asBKu)
JOJKHBI OBITH UIMETh JIaTy U COAEpPkKaTh TOCTATOUHYIO HHGOPMAIUIO A ACHTU(DUKAIIMH TPOTOKOIA.

CHOHCOp I/IH(I)OpMI/IpyeT yHOJIHOMO‘ICHHBIfI OopraH O Ha4daJIC KIMHHUYCCKHUX HCCIEeIOBAaHUM B
MOopAAKE, YCTAHOBJICHHOM 3aKOHOAATCIBCTBOM I'oCyJapCTBa-4JICHA.

5.11. Ioareepxxaenne paccMotperus ICO (HOK).
5.11.1. CrioHCOp TOJDKEH MOJIYYUTh OT UCCaeAoBaTelNs (MEIUIIMHCKOTO YUPEIKICHUS):
cBezieHus 0 HanmeHoBaHuu U ajpece DCO (HOK) uccnenoBarens (MEIUIIMHCKOTO YUPEKICHUSA);

noareepxaeHue or DCO (HOK) Toro, 4ro oH opraHu30BaH U JIEHCTBYET COTJIACHO HACTOSIIUM
IIpaBunaM 1 3aKOHOAATENIBCTBY COOTBETCTBYIOILETO IOCYAapCTBA-UJICHA;

JNOKyMeHTalIbHO odopmienHoe omoOpenne (3akmouenune) DCO (HOK) um mo TtpeboBanmio
CTIOHCOpA KOIMIO TEKYIIEH BEPCHU MPOTOKOJIA, TUCEMEHHON (HhOpMBI HHYOPMHUPOBAHHOTO COTJIACHS H
JFOOBIX APYTHX MPEAOCTABISIEMBIX CYOBEKTaM IMHChbMEHHBIX MAaTEPHAJIOB, a TAKXKE OIMCAHUE ACHCTBUI
1O TIPUBJICYCHHIO CYOBEKTOB K Yy4YacTHIO B HCCIEJOBAaHHMU, JOKYMEHTOB, OTHOCSIIMXCS K
NPEyCMOTPEHHBIM JUIsl CyOBEKTOB BBITUIATAM M KOMIICHCALUAM, U JIIOOBIX HHBIX JTOKYMEHTOB, KOTOPBIE
Moriu ObITh 3aTpedoBanbl DCO (HOK).

5.11.2. Ecoim 3CO (HDK) o0ycnoBimBaeT BbAady CBOETO OJOOPECHHS (3aKIFOUCHUSI) BHECEHUEM
W3MEHEHUN B Kakue-THOO JOKYMEHTBl HCCIIEIOBaHMS, HalpuMep, B MPOTOKOJ, MHUCbMEHHYIO (popmy
WH(POPMHUPOBAHHOTO COTJIACHS WJIM HWHBIC TPEAOCTaBIIsieMble CyOBEKTaM IHCHMEHHBIE MaTepUallbl U
(wm) npyrue MpoUeAypbl, TPUHATHIE B MHUCHMEHHON (opMe, CIIOHCOP JOJDKEH TONYYHTh OT
uccienoBatens (MEIUIMHCKOTO YUPEKIEHHUS) KOMUM W3MEHEHHBIX JIOKYMEHTOB C YKa3aHHMEM JaThl
MoJTy4eHHOT0 o00penus (3akmouenus) 9CO (HOK).
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5.11.3. CnoHcop HOMKEH TOMYyYUTh OT HCClenoBaTens (MEIUIIMHCKOTO —YUPEKIICHUs)
JOKYMEHTAIIMI0 C yKa3aHWEM JaThl MOBTOPHBIX pasperneHuit (omodpenuii) 9CO (HOK), a Ttakxke
penieHuii 00 0T3bIBE WM MMPUOCTAHOBKE PaHEe BBIIAHHOTO OJ00pEHUS (3aKITIOUCHUS).

5.12. Undopmarus o6 uccieayeMbIx Ipenaparax.

5.12.1. IIpu miaHUpOBAHUH MCCIICIOBAHUN CIIOHCOP JIOJDKEH pacIioarath J0CTaTOYHBIM 00beMOM
MOJIyYeHHBIX B JOKIMHUYECKHX U (WJIHM) KIMHUYECKUX HCCIEIOBAHUAX IAHHBIX MO 0€30MacHOCTH U
3¢ (HEeKTUBHOCTH, OINpPaBABIBAIONINX MPUMEHEHHE KCCIEAyeMOro Tpernapara ¢ HCHOJIb30BaHUEM
COOTBETCTBYIOIIMX IyTel BBEAEHUS U JI03 TMPU COOTBETCTBYIOIIEH JUIMTEIBHOCTH U B
COOTBETCTBYIOIIEH MOIMYJIALINN CyOBEKTOB UCCIICIOBAHMUS.

5.12.2. CrnoHcop MODKEH OOHOBIATH OpOIIIOPY HCCIENOBATENs MO MEPE IMOJYyYeHUS HOBOU
CylleCTBEHHOU MH(pOpMaInu (B COOTBETCTBUHU IMOIPA3/esioM 7 HACTOSALIETO pa3jiena).

5.13. HpOI/IBBO)ICTBO, YIIaKOBKa, MApKUPOBKA U KOAUPOBAHUC UCCIICAYCMBIX ITPCIIAPATOB.

5.13.1. Cnoncop pnomkeH oOecneunTb, 4YTOOBI HCCIEAyeMble TpenapaTsl (BKJIOYas B
COOTBCTCTBYIOIIMX ClIydasdX AKTHBHBIC HpCrapaTrbl CPaBHCHUA U rmaueGo) HMCEJIN XapaKTCPUCTHUKU,
COOTBCTCTBYIOIIHUE CTAaaAWH p33pa6OTKI/I JaHHBIX TIIPEraparos, ObLIH IMPOU3BCACHBI COIJIACHO
IPUMEHUMBIM TPEeOOBAaHMSAM HAJUICKAIIEH MPOM3BOJCTBEHHOM MPAKTUKH W B COOTBETCTBYIOIIMX
Clly4asix 3aKOJMpPOBaHBl U MAapKUPOBAHBI TaKUM 00pa3oM, YTOOBI OOECIEUUTH 3AIIUTy MACKUPOBKH.
Kpome Toro, MapkupoBKa J10JI’KHa COOTBETCTBOBATh IPUMEHUMBIM TPEOOBAHUSM.

5.13.2. CnoHcop NOJKEH OMPENENIUTh JUIsl UCCIIEAYEMbIX IMpPEnapaTtoB TEMIEPATypy XpaHEHUS,
YCIIOBUSL XpaHEHUs (HalpuMep, B 3aLIUIIEHHOM OT CBETa MECTE), CPOK XPAaHEHHUS, PacTBOPUTENIU U
nmpoucaypsl Ajd pasBEACHUA U BOCCTAHOBJICHHUA, a TAKXKE, €CJIIM TAKOBBIC MPEAYCMOTPCHEIL, YCTPOﬁCTBa
11 BBeJeHus mpenapaTta. CroHCop J0/KeH HHPOPMUPOBATh 00 3THX TPeOOBAHMAX BCE BOBJICUCHHBIC
CTOPOHBI (HanmpuMep, MOHUTOPOB, MCCIIe0BaTeIel, MPOBU30POB, JIHII, OTBETCTBEHHBIX 32 XPaHEHUE).

5.13.3. Hccneayemble mpenaparhl JODKHBI OBITh YMAKOBaHbI TakK, 4TOOBI MPEAOTBPATHTh HX
3arpsi3HEHUE U 00ECTIEYUTh UX COXPAHHOCTH (MIPUTOJHOCTH) MPU TPAHCTIOPTUPOBKE U XPAHECHUH.

5.13.4. JIns uccnenoBaHui, B KOTOPBIX HCIOJB3YETCSl CIIENON METOJ, cucTeMa KOAMPOBaHUS
HCCIIelyeMOoro Mpemnapara J0JKHA BKIOYaTh B ce0s MEXaHU3M, TO3BOJISIONIUN B SKCTPEHHBIX CIIydasix
OBICTPO MAEHTHU(PULUMPOBATH Mpenapar, HO B TO e BpeMsl He JIOMYCKarOIIUN BO3MOKHOCTH HE3aMETHO
PacKpBITh KOJI.

5.13.5. Ecnu nexapcTtBeHHas (opMa HCCIEeIyeMOro mperapaTra WM IMpenapara CpaBHEHHs Ha
KIIMHUYECKOM JTarne HW3y4yeHus OblIa CYHIECTBEHHO W3MEHEHA, TO JI0 HCIOJb30BaHUS HOBOM
JIEKapCTBEHHOH (OpPMBI B KIMHUYECKHX HCCICAOBAHUSAX JODKHBI OBITh IONTYYCHBI PE3YJIBTATHI
JOTIOTHUTEBHBIX ~ HWCCIICIOBAHUNA  JaHHOW  JIGKapCTBEHHOW  (opmbI  Tpemapara  (Hampumep,
CTaOUJIBHOCTH, PAaCTBOPUMOCTH, OMOJOCTYIMHOCTH), HEOOXOAMMBIE ISl OLEHKH TOTO, CIIOCOOHBI JIU
JTaHHBIE U3MEHEHUS CYIIECTBEHHO MOBIUATH HA apMaKOKMHETUYECKUIl MPOQHIIb MpernapaTta.

5.14. TlocTaBka uccieayeMbIX IPEnapaToB U NpaBuiIa OOpaLIeHUs: C HUMHU.

5.14.1. CnoHcop oOTBeYaeT 3a IMOCTaBKy MCCIEAOBATEN0 (MEIUIUHCKOMY YUPEXKICHHIO)
HCCIIeTyeMOro IpernapaTa.
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5.142. CnoHcop He [JODKEH TMOCTaBATh MCCIENyeMbl ImpemapaTr  HCCIel0BaTeNto
(MEIUIIMHCKOMY YUYpPEXJIEHHUIO) 10 TeX IOop, MOKa HE IMOJYyYUT BCIO TpeOyeMyro JOKYMEHTAlHIO
(marmpumep, onobpenue (3akmodenue) 2CO (HIK) u ynoaHOMOYEHHBIX OPraHoB).

5.14.3. IlucbMeHHblE NOpPOLEAYpHl CIOHCOpa MAOJDKHBI BKIIOYaTh B ce€0S HMHCTPYKUMH JUIS
uccienoBarens (MEAULIMHCKOTO YUPEXKIEHHUs) MO IpaBHJaM XpaHEHHUsS HCCIeAyeMOro mpemnapara u
oOpalleHuss ¢ HUM, a TaKKe 10 BEJCHHMIO COOTBETCTBYIOLIEH HOKyMeHTauuu. lIpoueaypsl TOKHBI
OINUCHIBAaTh 0€30MacHOEe IMOJIyuYeHHE HCCIelyeMOoro mpemnapara, oOpalleHHe ¢ HHUM, €ro XpaHeHHe U
BbIJIauy, U3BSATHE HEUCIIOIb30BAHHOTO MCCIIEIyeMOro MpenapaTa y CyObeKTOB M BO3BPAT €r0 CIIOHCOPY
(100 MHOE pacnopsKEHNE HEUCIIOIb30BAHHBIM IIPENAPATOM, €CJIU 3TO CAHKIIUOHUPOBAHO CIIOHCOPOM H
COOTBETCTBYET IPUMEHHUMBIM TPEOOBAHUAM).

5.14.4. CroHCOp AOJIKEH:
o0ecreynTh CBOEBPEMEHHYIO ITOCTABKY MCCIIEyeMbIX MIPEenapaToB UCCIIEI0BATENISIM;

AOKYMCHTHPOBATL IIOCTABKH, IIOJIYYCHHEC, BbIAAYYy, BO3BpAT W YHHUYTOKCHUC (J'II/I6O HHOC
pacnopmerI/Ie) HCCIICAYCMBIX IIPLCIIapaToOB (B COOTBCTCTBUH C ITOAPA3JACIIOM 8 HaCTOAIICTO pasxleﬂa);

UMETh CHCTEMY BO3BpaTa HCCIEIYEeMOro Mperapara ¥ JOKYMEHTHPOBAHUS MOJAOOHOTO H3BSTHS
(Hampumep, OT3bIBa OpaKOBAHHOTO IperapaTa, BO3BpaTa IpernapaTa I0C/ieé OKOHYaHHs HCCIEeI0OBaHUS
WJIH 110 UICTEYEHUH CPOKa FOTHOCTH);

UMETh CUCTEMY YHUYTOXXEHUS (JIMOO MHOIO PacHOPSDKEHUS]) HEUCIOJIb30BAHHBIX HCCIIENYyEMbIX
[IPEnapaToB U JOKYMEHTUPOBAHMS OJJOOHOTO YHUUTOXKEHUS (1100 HHOTO PACHOPSHKEHUS).

5.14.5. CrioHCcOp OJIKEH:

MMPUHATb MEPHI 110 00eCIeUYCHHIO CTaOMILHOCTH HCCIICAYCMBIX MPCIapaToB Ha IMMPOTSXKCHUH BCCTO
nepruoaa UCIoJIL30BaHus,

UMETh JIOCTATOYHOE KOJMUYECTBO HCIOJIB3yEMOrO B HCCIECIOBAHMAX HCCIELYyEMOIO Ipenapara,
YTOOBI MOATBEPAUTH B CiIlydyae HEOOXOIUMOCTH €r0 COOTBETCTBUE CHELU(UKALUAM, a TAKKE BECTU yUeT
aHAJIM30B U XapaKTepUCTHUK 00pa3IoB Ipemnapara U3 napTuu. B 3aBUCMMOCTH OT CTaOMIIBHOCTH 00pa3Libl
JIOJDKHBI OBITH COXPaHEHB! MO0 70 OKOHYAHHUS aHAJIM3a JAHHBIX 110 UCCIEI0BaHMIO, TUOO B TEUECHUE
CpOKa, OIPECIEHHOT0 IPUMEHUMBIMU TPEOOBAHUSMH, HCXO/IS U3 TOTO, KAaKOW Mepuo/ ABJsieTcs: Oojee
JUIMTEIIbHBIM.

5.15. JlocTyn K JOKyMEHTAIUU 10 UCCIETOBAHUIO.

5.15.1. CrnoHcop JOMKEH MPeayCMOTPETh B MPOTOKOJE WM HWHOM COTJAIlleHWH OOS3aHHOCTHh
uccienoBatens (MEAUIIMHCKOTO YYPEKACHHUS) O00ECIEeUUTh MPSIMON JOCTYyN K MEPBUYHBIM JaHHBIM
(mokyMeHTanuu) s Leaeld MOHUTOpUHra, ayauta, skcneptussl ICO (HOK), a Takxke mHCHEKIUU co
CTOPOHBI YITOJITHOMOYEHHBIX OPTaHOB.

5.15.2. CrioHCcOp NOKEH yOeauThCsl B TOM, YTO Kbl CyOBEKT J1ajl MMChMEHHOE COTJIachue Ha
IpsIMOIMl IOCTYH K €ro OpPUTMHAIBbHBIM MEIUIMHCKUM 3alucsAM JJIs Lesel MOHUTOpPHMHIa, ayauTa,
skcneptu3sl ICO (HIK), a Takke HHCIIEKIIUN CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTraHoB.
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5.16. Undopmarus mo 6€30mMacHOCTH.
5.16.1. CioHCOp OTBeUaeT 3a MOCTOSIHHYIO OIIEHKY 0€30MacHOCTH UCCIIeTyeMbIX penapaToB.

5.16.2. CnoHcOp [OJDKEH HE3aMEIUIUTENIbHO YBEJAOMUTh BCEX 3aHATHIX B HCCIEIOBAaHUU
uccienoBarenell (MEAWIIMHCKUE YUYPESKICHHS), a TaKXKe YIOJTHOMOYEHHBIC OPTraHbl O IMOJyYeHHBIX
JAHHBIX, KOTOPBIE MOTYT HEOJIArompUsATHO OTPAa3UTHhCS Ha OE30MAaCHOCTH CYOBEKTOB, IMOBJIHATH Ha
MPOBEACHUE HCCIEN0oBaHuUs MO0 M3MeHUTh onoopenue (3akimouenune) ICO (HOK) nHa mpomomkeHue
UCCIICIOBAHMS.

5.17. Coo01ieHus 0 HEXKENATEIbHbIX PEAKLINAX.

5.17.1. CrioHCOp AODKEH B BO3MOXHO OoJiee KOPOTKHI CPOK COOOIIATh BCEM YYAaCTBYIOIIUM B
HCCIIEIOBAaHUM UCCIenoBaTeNsIM (MeTuuHCKuM yupexaenusam), DCO (HOK) nmpu neoOxomumoctu, a
TaKXXe YIOJHOMOUYEHHBIM OpraHaM 000 BCEX HEXKENATENbHbIX PEaKLHsIX, KOTOPbIE OJHOBPEMEHHO

SABJIFOTCA CEPBE3HBIMU U HCIIPEABUACHHBIMHU.

5.17.2. Takue cpouyHble COOOIIEHUS IOJKHBI COOTBETCTBOBATh NMPHUMEHUMBIM TpPEOOBaHUAM U
npuiokeHnto N 11 x HacTodmum [IpaBunam.

5.17.3. CrioHCOp AOJKEH MPEACTaBIATh HA PACCMOTPEHHE YIIOJIHOMOUYEHHBIM OpraHaM BCE€ HOBBIE
JaHHbIE U TEPUOAMYECKHE OTUEThl MO OE30MaCHOCTH HCCIEAyeMOro Ipenapara B COOTBETCTBUU C
IIPUMEHUMbIMH TpeOoBaHUAMU U npunoxenueM N 11 k Hacrosmum [IpaBuiiam.

5.18. MOHUTOpUHT.

5.18.1. Llens.

[{enbt0 MOHUTOPUHTA UCCIIEIOBAHUS SIBIISIETCS ITPOBEPKA TOTO, UTO:

npasa U Osarononyuue cyObeKTOB 3alHUILEHBI;

MIPE/ACTABIICHHBIC JaHHBIC SIBISIOTCS TOYHBIMH, IIOJMHBIMH M TOATBEP)KIAOTCS TEPBUYHOM
JOKYMEHTAIUeH;

UCCJIEIOBAHUE IIPOBOJUTCS B COOTBETCTBUU C YTBEPXKACHHOW TEKYIIEH BEPCHEH IPOTOKOJIA
(mompaBoK K HEMY ), HacToAIMX [IpaBuil 1 MPUMEHUMBIMU TPEOOBAHHUSIMH.

5.18.2. BbIOOp MOHUTOPOB U UX KBaJTU(PUKALUS.
MOHUTOPBI TOJKHBI HA3HAYATHCSI CTIOHCOPOM.

MOHI/ITOPBI JOJDKHBI MMETHh COOTBCTCTBYIOIIYIO IIOATIOTOBKY, a TaKXKE 06J'IaI[aTB Hay4YHbIMHU H
(I/IJ'II/I) KIIMHUYCCKUMHN 3HAaHUAMU, HCOGXOI{I/IMHMI/I IJIL OPOBCACHUSA HAAJICKAIECTO MOHUTOPUHIA
HUCCICIOBAaHUA. KBaJ'II/I(I)I/IKaLII/I}I MOHHUTOPOB JOJIZKHA OBITH MMOATBCP)KACHA JOKYMCHTAJILHO.

MOHUTOpPBI  JOJDKHBI JCTAJIBHO 3HAaTh CBOWMCTBA HCCIEAYEMBIX IIPEnaparoB, IPOTOKOJI,
MUCHbMEHHYIO (OpMYy HWH(POPMHPOBAHHOTO COTJIACHS W BCE APYTHE IPENOCTaBIsieMble CyObeKTaM
nccnenoBanuss nucbMeHHble Martepuansl, COIl cnoncopa, Hacrosmue IlpaBuna wm mpumMeHUMBIE
TpeOOBaHMS.
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5.18.3. O0beM u copeprkaHue MOHUTOPUHTA.

CroHCcOp JOMKEH O0eCcHeuuTh HaJIekKaIluid MOHUTOPUHT wuccienoBaHuil. CHIOHCOp JOKEH
OTIpENIeNIUTh HEOOXOIUMBIE 00BEM U COJIep)KaHNE MOHUTOPHUHTA UCXOMS U3 LIEJIei, 3a7a4, METOI0JIOTHH,
CIIO’)KHOCTH, MAaCKHPOBKH, 00bEMa M OIEHMBAEMBIX TTapaMeTpoB HccienoBanus. [1o o0meMy npasuiy, ¢
L[eJIbI0 MOHUTOPHHTA TpeOyeTcsl moceniaTh UCCIE0BATEIbCKIE LIEHTPHI IO MPOBEACHUS HCCIEA0BaHNUS,
BO BpeMs €ro MpOBEACHUS U IOcie ero oKoHYaHus. OAHAKO B MCKIIIOUUTENBHBIX CIydasX CIIOHCOP
MOJKET PEelINTh, YTO MOHUTOPHUHT 0€3 MOCEUIeHHs UCCIIEeI0OBATEIbCKUX IIEHTPOB B COYETAHUU C TAKUMU
npoleaypamMi, Kak TPEHUHI W TPOBEJCHHE COBEIIAHUM HCCIEI0BATENCH, TNPEJOCTABICHUE WM
MOAPOOHOTO MHCBMEHHOTO PYKOBOJCTBA, MOXET TapaHTHPOBAHHO OOECHEYHTh HaJIexkaliee
MPOBEACHUE HCCIENOBAaHUSA B COOTBETCTBMM ¢ HactosmuMu [IpaBunmamu. Cratuctuuecku
ompesiesieMble KOHTPOJBHBIE BBIOOPKM MOTYT CHOYKUTh TPUEMJIEMBIM METOJAOM Uil  oTOopa
MIPOBEPSAEMBIX JIAHHBIX.

5.18.4. OGs3aHHOCTH MOHHUTOPA.

MOHHUTOp B COOTBETCTBHHM C TpeOOBaHUSMHU CIIOHCOpA JIOJDKEH OOECIeYnTh Hajiexaliee
MpOBEJICHUE M JOKyMEHTaibHOe odopmieHue wuccienoBanus. C 93TOW LENbI0 MOHUTOpP TIpHU
HEOOXOJUMOCTH C YYETOM KOHKPETHOTO HCCIIEIOBAaHUS M HCCIICIOBATEIBCKOTO IIEHTPA, BBITOIHSIET
CIEAYIOIINE ICUCTBUA:

a) BBICTYIIACT B KAYE€CTBE OCHOBHOI'O CBA3YIOIIECTO 3B€HA MCKIY CIIOHCOPOM U HUCCIICAOBATCIIEM;

0) ybexxaaercs B TOM, 4TO HCCIIeZIOBaTeh 001alaeT AOKHOM KBanupuKalued 1 BOZMOXKHOCTIMU
JUTSL TIPOBEJICHHSI MCCIIEIOBAHMS U OCTAeTCsl TAKOBBIM Ha MPOTSHKEHUU BCETO MEPHOa UCCIeT0oBaHUs (B
cootBeTcTBUU ¢ nyHktamu 4.1, 4.2 u 5.6 Hacrosuux [lpaBui), yTo MOMENICHUs, OTBEICHHBIC IS
MPOBEACHUS HCcheAoBaHUs (BKiIro4as JabopaTtopud #  00OpyIOBaHHE), a Takxke TepcoHal
COOTBETCTBYIOT TPEOOBaHMIM K MPOBEACHUIO pabOT 0€30macHO M JOHKHBIM 00pa3oM Ha MPOTSHKCHUH
BCET0 MepHo/ia UCCIICIOBAHNUS,

B) B OTHOLICHUH HUCCICAYCMBIX IMPENIapaTOB MOHUTOP IIPOBEPACT CICAYIOIICC:
CPOKH U YCJIOBUA XPAHCHUA TPUECMIICMBI U KOJIMYCCTBO JOCTATOYHO 10 KOHIIA UCCJIICTOBAHUS

HCCIICAYCMBIC NpCHapaTrbl MOJIY4YarOT TOJBKO TC Cy6T>eKTBI, KOTOPBIM OH HAa3HA4CH, B 034X,
YCTaHOBJICHHBLIX ITPOTOKOJIOM;

cyObeKTaM HCCJIEeOBAaHUS IPEJOCTaBICHbl HEOOXOJUMbIE MHCTPYKIHMHM IO MPaBUILHOMY
IIPUMEHEHMIO UCCIIeAYEMBIX IIPENapaToB, OOPALIEHHUIO ¢ HUMHU, UX XPAHEHHIO U BO3BPATY;

MOJIy4YCHHEC, NMPUMCHCHUC U BO3BpAT HCCICAYCMBIX IPCIAPATOB B HCCICAOBATCIBCKOM LCHTPEC
JOJIDKHBIM O6p8.30M KOHTPOJIUPYCTCA U O(I)OpMJ'IHeTCH JAOKYMCHTAJIbHO,

YHHUYTOKCHHUEC HCHCIIOJIb30BAaHHBIX HCCICAYCMBIX MNPCIapaToB 1100 MHOE pacopsA’KECHUC UMHU B
HCCICA0BATCIILCKOM HCHTPE OCYIICCTBIIAOTCA B COOTBETCTBUH C NMPHUMCHUMBIMU Tpe6OBaHI/I$[MI/I u 110
COTJIaCOBAHHUIO CO CITOHCOPOM;

F) IIPOBEPACT CO6J'II-OI[€HI/IC HCCJIICOOBATCIIEM YTBCPIKACHHOI'O IIPOTOKOJIA M BCEX YTBCPKIACHHBIX
TIIOIIPABOK K HEMY, €CJIM TAKOBBIC HMCIOTCH;
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J) TpoBepseT, 4YTOObl MHUCBMEHHOE HH(OPMHUPOBAHHOE COIJIACHE KaXIOro cyObekTa ObLIOo
MIOJIyY€HO /10 HayaJla €ro y4yacTHus B UCCIEA0BAHUN;

e) obecrieunBaeT HaIM4YME Y MCCIIEAOBATeNsd TEKyllell penakuuu OpOLIIOPHI HCCIEI0BaTENs,
JIPYTUX JIOKyMEHTOB M MaTepHajioB, HEOOXOIUMBIX JJsi NMPOBEAEHUS HCCIEIOBAHUS HaAJIekKalluM
00pa3oM U B COOTBETCTBUU C IPUMEHUMBIMU TPEOOBAHUSIMH;

)K) O6€CH€‘II/IBaeT, YTOOBI HUCCICO0BATECIb U €0 COTPYAHHUKH, 3aHATHIEC B HCCICIOBAaHHU, ObLIU
JOCTAaTO4YHO I/IH(1)OpMI/IpOBaHBI 00 HCCIICOOBAHUHN,

3) MpoBepsieT, YTOObI UCCIeN0oBaTedb U €r0 COTPYAHUKHU, 3aHATHIC B MCCICIOBAHUY, BBITOIHSIIN
CBSI3aHHBIE C HCCIEJAOBAaHHEM OOS3aHHOCTH B COOTBETCTBUM C MPOTOKOJIOM W BCEMH APYTUMH
MMCBbMEHHBIMU COTJIALIEHUSIMH MEX]Ty CIOHCOPOM U HMCCleoBaTeNneM (MEIUIUHCKUM YUPEXKIACHUEM) U
He TiepelaBalid BBIIIOJHEHHE CBOMX (DYHKIIMNA HEYTIOITHOMOUYEHHBIM JIUIIAM;

M) MpOBepsieT COOJIIOJIEHUE HCCIe0BaTeIeM KpUTepueB oTOopa MpU BKIIOYEHHH CyOBEKTOB
HCCIIeTIOBaHMUS;

K) COOOIIIaeT 0 CKOPOCTH Habopa CyOBEKTOB B HCCIIEIOBAHUE;

JI) MMPOBEPACT MPABUIBHOCTD, ITOJIHOTY U CBOCBPCMCHHOCTD PCTUCTPALIUN JAHHBIX B MCPBHUYHBLIX U
APYTUX OTHOCAIIHUXCA K UCCIICAOBAHUIO TOKYMCHTAX, a4 TaKKC MOPAA0K BCACHUA TAKUX JOKYMCHTOB,

M) MpOBEpsieT, YTOOBI HCCIENOBaTeNlb MPEACTaBIs Bce TpeOyemble OTYETHI, YBEIOMIICHUS,
3alpockl M MOJOOHBIE JTOKYMEHTbl M 4YTOOBl Takue JOKYMEHThl OBUIM IPABUIbHBIMH, IOJIHBIMHU,
CBOEBPEMEHHBIMHU, pa300pPUUBBIMY, C YKa3aHHBIMH JaTaMU U UACHTU(GUIIMPOBAIIN UCCIIEOBAaHUE;

H) NpOBEpsET NMPaBHIBHOCTh M MOJTHOTY AaHHBIX B MPK, mepBHUHBIX NOKYMEHTaX W JPYTHX
OTHOCSAIIMXCS K HCCIICOBAHHUIO 3alMCSAX IYTEM COMOCTABICHHS UX MEXAy coboil. B ocobeHHocTH
MOHMTOP JIOJIKEH MPOBEPATH CIIEIyIOIIEe:

MMPAaBUJIBbHOCTh BHCCCHHA Tpe6yeMI)IX IMPOTOKOJIOM OJaHHBIX B HPK m mx cooTBeTCTBHE JaHHBbIM
HCpBH‘lHOﬁ JOKYMCHTAIMHU,

JII00BIE M3MEHEHMS JO3bI U (I/IJ'II/I) TCpaIuu Y€TKO AOKYMCHTAJIBHO O(l)OpMJ'ISIIOTCfI I KaXJ0I1o
CY6’B€KT3. HCCICI0BAaHUA,

HE)KEIIATC/IbHBIC  SIBJICHUS, COIMYTCTBYIOIIEE JIEYCHHE W WHTEPKYPPEHTHBIC 3a00JieBaHUs
peructpupyrorcs B UPK B cOOTBETCTBUY € TPOTOKOJIOM;

IMPOMYIICHHBIC Cy6’beKTOM BU3HWTHI, HCIPOBCACHHBIC aHAJIM3bI U HCBBLIITIOJIHCHHBIC O6CH€JIOBaHI/I${
SICHO YKa3aHbl B HPK xak IMPONMYIECHHBIC, HCIIPOBCACHHLIC 1 HEBBINIOJIHEHHBIC COOTBETCTBCHHO,

BCC ClIyyad HMCKJIIOYEHHUS U BBHIOBIBAHUS CYyOBEKTOB W3 KCCIICAOBAHUS 3apETHCTPUPOBAHBI U
o0bsicuensl B IPK;

0) cooOmiaer wuccuenoBarento o JMOObIX gomymeHHeix B MPK  ommbkax, mnpomyckax u
HEpa300pPUMBEIX 3amucsX. MOHUTOpP JO/DKEH MPOCICAWTh 3a TEM, 4YTOOBl COOTBETCTBYIOIIHE
WCTIpaBJIeHUs, AOO0ABJICHUS WM HWCKIIOYECHHs] ObUTH CHeNaHbl C yKa3aHWEM JaThl, OOBSICHEHBI (IIpH
HEOOXOAMMOCTH) M TOJIMCAHbI CAMUM HCCJIEAO0BaTelIeM JMOO YIIOJHOMOYEHHBIM Ha TOJIMHCAHHUE 3a
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Hero m3MeHeHunit B MIPK wimeHOM wHccienoBarenbckoro KoJuieKTHBa. J[aHHBIC MOJIHOMOYHS JIOJIKHBI
OBITh IaHBI B MUCbMEHHOH (opme;

M) TPOBEPSICT COOJIFOJICHUE CPOKOB COOOIICHHSI O HEXKENATEIbHBIX SBICHUSX, OMPEICICHHBIX
Hacrosimumu [Ipasunamu, npotokonom, ICO (HOK), cnoHcopoM U MPUMEHUMBIMU TPEOOBAHHUSIMU;

P) MPOBEPSIET BEACHUE MCCIICOBATEIIEM OCHOBHBIX JOKYMEHTOB (B COOTBETCTBUU C TIOJIPA3/IEIOM
8 HacrosIIero paszena);

¢) coobmaer wuccienoBateno 00 oTkIoHeHHAX OT mporokona, COIl, nacrosmmx I[lpaBun u
MPUMEHUMBIX TpeOOBaHUM, a TaKKe MPEANPUHUMACT HEOOXOAUMBIE NEWUCTBUS JUIS MPEAOTBPAICHUS
MMOBTOPEHHUSI TOJJOOHBIX OTKJIIOHEHUH.

5.18.5. IIpouemypsl MOHUTOpPHUHTA.

Monutop aomxeH coOmonats nuckMeHHble COII croHcopa, a Takyke MpOLeIyphl, CIEIHATBHO
orpeziesieHHbIe CIOHCOPOM JIJIi MOHUTOPUHTa KOHKPETHOTO UCCIIeI0BAHUSI.

5.18.6. OTyetr MOHHUTODA.

ITocne kaxxgoro BU3UTa B UCCIECAOBATENbCKUAN LICHTP WIIU CBSI3aHHOI'O C UCCIIEIOBAHUEM KOHTAKTa
MOHUTOP JOJIKEH IIPEACTABUTH CIIOHCOPY NMMCbMEHHBIN OTYET.

OT4eThI JOJIDKHBI BKJIKOYaTh B ce0s Aarty, HAaWMMCHOBAHWEC LCHTpA, HWMA MOHUTOpPA, HMA
HCCIIEA0BATEIIA UM UHOTO JIMIA, C KOTOPBIM COCTOSAJICS KOHTAKT.

OTueTsl AOIKHBI COAEPXKATh KPaTKOe ONUCaHHE OOBEKTOB IPOBEPKH, COOOLICHHE MOHUTOpA O
CYLIECTBEHHBIX JaHHBIX ((akTax), OTKIOHEHHMAX M HEIOCTAaTKaX, BBIBOJbI, ONUCAaHHE ACHCTBUA,
NPEINPUHATHIX, MJIAHUPYEMBIX U (WIM) PEKOMEHAYEMBIX IJisi obecrieueHus: coOnroeHusl TpeOoBaHUM
IIPOTOKOJIA, HACTOAIUX 1IpaBui 1 yIioJJHOMOYEHHBIX OPraHOB.

[TpoBepka crioHCOPOM OTYETa U MOCIEAYIOIINE AEUCTBUS 110 HEMY JOJKHBI OBITh JJOKYMEHTAIbHO
o(OopMIIEHbI YIIOTHOMOYEHHBIM MPEJCTABUTENIEM CIIOHCOPA.

5.19. Aynur.

[Tpu mpoBeneHun ayauTa B Mpejesiax Mep, HalpaBICHHBIX Ha 0OeCIeUYeHre KayecTBa, CIIOHCOPHI
JIOJKHBI YYUTBIBATH CJIEAYIOLIEE.

5.19.1. Llens.

L{enbr0 CITOHCOPCKOTO ayIuTa, IPOBOJIUMOTO OTACIHLHO U HE3aBHCHMO OT PYTHHHBIX (DYHKIIHUH 11O
MOHHUTOPHHTY W KOHTPOJIIO KadecTBa, SBJIIETCSA OILIEHKA COOTBETCTBHUS IPOBOJUMOIO HMCCJICIOBAHUS
nportokoiny, COIl, nactosium IIpaBunamM u mpuMeHUMBIM TPEOOBAHUSIM.

5.19.2. Bri6op u kBanuduKanus ayJJuTOpoB.

I[JISI HpOBeI[eHI/ISI aYI[I/ITa CHOHCOp JOJDKCH HAa3HA4YUTh JIMIL, HC3aBUCHUMbIX OT KIMHHUYCCKHUX
HUCCIIEJOBaHUIA.

CnioHcop 00s13aH yIOCTOBEPUTHCS B TOM, YTO ayJUTOPHI 00JIaal0T TOCTATOYHON KBATM(PUKAIIMEH,
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T.€. MOJATOTOBKON MU OIIBITOM, HCO6XOI[I/IMBIM AJid TMIPOBEACHHUA ayJuTa HaIJICKalluM 06p2130M.
KBaJ’II/I(I)I/IKaI_II/IH ayuTopa J0JI’KHA OBITH MMOATBCPKACHA JOKYMCHTAJILHO.

5.19.3. Ilpouenyps! aynura.

CnoHcop [noyKeH yOenuTbCs B TOM, YTO ayAUT KIMHMYECKHUX HCCIENOBaHUM (IIporpaMm)
MIPOBOAUTCS B COOTBETCTBUM C MHUCHbMEHHBIMU MPOIEIypaMU CIOHCOpA, OMPENEISIONIMMH OOBEKT
ayJuTa, METO/Jbl MPOBEACHUS ayAHuTa, YacTOTy IIPOBEACHUS ayIUTOB, a TakkKe (GOpMy U coaepiKaHHe
OTYETOB 00 ayauTe.

[Ipu pa3paboTke CIOHCOPOM IUIaHA ayauTa M MOPOLEIyphl ayAWTa HCCIEAOBAHUS JOJKHBI
YUUTBIBaTbCSl 3HAYMMOCTh JAAHHOTIO HCCIIEIOBaHMS JJIs MOJayd 3asBOK B YIIOJIHOMOYEHHBIE OpraHbl,
KOJIMYECTBO CYOBEKTOB, YUacCTBYIOIMX B HCCJIEIOBAaHUM, THI M CIIO)KHOCTb HCCIIEJOBaHMSI, CTEIIEHb
pucka A CyOBEKTOB HCCIEIOBaHUS, a TakKe JOJDKHBI OBITh NPHUHATHI BO BHHUMaHUE JIIOObIE
BBISIBIICHHBIE IPOOJIEMBI.

3ameuaHus u BBIBOJIbI AyIUTA NOJIKHBI OBITE O(I)OpMJ'IeHBI JAOKYMCHTAJIBHO.

Jlnst coxpaHeHUsT HE3aBUCHUMOCTH U IIEHHOCTH (YHKIUU ayJIuTa YIOJTHOMOYEHHBIE OpPTaHbl HE
AOJDKHBI B PYTHHHOM IIOPAAKE 3allpalliMBaTb OTYCThI 06 ayauTe. YI0JIHOMOYCHHEIE opraHbl MOryT
3ampammBarh OTYETHl 00 ayaWTe, €CIM HMEIOTCS CBHUJICTEIHCTBA CEPHhE3HOTO HECOOTBETCTBUS
HacrosuM [IpaBunam, wim B cinydae cyaeOHBIX pa30oUpaTeIbCTB.

Ecmu »sto0 Tpe6yeTC5I COOTBETCTBYIOIIMM 3aKOHOJATCJIBCTBOM TI'OCydapCTBa-4JICHA CIIOHCOP
HAOJIKCH MPEACTaBUTh CBUACTCIILCTBO O IIPOBCACHHOM ayJUTC.

5.20. HecoOumoieHre mpUMEHUMBIX TPeOOBaHUIA.

5.20.1. Hecobmonenune mnpotokona, COII, nacrosmumx IlpaBun u (WaM) COOTBETCTBYIOIIMX
MPUMEHUMBIX TpeOOBaHWH HccienoBaresieM (MEIUIMHCKAM —YYPEXKICHUEM) WIA COTPYIHUKOM
CIIOHCOpA JIOJDKHO BECTH K 0€30TJIaraTelIbHbIM JICHCTBUSAM CIIOHCOpA, HANpPaBJICHHBIM Ha OOccCIeueHUE
COOMIOICHNS TaHHBIX TPEOOBaHUI.

5.20.2. Ilpu BbISBIEHUM B XOJ€ MOHMTOPUHIA WJIM ayIuTa CEphe3HBIX M (MJIM) MOBTOPSIOLINXCS
CllydyaeB HECOOJIOJCHUS NPUMEHHUMBIX TpeOOBaHMH CO CTOPOHBI HCCIEAOBaTeNs (MEAMIIMHCKOTO
YUpEXKJIEHUs1) CIIOHCOP JIOJDKEH MPEKpaTHTh ydacTue HcciaeaoBarenst (MEAMIIMHCKOIO YUpEKICHHs) B
uccinenoBanuu. Eciaun yuactue uccnenoBarens (MEIUIMHCKOTO YUPEXKIECHUS) PEKPAIICHO B pe3ysbTare
CEpbE3HBIX M (WUJIM) MOBTOPSAIOIIMXCS CIIy4aeB HECOOJIOJEHUS NPUMEHUMBIX TpeOOBaHUM, CIIOHCOP
JOJKEeH 0e30TNarareIbHO YBEAOMUTH 00 3TOM YIIOJIHOMOYEHHBIE OPTaHBbI.

5.21. JocpoyHoe npeKpaiieHue Wik MpuoCTaHOBKA UCCIEIOBaHUSI.

Ecnmu  uccienoBanue JOCPOYHO IMPEKPAIlEHO WM IMPHUOCTAHOBIEHO, CIOHCOpP JIOJDKEH
HEe3aMeUINTEIbHO COOOLIUTh HCCIIENOBATeNsIM (MEIUIMHCKUM YUPEXKICHUSAM) U YIOJIHOMOYEHHBIM
OpraHaM O NPEKpalleHUH WIN NIPUOCTAHOBKE MCCIENOBAaHUSA, a TAKKE yKasaTh NMpu4uHbl 3T0ro. CO
(HO9K) Takxe pomkeH OBbITh HEMEIUIEHHO HWH(GOPMHUPOBAH CIOHCOPOM WJIM HCCIENI0BaTeIeM
(MEIUIIMHCKUM YYpeXJeHHEM) (B COOTBETCTBUU C MPUMEHHMBIMH TpeOOBaHUSIMM), B TOM YHUCIIE U O
MIPUYMHAX [IPEKPAILEHUS WIA IPUOCTAHOBKHU MCCIIEA0BaHUS.

5.22. OT4eT 0 KITMHUYECKOM MCCIEIOBaHUH.
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HezaBucumo oT TOro, ObUIO JIM MCCIEIOBAaHHME 3aBEPIIEHO IO IMPOTOKOIY WM MpPEeKpalieHo
JOCPOYHO, CIIOHCOP JI0JKEH 00eCIeUnTh COCTABICHHE U MPEACTABICHUE B YIIOJTHOMOUEHHBIE OpraHbl (B
COOTBETCTBUHM C NPUMEHHUMBIMH TpeOOBaHUSAMHU 1O ¢GopMe MpHBEIECHHONH B mpuwiokeHnn N 1 k
HactosmuM [IpaBuiiaMm) OTYETOB O KIMHUYECKOM HcclieoBaHiy. CIOHCOP TakKe JODKEH 00ecrednTh
COOTBETCTBUE OTUETOB O KIIMHMYECKOM HMCCIIEOBAaHUH, BXOJAIINX B COCTAB PETUCTPALMOHHOIO JTOCHE,
TpeboBanusaM mpunoxenus N 1 k [IpaBuiiam peructpanyy 1 3KCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB IS
MEIULMHCKOTO IPUMEHEHHUS, yTBEPKAaeMbIX EBpa3zuiickoil 5JKOHOMUYECKONH KOMUCCHEN.

5.23. MHOTOLIEHTPOBBIE HCCIIEIOBAHUS.
[Tpy MHOTOIIEHTPOBBIX MCCIIEIOBAHHUAX CIIOHCOP JOJDKEH 00eCIeUnTh CIIeIyoIIee:

5.23.1. Bce uccnenoBarenn MpoOBOAAT HMCCIEAOBAHUE B CTPOIOM COOTBETCTBHUU C MPOTOKOJIOM,
COTJIACOBAaHHBIM CO CIIOHCOPOM M TIpHU HEOOXOJUMOCTH C YIOJTHOMOYEHHBIMH OpraHaMH |
paspemieHHbIM (0100penHbIM) DCO (HOK).

5.23.2. UPK pazpaborana TakuM oOpa3oMm, yToOBl coOpaTh Bce TpeOyemble JaHHBIE M3 BCEX
LEHTPOB, YYAaCTBYIOIIMX B MHOTOIICHTPOBOM HCCJIEIOBaHUU. TeM HccienoBaTesiM, KOTOpble COOMParoT
JOTIOTHUTENIbHBIE  JTaHHBIE, JOJDKHBI OBITh TaKKe NpeIOoCTaBleHbl JomnonHuTenbHble HPK,
pa3zpaboTaHHbIe TSt cOOpa TOMOJHUTEIBHBIX TAHHBIX.

5.23.3. OO0s13aHHOCTH HCCIICIOBATEICH-KOOPMHATOPOB W JIPYTUX HKCCIEIOBATEICH, a TakkKe
MEIUIIMHCKUX OpraHU3aIiil TOKyMEHTAIbHO 3aKPETIeHbI 0 Havyala UCCIeI0BaHuUs.

5.23.4. Bcem HccieoBaTeNIsiM Mpe10CTaBICHbl MHCTPYKIMH 110 COOJIIOJICHHIO MTPOTOKOIIA, €AMHBIX
CTaHJApTOB OLIEHKU KJIMHUYECKHUX M Ja00OpaTOPHBIX JaHHBIX, a TaKXKe 110 3anonHenuto MPK.

5.23.5. CBs13p MeX/1y HCCIIEIOBATEISIMU HE 3aTpyIHEHA.

6. IIpoTOKOJI KIMHUYECKOTO UCCIIE0BAHUS U MIOTIPABKU
K IIPOTOKOITY

[To obmemy npaBuiLy, COAep’KaHHE MPOTOKOJIA MCCIEAOBAHUS JOJDKHO UMETh YKa3aHHYIO HUXKE
cTpykrypy. OmHako wHpOpManus, WMEIONIas OTHOUICHHWE TOJBKO K OJHOMY HCCIIEIOBATEIHCKOMY
HEeHTPY (MEOWIIMHCKONW OpTraHW3allii), MOXET OBITh TPEACTABICHA Ha OTICIBHBIX CTpPaHHUIIAX
MPOTOKOJIa WIIM COJIEPXKAThCS B OTJCIBHOM COTJIAIICHWH, 3 YacTh NMPUBEACHHON HIDKE MH(OPMALUH
MOXET TaKXe COJEpXKaTbCs B JPYTUX JOKYMEHTaX, CCBUIKM Ha KOTOPBIE HMEIOTCS B IPOTOKOJIE
(HammpuMep, B OpolIOpe Uccae10BaTes).

6.1. O6mast uapopmanms.

6.1.1. Ha3Banue mpoTokosa, naeHTU(UKAITMOHHBIM HOMEp MPOTOKOJa M Aarta u3naHus. JlroOas
MOIpaBKa TaKXe JOJKHA UMETh HOMEP U JIaTy.

6.1.2. HaumenoBanue (pamuiusi) v agpec CIOHCOpa U MOHUTOpPA (€CITU OHU PA3IUYAIOTCH).

6.1.3. damunmmu u JOJDKHOCTH JIML, YIIOJIJHOMOYCHHBIX OT HMCHHU CIIOHCOpa IMOAIKUCHIBATH
IIPOTOKOJI U IIOITPAaBKHU K IIPOTOKOJIY.
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6.14. CDaMI/IJ'II/ISI, AOJKHOCTB, aIp€C U HOMEP TCJIG(I)OHEI HAa3HAYCHHOTI'O CIIOHCOPOM MEAULIMHCKOI'O
OKCIICPTa IO JaHHOMY HCCJICJOBAaHUIO.

6.1.5. ®aMunuKu U AOHKHOCTH HCCIEOBaTeNlel, OTBEYAIOIIMX 3a MPOBEACHUE UCCIIECJOBAHMS, a
TaKXkKe ajpeca U HoMepa Tele()OHOB KIMHUYECKUX LIEHTPOB.

6.1.6. ®amMunus, JOIKHOCTb, aJipec U HoMep TeiedoHa KBATU(PHUITIPOBAHHOTO Bpaya (B TOM YHCIIe
CTOMATOJIOTa), OTBEYAIOIIET0 3a MPUHATHE BCEX PEIICHUNH METUIUHCKOro (WM CTOMATOJIOTHYECKOIO)
Xapakrepa B KOHKPETHOM HCCJIEIOBAaTeIbCKOM IEeHTpe (ecld JaHHOE JIMIO He SBIAETCS
HCCIIEIOBATENIEM).

6.1.7. HaumeHoBaHus u agpeca KIMHAYECKHX JIA0OPATOPUH M JPYTMX MEIUIMHCKHX, a TaKKe
TEXHUUYECKUX CITy>KO U (MJIM) OpraHu3aluii, BOBJICYEHHBIX B UCCIIEIOBAHHE.

6.2. O00CHOBaHUE UCCIIENOBAHU.

6.2.1. HaumeHOBaHuE ¥ OMUCAHKE UCCIIETyEeMbIX MPENnapaToB.

6.2.2. CBOJIHOE M3JI0KE€HHE MOTEHIMAIBHO UMEIOIIUX KIMHUYECKYI0 3HAaYUMOCTh PEe3yJbTaTOB
JOKJIMHUYECKUX MCCIEIOBAaHUM, a TAKXKE PE3yJIbTATOB KIMHUYECKUX HCCIICIOBAHUM, 3HAUYMMBIX IS

JaHHOI'O UCCJICAOBAaHMA.

6.2.3. Kparkoe omMcaHue HM3BECTHBIX M TMOTEHIMAJbHBIX PHUCKOB U TMOJB3bl AN CYyOBEKTOB
uccaeaoBaHus (MPU HAJTUYHH ).

6.2.4. Onucanue U 000CHOBaHUE CIOCO0a BBEEHUs, TO3UPOBKH, peKUMa JI0O3UPOBAHUS U Kypca
JICYEHUS.

6.2.5. Yka3aHue Ha TO, 4YTO JaHHOE KIMHHYECKOE MHCCIIEOBaHUE OyAeT MpPOBOIUTHCS B
COOTBCTCTBHH C ITPOTOKOJIOM, HACTOAIIUMHU HpaBI/IJ'IaMI/I U IPUMCHUMbBIMU Tpe6OBaHI/I$[MI/I.

6.2.6. Onucanne UccieyeMon MOMyJISIHA CyOhEKTOB UCCIICTOBAHMS.

6.2.7. Ccrimku Ha JUTECPATYPHBIC HUCTOYHHUKN W AaHHBIC, CYIICCTBCHHBIC JIA HMCCICOOBAHUA U
MpeACTaBJIAIOMINC c0o00if 000CHOBaHHE JaHHOI'O UCCIICAOBAaHUA.

6.3. Llenu u 3a1a4M HUCCIICIOBAHMS.

JleTanpHOE onMcaHue LeJIel 1 3a7a4 UCCIE0BaHUS.

6.4. JInzaitn ucciaeaoBaHus.

Hayunass 00OCHOBaHHOCTh HCCIIEIOBaHUS U JOCTOBEPHOCTh MOJNYUYEHHBIX B HCCIEIOBAHUU
JAHHBIX CYIIECTBEHHO 3aBUCAT OT JW3aiiHa uccienoBanus. OnucaHue nu3aiiHa UCCIEIOBAHUS JOKHO

BKJIIOYATH B CeOs CIeayIoIee.

6.4.1. YkazaHue OCHOBHBIX U JOINOJIHUTENbHBIX (IIPM HAIUYHMM) HCCIEAYEMBIX IapaMeTpOB,
KOTOpBIE€ OYIyT OIIECHUBATHCS B X0J1€ UCCIICIOBAHMUSI.

6.4.2. Onucanue tuma (AW3aiiHa) MPOBOJAMMOIO HCCIEAOBAaHMS (HAampuUMeEp, ABOWHOE CIEToe,
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HJIaI_Ie60—KOHTpOJII/IpyeMOC, napaJmeJH,Hoe) Hn CXEMAaTHYCCKOC I/I306pa)KCHI/IC JIu3aiiHa HCCIICOOBaHUA,
npoucayp U 3TaroB UCCICAOBAHMA.

6.4.3. Onucanue Mep, HANPABICHHBIX HA MUHUMU3ALNIO (MCKIIOUEHUE) CYOBEKTHBHOCTH, B TOM
qrce:

paHIOMU3aINH;

CJIenoro MeTo1a (MaCKMpPOBKH).

6.4.4. Onucanue HCIONb3YEMOTO B HCCIIEIOBAaHUM JICYCHHs], TO3UPOBKH M CXEMbI MPUMEHEHUS
UCCIIeyeMbIX TMpermapaToB (BKIOYaeT B cebOs omucaHue JEeKapCTBEHHOW (OPMBI, YMAaKOBKH U
MapKUPOBKH HCCIIETYEMBIX MPENapaToB).

6.4.5. Oxumaemasi NPOAOKUTEIBHOCTh ydacTUs CYOBEKTOB B HCCIEAOBAaHUHM, OIMCAHUE
MOCTICIOBATEIPHOCTH W TPOJIOJDKUTEIBHOCTH BCEX TEPUONIOB HCCICIOBAHUS, BKIIOUYAs TIEPHOT

IMOCICAYIOIIETO Ha6J'IIO,[[€HI/I$I, €CJIM TaKOBOH npeayCMOTpPCH.

6.4.6. Onucanune paBuUJI OCTAHOBKH HWJIM KPUTCPUCB HCKIIOYCHHUA I OTACIBHBIX CY6’LCKTOB,
YacTel UCCIeIOBaHUs WU UCCICAOBAHMS B 1IEJIOM.

6.4.7. Tlponienypbl y4eTa UCCIEIyeMbIX MPENnapaToB, BKIOYAs Iaredo U npenaparsl CpaBHEHUS
(npu HAJIUYUM).

6.4.8. XpaHeHne paHIOMHA3AMOHHBIX KOJOB JICUEHUS U IIPOLIETYPbI UX PACKPBITHS.

6.4.9. IlepedyeHp Bcex [aHHBIX, pETUCTpUPYeMbIX HemocpeactBeHHo B HMPK (tT.e. 0e3
MpeIBAPUTENILHON 3aUCH B MHCHbMEHHOM WM 3JIEKTPOHHOM BHJIE) M pacCMaTpHUBAaEeMbIX B KauecTBe
MEPBUYHBIX JaHHBIX.

6.5. OT00p 1 UCKITFOUEHUE CyOBEKTOB

6.5.1. Kpurepuu BxiroueHus1 CyOBEKTOB.

6.5.2. Kpurepuu HeBKIIFOUCHUS CyOBEKTOB.

6.5.3. Kpurepun wuckmoueHuss cyObeKTOB (T.e. OCHOBaHMs MpPEKpAIIEHUs NPUMEHEHUS
HCCIIEyEMOr0 IIpenapara (MCCIIeyeMOro JIEUEHHS)), a TAK)KE IPOLEAYPBI, ONIPEAETSIOLINE:

a) KOrJia 1 Kak cyOBbeKTOB UCKIIIOYATh U3 UCCIICAOBAHMS (JICUCHHUST) HCCIIEyEMBIM IIPenapaToM;
0) KaKue JaHHbIE U B KAKU€ CPOKU JOJKHBI OBITh COOpaHbI 110 UCKJIFOUEHHBIM MalleHTa;
B) IPOIIEIypa 3aMEHbI CyObEKTOB, €CJIM 3TO MPEyCMOTPEHO;

F) nmociacayromee Ha6J'IIO,I[CHI/IC 3a Cy'6"beKTaMI/I Hcciaca0BaHusl, HCKIIOYCHHBIMHU H3 JICYCHHUA
HCCIICAYCMBIM IIpCIIapaToOM (I/ICCJ'ICI[yeMHM J'IG‘ICHI/IGM).

6.6. Jledenue CyObEKTOB UCCIICIOBAHUS.

6.6.1. OcyuiectBiieMoe JiedeHHE, BKJIIOYas HAaMMEHOBAHMsI BCEX IIPENapaToB, WX JIO3UPOBKH,
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4acTOTy THpuemMa, MyTH (CHocoObl BBEACHHUS), a TAKKe MPOAOKUTEIBHOCTh JICYEHUS, B TOM 4YHCIIe
MEepHOABl TOCIHEAYIONIET0 HAOMIOACHHS UISl KaXKJI0M Tpynnbel CyOBEeKTOB (MO TpyMmaMm JedeHUus
HCCIEAYEeMbIM MIpenapaToM, IpyInaM UCCIeAYEeMOro JEUeHUs, TPynnamM UCCIIeI0BaHUs).

6.6.2. JlekapcTBeHHBbIE Tpenaparhbl (BUIbI TEpAUN), IPUMEHEHHE KOTOPHIX pa3peleHo (BKIoYas
HEOTJIOKHYIO TEPAINIO) WU HE Pa3pelleHo A0 U (WIN) BO BPeMs IIPOBEICHHSI UCCIIEIOBAHUSL.

6.6.3. MeTozbl KOHTPOIIS 32 COOTIOICHUEM TPOLEAYP CYObEKTaMU HCCIIECAOBaHMUS.
6.7. Ouenka 3¢ (HeKTUBHOCTH.
6.7.1. Ilepeyenb napameTpoB 3P (HEKTUBHOCTH.

6.7.2. Meroasl U CpPOKM TIPOBEACHHUS OICHKH, PETUCTPAllMd W aHalu3a [apaMeTpoB
3¢ peKTUBHOCTH.

6.8. Orenka 6e30I1aCHOCTH.
6.8.1. Ilepeyenp mapameTpoB O6€30MACHOCTH.
6.8.2. MeToabl ¥ CPOKH MPOBEAECHUS OLIEHKH, PETUCTPALIMY U aHAJIM3a [TapaMeTpOB 0€3011aCHOCTH.

6.8.3. TpeboBanus K OT4ETaM, MPOIEAYPHI MO PETUCTPAIMU U COOOIICHUSM O HEXKeNIaTeIbHBIX
SIBJICHUSIX W HHTCPKYPPEHTHBIX 3a00JICBAHUAX.

6.8.4. Metroq W TIPOJNOJDKUTEILHOCTh HAOMIOJACHUS 3a CyOBEKTaMH MCCIEIOBAaHMS TIOCIIe
BO3HUKHOBEHUS HEXKEIATEIbHBIX SIBIIEHUIA.

6.9. CraTHCcTUYECKHUE ACIIEKTHI KIIMHMYECKOTO UCCIIEIOBAHMS.

6.9.1. Onucanue CTaTUCTUYECKHX METOJIOB, KOTOpBIE IMPEAINOIAraeTcsl UCHOIb30BaTh, BKIOYAs
CPOKH MPOBEJCHHS KaXI0TO IIAHUPYEMOTO TIPOMEKYTOYHOTO aHaJTH3a.

6.9.2. Ilnanupyemoe KOJUYECTBO CYOBEKTOB. B ciydae mnpoBeAeHUST MHOTOIEHTPOBBIX
WCCIIEIOBaHUM JOJKHO OBITH OMpPENENICHO IJIaHHUPYyeMOe KOJIUYECTBO CyOBEKTOB B Ka)JIOM LIEHTpE.
O6ocHoBaHHMEe pa3Mepa BBIOOPKM, BKIIOYAs TOSCHEHUS WM BBIUUCICHHS MJIsi OOOCHOBaHUS
CTATUCTUYECKON MOIIHOCTH MCCJIEIOBAHUS U KIMHUYECKOM 0OOCHOBAHHOCTHU UCCIIEI0OBAHMUS.

6.9.3. IlpuMeHsieMblil ypOBEHb 3HAYMMOCTH.
6.9.4. Kputepun npexpanieHus UCCieI0BaHus.

6.9.5. Ilponeaypsl yueta OTCYTCTBYIOUIMX, HE MOJUISKANIMX aHAIU3Y U (hadbCHUPUIIMPOBAHHBIX
JTAHHBIX.

6.9.6. Ilpouenypsl cooOUIeHHUS] O JIOOBIX OTKIOHEHHUSX OT MEPBOHAYAIBLHOTO CTATHCTUYECKOTO
IJIaHa (BCC OTKJIOHCHHA OT MNCPBOHAYAJIBHOI'O0 CTATUCTHYCCKOI'O ILIaHA JOJIKHBI 6BITL OIIMCAaHbI U
000CHOBAHBI B IPOTOKOJIE U (MJIN) 3aKIFOUYNTEILHOM OTYETE 00 UCCIICTOBAHNH ).

6.9.7. Ot6op cyOBEeKTOB Uid aHaiu3a (HampuUMep, BCE PaHIOMU3HPOBAHHBIE CYOBEKTHI, BCE
CYyOBEKTHI, TIOJNyYMBIIHME XOTS OBl OJHY /03y HCCIEIyeMOro Ipernapara, BCE CYOBEKTEHI,
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COOTBETCTBYIOLIME KPUTEPUSIM 0TOOpA, CyOBEKTHI, TaHHbIE KOTOPBIX MIPUTOIHBI TSI OLICHKH).
6.10. IIpsiMoii OCTYII K IEPBUYHBIM JIaHHBIM (JJOKYMEHTALUN ).

CrnioHCOp 0JKEH NPeyCMOTPETh B TPOTOKOJIE WIIM MHOM NMHUCbMEHHOM COTJIAIIEHUH 00s13aHHOCTh
uccienoBateneil (opraHusanuii) He MPEnsATCTBOBATH MNPSMOMY JOCTYIy K TEpPBUYHBIM JaHHBIM
(oKyMeHTaluu) Juid IPOBEAEHUS CBS3aHHBIX C MCCIEJOBAHMEM MOHHMTOPUHIA, ayAMTa, STHYECKOH
9KCIIEPTU3BL, @ TAK)KE HHCIEKLIUU CO CTOPOHBI YIIOJIHOMOUYEHHBIX OPTaHOB.

6.11. KonTposib kauecTBa 1 00ecrieueHe KauecTBa.
6.12. DTHYeckue aCeKThl.
Ornucanye STUYECKUX aCIIEKTOB HCCIEI0BaHUS.
6.13. PaboTa ¢ JaHHBIMU U BEICHUE 3aIHCEH.
6.14. ®uHaHCHPOBAHUE U CTPAXOBAHUE.
duHaHCUPOBAHUE U CTPAXOBAHUE, €CIIM OHU HE OMHCAHBI B OTACIBHOM JIOTOBOPE.
6.15. IlyOnukamnuu pe3ynbTaToB KIMHUYECKOTO UCCIEI0BaHNUS.
[TonuTuka B OTHOIICHUU TTyOIMKAIUI, €CTTH OHA HE OMUCaHa B OTACITLHOM JJOTOBOPE.
6.16. IIpunoxxeHust K IPOTOKOITY.
7. Bporiitopa ucciaeaoBarens
7.1. Beenenue.

Bbpomrtopa uccienosarens (manee - BU) npencrasisier co60i CBOAHOE U3NI0KEHUE KITMHUYECKHUX U
JOKJIMHUYECKUX JIaHHBIX 110 UCCIIETyeMOMY Ipernapary, KOTOpble MMEIOT 3HaYeHHE JIJISl €0 U3yUYeHHs C
y4acTHeM 4eJioBeKa B KauecTBe cyObekTa uccienoBanus. Haznauennem bBU saBnsercs nmpegocraBieHue
UCClIeIoBaTeNsIM M JPYI'MM JIMIIaM, BOBJICYEHHBIM B IIPOBEICHUE HCCIENOBaHMs, HH(pOpMaLHUH,
MIOMOTAIOLIe TOHUMAHUIO M COONIOIEHUIO MHOTHX CYIIECTBEHHBIX MOJ0XKEHUH MPOTOKOIA, TAKUX KaK
7033, YacToTa (MEepHOAMYHOCTH) J103, CHOCOOBI BBEACHHUS, a TaKXKe MPOLEAypbl MOHUTOPHHIA
6e3onmacHoctu. BM Taxxke obecreynBaeT MOHMMaHHE, CHOCOOCTBYIOIIEE KIMHUYECKOMY BEICHHUIO
CyOBEKTOB HCCIIEIOBAaHUS B TE€UEHHE Kypca KIMHUYEecKoro uccienoBanus. Mupopmanus 10mKHa ObITh
Mpe/cTaBieHa B KpaTKoW, MpOCTOH, OOBEKTHBHOM M JIMIIEHHOW pEKJIaMHOro OTTEeHKa (dopme,
MO3BOJISIOIIEH KIMHULUCTY WIM MOTEHLUUAIBHOMY HCCIIEI0BATEI0 HMOHATh €€ U COPMHUPOBATH CBOIO
COOCTBEHHYI0 OOBEKTHBHYIO OIICHKY LIEJIeCOO0Opa3HOCTH IpelaraéMoro HMCCleI0BaHUs HCXOI U3
COOTHOILIEHUS 1oJIb3a-puck. I1o 3Toit npuunHe B cocraBneHnu U 00bIMHO HOKEH IPUHUMATh y4acTHe
MEIUIIMHCKUI dKCIepT, HO conaepkanne bW mommkHO OBITH 0J0OPEHO CHEeNHMaTUCTaMH TeX 00JIacTei,
r7ie OBLIM MOJY4YEHbI ONMChIBAEMbIE TaHHBIE.

Hacrosmue IlpaBuna ompeneisitoT MUHHUMAaNIbHBIM 00beM HMHGOpMaIUH, KOTOpas IOHKHA OBITh
BKItoYyeHa B bBU, M Jaer pekoMeHJalMM IO CTPYKType M3JIOKEHHsI JaHHOM WH(pOopMauuu.
[Ipennonaraercs, 4to xapakrep U 00beM TOCTYNHOM MH(pOpMAMU OYIyT U3MEHATHCS B 3aBUCUMOCTH
OT CTaJ UM pa3pabOTKU UccleayemMoro npenapata. Eciu uccnenyeMblii npenapat HaX0AUTCs Ha PHIHKE U
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OOJIBIIMHCTBY MPAKTHUKYIOMIMX Bpayeil XOpoIIo M3BECTHHI ero (apmakonorumueckue cpoiicTtBa, bU
MOXeT ObITh MeHee MoJpoOHON. C pa3perieHus ymoIHOMOYEHHBIX OpraHoB BMecTo bW moryt ObITh
HCIOJIb30BaHbI MaTePUAIbI, COJIEPIKAIIIEe OCHOBHYIO HH(POPMAIIUIO O MpemnapaTe, JIUCTOK-BKIAIBIIT I
nH(pOpMaNMsg HA JTHKETKE TPU YCIOBUH, YTO AJIbTCPHATHBHBIM BapHAHT COJCPKHUT aKTYaIbHYIO,
BCECTOPOHHIOI M TOAPOOHYI0 HH(pOpMamuio 000 BCeX XapaKTEPHCTHKAX HCCICIyeMOro Tperapara,
KOTOpbIE MOTYT OBITh BaKHBI Uil HCciemoBareis. Eciyu Haxomsmuics B CBOOOJHOW TIpoJaxe
JIEKapCTBEHHBIN MperapaT UCCIeAYeTCs Ha MPeAMET HOBOTO MPUMEHEHHUS (T.€. IO HOBOMY MMOKa3aHHIO),
B nomkHa OBITH COCTaBI€Ha ¢ y4eTOM HOBOro mnpumeHeHus. bW crnenyer mepecmarpuBaTh U
WCIPABIIATH HE pexke | pa3a B ToJ ¥ MPpu HEOOXOJMMOCTH JOMOIHATH B COOTBETCTBUU CO CTAaHAAPTHBIMU
mporeaypamMu crioncopa. bM MoxkeT mepecMaTpUBaThCs Yallle B 3aBHCHUMOCTH OT CTaJIUU pa3paboOTKh
mpenapara W Mo Mepe MOCTYIUICHHS HOBOW 3HaumMmou wuH(popMmanuu. OJHAKO B COOTBETCTBUU C
MPUHIIMIIAMHA HaJJIeKAIEH KIMHUYECKOW IMPaKTUKOW HOBas WHGOpPMAIMS MOXET OBITh HACTOJIBKO
Ba)KHA, YTO €€ HEOOXOAMMO CcOOOIIHNTh HcchenaoBareasiM u npu Heooxoaumoctu ICO (HOK) u (wnnm)
YIOJTHOMOYEHHBIM OpraHaM JIo €€ BKJIFOUEHHs B HOBYIO peaakiuio bU.

Kak npaBuiio, CrioHCOp OTBEYAET 32 NPEAOCTABICHUE UCCIEN0BATEIAM aKTyalIbHOU peaakuuu bU,
a UCcleoBaTeNM OTBEYAlOT 3a IPEIOCTaBlIeHNe akTyanbHOM penakuuu BU coorBercTByromemy 2CO
(H3K).

Ecnu  cnoHcopoM wHccienoBaHusa —SIBJIAETCS  MCCIIENOBaTeNlb, OH JOJDKEH paccMaTpuBaTh
BO3MOXXHOCTh TIONyY€HHUs OpOIIIOphI OT W3TOTOBUTENS Mpemnapara. Ecnu uccrneayeMblil mpemapar
MPEIOCTABIIACTCS CaMHM  CIIOHCOPOM-HCCIIEIOBATEeNieM, OH JIOJDKEH JIOBECTH HEOOXOIUMYIO
nH(OPMAIIHIO IO CBEICHUS 3aHITOTO B HMCCIICIOBAHUM TEpPCOHANA. B TeX ciaydasx KOrja COCTAaBJICHUE
TpaguuroHHOM BUW HeocylecTBUMO, B KAaueCTBE aJbTEPHATHUBBI CIIOHCOP-UCCIEAOBATENb JOJIKEH
BKJIFOYUTh B TPOTOKOJI HCCJICIOBAHMS pasliel, BKIIOYAIONIMNA TOJAPOOHO U3JI0KCHHBIC aHHBIC,
coJepXkaliie MHUHUMAJIbHBIH 00beM TeKkyllel uH(popManuu, MnpeaycMaTpUBacMble HACTOSIIIMMHI
[IpaBunamu.

7.2. O0u1re MOJOKESHHUS.

bW nomxHa BKIIIOYaTh B ceOs:

7.2.1. TUTyJIbHBIN JUCT.

JlomxHbl OBITH yKa3aHbl HAMMEHOBAaHUE CIIOHCOpA, UACHTU(DUKATOPHI KaXKIAOrO HCCIEITyeMOro
npemnapata (T.e. HOMep HCCIeOBaHUs, XUMUYECKOE WIH YTBEP)KICHHOE HEMMaTeHTOBAaHHOE Ha3BaHUE, a
TaK)K€ TOProBOE HAaMMEHOBAHUE, €CJIM 3TO HE NPOTHUBOPEUYMT JEHCTBYIOIIEMY 3aKOHOAATEIBCTBY M I10
KEJIaHUIO0 CIIOHCcOopa) M jaara penakuuu bI. Pekomenpayercs ykaspiBaTh HOMep Bepcuu bU, a Taxxke
HOMED U J1aTy npenpiaynen pegakuuu bU.

7.2.2. Yka3aHnue Ha KOHQUIEHIIMAIBHOCTD.

[To >xenaHWIO CIIOHCOP MOXET BKIHOYUTH B BU yBenomiieHne uccrnenoBaresneii (moxydaTeneit) o
TOM, 4YTO OHHU JOJDKHBI paccMmarpuBaTh bW kak koHGUACHIMATBHBIA JOKYMEHT, MpeIHa3HaYeHHBIN
UCKJIIOYUTENIBHO JUIsl O3HAKOMIJIEHHMS W MCIIOJIb30BAHMSI HCCIENOBATENbCKUM KoiulekThBoM u OCO
(H3K).

7.3. Coneprxanue OpOITIOPBI UCCIEI0OBATEIS.

B nomkHa MMeTh cleyroliue pas3feibl, KaXAblH W3 KOTOPBIX (IA€ MPUMEHHMO) CIeAyeT
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COIPOBOKIATh IEPEYHEM CCHUIOK Ha JINTEPATYPHbIE HCTOUHHKH:
7.3.1. Ornasienue.
7.3.2. Kpatkwuii 0630p.

JIoJKHO OBITH INPENCTaBIEHO KpaTKoe pe3loMe (PKemaTelnbHO HE IPEBBIIIAoNiee 2 CTPAHMUIY)
NocTynHOM HHpopManuu O (PU3UYECKHX, XUMHUYECKUX, (hapMalleBTHUECKUX, (apMaKOJIOTHYECKHX,
TOKCUKOJIOTMYECKHX, (apMaKOKMHETUYECKUX, MeTa0OJMYEeCKUX CBOMCTBAaX, MH(pOpMAIMU O
KIMHUYECKOM NPHUMEHEHHMH, COOTBETCTBYIOLIEH TeKylled cTaauu KIMHUYECKOW pa3paboTKU
HCCIIEyEMOr0 IIpernapara.

7.3.3. Beenenue.

B KpaTKOM BBOJHOM pPasacyi€ OdOJI’KHBI 6I>ITI) YKa3aHbl XHMHUUYCCKOC HA3BAHUC (a TaKXeE
HEMAaTCHTOBAHHOE W TOPrOBOE€ HAWMCHOBAHHS, €CIIM TMpenapaT 3aperuCTPUPOBAH) HCCICAYEMOTo
npernapara, BCE AaKTUBHBIC HWHIPEAMEHTHI, (apMaKoJIOrH4ecKas rpymnna, K KOTOPOH OTHOCHUTCS
HCCIIeIyeMbIi TIpernapar, ¥ MeCTO, Ha KOTOPO€ OH B HEH MpeTeHAyeT (HampuMep, MPEeUMYINecTBa),
00OCHOBaHHUE I U3YYCHUS UCCICIyeMOro Mpernapara, a TakKe ero 0XHuIaeMble TMPOQHIaKTHUECKHUE,
TEpaNeBTHUCCKUE WIIM JTUATHOCTUYECKHE MoKazaHus. KpoMe TOro, B BBOJHOM pasjeic JO0DKEH ObITh
chopMyJIMPOBaH OOIIUH MTOIXO K OIIEHKE UCCIICyeMOT0 TIperapara.

7.3.4. duznueckue, XUMUYECKHE U (papMalleBTUYECKUE CBOWCTBA U JIEKApCTBEHHAs opma

Jlo;kHBl OBITH NPEACTABICHBI ONMCAHWE KOMIIOHEHTOB MCCIELyeMOro Ipenapara (BKJIOYas
XMUMHYECKHE U (WIIH) CTPYKTypHBIE (POPMYJIbI), a TAKXKE KpaTKas CIIpaBKa O €ro OCHOBHBIX (PU3UYECKHX,
XMMHUYECKHX U (DapMaleBTHUYECKUX CBOMCTBAX.

Jns obecriedeHust aleKBaTHBIX Mep OE€30MaCHOCTH B XOJI€ MCCIIEIOBAHUS JIOJKEH OBITh yKa3aH U
IpU HEOOXOAUMOCTH OOOCHOBAH COCTAB JICKAPCTBEHHOH (hOPMBI, BKIIFOUasl TOTOJHUTEIbHbIC BEIECTBA.
Taxxke AOKHBI OBITH MPEAOCTABICHBI MHCTPYKIMU 10 XPAHEHUIO M MCIHOJB30BAaHUIO JIEKAPCTBEHHBIX

dhopm.

CrnenyeT ynmomMsiHyTh JTF000€ CTPYKTYpPHOE CXOJICTBO C APYTUMHU U3BECTHBIMHU COEAMHEHUSMHU.

7.3.5. JlokIuHHYEeCKUE UCCICAOBAHUS.

Beenenue.

JlomkHBI  OBITH  TIPEJCTABICHBI B  KpaTkod (opMe pe3ysibTaThl BCEX CYIIECTBEHHBIX
JTOKJIMHUYECKUX HCCIIENOBaHUNM (PapMaKOJIOTHIECKUX CBOMCTB, TOKCHYHOCTH, (DApMAKOKWHETHUKH U
MeTaboim3mMa HccieayeMoro mpenapara. JlomkHBI ObITh  ONMUCAHBI  WCIOJIB30BAHHBIE METOJbI,
MPE/ICTAaBJICHBl MONyYEeHHBIE pE3yNbTaThl, a TaKKe HX OOCYXKICHHE B CBSI3U C HCCIEIyeMBbIMU
TEPaneBTUYECKUMU M BO3MOXKHBIMH HEONArONpHUATHBIMH WM HENpeIBUACHHBIMU dhdekramu y
4eloBeKka. B 3aBHCHUMOCTH OT Hau4Hs (JOCTYITHOCTH ) MH()OPMAIIUN YKA3bIBACTCSI CIEAYIOIIEE:

HCIIOJIb30BAHHEIC B UCCJICIOBAHUSIX BUIBI JKHBOTHBIX;

KOJIHNYECTBO U I10JI )KUBOTHBIX B Ka)I(HOﬁ rpynre;

€IMHUIIBI U3MEPEHUS J03bI (HAIpUMEpP, MIJITUTPaMM/KUAJIOTpaMM (MT/KT));
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KpPaTHOCTb BBEJICHUS;
IyTh BBE/ICHUS;

JUIUTEIILHOCTh Kypca BBEJICHHS;

UHPOPMALKs, OTHOCSINASACS K CHCTEMHOMY Pacpe/IesieHHIO;

MPOIOJDKUTEIHHOCTD MOCIIETYIOIIEro HAOIIOICHHS TTOCIIe OKOHYAHHSI BBEJICHHS TIperapara;
pEe3yJIbTAThI, BKIFOYAsl PACKPBITHE CIICTYIONNX aCIIEKTOB:

XapakTepa M 4acTOThl (DapMaKOIOTHYSCKUX HITH TOKCHUECKUX dPPEKTOB;

BBIPQ)KEHHOCTH UJIM CTEMEHHU TSDKECTH (PapMaKOJIOTHYECKUX MM TOKCHUECKUX IPPEKTOB;
J10303aBUCUMOCTH 3P (PEKTOB;

BpPEMEHHU 10 HACTyIUIeHUs 3 (HeKToB;

oOpatumocTH 3(pPexToB;

MIPOJIOJDKUTEIILHOCTH 3P (HEKTOB.

s Gonpliell HATJISAHOCTH JTaHHBIE CIIEAYET MO BO3MOXHOCTH TPEACTaBISATh B BUIC TaOJIHIL
(nepeuneii). [Tocnemyromue pa3aensl JOKHBI COAEPKaTh 00CykIeHue Hanboiee BaXKHBIX Pe3yIbTaToOB
WCCJICIOBaHMM, BKJIFOYAS 10303aBUCUMOCTD HAa0II01aeMbIX 3(h(HEKTOB, UX IKCTPANIOJISAIMIO HA YEIIOBEKA,
a TakXKe JTF0ObIE WHBIC aCTIeKTHI, TPEOYIOIINE HCCIIe0BaHus Yy YesioBeka. [Ipu HeoOX0MMOCTH, JOHKHO
OBITH TPOBEJCHO CpaBHEHHE PE3yJbTaTOB HCCIeIOBaHUS S(P(OEKTHUBHBIX W HETOKCHYECKUX J103
mpernapaTa Ha >KHBOTHBIX OJIHOTO M TOTO JKe BHJA (T.e. HCOOXOIAMMO ONPEICIIUTh TEPaIeBTHYCCKUN
unaekc). CrneayeT ykas3aTh, KaKk 3TH JAaHHBIE COOTHOCSTCS C JO3MPOBKAMHU, MpeUiaraeMbIMU st
MPUMEHEHHUS Y 4dYelloBeka. Bo Bcex ciydasx IO BO3MOXXHOCTH TpPU MPOBEACHUH CpaBHEHUU
PEKOMEH/IyEeTCsl YKa3bIBaTh KOHIICHTPAIIMH MIperapaTa B KPOoBH (TKaHHU), a HE JO3UPOBKH, BHIPAKCHHBIC
B MI/KT.

a) Jloxnuanueckas papmMaKoorus.

JlaHHBINM pa3zgen NOJDKEH BKIOYAaTh B cedsl KpaTKoe omucaHue (papMakoJOTMYECKUX CBOMICTB
HCCIIElyeMOro Impernapara M IO BO3MOXHOCTH €ro OCHOBHBIX METa0OJIMTOB IO pe3yJbTaTaM
UCCIIeIOBAaHUM Ha KUBOTHBIX. KpaTkoe omucaHue JTOMKHO BKIIIOYATh B ce0sl MCCIeI0OBaHUS IO OLIEHKE
BO3MOYKHOW TEpaneBTUYECKON aKTUBHOCTH (Hampumep, 3(PQEeKTHBHOCTh NPU SKCIEPUMEHTAIHHON
MATOJIOTHH, JIMTAH/A-PEHENTOPHOE B3aMMOJCHCTBHE U CHEHU(PHUYHOCTH JEHCTBHA), a TakKe
HCCIIEIOBaHMS 0 OIIEHKEe 0e30MacHOCTH (HampuMep, CrelMaibHble UCCIeA0BAHUS A U3YyUEHUS] UHBIX
(bapmakosiornyeckux 3¢p(peKkToB, He UMEIOLIMX TePANeBTUYECKON HallpaBIEHHOCTH).

0) dapmakoKUHETHKA U METa00IM3M Ipenapara y )KUBOTHBIX.
JlaHHBI pa3aen JoJDKeH BKIIOYaTh B ce0si KpaTKoe onucaHue (papMaKkOKHMHETHKH, METab0IU3Ma U

pacnpeacICHHUA UCCICAYEMOTO IMPEIiapaTa B TKaHAX KUBOTHBIX BCCX BUJ0B, HA KOTOPLIX IMPOBOAUIIMCH
HUCCICOOBaHU. I{OJ’DKHI)I OBITH OCBCIICHBI BCAChbIBAHHUEC, MCCTHAas1 W CUCTCMHas 6I/IOI[OCTy1'IHOCTL
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HcciaeayemMoro npemapara u €ro MeTaGOHI/ITOB, a TaKKC HX CBA3b C JaHHBIMH q)apMaKOJ'IOl"I/I‘IeCKI/IX nu
TOKCHUKOJIOTHUECKUX UCCICIOBAHUM Ha >KUBOTHBIX.

B) TOKCHUKONIOTHS.

JlaHHBI pa3gen JODKeH BKJIIOYATh B CeOs KpaTKoe ONHCAaHWE TOKCUYEeCKHX 3(hdeKToB
HCCIIEAYEeMOT0 TperapaTa, BBISIBICHHBIX B MCCIEAOBAHHUSAX Ha KMBOTHBIX pa3HbIX BUIOB. Ciemyer, mo
BO3MOXXHOCTH, IPUAECPKUBATHCS HIXKEIIPUBEIEHHOM CTPYKTYPBI OTJIaBIICHUS JAHHOTO pa3jena:

TOKCUYHOCTH TPU OJTHOKPATHOM BBEICHHH,

TOKCHUYHOCTh TP MHOTOKPAaTHOM BBEJCHUU;

KaHIICPOTrCHHOCTD,

CHelallbHble MCCIEAOBaHUS (HampUMep, MECTHO-pa3jpaxarollee [IeHCTBUE, HCCIeI0BaHNE
CEHCUOMITM3UPYIOIIETO JACUCTBUA);

pPENpOAYKTUBHAS TOKCUYHOCTH;

T€HOTOKCHUYHOCTh (MyTareHHOCTB ).

7.3.6. OnbIT NPUMEHEHUS Y YETIOBEKA.

Beenenue.

B sToM pasmene mompoOHO 0OCyXmaroTcsi W3BeCTHBIE 3(PQEKThI HCCIeAyeMOro Impemnapara y
YyellioBeKa, BKIoyas  MHGOpMAIMIO, OTHOCSIyIOCS K (papMakoKWHETHKe, MeTaboiu3my,
(hapMakoMHAMHUKE, 10303aBUCUMOCTH 3(PdeKkToB, 0e30macHOCTH, dYPPEKTUBHOCTH, a TaKKe APYTHUM
BUJaM (papMakonornueckoil akTUBHOCTH. [1o BO3MOKHOCTH JOMKHO OBITH JIaHO KpaTKOE OMHCaHUE
KaX/I0TO 3aBEpIICHHOr0 KIMHUYECKOro HcCcieloBaHMA. Takke JODKHAa ObITh Ipe/CTaBlieHa
uHpopManus o0 pe3yibTaTrax J00ro MPUMEHEHHs UCCIEIYyEeMOro mpernapara BHE PaMOK KIMHUYECKHX

I/ICCJ'ICI[OBaHI/II\/JI (HaHpI/IMep, CBCACHUA, TMOJYYCHHBIC BO BPEMSA HNOCTPETUCTPALIMOHHOIO NPHUMCHCHUA
npenapara).

a) GapMaKOKMHETHKA U METa0OIU3M y YeJIOBeKa.

JlaHHBIN pa3zen JoKeH colepkaTh KpaTKylo MH(OpMAaIUio, OTHOCSIIYIOCS K (hapMaKOKUHETHUKE
HCCIIelyeMOro TpenapaTta, ¥ BKIIoYaTh B ce0d cieyromiee (B 3aBUCUMOCTH OT HAJIMYHUS JAHHBIX):

dapMakokMHETHKa (B TOM 4YHCIIe MeTabO0JIM3M, BCachlBaHHE, CBS3BIBAHHE C O€IKaMU TIA3MBI,
pacrpesielieHue U BBIBEJICHUE);

OMOJIOCTYITHOCTh ~ HCCIIEyeMoro Tmpemnapara (aOCONIOTHYIO 10 BO3MOXKHOCTH H  (WJIN)
OTHOCHUTEIIbHYI0) C HCIIOJIb30BAHUEM OIPEICIICHHOM JIEKapCTBEHHON (POPMBI B KAUECTBE CPABHEHUS;

CyOnonmyJsiuyu HaceJaeHus (HarpuMep, pa3iuydus MO MOy, BO3pacTy WIM HapymeHUsM (QyHKIUN
OpraHoB);

B3aMMOJIEICTBHE (HapUMeEp, JIEKAPCTBEHHbIE B3aUMOACUCTBUS U BIUSHUE IIpUEMa UK );
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Jpyrue JaHHble 10 (apMaKkOKMHETUKE (HalpuMep, pe3yibTaThl MHpPOBEAEHHBIX B paMKax
KIMHUYECKUX UCCIIeI0BaHUN (hapMaKOKUHETHYECKUX MCCIIEIOBAHNHI HA PA3IMYHBIX TPyIIax).

0) be3zomacHocTh 1 3 HEKTUBHOCTD.

Kpatko momkHa OBITh TpejacTaBieHa HWHPOpPMAIHMSA, OTHOCSIIAsCS K  Oe30MacHOCTH,
(dapmakonuHamuke, 3QPEKTUBHOCTH U J10303aBUCUMOCTH 3¢ (HEKTOB HccaeayeMoro mpemnapara (U ero
METa0OJIMTOB, €CJIH HMMEIOTCS JIaHHbIE) W IIOJIyYeHHAs B XOJ€ IPOBEICHHBIX KIMHUYCCKHX
UCCIEeIOBaHUM (¢ ydYacTheM 3J0pOBbIX J0OpoBOJibIEB U (Wiu) mnanueHtoB). JlomwkHa OBITH
MIpe/ICTaBICHa HHTEPIPETAIUS dTHX JaHHBIX. ECIM 4acTh KITMHUYECKUX UCCIIeIOBAaHUH YXKE 3aBepIICHa,
s Oonee  SICHOTO  BOCTIPUSTHS  JTAHHBIX ~ PEKOMEHIYETCS TNPEJACTaBUTh IO 3aKOHYCHHBIM
MCCJICIOBAHUSM CBOJHBIC OTUETHI MO 3(PPEKTUBHOCTH W OE30MACHOCTH HCCIICIyeMOro Ipermapara I1mo
OTJICIIBHBIM TIOKA3aHUSAM Y Pa3IMIHBIX MOMYJIAIui. Takke pEeKOMEHIYETCS HCIIOJIB30BaTh CBOJHBIC
TAOJIMIBI HEXEJIATSIBHBIX PEaKIUil 110 BCEM KIMHUYCCKUM HMCCICAOBAHUSAM (BKIIIOYAs HCCIICIOBAHUS
JUIsL JTFOOBIX M3YYaBINUXCS MOKa3aHWi). JIOJDKHBI OBITH OCBEIECHBI 3HAYMMBIC PA3JIMYMs B XapakTepe
("acToTe) HeKEIATeNbHBIX PEeaKIMA KaK 7S pa3IUYHBIX MOKA3aHUN, TaK U [Tl PA3TUYHBIX MOMYJISIHIA.

B b JOJIXKHBI OBITh OIIMCAHBI BO3MOJKHBIE PUCKHU U HEKCIIATCIIBHBIC PCAKINH, KOTOPBIC MOXKHO
OXXNJaTb Ha OCHOBAHUHW HAKOIIJICHHOT'O OIIbITa NMPHUMCHCHUA KaK HCCICAYCEMOI'0 Ipfrapara, TakKk U
CXOJHBIX € HHM IpCrapaToB. HOJ'I)KHBI OBITH TaK)KE€ OIMCAHBI MEpPbI MPEAOCTOPOKHOCTU HIIU
CIICHaJIbHBIC MCTObI Ha6J'II-OI[eHI/I5I, KOTOPBIC HCO6XOI[I/IMO IIPUMCHATDH IIPU UCIIOJIBb30BAHUU IIpCIIapaTa
B UCCICA0OBATCIIbCKUX LECIIAX.

B) [locTperucrpaninoHHbIN ONBIT IPUMEHEHHUS.

B BU nomxHbl ObITH yKa3aHbl CTPaHbl, B KOTOPBIX MCCIEAYEMBbIM Ipenapar yKe HUMeeTcsl B
npojpaxxe wWiM ObUT 3apeructpupoBad. JlroOas 3Haummas wuHGOpPMAIWs, TOJIYYCHHAs B XOJE
MOCTPErUCTPAIIMOHHOTO NPUMEHEHUs INpernapara, JAOKHa ObITh MpeJcTaBiieHa B 0OOOLICHHOM BHJIE
(HammpuMep, JeKapCTBEHHbIE (OPMBI, TO3UPOBKHU, IIyTH BBEICHUS U HEXeJaTelbHble peakiun). Taxke B
B nomxHBl OBITH YKa3aHbl CTpPaHbl, B KOTOPBIX 3asBUTENIO OBUIO OTKa3aHO B 0J0OpPEHUHU
(peructpanuu) mnpenapara JUisi KOMMEPUYECKOTO NPUMEHEHHs WM pa3pellieHue Ha MpOoJaxy
(perucTpalioHHOE yI0CTOBEPEHHE) ObIIIO AaHHYIUPOBAHO.

7.3.7. O0cy>x1eHNe NaHHBIX U UHCTPYKLMH JUIsSl KCCIIEI0BATES.

B »sToM paznene momKHO OBITH TPEACTABICHO OOCYXKIEHHWE MOKIMHMUYECKHX M KIMHHYECKUX
JTAHHBIX U 0000mIeHa WHMOpMAIUs, MOTyYEHHAsT W3 Pa3HBIX MCTOYHHKOB IO PA3JIMYHBIM CBOWCTBAM
UCCIeyeMoro  mpemapaTa. TakuM  o0pa3oMm, HCCIEIOBATENI0  MPEAOCTaBISIOTCS — Haumbolee
nH(pOpMaTUBHAS HMHTEPHpPETAllMs HMMEIOIIUXCS TaHHBIX, a TakKe BBIBOABI O 3HAYUMOCTH ATOU
nH(pOpMAaIIUU AJIS TOCTEAYIOMUX KIMHUISCKUX UCCIICTOBAHMM.

JlomxHBI OBITH KPaTKO ONKCAHbI OIyOJIMKOBAaHHBIE PA0OTHI 10 CXOJHBIM MpenaparaM, eciu Takue
IpenapaThl UMEIOTCS. JTO MO3BOJIUT HCCIEA0BATENI0 OBITh TOTOBBIM K HEXEJIaTeIbHBIM peaklusIM HIn
ApYyTuM MpobiieMam, KOTOpbIE MOTYT BO3HUKHYTh B X0/1€ KIIMHUYECKUX UCCIIEJOBaHUI.

OcHoOBHas HCJIb JaHHOTO pa3aciia 3aKIiYacTCsa B TOM, YTOOBI ITOMOYb HCCIICAO0BATCIIIO ITOJIYIUTH
YCTKOC IMPCACTABIICHUC O BO3MOKHBIX PUCKAX U HCIKCIATCIBbHBIX PCAKIHAX, a4 TAKIKC O CHCHHUAJIBHBIX
TECTAaX, MCTOAAX Ha6JIIOI[eHI/ISI n MCEpax NpeaoCTOPOKKHOCTH, KOTOPBIC MOTYT HOHaI[OGI/ITBCSI B X0I€
KIMHHUYCCKOIro HCCICOO0BAaHMA. 910 MNpeaACTaBJICHUEC JOJIKHO OBITH OCHOBAaHO Ha I[OCTyrIHOﬁ
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uH(popManuu 0 ¢busznueckux, XUMHYECKHUX, (bapmaleBTUYECKUX, (bapMaKoIOTHIECKHX,

TOKCUKOJIOTMUECKMX W KIMHUYECKMX CBOMCTBAaX HcCcieayeMoro npenapara. KiuHuueckoMmy
HCCIICIOBATENI0 TAKXKe JOJDKHBI OBITH IMPEIOCTABICHBI HHCTPYKIMHM [0 JUArHOCTUKE W JICUCHUIO
BO3MOJXHBIX MTEPECAOZUPOBOK M HEKEIATCIBHBIX peaKquI, KOTOPBIC OCHOBAaHbBI Ha MPCAbIAYIICM
KIIMHUYECKOM OTBITE U (PapMaKOJIOTHUYECKUX CBOMCTBAX UCCIIEAYyEMOro Mmpernapara.

8. [lepeueHb OCHOBHBIX IOKYMEHTOB KJIMHUYECKOTO HCCIICIOBAHNUS
&.1. Beenenue.

OCHOBHBIMH JIOKyMEHTaMH KJIMHHYECKOTO WCCIICAOBAHUS SIBIISIOTCS JIOKYMEHTBI, KOTOpBIC
MO3BOJISIOT (TI0 OTAENPHOCTH WM B COBOKYITHOCTH) OIICHUTH MPOBEICHHE UCCIEIOBAHHUS M KadeCTBO
MOJYYEHHBIX IaHHBIX. OTH JIOKYMEHTBI CIY)XaT JOKa3aTelIbCTBOM COOJIONCHHS HCCIIEI0BATEIIEM,
CIIOHCOPOM ¥ MOHHUTOPOM MpPUHIMIIOB HaJUIeXkalleld KIMHUYECKOH MPaKTUKA M HPUMEHUMBIX
TpeOOBaHUIA.

OcHOBHBIC JOKYMCHTBI HCIIOJIB3YKOTCA TAKKC B HWHBIX NEJIAX. CBOGBpeMCHHOG IIOMCIICHUEC
OCHOBHBIX IOKYMCHTOB B (bafmm HUCCICI0BATCIIA (MGI{I/IIII/IHCKOFO yqpen(z[eHI/m) H CIIOHCOpa MOXKET
CIocoOCTBOBATH YCICIIHOMY BBIITOJHCHHIO B paMKaX KIIMHHUYCCKOTO HCCICIOBAHUA CBOUX q)YHKHI/Iﬁ
HccCiIeaoBareiieM, CIiIOHCOPOM U MOHHUTOPOM. KpOMe TOro, 9T JOKYMCEHTBI OOBIYHO SABIISIOTCSI 00BEKTOM
HE3aBUCUMOI'0 ayJuTa CO CTOPOHBI CIIOHCOPAa W HHCIICKIUHU CO CTOPOHBI YIIOJTHOMOYCHHBIX OPraHOB
BBUAY TOIro, 4YTO OHHU MABJIAKOTCA YaCTbIO TIPOLECCa TMOATBCPKACHHUA 3aKOHHOCTU IIPOBCACHUA
HCCIICA0OBaHNA U JOCTOBCPHOCTU C06paHHBIX JaHHBbIX.

Hwke nmpuBeieH MUHUMAJIBHBIN [TEPEYEHb OCHOBHBIX JTJOKYMEHTOB. /[JOKyMEHTBI CTpYNIIMPOBAHEI B
3 pazzena B 3aBUCHUMOCTH OT CTaJUM KIMHUYECKOI'O HCCIIEIOBAHUS, BO BPEMSI KOTOPOH OHU OOBIYHO
CO31ar0TCA:

1) nepex HayamoM KIMHUYECKOU (ha3bl McCae10BaHUs (B COOTBETCTBUH C IMyHKTOM 8.2 HACTOAIIMX
[IpaBun);

2) BO BpeMsl KJIMHUYECKOW (ha3pl MCCIenOoBaHHUA (B COOTBETCTBUHU C ITYHKTOM 8.3 HACTOSIIUX
[IpaBun);

3) mocne 3aBeplICHHs WIH MPEKICBPEMEHHOTO MPEKPAIICHHUS UCCIeA0BaHUs (B COOTBETCTBHH C
nyHkToM 8.4 Hactosmux [IpaBui).

B ykazaHHBIX HWKE MOANMYHKTaX MoJpaszzenia 8§ HACTOSILIEro pasleia yKa3aHbl HENH KaxIoro
JOKyMEHTa U MECTO UX XpaHeHHs (B ¢ailnax uccriemoBaTens (MEIUIMHCKOTO YUPEKICHUS) W (WIIN)
cnioHcopa). Jlomyckaercs 0ObeIMHEHHE HEKOTOPHIX JOKYMEHTOB IIPH YCIOBHM, 4YTO OT/AEIbHBIC
AJIEMEHTEHI JIETKO UIEHTH()UIIUPYIOTCS.

[OF)71131 Huccijea0BaHuA JOJIKHBI OBITH CO31aHbl B HaYaJIC UCCJICA0BAHUA KaK B MECTC HaXOXICHUA
uccienoBarels (MEAUIMHCKOTO YUPEKACHHs ), TaK U B odrice crioHcopa. MccienoBanue MOXKHO CUUTATD
Oo(pULHATHHO 3aBEPIICHHBIM TOJBKO MOCIE TOr0, KaK MOHHTOP MHPOBEPUT (ailibl HCCIIEA0BATEI
(MEIMIIMHCKOTO YUPEXKIICHHs) H CIIOHCOPA M MOATBEPAUT HAIMYME BCEX HEOOXOIMMBIX JIOKYMEHTOB B
COOTBETCTBYIOIIUX (hailyiax.

Ilepeunciiennsle B HacTosnmx [IpaBriiax JOKYMEHTBI KaK 11O OTAEIbHOCTH, TaK U B COBOKYITHOCTH
MOTYT OBITh IOJIBEPTHYTHI ayAUTy CIIOHCOPA U MHCIIEKIMHU (ITPOBEPKE) YIOIHOMOUYEHHBIMH OpTaHaMu U
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JOJI?KHBI OBITE MPEABABIICHBI IPHU NPOBCACHUN ayAUTAa UIIN HHCIICKITNU.

8.2. Ilepen HauanoOM KJIMHUYECKOH (hasbl UCCIIeJOBAHUS

Ha cragnm nmanupoBaHUsl UCCIIETOBAHUS 0 €ro (OPMAIBHOTO Havyaia JOJDKHBI ObITh CO3/IaHbI U
MOMEIICHBI B (pailil Ceayomme TOKYMEHTHI:

HaumeHnoBanue nokymeHra Lens Haxonutcs B
(haiimax
uccie CIO
JoBatens | Hcopa
(Meumm
HCKOM
oprasusa
1102079
8.2.1. bpouropa uccaenoparenst — JOKYMEHTAIbHO 3aKpENUTh (akT X X
nepe1ayy UCCie10BaTeINo
(MEeIMIMHCKON OpraHu3alun)
HEOOXOIMMON 1 aKTyaJIbHON
Hay4YHOU HH(pOpManuu 00
HCCIIelyeMOM TIpernapare
8.2.2. JIOKyMEHTHI TJITAHUPOBAHUS JTOKYMEHTAIBHO 3aKPENUTh (haKT
KIIMHUYECKOTO UCCIIEIOBAHMUS: YTBEP>KICHUS CIIOHCOPOM U
MOANUCAHHBINA MTPOTOKOI UcclenoBaTeneM NpoToKoiIa X X
MOJINMCAaHHBIE TIONPAaBKH K HeMy  (mompaBok) u MPK
(mpm Hanmmumnn) obpazen MPK
8.2.3. Uudopmarius, JOKYMEHTaIbHO OPOPMHUTH (PaKT
npeocTaBisgeMas CyObeKTy MOJTyYeHUsT UHPOPMHUPOBAHHOTO
UCCIIEIOBaHMSL: coryacus, J0KyMEHTaJIbHO
MOJATBEPAHUTD, UTO CyOBEKTaM
hopma nH(HOPMHPOBAHHOTO uccienoBaHus Oyaer X X
cornacust (BKIIO4ast BCe MpEe0CTaBIEHa COOTBETCTBYOIIAs
HEOOXOIMMBIC PA3bSCHUTCIBHBIC (¢ ToukH 3PEHHs COCPIKAHHS I
MaTepHabl) JOCTYITHOCTH J1J11 [IOHUMAaHUS )
mobas apyrasi MMCbMEHHAs MHCHMCHHAA HH(BOpMAL, X X
KOTOpasi HOMOXET UM C YUETOM
HHpOpMAIKA MOJIHOM MH()OPMHUPOBAHHOCTH /1aTh
peKIaMHbIE OOBSIBICHUS JUIS cornacue. JJOKyMEHTa/IbHO X
MIPUBJICUEHUS CyOBEKTOB B TOATBCPIINTD, YTO MCPBL 110
HccenoBaHue (ecim NIPUBJICUEHHIO CYyOBEKTOB
HCTIONB3YIOTCSA) a/IeKBaTHBI U OTCYTCTBYET 3JIEMEHT
TIPUHY XK ICHUS
8.2.4. druHaHCOBBIE ACIIEKTHI JOKYMEHTAJIBHO 3aKPEIUTh X X

HUCCICIO0BaHUA

(MHAHCOBOE COTJIANIICHHUE 110
UCCIICIOBAaHHIO MEXIY CIIOHCOPOM

HafeXHasa npaBoBas noaaepXxka

www.consultant.ru

CrpaHuua 46 ns 140


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM

npakxT...

[aTta coxpaHeHus: 24.10.2024

8.2.5. CtpaxoBoe 0053aTebCTBO
(ecmu Tpebyercs)

8.2.6. IlognucanHbIi 10roBOp
BOBJICYCHHBIX CTOPOH, HAIIPHUMED:

MEX]y UCclieloBaTeIeM
(MEIMLIMHCKUM YUPEXKIEHUEM) U
CIIOHCOPOM

MEX]y UCClieloBaTeIeM
(MEIMLIMHCKUM YUPEXKIEHUEM) U
KOHTPAaKTHOM MCCIIE0BATEIbCKOM
OpraHu3anuein

MEXK]y CIIOHCOPOM U
KOHTPAKTHOW HUCCIIEI0OBATENBCKOM
OpraHu3anuein

MEXJly HCCIIEA0BaTEIEM
(MEIMLIMHCKUM YUPEXIEHUEM) U
YIOJHOMOYEHHBIMU OpraHaMu
(ecu Tpebyercs)

8.2.7. latupoBaHHOE U
JOKYMEHTAJIBHO 0(hopMIIEHHOE
onoopenue (3akmoueHue) ICO
(HOK), Komuccueit mo Borpocam
stuku (KBD) cnemyrommx
JTIOKYMEHTOB:

MPOTOKOJIA ¥ JTFOOBIX MOMIPABOK K
nemy UPK (ecnu tpeGyercs)

(b opMbI UHYOPMHUPOBAHHOTO
coryiacust

m000# Apyroi MMCEMEHHOU
uH(popMalnu, NpeaocTaBIsieMOn
CyObeKTaM HcCieI0BaHus

PEKIIaMHBIX OOBSBICHUN /IS
MIPHUBJICUYEHUS CyOBEKTOB B
uccienoBanue (eciu
HCIONIb3YIOTCSA)

U uccneaoBarenaeM (MeIUIIMHCKON
OpraHu3aluei)

JTOKYMEHTAJIBHO TTOATBEPIUTH, YTO X
B cJlydae NpUYHHEHHMS yiepoa,
CBSI3aHHOTO C UCCIIEIOBAHUEM,

cyObeKTaM Hcciae1oBaHus Oyaer
JOCTYITHA KOMIICHCAIIHS

JTOKYMEHTAJIBHO 3aKPEMUTh NpaBa,
0053aHHOCTH U OTHOILICHUS CTOPOH

X
X
X
JOKYMEHTAJIBHO MMOJATBEPIUTh, YTO
TAHHOE UCCIIeI0BaHue OBLIO
PacCMOTPEHO | Pa3perieHo
(omobpeno) 2CO (HOK).
VYka3bIBaeTCsi HOMEpP BEPCUU U
Jata JJOKyMeHTa
X

(ecmu
Tpebye
TCA)
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nH(pOpPMAIIUU O KOMITEHCAITUN
cyOBeKTam uccieaoBanus (pu
HaJIMYUN)

JOOBIX MHBIX Pa3peIIeHHBIX
(00OPEHHBIX) TOKYMEHTOB

8.2.8. CoctaB OCO (HDK),
Cosera 1o stuke, KBD

8.2.9. Pazpemienue (omobpeHue
MIPOTOKOJIA, YBEZOMIICHUE O
MIPOTOKOJIE) OT YIOIHOMOYECHHBIX
opraHoB (eciu TpedyeTcs)

8.2.10. Texymas pegakius
pe3toMe UCCIEe0BAHUS
(curriculum vitae) u nqpyrue
JIOKYMEHTBI, TOATBEPKIAI0IIIHE
KBaJIM(UKALUIO HCCIeioBaTenen
U COUCCIeN0OBaTeIeH

8.2.11. HopmanbHbIil Auana3ox
3HAYECHUH JUTS TIPETyCMOTPEHHBIX
MIPOTOKOJIOM METUIIUTHCKUX
(J1abopaTOPHBIX, TEXHUUECKHX )
nporexyp 1 (Win) TeCTOB

8.2.12. MeaunuHCcKue,
(JtabopaTopHbIC, TEXHUYECKHUE)
MPOLEAYPHI U (UITU) TECTHI, -
cepTuduUKanms, aKKpeIuTaIus,
BHYTPEHHUH U (MI1) BHEUIHUM
KOHTPOJIb Ka4eCTBa WIH JPyTHE
METO/IbI MOATBEPKACHUS (€ciu
TpedyeTcs)

8.2.13. OOpa31pl STUKETOK HA
YIaKOBKaxX MCCIIETyEeMbIX
npernaparoB

JOKYMEHTAIbHO 3aKpEMUTh
cootBercTBHE coctaBa ICO (HIOK)
TpeGoBaHusAM HacTosmwmx [IpaBun

JOKYMEHTAJIBHO MMOATBEPIUTh, UTO
MIPY HAJTMYHUU COOTBETCTBYIOLIHX
MIPUMEHUMBIX TpeOOBaHUI
paspemienue (ogodpeHue,
YBEZOMJICHHE) YIIOTHOMOUYEHHBIX
OpraHoOB IIOJIyY€HO /10 Hayasa
UCCIIEI0BaHUS

JOKYMEHTAJIBHO TIOJTBEPIUTH
KBTH(DUKAIMIO ¥ IPUTOAHOCTh
IUIs IPOBEIECHUS UCCIEI0BaHUs U
(1K) OCyIIEeCTBICHUS
MEIUIMHCKOr0 HAOIIOACHHUS 3a
CyOBEKTaMH MCCIICI0BAHUS

JIOKYMEHTAIBHO 3aKPENUTh
HOpPMaJIbHbIW TUANa30H 3HAYEHUI
JUTsI TaOOPaTOPHBIX TECTOB

JTOKYMEHTAJIBHO ITOATBEPIUTh
[IPUTOJHOCTH 000PYIOBAHMS IS
NpOBE/ICHUS TPEOyEMbIX TECTOB U
oOecrieueHrsT HAAEKHOCTH
pe3yabTaToB

AOKYMCHTAJIbHO IMMOATBECPAUTD
COOJTIO/IEHHE COOTBETCTBYIOIINX
TpebOBaHU K MAPKUPOBKE
HCCIIEyeMOro Tpernapara u
MPUTOAHOCTh UHCTPYKIIUHI ISt
CyOBEKTOB

(ecnu
Tpedye
TCSA)

(ecm
Tpebye
TCA)

X
(ecmm
Tpedye
TCA)

X
(ecu
Tpebye
TCA)
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8.2.14. MucTpyKuus 1o
0OpaIICHHUIO C HCCIIETyEeMbIMU
npernaparamMmu U pacXOIHbIMU
Marepuanamu (eciau He BKIIOUeHa
B TIPOTOKOJI HJTH OPOIIIOPY
uccaea0BaTenis)

8.2.15. YueT mocTtaBok
HCCIIEAYEMbIX MPENnapaToB U
PAcXOJIHbIX MaTepUaIoB

8.2.16. CepTudukarsl aHaTN30B
MOCTaBJICHHBIX HCCIIEYyEeMBIX
npernaparoB

8.2.17. IIpouenypsl pacKpbITHs
KOJ1a JIJTS UCCIIEOBAaHUM,
MIPOBOJIUMBIX CIIETIBIM METOAOM

8.2.18. PannoMu3annoHHBII
CIIHCOK

8.2.19. OTuetr MOHUTOpA O
BBIOOpE MCCIIEI0BATENBCKOTO
HEHTpa

8.2.20. OTuetr MOHUTOpA O
TOTOBHOCTH MCCJIEIOBATEIHCKOTO
HEHTpa

JIOKYMEHTAIBHO 3aKPENUTh
UHCTPYKIUU ISl 00ECTICUSHUS
HaJIS)KAIIEr0 XPaHSHUS,
YIIAKOBKH, PACTIPECICHUS U
YTUIN3ALUN UCCIEAYEMBIX
MpenapaToB U PacXOJIHbIX
MaTepuasioB

JOKYMEHTAJIbHO 3aKPEMUTh J1aThl U
croco0 MOCTaBKH, HOMEpPA CePHid
HCCIIEAYEMBIX IIPENapaToB U
PAcXOJIHBIX MaTepPUAJIOB.
[To3BonsieT OTCHEANTH CEPUIO
npernapara, KOHTPOJIMPOBATh
YCIJIOBUS TOCTaBKU M BECTU yUeT

AOKYMCHTAJIbHO IMOATBECPAUTD
HOJUTHHHOCTB, YACTOTY
HCCIIeTyeMbIX TIPEnapaToB U
KOJINYECTBEHHOE COZIEpKaHUE B
HHUX aKTUBHOI'O BE€IICCTBA
(103UpOBKY)

JOKYMEHTAJIbHO 3aKPENUTD
MPOLEAYPY IKCTPEHHOMN
I/IIIGHTI/I(bI/IKaIII/II/I MAaCKHUpPOBAHHOTO
UCCIIeyeMOoro npemnapara 0e3
HapyLIEHNUs] MACKUPOBKH IS
OCTaJIbHBIX CYObEKTOB

I[OKYMGHTaJ'IBHO SaerHI/ITI) MECTOL
paHIOMH3aIUN CYObEKTOB
HUCCIEIOBAHUS

JOKYMEHTAJIbHO MTOATBEPIUTh
MpUEMIICMOCTb
HCCIIEIOBATENBCKOIO LIEHTpa s
JAHHOT'O UCCJIETOBaHUs (MOXKET
ObITh 00BeMHEHO ¢ 11. 8.2.20.)

JOKYMEHTAJIBHO TIOJITBEPIUTH
(hakT 03HAKOMJICHUS
WCCIIEIOBATENS ¥ 3aHATOTO B
UCCIICIOBAaHUH TIEPCOHANA C
MpoLEAYpaMH UCCIIETOBAHUS
(MOXeT OBITh OOBEAMHEHO C II.
8.2.19.)

X

X
(TpeThs
CTOpOHa,
eciu
Tpebye
TCA)

X
(TpeTbs
CTOpOHa,
eciu
Tpedye
TCA)

X
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8.2.21. CooO1ieHue croHcopa 0 JOKYMEHTAIbHO MOATBEPIUTh X
Ha4daJI€ KIMHHUYCCKOI'O q)aKT HadaJila KIMHHUYECKOI'O
HCCIIEIOBAaHHS B aJIpec MCCIIEIOBAHHS

YHOJHOMOYEHHOI'O OpraHa

8.3. Bo Bpemsi KITMHIUECKOM (ha3bl HCCIIEIOBAHUS

B noareep:kneHue Toro, 4to Bcs HeoOXoauMasi HoBasi HH(GOpMalrs JOKYMEHTaIbHO o(opmiseTcs
10 Mepe ee MOCTYIUICHHS, B TOTIOJHEHHE K BBILIETICPEYHCICHHBIM JOKYMEHTaM, UMEIOIINMCs B daiine,
0 XOJIy MCCTIEI0BAaHUSI HEOOXOAMMO JO0ABISTH CASAYIONINE TOKYMEHTHI:

HaumenoBanue nokymMeHnrta Henn Haxonurcs B
(aiimax
HCClIe | CTIOHCOpa
JoBatTens
(Meauim
HCKOTO
yapexKIe
HUSA)
8.3.1. OOHOBIIEHHBIE BEpCUH JOKYMEHTAIBHO 3aKperuTh (pakT X X
OpONIIOPBI UCCIIEAOBATEIS CBOEBPEMEHHOTO COOOIICHUS
UCCJIEIOBATENIO (MEIULIMHCKON
OpraHU3aIf) HEOOXOIUMOM
UH(POPMALIUY 110 Mepe ee
MOCTYTUICHUS
8.3.2. JIroboe u3mMeHeHue: JIOKYMEHTAJIbHO 3aKPENUTh X X
nportokona (monpasok) u MPK W3MEHEHUS JaHHBIX JJOKYMEHTOB,
¢dhopMbI HHYOPMHPOBAHHOTO MIPOU3BEJICHHBIE BO BPEMsI
corjacusi JJI000i Ipyroit WCCIIEIOBAHUS
MMCbMEHHOW nH(pOopMaluuy,
MPEAOCTABIIIEMON CYObEKTaM
UCCIIETOBaHMS pEKIaMHBIX
OOBSIBJICHHIA [T IPUBJICUCHUS
CyOBEKTOB B HCCIIEIOBaHUE (€CITN
HCIIOJIb3YIOTCS)
8.3.3. latupoBaHHoe u JIOKYMEHTAJIbHO NOATBEPAUTD X X

JTOKYMEHTaIbHO 0(OpMIIEHHOE
onoopenue (3axmouenue) 3CO
(HOK) cnenyronux 10KyMEHTOB:

MOIPABOK K IMPOTOKOJIY HOBBIX
pelaKuui:

¢dopmbl HTHPOPMUPOBAHHOTO
COTJIACHsI MTPEIOCTABISIEMbIX

(axT paccMOTpeHHsI U 0J0OpEeHUs
(BpI1auM 3axmroueHus) 3CO
(HOK) nmonpaBok u (M11) HOBBIX
penaKuuin.

YKa3bIBarOTCs pellaklus 1 JaTa
JIOKyMEHTa
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cyOBbeKTaM HHPOPMAIIMOHHBIX
MaTepHaIoB

pPEKIIaMHBIX OOBSABICHUN IJIs
MIPUBJICYEHHS CYOBEKTOB B
uccaeaoBaHue (eciu
HCIIOJIb3YETCS)

JPYTUX Pa3pelIeHHBIX
(010OpEHHBIX) JOKYMEHTOB

PE3yJIbTATOB MEPUOTHUCCKOTO
pacCMOTpPEHHS TOKYMEHTAIHH TI0
UCCIIeIOBaHUIO (TAe TpeOyeTcs)

8.3.4. Pa3pemenue (omobpenue,
YBEJIOMJICHHE) YIIOJTHOMOUYEHHBIX
OpraHoOB JUIsl BHECEHHUS TIOMPABOK B
MIPOTOKOJI U IPyTHe JOKYMEHTBI
(npu HEOOXOIMMOCTH)

8.3.5. Tekyuryto pe1akIuio
pE3I0Me HCCiIe10BaTEN
(curriculum vitae) HOBBIX
uccienoBarenei u (Min)
COMCCIIeIOBaTeIEN

8.3.6. I3meHeHus1 HOpMaJIbHOTO
Uara3oHa 3HaYeHUN I
IPeyCMOTPEHHBIX IPOTOKOJIOM
MEIHUIMHCKUX (J1abopaTOPHBIX,
TEXHUYECKUX ) IpoIeyp U (Hn)
TECTOB

8.3.7. I3MeHeHUsS B MEIUIIMHCKUX
(;1abopaTOpHBIX, TEXHUUECKUX )
npoieaypax u (Win) Tecrax,
cepTU(UKAIHA, aKKPETUTALINS,
BHYTPEHHUH U (WJIM) BHEIITHUI
KOHTPOJIb KauecTBa WIH JApyTUe
METObI MOATBEPXKACHUS (Te
TpedyeTcsi)

8.3.8. JlokymeHTanus mno
MOCTaBKaM HCCIEAyEeMbIX
MpenapaToB U PacXOJHBIX
MaTepUajoB

8.3.9. Ceprudukars! aHamu3a
HOBBIX CEpUI HCCIEAYEMBIX
IIpenapaToB

JOKYMEHTAJIbHO 3aKPEIUTh
COOTBETCTBUE MPHUMEHUMbBIM
TpeOOBaHUSM

cM. yHKT 8.2.10 Hacrosmiei
TaOIULIBI

JTOKYMEHTAIBHO 3aKPENUTh
HOPMAaJIbHbIN UANa30H 3HAYEHUN
TECTOB, U3BMEHEHHBIX B X0JI€
ucciaenaoBanus (cM. myHKT 8.2.11
HACTOSIICH TaOIUIIbI)

JIOKYMEHTAJIbHO MOATBEPIUTb, YTO
TECTBI IPOJOJDKAIOT OTBEYATH
TpeOOBaHUSAM B TEUCHHUE MEPHO/IA
ucciaeaoBaHus (CM. myHKT 8.2.12
HACTOALICH TaOINILIbI)

CM. IyHKT 8.2.15 HacTosen
TaOJIULIBI

CM. NyHKT 8.2.16 HacTosmen
TaOIULIBI

(ecru
TpeOye
TCS)

(ecnm
TpeOye
TCS)
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npakxT...

8.3.10. OT4eTsI MOHUTOPOB O
BU3HTAX

8.3.11. CymiecTBeHHbIE 7151
HCCIIEIOBaHUS IIEPETOBOPHI
(nepenucka) (IOMUMO BU3HUTOB):
nepenycka

3aIlUCH BCTPEY

3anucH Tene(OHHbBIX IePEeroBOpoB

8.3.12. [loanucanueie HopMbl
MH(OPMHUPOBAHHOT'O COTJIACHS
(MHPOPMAIIIOHHOTO JIUCTKA)
nanveHTa

8.3.13. IlepBuuHas JOKyMEHTaIHs

8.3.14. 3amnoyiHeHHEIE,

JaTUPOBAHHBIEC U MOANMCAHHEIE
HNPK

8.3.15. JlokyMeHTHpOBaHUE
ucnpasienui B MPK

8.3.16. YBenomienue
HCCIeA0BaTeNIeM CIIOHCOPA O
CEPbE3HBIX HEXKETATEIbHBIX
SIBJICHUSIX U COOTBETCTBYIOIIUE

JOKYMCHTAJIbHO 3aKpPCIUTh
BU3UTBI MOHUTOPOB U PE3YJILTATHI
TaKUX BU3UTOB

I[OKYMCHTaJ'IbHO 3aKpCHI/ITI>
JIIOOBIE COTalIeHus JTU00
CYIIECTBEHHBIC TIEPETOBOPHI,
KacaroIIrecs: BOPOCOB
MIPOBEICHHSI MCCIICIOBAHUS, €T0
aIMUHHUCTPATUBHBIX ACTIEKTOB,
HapyILIEHU! ITPOTOKOIIA,
OTYCTHOCTH I10 HCKCJIATCIIbHBIM
SABJICHUAM

JOKYMEHTAJIBHO MOATBEPIUTH, YTO
corjiacue Kaxjaoro cyobekra
MOJIy4Y€HO B COOTBETCTBUU C
Hacrosmumu [IpaBunamu n
IPOTOKOJIOM JI0 Hayaja yyacTus B
uccnenoBanuu. Kpome toro,
JOKYMEHTAJIbHO 3aKPETUTh
paspeleHue Ha IpsiMOi TOCTYII
(cm. myHkT 8.2.3 HacTosIICH
TaOTHIIBI)

JIOKYMEHTAJIBHO TIOJITBEP/IUTH
(bakT cyiecTBOBaHUS CYObEKTa U
JIOCTOBEPHOCTh COOpaHHBIX
JTAHHBIX. BKIIFOUNTH HCXOIHBIC
JIOKYMEHTBI, OTHOCSIIIIHECS K
UCCJICIOBAHUIO, JICUCHUIO U
aHaMHe3y CyObeKTa

JOKYMEHTaIbHO OOPMUTH
MOATBCPIKACHUC UCCIICAOBATCIICM
HJIN YIIOJTHOMOYCHHBIMU
COTPYAHUKAMH HCCIIEIOBATEIIS
(MEIUITMHCKOW OpraHU3aITiH )
3apETUCTPUPOBAHHBIX JTAHHBIX

JIOKYMEHTAJIbHO 3aKPEINUTh BCE
U3MEHEHUS (JIOTIOJTHEHHMS) WITH
ucnpasyieHus, caenanubie B MPK
MIOCJIE 3aIMCHU IIEPBOHAYATIBHBIX
TAHHBIX

YBECAOMIICHUC UCCIICA0BATCIICM
CIIOHCOpa O CCPbE3HBIX
HEXKCIAaTCIbHBIX ABJICHUAX U
COOTBCTCTBYIOIINEC OTUCTHL

X
X X
X
X
X X
(xomust)  (opuru
HaJ)
X X
(xomust)  (opurm
Ha)
X X
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npakxT...

OTYCTHI

8.3.17. YBenomieHue CnoHCOPOM
1 (WK uccaeaoBaTelieM
(MeIUIMHCKOM OpraHu3anuei)
(4TO MPUMEHUMO)
YHOJHOMOYEHHbIX opraHoB u 9CO
(H3K) o HenmpenBuaeHHBIX
CEpbE3HBIX HEXKENATeIbHBIX
JIEKapCTBEHHBIX PEAKIUAX U
JIpyroi HHpOpMAaIIH 110
0e30macHOCTH

8.3.18. CooOuieHne crnoHCOpoM
UccIeIoBaTeNto HH(OpMAaILIUY MO
0e30MacHOCTH

8.3.19. IIpoMexxyToUHbIE WU
TOJIOBBIE OTYETHI,
npenoctasisgeMbie DCO (HOK) u
YIOJIHOMOYEHHBIM OpraHaM

8.3.20. )XypHan ckpuHUHTa
cyOBEKTOB

8.3.21. Ilepeuenn
UACHTU(PUKAIIMOHHBIX KOJIOB
CyOBEKTOB

coryiacHO MyHKTY 4.11 HacTosmumx
[IpaBun

YBEJIOMJICHHE CIIOHCOPOM U (WJTH) X X
uccienonarenem, (MEIUIIMHCKON (ecu
opranu3zanyeii) (4To npuMeHUMo)  Tpedye
YIOJIHOMOYEHHBIX OPraHOB U TCS)
2CO (HOK) o HenpeaBuaeHHBIX

CEPBE3HBIX HEXKEMATETHHBIX

peaKusXx B COOTBETCTBUU C

noanyHkramu 5.17 u 4.11.1

Hacroamumx [IpaBun u o npyroi
uH(pOpPMAaIUHU TI0 OE30MACHOCTH B
COOTBETCTBUU C MOJIITYHKTAMH

5.16.2 n 4.11.2 macrosmmx

[TpaBun

COOOIIIEHUE CTOHCOPOM X X
MCCJIeI0BATEI0 HHPOPMAIIUU 10

0e30MacHOCTH B COOTBETCTBUU C

nyHkTamu 5.16.2 HacToAmmx

[IpaBun

MIPOMEKYTOUYHBIE HJIH TOJOBBIE
0TueThl, npeaoctanisiembie ICO
(H3K) B cooTBeTCTBHUH C
nyHktamu 4.10 HacTOSIIMX
[IpaBui ¥ ymoaTHOMOYEHHBIM
opraHaM B COOTBETCTBUH C
nyHKkToM 5.17.3 HacTosIIuX
[IpaBun

(ecru
TpeOye
TCS)

JIOKYMEHTAJIBHO 3aKPEINNUTh X X
UICHTU(UKAIUIO CYOBEKTOB, (ecnn
MPOIIEIIINX Tepe]T TpeOye
UCCJICIOBAaHHEM CKPUHUHT TCS

JTOKYMEHTAJIBHO TOATBEPIUTH, YTO X
HCCIIeIOBaTE b (MEIUIIMHCKAS
OpraHM3aIys) XpaHUT
KOH(DUICHIMATBHBIN TIEPEYCHb
UMEH BCEX CyOBEKTOB, KOTOPBIM
IPU BKITFOYCHUH B HCCIICOBAHHE
OBLIH TIPHCBOCHBI
UICHTH()UKAIIMOHHBIC KOJIBI.
[To3BousieT nccnenoBaTeto
(opranuzanumn)
UICHTU(QHUIIPOBATH JIIOO0TO
cyObekTa
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8.3.22. Kypnan peructpauu JIOKYMEHTAIBHO 3aKPENUTh X

BKJIIOYEHUS CyOBEKTOB XPOHOJIOTHYECKYIO

TIOCJIEIOBATEIBHOCTD BKITFOUCHUS
CyOBEKTOB O
UJICHTU(UKAIIMOHHBIM KOJIaM

8.3.23. Yuer ucciemxyemoro JIOKYMEHTAJIbHO 3aKPENUTh X X
rpenapara B UCCJICIOBATEILCKOM  HCIIOJIB30BaHHUE HCCIICTyEeMOTO
LIEHTpE npenapara B COOTBETCTBUH C
MPOTOKOJIOM
8.3.24. JIuct 0Opa3IoB MoANMUce  JOKYMEHTAIBHO 3aKPEIUTh X X

00pa3ipl noanucei u
pacmm@poBOK Moanucel Bcex
JINLI, YIIOJJTHOMOYEHHBIX BHOCUTD
JTaHHbIE U (WJIM) UCIIPABIICHUS B

HPK
8.3.25. Vuer xpansamuxcs JIOKYMEHTAJIbHO 3aKpENUTh X X
00pa3IoB OMOIOTUIECKUX MECTOHAXOXKICHHUE U
XKuakocrel (TkaHei) (mpu UACHTU(DUKAIINIO XPaHSIIHUXCS
HaJTUIHH) 00pa3IoB B ciry4yae

H606XOI[I/IMOCTI/I IMPOBCACHUSA
INOBTOPHBIX aHAJIN30B

8.4. [locne 3aBepuieHUs WIH TOCPOYHOTO
MPEeKpaleHUs HCCIeI0BaHuUs

ITocae 3aBCPUICHUA 1501050 AOCPOYHOTO MMpeKpalCHus HUCCIICO0BaHUA BCC AOKYMCHTEI,
nepevrciieHHble B mojapazfenax 8.2 u 8.3 Hacrosmux I[lpaBui, HOMKHBI coaepxaTbes B dailie
HCCIICA0BaHNA BMECTC C HUKCYKA3aHHBIMH NTOKYMCHTAMMU:

HaumenoBanue nokymeHra Hens Haxonurcs B
daiimax
HCCIE | CIIOHCOpa
JOBaTENs
(Meauim
HCKOTO
yupexae
HUSA)
8.4.1. Yder uccieayemMoro JIOKYMEHTAJIbHO 3aKPENUTh X X
rpenapara B UCCIIEIOBATEIbCKOM  HMCIOJIb30BAHUE HCCIIEyEMOTO
LHEHTpe (MEeAULIMHCKOMN npenapara B COOTBETCTBUU C
OpraHu3aINH ) MPOTOKOJIOM. [JoKyMeHTanbHO
3aKpENUTh PE3YIbTATHI
OKOHYATEJIbHOIO MOJCYETa
KOJIMYECTBA UCCIIEyEMOTO
www.consultant.ru CrpaHuua 54 n3 140
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8.4.2. JlokymeHTanus mno
YHUYTOXKEHUIO UCCIIETyEMOTO
npenapara

8.4.3. NtoroBeliil nepedeHb
UACHTU(PUKAITMOHHBIX KOJIOB
cyOBeKTOB

8.4.4. Ceprucdukar ayaura (mpu
HaJIMYWHN )

8.4.5. UITOroBBIi OTYET MOHUTOpPA
0 3aBEPIICHUH UCCIIEIOBAHUS B
HCCIIEA0BATEIbCKOM IIEHTPE

8.4.6. JlokymeHTaIus 10
pacrpeesieHuI0 CyObEKTOB 10
TpyIIaM | PaCKpPHITUIO KOJIOB

8.4.7. UToroBslii 0TYET
HCCIIeIOBATEs, TPEI0CTABISACMBIN
3CO (HOK) (ecnu TpebyeTtcsi) u
YIOJIHOMOYEHHBIM OpraHam (Te
IIPUMEHHUMO)

npenapara, HoJy4eHHOTo
UCCIIEI0BATEIBCKUM LIEHTPOM
(MeMUMHCKOM Opranu3anuei),
BBIIaHHOT'O CYyObEKTaM
HCCIIEI0BaHMsl, BO3BPALIEHHOTO
CyObEeKTaMU MCCIIEJOBAHUS U
BO3BPAILEHHOI'O CIIOHCOPY

JOKYMEHTAIbHO 3aKpenuTh (PakTt
YHUUTOXKEHUS HEUCTIOIb30BaHHBIX
UCCIIEyEMBIX IIPENapaToB
CIIOHCOPOM WJIX B
UCCIIEI0BATEIBCKOM LIEHTPE
(MeIMUMHCKON OpraHu3alum)

CIeJaTh BO3MOXKHOMU
UACHTU(]DUKAINIO BCEX
BKITIOYCHHBIX B UCCIICJIOBAaHUE
CyOBEKTOB B ClTy4ae
HEOOXOMMOCTH UX
MOCIIEAYIOMIETO HAOTIOICHHSI.

IepedeHb T0JKEH XPAHUTHCS C
co0uroiIeHreM TpeOOBaHUH
KOHq)I/II[eHI_[I/IaHBHOCTI/I B TCUCHHUC
COTJIACOBAaHHOTO CPOKa

JAOKYMCHTAJIbHO 3aKpPCIIUTh (I)aKT
MMPOBCACHUS ayIUTa

JIOKyMEHTaIBHO 3aKPEITUTh
OKOHYAHUE BCEX MEPOIPHUITHIA
UCCJICTOBAHMSI, HEOOXOTUMBIX JIJIS
3aBEpILAIOIIETO BU3NTA, U
HAJIMYUE KOIHA OCHOBHBIX
JIOKYMEHTOB B COOTBETCTBYIOIIHX
daiinax

BO3BPAILIACTCS CIIOHCOPY VIS
JOKYMEHTAJIBHOTO 3aKPETUICHUS
UMEBIIIUX MECTO CITy4YacB
BCKPBITHSI KOJIOB

JOKYMCHTAJIbHO 3aKpPCINUTh
3aBCPUICHUEC UCCIICAOBAHUA

X
(ecu
YHHUTO
JKEH B
KITUHUYC
CKOM
IIEHTPE)

X
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8.4.8. OTueT 0 KIMHUYECKOM JIOKYMEHTAJIbHO 3aKpENUTh X X
HUCCIICIOBAHUU pE3yabTaThl UCCIIENOBAHUSA U UX (ecmm
HMHTEPIPETALUIO MPUMEHU
MO)

ITpunoxxenne N 1

k [IpaBriiam Haexaien
KJIMHUYECKOW MTPaKkTUKU EBpa3uiickoro
9KOHOMHYECKOTO COX03a

TPEBOBAHUSA
K CTPYKTVYPE U COAEPXXAHNIO OTYETA O KIIMHUYECKOM NCCJIIEAOBAHNU

I. O6mue nonoxxeHus

Hacrosmuit  mokymMeHT pa3paboTaH ¢ ydeToM TpeOOBaHWU PYKOBOJCTBA MeXIyHApOIHOU
KOH(MEepeHIIMM M0 TapMOHHU3allMd TEXHUYECKHX TpeOOBaHMI K PETUCTPAllUUd JIEKapCTBEHHBIX
npenaparoB i MenuiuHckoro npuMmeneHust ICH Harmonised Tripartite Guideline "Structure and
Content of Clinical Study Reports (E3)" (Bepcus 4, 1995).

W3n0XeHHbIE B HACTOSIIEM JOKYMEHTE TpeOOBaHUS K CTPYKTYpEe M COJEPKAHHMIO OTYEeTa O
KIIMHUYECKOM HCCIICIOBAaHUU (Jajiee - OTYET) SBISIOTCS OOUMMH W TPUTOIHBI ISl OIHMCAHHS
PE3yNIbTaTOB MCCIEN0BaHUS JIIOOOTO TepaneBTUUECKOro, MPOPMIAKTUYECKOTO WU JIUAarHOCTUYECKOrO
JIEKapCTBEHHOT'O CPEJICTBA, MPOBEJICHHOIO y MAIlMEHTOB (340POBBIX 100poBOIbIEB). KnnHuueckoe u
CTaTHCTUYECKOE OMMCAHKUE PE3yJbTATOB UCCIIEIOBAHUS, IPEACTABICHUE U aHATN3 JAHHBIX, TOMyUYEeHHBIX
B XOJIC BBITIOJIHEHUS] WCCIIEAOBAHUS BBIMOIHIIOT B BHJE €IMHOTO OTYETa, BKIIOYAIOMIETO TAONHUIBI U
PUCYHKHM B OCHOBHOM TEKCTE€ OTYETa WMJIM B KOHIIE TeKCTa oTdera. IIpuMiiokeHus K TakoMy OTYeTy
BKJTIOYAFOT:

MIPOTOKOJ;

00pa3iibl UHIUBUAYATbHBIX PErHCTPAIIMOHHBIX KapT;

I/IH(I)OpMaI_II/IIO, CBA3aHHYIO C UCCJIICAOBATCIISIMU

UH(POPMALIMIO, CBS3aHHYIO C HCCIEIyEeMbIM IMpernaparoM (IKCIEPUMEHTAIbHBIM IPErnapaToMm),
BKJIIOUasi IpenapaTsl CpaBHEHUS (KOHTPOJIbHBIE ITPENapaThl);

TEXHUYECKYIO CTATUCTUYECKYIO TOKYMEHTAIIHIO;
COOTBETCTBYIOIINE ITyOIMKAIIUY;
MEPEYHU JIaHHBIX TI0 MAI[UEHTaM;

TAKHUC TCXHUYCCKUC CTATUCTUYCCKUC NAHHBIC, KaK BBIBOABI, IPOMCIKYTOYHLIC PACUCThI, AHAJIN3bI U
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3aKJIIIOYCHHA Ha OCHOBC KOMIIBIOTCPHBIX JaHHBIX;

U JIpyTHe.

XOTd HACTOALIMHA JOKYMEHT B OCHOBHOM OTHOCHTCA K HCCIeAOBaHHSIM 3(dekTuBHOCTH U
0€30MacHOCTH, OCHOBHbBIE IPUHLIMIIBI COCTABJICHUS OTYETA U €0 CTPYKTYpa MOTYT HUCIIOJIb30BAThCS MPU
MOJTOTOBKE OTYETOB IO pa3HbIM BUIAM HCCIEJOBAaHUN (HAlpUMep, HCCIIETOBAaHUSAM KIMHUYECKON
¢dapmakosioruu). B 3aBucMMOCTH OT cHEeUU(GUKH M 3HAYUMOCTH TaKHUX HCCIECIOBAaHUM MOXKET
COCTABJIATHCSA MEHEE JETAIU3UPOBAHHBIA OTYET.

Hacrosimmii 1okyMeHT npeHa3HayYeH AJisl OKa3aHUs MOMOIIM CIIOHCOpPaM B COCTABIICHUM OTYETA,
KOTOpPBI OyIeT MOJIHBIM, JIUIIICHHBIM JABYCMBICIICHHOCTH, XOPOIIO CPOPMUPOBAHHBIM U MPOCTHIM ISt
MOCJIEIYIONIET0 PACCMOTPEHHUS U OLIEHKH. B oT4eTe JOMKHBI COAEPKATHCA YETKOE OOBSICHEHHE TOTO,
Kak ObUTH BHIOpaHBI KPUTHYECKUE OCOOCHHOCTH JM3aiiHa UCCIe0BaHus, MH(OpMAIIUs O IUIaHe, METOEe
M XOj€ IPOBEACHHUS HCCIEAOBaHUSA, YTOOBI HE OBLJIO HUKAKOW JBYCMBICICEHHOCTH B TOM, KaK OBLIO
MPOBEJICHO HCCleIoBaHue. B oTyeTe U MpHIIOKEeHUAX K HEMY TakKe JOJDKHO COJEP>KAThCs JOCTATOYHOE
KOJMYECTBO WHIMBUAYATbHBIX JaHHBIX MAIMEHTOB, B TOM YHCIE AEMOTpaUUecKUX W HMCXOIHBIX
JAHHBIX, ¥ XapaKTEPUCTUKA aHAIIMTUYCCKHX METOJOB, YTOOBI MPU HEOOXOIUMOCTH YITOJHOMOUYEHHBIN
opras (3KcIepTHasi OpraHu3alys) rocy1apcTBa - ujaeHa EBpa3uiickoro 3kOHOMH4ECKOro coro3a (Janee -
TrOCYJIapCTBO-4YJICH) MOT BOCIIPOM3BECTH OCHOBHBIC BHBI aHAIM30B. He MeHee BaKHO B TEKCTE U B
MPUIOKEHUAX YETKO YKa3blBaTh KOHKPETHBIE TPYIIbl IMAIMEHTOB, Y KOTOPBIX BBIMOIHSINCH
COOTBETCTBYIOIIKE aHAIIN3bI, COCTABIISUIACH TAOTHUIIBI U CXEMBI.

B 3aBucMMOCTM OT TOJMTUKM YIOJHOMOYEHHOI'O OpraHa ToCyJapcTBa-4jieHa B 00JacTu
9KCIIEPTU3bl HEKOHTPOJUPYEMBIX M UHBIX HCCIIEIOBAaHUI, HE HAIpPABJICHHBIX HAa YCTAHOBIIEHHE
3 GEKTUBHOCTH (32 UCKITFOUEHHEM KOHTPOJIMPYEMBIX UCCIICIOBAHHMA, HAIIPABICHHBIX HA YCTAHOBJICHUE
0€30MacHOCTH), B ONPEJECICHHON CTENEeHU HEIMOJIHOICHHBIX WM MPEeKPAleHHBIX HCCIIECIOBAHUNA WU
UCCIIEIOBAHMM, 1IN KOTOPBIX HE CBA3AHBI C 3asBISIEMBIMH [TOKa3aHUSMMU, JOIYCKAeTCsl MPEJCTABIATh
COKpaIlleHHbIE OTYEThI, OCHOBAHHbIE HA 0OOOIIEHHBIX JAHHBIX WK 0€3 BKJIIOYEHHS B OTYET HEKOTOPBIX
pa3genoB. OnHAaKO B ATHUX CIIy4asx HEOOXOAMMO IPEJICTaBUTh IOJHOE OMMCAaHHE BCEX AaCIEKTOB
OezomacHocTd. Ilpu mpencTaBIeHUM COKpPAIIEHHOTO OTYeTa OH JOJDKEH BKIIIOYATh JOCTATOYHO
CBEJCHMI O Ju3aiiHe U pe3yJbTaTax MCCIIEJOBaHMsI, YTOObI YIIOJIHOMOYEHHBI OpraH MOT ONpeAeIuTh
HE0OXOUMOCTh TIPEJCTABJICHUS TMOJHOrO oOT4YeTa. Eciu BO3HMKAIOT BOIPOCHI O HEOOXOIUMOCTHU
IIPEJCTABICHUS OTYETOB, CIEYET CBA3aThCS C YIIOJTHOMOUEHHBIM OPraHoOM.

HpI/I HO,Z[pO6HOM OIMHCaHMUH TOIo, Kak OBLIO MMPOBEACHO HUCCICAOBAHUEC, NOITYCKACTCA IIOBTOPCHUC
€ro OIIMCaHHA U3 pa60qe171 BEpCUHN NIPOTOKOJIA. B pAac CiiydacB, €CJIHU 3TO CBA3aHO CO CTAHAAPTHOCTHLIO
BBITIOJIHACMOM MCTOIHUKHU, OOIMYCKACTCA MPCACTABIATL MCTOAUKY HCCICAOBAHUA Ooiece KpaTKO B BHUIC
OTACJIBHOTO pasaciia. B kaxmom pasaciic, ONMCBhIBAIOIICM IIJIaH W XOA HNPOBCACHUSA HCCICOOBAHMA,
H€O6XOJII/IMO YKa3aTb 0COOCHHOCTH HCCIICOOBAHUA, KOTOPBIC HEAOCTATOYHO IIOJJHO OIIMCAHBI B
IIPOTOKOJIE, OIPCACINTH, KaKUM 06p330M IIPOBOAMMOE HCCIICAOBAHUE OTIHNYAJIOCh OT IIPOTOKOJIA, U
O6CYI[I/ITB CTATUCTUYCCKUC MCTOABI U AHAJIM3bI, UCIIOJIb3YCMBIC IJId 000CHOBAHHMS ITUX OTKJIIOHEHHH OT
3aIJTAHUPOBAHHOTO ITPOTOKOJIOM XOJida UCCIICAOBAHUA.

IlonubeId OTYET OTACJIBbHOI0 KIMHHYCCKOI'O HMCCICAOBaHUA JOJIKCH BKIIHOUYATh HOI[pO6HOC
OIMUMCAHUC HWHAWBUAYAJIBbHBIX HCKCIIATCIIbHBIX SIBIICHUN WIIN na60paT0pHHx OTKHOHGHI/Iﬁ, OJJHaKO
JaHHBIC CBCACHUA H€06XO)II/IMO IIOBTOPHO PACCMOTPETH IIPU MPOBECACHHUUN 06HI€FO aHalIn3a
0€3011aCHOCTH 10 BCEM HMCEIOOIUMCA OTUECTAM PETUCTPALUMOHHOI'0 JOCHE JICKAPCTBEHHOI'O IIpEIiapara.

B oruere m0JKHBI COACPKATBCS ,I[CMOFpa(I)I/I‘lCCKI/Ie U JOpyru€ ImNOTCHHHUAJIBHO 3HAYUMBIC
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IIPOTHOCTUYECKUE XAPAaKTEPUCTHKU HCCIENYEMONW TOMYJALMH, a B CIy4ae €ClIM MCCIEI0BaHNE
JOCTaTOYHO MaclTabHOe, JOJDKHBI MPEACTAaBIATHCS JaHHBIE MO JeMorpaduyeckuM (Hampumep,
BO3pacT, IOJ, paca, mMacca Teja) M JAPYTrUM IOKazaTelasM HOArpyHnbl (HampuMep, MOYEUHbIE WU
NeYeHOYHbIe (PYHKIUH), TAKUM 00pa3oM, YTOOBI MOTJH OBITH YCTAaHOBJICHBI BO3MOJKHBIE Pa3IHUUs B
s¢pdexktuBHOCTH WM Oe3omacHocTH. OJHaKo, peakuuss MNOATPYNNbl  HAIMEHTOB  JOJDKHA
paccMaTpuBaThCS B paMKax YKPYHNHEHHOW 0a3bl JaHHBIX, MCIOJIb3yeMOHl B OOLIEM CTaTHCTUYECKOM
aHaJIn3e.

[Ton mepevHsMHU JAaHHBIX, 3alpallMBaéMbIMH B paMKax oOT4yeTa (OOBIYHO KaK MPHIIOKEHHE K
OTYETy) - MOHUMAIOT JaHHBIE, KOTOPbIE HEOOXOIUMBI Ul MOATBEP)KICHUS OCHOBHBIX (KPHUTUYECKHX )
BUJIOB CTaTUCTUYECKOTO aHanu3a. [lepeunu JaHHbBIX, KOTOPbIE SIBJSIIOTCS YaCThIO OTYETA, JOJIKHBI OBITH
YAOOHBIMU I WCIOJIb30BAHUS PEIEH3EHTOM, MPOBOJASAIIUM 3KCIEPTHYIO OLIEHKY oOTuyeTa. Takum
o0pa3oM, cienyeT BKIOYaTh KaK MOXKHO OOJIbLIE MEPEMEHHBIX B OJMH CIHUCOK, YTOObI OIpaHUYUThH
o0beM HH(OpPMALUK, HO 3TO HE [JODKHO NPUBOAUTH K CHIDKEHUIO SCHOCTH (IIOHATHOCTH)
NpeJCTaBIsAeMbIX JaHHbIX. Henb3s nomyckarh, 4ToObl U30BITOK JAHHBIX COMPOBOXKAAJICS YPEe3MEPHBIM
HCIOJIb30BAaHUEM CHMBOJIOB BMECTO CJIOB M XOPOLIO IOHSTHBIX COKpAleHUH (OOLENpUHATHIX
po(eCCHOHATBHBIX COKpAIEHU) WM TPUBOAWI K TPEACTABICHUIO H300paKCHUH B MalloM s
BOCHpUATHSA MaciiTabe U T.A. B 3ToM ciydae mpeanouyTUTeNbHEE COCTABIIATH HECKOJBKO IepeuHen
JAHHBIX.

I[aHHBIC JOJIKHBI IPEACTABIIATHCA B OTUCTE € PA3JIMYHBIMHA YPOBHAMU ACTAIIU3ALNN:

YHCJIOBBIC JaHHBIC W TaOJMIBI OOIIEro XapakTepa, oToOpakaroliue Haubojee 3HAYMMBIC IS
JTAHHOTO WCCIIEAOBaHUs JeMOoTpaduiecKie MoKa3aTeNu, mokasarenu 3(p(OeKTHBHOCTH U 0€30MacHOCTH
MOFYT 6I)ITB IIOMCIICHBI B TCKCT OIS I/IJ'IJ'[IOCTpI/IpOBaHI/Iﬂ Ba’XHbIX MOMECHTOB,

BCE MPOYME CBOJHBIC MMOKA3aTeIH, TA0IUIbl U EPEYHH JIeMorpapuuecKiX JaHHbIX, TTOKa3aTesen
s¢dexkTuBHOCTH M 0€30MacHOCTU JOJDKHBI OBITh MpeAcTaBieHbl B paszziene 14 oruyera (coriacHo
pyOpHKaIuu pasienoB yKazaHHo# B uactu Il HacTosero 1okymenra);

VH/IMBUYaJIbHbIE JaHHBIC TAIIMEHTOB MO OTJACIBHBIM HMOATPYIIaM JOKHBI OBIThH MPEICTaBICHBI B
BUJIC MEPEYHEN JaHHBIX B MPWIOKEHUH 16.2 K oT4eTy (COrNIacHO pyOpHKaIMM pa3/ieioB yKa3aHHOH B
yacTu [l HacTosIIero JOKyMeHTa);

BCE MHIMBUAYaJbHbIC JaHHBIC MAIMEHTOB, JOJKHBI TPUBOIUTHCS B MPUJIOKEeHUH 16.4 K OTYETY
(cornacHo pyOpHKaIuy pa3ienoB yKkazanHo B yacTH Il HacTosimero nokymenra).

B nmro6oit Tabnuie, mepeyHe MaHHBIX WM Ha Trpaduke, OIEHOYHBIE (TEOpPETUYECKUE) U
NPOM3BOJIHBIE TIOKA3aTeNIM, €CIM OHM HCHOJNb3YIOTCS, JOJDKHBI OBITh OJHO3HAYHO U SICHO
UACHTUGUIMPOBAHBL. [IpH 3TOM JOKHBI TPUBOAUTHCS MOIPOOHBIE Pa3bsICHEHUS TOTO, KAKUM 00pa3oM
ObUIM pacCUMTaHbl WM TIOJIyY€HBl [JaHHbIC 3HAYeHWs H Kakue ObUIM CJeJaHbl OCHOBHEIC
MPEATIONIOKCHUSL.

HpI/IBeI[eHHBIe HHMKC yKazaHHs ABJIAIOTCA MAaKCUMaJIbHO ACTAIM3UPOBAHHBIMH M IMPCAHA3HAYCHBI
JJIs1 HallIOMHMHAaHUA 3asBUTCIIIO O MAaKCHUMAJIbHOM 00BeMe I/IH(1)OpMaI_II/II/I, KOTOpas AO0JIKHA NPUBOAUTHCA
UM B OTYUECTC TaKuUM 06pa30M, yTOOBI IIOCJIE €€ OpCACTaBJICHUA CBCCTU K MHHUMYMY 3allpOCHL
JOIIOJIHUTCIIbHBIX JAaHHBIX. Tem HEe MeHee B KaXZI0M 4aCTHOM CJiy4ac TpC6OBaHI/ISI K OpCACTAaBJIICHUIO U
(I/IJ'II/I) AHAJIN3Y JaHHBIX MOT'YT 3aBUCETH OT KOHerTHOI\/'I CUTyalluu, U3MCHATHCA C TCUHCHUCM BPEMCHU,
OTJINYaTbCA B 3aBUCUMOCTH OT KJIaCCa M3y4YaCMbIX IMpEHapaToB, pa3jndaTrbCsd B Pa3HbIX PETHOHAX, U HE
MOr'yT OBITH OITMCAHBI B BUJIC 06IHI/IX Tpe6OBaHHﬁ B HACTOALIEM OTOKYMCHTC. HOBTOMY IIpHu MOATOTOBKE

www.consultant.ru CrpaHuua 58 ns3 140
HafeXHasa npaBoBas noaaepXxka


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

OTYETOB  HEOOXOAMMO HCHOJb30BATh  CHELUalbHbIE (YacTHbIE) KIMHHYECKHE PYKOBOJICTBA
YIOJIHOMOYEHHBIX OpPraHoB B cdepe oOpalieHus JEeKapCTBEHHBIX CPEJICTB M IO BO3MOXKHOCTH
00CyX/aTh TPEACTAaBICHWE IaHHBIX W AHAJU30B C YIOJHOMOYEHHBIM OpraHoM. B HEKOTOpBIX
YIOJHOMOYEHHBIX OpraHax ToCyAapCTB-4JE€HOB MOXKHO IOJIYYUTh HOJAPOOHBIE KOHCYNbTALUU H
PYKOBOJICTBA 110 CTATUCTUYECKUM METOAUKAM.

Kaxzplii oT4eT O/KEH COAEp)KaTh BCE ONMMCAHHBIE HMXKE pas3zienbl (32 MCKIIOYEHHUEM CIy4aesB,
IIPU KOTOPBIX 3TH pas3fiesibl SBHO He TPeOyrOTCs), IPU 3TOM JUIl COXPAHEHUS JIOTMKM KOHKPETHOTO
HCCIIEIOBaHMs JOIyCKAeTCsl M3MEHEHHUE I0CIIE0BATEIbHOCTH WM TPYNIUPOBKH Ppa3/ejOB OTYETA.
VYkazaHue OTAENbHBIX CBEACHUI B NPWIOKEHHUSIX K OTYETy SBIAETCS TpeOOBaHMEM HEKOTOPBIX M3
YIOJTHOMOYEHHBIX OPTaHOB W JaHHbBIE MPHUIIOKESHHS JTOJKHBI MPEICTABIATHCS Py HeoOxoauMocTu. Bo
BCEX BBILICTIEPEUYHCICHHBIX CIydasx CleAyeT COOTBETCTBYIOIIUM OOpa30M HCHPABIATH HYMEpaIUio
pa3zesoB OTyeTa.

Hekotopeie TpeOoBaHUS HACTOAILIETO JOKYMEHTa B OTHOIIEHMH KpPYyIMHOMACIITaOHBIX
UCCIICZIOBAaHUM MOTYT OBITh HEBBINOJIHUMBI WJINM HeueaecooOpaszHel. Ilpu r1ulaHupoBaHMM U
NpPEJCTaBICHUNA  Pe3yJbTaTOB  KPYMHOMACIITAOHBIX  HMCCIEIOBAaHMWA  ClEeayeT OOpaTUThCS B
YIOJTHOMOYEHHBIIH OpTraH 1 00CcyIuTh popMaT oTdera.

[Tonoxenus HACTOAIICTO JOKYMCHTaA CIICAYET YUUTBIBATH COBMECTHO C Tpe6OBaHI/I$[MI/I APyrux
JAOKYMEHTOB, PEriIaMCHTUPYIOIIHUX IIPOBCACHUC KIMHHUYCCKUX I/ICCJ'IeIIOBaHI/II\/'I H TIPEACTABIICHUC
PE3YyJIbTAaTOB O HUX.

II. TpeGoBaHus K CTPYKTYPE U COACPIKAHUIO OTUETA
1. TurynbHas cTpaHuLa
TutynpHas cTpaHUIa OTYETa JOJDKHA COAEPIKATh CIEAYIOIYI0 MH()OpMAIHIO:

HAaUMCHOBAHUC OTUYCTA C YKa3aHUCM HAUMCHOBAHHUA HCCICAYCMOI'0 IIpflapara, HU3ydacMoro
IOKa3aHus K IPUMCHCHUTO, ITPU KOTOPOM ITPOBOAMUIOCH UCCJICJOBAHUC,

€CJIM He yKa3aHO B HAMMEHOBAaHUM - KpaTKOE OMMCAHME JH3aiiHa (MapajiesbHbli, NepEeKPEeCTHBIN,
CJIETION, paHAOMU3HPOBAHHBIN), BUAA cpaBHEHUS (TU1ale00-KOHTPOJIb, aKTUBHBIH KOHTPOJIb, KOHTPOJIb
"no3za-3pPext"), NPOMOIIKHUTENBHOCTh HCCICIOBaHMSA, JO3UPOBAHME MCCIEIyeMOro mpenapara u
KOHTHHT€HT CyObE€KTOB UCCIIEIOBAHUS;

HalMEHOBAaHUE CIIOHCOPA;

UICHTU(HUKAIMS TPOTOKOIIA (KO T HOMED);

(aza uccienoBaHus;

JlaTa Havyasla NCCIIeZIOBaHus (J1aTa BKIIOYCHUS B MCCIICOBAHKE TICPBOTO MAIMEHTa WIIM WHAs JaTa
MHULUMPOBAHKS), JaTa OKOHYAHWS MCCIEAOBAaHMS WM €ro JTama (aTa 3aBepLICHUS JICYCHUS
MIOCJICIHET0 MAIMEHTa), 1aTa JOCPOUHOT0 3aBEPILCHHS NCCIIEI0BaHUS (TP HAJTMYHH);

bamMuIuM M JODKHOCTH MO OCHOBHOMY MECTy paboThl TJIaBHOTO HcCcienoBaTens (TJIaBHBIX

uccuefoBareliell) WM HCCIIeOBaTeNs-KOOpAUHATOpa  (MCCIEI0BATEICH-KOOPAUHATOPOB)  WJIU
OTBETCTBEHHOTO MPEJCTABUTEINS CIIOHCOPA;
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uHpopmanus 00 OTBETCTBEHHOM JIMIIE, MOAMUCABIIEM OTYET HCCIIEAOBAHMUS OT JIMIAa CIIOHCOpa
(pamunms mpencTaBUTENsT KOMIIAHMM (CIIOHCOpA), MOJMHMCABLIET0 OTYET M OTBETCTBEHHOTO 3a 3TOT
otyer). Takke Ha TUTYJIBHOM CTpaHHIE, JIUOO B COMPOBOAMTEIHHOM MHCHhME YKa3bIBAIOTCS (haMITUH,
HOMepa TenedoHa U (akca KOHTAKTHBIX JIMIl KOMIAHUH-CIIOHCOPA, OTBETCTBEHHBIX 32 IIPHUEM BOIIPOCOB
10 OTYETY;

yYKa3aHUE O TOM, YTO HCCIEAOBaHUE, BKIKOYAas apXUBUPOBAHUE OCHOBHBIX JOKYMEHTOB IIO
HCCIIEAOBAHUIO, BBINIOJHEHO B COOTBETCTBHM C MpaBWJIaMU HaJJIeXKallell KIMHUYECKON INpPaKTHKH,
YTBEPKACHHBIMU EBpasuiickoll "KOHOMUYECKOM KOMHUCCHUEH (fjanee - mpaBuia);

JaTra oTdycTra (TaK)Ke HGO6XOIII/IMO YKa3aTb HAMMCHOBAHUA U OATbl BCCX Ooiece PaHHUX OTYCTOB,
IMOATOTOBJICHHBIX B paMKax MPOBCACHUA JaHHOT'O I/ICCJ'ICIIOBaHI/IH).

2. CuHoricuc (KpaTKOC OIMMCAaHUC KIIMHHUYCCKOT'O I/ICCJ'IC,I[OBaHI/IH)

Heo6xonumo mpeacTaBuTh CHHONCHC (OOBIYHO OKOJIO 3 cTpaHull), oOoOmiaromuil ceeaeHus oo
uccienoBanuu (B coorBercTBuM ¢ npuioxenueM N 2 k IlpaBunam). UToObl OTpasuTh pe3yJbTaThl,
CHHOIICUC JI0JKEH BKJIIOYATh YMCIIOBbIE IaHHBIE, @ HE TOJIBKO TEKCT U p-3HAYECHHUSL.

3. CoxepxaHue oT4yeTa

CogepxaHuie oT4eTa JOHKHO BKIIIOUATh HOMEpa CTPAHUI] WK JPYroe yKazaHue Ha PacIoyioKeHUe
B TEKCTE OTYETa Ka)XJOTO pasjieia, B TOM YHCJIe CBOAHBIX TAONUIl, pUCYHKOB U TpadUKOB; NEPEUCHb U
PAaCIIOIIOKCHHUEC HpI/IJ'IO)KeHI/If/'I, Ta6J'II/III U TOPCACTABJICHHBIX WMHAWBUAYAJIBHBIX PETUCTPAIMOHHBIX KapT
(manee - UPK).

4. IlepedeHb COKpallleHUH U onpeesieH sl TEPMUHOB

B oruere J0mKHBI OBITH TPEACTaBICHBI TEPEUYEHb COKpAIIEHWH W ONpeAeieHUH
CTNEIMANM3UPOBAHHBIX WM HEOOBIYHBIX TEPMHUHOB, a TAKXKe CIMHUI] M3MEPEHHH, HCIIOJIBb3YEMBIX B
oryere. [Ipy mepBOM yNOMHWHAaHMM B TEKCTE COKPANICHHBIE TEPMHUHBI JIOJKHBI IPOMUCHIBATHCS
MOJTHOCTHIO, a UX a00peBHaTypy HEOOXOAMMO B3ATh B CKOOKH.

5. DTn4eckue BOIpOCh
5.1. OkcneptHbIi coBeT opranu3anuu (He3aBucuMBbIi 3THUYECKUI KOMUTET).

Jlo;okHO OBITH TIPEICTABICHO TOATBEPIKICHHE TOTO, YTO IPOTOKOJ HCCIEIOBAHHS M JIIOOBIC
MIOTIPABKU K HEMY OBUIH pacCMOTpPEHBI DKCIEPTHBIM COBETOM opranu3anuu (He3aBUCHMBIM STHUECKUM
komuteToM) (manee - 9CO (HOK)). Ilepeuens Bcex DCO (HOK), k koTOphIM OOpaliaiuch, Cieayer
npuBeCTH B npuiioxkeHuu 16.1.3 k otdery (cormacHo pyOpHKalMU pa3/iesioB yKa3aHHON B HacTOsILIEH
YacTu JOKYMEHTA) U yKa3aTh (paMHIIHIO, UMs U oT4ecTBO (mpu Hammuuu) npenacenatens ICO (HOK),
€CITH 3TO TPeOyeT YIOTHOMOYEHHBIH OpTaH.

5.2. 3asBIIeHUE O MPOBEACHUHU UCCIIEIOBAHUS B COOTBETCTBUH C ATUYECKUMU MTPUHIIMIIAMH.
CrieyeT mpuUBECTH MOATBEPKACHHUE, UTO UCCIICIOBAHNE ITPOBEACHO B COOTBETCTBUU C ATUYCCKUMHU

NpUHIMNAMUA ~ XeNbCUHCKON neknapauuu, npuHstod XVII ceccuelr Bcemupnoit accambGiien
31paBooxpaHeHus B 1964 rony.
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5.3. UudopmupoBaHHOE cornacue.

JlomkHO OBITH ONMMCAaHO, KaK U Korjaa ObUIO MOJy4yeHO WH(POPMHUPOBAHHOE COTJIacHe Y HaOpaHHbBIX
B HCCIIE/IOBAaHHE MAIMEHTOB (HAampUMep, Mpu 0TOOpE B UCCIIEIOBAaHUE, MIPEIBAPUTEIILHOM CKPHUHUHTE).
B mpunoxenun 16.1.3 (cormacHo pyOpuKanuu pas3zienoB OTYeTa, YKa3aHHOW B HACTOSINEH YacTh
JIOKYMEHTa) K OTYETy JOJIKHBI ObITh NMPUIIOKEHBI 00pa3el] MUCbMEHHOW HMHpOpMalnuu A HalleHTa
(mpu HanmuuKM) 1 00pazer; GOpMbI COTIIACHS TTAIUCHTA.

6. HccnegoBaTenu u AIMUHUCTPATUBHAA CTPYKTYpa UCCIICAOBAHUA

AIMUHUCTpAaTUBHAs  CTPYKTypa  HcClelOBaHUs  (Hampumep, TJaBHBIM  HCCIe0BaTelb,
HCCIIEIOBATENb-KOOPAUHATOP, YIPABISIIOIMIMA KOMUTET, aAMHHHUCTpAIMsl, KOMUTETbl MOHUTOpPUHTA WU
OLIEHKM  JaHHbBIX, YYacCTBYIOUIME  MOAPA3ACICHUS,  CHELHATUCTBI-CTATUCTUKH,  LEHTpaJbHAs
nabopaTopusl, KOHTpaKTHas UccienoBarenabckas opranuzanus (nanee - KMO), ynpasieHne nocraBKaMu
B PaMKax KJIMHUYECKUX UCCIICOBAHM) J0JKHA OBITH KPAaTKO OMKMCaHa B 3TOM pasJiesie OTUEeTa.

B npunoxenun 16.1.4 x ordery (coriiacHO pyOpHKalMM pas3leloB OTYETa, YKa3aHHOW B
HACTOAILIEH 4YacTH JOKyMEHTA) JOJDKHBI OBbITh NPEJICTaBICHbI IEpPEeueHb HCCcienoBaTeNiel U HX
opraHmzainuii, ux posib (005S3aHHOCTH) B HUCCJIEIOBAHUH, CBEJCHUS O KBaIM(UKAIMKU UcclenoBaTeneit
(pe3roMe WM SKBUBAJIECHTHBIM €My IOKyMeHT). Taxke B mpuioxkennn 16.1.4 x ordery (corjacHo
pyOpHKaluy pa3/ienoB 0TYEeTa, YKa3aHHOW B HACTOSIIIEH 4acTH JOKYMEHTa) I0JIKEH OBbITh MpeCTaBlIeH
AQHAJIOTUYHBIN MEPEYEHb JPYTUX JIUL, Y4aCTUE KOTOPhIX UMEET CYIIECTBEHHOE BIUSHUE HA IIPOBEJICHUE
uccnenoBanus. s MacmTaOHBIX HCCIIEOBAaHUI C ydacTHeM OOJIBIIOTO KOJIMYECTBA HCCIIEO0BaTeNeiH
BbIIIIEYKa3aHHbIE TPEOOBAaHUS MOXKHO COKPATUTh J0 OOIIMX CBEIEHUH O KBaNU(UKALWN JIHLI,
MIPOBOAMBIINX HCCIIEJOBAHNE, C YKa3aHUEM UMEHH, YUEHOU CTeleHu, MecTa paboThl U PO KaXJI0TO U3
ucclieioBaTeNeil WK Jpyrux y4aCTHUKOB.

[Tepedenb HOKEH BKIIIOYATh CIIEAYIOLIYI0 HHPOPMALIHIO:
HCCJIEIOBATENN;

aroboe  apyroe JMIO, OCYIIECTBISIONIEE HAOMIOJeHHE 32 TEePBHYHBIMUA WM  JIPYTHMHU
nokasaresiMi 3G (QEKTHBHOCTH (HAIIpUMEp, MEICECTpa, MOMOIIHUK Bpada, KIMHHYECKUN TICHXOJIOT,
KJIMHUYECKUH (apMakosor wiM ImTaTHBIA Bpad). HeoOs3aTenpbHO BKIIIOYATh B ATOT IMEpPEUEHb JIUIIO,
BBINIOJIHSIONIEE B pAMKaX MCCIICOBAHHS TU30ANIECKHE 00SI3aHHOCTH (HapuMep, Bpadya, KOTOPbINA ObLT
BBI3BaH B CBSI3M C BO3MOXKHOUM HEXeJaTeJIbHOW peakiMeil Ha MmpueM JICKapCTBEHHOTO Imperapara WITH
BPEMEHHO 3aMEHsII KOT'0-TO U3 BBIIICIICPEUNCICHHBIX JIHIT);

aBTop (aBTOpBI) OTYETAa, B TOM UHCIE OTBETCTBEHHBIM OHMOCTATHUCTHK (OTBETCTBEHHBIC
OMOCTaTUCTUKH).

B cnywasx korja ymnoJHOMOYEHHBIMH OpraHaMu TpeOyroTcs oOpasibl MOJIHCEH TIJIaBHOTO
UCCIIeIoBaTeNsl WM HCCIEOBaTENIA-KOOPIAMHATOPA, HUX TMOANUCH JOJDKHBI ObITh BKJIIOYEHBl B
npuioxenue 16.1.5 k oTyety (corsacHO pyOpUKaIMM pa3JesioB OTYETa, YKa3aHHOM B HACTOSILEH 4acTH
JOKyMEHTa, B COOTBeTCTBUU ¢ (opmoit mpunoxenus N 3 k [Ipasunam). Eciu oOpasupsl noanuceid He
TpeOyrorcs, B mpuiiokeHun 16.1.5 k otuety (coryacHo pyOpuKanuu pa3fenoB yka3aHHOW B yactu 11
HACTOSILEro JOKyMEHTa) IPUBOAUTCS O0pasel] MOAINMCH OTBETCTBEHHOIO CHELMAINCTa CIOHCOpa
UCCIIEIOBAHMSL.
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7. BBenenue

BBenenue nomKHO colepkaTh KpaTKoe H3JI0KeHHEe (Kak MpaBwiio, He Oosiee 1 cTpaHUILBI)
UCCIIEIOBaHUsI B KOHTEKCTE pa3pabOTKU HCCIeNyeMOoro mpemnapara, OOCYXIE€HHE KpPUTHYECKHUX
0COOEHHOCTEH HWcclenoBanus (Hanmpumep, OOOCHOBAaHWE U IICJIM, IIEJIEBBIE TPYIIIbI, JICYCHHE,
MIPOJOIKUTEILHOCTD, IEPBUYHBIE KOHEUHBIE TOUKH).

Heo6xonumo nepednciuTh Bce TOKYMEHTBI, Ha OCHOBE KOTOPBIX pa3zpalaThiBajics MPOTOKOJ, WK
IIpOYME 3HAYMMBbIE JJI JAHHOI'O MCCJIEN0BAHUS COIVIAILIEHUS WM JIOTOBOPEHHOCTH MEXAY CIIOHCOPOM
(xoMmaHueN) U yIOJJHOMOYEHHBIMU OpraHaMHu.

8. llenp u 3a/1a4m UcciieI0BaHUS

B nmanHoM paznene momxkHa ObITh mpeicTaBieHa WHGOpMAIUs C U3JIOKEHUEM OOIIMX Ienel u
3a/1a4 MPOBEJICHHOTO UCCIIEIOBAHUSI.

9. Ilnau ucciieqoBaHus
9.1. OOt [n3aliH U IUIAH-OIUCAHNUE UCCIIEIOBAHU.

OO0muii TaH wuccnenoBaHWsl W Au3aiH  (KoHpUrypausi) HccielnoBaHUS — (Hampumep,
napajIeNbHbIA, IePEKPECTHBIN) TOMKHBI OBITH OMTUCAHBI KPATKO, HO SICHO C MCIOIh30BaHUEM TPaduKOB
U uarpamm (pu HeoOXouMOocTH). Eciii B Ipyrux MCClIeIOBaHUAX UCTIONB3YETCS MOX0KUN MPOTOKOIL,
MOKET OBITh IMOJIC3HBIM JaTh CCBUIKY HA TaKOW MPOTOKOJI M OMHUCATh JIOOBIC 3HAYMMBIC OTIHYHUS OT
Hero. JleWcTByromast pemakius MPOTOKOJIa W JIFOObIE W3MEHEHUS JOHKHBI OBITh BKJIIOYEHBI Kak
npuinoxenus 16.1.1 k otdery (corimacHo pyOpHKanuy pas3aesioB OTYETa, YKA3aHHOW B HACTOSIICH YacTH
nokyMmeHTa), a ooOpaszen MPK (Tonpko yHHKanbHBIE CTpaHHIBI; T.e. 0€3 BKIIOUEHUS HISHTHYHBIX
CTpaHMI] KapThl, OTHOCAIIMUXCSA K pa3HbIM BH3UTaM) B BUjJEe npuiioxkeHus 16.1.2 k ordyety (coriacHo
pyOpHKamuu pas3/iesoB OTYeTa, yKa3aHHOW B HACTOSAMICH YacTH JOKyMeHTa). Ecim  kakas-nmmbo
nH(popMaIysa B 3TOM pasfesie OTyeTa B3siTa U3 APYIHMX UCTOYHUKOB (MIOMHUMO MPOTOKOJIA) UX CIEAYeT
yKa3aTh.

HpeI[CTaBJ'IeHHaH I/IH(bOpMaI_[I/IH JOJIDKHA BKJIFOYATh:
HN3y4aceMbI€ MCTObI JICUCHUSA (KOHerTHHC npenaparsl, J03bl U npouenypbl);

HCCIICAYCMYIO TOMYJIALNUI0 TIMAIIUCHTOB W KOJUYCCTBO IMALUMCHTOB, KOTOPBIC JOJI?KHBI OBITH
BKJIFOUYCHBI B NCCIICOIOBAHUC,

CTENeHb U METOJl OCJEIUIeHUs (MacKUpOBKH) (Hampumep, OTKPHITOE, ABOWHOE CIIENOoe, MPOCTOe
CJIENIOE, OCJICIUIEHUE aHATUTUKOB M HEOCIIEIJIEHNE MMALIMEHTOB U (WIN) UCCleoBaTeien);

BUJI KOHTpOJIA (HampuMmep, Iulanedo, OTCYTCTBUE JICUEHHsI, aKTUBHBIH KOHTPOJb, KOHTPOJIb
"mo3a-3¢dext", ncTopudeckuii (PETPOCHEKTUBHBIN)) M KOHPUTYpALIUIO HCCleA0BaHus (apauienbHas,
IepEKpECTHAas);

METO/I pacIpeie]ICHIsI CYObEKTOB TI0 UCCICyEeMbIM TpymaM (paHI0MH3AIMS, CTPATH(PUKAIIH);

MOCJIE0BATENBHOCTh U MPOAODKUTEIBHOCTh BCEX IIEPUOJOB HCCIEIOBaHUS, B TOM 4YHCIIE
nepuoja, MpeAlIecTBYIONIET0 paHJOMU3AIMK, U TepuoJia HaOJIOIeHUsl MOCle MPOBENEHUS JICUEHUS,
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NeproJia OTMEHBI Tepanuy U Mepruoja NpoCTOro CIENOro M ABOMHOIO CIenoro jgeueHus. JJomkHo ObITh
yKa3aHo, KOIJa NalMeHThl ObUIM paHAOMH3UpPOBaHbI. PexoMeHIyeTcs ykas3aTb [u3aiilH B BHJE
rpauuecKoil cXeMbl, BKIIOYAIOIIEH XPOHOJIOTHIO MPOBEACHHBIX OIEHOK (B COOTBETCTBUH C (popMamMu
rpadudeckux cxem npuioxenus N 4 k [Ipasunam);

JIFOOBIC KOMHMTETEHI 10 6630HaCHOCTI/I, MOHHUTOPHHTY JAaHHBIX HJIN CIICHUAJIBHBIC PYKOBOAAIINC WU
OLCHOYHBIC KOMHTETHI,

JTr00BIE TIPOMEKYTOYHBIE CTATUCTUYECKUE aHATM3BI U OLICHKH.
9.2. ObocHOBaHME AM3aifHa UCCIEIOBAHNSA, B TOM YHUCIIE BBIOOPA KOHTPOJIBHBIX IPYIIIL.

HeoOxonmumo 000CHOBaTH BHI BBIOPAaHHOTO KOHTPOJISI W JAW3aiiHA HccienoBaHus. Hexoropsie
aCIeKThl AU3aliHa NCCIEA0BaHMs, HY KIAIOIINECS B pACCMOTPEHHH, ITPECTaBICHbI HUKE.

B nienom, BeIIENAIOT ClleAyIONIME KOHKYPEHTHbIE KOHTPOJIbHbIE IPYIIIbI (IPYIIIIbl CPABHEHUS):
1a1e060-KOHTPOJIb;

KOHTPOJIb C OTCYTCTBHEM JICUEHUS;

AKTUBHBIN KOHTPOJIb;

1moa00p J103bI;

HUCTOPUYECKUI KOHTPOJIb.

B nonosHeHHe K ONMHMCAaHUIO BHJIA KOHTPOJISA, IPYTHMMHU KIIFOUEBBIMA OCOOCHHOCTSIMH JHM3aiiHa
CUMTAIOTCS HCIOJNIB30BaHUE TMEPEKPECTHOM KOHQUTypanmuu (CXeMbl) M BBIOOp TMAIUCHTOB C
OTpeieIeHHBIMUA COCTOSIHUSIMU B aHaAMHe3e: HallpuMep, YYBCTBUTEIBHOCTHIO HIIM PE3UCTEHTHOCTHIO K
OTIpEICTICHHOMY JICKAPCTBEHHOMY TMpemnapary WIA TpYyIIe JEKapCTBEHHBIX IpemnapaToB. Ecmu He
NpUMCEHAIACh paHAOMMU3AlMA, HCO6XOI[I/IMO 06’55[CHI/ITB, KaKue METOAbl HUCIIOJB30BAJIUCh IS
HCKJTFOYCHHS CUCTEMATHIECKOM omuOKku oTOOopa (systematic selection bias).

Heo0xomumo ¢ mo3unuii u3y4aeMoro 3a00JIeBaHUs WIH TIPUMEHSIEMOTO BUJIA JICYCHUSI OOBSICHUTH
MOTEHIMAJbHBIE WM 3apaHee W3BECTHBIC 3aTPYJHCHHUsS, OOYCIIOBJICHHBIC BBIOPAHHBIM JTH3AHOM
WCCIIeIOBaHMS WM KOHTPONIbHOUM rpymmoil. Tak, A mepeKpecTHOro au3aiiHa B TOM YHCIE CIETyeT
npeayCMOTpEeTb BO3MOKHOCTE CIIOHTAHHOI'O U3MCHCHUA TCUCHUSA 3a00J1€BaHNUs B X04€ UCCiICJ0BaHUA U
BO3HUKHOBEHUS 3 (HEKTOB TIepeHoca.

Ecnu MeTonom yctaHoBieHUs! 3(EKTUBHOCTH BHIOPAHO MOATBEPkACHUE SKBUBAJIEHTHOCTH, MPU
KOTOpPOM 3(Q(EKTUBHOCTb HOBOT'O BMJA JICUEHUS HE HMKE OIPEJEJIEHHOI'O IMOpora IO CPaBHEHUIO C
NIPU3HAHHBIM BHJIOM JIedeHHUsl (He MeHbIas 3()p()EeKTUBHOCTh), HEOOXOIUMO PAaCCMOTPETh BO3MOXKHbBIE
3aTpyAHEHUS B CBSA3M C BHIOpAaHHBIM JM3aifHOM HccienoBaHus. B yacTHOCTH, HE00X0AUMO 0OOCHOBATH,
YTO BBIOPAHHBIM AM3aiiH CIIOCOOEH YCTAaHOBUTH pasnuius MexAy 3(QexkTuBHON U HedIPPEKTHBHOMN
Tepanuedt. IS 3TOro peKOMEHIyeTcsl IPOAaHATU3UPOBATh MOJOOHBIE, paHEe IPOBEJCHHBIC
HCCIIEIOBaHMs B KOHTEKCTE KIIIOUEBBIX OCOOEHHOCTEW Nn3aiiHa (BbIOOP MAllMEHTOB, KOHEYHbIE TOYKH,
JUINTENIBHOCTB, J103a IpenapaTta, sBJSIOIIErocss akTUBHBIM KOHTPOJIEM, COIYTCTBYIOIIAs TEpanus U JIp.),
MOJTBEPXKJAIOLINE CTOMKYIO CIIOCOOHOCTH BBISIBIISATH IPEBOCXOACTBO AKTUBHOTO KOHTPOJS HaJ
wiane6o. HeoOxomumo ommcaTh METOABI  BBIABICHHMS  pa3ivuuil  Mexay dQQGEeKTUBHOH U
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HerddexkTuBHON Tepanueil. Hanmpumep, HanmuureMm 3¢pGEKTHBHOCTH MOXKHO CUHTATh YETKOE pa3inyue
(Ha OCHOBaHMU paHee MPOBEIACHHBIX HCCIETOBAHNIN) MEXKy IPYIIOi MAaIMeHTOB, MOJyYaBIINX JICUCHUE
Y TPYyNIoil NalMeHTOB, HE IMOJydyaBIIeH JIEKapCTBEHHBIM mpenapaT. Mepol 3(()EeKTHUBHOCTH MOMKET
CIly’)KUTh M3MEHEHHUE 3HAUCHUsI IIeJICBOTO TOKAa3aTelst OT MCXOJHOTO YPOBHS WM JPYrOd KpUTEpHid,
HarpuMep, KOJIMYECTBO BBI3JIOPOBICHUI WM BBDKHBAEMOCTh. JIOCTIDKEHHE TaKOTo pe3yibTatra OyneT
MOATBEPKIATh CIOCOOHOCTh HCCIIEOBAaHUS yCTAaHOBUTH pa3nuuusi Mexay dGGEeKTUBHBIM U
Her(d(EeKTUBHBIM JIEKapCTBEHHBIMU TpenaparamMu. HeoOxogummo Takxke 00OCHOBaTh, YTO B XOJE
WCCIIeIOBaHMS TPaHMIIA He MeHbIeH 3 (eKTUBHOCTH (0€30MacHOCTH) (AenbTa) He Oblia MPEBBIIICHA.

Oco0oe 000CHOBaHME B OTYETE CIEAYET MPEACTABUTH B OTHOLICHUH MPUMEHEHUS UCTOPHUECKOTO
KOHTPOJISI, IPUMEHEHHUE KOTOPOTO B MCCIICIOBAHUU UMEET Psijl OTPaHUYCHUH (CI0XKHOCTh O0eCTICUeHUs
COMOCTaBUMOCTH CPAaBHUBAEMBIX T'PYII, HEBO3MOXHOCTh "OCJHEIJIeHUs" HCCienoBaTeNel, N3MEHECHUE
MOAXO/OB K JICUCHUIO WIIA TeUCHUs 3a00JIeBaHus, pa3indus, 00ycioBiaeHHbIC 3 dexTom 1ramnedo).

Hexortopelie apyrue ocoOEHHOCTH Au3aifHa HcCieloBaHUs Takke TpeOyroT 00OCHOBAaHHUS, B TOM
qucie HaJU4Me WM OTCYTCTBHE OTMBIBOYHOTO MEpUOJAa W JUIMTEIBHOCTh IEPHOAA JICYEHHUS, 4TO
0Cc00EHHO BaXXHO NPU XPOHUYECKHX 3a00seBaHusX. Eciin 3To He sBiseTCsl O4eBUIHBIM, TO HEOOXOIUMO
TakXe 000CHOBATh BBHIOOD J103BI M MHTEpBaja J03upoBanus. Hampumep, 00braHO HEd(h(HEKTUBEH prUeM
1 pa3 B CyTKHM JIEKApCTBEHHOTO IpernapaTa C KOPOTKUM IEPUOJIOM TOTYBBIBEACHUS ISl KOTOPOTO
3G eKT TeCHO CBs3aH C €ro KOHLEHTpauued B miazMe. Ecim B paMmkax Mcciae0BaHUS NPUMEHSETCS
TaKOW peXHUM JO3MPOBAHUS, €r0 HE0OXOAUMO 00OCHOBATh, HAPUMEpP, TEM, YTO MPOIOKUTENLHOCTh
¢bapmakoarHamMuuecKoro 3dexra mpeBbIaeT JTUTEILHOCTh HAXO0KACHUS JIEKapCTBEHHOTO IpenapaTa
B KpoBH. HeoOXxoaumo onucaTb HCIOJIB30BAaHHBIE MPOLEAYpPbI, HAIpPaBIEHHbIE HAa YCTAHOBIIEHHE
spdexra "yckomp3aHUSA" OT ACUCTBUS MperapaTta B KOHIE HWHTEpBaJia JO3MPOBAHUS, HAIpUMeEp,
oIpeJiesIeHue JeUCTBUS Mpenapara rnepej NpueMoM ouepeHoi 103bl. B uccnenoBanun no3a-3¢pgdexr ¢
napajuieJIbHbIM AU3aiHHOM HE00X0AUMO Takke 000CHOBATh BEIOPAHHBIN AMAIIa30H J03.

9.3. Be1bop u3yuaemMoii MOMyJISIIH.

9.3.1. Kputepun BritoueHusi. B oTyere IOJDKHBI OBITH ONKMCAHBI IOMYJISIMS NAIMEHTOB U
KpUTEpUHU 0TOOpA, UCIIOJIb3yeMbIe ISl BKIIFOYCHHUS TIALIMCHTOB B MCCIICIOBAHUE, U TPOAHATU3UPOBAHA
NPUTOMHOCTh M30paHHOM MOMyJSAIMU IS [eied ucciefaoBaHus. JIODKHBI OBITh TPE/ICTABICHBI
KOHKPETHBIE HCIIOJIb3yeMble TUArHOCTUYECKHE KPUTEPHH, a TaKKe KOHKPETHhIE TpeOOBaHMSA K
3a0osieBaHMIO0 (HAampUMep, OMNpEeAETCHHas CTENeHb TSDKECTH W IPOJOJDKHTENBHOCTh 3a00JIeBaHUs,
pe3ynibTaThl aHaJdM3a KOHKPETHBIX JIAOOpAaTOPHBIX TOKa3zaTeled WM PEHTHHTOBOM  IIKAJIbl,
¢u3MKanbHOTO O0CIIeIOBaHMs, OCOOCHHOCTH aHaMHe3a (HeyJada WM YCIeX MPeIbIAyIIeld Teparuu)
WIM Jpyrue TOTCHIUAIbHBIC MPOTHOCTUYECKUE (AKTOphl M JIFOOBIE BO3PACTHBIC, IOJIOBBIC HIIH
STHUYECKUE (DaKTOPBHI.

JloKHBI OBITH ONHUCAHBI KpUTEPUU O0TOOpA U JII0OBIE JTOMOTHUTENIBHBIE KPUTEPUN PaHIO0OMHU3ALUN
(oTOOp ManMeHTOB B IPYNIy C MPUMEHEHUEM HccienyeMoro mnpenapara). [Ipy Hanuuuu OCHOBaHMMA
noJjiaraThb, YTO NpU MPOBEAECHUHN MCCIIEJOBAHUS ObUIM JOMOJIHUTENbHBIE KPUTEPUH BKIIIOUEHHS B HETO,
HE OIpe/IEJCHHbIE B IPOTOKOJIE HCCIENOBaHMs, JODKHBI OBITh O0OCYXIEHbl HX BO3MOXHbBIE
nocnencTsus. Hanpumep, ecinu HEKOTOpbIE MCCIENOBAaTENIM MOIJIM HCKIKOYATh WIM NEPEBOAUTH B
JpyTHUe UCCIEeNOBaHMs MallMEeHTOB, KOTOPble MMENU OIpe/ieieHHbIEe 3a00JeBaHusl WK OINpe/eliCHHbIE
HCXOJIHbIE XapaKTEPUCTUKH.

9.3.2. Kputepun HeBkitoueHus. Jl0IKHBI OBITh YKa3aHbl KPUTEPUU I HEBKJIIOUYEHUS MAllMEHTa B
UCCIIeIOBaHUE Ha 3Tame oTOopa, a Takke OOOCHOBAaHHE ATUX KPHUTEpPHEB (HarpUMep, C MO3ULUH
0€30MacHOCTH, AAMUHUCTPATHBHBIC NPUYMHBI WM HENPUTOJHOCTh Ul HCCIeNoBaHus). BiusHue
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KPUTEPHEB HEBKIIFOUCHHSI Ha BO3MOXHOCTh PACHpPOCTPAHEHHUS PE3YJIbTaTOB HCCICIOBAHHS HA BCHO
MOMYJISIIUIO B IIEJIOM JOJDKHBI OBITh MpOaHAIM3UPOBAaHBI B paszziene 13 ordera 00 ucclegoBaHUU
(cormacHo pyOpuKamuu pa3fesioB OTYeTa, YKa3aHHOW B HACTOSIIEH YacTH JOKYMEHTa) WU B 0030pe
0e3omacHOCTH U YP(PHEKTUBHOCTH MOIYJIS 2 PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBECHHBIN Tperapar.

9.3.3. Kpurepuu HCKIIOYECHHS M3 KIMHUYECKOW WM AHAIIUTHYECKOW YacTH HCCIETOBAHMUS.
JlomKHBI OBITH OMMCAHBI 3allJIAHUPOBAHHBIE MPUYMHBI HCKIIOYEHHUS IMALMEHTOB U3 TEpamuu WId
OCHOBHOTO HabOmroeHus (MpU HAJM4YWHU), a TaKKe OMUCAHBI XapaKTep U MPOJOJDKUTEIBHOCTH JIFOOOTO
3aIIaHUPOBAHHOTO MOCJIEAYIOIIET0 HAOIIOICHHUS AJIsl JAHHBIX MAIMEHTOB.

9.4. Jleuenue.

9.4.1. Ha3nauenHoe cdeHue. JIOJDKHBI OBITh ONWCAHBI TOYHBIC METOABI JICUCHHS WITH
JTMArHOCTUYECKHUE CPEJICTBA, IPUMEHSCMbIEC B Ka)KJIOH TpyIIe MAlMEHTOB W MEPHOJIC UCCIACAOBAHMS, B
TOM YHCJI€ CIOCOOBI BBEJICHUS, TO3BI U CXEMbI PUMEHEHHUSI.

9.4.2. Onucanue HCCIICAYyCMOr0 IIpcriapara. B otuere nmoimkHEI OBITH NMPUBCACHLI CIICOAYIOIIUC
CBCIACHUA:

KpaTKOe OMUCAaHUE HUCCIEAYyEeMOro mpernapara (3KCIEepUMEHTAIbHOTO Mpenapara) (JeKapcTBEHHas
¢dbopma, nmo3mpoBKa, HOMep mapTum). Ecnm wmcmonp3oBaHa He | cepusi MCCIEAyeMoro mpemnapara
(9KCTIEpUMEHTAIFHOTO TIpernapaTa), HMalueHThl, MOIyYalolie Mpenapar U3 KakIOoW MapTHH, TOJDKHBI
OBITh MICHTH(PHUIMPOBAHBI B NPUIOKEHUU 16.1.6 kK 0TUeTy (coryiacHO pyOpHKaluu pa3/ielioB OTYeTa,
yKa3aHHOU B HACTOSIIEH YacTH JOKYMEHTA),

WCTOYHUK TMOYYCHHS TUTale0o u mpemnapara cpaBHeHus. Moaudukanus npernapara CpaBHEHHUS OT
WX OOBIYHOM KOMMEpYECKOH (hOpMBbI BBIMyCKa JOJKHA OBITH yKa3aHa B OTYETE, U JODKHBI OBITh
MIPUBEJICHBI TPEANPUHATHIE MEPHl Ui O0eCredYeHus: TOTO, YTOObI B pe3yibTaTe MOAUUKAIIN
Ouooruueckas JOCTyIHOCTh He Oblila U3MEHEHa;

JIOTMCTUKA TOCTaBOK JUIA JUIMTENbHBIX HCCIEOBAaHUM, B KOTOPBIX MPHUMEHSIOTCS HCCIIETyeMble
Ipernaparsl ¢ OrpaHMYEHHBIM CPOKOM T'OJJHOCTH WJIM HETMOJIHBIMH JIaHHBIMHU O CTaOMIbHOCTH. CBeIeHUs
O MPUMEHEHHH HCCIIEIYEMBIX IpenapaToB IMOCIe MCTEUYCHUS CPOKa MX TOAHOCTH U WACHTU(DHUKAIHS
MOJIy4aBIIUX WX MAlIMEHTOB, a TAaKXE B Clydyae HaJW4Msl OCOOBIX TpeOOBaHMH K XPaHEHUIO - 3TU
TpeOOBaHUS K XpaHEHHIO.

9.4.3. MeToapl pacnpe/ielieHrs: CyObeKTOB HCCJICIOBAHUS 0 TpymmmaM. MeToibl, HCIIOIb3yeMbIe
UL pacmpeselieHuss CyOBEKTOB HWCCIEAOBAaHHS IO TEPANEBTUYECKUM TpyIIaM, Hampumep,
[IEHTPATN30BaHHOE paclpeesieHue, pachpeeiecHe B paMKaxX OTACNBHBIX YUPEKICHHUH, aJanTHBHOE
pacnpenenenue (pacrupeselieHie Ha OCHOBAaHWUU paHee IMOJIYYCHHOH OICHKH WM OTBETA HA JICUCHUE)
JOJKHBI OBITh OIKCAHBl B TEKCTE OTYETa, BKJIIOYAs MPOLEAYPhl CTpaTU(PUKAIIMK UK BbIOOpa pasmepa
0JIOKOB i paHmomuzanuu. JIroOble OCOOCHHOCTH pAacCHpeeiCHUs] TAalMeHTOB JIOJDKHBI  OBITh
MIPOAHAIM3UPOBAHBI B OT/ICIBLHOM YaCTH JAHHOTO pa3zelia OTYeTa.

[TonpoOHOe onucaHue METO/la paHIOMHU3ALMH, BKIIIOYas OMUCAHUE METO/Ia BBIMOIHEHUS, T0JIKHO
OBITh MPHUBEICHO C yKa3aHWEM CChUIOK Ha MCTOYHHKH B rpuioxkeHuu 16.1.7 k oryery (cormacHo
pyOpUKauy pas3/ienoB OTYeTa, YKa3aHHOW B HACTOAIICH YacTH JOKyMEHTa) (IpH HEOOXOIUMOCTH).
Tabnuua, copeprkaiasi KOJIbl paHIOMHU3AINH, UICHTU(PUKAIMOHHBIN KO/ MaleHTa B UCCIEAOBAaHUN U
Ha3HA4Y€HHOC JICUCHHEC, TaKXKE OOJI’KHa OBITH MNpeaACTaBjJICHa B IIPUIIOKCHHU. B MHOTI'OLICHTPOBOM
UCClIeIOBaHUM MH(pOpMalMs B OTYETE JOJDKHA OBITh MPEAOCTABICHA IO LIEHTPaM B OTICIBHOCTH.
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[[OJ'DI(CH OBITH MOSICHEH MCTOJ CJIy‘I&fIHOFO TCHCPUPOBAHNA HOMEPOB.

Jns uccnenoBaHuit ¢ PETPOCHIEKTHBHBIM KOHTPOJEM BaXXHO OOBSCHHUTH, KaKUM 00pa3oM ObLI
BbIOpaH KOHKPETHBIH KOHTPOJIb, KAKOW albTEPHATUBHBINA PETPOCHEKTHBHBIN KOHTPOJIb PaCCMAaTPHBAJICS
(py HAJIMYMK) U KaK MOJIyYEHHbIE PE3yJIbTaThl CPABHUBAIKCH C UCIIOJIB3YEMBIM KOHTPOJIEM.

9.4.4. BeiOop mo3 mist m3ydeHus. Jlo3pl WM TUAIa3OHbBI 703, UCTHOJIb3yeMble B HCCIICOBAHUU,
JOJDKHBI OBITh MPUBEACHBI IO BCEM BHJJAAM TEpaldyd U JIOJDKHO OBITh OMHCAaHO OCHOBAaHWE I UX
BbIOOpa (HampuUMep, JaHHBIE O MPEALIECTBYIOIIEM OIBITE Y JIF0/IeH U )KUBOTHBIX ).

9.4.5. BpiObop m03, BpeMeHM U HHTEpBaja IpHeMa [penapara Uil KaXAO0ro IalueHTa.
Heo6xoaumo ommcaTh mpoueaypy moadopa J03bl HCCIEAYEeMOro Ipenapara W IpenapaTra CpaBHEHUS
(aKTUBHOTO KOHTPOJISI) JJIsl KQXKJIOT0 nanueHTa. Takue npoueaypbl MOTYT 3aKJIFOUAThCS KaK B MPOCTOM
cily4aifHOM BbIOOpe (PMKCHPOBAHHOM J103bI MM peXHMa JO3UPOBaHUS, TaK U B 0COOOM MOA00pe 103bI
Wik 1oApoOHO pa3paboTaHHOM MeXaHHU3Me OTOOpa, OCHOBAaHHOM Ha WHAMBHIYAJIbHON peakuuu
ManueHTa, HapUMep, €CIU MOBBIIICHHE J03bl MPOMCXOAUT BIUIOTH A0 MaKCUMalIbHOW MEPEHOCHUMOMN
JI03bI WM ONpPEeNIEHHOTO pe3yibTara. [Ipy HaJuuuy TaKTHUKU CHYDKEHHS J03bl, €€ TaKkke He0OX0ANMO
OIHCATh.

Cpoku 103upoBaHus (BpeMs CYTOK U UHTEPBAJ) ¥ COOTHOIICHHUE JIO3UPOBAHUS C PUEMAMHU TTHIIN
JIOJDKHBI OBITH OIHMCAHBI, W, €CJIM OHU HEe OBUIM yKa3aHbl B TPOTOKOJIE, 3TO JIOJDKHO OBITHh OTMEYCHO B
ordere 0c000.

I[OJDKHH OBITH OIKMCAHBI JIOOBIE KOHKPETHBIC MHCTPYKIHUU IS IMAOUCHTOB O BPEMCHU U crocode
npucMa O03bl.

9.4.6. MackupoBka naHabix ("ciemoit" meron) (mpu Hamuuuu). J{0KHO OBITH MPENIOCTABICHO
ONMCaHWe KOHKPETHBIX TPOILEIYp, HCIOIb3yeMbIX [UIi MAacCKMPOBKM JaHHBIX (HampuMep, Crocoo
MapKHPOBAHUSI YIAKOBOK, HCIONB30BaHUE ATHKETOK, KOTOPBIE PACKPBIBAIOT KOABI MAaCKHUPOBKH,
3ameyaTaHHBIX NepeyHel KOJIOB (KOHBEPTOB), TEXHUKH IBOWHON MMHUTAaLUH). B TOM Ymcie HOIKHEI
OBITH ONHMCaHBI OOCTOSTEIBCTBA, PU KOTOPHIX JOMYCKAIOCHh HApYIIEHHE MAaCKUPOBAHUS OIHOTO WM
BCEX MAaLMEHTOB (HANpUMep, B CIy4ae Cepbe3HbIX HEXeNaTeNbHbIX SBJICHUI), UCIOIb3yEeMbIEC IIPH ITOM
NpOIEeyphl, a TaKXkKe MEepevyeHb JIMI, UMEIOMMX JOCTYN K KoJaMm mnanueHtoB. Eciu uccienoBanue
MO3BOJISUIO OT/EIBHBIM HCCIIE0BATENSIM ObITh WH(GOPMHUPOBAHHBIMUA O Kypce MPOBOIMMOTO JICUCHUS
(HammpuMep, U1 BO3MOXXHOCTH CKOPPEKTHPOBATH PEXHM MPHUMEHEHHs Ipernapara), Heo0XOIUMO
OOBSCHHUTH MPOLETYPY 3AIIUTHI JPYTHX HCCIIEA0BATENEH OT PACKPHITHS HH)OpMALIUHL.

JloKHBI OBITH ONUCAHBI MEPBI, IPUHATHIE AJIs 00eCIeYeHHs TOro, YTOObI MCcCielyeMblil penapar
U 1uiane6o ObUIM HEOTIMYUMBI, U NPUBEACHBI JI0KA3aTeNbCTBA TOT0, YTO OHU OBUIM HEPA3TUYUMBI I10
BHEIIHEMY BHUAYy, ¢dopme, 3amaxy u BKycy. JlOJDKHBI OBITH ONHMCAaHBI MEpBI 1O IPEIOTBPAIICHHIO
HapylLIeHUsT MAacKMpOBKH JaHHBIX MCCIEAOBAHHS HAa OCHOBaHMM JIaOOpAaTOPHBIX H3MepeHuil (mpu
Hanuuuu). [Ipy Hanuuum KoMHTETa MO MOHUTOPUHTY JAHHBIX C JOCTYNIOM K HEMaCKHUpPOBaHHBIM
JAHHBIM JIOJDKHBI OBITh OIMCAHbI IPOLENYpPHI, OOEcleUrBarOIUe HOJAepKaHNue OO0Iell MacKUpOBKU
uccrnenoBanus. Taxke NOMKHA OBITh MOSCHEHA Mpolenypa MOANCPKAaHUS MAaCKHMPOBKH BO BpeMs
IIPOBEJIEHUS IIPOMEKYTOUHBIX aHAJIN30B.

HCO6XOI[I/IMO O6’b$ICHI/ITL, mo4yeMy Ijid CHUIKCHHA CY6T>CKTI/IBHOCTI/I OCJICITICHUS HCKOTOPBIX WA
BCeX HAONIOACHWH HE TpeOOBaJIOCh, HANPUMEpP, MCIOIB30BaHWE CPUTMOMaHOMETpA CO CITydailHBIM
HyneMm (random-zero) - yCTpaHSET BO3MOXKHYIO HCCJIEIOBATEIbCKYI0 CyOBEKTUBHOCTH TIPH
MHTEPIIPETAllMy BEJIMYMHBI apTEPUAIHOTO JABJICHHS, a JICHTHI, IMOJYYECHHBIC IIPH XOJITEPOBCKOM
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MOHHUTOPUPOBAHHHU, 3a4YaCTYI0 pacCIIM(PPOBBIBAIOTCS aBTOMATHYECKH, 4YTO, MPEINOJIOKHUTEIBHO,
MO3BOJIIET M30€KaTh HCCIIENOBATeNbCKON CyOBEeKTUBHOCTH. Ecnmu ocnerieHne ObLIO KelaeMbIM, HO
HEBO3MOXHBIM, HeO6XOI[I/IMO 06'L$ICHI/ITB INPpUYIUHBI OTKa3a OT €TI0 BbLIIIOJHCHHUA MW PACCMOTPCTH
MOCTEeNCTBUS. B HEKOTOpPHIX cly4asX OCJEIJICHHE TPOBOAMTCSA, HO 3apaHee HW3BECTHO O €ro
HCCOBCPHICHCTBEC BCJICACTBHUEC OYCBUAHBLIX JICKAPCTBCHHBIX peaKHI/Iﬁ 10 MEHBIIEH MEpE Yy dYacTu
MAaIMEeHTOB (CyXOCTh BO PTy, OpaauKapiaus, JUXOpajKa, PEaklud B MECTE BBEICHHS, H3MCHCHUE
nabopaTOpHBIX MoKasatelneii). Takoro poja nMpooJIeMbl WM TOTEHIIMATBHBIC 3aTPyIHEHHS HEOOXOIUMO
3apaHee BBISIBUTH U OMHCATh, MPEANPUHUMAINCH JTU TOMBITKH OICHUTh WX BEITUYHMHY WIH PEIINTh MX
(HaHpI/IMep, HCKOTOPBIC UBMCPCHUA MOIJIA ITPOBOAUTLCA JIMIIaMH, KOTOPBIC HEC UMCJIU IIpaB PACKPbLIBATH
OCJICTIJIEHUE).

9.4.7. IlpenmiecTByroMas ¥ COMyTCTBYIOMAs Tepanus. JJoJkHO OBITH ONMKMCAHO, KaKWe TpenapaThl
WIK TpoueAypbl ObUIM pa3pelieHbl O M BO BpeMsi HCCIEAOBaHUsSA, ObUIO JIM 3apErHCTPUPOBAHO HX
WCIIONIb30BaHME M KaKuM 00pa3oM, a Takke JroOble Jpyrue crneurduyeckue mpaBuia U MPOUEaypHI,
CBSI3aHHBIE C Pa3peUICHHON WM 3aMpeleHHON COMYTCTBYIOMIeH Tepanueil. JomKHO ObITh OMUCaHO, KaK
paspelieHHas COMyTCTBYIOIIAs Tepanusi MOKET MOBJIMATh HA PE3yibTaT BCIIEJICTBUE B3aUMOJCUCTBUS
pPa3HBIX TIPEMapaToB WM TPSIMOTO MX BO3ACHCTBUS Ha KOHEUHBIE TOUYKH (OCHOBHBIE TEPEMEHHBIC)
WCCIEAOBaHUSI M KAaK MOTYT OBITh YCTAaHOBJICHBI He3aBUCHUMBIC J(P(GEKThl COMYyTCTBYIOMECH |
UCCIIeTyeMOH Teparuu.

9.4.8. Mepsl 1o obecrieueHHIO COOIIOACHUS peXuMa JiedeHus. JoMKHbI ObITh ONHUCAHBI MEpBHI,
NpUHUMaeMble JuId obecrieueHust ¥ (PUKCAIlMK B JOKYMEHTaX COOJIOACHUS peXUMa Tepany, Halpumep,
y4eT IpenapaToB, JHEBHUKU IALMEHTOB, IIOKA3aTeNIM COAEpXkaHMs Ipenapara B KpOBU, MOYE WIU
JOPYTUX )KUJIKOCTSX OpraHu3Ma WM MOHUTOPUHT IEHCTBHUS IIpenapara.

9.5. Jlannbie 3¢ (HEKTUBHOCTH U O€30TACHOCTH.

9.5.1. OuenuBaemble nokazaTenu 3pPEeKTUBHOCTH U 0€30MacHOCTH U OJoK-cxema. J{oMKHbBI ObITh
OLICHEHBI KOHKPETHBIE IMOKa3zaTenu 3(PQPEKTUBHOCTH M OE30MacCHOCTH M TMPOBEJCHBI JabOopaTOpHbIE
uccnenoBanus. [Ipu 3ToM JOKHBI OBITH yKa3aHbl paclHUCaHUe JHEH OLIEHKU STHX IOKa3aTeneil (IHu
MIPOBEJICHUS] MCCIIEJIOBAHUS, BpEMSI CYTOK, CBS3b C MpUEMaMH IHILM, U KPUTHUECKHE CPOKH OLEHKU
MoKa3aresei Mo OTHOLIEHUIO K MPUEMY HCCIIelyeMoro npenapara, HalpuMep, HEOCPEACTBEHHO Mepet
clIeAyIoUIel 1030M, uepe3 2 yaca mociie 103bl), METOJbl UX U3MEPEHUS, a TAKXKe JINLA, OTBETCTBECHHbIE
3a u3Mepenue. Ecim B cocTaBe mnepcoHana, BBIIOJHSIONIETO KJIWHUYECKH 3HAYMMblE W3MEPEHus,
MIPOU30IILUTA U3MEHEHHUSI, OHU JIOJKHBI OBITh YKa3aHBI.

YacToTy 1 BpeMsi u3MepeHus nokaszaresneit 3hppekTuBHOCTH U OE30MaCHOCTH CIEAyeT 0TOOpaxaTh
B rpaduyeckoM BHJE OJIOK-CXeMBI (B cOOTBETCTBHHU ¢ TpmiiokeHueM N 4 k [IpaBunam). JlomkHBI OBITH
yKa3aHbl HOMepa U BpeMsl BU3UTOB, MJIU TOJIBKO BPEeMsI BU3UTOB (€CIIM yYKa3aHbl TOJILKO HOMEpPa BU3UTOB
JAHHbIE TPYAHO BOCHPUHUMATh W MHTEPIPETUPOBaATh). Takke cleqyeT yKa3aTb Bce crenupuuecKue
MHCTPYKIMU JJIsl MAlMeHTOB (HampuMep, MCIOJIb30BaHME MMM PYKOBOJCTB IO NPHEMY H3Yy4aeMBbIX
MPEerapaToB UM UCTIOIb30BAHUE THEBHHUKA).

Ornpenenenusi, HUCHONb3yEMbIE JUIsI XapaKTEPUCTUKU HUCXOJIOB HCCIENOBaHUS (HAmpumep,
KPUTEPHUH OIPEICICHHs] BO3ZHUKHOBEHHUSI OCTPOTO HMH(ApKTa MHOKap/aa, YCTAaHOBJICHUE JOKATU3AIUN
nH(papkTa, XapaKTEePUCTUKA UHCYJIhTA KaK TPOMOOTHYECKOTO MM TEMOPPATHIECKOT0, PA3INIUs MEXTY
TPaH3UTOPHBIM HApYIIEHHEM MO3TOBOIO KPOBOOOpAIIEHHUS U HHCYJIBTOM, YCTAaHOBJICHHE MPUYUHBI
CMEpPTH) JOHKHBI OBITH MOAPOOHO 00BsCHEHBI. JI0ObIe METOABI, UCTIONB3YEMBIC ISl CTAaHAAPTU3AIUU
WIN CpPaBHEHHUs PE3yJbTATOB J1a0OPATOPHBIX HCCIECIOBAHUN WM JIPYTHX KIMHUYECKUX H3MEPEHUN
(mampumep, OKI', peHTreHorpaduueckoe HCCIEAOBaHUE TPYTHOW KIIETKH) TaKXKe JOJKHBI OBITh
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OITMCAaHbBI. DTO OCOOEHHO Ba)KHO B MHOT'OLICHTPOBLIX UCCIICAOBAHUAX.

Ecnmu momuMo wuccimenoBaTenss OLEHKY KIMHUYECKMX HCXONOB OCYLIECTBISJIM HHBIE JIMLA
(Hampumep, CIIOHCOP WM BHELIHSISI KOMUCCHS OLleHUBaiu peHTreHorpammsl uian OKI' unu onpenensnu
HAJIMYME y TMalUeHTa WHCYJBTA, OCTPOTr0 MH(APKTa WM BHE3AIMHOW CMEPTH), TAKUX JIUI HEOOXOAMMO
ACHO YyKa3aTb B oTdeTe. HeoOXoIuMO TONHOCTBIO ONHCaTh MPOLENYphl, BKIOYAs CIIOCOOBI
MONJEP/KAHUSA OCJICIUICHUS M LECHTPAJIM30BAHHOIO IIPOBEIEHUS H3MEPEHUH W HHTEPIPETAlMM HX
pe3yJbTATOB.

JomkHBl  OBITH  ONMHUCAHBI CHOCOOBI TMOJMYYEHHMS JAHHBIX O HEXKEJATeNbHBIX SBJICHUSIX
(1oOpoBOSIEHOE COOOIIIEHHE, 3all0JIHEHHE aHKET WM OIMpPOC), a TAaKKe HCIOJIb30BaHHBIE CIEIHaIbHbIC
PEUTHHIOBBIE HIKAJIBI U CIIEHHATIbHO 3allJIaHUPOBAaHHBIE MOCIEAYIOLIUE MPOLIEyphl, HallpaBJI€HHbIE Ha
yCTpaHEHHUE HEKeNaTeNbHbIX SBJICHUHM, WM 3alljlaHUpOBaHHAs Ipoleaypa MpoOHOTO BO30OHOBICHUS
npuema npemnapara.

JlomkHbpl  OBITh  OMUCAHBl BCE  HCIONB30BAHHBIE OICHKHM  HEXKENATENbHBIX  SIBICHUN
uccaeaoBaTelieM, CIOHCOPOM WJIM BHEUIHEH rpynnoi (Hampumep, OLIEHKA MO CTENEHHU TSHKECTH WM T10
BEPOSITHOCTH TOTO, YTO HEKEJaTelIbHBbIC SIBJICHHUS BBI3BAHBI HCCIEAYEMbIM IpernapatoMm). [[oyKHBI
YKa3bIBaThCA KPUTEPUU TAKUX OICHOK (MPU HAJIMYMM) W SICHO YKa3aHbl CTOPOHBI, OTBETCTBEHHBIE 32
orneHky. Eciam addextuBHOCTE WM 06€30macHOCTh OBUTM OILICHEHBI M0 KaTEropHualbHOM, OaTBbHOM
mIKajae U Jp., AODKHBI OBITh MPEACTABICHBI KPUTEPHUH, HCIOJb3yeMbIe [UIsl MPUCBOCHHS OasioB
(Hampumep, omnpeaeneHHe OalJlOB Ha IIKajle). B MHOTOLIGHTPOBBIX HCCIEIOBAHHUSIX HEOOXOAMMO
yKa3aTh, KaKUM 00pa30M METObl OBUTH CTaHAAPTU3UPOBAHEI.

9.5.2. CootBerctBue n3Mepenuil. Ecim kakas-imm60 u3 oueHok 3((HeKTUBHOCTH MIIH 0€301acHOCTH
He ObUIa CTAaHIApTHOM, TO €CTh HE SBJSIACH OOLIENPHUHATON, NMPU3HAHHO HAJEKHOW, TOYHOW U
3HaYuMoOM (crmocoOHOM paznuyaTth 3¢ ¢dekTuBHbIE U HEI(DPEKTHUBHBIE Mpenaparbl), €€ HaAeKHOCTb,
TOYHOCTh M 3HAYUMOCTb JOJDKHBI OBITh JOKYMEHTAJIbHO MOATBEpXkAeHbl. ClenyeT onucarh B JaHHOM
paszesne oTyeTa pacCMOTPEHHBIE, HO OTKJIOHEHHbIE aJbTEPHATUBBIL.

Ecin B kauecTBe KOHEUHOM TOYKHM MCCIIENOBAaHUS UCIOJIb30BAIACh CypporaTHas KOHEUHasl TOYKa
(mabopatopHble TOKa3aHWA, (PU3MKATBPHOE W3MEPEHHWE WM TPU3HAK, HE SBJSIOMIMNACST MTPSIMBIM
MoKaszarejieM KIMHUYECKOTO pe3yibTara), 3TO JOJDKHO OBITh 00OCHOBAHO, HApUMeEp, CO CCHUIKOM Ha
KJIIMHUYECKHE JaHHbIe, ITyOIHMKaIK, PYKOBOCTBA WU PELICHHs YIIOJTHOMOYEHHBIX OpPraHoB.

9.5.3. [IlepBuunbie moka3zarenu dddexktuBHOCTH. HeobOXxogumMo MOAPOOHO TEPEUUCTUTH
MEpPBUYHbIE TMOKA3aTeNd M KOHEYHBbIE TOYKH, MCIOJB30BAaHHBIC ISl YCTAaHOBIEHUS 3(PPEKTUBHOCTH.
HecMmotpss Ha TO uTO KitOYeBBbIe MOKazaTenu S(H(PEKTUBHOCTH MOTYT Ka3aThCs OYEBHIHBIMH, TPU
HAJIMYMHA MHOXKECTBA MEPEMEHHBIX MJIHM MPH MX MHOTOKPAaTHOM M3MEPEHHH B MPOTOKOJIE HEOOXOAMMO
yKa3aTh TIEpBUYHBIC MTOKa3aTen 3 pekTuBHOCTH (C 000CHOBAaHMEM X BHIOOPA) WIIM OTIPENEIUTh HAOop
3HAYUMBIX [apaMeTpoB WJIM JAPYyrol MeToJ TpPpyHHOUPOBKU HHPOpPMAIMH, KOTOPBIH MOXKHO
UHTEPIPETUPOBATh Kak MokazaTenb 3¢ dekTuBHOCTU. Eciu mepBUUYHBIC MOKa3aTeld B MPOTOKOJIE HE
yKa3aHbl, B OT4YeTe 00 HCCIIEJOBAHUM HEOOXOIMMO MPEICTaBUTh OOBSICHEHMS, KaK 3TH KIIOYEBBIC
MoKa3aTenu ObUIM OTOOpaHbl (HampuMep, Ha OCHOBAaHWHU MyONIWKAIMNA, PYKOBOJCTB WU PEIICHUN
YIIOJIHOMOYEHHBIX OPTaHOB) M KOTJa OHHM OBLTH BBISBIICHBI (10 MJIH TTOCJIE 3aBEPIICHHS UCCIEOBAHUS U
cHATHS ocneruieHus ). Heobxomumo ykaszarb, ObUT U TOPOT 3(PPEKTUBHOCTH OTKMCAH B TPOTOKOJIE.

9.5.4. IamepeHne KOHIIEHTpaIuu JiekapcTBa. JIroObie n3MepsieMble KOHIIEHTpAIlMU Mpernapara, a
TaK)Ke BpeMsl M Mepuojabl orOopa oOpa3loB MO OTHOUICHHIO KO BPEMEHHM NPUMEHEHHs Mpernapara
JOJKHBI OBITH omnucaHbl. JIr00ast cBsi3b MPUMEHEHHUs MpernapaTa U oTOopa mpod ¢ MpueMaMu MHIIH,

www.consultant.ru CrpaHuua 68 ns 140
HafeXHasa npaBoBas noaaepXxka


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

MOJIOKEHHEM TeJla U BO3MOXKHBIM 3(h(heKTOM MpHeMa COMyTCTBYIOIIETO JIeKapcTBa (IKOToIs, KodenHa,
HUKOTHMHA) TaKXe JOJ/DKHA OBITh yKa3aHa. JIOJDKHBI OBITH OMKMCAaHBI BUJ OHOJOTMYECKOro 00pasia,
0o0paboTka 00pa3loB W METOA W3MEPECHHsI CO CCBUIKOW Ha OIMyOJWKOBAaHHYIO W (WJIH) BHYTPCHHIOIO
BAJIMJAIIMOHHYI0  JOKYMCHTAIlMI0 10  MPOIEAype  HCCICAOBaHHMS  JUIS  XapaKTEPUCTHKH
MeToJ10JIoTuYecKuX ocoOeHHocTel. Eciu B onieHKe (papMaKOKHMHETUKH Ba)KHBIMHM CUMTAIOTCS U ApYyTHE
dbaxTopsl (HarpuMep, PaCTBOPUMbIC IIUPKYITUPYIOIINE PEHEHTOPbI, PYHKIHS MOYEK WU TIEYSHH ), CPOKH
U IJIaHBI TI0 K3MEPEHHUIO 3THX (PAKTOPOB TAKIKE TOJDKHBI OBITh YKA3aHBbI.

9.6. OGecrieyeHne KauecTBa JaHHBIX. JIOMKHBI OBITH KPaTKO OMHMCAHBI CHCTEMBI 0OECIeUeHUs
KayecTBa U KOHTPOJISA KauyeCcTBa, BHEIPEHHBIE [Tl 00eCcTIeYeHHs KauecTBa JaHHBIX. Ecim Takue cuctemsl
HE WCIIOJNB30BAINCh, ATO JOJDKHO OBITh yKa3aHO. J[OKyMeHTamus 1o MexiIabopaTOpHBIM METOlIaM
CTaH/apTU3alMU U TpoLeaypaM oOecIieueHHs KauecTBa (IIpHU HAJIMYMK) JOJDKHA OBITh MpE/CTaBjiIeHa B
COOTBETCTBUH ¢ TpuiiokeHneM 16.1.10 k oTyery (coriacHo pyOpHKanuy pas3/ieioB OTYeTa, yKa3aHHOH B
HACTOSIIIEH YaCTH JOKYMEHTA).

JlroOble Mephl, MPUHATHIE B UCCIEIOBATEIBCKOM IEHTPE WU [EHTPATU30BAaHHO B IENSIX
oOecrieueHrs HCIOJIb30BaHUSI CTAHJAPTHOM TEPMHUHOJOTMHM M cOOpa TOYHBIX, MOCIEIOBATEIbHBIX,
MOJHBIX M JIOCTOBEPHBIX JTAHHBIX, HAlPUMEpP TPEHHHTH, MOHUTOPHHI HCCJIEAOBATEIEH MEePCOHAIOM
CIIOHCOpa HCCIEAOBaHUS, WHCTPYKTUPYIOIIME pPYKOBOACTBA, IIPOBEPKAa JaHHBIX, IE€PEKPECTHHIE
MPOBEPKU, HCIOIB30BAHUE IIEHTPAIBHON J1abopaTOpuM [Js TPOBEACHHUS OTAEIbHBIX aHalM30B,
neHTpanu3oBanHas pacmmdpoBka DKI' unm ayauropckasi mpoBepka JaHHBIX, TOMKHBI OBITh OMKCAHBI.
CrnemyeT OTMETUTBH, MPOBOIMIIUCH JTM KOH(PEPEHITUU JIJIsl UCCIISIOBATENCH, TN MPUHUMAIHUCH JTU IPYTUE
[Iary JiJIsl TOJATOTOBKHM UCCIIeIOBaTeNel U CTaHAapTU3AIIU paOOTHI.

Ecnu crioHCcOp Mcnonp30Ball mpoUEeaypbl HE3aBUCHMOM BHYTPEHHEW WIIM BHEIIHEH ayJUTOPCKOU
IIPOBEPOK, 3TO CIEAYET YKa3aTh B JAHHOM pa3jiesie 0TYeTa U ONucaTh oJIpoOHO B npuiiokeHuu 16.1.8 k
oT4eTy (corjacHoO pyOpHKalMM pa3fesioB OTYeTa, YKa3aHHOM B HAcTOsIIEH 4YacTH JOKyMeHTa). B
yKa3aHHOM NPUJIOKEHUH JJOJDKHBI OBITH MPEJICTaBICHBI CEPTU(PHKATHI ayiuTa (IPU HAJTUYUN).

9.7. IlpenycMOTpeHHBIE TPOTOKOJIOM CTATUCTUYECKUE METO/IbI U OIPEAEICHUE pa3Mepa BEIOOPKH.

9.7.1. CratucTudeckuil IUIaH U IUIaH aHanu3a. B mporokoiie uccnenoBanus 10JKEH ObITh OMUCcaH
IUIaH CTAaTHMCTUYECKOTO aHalu3a U BCE €ro U3MEHEHHs, IIPOU3BEICHHBbIE /10 IMOJY4YEHUs JIaHHBIX 00
ucxonax. B Hacrosmem pasnene ordera HEOOXOAMMO MOAPOOHO ONMUCATh 3aIIAHUPOBAHHBIE COTJIIACHO
IIPOTOKOJIy HCCIIEOBAHUS, HO HE PEAJbHO BBIIIOJIHEHHBIE AHAJIU3bl, CPABHEHUS U CTATUCTHUYECKHE
tecTel. HeoOXoauMo ykas3aTh, HPOBOAMINCH JM M3MEPEHUS KIIOUEBBIX IIOKaszaTeneil Oonee 1 pasa,
MEPEUUCIIUTh KOHKPETHbIE H3MEpEeHHUs (HampuMep, CpeaHee 3HAYEHUE HECKOJIbKUX H3MEpPEeHHH B
TECYCHUC BCCr0 HCCICAOBAHHA, 3HAYCHHA B OINPCACICHHBIC BPEMCHHBLIC TOYKH, 3HAYCHUA I
3aBEPILUBIIMX MCCIEJOBAaHUE CYOBEKTOB WJIM 3HAUYEHUS B KOHLE TEpalluu), 3aIUIaHUPOBAHHBIE KAk
OCHOBa JUI CpaBHEHHMH MeEXIy HCCIeAyeMbIM IMpernapaToM M KOHTpojeM. CXOOHBIM 00pa3oM IpH
HaIMYuK OoJiee 1 aHAIMTHUYECKOTO MOAXO0J]a, HAPUMEp, U3MEHEHUE OT MCXOJHOTO 3HAYEHUS, aHaJIHU3
HAaKJIOHa KPHBBIX, aHAJIN3 Ta6HI/II_[ CMCPTHOCTH, HCOGXOI[I/IMO 0003HAYNTH SaHHaHHpOBaHHLIﬁ moaxond.
Taxxe HEOOXOIMMO yKa3aTh, ObUIA JIM MPEIyCMOTPEHa B paMKaxX NMEPBUYHOTO aHAIM3a TOMpaBKa Ha
KOBapHaThl.

HeoOxonumo onucath, ObLIM JIM 3aIUIAaHMPOBAHBI OCHOBAaHUS JUIsl MCKIIOYEHUS U3 aHalu3a
NAIMEHTOB ¢ COOpaHHBIMU JaHHBIMU. Heo0XoauMo ykazaTh, ObIIH JIM MPeyCMOTPEHBI OATPYIIIbI, YbH
pe3yabpTaThl  aHAJIM3UPOBAIMCH OTACIBbHO. Eciaum npu  a”anmse pe3ynbTaTOB — HCIIOIb30BAIUCH
KaTeropuaJIbHble IIKajbl (TJ00aJbHBIE OLEHOYHBIE IIKAJIbl, CTEHNEHU TSKECTH, pPE3YJIbTaThl
oTpeieIEHHOW BEJTMUUHBI), UX HEOOXOUMO YETKO OIPEECIUTb.
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HeoOxomumo omucaTh 3aljiaHUPOBAaHHBIM MOHUTOPUHT pe3yJbTaToB wuccienoBanuil. Ecnu
UCCIeIoOBaHNEeM OBbLIO MPETyCMOTPEHO Y4acTHe KOMUTETA TI0 MOHUTOPHHTY JaHHBIX, TOJKOHTPOJIBHOTO
WIA HETIOJKOHTPOJIBHOTO CIIOHCOPY, HEOOXOMMO OMMCATh €ro COCTaB M ONEPALMOHHBIC MPOLEAYPHI, a
TaKXe TPOLEYypbhl, 00eCTIeYNBAIONINE COXPAaHEHNE OCTeIUICHHs uccienoBanus. Heooxomumo onmcath
4acTOTYy U CyTh 3aIJTAHUPOBAHHOTO MPOMEXYTOUYHOTO aHaJIN3a, YKa3aTh BCE 3apaHee YCTAaHOBJICHHBIEC B
MIPOTOKOJIE UCCIIEIOBAHMS OOCTOATENLCTBA, B CHITy KOTOPBIX HCCIEA0BaHUE JOHKHO OBITH MIPEKPAIIEHO,
a TakKe YyKa3aTh BCE BHOCHUMBIE MO pe3ylbTaTaM IPOMEKYTOYHOTO aHalu3a CTaTHCTUYECKUE
KOPPEKTHUBBI.

9.7.2. Onpenenenue pa3mepa BbHIOOpKH. HeoOXoauMo mpencTaBUTh 3aIUIaHUPOBAHHBIA pa3Mep
BI)I60pKI/I H crnocod ero BBIYUCJIICHUA, HAINPUMEP, CTATUCTUYCCKHUC PaACUYCThl HWIIM MPAKTHYCCKUC
orpanudeHus. Hapsmy ¢ Metogamu pacdera pasmepa BEIOOPKH HEOOXOIUMO MPEICTAaBUTh 0OOCHOBAHHE
pacyeToB WIM CCBUIKM Ha Takoe oOocHoBaHHME. HeoOX0anMO MpUBECTH OLEHKH, MCIIOJIB30BAHHBIC B
pacderax, U OOBSICHEHHUS, KaK OTH OLEHKHM OBbUIM IMONy4YeHBL. B mcciemoBaHMsAX, HANpaBIICHHBIX Ha
MOJTBEPXKICHUE PA3IHUUl MEKIY METOAAMHU JIeUEHHsI, HEOOXO0AUMO OTOBOPUTH BEJIIMUMHY BBISBIISEMOMN
Pa3sHUILIBI. B HCCIICAOBAHUAX C TIOJOXKHUTCIBbHBIM KOHTPOJICM, HAIIPAaBJICHHBLIX Ha IHOATBCPIKIACHHUC HC
MeHbIeH 3()(HEeKTHBHOCTH 0 CPaBHEHHIO CO CTAHIAPTHOW TEpamuei, onpeesieHue pa3Mmepa BRIOOPKU
AOJDKHO BKIIOYATh PasHULYy MCEXKAY CpaBHUBACMBIMU MCETOAAaMM, KOTOpasd CUHHUTACTCA HEIIPUCMIIEMO
OO0JIBIIION M MOKET OBITh MCKITIOUEHA B paMKaxX 3aIlJIAHUPOBAHHOTO HCCIIECAOBAHMS.

9.8. U3meHeHus B XO0AC NPOBCACHUSA UCCIICAOBAHUA WJIN B 3allJITAHUPOBAHHOM aHAJIU3C.

JIroboe wW3MEeHEHHE B TPOBENCHUHM MCCIIEJOBAHUS WIM IUIAHUPYEMBIX aHAINW30B (HAIpuMep,
UCKJIIOYEHHE KaKOW-TH0O0 M3 CPaBHUBAEMBIX I'PYII JICUEHUs, U3MEHEHUE KPUTEPHUEB BKIIIOUEHUS WU
703bl TIpernapaTta, KOPPEKTUPOBKAa pa3Mepa BBIOOPKM U Jp.), HMMEBIIEE MECTO IIOCie Hayaia
UCCIIEIOBAHMsI, JIOJDKHO OBbITh OINUCaHO. BpeMs M NpUYMHBI TakuX HW3MEHEHUH, NpOLENYpBHI,
UCIOJb3yEMBIE NIl MPHUHATHS PELIEHUS O BHEAPEHUWM W3MEHEHMH, JMIa WIA TPYIIbl JIKIL,
OTBETCTBEHHBIC 3a WM3MEHEHHMs, XapakTep U COACPKaHHE MMEIOIUXCS JaHHBIX U IIEpEdYEeHb JIHI],
KOTOPBIM OHHM OBLIM JOCTYIIHBI Ha JaTy BHEAPEHUS M3MEHEHUS, TAKXKe JOJDKHBI OBITh OMHCAHBI BHE
3aBHCUMOCTH OT TOTO, OBUIO JIN U3MEHEHHE 3aI0KyMEHTHPOBAHO B Ka4eCTBE O(PHUIIMAIBHON IMOTPAaBKU K
nporokosy wiu HeT (B maHHBIM pa3nen He cienyer BKIOYATh M3MEHEHHS] B 4YacTH KaJpOBBIX
NIEPECTAaHOBOK U peleHuit). JItoOble BO3MOKHBIE IOCIEACTBUS M3MEHEHMH B YacTH HHTEPIpPETALUU
Pe3yIbTaTOB MCCIIEI0OBAHUS JOKHBI OBITh KPAaTKO OIMCAHbI B HACTOAIIEM pa3zesie U 0ojee noaApoOHO B
JPYTUX COOTBETCTBYIOLIMX pasziefiax oTdera. B KakaoM paszzgene oTyera JOJKHO OBITh MPOBEICHO
YETKOE pasziIMnuMue MEKIY YCIOBUAMH (IIPOLeypaMu), 3aIUIaHHPOBAHHBIMH B IIPOTOKOJIE U B MONpPaBKax
win jaonojHeHusx. CuMrTaercs, YTO B LEJIOM H3MEHEHHS B 3allVTAHUPOBAHHBIX aHAIM3aX JAaHHBIX,
BBEJCHHBIE 1O PACKPBITHUS MACKMPOBAaHHBIX JAHHBIX, HE3HAYMUTEIBHO BIMUSIOT HAa WHTEPHPETALMIO
pe3yabTaToB uccienoBaHud. OCOOEHHO BaXKHO, YTOOBI BpeMsl BHEIPEHUS W3MEHEHMH ObLIO YEeTKO
YKa3aHO M0 OTHOIIEHHUIO K BPEMEHM PACKPBITUS MACKMPOBAaHHBIX JAHHBIX U TOJIYYEHHS MTOTOBBIX
pe3yabTaToB.

10. Uudopmarus o cyObeKTax UCCIeT0OBAHUS
10.1. Pacnpenenenue cCyOBEKTOB 10 TPyIIIaM.
Crnenyet npoBecTd MOAPOOHBINA M MOHITHBIN y4eT BCeX MAIlMEHTOB, KOTOpPbIE MPHUHSIIN y4acTue B
WCCIIeIOBAaHUH, TIPU MTOMOIIY TpadUIecKOro Wik TaOIHMYHOTO TPEICTABICHUS TaHHBIX B TEKCTE OTYETA.

Jlo)oKHO OBITH  yKa3aHO KOJMYECTBO NAIMEHTOB, KOTOpbIE OBUIM PaHJOMH3HMPOBAHBI, BOILIH B
HCCIIEIOBAaHUE M 3aBEPIIMIN KaXAbIH ero stam (KaXayl HeIento (MecAll) MCCIENOBaHMs), a TaKke
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MIPUYUHBI BCEX NMOCT-PAaHAOMHU3ALMOHHBIX MPEKPALECHUN JIEUEHUs], CTPYNIUPOBAHHBIE 110 BUY JICUECHUS
U OCHOBHOW mpuuuHE (BBIOBITHE W3-TIOJ HAOIIOACHMS, HEXeNaTelIbHbIe SBICHUS, HECOONIIOICHUE
pexxkuma JedeHust ¥ Ap.). KpoMe Toro, B psije ciiydaeB HEOOXOAMMO yKa3aTh KOJWYECTBO IMAlMEHTOB,
paccMaTpuBaeMbIX (OTOOpAaHHBIX) JUIsl BKJIIOUEHHMS] B HCCJICIOBAHME, W TPUBECTH aHAIW3 MPUYUH
WCKJTFOUYCHHMS MaIlMEHTOB BO BpeMsi CKpUHUHTA, €CITM 3TO MOXET IMOMOYb MPOSICHUTh OCHOBAaHUS Habopa
(aKkTUYECKH TMOJYyYEHHOM B MCCIEJOBAHUU MOMYJSIUU MHAIlMeHTOB, NPUMEHAIUX mpenapar. Kax
MpaBmUIIo0, Hanboee yI0OHBIM SBISIETCS MPECTaBICHNE JaHHBIX B BUE OJOK-CXeMbI (B COOTBETCTBUU C
npunokenneM N 5 k [IpaBunam). Takke JOMKHO OBITH SICHO yKa3aHO, HAOIIOAANUCH JIM TMAIIMEHTHI B
TEYEHHUE BCEr0 CPOKA UCCIIECIOBAHMS, J1aXKe €CIIH MPUEM MPenapaToB UMH MPEeKpaIacs.

B mpunoxenun 16.2.1 x oTuery (corizacHO pyOpuKalMM pa3lesioB OT4YeTa, YKa3aHHOH B
HACTOSIIEHN YacTu JOKYMEHTa) TakyKe JOKEH ObITh EpeYeHb BCEX MalMEeHTOB, IPEKPATUBILINX yYacTHe
B MCCIEAOBAaHNU IIOCJIE MX BKIIOYEHHS B HErO, C Pa3[elICHHEM II0 HCCIIENOBATEIbCKUM ILICHTpaM U
IpynnaMm JIe4eHHs, C YKa3aHHeM HIAECHTH(PUKALMOHHOTO KOJa MAalMeHTa, KOHKPETHOW MpPUYMHBI
MPEKpaIlleHus] y4acTHsl B MCCIEIOBaHUHU, ITPOBOAMMOrO JICYeHHs (JIEKapCTBEHHBIN IMpemapar U J103a),
COBOKYITHOM HpPHUHSATON J103bl (€CIM NPUMEHUMO), a TaKKe MPOJOJDKUTEIBHOCTU JIEYEHUS O €ro
npekpaueHus. JJoimkHO ObITh yKa3aHo, ObUIM JIM J€MAacKUPOBAHBI JIaHHBIE JICUEHUS MallMeHTa Ha JIaTy
MpeKpaleHus: UM JiedeHus. Takke cieayeT BKIIOUUTh JIPYryio HHGOPMAIUIO, TaKyl0 KaKk KpUTHYECKHE
naeMorpaguueckue JaHHble (HampuMmep, BO3pPAcCT, MOJ, paca), COIYTCTBYIOIAs TEpamusi U OCHOBHbIE
U3MEHEHMs B COCTOSHMHM NAlMeHTa Ha JaTy npekpauieHus jedeHus. OOpasen yka3aHHOTO IepeyHs
npeaycMoTpeH npuiioxkenrem N 6 k [IpaBunam.

10.2. OTKJIOHEHHUS OT TPOTOKOJIA.
JlomkHBI OBITH ONMUCAHBl BCE Ba)KHbIE (CYIIECTBEHHBIC) OTKIOHEHUS, CBSI3aHHBIE C KPUTEPUSMU
BKJIFOUEHUS WM HEBKJIIOUECHHUS B HCCIIEI0BaHUE, IPOBEACHUEM UCCIIEI0BAaHUS, BEACHUEM MallueHTa WIN

OLICHKOM €TI0 COCTOSIHMS.

B TekcTe oTueTa OTKIOHEHHUS OT IMMPOTOKOJIa TOJI’KHBI OBITH HaaJICXKallluM 06p330M O606H_I€HBI I10
HCCICAOBATCIILCKUM LHECHTPAaM M CIPpYIIIMPOBAHBI 11O Pa3JIMYHBIM KaTCrOPpHUAM, TAKUM KaK:

MNauCHTBI, KOTOPBIC IMPUHAIU Y4YaCTHUC B HUCCICAOBAHUH, HOAXKE CCIU HE YIOBJICTBOPAIOT
KPpUTCPUAM BKIIOYCHHA,

ManueHThI, KOTOPBIC CTaJli COOTBETCTBOBATHL KPUTCPUAM IPEKPAIICHUA YUaCTUA B UCCICIOBAHUU
BO BpEMsI €T0 IIPOBEACHHA, HO HC IIPCKPATHIIN €TO;

MAUEHTHI, KOTOPHIE MOJTYYWIA HENPABUIBHOE JIEYEHNE WIN JJ03Y IIPENapaTos;

HALMEHTBI, KOTOPBIE MOTYYHIN HEPA3PEIIEHHOE COYTCTBYIOLIEE JICUCHHE.

B mpunoxenun 16.2.2 x oTueTy (corjacHO pyOpuKalMM pa3esioB oOT4yeTa, YKa3aHHOH B
HACTOAIIEH 4YacTH JOKYMEHTa) JIOJDKHBI OBbITh IMepedyHcleHbl KOHKPETHBIE MAalMeHThl C 3TUMHU
OTKJIOHEHUSIMH OT IIPOTOKOJIA C pa3AeIeHUEM 10 LIEHTPaM AJIsi MHOTOLICHTPOBBIX MCCIIEJOBAHUM.

11. Ouenka 3¢pdpexruBHOCTH

11.1. lanHble, noaJieKalne aHaausy.

HeO6XO)II/IMO ACHO YKasaTb, KAaKHC HMCHHO IMallMCHTBHI ObLIM BKJIIOYEHELI B Ka)K}IBIfI aHaJIn3
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3¢ (EKTUBHOCTH, HAIpUMEp, MALUEHTHI, MOJYyYHUBLIME KaKOW-TMOO M3 HCCIeNyeMbIX Ipernaparos,
NAIMEeHThl C KAaKUMHU-TUOO MaHHBIMU 1O 3(G(GEKTUBHOCTH WJIH C OINpPEIeIEHHBIM MUHHMAJIbHBIM
KOJIMYECTBOM HAOJIOJICHUHN, MMAlMEHTHI, 3aBEPIIMBIINE WCCIEAOBAHNE, MAMEHTHI, HAOI0JaBIINECs B
OTpe/ieNICHHBIA MMPOMEXYTOK BPEMEHH, MAllMEHThI C ONpPENEICHHON CTENEeHbI0 MPUBEPKEHHOCTH U AP.
Heo6xoanmo ACHO yKka3aTh, €CJIM 3TO HE OIMCAHO B IPOTOKOJIE UCCIIEI0BaHMs, KOTJa (110 OTHOIIEHHIO K
CHATHUIO OCHEIUIEHHs) W Kak ObUIM cHOPMHUPOBaHbBI KPUTEPUM BKIIOYEHHUS U  HEBKIIOUCHMS
IIPOAHAIM3UPOBAHHBIX COBOKYIHOCTEN AaHHBIX. ECaM NepBUYHBIN aHAIN3, IIpeUlaracMblil 3asBUTEIIEM,
OCHOBAaH Ha OrPAaHWYCHHOM KOJHMYECTBE IAlMEHTOB, HEOOXOJUMO MPEANPUHATH IONBITKY
ycTaHoBNeHHUS 3()()EKTUBHOCTH C MOMOINBIO JTOTIOJHUTEIBHOIO aHAJIM3a C HCIOJIb30BAHUEM JTAHHBIX
BCEX PAHJOMHU3HUPOBAHHBIX WIIH BKIFOYEHHBIX HHBIM 00pa30M MalMEHTOB C JIIOOBIM 00bEMOM JTaHHBIX.

B npunoxennn 16.2.3 k oruery (corymacHo pyOpuKamwu pa3iesioB OTYeTa, YKa3aHHOW B
HACTOSAIIEH YacTu JOKyMEHTa) He0OX0IMMO MPEACTaBUTh TAOJUYHBIN CIMCOK BCEX MAI[MEHTOB, BUBUTOB
1 HaONIOJCHUN, UCKIIIOUEHHBIX U3 aHanu3a 3(G(EeKTUBHOCTH (B COOTBETCTBHM C MpuiokeHneM N 7 K
[IpaBunam). HeobxonuMo Takke B JUHAMHUKE MPOAHATU3UPOBATH MPUUYUHBI UCKIIOYCHUS MAI[UCHTOB,
BU3UTOB U HAOJIIOIEHUI BO BCeX Ipymmax JiedeHus (B COOTBETCTBUU ¢ mpuiioxkenneM N § k [IpaBuiiam).

11.2. lemorpaduyeckue 1 Ipyriue UCXOIHbIE XapaKTEPUCTHKH.

Heo6xonumo mpeacTaBUTh IPYIIIOBBIE JaHHBIE 110 BaXKHEHIINM AeMOrpapuyeckuM U UCXOJHBIM
XapaKTepUCTUKaM MAIEeHTOB, a TakKe Apyrue (PakTopbl, BOZHUKIINE B XOA€ UCCIIEAOBAaHU, KOTOPbIE
MOIJIM TIOBIMATH HA MCXOAbl HccienoBaHus. B pasgene 14.1 HeoOXoaMMO TpeACTaBUTh
COIOCTaBUMOCTb IPYIII JICYEHUS [0 BCEM MMEIOIIMM 3HAYEHUE XapaKTEPUCTUKAM C MCIIOJIb30BAHUEM
Tabnun U rpagukoB. CHayana HEOOXOIUMO ONMUCATh JIaHHBIE JUISl MALIMEHTOB, BKIOYEHHBIX B TPYIIIBI
"BCe ManMeHThl C JaHHbIMU'. Jlajslee MOTyT cieoBaTh JAaHHBIE MO APYTMM TIPYIIaM, BKIFOYEHHBIM B
OCHOBHBIE aHAJIM3bl, TAKUE KaK aHaJIU3 "MO MPOTOKONIY" U JIpyrue, Haupumep, rpymniibl, OTOOpaHHbIE MO
MIPUBEP)KEHHOCTH K JICUYEHMIO, COIYTCTBYIOLIEMY 3a00JI€BaHUIO (JIEYEHHIO) WIN JeMOrpapuuecKum
(MCXOIHBIM) XapakTepuCTUKaM. [Ipy HCIOIB30BAHUN TAKUX TPYII, HEOOXOIUMO MPEACTaBUTh JaHHbIC
110 JOTOJHAIOINM MX UCKIIOYEHHBIM IpynraM. B MHOIOLIEHTPOBBIX MCCIIEJOBAaHUAX CONOCTABUMOCTH
IpyNI 10 BO3MOKHOCTH HEOOXOIUMO OILIEHUTh KaK BHYTPHU OJJHOI'O LIEHTPA, TaK U MEKIY LIEHTPAMHU.

Heobxomumo mpeAcTaBUTh AMarpaMMmy, OTPaKAIONIIYI0 B3aUMOCBS3b MEXKIYy BCEH BBIOOPKON H
KaXJI0¥ aHATU3UPYEMOU rpynIoHn.

Baxwuelilme nepeMeHHble 3aBUCAT OT MPHUPOJbI 3aboseBaHuss U TpeboBaHUM mpoTokona. Kax
MIPAaBUJIO, K TAKUM IIEPEMEHHBIM OTHOCSIT:

neMorpaguuecKue nepeMeHHble: BO3pacT, Mo, paca;

(dakTopsl 3a007€BaHUS

0CcOo0bIe KpUTEPHUH BKIIIOUEHHUS (€CIIM OHU HE YHU(PHUIIMPOBAHBI), JJIUTEIbHOCTh, CTaNs U TSHKECTh
3a00JIeBaHUs WM JIPYTHME BUJABl KIMHMYECKHX KIACCH(PHUKANUHA M TPYNIHPOBOK, KOTOPBIE 4YacTO

HCIOJIB3YROTCA WX UMCHOT IIPOTHOCTUYCCKYIO 3HAYUMOCTD,

HCXOAHBIC 3HAYCHHUA OCHOBHBIX KIIMHUYCCKUX I/I3M€peHI/II71, NOPOBCACHHBIX B XO0A€ HUCCICIOBAHUSA U
IPUHATBHIX B KAYCCTBC BAXKHBIX nokasareiei IMPOrHo3a UJik OTBCTA Ha JICUCHUC,

COITYTCTBYIOIIME 3a00JICBAaHUS B Havalie MCCICIOBAHUS, TaKHE KaK MOYCYHAs] HEAOCTATOYHOCTb,
caxapHbIi 1uabeT, cepaeuHas HeJJOCTaTOYHOCTh;
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3HAYUMBEIE 3a00JIEBAHUSA B AHAaMHC3C,

3HaA4YMMasA paHCC MNpOoBOAUMAS TCpalund 3360J’I€BaHI/I$I, L JICHCHHUA KOTOpPOIro IMPOBOAUTCA
HUCCICIOBAaHUC,

nmpoBoaMasa COIMYTCTBYIOIIAad TCparusd, AK€ NPH HM3MCHCHHU PCKUMa JO3UPOBAHUA B XO/C
HUCCIICA0BAaHMA, BKIKOYasd TOPMOHAJIBHYIO KOHTPALCIOHUIO WM 3aMECTUTCIIBHYIO TOPMOHAJIbBHYIO
TEPAIUIO, IPCKPAIICHHOE NI U3MCHCHHOC JICHCHHUE BCIICACTBUC Hadalla UCCICAOBAHUA;

HWHBIC (l)aKTOpBI, KOTOPBIC MOT'YT IMOBJMATH Ha OTBCT Ha JICYHCHUC (HaanMep, Macca T¢€ia,
pCHHHOBLIﬁ CTaTyC, COACPIKAHUC aHTUTCII, MeTa0OoINYeCKUi CTaTy'C);

WHBIC, TOTEHIMAJIbHO 3HAYUMBIC IEpPEeMEHHbIC (Hampumep, KypeHue, MOTpeOJIeHHE alIKOToJid,
0co0bl€ AMETHI), a TAKXKE JJIs HKEHILUH - MEHCTPYaJIbHBIN CTAaTyC U JaTa MOCIEIHUX MEHCTpyaluil (eciau
MPUMEHHUMO, JIJISl TaHHOTO MCCIIEI0BaHuU).

B nononnenune x tabaunaMm U rpadukaM ¢ JaHHBIMHU IO YKa3aHHBIM MCXOJHBIM IEPEMEHHBIM B
npuioxenun 16.2.4 k ordyery (coriacHo pyOpHUKalUMy pa3/ieloB OTYETa, yKa3aHHOM B HACTOSIIEH 4acTH
JOKyMEHTa) HeOOXOAMMO TMpeACTaBUTh  TaOJMUYHBIE JaHHbIE 10 HUMEIOIUM  3HAYUMOCTh
WH/IUBUIYATbHBIM JIeMOTpa)MYecKUM W HUCXOJIHBIM XapaKTepUCTHKaM, BKIOYas J1abopaTopHbIE
IIOKA3aTEeIM U BCE COIYTCTBYIOIIME JICKAPCTBEHHBIE MPENApPAThl MO0 KAXKIOMY PAHIOMU3MPOBAHHOMY
ManueHTy (1o BUJaM JIeUeHus, a JUIsi MHOTOLIEHTPOBBIX MCCIIEOBaHUH - 1O eHTpaMm). HecMoTps Ha TO
YTO HEKOTOphIE YIOJIHOMOYEHHBIE OpraHbl 3alpallMBalOT BCE UCXOJHBbIE JaHHbIE B BUAE TaOiull, B
NPUIOKEHUH K OTYeTy 00 HCClIeJOBaHMM HEOO0XOAMMO YyKas3aTh TOJBKO CBEIEHUs, HMEIoIue
HaMOOJIBIIYIO 3HAYUMOCTH (KaK MPaBUIIO, 3TO MIEPEMEHHBIE, IEPEUNCIICHHBIC BBIIIIE).

11.3. U3MepeHue npuBepKEHHOCTH JIEUEHHUIO.

B npunoxennn 16.2.5 k oruery (cornmacHo pyOpuKamwu pa3iesioB OTYeTa, YKa3aHHOW B
HACTOAIIEH YacTH JOKyMEHTa) HE0OXOAUMO 000O0IIMTh, MPOaHATM3UPOBATH O TPyNIaM JICYEHHUS U
BpPEMEHHBIM HWHTEpBaJlaM U TPEJACTaBUTh B TAOJMYHOM BHUAEC BCE HM3MEPEHHUS MPHUBEPKEHHOCTU
OTACJIBHOTO TALMEHTa K HCCIEAYEMOMY PEXUMY TEpPaMd U  OINPEIEICHUs KOHUEHTPALUU
JIEKapCTBEHHOIO IIpErnapara B JKHIKOCTSAX OpraHu3Ma.

11.4. PesynbTatsl onpenencHus 3h(HEKTUBHOCTH U CBOAHBIC TAOIHIIBI MHIWBUIYATHHBIX CBEJICHUN
O MalKeHTax.

11.4.1. Ananu3 >¢dextuBHOCTH. HeoOX0IMMO CpaBHUTH BCE TPYIIIHI JIEYEHUS 110 BCEM Ba)KHBIM
nokaszarensiM I(PQPEKTUBHOCTH (M3YYEHHBIM TEPBHYHBIM M BTOPUYHBIM KOHEYHBIM TOYKaM, BCEM
(apMakoIMHAMHYECKUM KOHEYHBIM TOYKaM), a TAaK)K€ IO OIICHKE OTHOIICHHUS MOJb3bl K PUCKY JUIS
KaXJ0r0 MAalMeHTa, €clId TaKoBas OCYLIECTBIsUIaCh. B HcClIeOBaHUAX, HANpPaBICHHBIX Ha
ycTaHOBJIEHHE 3(PPEKTUBHOCTH, HEOOXOAMMO IMPEICTAaBUTh pPE3YyJbTaThl BCEX 3aIVIaHUPOBAHHBIX B
IIPOTOKOJIE AHAIM30B M aHajM3a, BKJIIOYAIOLIET0 BCEX MAIMEHTOB C HCCIEAyeMbIMU IaHHbIMU. B
aHaiu3e HeoOXOAMMO OTPa3UTh BENUYMHY (TOYEYHAs OLIEHKA) pa3IMyMil MeXIy IpyniamMu JeueHUs,
CBSI3aHHBIN C HEH JOBEPUTENIbHBIN MHTEPBAJ U PE3yJIbTAaThl TECTUPOBAHMS THUIIOTE3BI, €CIM TaKOBas
BBIIBUTaJ1ach.

AHanu3bl, OCHOBaHHbIE HAa HENIPEPHIBHBIX (HAIIPUMED, CPEIHEE apTEPUATIbHOE JJaBJIeHHE U Ol 1o
IIKaje JENpeccHH) U KaTeropuaibHBIX IMEPEeMEHHBIX (Hampumep, KynupoBaHHE HHQEKLIUH), MOTYT
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ObITh ONWHAKOBO mpuemieMbl. Kak mpaBmio, o6a W3 HUX HEOOXOIUMO TPEACTaBUTh, €CIH OHU
TUTAHUPOBAIIUCH U 110 HUM UMEIOTCS TOCTYIHbIE MaHHbIe. Eciu kaTeropuu ObLTN pa3paboTaHbl BIIEPBBIC
(TO ecThb HE BKJIFOYEHBI B CTATUCTHUYECKUH TIJIaH), HEOOXOUMO OOBSCHUTH MPEANOCHIIKM MX CO3/IaHUSs.
Jlaxke ecnu OCHOBHOE BHUMAaHHUE YJEISETCS OJHOM IMEepeMEHHON (HampuMep, B HCCIEAOBAHUH IO
apTepuaIbHOMY JIaBJIICHHIO TaKOBOW MOXKET OBITh BEJIMYMHA aPTEPHATBHOTO JIABJIICHHUS B TIOJOXCHUH
"nmexa Ha cuHe" Ha Henmene "X'"), HEOOXOAMMO 1O MEHBIIEH Mepe KPaTKO OIEHUThH U APYTHe BaXKHBIC
napameTpsl (HampuMep, apTepuaIbHOE JaBJICHHE B MOJOKEHUH "cTos" U B IPYTUX BPEMEHHBIX TOUKAX).
K ToMy ke 1Mo BO3MOXHOCTH HEOOXOJMMO OMHCATh JMHAMUKY OTBETa Ha JIeYeHHE BO BpemeHH. Jlis
MHOTOLICHTPOBBIX HCCIEOBAaHUN B LENSAX MPEACTABICHUS SICHOM KapTUHBI aHAIM3a MO KaXIOMY
IIEHTPY, OCOOEHHO KPYITHOMY, B OTHOIICHHH Ba)KHBIX TIEPEMEHHBIX HEOOXOJAMMO TPEJCTABUTH JaHHBIC
Y pe3yNIbTaThl aHATIN3a M0 KAXIOMY IEHTPY (ITpH HEOOXOIUMOCTH ).

Ecnmu BaxkabIe U3MCPECHUA MWK OLCHKHU HCXOJ0B 3(1)(1)6KTI/IBHOCTI/I Wi 0e30IacHOCTH
OCYHICCTBJIAIINCH boiee 4eMm OJIHOM CTOpOHOﬁ (HaHpI/IMep, HCCJICA0BATCIIb U KOMHUCCHA ISKCIICPTOB
MOTJIA CACJIATH 3aKJIOYCHHUC O HAJIMYUW WK OTCYTCTBHHU Yy IMALIUCHTA OCTPOTO I/IH(i)apKTa MI/IOKapI[a),
HCOGXOI[I/IMO OTpa3uTb MTOI'OBBIC pa3jikdvd B OLCHKAaxXx C YKAa3aHUCM KaXXAOIro IMmanueHTa C
HECOIJTaCYHOIMNMHUCA 3aKITIOYCHUSAMMU. B kaxxngom ananmsze HCO6XOI[I/IMO YETKO OIIICATh CIIOCO0 OLICHKH.

[Tpu MHOTHX HCCIeI0BaHUSAX TPYAHO MPOBECTU IPAaHUILy MEXKIYy MOoKa3aTeasiMu 3hPeKTUBHOCTH U
0e30MmacHOCTH (HANpUMep, JIeTAIbHBIE HCXOJbl B HCCICAOBAHUH CMEPTEILHOTO 3a00JIeBaHHUSA).
BoJbIIMHCTBO yKa3aHHBIX Jaliee MPHHIUIIOB HEOOXOAMMO MPUMEHSTHh TaKXKe MPHU OLEHKE Ba)KHBIX
rnokasareiieii 0e30MacCHOCTH.

11.4.2. Cratuctuueckue (aHaIUTUYECKUE) pe3yibTaTbl. I SKCIEPTOB MO KIMHUYECKOM U
CTaTHUCTUYECKOM 4YacTSM HCCIEIOBAHUA B OTYET€ HEOOXOAMMO OIMCATh CTATUCTHYECKUH aHanmu3. B
npuioxkennu 16.1.9 x otyeTy (corymacHo pyOpUKaIKy pa3aeioB OTYeTa, yKa3aHHOW B HACTOSIIEH YacTH
JOKYMEHTa) HE0OXOIUMO TMpPEeICTAaBUTh JETATU3UPOBAHHYIO JIOKYMEHTALMI0 IO CTaTUCTHUYECKUM
MeToiaM (B cooTBeTcTBHHM ¢ TipuiiokeHueM N 9 k [IpaBuinam). Heo6xoaumo onucaTts BaxKHbIE JIEMEHTHI
aHalM3a, BKJIIOYAs MCIIOJIb30BAaHHBIE METOJbl, TMOMpPAaBKM Ha JeMOorpapuuecKkue | HCXOIHBIC
XapaKTePUCTUKU WM COIIyTCTBYIOLIYIO TEpaIlnio, OOpalleHHe C BbIOBIBAaHUSMH U OTCYTCTBYIOIIMMU
JAaHHBIMHU, TIONPABKM HA MHOXKECTBEHHBIE CPAaBHEHMs, OCOObIE aHalW3bl I MHOTOLEHTPOBBIX
UCCIIEIOBaHUM M TIOMpPaBKU Ha MPOMEXKYTOUHbIN aHanu3. HeoOXoauMo mpencTaBuTh CBEICHHS O BCEX
M3MEHEHHUSX B aHANIU3€e, IPOU3BEICHHBIX ITOCIIE CHATHUS OCIICIUICHUS.

B nomnonHenme k o0meMy ONUCAaHHIO B JAaHHOM pasjiele OT4eTa HEeOoOXOAMMO pPAacCMOTPETh
CJICAYIOIINE BOMPOCHI (€CIU MPUMEHUMO):

11.4.2.1. IlonpaBku Ha KoBapuaThl. B oT4yeTe HEOOXOAWMO MPEACTABUTH OOBSICHEHHsS BhIOOpa U
MOTIPABOK Ha JeMorpaduuecKkue W UCXOJHBIE XapaKTePHCTUKH, COIYTCTBYIOIIYIO TEPAIHIO U JIIOOBIE
JpyTUe KOBApHATHI MIIM IMPOTHOCTHUYECKUE (aKTOPBl. METOpI OCYIIECTBICHUS TIONPABOK, PE3yJIbTaThI
aHAJIM30B W BCIOMOTATeNIbHBIC CBEJACHUS (HAaIpUMep, KOBAPHALMOHHBIM aHAIN3, 3HAYEHHUS PETrpeccHu
Koxkca) HeoOX0aMMO BKIIIOUMTH B JETATM3UPOBAHHYIO JOKYMEHTAIMIO N0 CTATHCTHYECKUM METO/aM.
Ecnmu  xoBapmaTbl MM METOJBI, MCIIOJNB30BAaHHbIE B JIAHHBIX AaHAIW3aX, OTIMYAIOTCS OT
3aIUTAHMPOBAHHBIX B IPOTOKOJE, HEOOXOAUMO OOBSCHUTH HMEIOIIMECS DPAa3Iuuusi W TPEACTaBUTh
pe3yabTaThl 3aIlUIAaHMPOBAHHBIX aHAIM30B (MpU HeoOxomumocTH). He SBISSICH YacThiO OTAETHHOTO
ordyera 00 MCCIIEIOBAaHUH, CPAaBHEHHE IMOTPABOK Ha KOBAPHATHI U MPOTHOCTUYECKUX (hAaKTOPOB MEXKITY
OT/ETBHBIMHU HCCIICIOBAHUSIMH MOXKET OBITh BAXKHBIM B PE3IOME JAHHBIX KIMHUYECKo! 3¢ dexTuBHOCTH.

11.4.2.2. OOpaiieHue ¢ JaHHBIMU BBIOBIBIIUX CyOBEKTOB MCCIEAOBAHUS MM OTCYTCTBYIOLIUMU
naHHbIMU. CyIIECTBYET HECKOJIBKO (DaKTOpOB, KOTOPBIE MOTYT MOBIMATH HA YacTOTy BBIObIBaHMiA. K
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HUM OTHOCSITCS: JUIMTEILHOCTh UCCIIEIOBaHUS, IpUpoIa 3a0oneBanus, 3QPEeKTUBHOCTh U TOKCUYHOCTh
HCCIIelyeMOTr0 JICKapCTBEHHOTO Tpemnapara W JApyrue ¢GakTopbl, HE OTHOCSIIMECS K TEparum.
HrHopupoBaHue MAIMEHTOB, BBHIOBIBIIUX W3 HCCIICIOBAHUS, U MOCTPOCHUE BHIBOJIOB HCKIIFOUUTEIHHO
OTMHPAasICh HA MAIMEHTOB, 3aBEPIIMUBIINX HCCIEAOBAHUE, MOXKET MPUBECTU K HEMPABUIBLHBIM BBIBOJAM.
Onnako 60mbIION 00heM BHIOBIBAHUM, JakKe BKIIOUEHHBIX B aHAJIW3, MOXKET BBECTH B 3a0JIyXKICHHE, B
YaCTHOCTH €CJIM B OJHOW W3 TPYII CPaBHEHHsI ObUIO MHOTO BBIOBIBIIMX MAIMEHTOB HA PAaHHHUX WU
MIPUYMHBI BHIOBIBAHUSI OOYCIIOBIIEHBI JICUEHHEM WU €ro ucxoiamu. HecMoTps Ha TO 4YTO BIMSHUE
paHHUX BBIOBIBAHUH W B OTHAEIBHBIX CIIydasx Jake CyTh OMIMOKH OBbIBAaeT TPYIHO YCTAaHOBHT,
BO3MOXXHOE X BIUSHUE HEOOXOIMMO MPOAHATU3UPOBATh KAaK MOXKHO TOJHEe. PeKoMeHIyeTcst U3y4nuTh
HaAOJTIO/IABITUECS CIIy9ad B pPa3lIMYHbIE BPEMCHHBIE TOYKH WJIM, €CITU BBIOBIBAHUS OBLIM JIOCTATOYHO
YaCTBIMH, BBITIOJTHUTH aHAJINU3BI BO BPEMEHHON TOYKE, B KOTOPOW OOJBIIMHCTBO MAIMEHTOB BCE €I
HaxO0JIUJIOCh 0] HAOJIOICHUEM W KOTJ1a TIPOSIBUIICS MOIHBIA A (EKT IekapcTBeHHOTo npemnapata. s
OLIEHKH TaKOW HEMOJHOW COBOKYITHOCTH JaHHBIX PEKOMEHAYETCS CIIOIb30BaTh MOETUPOBAHUE.

Heo0xonumMo OIEHHUTh pPe3yibTaThl KIMHUYECKOTO HCCIIEAOBAHUS HE TOJIBKO JJIS HOATPYIIIBI
ITALIUECHTOB, 3aBEPILIUBILIEH MCCIIEIOBAHUS, HO U JJI1 BCEH PAHIOMU3UPOBAHHON IOMYJISLUN NAUEHTOB
WM, 110 MEHBbIIEH Mepe, JUlsl TOM €€ 4acTH, B OTHOLIEHWH KOTOPOH OCYLIECTBIISUINCH XOTh KaKHE-TO
m3Mmepenus. llpu ananuze BAMSHMUS BBIOBIBAaHMM CIEAyeT YYUTHIBATh W CPaBHUBATh HECKOJIBKO
(akTOpOB HCCIEAYyeMbIX TPYII: NPUYMHBI BbIOBIBAHUS, BpeMsl 1O BbIOBIBaHUS, JOJS BHIOBIBIIMX B
HCCIEAYEMBIX IPYIIAaX B pa3INnYHbIC IPOMEKYTKH BPEMEHHU.

HeoOxonumo omucate Mpoleaypbl OOpalleHuss ¢ OTCYTCTBYIOIIMMHU JaHHBIMM, HampuMmep,
WCTOJBb30BAHUE OXHMIAEMbIX WJIM MPOM3BOIHBIX MaHHBIX. HeoOXoauMo NpeacTaBuUTh MOAPOOHOE
00BSICHEHHE, KaK TaKHe OLEHKM WJIM IMPOU3BOHbBIE JaHHbIE ObLIM MOJIYYEHBl U HA KAKUX JOIMYIIEHUAX
OHU OCHOBAHBI.

11.4.2.3. [IpoMexyTOYHBIN aHAIUM3 U MOHUTOPHUHI JIaHHBIX. [Iponecc paccMOTpeHHs W aHaiu3a
JAaHHBIX, TIOTYYEHHBIX B PaMKaxX KJIMHHUYECKOTO uccienoBanus ((popmanbHo win HepopMaabHO) MOXKET
MPUBHOCUTH CUCTEMAaTHUYECKUE OMMOKU U (WiH) yBennmuuBath omuoOKy I poma. [Toatomy HeoOXxoanmmo
MOJIHOCTBIO ~ OMHMCAaTh BCE MPOMEKYTOYHBIC aHaIM3bl, QopMalbHbBlE WU  HedOopMaIbHBIC,
3alUIAHUPOBAHHBIE WM CHUTYaTHMBHBIC, OCYIIECTBISBIIMECS JIOOOH CTOPOHOM HCCIEOBaHUS,
MPEACTABUTEISIMU CITIOHCOPA UM KOMUCCHEH IO MOHUTOPHHTY JaHHBIX, Ja)Ke €CIIA TPYIIHI JICUCHHS HE
obutn uaeHtuduuupoBansl. ClielyeT YYUTHIBaTh HEOOXOAUMOCTh BBEICHUS CTATUCTUYECKUX MOMPABOK
BCIIEACTBME TakWX aHainu3oB. HeoOxomuMo omucaTh BCE HHCTPYKIMHA WM TPOLEAYPHI,
WCIONIb30BaHHBIC JJIsi MPOBENEHUS TAaKUX aHanu30B. [IpoTOkonbl 3acemaHuil TOO0OW KOMHCCHU TI0
MOHHUTOPHHTY JAHHBIX WA OTYETHI IO PACCMOTPEHHBIM HA TAKUX 3aCEAaHMSIX JAHHBIM, OCOOECHHO €CIIn
3ace/IaHusl TIPUBENIM K U3MEHEHHSIM B TIPOTOKOJIE WIIH IOCPOYHOMY MPEKPAIIEHUIO UCCIIEOBAHUS, MOTYT
MO3BOJIUTH OOBSICHUTH 3TO U JIOJDKHBI OBITH MpEACTaBICHBI B TpriiokeHuu 16.1.9 k otuety (coriiacHO
pyOpHKanuu pasaesoB OT4YEeTa, yKa3aHHOW B HacToAlled yacTH JokymeHTa). HeoOxomumo ommcartb
MOHHUTOPHHT JIaHHBIX, OCYIIECTBISIEMbIN 0€3 BCKPHITHUS KOAOB, AK€ €CIM CYUTAETCA, YTO TAaKOTO poja
MOHHUTOPHHT HE yBeJInunBaeT omuoOky I poxa.

11.4.2.4. MHOTOLIEHTPOBBIE UCCIIEI0BaHUSI. MHOIOLIEHTPOBOE UCCIIEJOBAHUE - 3TO MCCIIEOBAHUE,
IPOBOJUMOE [0 €AMHOMY IPOTOKONY, BKIIOYAIOMEE HECKOJIBKO MCCIEI0BATENbCKUX LIEHTPOB
(Hampumep, KIMHUK, MOJUKIMHHUK, OOJIbHUII), B KOTOPOM COOpaHHbBIE JaHHBbIE aHAJIU3UPYIOTCA Kak
elnHoe 1ies0€ (B OTIMYMU OT IOCIEAYIOIEro pEeIIeHUs O COBMELICHUM JaHHBIX WIM PE3yJIbTaTOB
OTIENbHBIX HcclefoBaHuil). HeoOxoaumo mnpenctaBuTh pe3yibTaThl MO KaxaoMmy wLeHTpy. Ilo
BO3MOXXHOCTH, HalpuUMeEp, €CIU B IIEHTpax YJIOBJIETBOPUTEIBHOE KOJIUYECTBO MALMEHTOB B LEJIX
MOBBIIICHUS] IIEHHOCTH TAaKOTO aHajn3a, HEOOXOJMMO YCTAaHOBHTh HAIWYHE KAueCTBEHHOM WU
KOJIMYECTBEHHON 3aBUCHUMOCTH MEXKIy HCCIIEeIYyEeMBIMU TPYINIAaMH W3 pa3HbIX HeHTpoB. HeobOxommmo
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onucaTb U OOBSACHUTH BCE PE3KO OTKIOHSAIOLIMECS WM IPOTUBOIOJIOKHBIE PEe3yJbTaThl MEXIy
LIEHTpaMH, Y4YMTHIBAas PA3IMYUs B IPOBEACHUU HCCICAOBAHMS, XAPAKTEPUCTHUKAX IMAL[UEHTOB WU
KIMHUYEeCKNX O0a3ax. CpaBHEHHE TIpyNIl JODKHO BKIIOYATh B Ce0sl aHAIM3BI, KOTOPBIE MO3BOJISIOT
BBISIBUTH PA3JIMYMs MEXKJy LEHTPAMM B OTHOLIEHWM OTBETa Ipynn Ha JjedeHue. [Io BO3MOKHOCTH
HE0OXOUMO TMPEACTaBUTh JeMorpaduueckue, HUCXOAHBIE M HTOTOBBIE (pe3yslbTaT HW3MEHEHUs
UCXOJHBIX) JIaHHbIE, a TaKXke JaHHble OHPQPEKTUBHOCTH IO KaXIAOMY LEHTPY, JAaxe ecliu
KOMOWHUPOBAHHBIHM aHAIN3 SBISETCS NEPBUYHBIM.

11.4.2.5. MHOXeCTBEHHbIE CPaBHEHHS (MHOXECTBEHHOCTH). [lo Mepe yBenWdeHHs] KOIMYECTBa
IIPOBEJICHHBIX TECTOB HAa 3HAYMMOCTh  (KOJIMYECTBA CpPAaBHEHUM)  YBEIMYMBAETCS  UHUCIO
JIO’)KHOTIOJIOKUTENbHBIX pe3ysbTaToB. [Ipy Hanuunu 6osnee 1 nepBUYHON KOHEYHON TOUKH (II€peMEHHAs
ucxoza) Oonee 1 aHanu3a KOHKPETHOW KOHEYHOW TOYKM WM MHOKECTBA HCCIEIyEeMbIX TPYMI HIN
MOArpynn 0OCIEe0BaHHBIX MAlMEHTOB, B CTAaTUCTHMYECKOM aHalIM3e HEOOXOJUMO OTpasuTh ATy
MHOXECTBEHHOCTb, MPEICTaBUTh CTATHCTHUYECKYIO TIONPABKy MJisi MPEAOTBPALICHUS YBEIUYECHHS
om0k I poja uiam npuBecTH 0OBACHEHUS, TOYEMY TakKas IIoIpaBKa He Oblila peyCMOTpeHa.

11.4.2.6. Hcnonp3oBaHue NOATPYNNBI MAlKWEHTOB, y KOTOPBIX TMOKa3zaHa 3((eKTUBHOCTE.
HeoOxonumo 0co60 mpoaHaau3upoBaTh BIMSHHUE BBIOBIBILIMX M3 aHAIM3a MAlMEHTOB C MUMEIOIUMUCS
JTAHHBIMU BCJIEJICTBHE HU3KOM MPHUBEPKEHHOCTH, MPOIyCKa BU3UTOB, HECOOTBETCTBUS TPEOOBaHUSAM
UCCIIEIOBAaHMsI WM Jpyrux npuunmH. Kak yka3aHo Bbllle, HCIOJb3Ysl BCE HUMEIOLIUECS JaHHbIE,
HEOO0XO/MMO TPOBECTH aHAJIM3 BCEX HCCICIOBaHUM, LEIbI0 KOTOPBIX SBISUIOCH YCTaHOBJIEHUE
3G EKTUBHOCTH, JaXKe €CIM TaKOW aHalIW3 He NMPEAyCMOTPEH 3asBUTEIEM B KaueCTBE MEPBUYHOTO.
Pekomenayercs MOATBEpAUTb HAJEKHOCTb OCHOBHBIX BBIBOJIOB HCCJIEOBAaHUS Ha IpUMEpE
aNbTEpHATUBHOM AaHANM3UPYEMON TMONYJSLUUU MaluueHToB. JIroOble 3HAUWUTENbHBIE PACXOXKICHUS,
BO3HUKAIOIINE BCIEACTBUE U3MEHEHMS MOMYJSALUN NAl[MeHTOB Ul aHaju3a, JOJKHBI ObITh MOJPOOHO
OOBSICHEHBI.

11.4.2.7. HccnenmoBaHusl SKBUBAJIEHTHOCTH C AaKTHUBHBIM KOHTpolieM. Ecnu wucciemoBanue c
AKTUBHBIM KOHTPOJIEM HAMpaBJICHO Ha MOATBEPKACHHUE SKBUBAJICHTHOCTH (TO €CTh OTCYTCTBHUE 3apaHee
YCTAaHOBJIEHHOM BEJIMYMHBI Pa3IM4Mi) MEXAYy HUCCIEIYEMbIM IpernaparoM M aKTUBHBIM KOHTPOJIEM
(mpenapaTtoM CpaBHEHHs), B aHalIM3€ HEOOXOJUMO OTpPa3UTh JIOBEPUTEIbHBIM HMHTEpBAJI ISl 3TOTO
CpaBHCHHA MCXKIY ABYMS JICKAPCTBCHHBIMU IIpe€riapataMu I10 BaXKHEHININM KOHEYHEIM TOYKaM U
OTHOIIICHHE JTOTO HWHTEpBala K 3apaHee OrOBOPEHHON CTENEHW MEHbIICH APPEKTUBHOCTH
(Oe3omacHOCTH), KOTOpasi CYUTAETCS HenmpuemyieMoil (TpeOOBaHMs K OMHCAHUIO OCHOBHBIX YCIIOBHM
WCIONIb30BAaHUsI aKTHBHOTO KOHTPOJS B HCCIEAOBAaHUSAX JKBUBAJICHTHOCTH YyKa3zaHbl B paszzaene 9.2
HACTOSIIETO JOKYMEHTA).

11.4.2.8. N3yuenune moarpymi. Eciu mo3Bossier pa3mep BHIOOPKH, BKIIFOUSHHOW B MCCIICOBAHHE,
HE00XOUMO MPOAHAIU3UPOBATh MOATPYIIBL, CPOPMUPOBAHHBIE MO BaXKHBIM JeMOTpadUuecKUM U
HCXOJHBIM XapaKTepPUCTUKAM, Ha HAJIMYNE HEOXKHUIAHHO BHICOKUX WJIM HU3KUX OTBETOB U MPEICTABUTH B
OTYEeTe COOTBETCTBYIOIIME PE3YNIbTAThl aHAIN3a, HAIIPUMEDP, CPAaBHEHHE BIIHMSHUS BO3pacTa, MoJa, pachl,
CTCTICHH TSDKECTH 3a00JeBaHMs, MPOTHOCTUYECKUX (PAKTOPOB, aHAMHE3a MPEABIAYIIETO JICUCHUS
JICKApCTBCHHBIMU IIp€HiapaTaMyu TOI'0 XKCE KJacca U Ap. Ecan BbIABHUI'AJIaCh THUIIOTC3a O HAJIHUYHHU
paBJ'II/I‘-IPIﬁ MCKAY HCKOTOPBIMH MOATPYIIIAaMH, THUIIOTE3a M €€ IIPOBEPKA OJOJIKHBI OLITh YaCTBIO
CTaTHUCTUYECKOTO aHaIH3a.

11.4.3. CBogHbie TaOMMIBI JAHHBIX HHIAUBUAYaIbHBIX 3¢ dekToB. B momomHenue k Tabiuiam u
rpadukaM JaHHBIX [0 TPYINaM B TaOIUIIaX HEOOXOIUMO MPEACTaBUTh CBEACHUS 00 MHAWBHYalbHBIX
OTBETaxX M MPOYME HMEIOLIUE 3HAYMMOCTb JJII UCCJIEIOBAHUS CBEJCHHUA. YTOJHOMOUYEHHBIE OpPraHbl
BIpaBe TpeOOBaTh JaHHBIC MO BCEM MAIMEHTAM B BHJIC apXUBHBIX TAONHII MO KaXKIOMY IAIUCHTY.
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TpeGOBaHI/IH K COACPIKAHUIO OTHUETA MOTYT BAPbUPOBATHCA OT HCCICAOBAHUA K HCCICAOBAHHUIO U OT
OQHOI'0 KJacCa JICKAPCTBCHHLBIX IPCIApATOB K APYTroMYy, IMO3TOMY 3adBHUTCIIb OOJIKCH OIIPCACIINTDL, 110
BO3MOXHOCTH IIOCJIC KOHCYJbTallUW C YIOJHOMOYCHHBIM OpraHoM, KaKyr0 HMCHHO I/IH(bOpMaI_[I/IIO
BKJIFOYUTDH B IMIPHUJIOKCHUC OTYCTA 00 HnccaenoBanun. B oTuere 00 HUCCICIOBAaHNU HCO6XOI[I/IMO OTpasuTh,
Kakue€ MIOaHHBIC BKJIKOUCHBI B KadY€CTBC TMPUIOKCHHUA, M KaKUC JAHHBIC IIPCACTABJIICHLI B Ooiee
l'IOI[pO6HBIX APXHUBHBIX Ta6J'II/II_IaX IO OTACJIIbHBIM ITaLIMCHTAaM, €CJIH 3TO Tpe6yeTc;1 YIIOJIHOMOYCHHBIM
OpraHoOM, U KaKU€ NAaHHBIC JOCTYIIHEI 11O 3aIlIpOoCy.

B KOHTpOIIMpYEMBIX HCCIEIOBAHMUAX, B KOTOPBIX BA)KHEHIIME M3MEPEHHMs U  OLEHKHU
3¢ PEKTUBHOCTH (HalIpUMep, MOCEBBI KPOBH M MOYH, (DYHKIIMOHAIBHBIE UCCIIEIOBAHUS JIETKUX, YaCTOTa
MIPUCTYTIOB CTEHOKAPAWU WM OOIIMe OIEHKH) MEePUOTUYECKH TTOBTOPSIOTCS, TEPEUYHU TAaHHBIX IS
Ka)KJI0T0 MalleHTa, MpUIaraéMblX K OTUETY, IOJDKHBI BKJIIOYATh B ce0si: WICHTU(PUKATOP MallleHTa, BCce
U3MEpeHHble M HaONoJaBIIMECs 3HAUEHUS BaKHEWIIMX TOKa3aTelled, BKIIOYas HCXOAHBIE, C
yKa3aHWEM BPEMEHU MPOBEACHHUS W3MEpEeHHH (Hampumep, ACHb TEpalud U BPEMS CYTOK, €CIH 3TO
UMeeT Ba)KHOE 3HAYEHHUE), JIGKAPCTBEHHBIH mpemapar (103y) (IIpu HEOOXOIUMOCTH B MI/KT), BCE
OIpe/Ie/ICHUs] IPUBEPKEHHOCTU U BCIO COITYTCTBYIOILIYIO TEPAIIMI0O HA MOMEHT OIpEAeIeHUs (OLEHKH)
Wi ONM3KUH K HEMY HIpPOMEXYTOK BpeMeHU. Eciaum Kpome MOBTOPHBIX OLIEHOK B HCCIEAOBAaHUU
MIPOBOJIMJIMCh TAKXE CPAaBHEHMsS OTBETUBIIMX W HE OTBETHUBIIMX HA JICYCHHE NAIUEHTOB
(GakTepuonornyeckoe U3IeUEHNE WIK HeyAaua), UX He0OX0IMMO onucath. B 1ononHeHne K onucaHuio
BOKHEHIINX U3MEPEHUN B TabIUIIaX HEOOXOIUMO yKa3aTh CBEJICHUS O TOM, OBLJT JIM MAIMEeHT BKIIIOUEH B
aHam3 dS(@dekTuBHOCTH (M B KOTOPbIM W3 HHUX, €CIM HX OBUIO HECKOJBKO), CBEICHHS O
IIPUBEPKEHHOCTH MMALIMEHTA K JIEUEHUIO (TIpU HaJIM4YMu), CChUIKY Ha coorBercTBytoume VPK, eciu onn
BKJIIOUEHBI B oT4eT. Taxke 1enecooOpa3sHO yKa3aThb Ba)KHbIE MCXOJHBIE CBEIEHHUS, TaKHE Kak IOJI,
BO3pacT, Macca Teia, uccieayeMmoe 3aboseBaHue (€cilid B MCCIEIOBAaHUE BKJIIOYEHBI IMAIMEHTHI C
pa3IMYHBIMM 3a00JIEBaHUSAMHU), €ro cragusi U TsbkecTh. [Ipu oneHke >()(PEeKTUBHOCTH HMCXOIHBIE
3HAYEHUS BAKHEUIITNX U3MEPEHUI OOBIYHO YKA3bIBAIOTCS B KAYECTBE HYJIEBBIX.

OnucanHple TaOMUYHBIE [JaHHBIE HEOOXOAMMO TPEJCTaBUTh B TpUIOKeHHH 16.2.6 oTuera
(cormacHo pyOpHKaIiu pa3feiioB OTYETa, YKa3aHHOW B HACTOSIICH YacTH JOKYMEHTa), BMECTO TOTO,
9TOOBI BKIIFOUATh B HETO OoJiee 00BEeMHBIC TAOIHUIIBI IO WHIANBUAYATBHBIM PETUCTPAIMOHHBIM KapTaM,
TpeOyeMBbIM HEKOTOPHIMH YIIOJTHOMOYCHHBIMH OpTaHAMH, ITOCKOJIGKY OHH MPEACTaBISAIOT COOOMU
0a30BbIc JaHHBIC MO A(P(EKTUBHOCTH, HA OCHOBAHMHM KOTOPBIX CTPOATCS OOOOIIEHHBIC TaOIUIIBI.
OpHako Takoro poja rpPOMO3AKHE TaONIUIBI MOTYT OBITh HEYAOOHBI NJIS aHaiHM3a MPH MPOBEIECHUU
OKCIIEPTHU3BI, U TPEANOUYTHTEIbHEE, YTOOBI B OTYETe OBUIM MPECTABICHBI UMEIOIINE MPAKTHYECKUN
uHTepec. Hampumep, ecnm B oTdeTe coOOMIaeTcss O MPOBEACHUM MHOKECTBA M3MEPECHHIA, TaOIUITHI
OTJICBHBIX TIAIIMCHTOB C BAKHEHIIIMMH U3MEPCHHUSIMH OYAYT MOJIC3HBI JUISI KOHTPOJIS HHIUBUY ATbHBIX
Pe3yIBTAaTOB MCCIIEIOBAHUS, B KOTOPHIX OTBET KaXKIOTO MaIfieHTa 000OIIECH B OJHOW CTPOKE TAOJIMIIBI
WU HEOOJIBITIOM KOJIMYECTBE CTPOK TaOJIUIIBI.

11.4.4. 3aBucuMOCTb MEXIy 1030W MpemnapaTa, ero KoHUeHTpauuei u s¢¢exrom. Ecnu nosza y
KaXX/10TO MallMeHTa MOXKET BapbUPOBATHCSI, HEOOXOAUMO OMUCATh (PAKTUYECKU MOTyUYEHHbBIE MAlUEHTOM
7036l M OTPa3UTh B TAOJIMYHBIX JaHHBIX BCE BEJIMYUHBI 103, HA3HAUCHHBIC B paMKaX HCCIICOBAHMUS.
HecmoTpst Ha TO 9TO B HMCCIENOBAHUAX, HE HANPABICHHBIX HA M3YYCHHE 3aBHCHMOCTH N103a-3((eKT,
BO3MOXXHOCTh BBISIBUTH 3aBHUCHUMOCTh MEXAYy 1030 M 3(PQEKToM OorpaHuyeHa, HEOO0XOAMMO
[IPOAHAIU3UPOBATh JOCTYIIHbIE JAaHHBIE Ha IpeIMET Haluyus Takoi 3aBucumoctu. [lpu_ u3ydyeHun
3aBUCUMOCTH J103a-3((PEKT pEKOMEHYeTCsl BBIUUCIUTD 103y B MI/KI MAcChl Tella MJIM MI/M~ IJIOLIa 1
MIOBEPXHOCTH TEIA.

CBeneHusl 0 KOHILEHTPALMHU JIEKAPCTBEHHOIO Ipenapara (Ipy HaJIu4uKM) HEOOXOAUMO OTpa3uTh B
TaOJIMYHBIX JAHHBIX MPUIOKeHus 16.2.5 k oTyeTy (coryiacHO pyOpuKaliu pa3AesioB OTYeTa, YKa3aHHOU
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B HACTOSANIEH dYacTu ,Z[OKyMeHTa), BKJIFOYasA YKa3aHHC Q)apMaKOKHHeTH‘ICCKI/IX napamMeTpoB H, II0
BO3MOXXHOCTH, BO B3aUMOCBA3H C KIMHHYCCKHUM OTBCTOM.

Bonee moapoOHbIe MPUHIMIBI TU3aiiHa U aHATU3a MCCIeIOBAaHUN, HANIPABICHHBIX HA BBISABICHHUE
3aBHCUMOCTH  7103a-3QPEeKT WIM  KOHUEHTpAMHU-dPPEKT TPEICTaBICHHl B  METOAWYECKHX
PEKOMEHIALUAX [0 MPOBEICHUIO KIIMHUYECKUX HCCIEA0BAaHUMN € 1eJIbI0 T000pa A03bl JeKapCTBEHHBIX
IIPENapaToB.

11.4.5. JlekapcTBeHHBIE B3aMMOCHCTBHSI M BIUSHUE COMYTCTBYIOMUX 3a0oneBanuii. Heooxoanmo
yKa3aTh Ha HaJU4Me BCAKOM MPENOoIaraéMod 3aBUCUMOCTH MEXAY OTBETOM U CONYTCTBYIOIIECH
Tepanuen Wi NPeablIyIIMMU WIH TEKYIIUMHA COMTyTCTBYIOUIUMU 3a00JICBAaHUSIMU.

11.4.6. IlpencraBineHue OaHHBIX MO KaxjaoMy mnanueHTy. HecmoTps Ha TO 4TO AaHHBIE IO
KKJOMY MalMeHTy OOBIYHO OTpaXkaloTcsl B TaOMMIAX, B HEKOTOPHIX CIydasx pPEKOMEHIYyeTcs
COCTaBJIATh NMPO(UIM NOKa3aTeae Mo OTAEIbHBIM MAlMeHTaM B Jpyrux (opmarax, Halpumep, B BUIE
rpa¢uKoB. DTO MOMOraeT MPOAHAIU3MPOBATh 3HAUEHHE KOHKPETHBIX MapaMeTpOB BO BPEMEHH, 103y
JIEKAPCTBEHHOI'0 IIperapara 3a 3TOT € IEePUOJ U BpPEeMs HACTYIUICHUs OIPEACIICHHBIX SBICHUN
(HampuMmep, HEXKENATENbHBIX SIBJICHUM WM CMEHBbl CONYTCTBYROIIEW Tepanuu). Ecim B OCHOBHOM
aHaJIU3€  HUCIOJB30BaHbl  yYCPEJHEHHbIE TPYIIOBBIE JaHHbIE, TaKOro pojaa  "M3BJIEUEHUE
WHAVBUAYAIbHBIX JaHHBIX" HMeeT HeOosblioe 3HaueHue. OJHAKO €ClAM WHAUBHUAYaJlbHBIE OTBETHI
SBJISIIOTCS] BAKHOW YacCThIO aHAIN3a, TAKHE JJAHHbIE MOTYT OBITh MOJIC3HBI.

11.4.7. 3aknrouenue 06 3¢pHEeKTUBHOCTH.

HGO6XOJII/IMO KaK MOXHO IIOJIHEC MPCACTAaBUTL B OTYCTC BAKHLIC BBIBO/IbI 00 3(1)(I)CKTI/IBHOCTI/I
JICKApCTBCHHOI'O IIpfliapaTa, BKJIIOYas OINMUCAHUC IICPBUYHBIX W BTOPHUYHBLIX KOHCYHBLIX TOYCK, C
HCIIOJIb3OBAHHUEM 3allJIAHUPOBAHHBIX W AJIBTCPHATUBHBIX CTATUCTUYCCKUX ITOAXOJO0OB U PE3YJILTATOB
ITIOMCKOBOI'O aHAaJIN3a.

12. OreHka 6€30MacHOCTH

AHanu3 AaHHBIX OE€30MaCHOCTH CJeAyeT MPOBECTH B Tpu 3Tama. Ha mepBom sTame B IesxX
OTIpeJIeIIEHUs CTETIEHN 0€30IaCHOCTH, KOTOPYIO MOYKHO OIICHHUTh B PAMKax MCCIIEIOBaHUS, HEOOX0IUMO
M3YYUTh BEIIMYMHY HKCIO3HMIHNH (1033, IIUTEIHHOCTh, KOJWYECTBO ManueHToB). Ha BTOpoMm sTame
HE0oOXOUMO yKa3aThb HEKeJaTeJbHbIe SBJICHMS, U3MEHEHUS J1TaOOpaTOpPHBIX W JIPYTUX IOKa3aTesew,
CTPYNIHUPOBAHHBIE MO KAKOMY-THOO OMpeeIeHHOMY MPU3HAKY, MEXIy CPaBHHUBAEMBbIMU IpyHIamMu U
MpOaHATM3UPOBAHHBIC TIPYU HEOOXOIUMOCTH C y4eTOM (paKTOPOB, KOTOPBIE MOTYT MOBJIHITH HA YaCTOTY
HEXeJaTelIbHBIX peakuuil (sBIeHuM) (TaKMX Kak BpPEMEHHas 3aBUCUMOCTb, 3aBUCUMOCTH OT
neMorpauuecKkux XapaKTepUCTHK, 1032 WIM KOHIICHTpAIUS JICKaPCTBCHHOTO Ipemnapara Hu Jp.).
HeoOxomumo ykaszaTh cepbe3HbIC HEXKENAaTeNbHBIC SIBICHUS W JPYTHE 3HAYUMBIC HEXKeJIaTelIbHbIE
siBJIeHUs (OOBIYHO C TIIATEIbHBIM 00CIIEIOBAaHUEM IAlIMEHTOB) KOTOPBIE JOCPOUHO MPEKPATUIIN YYaCTHE
B HCCJEIOBAaHUHM BCIEICTBUE HEKETATENbHBIX SBICHUM HE3aBUCUMO OT TOro, ObBUIM JH OHHU
00yCIIOBJICHBI MPUEMOM JIEKAPCTBEHHOTO TIperapara Wik HeT, UM CKOHYAJIHCh.

[Ipu »>TOM TepMuH '"cCepbe3HbIE HEXKEJaTelbHbIE SBJICHUA" pPAcCMaTPUBAETCSI B 3HAYECHMUH,
YCTaHOBJICHHOM MpaBWJIaMM, a TEPMUH '"Npoune 3HAUMMBIE HEKelaTeJbHble sIBIEHUA" 0003HAa4aeT
BBIpQKEHHBbIE TE€MAaTOJIOTUYECKHWE M Jpyrue JabopaTopHble HapyLIEHUS M BCSIKUE HEXKelnaTeJIbHble
SBJICHHSI, KOTOpPbIE MPUBOJAT K BMEIIATENILCTBY, BKJIIOYasi OTMEHY JIEKAPCTBEHHOM Tepanuy, CHUXKEHUE
J103bI I Ha3HAYEHUE JIOTIOJIHUTENIbHON Teparnyy.
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B MOCJICAYIOIUX pa3aciiax H606XOI[I/IMO NpoaHaJIM3upOBaATh W TMPEACTABUTH CJICAYIOIIUC
CBCACHUA:

000011IeHHBIE JTaHHBIE C KCIOJIb30BAaHHEM TAaONHIl M TpadUKOB, MPEACTABISIEMbIX B OCHOBHOU
9acTH OTYETA;

NEPCUYHN JAHHBIX IO OTACIIBHBIM IMATUCHTAM,
KOMMCHTapPHUU K ABJICHUAM, ITPEACTABIIAIOIINM 0COOBIH HHTEPEC AJId JaHHOI'O NCCIICA0BaHM.

Bo Bcex Ta6J'II/II_IaX H aHaJIn3ax H606XOI[I/IMO MMpEaACTaBUTb CBEACHUS O SABJICHUAX, O6y0J'IOBJ'ICHHBIX
HCCIICAYCMBIM JICKAPCTBCHHBIM IIPCIIApaTOM HUJIM KOHTPOJICM.

12.1. BeanunHa >KCIO3UIINH.

HeO6XO)II/IMO OXapakKTCpu3oBaTb BCIWYMHY OKCIHO3HMIOHWH HCCICAYEMOIo0 JICKAPCTBCHHOI'O
npceiiapara, a TaKKC AaKTUBHOT'O KOHTPOJIA H nnaue60 C YKa3aHHUCM KOJIMYECTBa IAIMCHTOB,
NOABEPIHINXCS SKCIIO3ULUHA, €€ NJIUTCIIBHOCTU U BOSI[@IZCTByIOH.[CfI JO3BI.

12.1.1. AnuTenbHOCTh. JMUTEIBHOCTh DKCHO3HUIMHM KaKOW-THOO M03bI MOXET OBITh BBIpa)KEHA
MEIMAHOM WJIM CPEIHUM 3HAYEHHUEM, TaKXKE PEKOMEHAYETCS YKa3aTb KOJHUYECTBO IALIMEHTOB,
MOJBEPTIINXCS BO3JICHCTBUIO 32 ONPEICIICHHBIN MPOMEKYTOK BpEMEHU, HAaIpUMep, 1 1eHb U MEHee, OT
2 nuent no 1 wepenw, ot 1 Hemenmu no 1 mecsma, or 1 1o 6 mecsueB u np. KoauyecTBo ManueHTOB,
MTOABEPTIINXCS IKCIIO3UITUU UCCIEAYEMOTo JIGKApCTBEHHOTO Mpenapara, He00X0IMMO pacipeIeIuTh 1Mo
BO3pacTy, MOy, PAaCOBOM NMPUHAJIEKHOCTA W APYIMM HMEIOLIMM 3HAUYEHUE MapameTpaMm, TaKUM Kak
3a0oneBaHre (ecid B HCCIENOBAHUE BKIIOYEHBI MAIMEHTHl C PA3IMYHBIMH 3a00JICBAaHHUSIMH), €O
TAKECTh, COIYTCTBYIOILAS TATOJIOTHA.

12.1.2. Jloza. Heobxoaumo TpeACTaBUTH CpellHEEe 3HAYEHWE WJIM MEIWaHy HCIOJIb30BaHHOW B
HUCCIICAOBAHUU J03bl W KOJUYCCTBO IMAIMCHTOB, KOTOPBIM OHa ObLIa Ha3sHa4YC€Ha, O03Yy, J3KCIIO3UIUU
KOTOPOH TAIMEHTHhl IOJBEPrajiuCh HauOoJiee JUIUTENBHO, WJIH CPEIHIOK CYTOYHYIO J03Y.
PexomeHnmyercss mpencTaBisaTh KOMOWHHPOBAHHYK) HWH(OPMALUIO J103a-UIUTEILHOCTh, HAIpUMeEp,
KOJIMYECTBO TMAIMEHTOB, HauboJieeé YacTO TMOJBEPraBIIMXCS HKCIO3UIIUU HCIIOIB3YEeMOH 10301 B
TEUEHHUE 33JaHHOTO MEePHO/a BPEMEHH, MAaKCUMAIIbHON J103€, MAKCHUMAJIbHO PEKOMEHIyEeMOM J103€ H Jp.
B HCKOTOPBIX CIy4dasaX Ba)KHa KyMYJIATUBHAA O034a. BGJ'II/IT-II/IHy J03bI B 3aBUCUMOCTHU OT 00CTOSITEILCTB
MO>KHO BBIpa3UTh B BHJE (DaKTHMUECKOH CYTOUHOM [103bl, B MI/KI WJIH B mr/m’. Beex [MAIEHTOB,
MOJIBEPTIINXCS KCIO3UIMHA PA3TMYHBIMK J103aMH, HEOOXOAMMO CTPYIIHPOBATH MO BO3PACTy, MOINY,
pacoBoii MPUHAIICIKHOCTH M JPYTUM UMEIOLINM 3HAYCHUE TTapaMeTPaM.

12.1.3. KoHueHTpanus JeKapcTBEHHOro mnpenapara. IIpy Hamuuumm JaHHBIX O KOHLEHTpALUU
JIEKapCTBEHHOI'0 IIpernapara (HampuMep, KOHLIEHTpPAllMM BO BPEMsI ONPEIEICHHOIO SIBJICHMS,
MaKCUMaJIbHOW IMJIa3MEHHOW KOHUEHTPALMH, TUIOIIA AU 0] KPUBOH "KOHIIEHTpausI-BpeMs ") nmocneaHss
MOXKET OKa3aThCSl TMOJE3HOW [UIs BBISBICHMSI CBS3M MEXIY HEKENaTelbHbIM SIBICHUEM WU
M3MEHEHHMEM JIaDOPATOPHBIX MOKa3aTeNel U MPUMEHEHUEM HCCIIelyeMOro JIKapCTBEHHOI O Ipenapara y
OTIENbHBIX MNalMeHToB. JlaHHas WHpOpMaLus MpeacTaBiseTcss B NpuwiokeHuu 16.2.5 k ordery
(cormacHo pyOpHKaLuMy pa3esioB OTYETA, YKa3aHHOM B HACTOSINEH YaCTH JOKYMEHTA).

[Ipenmosnaraercs, 9To BCE MAIMEHTHI, BKIIOUEHHBIC B HCCICIOBAHUE M TOMYYUBIINE XOTs ObI 1
7103y MCCIelyeMOro npernapara, OyxyT BKIIOYSHBI B aHann3 Oe3omacHocTH. Eciin yka3aHHOe yClloBHE HE
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BBITIONTHSETCS, HEOOXOIMMO MPEACTABUTH COOTBETCTBYIOIINE OOBSICHEHUSI.
12.2. HexxenarenbHBIE SIBJICHUS.

12.2.1. Kparkoe pe3toMe MO HeXelaTelbHbIM sBICHUSAM. HeoOXoaumo MpencTaBuTh KpaTKoe
pe3loMe BCeX HEXKeNaTelIbHBIX SBJICHHUM, 3aperMCTPUPOBAHHBIX B XOJ€ HCCIeNOBaHMS (C
IIPEJCTABICHUEM B APYTUX pa3lienax JeTaJlu3UpOBaHHbIX TAOJMIl U aHAIU30B). B Takme Tabmuusl u
aHamu3bl HEOOXOAMMO BKJIIOYWUThH SIBJICHMS, OOYCIIOBJICHHbIE KaK HCCIIEAYEeMbIM JEKapCTBEHHbBIM
IIpENnapaToM, TaK U KOHTPOJIEM.

12.2.2. TlpexacraBieHue JaHHBIX O HEXKEJIATENbHBIX SBJICHUSIX. B CcBOIHBIX Talnumax,
MpUBEJIEHHBIX B pazzaene 14.3.1 oTdera (COMIacHO pyOpUKAIMU pa3lesioB OTYETa, YKA3aHHOW B
HACTOSIIEH YacTH TJOKyYMEHTa) HEOOXOIMMO OTPa3UTh BCE HEXKEIATEIIbHbBIC SIBJICHUS, BOSHUKIITHE TTOCTIE
Hayajla TMPUMEHEHMsI UCCIIEyeMbIX JIEKApCTBEHHBIX IMpernapaToB (BKIOYas SBJICHUS BEPOSITHO
0o0yCIIOBIIEHHbIE caMuUM 3a00JieBaHMEM WM COMYTCTBYIOUIEH MATOJOTHEH, ecliu TOJIbKO C
YIOJTHOMOYEHHBIM OPraHOM 3apaHee He ObUIO JIOCTHTHYTO COTJalieHHe 00 OTHECEHUH OTOBOPEHHBIX
SABIICHUI K OOYCIIOBIEHHBIM 3a0oseBaHueM). TaOnuibl IOKHBI BKJIIOYATh B ceOsi CBeAeHUS 00
W3MEHEHUW BHTAJBHBIX TapaMeTpoB U JtOOble W3MEHEHHUs J1abOpaTOpHBIX MOKa3aTesel, KOTOpbIe
paccMaTpuBalOTCS KaK CEpPhE3HBIC HEXKEIaTeNIbHBIC SBJICHHS WIM MPOYHE 3HAUYMMBIC HEXeIaTelIbHBIC
SIBJICHUSL.

B OobpminHCTBE CIy4acB B TaKHX Ta6J'II/II_IaX CJICAYyCT OTpa3uTb IPU3HAKW W CHUMIITOMBEIL,
BO3HHUKIIHUE B XOA€ JICUCHUA (HpI/IBHaKI/I " CUMIITOMBI, KOTOPBIC HEC ObLIH 3apCruCTprUPOBAHBI 10 HavYalia
HUCCICO0OBaHUs NN yCyry6I/IHI/ICB B TCUCHUEC UCCIICAOBAHUA, CCIIM OHU UMCEJIIU MECTO 0 €TI0 Haqana).

B tabimnie ciemyer mepeuncinTh BCe HeXeNaTeIbHbIE SIBJICHHS, KOJTUYECTBO MAIIMEHTOB B KXKIOU
rpymnrne JICYeHUsl, B KOTOPOM BO3HUKIIM HEXKEIATEIbHBIC SIBJICHUS, U YaCTOTY MX BO3HMKHOBEeHUs. Eciu
JIeYeHUE HOCUT LMKIMYECKUH XapakTep, HalpuMep, IMPOTHUBOOIYXOJEBas XHMHOTEpaIus, TaKue
pe3yabpTaThl CIENyeT NPEeACTABIATh A KaXIOro IuKIa OTAenbHO. HexenaTenbHble sBICHUS
HE0OXOUMO CTPYIIUPOBATH MO CUCTEMaM OPTraHOB. 3aTeM, €CJIM MCIIOJIb30Ballach CUCTeMa Tpajaluu
CTENEHU TSKECTU (Hampumep, Jerkas, CpeJHe CTEeNeHH, TsbKelas), KaKIoe SBJICHUE IOMyCKaeTCs
OXapaKTepu30BaTh C OTOM TOYKM 3peHus. B Tabnuiax Takke TOMYCKAaeTCs paclpenennTh
HE)KEJIaTeJIbHbIE SBJICHUS 110 CTENEHW MPUYMHHO-CIECICTBEHHON CBS3M, HAIpPUMEpP, BO3MOXHO
00yCIIOBJIEHBI U HE OOYCIIOBJICHBI, WJIH HCIONb30BaTh APYTYIO IIKaly, HampuMmep, He CBA3aHbI WU
BO3MOJKHO,  BEPOATHO,  OMNPEIEIEHHO  CBs3aHbl.  Jlaxke  Opu  HCHOJIB30BAHMM  OLIEHKH
MPUYMHHO-CJICICTBEHHON CBSI3M B TaOJUIBI CIIEAYeT BKJIIOYHTH BCE HEXKENATENbHbIC SBICHUS BHE
3aBUCUMOCTH OT CTEINEHH B3aMMOCBSI3M C NPUHUMAEMBIM JIEKAPCTBEHHBIM IIPENApAaTOM, BKIIIOYAs
SIBJICHUSI, KOTOPBIE CUUTAIOTCS MTPOSIBIICHUEM WHTEPKYPPEHTHBIX 3a00sieBanuii. [Tocienyromme aHaau3bl
WCCTIEOBAaHUST WJIM CBOJHOM 0asbl JaHHBIX OE30MaCHOCTH MOTYT MOMOYb BBISIBUTH HEXKEJIaTeIbHBIE
SIBJIGHUSI, KOTOpbIe OOYCJIOBJICHBI WJIM HE OOYCIIOBJIEHBI UCCIIEYyEMbIM JIEKAPCTBEHHBIM IPENapaTOM.
[TosTomMy gyisi aHanM3a M OLEHKM JAaHHBIX, MPHUBEACHHBIX B TaKWX TaOnHMIax HEOOXOANMO
UICHTU(PHUIIMPOBATh KAXKIOTO MAalMEHTa, Y KOTOPOTO BO3HHUKIO paccMaTpuBaeMOe HEeXelnaTeabHOoe
siBIIeHUe. Hrbke mpeIcTaBIeH MpuMep TaKOW TaOJIUIIBI.

[Tpumep TabmauIIBI

HexenarenbHble ABICHUS: KOINYECTBO HAOIIOACHUN
Y 9acToTa, C HAeHTU(UKALIMEH TalleHTa
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[Tpumeuanue: <*> C - cs3anbl, HC - He cBsizanbl. ['pananus "cBs3aHbl" MOXET OBITh pacHIMpEHa,
HarpuMep Ha "omnpeneneHHo", "Bo3MOkHO", "BeposATHO".

<**> Y neHTHUKAIMOHHBIA HOMEp MallUeHTa.

B nononmHenue k TakuM MoApOOHBIM TabmuIlaMm, HpeiacTaBiseMbiM B pazaene 14.3.1 oTuera
(cormacHo pyOpuKaluu pa3felioB OTYeTa, YKa3aHHOW B HACTOAIICH YacTW JOKYMEHTa), B OCHOBHOM
4acTH OT4YeTa HEOOXOAMMO TMPEACTAaBUTh JOIMOJHUTEIBHYIO CBOAHYIO TaOuuily, B KOTOPOH
CPaBHHBAIIMCH OBI HCCIeayeMasi M KOHTPOJIbHAS TPYIIBI 03 YKa3aHUS HICHTU(PUKAIMOHHBIX HOMEPOB
MAlUEeHTOB, OTPAHMYUBAIONIYIOCS YaCTHIMU HEKEIATEIbHBIMU SIBICHUSAMH (HAmpUMep, TEMH, KOTOpbIE
BO3HUKAIIM He MeHee ueM y 1% manueHToB rpymibl).

YroObl yCTAaHOBUTH UCTUHHYIO YaCTOTY HEXeNaTeNbHBIX SIBICHUM, IPU UX OMUCAHUU HEOOXOIUMO
HE TOJBKO OTpa3uThb OPUTMHAIBHOE ONIPEICIICHUE, JAHHOE MCCIEA0BAaTENEM, HO M IIONBITAThCSA
CTpYNIIUPOBATh CBSI3aHHBIE SIBJICHUS (SBJICHUS, KOTOPHIE BO3MOYKHO NPEACTABISAIOT COOOH OAMH U TOT
xe ¢eHoMmeH). OAHMM M3 Takux CrHocoOOB SIBISETCS HCIOJIb30BAaHUE CTaHAAPTHOIO CJIOBaps
HEXeJIaTeIbHBIX PeaKIui (IBJICHU).

12.2.3. AHanu3 HeXeJaTeNIbHBIX SBJICHUU. B 1ensx cpaBHEHUs UCCIETyEeMON TPYyMHIbl U TPYIIIbI
KOHTPOJISI HEOOXOAUMO UCTIOIh30BaTh 0a30BbIE CBEACHUS O YaCTOTE HEXENATeIbHBIX SIBICHUN, KOTOPbIE
OBUTH TIpOaHATM3UPOBAHBI B pazzaene 12.2.2 oTyeTa W CBEACHUS MO KOTOPBIM OBLIM IMPEACTaBICHBI B
paznene 14.3.1 otuera (cornmacHo pyOpHKalMUMU pPa3eiOB OTUETa, YKa3aHHOW B HACTOSIIEH YacTu
nokyMeHTa). I Takoro aHamusa clieAyeT OOBCIUHHTH BCE SIBJICHUS HE3aBUCUMO OT TSDKECTH W
MIPUYHNHHO-CJIEICTBEHHOM 00YCIOBIEHHOCTH C 1I€JIbl0 00Jiee IPOCTOro MapaijieIbHOTO COMOCTABIICHUS
CpaBHMBaeMbIX Ipynn. HecMoTps Ha TO YTO OOBIYHO TaKOM aHAIM3 MPOBOJAT MPH LIETOCTHOM aHAIHU3E
0€30MMacHOCTH, €CJH MO3BOJSIOT pa3Mep UCCIENOBAHUS U €ro AU3aiiH, peKOMEHAYEeTCsl U3y4UuTh Oolee
YyacThle HEXeJIaTeNbHBIC SBICHUS, KOTOPHIE TOJ03PEBAIOTCS Kak OOYCIOBICHHBIC JICUYEHHEM, Ha
MpeIMeT WX BO3HUKHOBEHHSI B 3aBHCHUMOCTH OT 03Bl (B TOM YHCIE B MI/KT WU MF/Mz), pexuma
JO3UPOBAHUS, JUIUTEIHHOCTH JICYCHHS, OOIICH J03bI, JeMOrpauuecKux XapaKTePUCTHK, TAKHX Kak
BO3pacT, TOJ, paca W WHBIX MCXOJHBIX NPHU3HAKOB (HampuMmep, (QYHKIUU TIOYEK), HCXOJ0B
3¢ (HEeKTUBHOCTH M KOHIIEHTPALMK JIEKAPCTBEHHOTO MpernapaTa. Takke peKOMEHIYeTCs M3YYUTh BpeMsi
BO3HUKHOBEHHUS HEXENATeNbHbIX SBICHUM W WX JIUTENbHOCTh. OCHOBBIBasCh Ha pe3ylbTaTax
UCCIIeIOBaHUM WM (PapMaKOJIOTHUYECKUX CBOWCTBAX MCCIEAYEMOro JICKapCTBEHHOTO TIpernapara,
JOTIOJTHUTENBHO JIOIYCKAETCsl TPOBOJIUTD PSiJl IPYTUX aHATH3O0B.

[IpoBenaeHue TIIATENBHOW CTATHCTHYECKOW OIICHKHA Ka)XJAOTO HEKENATeIbHOTO SIBJICHUS HE
Tpedyercs. [Ipu mepBUYHOM MIPEACTABICHUHN W U3YyUYCHUU JAHHBIX MOYXHO BBISBUTH, UTO 3HAYUTEIIbHAS
4yacTh fBJICHUN HE 0OyClOBJIeHa AeMOorpapuuecKMMH W HPOYMMH HCXOIHBIMU THapaMerpamu. Ecnu
UCCIIEIOBaHNE BBIMIOJIHEHO Ha HEOOJBIION MOMyNAUUd CyOBEKTOB, a KOJHYECTBO SIBICHUUN
OTHOCHUTENLHOE HEOOIbIIoe, OBIBAET JOCTATOYHBIM OTPAHUYHUTHCS aHATTU30M CPAaBHEHUS TPYII JICUCHUS
Y KOHTPOJISL.

[Ipu ompeneneHHbIX OOCTOSTENBCTBAX IO CPABHEHMIO C MPEACTaBICHHUEM OOIeld 4YacTOThI
He)KeJlaTeJIbHBIX SIBICHUN Oojiee MH(OPMATUBHBIM SIBISETCS UCHOIb30BAaHUE TAOIUI] CMEPTHOCTH WU
JPYTUX aHaIW30B Mo100HOT0 poda. [Ipy HUKIMYHOCTHU JIeUeHUs], HalpUMeEp, IPU MTPOTUBOOITYXOJIEBON
XUMHOTEPANUU, PEKOMEHIYETCsl IPOBECTH aHATU3 PE3yJIbTAaTOB B paMKax KakJI0T0 OTAEIBHOTO IIHUKIIA.
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12.2.4. TlepeueHp HeXeNaTENbHBIX SIBICHUW MO KaxXJIoMy mnauuveHty. B npunoxenun 16.2.7 x
oT4eTy (coriacHo pyOpHKalMU pas[esioB OT4eTa, YKa3aHHOW B HACTOAIIEH YacTH JOKYMEHTa)
HEO0XOIMMO TEPEYUCIUTh BCE HEXKENATeIbHBIC SBICHUS 0 KaXI0MYy MAaIMEHTY, BKIOYas OJHO M TO
e SIBJICHHE, BO3HHUKIIIEE HECKOJBKO pa3, ¢ YKa3aHHEM KaK CTaHJApPTHOIO MPHUHITOrO TePMUHA, TaK U
UCIOJIb30BAHHOTO MCCIEI0BATEIEM OPUTMHAIBHOIO TepMHHA. IlepedeHb cocTaBiseTcs MO KaKIOMY
HCCIIEI0BATENI0 M U3y4aeMOM IpyIIie JICYEHUS U JJOJDKEH BKIIIOUaTh B ¢e0sl CIIeYIOLIIE CBEICHNUS:

UICHTU(PHUKATOP NAlUEHTa;

BO3pAcCT, paca, 1oJ1, Macca Tena (pocT - €CJIM UMEET 3HaYeHHUE);

pacnonoxenue MPK B otuere (mpu Hanuuun);

HE)KeJlaTeJIbHOE SIBJICHNE (CTaHapPTHBIN NPUHATHIA TEPMUH, OPUTHHAIIBHBIA TEPMHUH);

JUIUTEIBHOCTh HEXKENATEeNIbHOTO SIBICHHUS;

TSOKECTh (HaIpuMep, Jierkasi, CpeJHel CTEeNeHH, TsKemast);

CCPLC3HOCTDH (cepbe3Hoe Ui Hecepbe3Hoe);

MpeINpUHSTHIE Mephl (0€3 BMEIIaTeIbCTBa, CHIDKEHUE JTO3bI, MPEKpaIIeHNue JICUCHHsI, HA3HAUCHUE
JOTIOJTHUTEIBHOM TepaIuu U ap.);

ucxonsl (Harpumep, B popmare CIOMS);

OIICHKa MPUYMHHO-CJIEJCTBEHHON CBSI3U (HampuMep, CBs3aHa WM He cBs3aHa). Mcmomb3ys
TaObIUYHBIN hopMaT WK APYTUM 00pa3oM HEOOXOIMMO OMUCATh AJITOPUTM €€ IPOBEACHMUS,

JAaTa BOSBHUKHOBCHUS UJIN NAaTa BU3UTA, HA KOTOPOM OBLIO BBISBIIEHO HEXKeIaTEIbHOE SIBJICHHUC,

BpeMs BOBHHUKHOBEHHUS HEKEJIATEIBHOTO SBJICHHS 1O OTHOUIEHUIO K IMOCJIEIHEH MPUHATON /103€
HCCIIEAYEMOro JIEKAPCTBEHHOIO Mpernaparta (eciiv IpUMEHUMO);

TCpanrd Ha MOMCHT BO3HUKHOBCHUA WJIIK HEAABHO IMPOBCACHHYIO TCPAIINIO,

BCJIMYMHA AO03bI UCCICAYCMOI'0 JICKAPCTBCHHOI'O IIpfriapara B a0COJIFOTHOM BBIpaXXCHUU, B MI/KT
HJIM MI/M~ B MOMEHT BO3HHUKHOBEHMUS SIBJICHUS,

KOHICHTpALUs JICKAPpCTBEHHOT'O IIperiapaTa (CCHI/I I/I3BCCTH3.);
AJIUTCIIbHOCTD JICUCHUSA UCCIICAYCMbBIM JICKAPCTBCHHBIM ITPETIapaTOM;
CONNYTCTBYIOIIAA TCPAIIUIO BO BPEMSA UCCIICAOBAHM.

B nauane nmepevHst Wi Ha KaXIoW cTpaHuie (0oyiee MpeAnouTUTEIbHBIN BApHAHT) HEOOXO MO
pactugpoBaTh Bce a0OpEeBHATYPHI U YCIOBHBIC COKPAIIICHHUS.

12.3. JleranpHble HCXOIbI, MPOYUC CCPLC3HLIC HECIKCIIATCIILHBIC SBJIICHUA U APYIUC 3HAYUMBIC
HCXCIJIATCIbHBIC ABJICHUA.
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HCO6XO,Z[I/IMO YACIUTDb 0co00e BHUMaHHE JETAIBHBIM ucxogaM, IHIpovYUuM  CEPbE3HBIM
HCKCJIATCIIBHBIM ABJICHUAM U APYT'UM 3HAUYUMBIM HCKCIIATCIIbHBIM SIBJICHUSIM.

12.3.1. IlepeueHp J€TaJIbHBIX MUCXO/AOB, MPOUYNX CEPHE3HBIX HEXKENATEIbHBIX SBJICHUN U APYTUX
3HAYMMBIX HEXKENAaTeIbHBIX SBICHUH. B OTHOIIEHMM HIWKEYKa3aHHBIX SIBICHHH HEO0OXOIMMO
MIPe/ICTaBUTh NEPEeYHH, cojepxkaiire MHPOpMalnIo, OMMCAHHYIO B paszzene 12.2.4 oryera (coriacHo
PYOpHKaIuy pa3/ieioB 0TYeTa, yKa3aHHOW B HACTOSILECH YacTH JOKYMEHTA).

12.3.1.1. Jleranbubie ucxonsl. B pazmene 14.3.2 orueta mo KakIoMy MHaIMEHTY HEOOXOAMMO
MEPEUYHCIIUTh BCE JIETAJIbHBIE MCXO/bI, 3aPETUCTPUPOBAHHBIE B XOJAE MCCIEAOBAHUS, BKJIIOYAs MEPUO
HAOJIIO/ICHUS TI0 3aBEPILICHUU TEPaIlH, a TAKXKE JICTATBHBIC HCXO/IbI, BOSHUKIIIME BCIEACTBHE MPOIIeCCca,
Ha4yaTOro BO BPEMsI UCCIICIOBAHUS.

12.3.1.2. Ilpoumne cepbe3Hble HexenaTenbHble sBIeHUS. B pasnmene 14.3.2 ortuera (coriacHo
pyOpuKaluy pa3fenoB OTYeTa, yKa3aHHON B HACTOALIEH 4acTH JIOKYMEHTa) HEOOXOIUMO IpPEeICTaBUTh
BCE CEphbE3HbIC HEXeNaTelbHble SBIEHHUS (IIOMUMO JIETAIBbHBIX MCXOJOB, HO BKIIOYAas CEpPhEe3HbIE
HE)XKEJIaTEJIbHBIE SIBJICHMS, CBA3aHHBIE BO BPEMEHM WM MPEALIECTBYIOIIME cMepTH). B mnepeueHs
HCOGXOI[I/IMO BKIIIOUHUTH .Ha60paTOpHBIe HAapyumICHusA, MAaTOJOTMYCCKU H3MCHCHHBIC JKU3HCHHO BAXKHBIC
MOKa3aTeaM ¥ NaTOJIOTMYECKHE JaHHBIE OCMOTpA, PACLCHEHHBIE KAaK CEpbe3HbIE HEXKeIaTelIbHbIE
SIBJICHUS.

12.3.1.3. Jlpyrue 3HauMMble HEXejnaTelbHbIC sBIIeHHs. B pasgene 14.3.2 oruera (coriacHo
pyOpHKauu pas3ieioB OT4eTa, YKa3aHHOW B HACTOSIIEH YacTH JOKYMEHTa) HEOOXOIUMO MpEACTaBHUThH
BBIpOKEHHBIC TEMATOJIOTUYECKUE W Tpoure JladopaTopHble HapymieHUus (MMOMHMO  SIBICHUH,
MO/INAAIOIINX IO/ ONPEICTICHIE CEPhE3HBIX HEKEIATCNbHBIX SBICHUIN) U APyTrUe COOBITHS, KOTOPHIC
MPUBEIM K BMEIIATEILCTBY, BKIIIOYAsi OTMEHY TEpallid HMCCIEIyeMbIM JICKAPCTBEHHBIM MPErapaToM,
CHIKEHUIO JI03bl WM 3HAYUTEIIBHOW JOTMOJHHUTEIIBHONW COIMYTCTBYIONICH TEpamuu, KOTOphIE HE
MOATNAJAI0T MO/ OIIpe/IeJICHHE CePhe3HBIX HEKETATeNbHBIX SBJICHHIA.

12.3.2. Onucanue JeTanbHBIX UCXOAOB, MPOUYUX CEPHbE3HBIX HEXKENATENbHBIX SBICHUNA U APYTUX
3HAYUMBIX HEXKeNaTeIbHBIX sBIeHWH. HeoOXxomuMo TmpeacTaBUTh KpaTKOE OMHCAHHUE KakI0TO
JETAJIbHOTO MCX0J1a, KaXXJIOro0 IIPOYET0 CEPhE3HOIO HEXKEJIATEIbHOIO SBJIEHMS, a TaKXKE JIpPYrux
3HAYMMBIX HEXEIATEIIbHBIX SBJIICHUM, KOTOPHIE PACIICHEHBI KaK UMEIOIINE 0COOBI HHTEPEC BCIICACTBUE
WX KIMHUYECKOM 3HAYUMOCTH. B 3aBHCHMOCTH OT KOJHMYECTBA TaKHE OIMCAHHUS HEOOXOIUMO
MPe/ICTaBUTh JTUOO B OCHOBHOM YacTu oTdera, Jaubo B pasnene 14.3.3 oryera (corsacHo pyOpuKauuu
pa3aenoB OT4YeTa, YKa3aHHOW B HACTOSIIEH YacTh JOKyMEHTa). SIBIeHHs, KOTOphIE OJHO3HAYHO HE
CBSI3aHBI C HCCIIEyEMbIM JIEKAPCTBEHHBIM IMPENapaToM, JTOMYCKAETCsl HE OMUCHIBATh WM ONUCATh OYCHb
kpatko. Kak npaBuiio, onrcanue JOHKHO COAEPKATh CIEAYIONINE CBEACHUS:

XapaKTEP U BBIPA)KCHHOCTDL ABJICHHA,

TCUCHHC 3360J’IeBaHI/I$I, OpUBCAIICE K ABJICHUIO, C YKA3aHUEM BPCMCHU BBCIACHHSA HCCICAYCEMOI'O
JICKApCTBCHHOT'O IIpfIiapara,

3HAa4YUMBIC na60paT0pHHe IIOKa3aTcCJiu,
OTMCHSJICSA JIN HeKapCTBeHHBIﬁ npemapar v Korjaa,

KOHTPMEpBHI;

www.consultant.ru Crpanuua 84 mns3 140
HafeXHasa npaBoBas noaaepXxka


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

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

HAaXOJKH Ha BCKPBITHUH,

MHEHHE  HccienoBaTedss W CIOHcopa  (MpH  HEOOXOAWMOCTHM) B OTHOIICHHUHU
IIPUYMHHO-CIIECTBEHHOH CBS3H.

JIOTIOTHATETHFHO HEOOXOUMO TIPEICTABUTE CIICAYIOIINE CBEICHHUS
UACHTH()HUKATOD MMAIMCHTA,;

BO3pacT U IOJI TAIMCHTA;

oOl1iee KIMHUYECKOE COCTOSIHUE MalMeHTa (P HEOOXOANMOCTH);

3a00JieBaHNe, HA OCHOBAHMM KOTOPOTO MAIMEHT OBLI BKJIIOUEH B UCCIIECIOBAHME (E€CIH IJIs BCEX
MALMEHTOB OHO COBIAJIAET, €T0 HE YKA3bIBAIOT), C YKA3aHUEM €TI0 JJIUTEIbHOCTH (TEKYIEro 3MHU30/1a);

3HaYUMBbIC COIYTCTBYIOIIHWE W (WIH) TIepEHECCHHBIE 3a00JICBaHMS C yKa3aHUEM BpPEMEHH WX
BO3HUKHOBEHHUS U JJIUTEIBHOCTH;

3Ha4YuMasa COIIYTCTByHOmasa " (I/IJ'II/I) NpeaACCTBYIOMAA MECAUKAMCHTO3HasA TCpariusgd ¢ YKa3aHUCM
PEKUMOB JO3UPOBAHUA,

Ha3HAaYC€HHBIN I/ICCJ'IGI[yeMHﬁ HeKapCTBeHHBIﬁ npemnapar, 103a (eCJ'II/I OHa OTJIn4ajacCh OT IIallMCHTAa
K HaI_[I/IeHTy) " JJIUTCIIBHOCTD €T0 IIPUMCHCHUS.

12.3.3. AHanu3 u 00cy:X/IeHue JIeTaJbHbIX UCXO0/0B, IPOUNX CEPHE3HBIX HEXKETATENbHBIX SABJICHUN
W JIpYTHX 3HAYUMBIX HEXKEIaTeNbHBIX sBiIeHUH. HeoOXxommmMo BO B3aMMOCBS3M C 0E30MACHOCTHIO
UCCIIEyeMOro JIEKapCTBEHHOTO IMpenapara OIECHUTh 3HAUYUMOCTh JICTAJIbHBIX HCXOJOB, IPOYHX
CEpPBhE3HBIX HEXKENATENbHBIX SBICHUH M IPYTrUX 3HAUYMMBIX HEKENATEIbHBIX SBICHHH, MPUBEIIINX K
OTMEHE HCCIEAYeMOro JIEKapCTBEHHOIO TMpernapara, CHUKEHHIO €ro J03bl WM HPHUMEHEHHUIO
BCIIOMOrarespHOi Tepanuu. Heob6xoauMo 0co0o0 mpoaHaIu3HpoBaTh, HE SBIISETCS JIM KaKOE-THOO U3
9THX SIBIIGHHMH paHee HEeNpeIBUIACHHBIM BaXXHBIM HEXKEJAaTeIbHBIM SBICHHEM HCCIIEIyeMOTO
JIEKapCTBEHHOTO TpenapaTta. B OTHOIIEHNN Cephe3HBIX HEKENATENBHBIX SBICHUH 3TO 00CTOSTEIHCTBO
UrpaeT 0co00 BaKHYIO POSb. B Lensx BBISBICHHS 3aBUCHMOCTH SIBJICHHH OT BPEMEHH IPUMEHEHUS
UCCIIeTyeMOT0 JIGKapCTBEHHOTO IMperapaTa U OILIEHKH PUCKa BO BPEMEHH PEKOMEH/TyeTCs HCIIOIb30BaTh
TaOJIHMIIBI CMEPTHOCTH MJTH 110/100HBIE aHATTU3BI.

12.4. Onenka J1abopaTOpHBIX MOKa3aTeleH.

12.4.1. IlepeyeHb MHAMBHUIyaJIbHBIX JAOOPATOPHBIX JIAHHBIX [0 KaXJAOMYy HaIEeHTy
(npencraBneHHbIH B pazjgene 16.2.8 oruera) W OTKIOHEHUH JIaOOPAaTOPHBIX JAHHBIX OT HOPMBI
(npencraBnenHslii B pazaene 14.3.4 otueta). [lo TpeGoBaHKIO YIOTHOMOYEHHBIX OPTaHOB PE3yJIbTAaThI
BCEX MMEIOIINX OTHOIIEHUE K 0€30MacHOCTH J1a00paTOPHBIX UCCIIEIOBAHUM JOIKHBI OBITH JOCTYIIHBI B
BUjie TaONMMYHBIX TepedHedl B cieayromeM (opMarte: KaxAbli psA JaHHBIX OTHOCHTCS K BH3HTY
MalUeHTa, B T€YEHNE KOTOPOTo OCYLIECTBIISIIUCH JIAOOpATOPHBIE UCCIIEIOBAHNS, B KOTOPOM MAallUEHTHI
CTpYNIUPOBaHBl MO HCCIENOoBaTeNl0 (B clydyae eclid B HCCIEAOBAHWU OBUIO HECKOJBKO
uccienoBaTenieil) U rpyImme JeUeHHs;, KaKIblid cTon0el BKIYaeT B ce0si BakHbIe JeMorpaduueckue
JaHHbBIE, CBEJICHUS O J103€ JIEKapCTBEHHOTO Mperapara U pe3ylbTaThl J1a00paTOPHBIX HCCIETOBAHHIA.
ITockonbKy He Bce HCCIEIOBaHMA MOTYT YMECTHThcs B 1 Tabmuie, UX HEOOXOAMMO JIOTHYECKH
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CTPYIIIHPOBAThH (FeMaTOJIOTMYECKUE HCCIEIOBAHNS, OMOXUMUS TIEUEHH, FIEKTPOIUTHI, aHAINU3bI MOYH U
ap.). Heo6xoaumo ¢ moMOIIBI0 MOAYEPKUBAHUS, 3aKIIOUCHUS B CKOOKM MJIM MHBIM 00pa3oM BBIJICIUTh
BCE OTKJIOHSIOIIUECS OT HOpMBI 3HaueHHsA. Ecim Toro tpedyeT yHmoJHOMOYEHHBIM OpraH, mepeueHb
HEOOXOMMO TPEACTaBIATh HE B OTYETE, a KaK OTACIbHYI0 YacTh PETHCTPAMOHHOTO JOChE
JIEKapCTBEHHOTO IIpenapara, JIM00 3TOT NepedeHb J0JKEH ObITh HArOTOBE B CIIydae 3ampoca.

[Tpumep TabmUIIBI

[lepeyenp 1a00paTOPHBIX U3MEPEHUN

[Manment | Bpems | Bospact | ITon | Paca | Macca | [loza | JlaBopaTopHble TeCThI

TE1a
AJIT | ACT | LD
N1 To 70 M E 70kr 400mMr Vi Vs Vo
<k>
T1 V2 Ve Vio
T2 V3 V7 Vii
T3 V4 Vs Viz
N2 T10 65 K H S50kr 300mMr Vi3 Vie Vi9
T21 Vi Vi7 V20
T32 Vis Vis Vai

[Tpumeuanue: <*> Vn - 3HaUeHHE JaOOPATOPHOTO MTApamMeTpa.

Jlns ymoJHOMOYEHHBIX OpraHoB B paszaene 14.3.4 oryerta (coriacHo pyOpHKaluu paslenoB
OoTuUeTa, YKa3aHHOW B HACTOSIICW 4YacTH JOKYMEHTA), WCIHOJNb3ys BBIIICONUCAHHBIA (opmar,
HEO0OXOUMO TPEICTABUTh TEPEYCHb BCEX JTA0OPATOPHBIX OTKIOHEHWH MO Kaxkaomy mnamuenty. [lo
71a00PaTOPHBIM OTKJIOHEHUSIM, UMEIOIIMM 0COOYIO0 3HAUUMOCTb (J1aOOpaTOpHbIE OTKIOHEHUS, UMEIOIIHE
MOTEHITUATBHYIO0 KIMHUYECKYI0 3HAYUMOCTH), CJCAYyeT TPEICTaBIATh JOMOTHUTEIBHBIC CBEICHUS,
HampuMep, HOpPMaJibHbIE 3HAYEHUS JO M T1OCiIe OTKJIOHEHHWH, 3HaueHUus, B3aUMOCBSI3aHHBIX
nabopaTopHBIX TMOKa3areneil. B HEKOTOpBIX ciydasx JKelmaTelbHO WCKIIYUTh OMpeesIeHHbIE
nabopaTopHble  OTKIOHEHHMS W3 TIOCICAYIONIero aHanusa. Hampumep, H30IMPOBAHHBIE HE
MOBTOPSIIOIIMECS] HEOOJBIINE OTKJIOHEHUS HEKOTOPBIX JIA0OPATOPHBIX IMapaMeTpoB (HAIpUMep,
KOHIIEHTpAIlMs MOYEBOW KHUCJIOTHI WJIM JJICKTPOJIUTOB) WU CIIy4YailHble HU3KWE 3HAYEHUS HEKOTOPBIX
Ja0OpaTOPHBIX HCCIICIOBAaHUN (HampuMmep, aKTHBHOCTH TpaHCAMHUHA3, IIET0YHON ¢ocdarasbl,
COJIep>KaHusl a30Ta MOUYEBHHBI KPOBH U JIp.) MOKHO PACLIEHUTh KaK BEPOSTHO KIIMHUYECKH HE3HAUMMBbIE
u uckmounTh. OnHako rOObIe TOMOOHBIE pelIeHHs HEOoOXOAMMO 4YEeTKO OO0OCHOBaTh, a B
MPEJICTABJICHHOM (JIOCTYITHOM MJisi TPEJACTABJICHUS MO 3alpocy YMOJIHOMOYEHHOTO OpraHa) MOJIHOM
nepevyHe 3Ha4eHU He0OXOAMMO YKa3aTh KaX10€ J1a0opaTopHOE OTKIIOHEHHE.

12.4.2. Ouenka kaxmoro nabopaTOopHOTO TMoKa3atens. HeoOxoaummas oOmeHKa J1abopaTOpHBIX
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3HAYeHUH JOJDKHA OIPENeNAThCS IOJIYYeHHBIMU pe3yJbTaTaMH, OIHAKO, B IEJIOM, B OTYeTe
HE00XO0IMMO TPEJICTABUTH Pe3YJIbTAThl IPOBEACHUS HIXKEOMCAHHOTO aHallu3a. B OTHOIIEHUH KaX/10T0
71a00paTOPHOTO  HCCIENOBAHUS HEOOXOOUMO IPOBECTU CpPABHEHHE MEXKAY MCCIEAyeMOH U
KOHTPOJIbHOM TpyMNIiaMu (€ciy 3TO MPUMEHUMO U MO3BOJISET pa3Mep uccienoBanusi). B nononnenue B
aHaJIM3e HeOOXOMMO YKa3aTh AMANa30H HOPMAIbHBIX 3HAYEHUH KaXKJI0ro J1a00paTOpPHOro Mmoka3aTels.

12.4.2.1. Jlunamuka 1ab0paTOPHBIX MOKa3areseh Bo BpeMeHu. [1o kaxIoMy mapameTpy B Kaxablid
MepHOJ BpEMEHHU Ha MPOTSHKEHUH BCETO UCCIIENOBaHUs (HampuUMep, MU KaKJOM BHU3HUTE) HEOOXOAMMO
yKa3aThb B OTYETE CIEAYIOLIME JaHHbIe: 3HAYEHHUS TPYNIOBOrO0 CPEIHEr0 WM MEIHWaHbl, pa3Max
3HAQUYEHUM, KOJMYECTBO TMAIMEHTOB C OTKJIOHSIOIMMHUCS OT HOPMBI 3HAUCHUSIMH WM C
OTKJIOHSIFOIITUMUCS Ha OMPENETCHHYIO BEJIMYUHY 3HAUCHUSIMU (HApUMeEp, 2-KPaTHO MPEBBIMIAIOIINMHI
BEPXHIOIO TPaHUILy HOPMBI, B 5 pa3 BHIIIC TPAHUIIBI HOPMBI, TIPH 3TOM HEOOXOIUMO 00OCHOBAThH TaKOM
BBIOOp). JlomycKkaeTcs UCIoIb30BaTh rpauKH.

12.4.2.2. UnauBuayanbHble W3MEeHEHHA. HeoOXoauMo MpencTaBuTh aHaIN3 HWHIUBUIYaJTbHBIX
nabopaTOpHBIX U3MEHEHUH M0 KaXI0H ucciexyemMon rpymme. s 3Toro JomycKaeTcsl MCIOJIb30BaTh
pa3HbIe MOAXO0bI, BKIIIOYAS:

Ta6J'II/IIII)I CABUTOB - Ta6J'II/IIII)I, OTpaXXaromue KOJIUYCCTBO IMMALIMCHTOB, HAXOAAMIUXCA HHKC, B
npeaciiax uiin BbIIIC HOPMAJIbHBIX 3HAYCHHH IMOKa3aTeIIs qepe3 onpeACICHHBIC TPOMCEKYTKHU BPEMCHU,

TaONuIBl, cojepkamue WH(GOpMANMI0 O KOJMYECTBE WIM J0J€ IAlMeHTOB C HM3MEHEHHEM
71a00paTOPHOTO MOKa3aTelsl Ha 3apaHee yCTAaHOBJICHHYIO BEJIMYHHY Yepe3 OINpe/elICHHBIE TPOMEKYTKU
BpemeHu. Hampumep, A a30Ta MOYEBHUHBI KPOBU MOTIJIO OBITh MPHUHSATO PELICHHE O HEOOXOIUMOCTH
€ro ommcaHus, eciu u3MeHeHue npesbimaer 10 mr/mn. Ilo sTomy mapamerpy HE0OXOAMMO OBLIO OBI
MPEJCTaBUTh KOJIMYECTBO MAIIEHTOB C U3MEHEHHEM, HE MPEBBIIIAIONINM WIIN TPEBBIIIAIONIIM JaHHYTO
TpaHUIly, HA OJHOM BH3HTE WM OoJiee, 0OBIYHO MAIMEHTOB TPYIITUPYIOT OTIEIBHO B 3aBUCUMOCTH OT
MCXOJHOTO 3HAYEHHs a30Ta MOYEBHMHBI KPOBHM (HOPMAJIBbHOTO WJIM IOBBIIIEHHOTO). B0O3MOXHBIM
NPEUMYIIECTBOM TaKOTO CIOCO0a MpEACTaBICHHS MO CPAaBHEHUIO C TaOMMIAMH CIBHIOB SIBIISETCS
CIOCOOHOCTh BBISIBUTH U3MEHEHUS ONPE/ICICHHON BEIIMUMHBIL, 1aXKe €ClIM KOHEYHOE 3HaYCHUE SBIISCTCS
HOpPMaJIbHBIM;

rpaduK, COIMOCTABISIIOIIMN WMCXOJHOE 3HAYEHHWE H 3HAYeHHs JaOOpaTOpHBIX MapaMeTpOB,
HaONIO/IaeMBIX B XOJIe JICUEHHUS IO KaXJIOMY MalUEeHTy, B BHJIE€ TOUYKH, XapaKTepusyromieincs 2
KOOPJIMHATAMU: MO0 OCH a0CLUCC - NCXOIHBIC 3HAUCHHUS JTa0OPATOPHBIX MOKA3aTeNeH, a M0 OCH OpJHHAT
- 3HAUCHMs OSTHX K€ IIOKa3aTreneld BO BpeMeHH (mocie Kypca JjedeHus). Ecnu m3MeHeHuwid He
MIPOUCXOJUT, TOUKA, MPEACTABIAIONIAs KaXI0r0 MaIleHTa, OyJeT HaXOAUThCs Ha JTMHUM 45 rpaaycoB.
OOmwmii cnBur rpaduka B CTOPOHY BBICOKUX 3HAUYEHUI NMPOSBUTCSA B BUJE CKOIJICHUS TOYEK (KJIacTepa)
Hajg JuHUell 45 rpagycoB. IlockonabKy Takol cnoco0d MpencTaBieHHs OOBIYHO OTpakaeT TOJBKO 1
BPEMCHHYIO TOUYKY JJIA 1 Tpynnbl, € OCJIbIO HHTECPIPETAONN JaHHBIX HOTpe6YIOTC$[ CCpUN TaKHUX
rpaguKoB BO BpPEMEHH ISl HMCCIEAyeMOW M KOHTpOJIbHOM rpymm. C Apyroil CTOpOHBI, yKa3aHHBIH
croco0 MpeJCTaBIeHUs IMO3BOJIAET OTPa3UTh MCXOJHOE W Hambosiee OTKIOHsomeecs 3HaueHus. OH
JIETKO BBISABISIET PE3KO OTKIIOHSIOIIMECS 3HAYeHMs (IS TaKUX 3HAYCHMH PEKOMEHIYeTCs yKa3bIBaTh
UACHTU(PHUKATOPHI MTAIUCHTOB).

12.4.2.3. Knunanuecku 3HAYNMBIE VHIUBUyaIbHbIE OTKJIOHEHHUS. Heo0Oxonnumo
MMPOAHAIN3UPOBATh KIMHUYECKH W3MEHEHHS, OINPECIICHHBIC 3asBUTEIEM Kak 3HauuMbie. B pasmenax
12.3.2 u 14.3.3 oruera (corjacHO pyOpHMKaIlM{ pa3[ejOB OTYETA, YKA3aHHOM B HACTOSIICH 4YacTH
JIOKYMEHTa) He0OXO0IMMO MPEACTaBUTh OMHCAHKUE KaXXAO0T0 MAaIMeHTa, YbH Jab0paTOpHbIe OTKIOHEHUS
OBUTH PaCIICHEHBI KaK CEPhEe3HOE HEXKENATENbHOE SIBICHHE W B HEKOTOPHIX CIydyasX - Kak IMpouee
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3HAaYUMOE HeXelaTenbHoe siBJeHue. [Ipu Hcrmonb30BaHUM KAkl CTEMNEHH TOKCUYHOCTH (HAmpumep,
BO3, mkana HammonanpHoro unctutyta paka CHIA) HEoOX0aMMO HE3aBUCHUMO OT CTENEHH TSHKECTH
OXapaKTepU30BaTh HW3MEHEHMs, KBaTHM(PUUUPOBAHHBIE Kak Tspkensle. [lo KaxaoMy mapameTpy
HEOOXOUMO TPEICTABUTh AHAJIHM3 KIMHUYECKHA 3HAYMMBIX M3MEHEHUH M KpPaTKoe OMUCAHWE OTMEHBI
Tepamnuu Mo pe3yjbTaTaM JJabopaTOpHBIX n3MepeHnii. HeoOXoaMMo OlleHUTh 3HAYMMOCTh H3MEHEHUN 1
UX IPUYUHHO-CIIE/ICTBEHHYIO CBSI3b C UCCIIEyEMOMN Tepanueu, HapuMep, ¢ IOMOLIBI0 aHAJIN3a TAKUX
MPU3HAKOB, KaK 3aBUCHUMOCTb OT J03bl, KOHLIEHTPALlMU JIEKapCTBEHHOI'O Ipenapara, UCU€3HOBEHHUE B
TEUYECHHE TePaIHH, MOJOXKUTEIbHAs PEaKlrs Ha OTMEHY, MOJIOXKHUTENbHAs PEaKilis Ha BO30OHOBIICHUE U
XapakTep COIyTCTBYIOLIEH TEPAIIHH.

12.5. JKu3HeHHO BaXHBIC TIOKA3aTENM, JaHHbIE OOBEKTUBHBIX WCCICIOBAHUM W TIPOUYHE
HaOMIOJICHUs, 3aTparuBaroiue Oe3onacHOoCcTh. [log00HO mabopaTOpHBIM MapaMeTpaM HEOOXO0IUMO
MIPOAHAIU3UPOBATh U MPEACTABUTh CBEACHHUS O MXU3HEHHO BAXKHBIX IOKA3aTENSAX, MPOYMX JAHHBIX
OOBEKTUBHBIX UCCIICIOBAHUN U JAPYTUX HAONIONCHUSAX, 3aTPAruBarOIINX 0e30MacHOCTh. Eciu uMeroTcs
J0Ka3aTenbcTBa Hanuuus  (papmakosioruyeckoro d3¢ddexra, HEOOXOAMMO YCTaHOBHUTH BCSKYIO
3aBUCUMOCTh OT JI03bl WJIM KOHIEHTpAI[MU JICKAPCTBEHHOTO TIpemapara WIW B3aUMOCBA3b C
XapakTEePUCTUKaMHU  TMareHTa  (Hampumep,  3a0o0JeBaHMEM,  JEMOTPAPUUYECKUMU  JTaHHBIMU,
COMYTCTBYIOIIECH TepaIruei), a TaKXKe OmucaTh KIMHUYECKYIO 3HaYMMOCTh HaOmoaeHuid. Heobxoaumo
MpU aHaJM3€e B OTYETe YAENUTh 0CO00€ BHUMAHHE H3MEHEHHUSM, KOTOpble HE OBLJIM OTHECEHBI K
MepeMEeHHBIM 3 PEKTUBHOCTH, U TEM CAMBIM PACIICHECHHBIM KaK HEKeNlaTeNIbHbIC SIBICHUS.

12.6. 3akaroueHne 0 O€30IMaCHOCTH.

HeoOxomumo mpoaHanmu3upoBaTh OOMNIyI0 O€30MaCHOCTh HCCIEAyeMOr0  JIEKapCTBEHHOTO
mpemnapaTta, MOAPOOHO TMPOAHATU3UPOBAB SBJICHUS, BO3HUKIINE BCIEACTBHE W3MEHEHUS O3B,
HEOOXOUMOCTH COIMYTCTBYIOLIEH Tepamuu, CEpPhE3HBIM HEXKENaTENbHBIM SBICHUSM, SIBICHUSM,
BOZHUKIIIMM B OTBET HAa OTMEHY TepamuH, W JETAIbHBIM HcXoaaM. HeoOXoIuMo BBISBHUTH BCEX
MAIMEHTOB WU UX TPYIIIBI, TOIBEP>KCHHBIX MOBBIIIEHHOMY PHUCKY, TOJIPOOHO MPOAHATU3UPOBAB TEX U3
HUX, KOTOpBIC SBJISIOTCS TMOTCHIUAIBHO YSI3BHUMBIMU WJIH MOTYT OBITh TPEICTaBICHBI HEOOIBIINM
YUCJIIOM CYOBEKTOB (Hampumep, IeTH, OCpeMEHHbIC, OCIAa0JICHHBIC MOXKWIbIC JHIA, MAIUEHTHI CO
3HAYUTENIbHBIMU HapylleHuss MeTabonu3Ma U BBIBEICHUS JICKAPCTBEHHBIX IpPENapaTtoB M Jp.).
HeobOxonumo omucath mocneACTBHsI OIIEHKH 0€30MacHOCTH BO3MOXKHOTO NMPUMEHEHHSI JIEKAPCTBEHHOTO
mpermapara.

13. O6cyxnenue u obliee 3aKIr0YeHUE

JlomkHbl OBITh KPAaTKO M3JIOKEHBI W OOCYXKIEHbI pPe3yJbTaTbl OIEHKH 3((EKTUBHOCTU U
0€30MacCHOCTH, COOTHOIIEHHUS IMOJIb3a-PUCK CO CCBHIIKON Ha TaOMHUIIbI, PUCYHKH M COOTBETCTBYIOIIUE
paznensl oTueta (mpu HEOOXOAMMOCTH). JlaHHBIM pa3ien He JOJDKEH MpeAcTaBIsasTh co0oil mpocTroe
LUUTUPOBAHUE OMHUCAHUS JAHHBIX WIM BBOJUTH HOBBIC JaHHBIC.

OO0cyxaeHne 1 BbIBOJIbI TOJIKHBI SICHO OXapaKTepU30BaTh BCE MOIYUYEHHBIE B X0/1€ MCCIIEI0BaHUS
HOBBIE WJIM HENpPEIBUJCHHbIC JaHHblE, MPOKOMMEHTHpPOBaTh MX 3HAYMMOCTh M OOCYAMTH BCE
NOTEHIMAJbHbIE MPOOJIEMbl, HampuMep, HIPOTHBOPEUMS] MEXAYy B3aUMOCBA3AHHBIMU TECTaMHU.
KnuHnueckass 3HaYMMOCTb M BaXKHOCTh PE3YJIbTATOB TAKXKe JOJDKHBI OBITh OOCYXKIEHBI MCXOIS M3
JAPYTUX HMEIOMIMXCS JaHHBIX. JIOJDKHBI OBITH YKa3aHbl BCE CIEIU(PHUUYECKHE NPEHMYIIECTBA WU
CHeLMANbHBIE TPEAOCTEPEIKEHUS, HEOOXOIUMbIE KaK JUIsi OTAEIbHBIX MAlMEHTOB, TaK M JJS TPYII
pUCKa, a Takke JroOble TOCIEACTBUS U TPOBEACHUS OyIyIIMX HCcleAoBaHnid. B kadecTBe
aIbTEPHATUBHOIO BapHUaHTa, Pe3yJbTaThl TaKUX OOCYX JACHUH MOTYT OBbITh BKIIOUEHBI B PE3IOME I10
6e30nacHOCTH U 3()(PEKTUBHOCTU B COCTAB PETUCTPALIMOHHOTO J10ChE (MHTETPUPOBAHHOE PE3IOME).
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14. Tabnuupl, pUCYHKH, rpaduKu, Ha KOTOpPbIE JJaHbI CCHUIKH,
HO KOTOPBIE HE BOILIU B TEKCT OTYETA

PI/ICYHKI/I JOJIDKHBI MCIIOJIB30BaThCA JJISA rpacbnquKoro OTO6pa)KeHI/I$[ BAXXHBIX PE3YJIbTAaTOB WU
AT ITOSICHEHHA PE3YJIBTATOB, KOTOPHIC CIIOXKHBI IJIA BOCIIPUATHS B (bopMe Ta6J'II/II_I.

Baxnnie ,I[CMOFpa(I)I/I‘leCKI/Ie JaHHBIC, a4 TaKXC AAaHHBIC IIO 3(1)(1)6KTI/IBHOCTI/I 1 0e30MacHOCTH
JOJIZKHBI OBITh OpeACTaBJICHBI B CBOJIHBIX PUCYHKaxX H Ta6J'II/II_[aX B TEeKcTe oTuera. Eciau »3TO
HCBO3MOXHO CACJIATh 110 KaKUM-JI00 IIpUIruHaMH, HAIIPUMEP, N3-3a Pa3sMCPOB UJIU UX KOJIMUYCCTBA, UX
HCO6XOI{I/IMO NpEaACTaBUThL B JAHHOM pa3aciic OTYCTa C YKa3aHUEM IICPCKPECTHBIX CCBUIOK HAa TCKCT, a
TaKXXE BCIIOMOT'aTCIIbHBIC UJIWU JOITOJIHUTCIBHBIC PUCYHKH, Ta6.]'H/II_[I)I HJIN IICPCUYHU.

B manHOM paszene ordera 0 KIMHUYECKOM MCCIIEIOBAaHIMH MOXKET OBITh IPE/ICTAaBICHA CIIeyIOIast
uH(poOpMaLu:

14.1. Jlemorpadudeckue 1aHHbIE (CBOIHBIE PUCYHKH, TAOIHLIBI).

14.2. Tannbie o 3QGeKTUBHOCTH (CBOIHBIC PUCYHKH, TAOIHUIIBI).

14.3. JlarHbIe 110 6€3011aCHOCTH (CBOJIHBIC PUCYHKH, TAOJHUIIHI):

MIPEIOCTABIIEHUE TAHHBIX O HEXEJIaTeIbHbBIX SBJICHUSX;

NepeyeHb CIIydyaeB CMEPTHU, APYTUX CEPhE3HBIX U 3HAUMMBIX HEXeJIaTeIbHbIX SABJICHUMN;

ONHMCAHUE CIIy4aeB CMEPTH, IPYTUX CEPbE3HBIX U HEKOTOPBIX APYTUX 3HAUMMBIX HEXKEJIaTeIbHbIX
SIBIICHHI;

NepevyeHb OTKIIOHAIOIIUXCS OT HOPMBI MOKa3aTelneil 1abopaTOpHBIX MCCIEOBAHUHN (110 KaXIOMy
MALUEHTY).

15. Ciucok nureparypbl

JlomkeH OBITH NMPeNoCTaBICH CIUCOK HAyYHBIX CTAaTel M3 JUTEpaTyphl, UMEIOLIEH OTHOIICHHE K
OLIEHKE pe3yJIbTaTOB HcclenoBaHus. Komuu BaKHBIX MyOJIMKAIUil OJDKHBI OBITH TPEACTABICHBI B
npuiokenusax 16.1.11 u 16.1.12 x otuety (corysacHo pyOpuKalMM pa3fesioB OTYETa, YKa3aHHOU B
HaCTOsIIeH 9acTu JoKyMeHTa). CCBUIKH Ha JIUTEPATypy MOJIKHBI OBITh MPEIOCTABICHBI B COOTBETCTBUU
C MeXIyHapoaHbiMH cTaHgaptamu (BankyBepckas aexnapamus 1979 r. "Eaunbie TpeGoBaHUAM K
PYKOMHUCAM, TPEACTABISEMbIM B OHMOMEIUIIMHCKUE >KypHalbl"), MEKIOCYIapCTBEHHBIM CTaHAAPTOM
['OCT 7.1-2003 ("bubnuorpaduyeckas 3anuch. budanorpaduueckoe onucanue. Oo61ume TpebOBaHUS U
MpaBWJIa COCTABJIICHUA'") WM CHUCTEMOW, mpumeHsiemMoii B pedepatuBHoMm skypHane "Chemical
Abstracts".

16. Ipunoxenus

B nanHoM paszene JokeH ObITh MpeACTaBIeH NepeuyeHb BCeX MPUIIOKEHUH, MPEICTaBICHHbBIX B
oT4eTe IO MCCIENOBaHUI0. B ciaydae mosrydeHus pa3pelieHust CO CTOPOHBI YIIOTHOMOYEHHOIO OpraHa
HET HGO6XOI[I/IMOCTI/I MpeaOCTaBIATE HCKOTOPLIC NPHUIIOKECHUA B OTUCTC, HO OHU OOJIKHBI OBITH TOTOBBI K
MIPEIOCTABIICHUIO IO TpeOOBaHMIO. 3asiBUTEIb JOKEH SICHO 0003HAUYUTh MPUIIOKEHUS, KOTOphIe OyIyT

www.consultant.ru CrpaHuua 89 mns 140
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=STR&amp;n=13274&amp;date=24.10.2024
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM [llata coxpaHeHus: 24.10.2024
MpakKT...

MPEJCTAaBICHBI C OTYETOM. J[JIsl TOro, 4TOOBI MPUIIOKEHUS OBUIM JOCTYIIHBI 10 TPEOOBAHUIO, CICAYET
00eCIeYnTh UX OKOHYATEIbHOE YTBEPIKIACHUE KO BPEMEHHU TIPEOCTABIICHHS OTYETa B YIOJTHOMOYCHHBIH
opra.

[IpmiokeHnss K OTYETYy pacloyiaraloTcs B CIEAYIOIIEM IOPAIKE U HYMEpYyIOTCS IO Clexyromien
pyOpuKanuu:

16.1. Madopmanust 06 UCCIIeI0BaHUH:
16.1.1. mpoTOKOI U MOMPaBKU K IPOTOKOILY;
16.1.2. o6pazer; HHAUBUAYATBHONW PErHCTPALIMOHHON KapThl;

16.1.3. mepeuens DCO (HOK), oOpasupl nuchbMeHHOH MH(OpMAMK IS MAUEHTOB M (OPMBI
MH(OPMHUPOBAHHOT'O COTJIACHS;

16.1.4. mepedyeHb M XapaKTEPUCTHUKH HCCIIEIOBATENCH, a TaKKe OPYrMX OTBETCTBEHHBIX JIMI]
UCCIeIOBaHMs, BKItoYasi kpatkoe pestome (1 cTpanuna) au00 SKBUBAJIEHTHOE OMMCAaHUE OOYYEHHS U
OTbITa PaOOTHI, UMEIONIETO OTHOIIIEHUE K MPOBEACHUIO KIMHUYECKOTO UCCIIE0BAHUS;

16.1.5. noAanucu T'JTaBHBIX I/ICCHGILOBS.TGHGP'I, I/ICCJ'Ie,[[OBaTeﬂeﬁ-KOOpﬂHHaTOpOB NI
OTBCTCTBCHHOI'O MMPCACTABUTCIIA CIIOHCOPA - B 3aBUCUMOCTHU OT TpCGOBaHI/Iﬁ YIOOJIHOMOYCHHOTI'O OpraHa,

16.1.6. B ciyyae MCHOJIb30BaHUS B MccieloBaHUU Oosyee 1 cepuu uccienyemMoro mnpemnapara -
MIEPEYHH KOJIOB MMAIIMEHTOB, MTOJyYaBIIUX MPENapaThl pa3HbIX CEPHIL;

16.1.7. cxema paHJIOMHU3alKU U KOJIbI (MACHTH(DHUKAIIMS MTAIIMEHTOB M Ha3HAYECHHOE JICUCHUE);
16.1.8. ceptudukaTs! ayauta (€Ciau MPOBOIUINCH);
16.1.9. nokymeHTaIus IO CTATUCTUYECKUM METOJIaM;

16.1.10. pmoxymeHTamus IO METOJUKAM BHYTPEHHEH JabOpaTOPHOM CTaHIApTU3AUH U
npoueaypam odecrneueHus: KauecTna (€ciiv IPUMEHSIIUCH);

16.1.11. myGnukanuu, 6a3upyronmecs Ha JaHHOM HCCIICIOBAHUU;

16.1.12. BakHBIC IMyOJIMKAIIMHU, HA KOTOPBIE CCHIIAIOTCS B IAHHOM OTYETE.
16.2. IlepeueHb NaHHBIX IO CyOBEKTAM UCCIIEIOBAHHUS:

16.2.1. nepeueHb CyOBEKTOB, KOTOPBIE TOCPOUHO BBHIOBLIN U3 HCCIEIOBAHUS;
16.2.2. oTKJIIOHEHHUSI OT IPOTOKOIA;

16.2.3. manueHThl, KOTOPBIX UCKITFOUMIN U3 aHaimu3a 3 dekTuBHOCTH;
16.2.4. nemorpaduyeckue TaHHEIE;

16.2.5. cobOmonenue pexuma JedeHus ("komruiadieHc") W (WIM) J@HHBIE O KOHIIGHTpAIUU
JICKApPCTBEHHOT'O CPE/ICTBA (MIPH HAINYHH);
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16.2.6. vHaAUBUAYaTbHbBIE JaHHBIE OTHOCUTENBHO YPPEKTUBHOCTH;
16.2.7. nepeueHb HeXeNaTEeIbHBIX ABJICHUN (110 KAKIOMY CyOBEKTY);

16.2.8. mepeyeHb MHIAUBUAYATBHBIX TIOKa3aTeel 1ab0paTOPHBIX MCCISIOBAHUN MAIUEHTOB, €CIU
TpeOyeTcsl yOJTHOMOYEHHBIM OPTaHOM.

16.3. UnauBuayanbHble peructpaiuonnsie kaptel (MPK).

16.3.1. UPK mo ciydasiMm cMEpTH, APYIMM CEPhE3HBIM HEKEIaTEIbHBIM SIBJICHUSM U CIIydasm
BBIBEJICHUSI U3 MCCIIEIOBAHUS B CBS3H C PAa3BUTHUEM HEXKEIATEIbHBIX SIBICHUN;

16.3.2. npyrue UPK, npencraBineHHble Ha paCCMOTPEHHE.

16.4. TlepeueHb JaHHBIX TIO KaXKJIOMY CYOBEKTY UCCIICIOBAHUS.

ITpunoxenne N 2

K [IpaBuiiam Hagiexanei
KJINHWUYECKOW MpaKkTUKU EBpa3uiickoro
9KOHOMHYECKOT'O CO03a

OOPMA CHHOIICUCA
(KPATKOT'O OITMCAHNMA KIIMHNYECKOI'O NCCJIEJJOBAHI )

HaunmenoBanue crioncopa OtnenbHas Tabnuua (ITone ucnonb3yercs
(KOMITaHUH): MCCJIEJOBAHMsI, OTHOCALIASCS | TOJBKO HALIMOHAIBHBIMU
K 49aCTHu A0ChEC YHOOJIHOMOYCHHBIMU
OpraHamu)

HanmenoBanue roroBoro
rpernapara Towm:

HaunmenoBanue akTUBHOTO
HMHIPEIUCHTA: Crpanuna:

HasBanue ncciaenoBaHus:

Uccnenosarenu:

HccnenoBarenbCKuil LEHTP:
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79

"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon

npakxT...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 24.10.2024

[TyGnukanus (ccbuika):

Uccnenyemsiii nepuon (roaa):
(mara Hauana Habopa)
(1aTa rmocneaHero BU3HTA)

daza pa3pabOTKH Ipenapara:

Henu:

Mertonomnorus:

Ywuco manueHToB (3ariaHipoOBaHHOE W MPOaHATM3UPOBAHHOE):

I[I/IaFHO3 N OCHOBHBIC KPUTCPUU JJIS1 BKIITFOUCHUS !

Hccnenyemblit mpemnapar, 103a ¥ crocod MpUMEHEHHsI, HOMEp CEpUH:

HaumenoBanue crioncopa
(xoMmaHuM):

HaunmenoBanue roroBoro
npermnapara

HaunmenoBanue akTUBHOTO
WHIPEMEHTA:

OrtnenpHas Tadmuma
HCCIIENOBAHMUS, OTHOCSILASCS
K YacTHU J10ChE

Towm:

Crpanuna:

(ITone ucnonb3yercs
TOJIBKO HaIlMOHAJIbHBIMU
YIOJIHOMOYEHHBIMU
opraHamu)

[IponoIKUTENBHOCTD JIEUEHUS:

[Ipenapat cpaBHeHus, 1032 U cI0CO0 MPUMEHEHUs, HOMEP CepUH:

Kpurepuu ouenku:
D deKTUBHOCTD:
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be3omacHOCTS:

CTaTuCTHYECKHE METOIBI:

KPATKHUI OB30P - BbIBO/IbI
PE3VYJIbTATBI OLIEHKU D®DEKTUBHOCTU:

PE3VYJIbTATBI OUEHKU BE30ITACHOCTH:

3AKJIIOYEHHUE:

[ara otuera:

[Tpunoxenue N 3

k [IpaBuiiam Haanexaiuen
KJIMHUYECKOU MpaKTUKU EBpa3uiickoro
3KOHOMHUYECKOI'O CO03a

OOPMA CTPAHHUIIBI
IOAITMCHU I''TABHOT'O UCCJIEJOBATEJIA
NI UCCIIEJOBATEJIA-KOOPIMHATOPA

NoAIMMCH I'NTABHOI'O NCCIIEAJOBATEJIA
NI UCCIEJOBATEJIA-KOOPIMHATOPA
NJIM OTBETCTBEHHOI'O MEJMITUHCKOI'O
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CIIELHMAJIMCTA CIIOHCOPA

HA3BAHUME UCCIIEAOBAHIS: e

NCITIOJIHUTEJIb
HNCCIIEHOBAHUSL: e

A IMpoYHrTal HaCTOHHHﬁi(quT U, OCHOBBIBAsICb Ha MOC€M 3HaHHHN AAHHOI'O HCCIICAOBAHMHI,
HaCTOAIIUM IIOATBCPIKAAK0, YTO B HCM IIPABHUIIBHO M3JIOKCHBI IIPOHCAYPLI IIPOBCACHUA
HCCIICAOBAaHHUA U €T0 PE3YyJIbTATHI.

NCCIIEJOBATEIJIb: HNOoAITNCH

WJIM OTBETCTBEHHBIIA
MEJIMIIMHCKUI CIIELIMAJIUCT
CIIOHCOPA

BJIAJIEJIEL] OTUETA:

JATA:

ITpunoxenue N 4

k [IpaBwiam Haexaien
KJINHAYECKOW MTPaKkTUKU EBpa3uiickoro
9KOHOMHYECKOTO CO03a

®OPMBI ITIJIAHA U JIM3AMHA KJIIMHUYECKOI'O CCJIEJJOBAHUS

I. I[Tman KIMHUYECKOTO MCCIIEeI0BAHUS U rPpauK €ro OIeHKH

NEPVOL JIEUEHMA A B C
Bl B2 Cl C2
TecTupyeMelt npemnapat/ TecTupyeMels npemnapat/
VlccnienyeMel npenapart JiccyenyeMel mnpenapar
A A
1 I
5 Mr 10 Mo \ / 10 mr
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79

"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 24.10.2024

MNpakT...
N/
BBOIHEI \/
nepuon Vccnenyement npenapat/ /\ VccrenyeMulii npenapar/
JiccrenmyeMel mnpenapat / \ Hccrenyewmwli npenapar
B / \ B
|
5 Mmr 10 Mmr 10 Mmr
Henenu -2 (-3) 0 3 6 9 12
Busur 2 3 4 5 6
TecT C Q¢mBMUECKOV HATPy3KOoM 24 u X <1> X <2> X X X X
MeIVMLIMHCKMIM aHaMHes X
dusuKaJibHOe oOCcJienoBaHMue X X
SKT X X
JlabopaToOpHEE MCCIEeNOBaHUS X X
HexemnaTesibHEIEe ABJIEHUA X X X X X

<1> 14 - 20 ngueii mocie Bu3ura 1.

<2>1 - 7 gHE# mociie MepBoro JHS TecTa ¢ PU3NICCKON HATrpy3KOH.

I1. /Iu3aifH KITMHUYECKOTO MCCIICIOBAaHUS U IPaduK €ro OIEHKH

IIpocroe caenoe

CKpUHUHT [Tnane6o
epuoI
1 2 3 4 P

Busur

JIBoiiHOE ciemnoe

(7Tmw) (7m) (7 1m) (7 1H)

(bopma)

[Tnane6o
Hoza 1
] 1
Jlo3a 2 (14 nn)
10
Hoza 3

(7 ) (7 ) (7 ) (7 7m)
5 6 7 8 9
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon [llata coxpaHeHus: 24.10.2024
MpaxT...
(dpopma)

OrneHka Cxkpunudr Beoanwiii Mcxoaubriit Jleuenune HaOmronenune

Henens -2 -1 0 1 2 3 4 5 6 7
WudopmupoBanHoe X
corilacue
Amnamnes X
duzukanbpHOE X X
oOcenoBanue
O} heKTUBHOCTD:
IlepruuHas X X X X X X X X X X
TepeMeHHast
Bropuunsie X X X X X X X
TepeMeHHbIe
be3omacHOCTS:
HexenarennHbie X X X X X X X X X X
SIBIICHUS
JlabopaTopHbie X X X X X X
TECThI
Macca tena X X X X

[Tpunoxenue N 5
K [IpaBuiiam Hamiexaiei
KJIMHUYECKOU MpaKkTUKU EBpasuiickoro
3KOHOMHUYECKOI'O CO03a
OOPMBbI [IPEACTABJIEHU A PACIIPEJIEJIEHU A ITALTUEHTOB
[Ipumep 1

Pacnpenenenue nauueHToB
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PeweHne CoBeTa EBpasuiickoit skoHoMu4eckor kommuccum ot 03.11.2016 N 79
"06 yTBepxaeHun MpaBun HaANEXaLlen KITMHUYECKOW NpaKT...

[okyMeHT npegoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 24.10.2024

N=1.724
BCETO MAITUEHTOB TOJyYaJIo JICYCHUE B JJBOMHOM CIICTIOM JU3aliHe

s dextuBHOCTS (1)
TOTEPSHBI JJIS
HaOmoieHus (6)
JIPyTHE MEAUIIMHCKHIE
MPUIHHBI (5)

Apyrue
HEMEIUIIMHCKHE
MPUYUHBI (5)
HaPYIICH MPOTOKOJI
(10)

pEeIICHUC MTauCHTA

(12)

s dexTuBHOCTS (2)
TIOTEPSIHBI JJIs
HaOmoAeHus (&)
IPYTHE MEIUITTHCKUE
NPUIHHBI (8)

JpyTUe HEMEIUITUTHCKHE
npUYUHbI (4)

HApPYIICH TPOTOKOI
(10)

pemenue nanuenta (10)

a¢pdextuBHOCTS (1)
MOTEPSIHBI JIsI
HabmoeHus (7)
JpyTUE MEIUIIMHCKUE
pUIUHbI (4)
JpyTUe HEMEIUITTHCKHE
MIPUYUHEI (6)
HapyIeH npotokod (3)
peuieHue nanueHTa (25)

s dexktuBHOCTS (1)
MOTEPSIHBI IS
HaOmoaeHus (6)

MPUIHHBI (8)
JIpyrue
HEMEIUIIMHCKHE
npu4uHbI (7)
HAPYIICH ITPOTOKOJI
(6)

pellieHre naeHTa
(27)

APyruc MCIUIIUHCKUEC

N =340 N= N= N= N=
pexum A pexum B pexum C pexum D pexum E
N =281 N=59 N= N= N= N= N= N= N= N=
3aBe BBIOBLIO 3aBe BbI 3aBEpIINIIO BbI 3aBEePUINIIO BBIOBLIO 3aBe BBIOBLIO
PIIHIIO PIITIIIO OBLIO OBLITO PIIHIIO
HEeXellaTeIbHOE HEeKeIaTeIIbHOES HeXellaTeIbHOE HEeXeJlaTeIbHOS HEeKeIlaTeIbHOS
sierue (20) spieane (19) sBiieHue (26) sieHue (24) sBiieHue (42)
HeJ0CTaTOYHAas HEJ0CTaTOYHAs HEJI0CTaTOYHAs HeJ0CTaTOYHAas HEeJ0CTaTOYHAas

s dextuBHOCTS (0)
MOTEPSHBI TSI
HaOmoaeHus (6)
JIPYTHE METUITTHCKUE
npuanHbI (14)

IpyTHe
HEMEIUIIUHCKHE
npuanHbI (1)
HApPYIICH MTPOTOKOJ
(14)

PEIICHUE MalUCHTA

(15)
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PeweHne CoBeTa EBpasuiickoit skoHoMu4eckor kommuccum ot 03.11.2016 N 79
"06 yTBepxaeHun MpaBun HaANEXaLlen KITMHUYECKOW NpaKT...

[okyMeHT npegoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 24.10.2024

N=1.361

HaHI/IeHTBI, 3aBCPIIMBIINC UCCIICAOBAHNC

P aCIpCACICHUC MMALITUCHTOB

CKPUHUPOBAHO MAIUCHTOB

N=12670

[Tpumep 2

N=28

HC ITO0Jy4YaJIi HUKAKOIro
JICYCHUS, IPUYNHBI:

(2)

(4)

2

N=1732 N =938
PaHIOMM3UPOBAHO MMALIMEHTOB IPUYUHBI BHIOBITHS
IIPU CKPUHUHTE:
(300)
(271)

N=1724

MAIUEHTHI, TIOJTyYaBIIIHE
JISUEHUE B TBOMHOM
CJIEIOM H3aliHe
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PeweHne CoBeTa EBpasuiickoit skoHoMu4eckor kommuccum ot 03.11.2016 N 79

"06 yTBepxaeHun MpaBun HaANEXaLlen KITMHUYECKOW NpaKT...

[okyMeHT npegoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 24.10.2024

pexum B

pexum C

N:

N:

3aBEPIIMIIO0

BBIOBLIO

HexenatelnbHoe siBieHue (20)
HEYJIOBJIETBOPUTENbHBIN OTBET (32)
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[Tpunoxenue N 6

K IIpaBuiiam Hamiexaiein
KJIMHUYECKOU MTpaKkTUKU EBpasuiickoro
3KOHOMHUYECKOI'O CO03a

OOPMA TIPEJICTABJIEHW A [TEPEYHA
IMAIIMEHTOB, JOCPOYHO ITPEKPATUBIINX ITPUEM IIPEITAPATA

Viccnenosanue N
(MopeHTHbrkaura Habopa OaHHEIX)

[lepedyeHb MNAalUMEHTOB, OOCPOYHO MNpPeKpaTMBUMX IpMeM Ipernapara

llenTp
JleueHne HMaumenT N Ilon Bospact IllocnenHmuyt JnurenbHOCTh Jlo3a ConyTcrTeyolee [IPUUMHE
BUBUT JledeHue peKpaleHnus
JiccremyeMelll NpenapaT (3KCIEePMMEHTAJIbHBE Ipenapar) HexesaTesnbHada
peaxkuma <*>
HesddbexTMBHOCTD
npemnaparTa
JleueHue Haument N Ilon Bospact IllocnenHmit JnuresbHOCTH J[Joz3a ComnyTcrByomee [IPUUMHEL
BU3UT JiedyeHne IIpeKpaleHnsd
IIlpenapaT CpaBHEHUS
JleueHne HMaumenT N Ilon Bospact IlocnenHmuyt JnurenbHOCTh J[lo3a ConyTcrTeyolee [[PUYUMHE
BUBUT JledeHue peKpaleHns

Ilnauebo
(IIoBTOPUTHL IJ14 IOPYTMX LEHTPOB)

[Tpumeuanue: <*> Crenuduueckasi peaxiys, SBUBIIASICS IPUIMHON MPEKpaIICHUS IpHEeMa.

[Ipunoxenne N 7

K [IpaBuiiam Hagexanei
KJIMHUYECKOW npakTuku EBpasuiickoro
SKOHOMHUYECKOTO CO03a

®OPMA TTEPEYH/
INAOUEHTOB U HABJIFOAEHMM, NUCKIIFOYEHHBIX
N3 AHAJIN3A DODEKTUBHOCTU

ViccnmenoBsaHue N
(MmenTudrkaumsa Hadopa IDaHHEBIX)
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Pewerne CoBeTa EBpasninCKon 3KOHOMUYECKOM KOMUCCUM OT
03.11.2016 N 79

"O6 yTBepxaeHuM MpaBun Haanexaluen KMHUYECKoM
MpakKT...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 24.10.2024

[lepeueHb MNalLMEHTOB U HaOBJOOEHWI,
MICKJIIOUEHHEIX M3 aHaimza sbdexTMBHOCTM

HeHTP
Jleuenue HMauyeHT N [Toxn Bospact VckioueH mn3 [TpMUMHEL
———————————————— - ————- HabJIIeHNA peKpaleHns
MccnenyeMel npenapaT (2KCIePMMEHTAJIbHBIL IIpenapartT)
JleueHune HaumeHT N [Tous BospacT VICKJIOUEeH U3 [IPVUMHEL
———————————————— -—= ——————= HaboneHnus NpeKpaleHnus
IIpenapart
CpaBHEHUHd
Jleuenue HMauyeHT N [Toxn Bospact VckioueH mn3 [TpMUMHEL
———————————————— - ————- HabJIIeHNA peKpaleHnus
IInauebo
(IIoBTOPUTE IJA IPYyTUX LEHTPOB)
CnpaBOYHBIE TaOJMLIEL
KpaTtkoe obobumeHMe:
[Tpunoxenue N 8
K [IpaBuiiam Hamiexaiei
KJIMHUYECKOU MpaKkTUKU EBpasuiickoro
OKOHOMHYCCKOI'O COr3a
OOPMA YUETA

YHUCJIA TTALIMEHTOB U HABJIIOJEHU, UCKJIFOUEHHBIX
N3 AHAJIN3A DODPEKTUBHOCTHU

HUccnenosanue N

(Mnentudukanus Habopa TaHHBIX )

Yuciio manyeHToB U HaOII0IEHNH,
UCKJIIOYCHHBIX U3 aHan3a dQPEeKTUBHOCTH

Hccnenyemblit penapat (3KCepUMeHTalbHbBIN Ipenapar)
Henens

[Tpuunna 1 2
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Hroro

AHaJornyHbIe TaOIUIIBI TOJDKHBI OBITH TTOATOTOBJICHBI TSI IPYTUX TPYTII JICUCHUSI.

ITpunoxxenne N 9

k [IpaBriiam Hajexaien
KJIMHUYECKOU NTPaKTUKU EBpa3uiickoro
9KOHOMHYECKOTO CO03a

TPEBOBAHUS
K PA3JIEJTY 11.4.2 "CTATUCTUYECKHUE (AHAJIMTUYECKUE) BOITPOCBHI"
OTYETA O KIIMHNYECKOM UCCJIEJOBAHMUA U ITPMJIOXEHUA 16.1.9
KOTYETY O KIIMHNYECKOM UCCJIIEAOBAHWUN

I. Cratuctrueckuii avaus

1. B npunoxxeHun HEOOXOIUMO MPEJICTaBUTh MOAPOOHOE ONUCAHHE CTATHCTUYECKOIro aHalu3a
KaX/10i1 mepBUYHON TepeMeHHOM 3¢ (deKkTuBHOCTH. MUHMMAaIbHbIE TPEOOBAHUS K JAE€TAIU3UPOBAHHOMY
OTYeTy:

a) CTAaTUCTUYECKash MOJENb, JekKallas B OCHOBe aHaiu3a. OHa IOJUIEKUT TOYHOMY U IOJIHOMY
OIHCAHUIO, TPU HEOOXOIUMOCTH CO CChUIKAMU Ha JINTEPATYpY;

0) dopmynrpoBka HcciaenyeMOro KIMHMUYECKOTO MPEINOSIOKEHHUs, BbIpaK€HHAas! B KOHKPETHBIX
CTaTHUCTUYECKUX TEPMHUHAX, HAIPUMED, B opMe HYJIEBOU U aTbTepHATUBHON THITOTES;

B) CTaTUCTHYECKHE METO/Ibl, UCIIOIb30BAHHBIE /ISl OLIEHKU 3¢ (eKTa, MOCTPOCHUS JOBEPUTEIbHBIX
MHTEPBAJIOB U JIp. B COOTBETCTBYIOUIMX CITydyasX HEOOXOIMMO yKa3bIBaTh CCHUIKU Ha JIUTEPATYPY;

I) JONYILIEHUs, JIeKaIlMe B OCHOBE CTAaTUCTHUYECKHX MeToa0B. HeoOxonmmo, HACKOJIBKO 3TO
MO3BOJISIIOT  CTATUCTUYECKHE BBIKIAJKM, II0Ka3aTh, 4YTO JIaHHBIE YJOBJIETBOPSAIOT KIIOYEBBIM
JOMYILIEHUAM, OCOOEHHO NpH HEOOXOJUMOCTH IOATBEPKACHUS OOOCHOBAaHHOCTH 3akitoueHuid. Ecimu
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3asBUTEJIEM IPOBEACHBI OOIIMPHBIE CTATUCTUYECKUE aHAJIN3bl, HEOOXOJUMO PACCMOTPETh CTENEeHb MX
COOTBETCTBHUS 3alVIAHUPOBAHHBIM JO IIOJIY4EHHs pEe3yJbTaTOB MCCIEAOBAaHUSA, W, €CIM OHM HE
COOTBETCTBYIOT JIPYT IPYTY, HEOOXOIMMO ONKCaTh, KAKUM 00pa3oM MpH MOCTPOCHUHU BBIBOJIOB B IIEIISAX
UCKITFOUEHUs] CyOBEKTHBHOM OMMOKH (CyOBEKTUBHOCTH) OBUTH BBIOpaHBI KOHKPETHBIC BBl aHAIN3a.
OTO0 0COOCHHO Ba)XXHO Ul AHAIM30B IOATPYMI, MOCKOJBKY €CIM OHUM He ObUIM 3aIUIaHMpPOBAHBI,
NoJO0HBIE AHAIU3bI, KaK IpPaBUJIO, HE OOECIEUYMBAIOT HAJESKHBIX OCHOBAHMH JUIl OJHO3HAYHBIX
BbIBOJIOB. [Ipu 3TOM:

€CIIM JJaHHbIE O COOBITHUAX MOJBEPrajuch MPeoOpa30BaHUIO, ClEAyeT NpeACTaBUTh 000CHOBaHHE
HEOOXOMMOCTH TPEeoOpa30BaHMs JAHHBIX, A TAKXKE HMHTEPIPETAIHIO OICHOK 3(PQEeKTOB JieueHus,
OCHOBAHHBIX Ha IPe0Opa30BaHHBIX JTaHHBIX;

o0CyXJIeHHe TPaBWJIBHOCTH BBIOOpAa CTAaTHCTUYECKUX TMpOIenyp U  OOOCHOBAaHHOCTH
CTAaTUCTUYECKUX 3aKIIOYEHUH OyAyT SIBJIATHCS OTHPABHOM TOUYKOM ISl CTaTUCTUKA YIOJIHOMOYEHHOTO
opraHa InpH onpeaeIeHu He0OX0IMMOCTH TOBTOPHOTO aHAIN3A JaHHBIX;

) KpUTEpUH 3HAYMMOCTH, BBIOOPOYHOE paclpeselieHue KpUTEepHs 3HAYUMOCTH MpHU
CIPaBEUIMBOCTU HYJIEBOM T'MIIOTE3bl, 3HAYEHMs] KPUTEpUS 3HAUYMMOCTH, YPOBEHb 3HAUMMOCTH (T.€.
p-3HaueHWE) H TPOMEKYTOYHBIE CBOJHBIC JaHHBIE B (opmare, MO3BOJSAIOMIEM CTATUCTUKY
YIOJHOMOYEHHOI'O OpraHa OBICTPO M JIerko BepuUIUpOBaTh pe3yjbTaThl aHanuza. HeoOxoaumo
yKa3aTb, SIBIIIOTCS JIM p-3HaY€HWs OJHO- WM JBycTopoHHUMH. HeoOxoaumo npencraBuTh
000CHOBAHHS UCIIOJIb30BaHUS OJHOCTOPOHHUX KPUTEPHUEB;

€) aHaJIu3, OCHOBAHHBIA Ha MpUMeHeHUU Kputepus CThIoJieHTa (t-KpUTEpHii) TOJKEH CoJepkKaTh
3HA4YEHUs t-CTATHCTUKH, CBSA3aHHBIC C HEH CTEMEHU CBOOOBI, P-3HAYCHHE, BEIUUMHBI JIBYX BBIOOPOK
(rpymnm), cpemHee W JUCHEPCHI0 KaXIOW U3 BBIOOPOK, OOBEAMHEHHYIO OIICHKY JUCIIEPCHH.
JlokymeHTanuss MHOTOLIEHTPOBBIX MCCIIEJOBAaHUM, TPOAHAIIM3UPOBAHHASI C TIOMOIIBIO JTHCIIEPCHOHHOTO
aHaJIM3a JI0JKHA BKIIIOYATh CIIEIYIOLIEe MUHUMAIIbHbIE CBEICHUS: TaOJIMIly TUCIIEPCUOHHOIO aHajIM3a C
BBIJICJICHHEM IIEHTPOB, JIEKAPCTBEHHBIX IpemnapaToB, >PQexkTa B3aUMOAECUCTBUS 3TUX (PAKTOPOB,
OCTaTOYHYI0 U OOIIyr0 Aucriepcuu. s HCCieoBaHUM € MEPEeKPECTHBIM AM3aMHOM JOKYMEHTAIHs
JOJDKHA BKJIIOYATh CBEJEHMSI O IOCIEAO0BATENbHOCTAX BKIIIOUEHHUS MALMEHTOB, MAallMEHTaX BHYTPU
IIOCJIEI0BATEILHOCTEM, UCXOIHBIX 3HAYEHUAX B Hayajle KaKJIOTo IEepUoAd, OTMBIBKE M JJINTEIBLHOCTH
OTMBIBKM, BBINAJEHUSAX B TEUEHUE KaXJIOro IMepHoja, JEKapCTBEHHBIX Ipernaparax, MepHojax,
aucrepcud, oOyCIIOBICHHOH B3aMMoJeHCTBHEM 3THX (DAKTOpOB (JIEKAPCTBEHHBIX IPENapaTroB U
NIEPUOJIOB), OCTATOYHOM M oO0Iied aucnepcusx. s KaXaoro MCTOYHUMKA M3MEHYMBOCTH, UCKIIOYast
o01Iyto aucnepcuio, B Tabiuie HEOOXOJUMO yKa3aTh CTENEHU CBOOOBI, CYMMY KBaJpaTOB, CpelHee
KBaJPaTUYHOE, COOTBETCTBYIOIINN KpuTepuil F, p-3HaueHue U cpe/iHee 3HaUEHUEe CyMMBbI KBaJIpaToB;

) B KaXIbli MOMCHT HAOJFOJICHUH TPOMEXKYTOUHBIC CBOJHBIC JaHHBIC IOJDKHBI OTPaKaTh
neMorpaduuecKkre XapakKTepUCTUKH W JaHHBIC, COJACpIKAIINe OTBETH Ha JiedeHUe (yCpeaHCHHBIC WIIH
CTpYNIUPOBAHHbIE MHBIM 00pa3oM) MO Kaxaol KOMOWHAUWU "LEHTp-BUI JjeudeHus" (WiIH Jpyromy
AJIEMEHTY JIM3aiiHa, HampuMep, MOCIeA0BaTeILHOCTH).

II. ®opmaT u conepxanue TpedyemMoit nHpopMaIyu, MogaBaeMOM
TI0 3aIPOCy IKCIEPTA-CTATUCTUKA YIIOJTHOMOYEHHOTO OpraHa

2. B ordere KaKA0ro KOHTPOJIMPYEMOI'O KIMHUYECKOTO HCCIIEIOBAaHUS HEOOXOAMMO yKa3blBaTh
NEepeYHU JaHHBIX (TaOJlMYHbIE) O MAIUEeHTaX, MCIOJb30BaHHBIX CIIOHCOPOM B CTATUCTUYECKHUX
aHanmu3ax, M TaOJMIbI, TMOATBEP)KJAIOIIME BHIBOJBI M OCHOBHBIE HAXOAKH. ODTH MEPEYHHU JaHHBIX
TpeOYIOTCS CTaTUCTHKY YIOJHOMOYEHHOTO OpraHa, IO3TOMY YIIOJHOMOYEHHBIE OpraHbl BIpPaBE
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3aIIPpOCUTD Y CIIOHCOpA NPCACTABUTDH OTU IICPECUHHU B JICKTPOHHOM BHUC.

[Ipunoxenue N 10

k [IpaBriiaMm Haexaien
KJIMHUYECKOU ITPaKTUKU EBpa3uiickoro
9KOHOMHYECKOTO CO03a

I[NEPEYEHD
ITOITPABOK K PA3IEJIAM KIIMHMYECKOI'O UCCJIEJJOBAHUMS, KOTOPLIE
PACCMATPUBAIOTCA KAK CYIIECTBEHHBIE

1. B cityyae BHECEHHUs] U3BMEHEHHI B pa3/elibl MPOTOKOJIA KIMHUYECKOTO UCCIEIOBAHUS CIIOHCOP
JJIA paCCMOTpeHI/IH HOHpaBKI/I B KaucCTBC CYHIGCTBGHHOP'I aacT OHGHKy 3HAYUMOCTHU HOHpaBKI/I B
OTHOIIICHUU PUCKA U OXKHUJAEMOW MOJb3bl JUIS MAllMeHTa MCCIIEJ0BaHUs, a TAaKKe HAYYHOW LEHHOCTH
HCCIENOBaHUA.

2. HOHpaBKI/I K pasacjiaM KIMHHUYCCKOI'0 HUCCICAOBAHUA CUHUTANOTCA CYIICCTBCHHBIMH, C€CJIIM OHH
MOT'YT IOBJIMATH HaA:

a) 6e30macHOCTh WK (PU3HUECKOE JTNOO0 ICUXUUYECKOE OIaromoydue marnueHTa;
0) Hay4YHYIO [ICHHOCTh MCCIICIOBAHUSI.

3. CyllleCTBEHHBIMM TMONPABKAMHU K pazfejaM KIMHUYECKOrO MCCIEIOBAaHUA MOTYT SBISTHCS
ClIeayIoIIe U3MCHEHUA <]>.

<1> HpO‘H/Ie HU3MCHCHUA K pasaciiamMm KIMHHUYCCKOI'O HCCICJ0BaHUA CUHUTAIOTCA
HECYIICCTBCHHBIMMU.

4. I3meHeHusl B IPOTOKOJIE UCCIIETOBaHUS (MCTIBITAHNUSA):
eJTb UCCIEeI0OBAHUS;

JIM3aiiH uccie0BaHus;

UH(POPMHUPOBAHHOE COTJIACHE;

npoiieypa oToopa cyobeKTOB (MallMeHTOB);

nokazarenu 3¢ (HeKTUBHOCTH;

cxema 3a0opa OMOJIOTMYECKUX 00pa3IoB;

I[O68.BJ'ICHI/IC NN UCKIIFOYCHUEC TCCTOB UJIN HOKa3aTCHeﬁ;
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KOJIMYECTBO CYOBEKTOB (TAIIMEHTOB);

BO3PACTHOM JIMana3oH CyObeKTOB (MTAI[HEHTOB);

KPUTEPUU BKIIIOUCHHUS;

KpUTEPUN HEBKIIIOUEHHUS;

MOHUTOPUHT O€30TTaCHOCTH;

IIPOJIOJKUTEIBHOCTh IPUMEHEHUS UCCIIENYEMOT0 IIpenapara;

M3MEHEHUE J03UPOBAHUS UCCIIEyEMOr0 Mpernapara;

M3MEHEHUE Tpernapara CpaBHEHMS,

CTaTUCTUYECKHUI aHAJIU3.

5. 3meHneHnus, CBA3aHHbIE C OPraHU3alMed KIMHUYECKOIO HCCIENOBaHUS:

3aMCHa OTBCTCTBCHHOT O HCCIIe10BaTeCIsA NIJIn an/IBnequHe HOBBIX OTBCTCTBCHHBIX
HCCIIe0BaTeIICH;

3aMC€Ha HUCCJIICHOBATCIIAI-KOOPANHATOPA,

3aMC€Ha  HCCJICIOBATCIBCKOI'O [CHTpa (MGHHHHHCKOﬁ OpFaHI/I3aI_II/IPI) N r[[O63.B.I'I€HI/IC
AOHNOJHHUTCIBHBIX UCCICAOBATCIILCKUX LICHTPOB (MCI[I/IL[I/IHCKI/IX opraHmaqu/'I);

3aMC€Ha CIIOHCOpa U1 O(bI/IIII/IaJ'II)HOFO MMpEaACTAaBUTECIIA CIIOHCOPA,

3aMCHa KOHTpaKTHOfI HCCHGHOBaTeHBCKOﬁ opraHusanyu, OTBETCTBCHHOM 3a BBIIIOJHEHHE BAKHBIX
3a1a4 B paMKax UCCICOO0OBaHMA,

M3MEHEHHUE YCIIOBH 3aBepIICHUS UCCIET0BaHUS.

6. 3MeHeHus1, CBSI3aHHBIE C UCCIIEyEMbIM MPENapaToM:
Marepuaia MepBUYHON yaKOBKH;

MIPOU3BOIUTEIS IEWCTBYIOIIETO BEIIECTBA;
MIPOU3BOCTBEHHOTO TIPoIlecca JEHCTBYIOIIETO BEIIEeCTBA;
crienuduKanuii JEHCTBYIONIETO BEIIECTBA;

MIPOM3BOJICTBA HCCIEAYEMOTO Mpenapara;

crieruuKaly UCCIeAyeMOTo Mpernapara;

CHGLII/I(bI/IKaLII/Iﬁ BCIIOMOT'aTCJIbHBIX BCHICCTB, KOTOPLIC CIIOCOOHBI TOBJIHUATH Ha I[CﬁCTBPIC
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JIEKapCTBEHHOTO Mpernapara;

CpOKa XpaHEeHUsl, BKIII0Yasl MepUo]l MPUMEHEHHS TIOCTIE TIEPBOTO BCKPBITUS U (UITH) pa3BeICHUS;

CYLIECTBEHHBIX N3MEHEHUI COCTAaBA UCCIEYEMOTIO Mpenapara;

YCJIOBUM XpaHEHUS;

METO/IMK MCCJICIOBAHNI aKTUBHOM CyOCTaHIINH,

METOAMK MCCIEI0BAHUI HCCIIEyEMOro Npenapara;

METOJIMK UCCIIEeI0OBaHNI HepapMaKONEIHBIX BCTIOMOTATENbHBIX BEIIECTB.

7. I3MeHeHus1, CBSA3aHHBIE C JAHHBIMU JOKIMHUYECKUX MCCIEAOBAHUW M CONMPOBOXKIAKOLINECS
W3MECHEHUEM  OLEHKH  COOTHOLIEHHS  NOJIb3a-puckK.  llompaBkM  JaHHBIX — JOKJIMHHYECKHUX
(hapMaKoJIOTHIECKUX W TOKCHUKOJIOTHYECKUX HCCICAOBAHUH B OTHOIICHUM TEKYIIUX KIMHHYECKHUX
HCCIIEIOBAaHUM, KOTOPBIE COMPOBOXKAAIOTCS MU3MEHEHUEM OIEHKU COOTHOIICHHMS IMOJb3a-PUCK, B TOM
YHUCJI€ B OTHOIICHUH:

pE3yNbTaTOB HOBBIX (hapMaKOJIOTUYECKUX UCCIIeI0OBAHUIA;

HOBOUW WHTEPIIPETAINU CYIIECTBYIOMNX (apMaKOJIOTHIECKIX UCCIICTOBAHMIA,

pPEe3yJIbTATOB HOBBIX TOKCUKOJIOTUYECKUX HCCIIEI0BAHNUN;

HOBOW MHTEPHPETAUN CYIIECTBYIOIIUX TOKCUKOJIOTHYECKUX UCCIIEAOBAHUI;

pPEe3yJIbTATOB HOBBIX MCCJIEAOBAHUM JICKAPCTBEHHBIX B3aMMO/ICHCTBHIA.

8. M3meHeHus, CBA3aHHbBIE C JaHHBIMU KIMHUYECKHX HCCIEAOBAaHUN M COIPOBOXKIAIOIIMECS
W3MEHEHUEM OLIEHKM COOTHOUIEHUS IMOJb3a-pUCK. [IonpaBKu B KIMHUYECKOM MCCIIEJOBAHUU, a TAKKE
MOTPaBKHM JAHHBIX, OTOOPaKAIONIUX OIBIT MPUMEHEHHUs Tpernapara y 4elloBeKa, KOTOphIE SBISIOTCS
BOXHBIMU JUISI TEKYLUMX MCCIEHOBAHUM M COINPOBOXKIAKOTCA H3MEHEHHUEM OLEHKU COOTHOILLICHUS

nosib3a-puck. Hampumep, B OTHOIICHUH:

663OHaCHOCTI/I, CBA3aHHOM C KIMHMYSCKHUM HWCCIECIOBAHUEM WM OIIBITOM IMPUMCHCHUA
HUCCIEAYEMOI'0 JICKAPCTBEHHOI'O IIPEIiapara y 4€JIOBCKa,

PE3YJIbTAaTOB HOBBIX KIIMHUYCCKHUX (l)apMaKOHOFI/I‘{eCKI/IX HCCHGHOB&HHﬁ;

HOBOM HHTCpHpCTAlIUN CYHICCTBYOIINX KIIMHUYCCKUX (I)apMaKOJIOF NYCCKUX HCCHCHOB&HHﬁ;
PE3YJIbTAaTOB HOBBIX KIIMHUYCCKHUX HCCHCHOB&HHﬁ;

HOBOM HHTECpHpETAllUN CYIICCTBYIOIINX JAaHHBIX KIIMHUYCCKUX HCCHCHOBaHHﬁ;

HOBBIX JAHHBIX 110 OIBITY IPUMCHCHHA UCCICAYEMOTO IMPEIiapaTa y 4€JI0BCKaA,

HOBOM HHTEPIIPETAlN CYIIECTBYIOIMX JAHHBIX 1O OIBITY IPUMEHCHHUA UCCICAYEMOTI'O ITIpEIiapara
Y 49€JIOBCKaA.
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9. Tlopsmox paccMOTpEHHs PETYJNATOPHBIMH OpraHamMH IONPaBOK K pasfeiiaM KIMHUYECKOTO
WCCIICZIOBAHMsI OTpeieNaeTcsl TpeOOBaHUSMH B COOTBETCTBMM C HAlMOHAJIBHBIM 3aKOHOJATEIHCTBOM
roCyJapcTB - WICHOB EBPasuiicKoro 5JKOHOMHUYECKOI0 CO03a.

[Tpunoxenne N 11

K [IpaBuiiam Hagexanein
KJINHWYECKOW MpaKkTUKU EBpa3uiickoro
9KOHOMHYECKOT'O CO03a

MOPSIJIOK
TIPEJICTABJIEHUS UHOOPMALMH 10 BE3OITACHOCTH B XO/IE
KJIMHUYECKUX UCCJIEJJOBAHU

1. O6s3aHHOCTH CIIOHCOPA IO MPEACTABICHUIO HHPOPMAITUU
1o 0€30MacHOCTH B XO/I€ KIIMHUYECKOTO UCCIIEeI0OBAaHUS

1.1. Opranuzamusi CHCTEMbI MTUCbMEHHBIX CTaHJIAPTHBIX MTPOLIEITYD.

CrnoHCOp HECeT OTBETCTBEHHOCTh 3a OpPTaHWU3AIHMI0 CHUCTEMBl TMHUCHbMEHHBIX CTaHIAPTHBIX
Mpoueayp B Lesax obdecrnieueHus: TpeOyeMoro ypoBHs CTaHJapTOB KauecTBa MPH BBINOJIHEHUN (PyHKUINN
JOKYMEHTUPOBaHHUsA, cOOpa [daHHBIX, BaJHJallid, OLIEHKH, apXWBHPOBAHHS, PEMNOPTUPOBAHUS U
MPEJICTABICHHS TOCIEAyIomeld WH(GOpPMAlUd TIO0 BBISABISEMBIM HEXKENATEIbHBIM pPEAKIUSIM TpU
MPOBEACHUU KIMHUYECKUX UCCIICIOBAHUM.

1.2. Cpok mnpencraBieHuss WHGOPMAIUU O CEPHE3HBIX HEMPEABUICHHBIX HEXKeIaTeIbHBIX
peaxkuusx.

1.2.1. CrioHCOp MOJKEH MpelCTaBlIATh MHPOpMaLuio 000 BCEX CEphE3HBIX HENpPeIBUICHHBIX
HexenatenbHbiX peakuuax (CHHP) na uccnenyemblii mpenapat, BBISBJICHHBIX B XOJ€ KIMHUYECKHUX
WCCIIeIOBAaHMH, OJJOOPEHHBIX K MPOBEACHUIO B TOCyAapcTBE - wieHe EBpa3miickoro sKOHOMHUYECKOTO
coroza (mamee - Coro3) B YIOJTHOMOYEHHBIM opraH rocyaapctBa - uieHa Coro3a, Ha TEPPUTOPHH
KOTOpPOTO MPOBOJIUTCS KIMHUYECKOE HCCIIEOBAHHE HCCIENyeMOro Inpemnapara, ¥ DKCIEPTHBIN COBET
opranmzanuu (He3zaBucumblii sTuueckuii komuter) (nmanee - DCO (HOK)) coorBercTByrOmmx
KIIMHUYECKHUX [IEHTPOB B COOTBETCTBHUHM ¢ mpoueaypamu ICO (HOK):

HE Mo37Hee 7 KaJIeHAApHBIX THEH ¢ AaThl monydeHus uadopmarun o Beisinennn CHHP, B cinydae
€CJIM OHU ITPUBEIU K CMEPTHU WIH NPEACTABIISIIN YIPO3y Ul )KU3HU;

He To3aHee 15 kanmeHmapHBIX JHEW ¢ JaThl moiaydeHus uHpopmanuu o BeisiBaeHun CHHP mns
OCTaJIbHBIX CEPbE3HBIX HEMPEIBUACHHBIX HEXKEIATEIbHbBIX PEAKIIUM.

1.2.2. B ciay4yae OTCYTCTBHsI y CIIOHCOpPA MOJIHOM MH(OPMALMU Ha ATy NpeICTaBIeHUs CPOYHOTO
COoOOIIeHNsT O Cclyyae CMEpPTH WIM pa3BUTHHM >KU3HEYTPOKAIOIIETO COCTOSIHHS — CIIOHCOPOM
NPEINPUHIMAIOTCS MEpHl MO TOJIyYEeHHIO MOJHON WH(pOpMaluu, KOTOpas IMpelcTaBisieTcss B (opme
MOCJIEAYIOIIEr0 CPOYHOI'O COOOIEHHUS O BBIABJIEHHOM CEpPhE3HOM HENpENBHUJICHHOM HeXenaTeabHOU
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pCaKkuu HE NTO3JHEEC 8 KaJICHAApHBIX JIHEM ¢ JaThl MMpEeACTaBJICHUA IICPBUYHOI'O COOGH_ICHI/IH.

1.2.3. B ciyyae NOJy4eHUS CHOHCOPOM HOBOM 3HAYMMOM HH(QOpManMu IO BBIABICHHON
Cephe3HOW HEMPEIBUACHHONW HEXeNaTeNbHOW peakuuu JaHHas uH(opManus JO0DKHA OBITH
npeacTaBieHa B (GopMe IMOCIEAYIOMero CooOIIeHns B TeYeHHWEe 15 KaJleHIapHBIX JHEH ¢ JaTel ee
MOJTy4EHUSI.

1.2.4. TpeboBaHus 1O TPEICTABICHUIO HMHPOPMAMK O CEPbE3HBIX HENPEIBHICHHBIX
HEXKEJIATeNbHBIX PEaKLUsIX pPACIPOCTPAHIIOTCS Ha HCCIEAYyeMBbIil TMpemapar, BKIOYas Mpernapat
CpaBHEHMs U TU1aeoo.

1.3. TpeboBanust kK HHGOPMAITUHU O CEPHE3HON HENPEIBUICHHON HEXKENATeIIbHON peakIny.

1.3.1. Tpebyemass MmuHUManbHass WHMOpPMAIUSA O CEPbE3HON HEMPEIBHICHHOW HEXenaTelbHON
peaxiuu.

MunumanbHas uH(GOpMaIHs pU MPEACTABICHUN B YCTAHOBICHHBIE CPOKH TIEPBUYHOTO CPOYHOTO
COOOIIEHUS O BBISIBICHHON CEPbEe3HON HEMPEIBUACHHON HEKEIATEILHOM PEaKIIUU BKITIOYACT:

yKa3aHHE TMOJ03PEBAEMOr0 HCCIIEeNyeMOro Ipernapara, HJISHTU(PUKALUOHHBIA KOJ CyObeKTa
UCCIIEIOBaHMs, Y KOTOPOTO pa3BUIaCh HEXellaTelbHas peakius;

ONMCaHUE HEXENATEIbHOM peaklMu WIN €€ HCX0/a, KOTOpPbIE OINpeNeleHbl KaK Cepbe3Hble U
HeNpeABUJICHHBIE U /I KOTOPBIX MpPEoiaraeTcsi HaTuune MPpUYUHHO-CIIEACTBEHHON CBS3U C IPUEMOM
HCCIIEyEMOr0 IIpenapara;

pe3yJIbTaT OLICHKH PUYUHHO-CIIEICTBEHHOW CBSI3H;

WCTOYHUK TOJTy4YeHUsT MH(OpMAIMK O HEXEeIaTelNbHOH peaknuu, WACHTU(UKAMOHHBIA HOMEp
COOOIILIEHUS O HeXeJlaTeIbHON peaKIMK, TPUCBOECHHBIN CITIOHCOPOM;

HOMED MPOTOKOJIA UCCIIETOBAHMS.

1.3.2. TlonHas uH(OpMAIIHS O CEpbe3HON HEMPEIBUACHHON HEKeIaTeIbHON PEaKInu.

Crnenyer oOecnednTh MOCIEAYIOMUNA COOp W MpeACTaBlIeHUE TOTHOW HMH(OpPMAIMUA O Cllydae
CEpbE3HOM  HEMpEIBUJECHHOW HEXeNaTeIbHOW peakluu, KOTopass JOJKHA COOTBETCTBOBATh
TpeOOBAHUAM PYKOBOACTBAa MeXyHapOHOU KOH(GEPEHITUH 110 TapMOHM3AIH "YIpaBiIeHHE JaHHBIMHU
o 0e30MacHOCTH - BJEMEHTHl JaHHBIX JUIS THepefayd CcoOoOlIeHHH 00 WHANBUAYAIbHBIX CIIydasx
HexenaTelnbHbIX peakuil”" E2B.

1.4. CnpaBounast uadopmanus 1mo 6€30macHOCTH.

1.4.1. CrpaBouyHas nH(pOpMaIHs M0 6€30MaCHOCTH UCCIIEyeMOro Ipernapara.

B uensx omnpeneneHuss NpeaBUICHHOCTH BBIABICHHOW B XOJ€ INPOBEICHUS KIMHUYECKOIO
WCCIIeIOBaHMUS Cephe3HOM HexenarenbHOW peakuuu (manee - CHP) Ha wuccnemyemslit mpemapat

HCIIOJIB3YCTCA ﬂeﬁCTByIOHlaﬂ Ha JaTy BbIABJICHHUA CHP BEpcCus 6pOI_I_IIOpBI HCCICO0BATCIIA.

1.4.2. CopaBounass uH(popMamust 1o O€30IMaCHOCTH 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO
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rpernapara.

B nemax omnpeneneHus INPeIBUACHHOCTH, BBISABICHHOW B XOJ€ IPOBEACHUS KIMHUYECKOIO
HCCIIEOBAHUS CEPbE3HOM HEKENATEJIbHOM pEakUMM Ha HUCCIEAYEeMBIM Ipenapar, KOTOpBII
3aperucTpupoBaH Ha TeppuTopuM cTpaHbl BbisABIeHUs CHP, ucnonb3yercs neicTByromias Ha JaTy
BBISIBJICHHSI HEJKEIIATEIbHOM PEAaKIIMK BEPCHSI MHCTPYKIMH 110 MEAUIMHCKOMY IIPUMEHEHUIO.

1.5. IIpeacraBnenue nHOM HHPOPMAITIH 110 O€30MACHOCTH.

CrioHCOp AOJDKEH B TeUeHUE 15 KaleHIapHbIX JHEH C JaThl MOIy4YeHus] HH()OpMaIiK MpeICTaBUTh
B YINOJHOMOYEHHBIM opraH rocymapctBa - wieHa Coro3za u OCO (HDK) coorBercTByromumx
HCCIIEIOBATEeNbCKUX LEHTPOB B cooTBeTcTBUU ¢ mpoueaypamu ICO (HOK) unyio mupopmanuio mo
0€30I1aCHOCTH, KOTOPasi MOKET U3MEHATh OLIEHKY COOTHOILIEHHUS I10JIb3a-PUCK UCCIIEAYEeMOro IpenapaTa
a100 CIIy’)KUTh OCHOBAaHMEM JJIs WM3MEHEHHM B PEKOMEHJAlMAX [0 €ro Ha3HA4YeHHUIO, a TakKkKe
OCHOBAHHUEM JUIsl IEPECMOTpa BO3MOKHOCTH JTAJIbHEHILIEro MPOBEICHHS UCCIIET0BAHMS:

a) O KJIMHMYECKH 3HAYMMOM IHPEBBILIEHMM OXUJAEMOW YacTOThl M HM3MEHEHHM XapakTepa
0’KHMJIa€MBIX CEPbE3HBIX HEXKENATEIBHBIX PEaKIUi;

0) O cepbe3HBIX HEMPEIBUICHHBIX HEXKENaTeIbHbIX PEaKIUsAX, Pa3BUBLIMXCSA Y MaIMEHTa Mocie
3aBEPILECHUS €0 Y4acTUs B KIIMHUYECKOM HCCIIENOBaHUY;

B) O HOBBIX JaHHBIX, CBA3aHHBIX C IIPOBCACHUEM KIIMHUYCCKOI'O UCCIICAOBAHUA UJIN C pa3pa60TK0171
HCCIeayeMoro npemnapara, KOTOpbi€ MOT'YT ITOBJIUATEL Ha 0€30I1acCHOCTh INalfMCHTOB, TAKHUX KaK:

CCPLC3HBIC HCKCIIATCIIBHBIC SIBJICHUSA, CBA3AHHLIC C HpOLICI[ypOfI IMPpOBCACHUA HUCCIICAOBAHUA, HA
OCHOBAaHUU KOTOpOfI Tpe6y€TC$I BHECCHHEC M3MCHCHHUHU B IMPOTOKOJ IMMPOBCACHUA UCCIICAOBAHNA,

oTcyTcTBUE dS()(PEKTUBHOCTH HCCIEAYEMOro Ipenapara, MPUMEHSEMOro IMpH MaTOJIOTHH,
IIPEICTABISAIONICH yIpO3y [UIsl )KU3HU;

HOBbIE Ba)KHBIC JaHHBIE IO OE30MacHOCTH, TOJyYCHHBIE B XOJA€ HENABHO 3aBEPIIMBIINXCS
WCCIICZIOBAaHUI Ha JKUBOTHBIX (BBISBICHHBIA KaHIEPOTreHHbIN 3()(EeKT U aHaIOrM4HbIC MO TKECTH U
BaXHOCTH 3P PEKTHI);

MPEKIEBPEMEHHOE MpEeKpalleHne WM MPUOCTaHOBKA UCCIIEOBAHUS B JIPYroi cTpaHe (CTpaHax),
00yCJIOBJIEHHbIE U3MEHEHHEM B OLICHKE 0€30M1aCHOCTH aHAJIOTMYHOI0 HCCIIEeyeMOro Mpenapara;

HWHBIC TJAaHHBIC I10 6630HaCHOCTI/I, KOTOPBIC USMCHAIOT COOTHOIICHUE IMOJIb3a-pPHUCK IJIA CY6"beKTOB
HCCIICOOBAHUA,

r ) 0 PpPCEKOMCHIAAIUAX KOMUTCTA IIO HE3aBHCHUMOM OIICHKE PE3YJIbTATOB KJIMHHUYCCKOTO
HUCCICA0BaHNUsA B OTHOIICHHUHN OLICHKHU 0e30macHOCTH HCCIICAYyCMOr0 Ipcrapara.

1.6. ®opma mipeacTaBieHuss THGOPMAITHH IO 0€30TTaCHOCTH.

1.6.1. dopma mpencraBieHUs WHPOPMAIMM O CEPHbE3HBIX HEMPEIBUACHHBIX HEXKEeIaTelbHBIX
peakIMsIx B yIOJTHOMOYEHHbIE OpraHbl rocynapcets - wieHoB Coroza u 9CO (HOK).

I/IH(I)OpMaL[I/ISI 0 CCPBE3HBIX HCHOPCABUIACHHBIX HCKCIATCIBHBIX PCAKIUAX MPCACTABIACTCA B
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YIOJIHOMOYEHHBIE OpraHbl rocyaapcTs - wieHoB Coroza u DCO (HOK) cnoncopom B hopme coolreHust
0 HexenaTenpbHOH peakuuud. @opmar CcoOOLIEHUHA JODKEH COOTBETCTBOBATb PYKOBOJCTBY
MexnyHapo HOH KOH(EpPeHIIMH TOo TapMOHHM3anuu "YTpaBlieHWE MaHHBIMH 1O OE30MacCHOCTH -
AJIEMEHTHI IaHHBIX Ul NIepeayu cooOIeHni 00 HHANBUAYAIbHBIX CIydasx HeKeIaTeNbHbIX peakiuil”
E2B.

1.6.2. ®opma mnpencTaBieHUs HHPOPMALUU O CEPbE3HBIX HEMPEABHICHHBIX HEXKENaTeIbHBIX
peakLusaX UCCIEN0BaTENSIM.

Wudopmaniss 0 CEepbe3HBIX HENPEIBUICHHBIX HEXKEIATEIBHBIX PEAKIHIX TPEJCTaBIACTCS
HCCIIeIOBATEIISIM B 0000IIEHHOM BHJIE B (hOpMe TIEPEUHCIICHUSI ¢ KPATKUM OMHCAHHEM HeKeIaTeIbHbBIX
peakuuil 3a nepuo, NpPOoAOHKUTEILHOCTh KOTOPOTO JI0JDKHA OMpenensTbes npoduieM 0e30MacHOCTH
HCCIIElyeMOro MpernapaTa U KOJHMYECTBOM BBIABIISIEMBIX CEPbE3HBIX HEOXKHJIAHHBIX HEXKeIaTelbHbIX
peakuuii. J[aHHBII TepedeHb JODKEH COMPOBOXKIATHCS KPATKUM 3aKIIFOUEHUEM MO TEKYIIEH OlleHKe
npodums 6€30MacHOCTH 32 OTUETHBINA IEPUOI.

1.6.3. ®opma npencraBiaeHUs] MHOH HHPOPMAIMH 110 0€3011aCHOCTH.

WNuas uadopmarus mo 0e30MacHOCTH B COOTBETCTBUU C MyHKTOM 1.5 HACTOSIIIETO MPHUIOKEHUS
MPEACTABIISAETCS B YIIOJHOMOYCHHBIE OpraHbl rocyaapcts - wieHoB Coro3a u DCO (HOK) cmoncopom B
MMCbMEHHOM BHUJE C YyKa3aHWEM Ha3BaHHs KIMHUYECKOTO MCCIEIOBaHUs, HOMeEpa MPOTOKOJIA
WCCIIeIOBaHMS M KPAaTKOTO OMKUCaHUsl HOBOW MH(GOPMAITUU TI0 OE30MMaCHOCTH.

1.7. Obnactb pactpocTpaneHus TpeOOBaHUS 10 MPEACTABICHUIO HH(POpMaIK 1o 0€30MaCHOCTH.

1.7.1. TpebGoBanusi 1O MNPEACTABICHUIO HHPOPMAIMM IO BBISBJICHHBIM CEpPHE3HBIM
HEeMpeIBUICHHBIM HEKeJIaTeNbHBIM PEaKIHMsIM U HHONW MH(OpMaIuu 1Mo Oe30MacHOCTH UCCIIETyEeMOTo
IpenapaTa B COOTBETCTBUU € MOANMYHKTaMu 1.2 - 1.5 HacTosIIero NpuiioKeHusl paclpoCTPaHAIOTCS B
OTHOIIIEHUU KJIMHUYECKUX HUCCIIEN0BAaHUM, OJJOOPEHHBIX K IPOBEJCHUIO HA TEPPUTOPUM rOCYJapcTBa -
ywieHa Coro3a Ha BCE€ HCCIIEOBATEIbCKUE LIEHTPHI, B KOTOPBIX CIHOHCOPOM JHOO €ro mapTHEpOM Ha
JIOTOBOPHOW OCHOBE BBIMOJIHSAETCS KJIMHUYECKOE HCCIIEJJOBAHME HCCIEAYEeMOro Ipernapara, BKIIOuas
HCCIEA0BATENIbCKUE LIEHTPBI, PACIIOI0KEHHBIE HE HA TEPPUTOPUU FOCYIAapCTB - wieHoB Coro3a.

1.7.2. TpeOGoBanus 1O MPEACTABICHUIO HMH(GOPMALMM 1O  BBISBICHHBIM  CEPbE3HBIM
HENpPEIBUJICHHBIM HEXKENATEIbHbIM pEaKLUUsIM B COOTBETCTBUU C IMOANYHKTOM [.2 HacTosIero
MPUIIOKEHUST PACTIPOCTPAHSIOTCS HA BBITIOJIHIEMbIE CIIOHCOPOM JHOO €ro mapTHEpOM Ha JIOTOBOPHOM
OCHOBE KIIMHMYECKHE HWCCIIEJOBAHMs, OJOOpEHHBIE HAa TEPPUTOPUHM rocynapctBa - wiena Coro3a, B
KOTOPBIX HMCCIIEAyEMBIN Mpernapar BKIOYAeT OJTHO U TO e JEHCTBYIOIIEe BEelleCTBO, BHE 3aBUCUMOCTHU
OT JIEKapCTBEHHOW (hOPMBI, I03UPOBKH, PEKUMA TO3UPOBAHUS U TOKA3aHUHM K IPUMEHEHHUIO.

1.8. CepBCSHLIG HCKCJIATCIBHBIC PCAKIINN, HC CBA3AaHHBIC C UCCIICAYCMbIM IIPCIIAPATOM.

Nupopmaniio 0 cepbe3HbIX HEXKENATENbHbIX PEAKIMIX, KOTOPbIE BBISBICHBI MPU MPOBEACHUU
KJIIMHAYECKOTO HCCIENOBaHUsA, I KOTOPBIX OIPEAENAEeTCS B3aWMOCBS3b C 3apErMCTPUPOBAHHBIMHU
JIEKApCTBEHHBIMU IIpEIIapaTaMy, He SBIAIOIIMMUCI HUCCIEAYEMBIMH IIperaparaMy U Ha3HA4YaeMbIMU B
KaueCTBE COIYTCTBYIOLIEHW Tepaluu, MPU OTCYTCTBUM DPEAKLUU B3aUMOICHCTBUA C HCCIEILYyEMBIM
IIpenapaToM CIIOHCOPY CJIEYET MPEACTABIATh B YIIOJHOMOUYEHHBIE OpraHbl TOCy1apcTB - wieHoB Coro3a
WM COOTBETCTBYIOIIMM JEPKATEISAM PErUCTPALMOHHBIX YAOCTOBEPEHUH B COOTBETCTBHHM C
3aKOHOJATEIbCTBOM 3TUX IOCYJapcTB - wieHoB Coro3a.
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1.9. PackpbIiTHe paHIOMU3ALMOHHOTO KOJA.

1.9.1. TpeboBanusi 1O PaCKpPBITHUIO PaHIOMH3ALMOHHOTO KOJ@a B ClIy4ae Cepbe3HOU
HEIPEABUICHHON HEXKENATEIbHON PEaKIUu.

B ciydyae mosydyeHuss coOOOIIEHUS O HEXKENATeNIbHOM SIBIIEHUH, KOTOPOE OILEHUBAETCS Kak
CepbE3Hass HENpPEIBUICHHAS HEXENAaTelIbHAas pPEaKUus, CIIOHCOPOM BBINOJHAETCS PaCKpPbITHE
PaHIOMHU3ALMOHHOTO KOJAa HEMOCPEACTBEHHO MO CYOBEKTYy HCCIEAOBaHHUSA, Y KOTOPOrO pa3BUIACH
JlaHHas HexenarenbHas peakuus. CIOHCOPOM BBINOJHAETCS TpeOOBaHUS B COOTBETCTBUU C
MOJTYHKTOM 1.2 HAaCTOAILIETO MPUIIOKEHHUS IO CPOYHOMY MPEICTABICHUIO HHPOPMALIUU O BBISBICHHON
CEPBbE3HOM HENPEBUCHHON HEXENAaTeIbHON PEaKIMU B YIIOJTHOMOYEHHBIN OpraH rocyapcrsa - 4ieHa
Coro3a ¢ yyeToM pe3yJibTaTOB pacKpbITUs Koia paHaomuzauuu. [Ipm 3TOM CIIOHCOPOM MOKET
COXPaHATHCS OCJEIUIEHUE IO TAKUM CIydasM JUIsl JIML, OTBETCTBEHHBIX 3a JaJIbHEWIee MPOBEACHUE
KIIMHUYECKOTO UCCIENOBaHus (HAmpUMep, MOHUTOPOB, MCCIENoBaTeNeil), a Tak)ke OTBETCTBEHHBIX 3a
00paboTKy AaHHBIX. MH(bOpMaIHs M0 HEeKeNaTeNbHbIM PEaKIHUsIM C PAaCKPbITUEM PaHIOMHU3AIMOHHBIX
KOJIOB CYOBEKTOB HCCIEIOBaHMS IOJDKHA OBITH JOCTYITHA JIMI[AM, OTBETCTBEHHBIM 3a BBITIOJHEHUE
TpeOOBaHUN 10 MPEJICTaBICHUIO HH(GOPMALMU O HEXENATeNbHbIX PEaKUMSIX B YIOIHOMOYEHHBIE
opranbl rocyaapcts - wieHoB (Coro3a, HpEICTaBUTENSAM YINOJIHOMOYEHHBIX OpPraHOB TOCYJapCTB -
yieHoB Coroza; wienam OCO (HOK), unenam Komwurera mo He3aBUCHMOH OIICHKE pe3yJIbTAaTOB
KJIIMHUYECKOTO UCCIEOBAaHUSI WIM UHBIM JIMIAM, OTBETCTBEHHBIM 32 BBIIIOJIHEHUE MMOCTOSTHHON OLIEHKH
0€30MacHOCTH B XO0j/i¢ TPOBEIEHHs KIMHUYECKOro ucciemoBaHus. s uccienoBareneid pacKpbITHE
PaHIOMU3ALMOHHOIO KOJIa B XOJI€ BBIIIOJHEHUS! KIIMHUYECKOIO MCCIIEI0BAHUS BBIIIOJIHAETCS TOJBKO B
cllydae, €clid JTO MPEICTaBISeTCS HEOOXOAMMBIM st  obecrieueHuss O€30macHOCTH CyOBeKTa
HCCIIeIOBaHUS.

1.9.2. Pe3ynbTaThl pacKpbITUS PAHIOMM3AIMOHHOTO KOJa COOTBETCTBYIOIIUM 00pa3zoM
OTpakaroTcsi B 0a3ax JaHHBIX CIOHCOpPa M YMOJMHOMOUYEHHBIX OPraHOB Tocynapcts - uieHoB Corosa.
Oo6noBnenne nHpopmammu Mo 6e30MacHOCTH B OPOIIIOpE UCCIIEOBATENS BBIMOIHICTCS HA OCHOBAaHUU
aHaJIM3a JaHHBIX C PACKPBITHIM KOJAOM JICUCHHUS.

1.9.3. OcoOble oMy ISIHH.

IIpu npoBeaeHNN KIMHUYECKUX UCCIIEIOBAHUN C y4aCTHEM MOMYJISALNH, I KOTOPOU XapaKTepeH
BBICOKMI YPOBEHb OCJIOKHEHHH M CMEPTHOCTH, B CIydasX €CIM KOHEYHBIE TOYKH II0 OLEHKE
3G (HEKTUBHOCTH MOTYT SIBJISITHCSI OJTHOBPEMEHHO CEPbE3HBIMHM HETPE/BUIACHHBIMU HEXelaTeIbHbIMU
peakusMHu, MO0 KOrAa CMEepTh WM HMHOM Cepbe3HbI HeOJarompusATHBI MCXOJ MOXET SBIATHCS
KOHEYHOW TOYKOW MO OLeHKE I(PPEKTUBHOCTH UCCIIEAYEMOrO IpenapaTa, JOCTOBEPHOCTh Pe3yJIbTaTOB
KJIIMHUYECKOIO0  HMCCIIEZIOBAHUS MOXET OBIThb HapylleHa T[pU CHUCTEMaTHYECKOM  pacKphITUU
PaHIOMU3ALMOHHBIX KOJOB. B 3THX 1100 MOJ0OHBIX Cllydasx CIIOHCOPY IMpPH MOJyYEHUU OJ0O0pEeHUS
IIPOTOKOJIA KIMHUYECKOTO MCCIEAOBAaHUSA CIELYET IO COIJIACOBAHUIO C YIIOJIHOMOYEHHBIM OpPraHOM
rocynapctBa - wieHa Coro3a OIpeneNnTh, KaKhe Cepbe3HbIC SBICHMS, OOYCIOBJIEHHbIE TEUEHHEM
OCHOBHOT'O 3a00JieBaHus, HE OyIyT MOJUIekAaTh CUCTEMAaTHUYECKOMY PACKPBITHUIO PAHIOMHU3AIMOHHBIX
KOJIOB U CPOYHOMY IPEICTABICHUIO MH()OPMAIUK B YIOJIHOMOYEHHBIH OpraH rocyaapcTBa - 4ieHa
Coro3a. B atux cimyyasix o0s3aTeNbHBIM SIBISIIOTCS HazHaueHHe W obOecneueHne (PyHKIIMOHUPOBAHHS
Komurera o He3aBUCHMMOW OLIEHKE PE3yJbTATOB KJIMHUYECKOTO MCCIEIOBAHUS C LIEJIBIO BBIITOJIHEHUS
MIOCTOSIHHOM OLICHKH U aHaJIM3a JJaHHbIX 110 O€30M1aCHOCTH BBIIOIHIEMOI0 KIMHUYECKOT0 UCCIIE0BAHUS
U ONpeAeNieHUus PEKOMEHJALM I CIOHCOpa B 4acTH BO3MOXHOCTH JAJNBHEHIIEr0o IPOBEICHUS
KJIIMHUYECKOTO0 HCCIENOBaHUs, BHECEHUS HU3MEHEHMI B IIPOTOKOJ MCCIICIOBAHUS WU OCTAaHOBKHU
KJIMHUYECKOT'0 MCCIICOBAHUS.
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Exxerognoe MNpeaACTaBJICHUC HH(bOpMaHHH 1o 0€30I1aCHOCTH.

CroHCOp B Te€UEHHE BCETO CPOKa KIMHUIECKOTO UCCIIEIOBAHUS JIOJDKEH €KET0THO MPEACTABISATh B
YIOJTHOMOYCHHBIM oOpran rocynapcrtBa - wieHa Coro3a, Ha TEPPUTOPUU KOTOPOTO TIPOBOJIUTCS
KIIMHAYECKOE WCCIIeIOBAaHUE MCCIeNyeMOTo Iperapara, IMEepHOAMYECKH OTdeT (IepuoauuecKue
OTUeThI) TO0 O€30MacHOCTH HCCIEIyEeMOTO Ipernapara, COoJepKaHHE KOTOPOro (KOTOPBIX) IOJIKHO
OTBeYaTh TPeOOBaHUSM, MPUBEACHHBIM B mipuioxennd N 12 k [IpaBunam Hajuiexamed KIMHUYECKOH
NpakTUKU EBpa3uiickoro SKOHOMUYECKOTO COr03a.

Nudopmanuss 1o MEPUOAUYECKOMY OTYETYy IO O€30MacHOCTH MCCIEIyeMOoro Ipernapara
npencrasnsercs B DCO (HOK) B dopme KpaTkoro HM310KeHUS OCHOBHOTO COAEP)KAHUS OTYETa C
MPWIOKEHUEM CTPYKTYPUPOBAHHOTO IE€PEUHSl CEPbE3HbIX HEXKENATEeNbHbIX PEAaKIHi COorjaacHo
npuinoxeHnto N 12 k [IpaBunam Hajiexaed KIMHUYECKON TPakTUKU EBpa3niickoro 3KOHOMHUYECKOTO
COM03a.

2. O0s3aHHOCTH HCCIICA0BATCIIA IO NPCACTABIICHUTIO
I/IH(bOpMaI_[I/II/I O BBIIBJICHHBIX B XOJ€ KIIMHUYCCKOI'O UCCIICA0OBAHUA
HCKECIATCIIbHBIX PCAKIIHUAX

2.1. IlpeacraBnenue uHPOpPMAIIH 110 O€30MIACHOCTU CIIOHCOPY

2.1.1. HccnenoBarens AOKEH HE3aMEIUTENBHO, B TeUeHUE 24 YacoB C ATkl BBISABICHUS (MO0
MoJy4yeHus WHGOpPMAIMKA O BBISBICHUU) TMPEICTABUTH CHOHCOPY HWH(GOPMAIMIO B OTHOIICHUH
CCPHBC3HBIX HEKCIATCIIBbHBIX ﬂBHeHI/II\/JI, KpOME€ TE€X, KOTOPBIC OMPEACICHBI B IIPOTOKOJIC WM B APYIOM
JIOKyMEHTE (HampuMep, B OpOITIOpe UCCIIeI0BaTENs ), KaK He TPEOYIOIINe HEMEIJICHHOTO YBEAOMIICHHUS.

[Tocne mnpencraBiaeHUss CPOYHOTO COOOIIEHHUS O CEPhE3HOM HEXKEIATCIbHOM  SIBIICHUH
HCCIIeIOBaTeNb JOJKEH MPeICTaBUTh CIIOHCOPY AeTalbHOE cOOOIIeHHe ¢ ToApoOHON HH(OpMaIHeil mo
CEpbE3HOMY HEXENIaTeIbHOMY SIBIICHUIO, MO3BOJISIONICH CIOHCOPY CleNaTh OLEHKY HEOOXOAMMOCTH
MepecMOTpa COOTHOLIECHUS MOJIb3a-PUCK KIMHUYECKOTO UCCIIEA0OBAHMUS.

2.1.2. HccnenoBarenb MPENCTAaBISIET CIIOHCOPY HMH(POPMALUIO O HEXKENATENBHBIX PEaKIusIX MU
OTKJIOHEHHUSIX JIAOOPAaTOPHBIX ITOKa3aTesieil, KOTOphIe OIMpPEAETICHBl B IPOTOKOJIE HCCIENOBAaHHUSA Kak
KPUTUYECKHE JUIS OLCHKH OE30MacHOCTH B CpPOKH, OIpEleNsieMble IPOTOKOJIOM KIMHUYECKOTO
UCCIIeJOBAHMUS.

2.2. IlpencraBnenue HHPOPMAIIH 110 O€30MACHOCTH
B YIIOJTHOMOUYEHHBIE OpraHbl rocy1apcTB - wieHoB Coro3a

I[OHOJ'IHI/ITCJ'IBHBIG Tpe60BaHI/IH o MmpeacTaBJICHUIO I/IH(l)OpMaI_[I/II/I O BBIABJICHHBIX CCPBLC3HBIX
HCKCJIATCIIbHBIX PCAKOUAX Ha I/ICCJ'IC,Z[yeMLII\/’I Inpenapar, HE PACCMOTPCHHLIC B pPAMKaX HACTOSALICTO
MPUITOKCHUS, ONIPCACIIAOTCA 3aKOHOAATCIIbCTBOM IOCyIapCTBA - YJICHA Coro3a.

ITpunoxxenne N 12
k [IpaBwiiam Haexaien
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KJIIMHUYECKOW NpakTUKU EBpasuiickoro
9KOHOMHYECKOTO CO03a

TPEBOBAHUA
K IEPUOJUYECKOMY OTYETY I10 BE3OITACHOCTU PASPABATBIBAEMOI'O
JJEKAPCTBEHHOTI'O IIPEITAPATA

1. Onpenenenus
st neneit Hacrosinux TpeboBaHU UCTIONB3YIOTCS TOHATHS, KOTOPBIE O3HAYAIOT CJIEIyIOIIEe:

"BayKHBIH MACHTU(UUIMPOBAHHBIN pHUCK", "Ba)KHBIM NMOTEHUMANbHBIM puck (important identified
risk and important potential risk)" - uaeHTHGUITUPOBAHHBIA MW TTOTEHIIUATBHBIA PUCK, KOTOPBIA MOXKET
OKa3aTh BIUSHUE Ha COOTHOIICHHE IOJIb3a-PUCK JIEKAPCTBEHHOIO IMpernapaTa WK UMETh MOCIEICTBUS
JUIs1 OOIECTBEHHOTO 3/IpaBOOXPAHEHMUS,;

"nmata okonyanus cObopa nmaHHbix (data lock point)" - mara 3aBepiieHus cOOpa MaHHBIX JUIS
BKJTIOYCHHUS B TIEPUOJMUECKUI OTUET 10 O€301TaCHOCTH HCCIIEyeMOTo Mpernapara;

"3aBeplIeHHOE KIMHUYeckoe wuccaenoBanue (completed clinical trial)" - kimMHHYeckoe
UCCIIeIOBaHKE, 110 Pe3yIbTaTaM KOTOPOTO COCTaBJICH HTOTOBBIM OTYET KIMHUYECKOTO HCCIICAOBAHNS;

"unentTuduuupoBanHblil puck (identified risk)" - HexxenarenbHOe MOCIEACTBHE (apMaKOTepanuu,
JUIE KOTOPOTO TOJYYeHO aJeKBAaTHOE J0Ka3aTeIbCTBO HAJIMYUS B3aHMMOCBS3U C IOJ03PEBACMbBIM
JICKapCTBEHHBIM IIPETIapaToM;

"WHTEPBEHIIMOHHOE KIWHUYEeCKoe uccienoBanue (interventional clinical trial)" - kimHWYeckKoe
HCCIIeIOBaHKE, B KOTOPOM CYOBEKTaM HCCIICIOBAHUS BITIOIHICTCS MPOCIIEKTHBHOE HA3HAYCHHUE OJTHOTO
WIA HECKOJIbKHX MEIUIMHCKMX BMENIATENbCTB (HAmpuMep, NPOPHIAKTHYECKOS BMEMIATEIbCTBO,
Ha3HAYCHUE JICKAPCTBEHHBIX MPENapaToOB, BHIMOJIHEHHE XUPYPIrHUECKUX BMEIIATEIbCTB, TOBEICHUECKAS
Tepamnus 1 T.11.) C eTbI0 OIICHKH BIIMSHUS JAHHBIX BMEIIATELCTB HA TIOKA3aTeNId COCTOSHUS 370POBbS;

"uccnemyemblit mpemapar (investigational drug)" - npemapar, Haxomsmmiics B pa3pabOTKe
¢dapManeBTHUECKOW KOoMITaHue. B pamkax Hactosimero IlpmioskeHus TaHHBIN TEPMUH HMeeT Oojiee
Y3KO€ 3HAYC€HHE IO CPAaBHEHUIO C HCHOJIB3yeMbIM B TekcTe l[IpaBui Hamyiexamed KIMHUYECKOU
MpakTUKU EBpa3uiickoro SKOHOMHUYECKOT0 COI03a U He BKIIIOYAET Mpenaparthl CpaBHEHUS U I11a1e0o0;

"MeXIyHapoaHas Aara oJoOpeHusl pazpabaTbiBaeMoro JjekapcrBeHHoro mnpemnapara”, MJIOPJIII
(development international birth date) - qara nepBoro ogoOpeHust A MPOBEACHNUS HHTEPBEHIIMOHHOTO
KJIMHUYECKOT0 HCCIIEI0BaHUs B JIOOOM U3 CTpaH MUPA;

"He)KeNaTeIbHBIC SBJICHISI, MPEACTABIIIONNE 0co0bIl nHTEpec (adverse event of special interest)"
- HeXeJlaTeJIbHOE SBJIEHUE, UMEIolee OCOObI HayYHBIH M MEIUIIMHCKUI WHTEpeC MPUMEHUTENIBHO K
HCCIIElyeMOMYy IIpernapaTry WM HCCIENOBATEIbCKOM IIPOrpaMMe CIOHCOpa, KOTOPO€ MOXKET
noTpe0oBaTh HENPEPHIBHOIO MOHUTOPHHIAa M HE3aMEUINTENIbHOTO HH(MOPMHUPOBAHUS CIIOHCOpA CO
CTOpOHBI HccienoBarensd. JlaHHbIE HeXenaTelabHble SBJICHHUS MOTYT MOTpeOOBaTh JajJbHEUIIEro
U3Y4YEHMs] C LENbI0 HAJUIeKallell XapaKTepUCTUKM M OLEHKU. B 3aBHCHUMOCTM OT XapakTepa
HEXEeJIaTeJIbHOTO SIBJICHMSI, IPEJCTaBIISIIOIIEr0 OCOOBI HHTEpEC, MOXKET MOTpedOoBaTbhCs CPOUYHOE
npencTaBieHre HHGOPMaIUU OT CIIOHCOpa TPETheil CTOPOHOM (HarpuMep, YIOJIHOMOYEHHBIM OpraHaM
rocyapcTB - wieHoB EBpazuiickoro skoHomuueckoro Coro3a);
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"HEMHTEPBEHIIMOHHOE KJIMHHYECKOe wuccienoBanue (non-interventional clinical study)"
uccienoBaHue (MCIBITAHUE), KOTOPOE COOTBETCTBYET CIEAYIOUTUM TPEOOBAHUSIM:

JIEKApCTBEHHBIN IIpenapar Ha3HA4aeTCsi B COOTBETCTBMM C HMHCTPYKIMEM IO MEIULMHCKOMY
IIPUMEHEHHUIO;

PEIICHUC O HAa3HAYCHUHN IMAIMCHTY OHNPCACICHHOIO JICUCHHA HEC MPHUHUMACTCA 3apaHEC COIrJIaCHO
IIPOTOKOJY HCCICAOBaHWsA, HO COOTBETCTBYET HpI/IHHTOﬁ IMPAKTHUKE, W Ha3HAYCHHUC JICKAPCTBCHHOI'O
npemnapara 4€TKO OTACJICHO OT PCHICHUA O BKIIFOUCHUHN ITalIUCHTA B UCCIICAOBAHUC,

K TAIUeHTaM He TPUMEHSIOTCS KaKhe-TUOO JOTOJHUTENbHBIE JIHArHOCTHMYECKHE WU
KOHTPOJIbHBIE MPOILEAYPHI, a AJisl aHAJK3a MOJYYCHHBIX JAHHBIX MCIOJIB3YIOTCS AMUACMHUOIOTHUECKUE
METO/IBL;

"oxumaemas 3¢ hekTuBHOCTH (Tok3a)" (anticipated efficacy (benefit)) - agdexkTruBHOCTS (1MOTB3A),
KOTOpasi eme He OblIa YCTaHOBJICHA JUISI HCCIEAYEMOIo IPOAYKTa, HO OXKHIACTCS HCXOIS W3
uMerouxcs 3HaHuil 00 3 dexTrBHOCTH (MONB3€) JAaHHOTO Kilacca JIEKapCTBEHHBIX MpernapaTroB JTuO0
JAHHBIX MPEANIECTBYIOMNX KIMHUUECKUX WIN JOKIMHUYECKUX HCCIIeI0OBaHUH;

"mporpamMMa KJIMHUYecKoi paszpaborku (clinical development programme)" - COBOKYITHOCTB
KIIMHAYECKNX HCCIEOBAHUN OJHOTO W TOTO K€ MCCIEeIyeMOro IMperapara, BHE 3aBHCHMOCTH OT
MOKa3aHUN K Ha3HAYCHUIO U JIEKAPCTBEHHON (OPMBI;

"mpomospKaroIieecs KIMHUYECKOoe wuccienoBanue (ongoing clinical trial)" - xiamHHWYEecKoe
WCCIIC/IOBAaHNE C HAYaBIIMMCS BKIIOYCHHEM CYOBEKTOB HMCCIICIOBAHUS, BHE 3aBHCUMOCTH OT €TrO
MIPUOCTAHOBKY WM 3aBEPIICHHS aHAU3a, TI0 Pe3yJIbTaTaM KOTOPOro He MOATOTOBICH 3aKTFOUUTEIbHBIN
OTYET;

"moreHIMaNBHBIN pHCK (potential risk)" - HexemarenmbHOE mOCHENCTBHE (apMaKOTepanuu, B
OTHOIIEHWH KOTOPOTO UMEIOTCS OCHOBAaHUSA JUIsl TOJO3PEHHUH 10 HAJIMYUIO B3aUMOCBSI3U C
JICKapCTBEHHBIM IIPENapaTroM, OJHAKO JaHHas B3aMMOCBS3b HaJuIeXalluM oOpa3oM He Obuia
MOJITBEPK/ICHA;

"peructp (registry)" - COBOKYIHOCTb JAHHBIX IO TMAallUCHTaM, XapaKTePU3YIOIUMCS KaKUM-JTHO0
OJIMHAKOBBIM NPU3HAKOM (Tpu3HaKaMu). JlaHHBIN MPHU3HAK MOXKET MPEJCTABIATh COOON 3aboyieBaHHE
(peructp 1O 3a00JCBaHWIO) WM CHEMU(PUICCKOEe BO3ICHCTBHE JICKAPCTBEHHOTO Iperapara
(JlexapcTBEHHBIN peructp). Peructp HampaBieH Ha MPOCTIEKTUBHBINA COOp OMPEACIICHHON COBOKYITHOCTH
JaHHBIX [0 TMAalUeHTaM C HCIOJIb30BAHUEM CTaHAAPTHU30BAaHHOrO omnpocHuka. (JlekapcTBeHHBIE
pEerucTphl HampaBieHbl Ha cOOp JaHHBIX Ha MPOTSHKEHUWU OMPENETICHHOTO BPEMEHHU IO MOMYJISIHH,
MOJIBEpraroIeicss BO3ACHCTBHIO M3y4aeMOro JIGKApCTBEHHOIO MpernapaTta, U (WiM) MO0 OnpeeeHHON
nomyysnuy. [lanuenTsl MOryT OBITH BKJIIOUYEHBI B KOTOPTHOE MCCIEOBAaHUE UIs cOOpa JaHHBIX O
HeXKeJlaTeJIbHbIX SBJICHUAX C PUMEHEHNUEM CTaH/IapTU3UPOBAHHOTO ONPOCHUKA
(cTaHIapTU3HPOBAHHBIX ONPOCHUKOB). PerucTpel MOryT OBITH IMOJIE3HBIMU JUIS YCWJIEHHUS CHUTHAJIa,
O0COOCHHO JIJISl PeIKUX HEXKEeNaTeIbHbIX peakluii);

"curnan (signal)" - wuHboOpmanus, mocTymaromias OT OJHOTO WM HECKOIBKUX HCTOYHHUKOB,
KOTOpas IpeArosiaraeT HaJuyue HOBOM NMOTEHIUATIbHOW MPUYUHHO-CIICACTBEHHON CBSI3M WJIM HOBOTO
aCIIeKTa M3BECTHOW B3aMMOCBSI3M MEX]ly BO3JICHCTBHEM JICKAPCTBEHHOT'O Mperapara U HeKeIaTeIbHbIM
SBJICHHEM WJIH COBOKYITHOCTHIO B3aWMOCBSI3aHHBIX HE)KEJAaTeIbHBIX SBICHHN, OIIEHMBaeMas Kak
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JOCTAaTOYHAs AJIsl AabHEHIINX AeUCTBUN 10 BepuUKALUK CUTHATIA;

""crioHCOp-HCCIeIoBaTeNb (Sponsor-investigator)" - ¢u3zndeckoe U0, KOTOPOE HHUIUHPYET U
BBITOJIHSACT KJIMHUYECKOE HCCIICOBAHHE CAMOCTOSATENBHO JHOO C MHBIMH HCCIIEAOBATENSIMH MU TOJ
HEMMOCPCACTBCHHBIM PYKOBOACTBOM KOTOPOI'0 BBINIOJHAIOTCA HA3HAYCHHUEC, BblAada WKW IMPUMCHCHUC
HCCIIETyeMOro Tpernapara CyOBeKTaMH HCCIEAOBaHMA. B  00s3aHHOCTH CIIOHCOPA-MCCIIEI0BATEN
BXOJAT 00S3aHHOCTH KaK CIIOHCOpPA, TaK U MCCIIEA0BATEIS.

2. O01Me 1oJI0KEHUA

[lepuoanueckuii aHanu3 uHPopManuu 1O O€30MaCHOCTM NpHU KIMHUYECKOW pa3zpaboTke
HCCIIEyeMOro IpernapaTa UMeeT pellaollee 3HaYeHHe NIl HeMpepbIBHOM OLIEHKH pUCKa CyOBEKTOB
uccienoBanus. BaxHo obecnednBaTh peryssipHoe HH(OPMHUPOBAHHME YIOJIHOMOYEHHBIX OPIaHOB
roCyJapcTB - wieHOB EBpa3uiickoro SKOHOMHYECKOro coro3a (Jajnee COOTBETCTBEHHO -
YIOJIHOMOYEHHBIE OpTaHbl, TocyapcTBa-wieHbl, CO103) U MHBIX 3aMHTEPECOBAHHBIX CTOPOH (HAmpumep,
DkcneptHoro cosera opranuzanuu (HesaBucumbiii stuueckuit komuter) (ganee - 9CO (HOK))) o
pe3yibpTaTax JaHHOTO aHalW3a W TOJYYCHHS J[JaHHBIX B OTHOIICHWH mpoduis Oe30macHOCTH
HCCIIeyEeMOT0 TIpernapara, a TaKkKe yBeIOMIICHHS O JICHCTBHSIX, IPUHSITHIX B OTHOIICHHH BO3HUKAIOIINX
BONpPOCOB Mo Oe3zomacHoctu. Ilepuoanyeckuii oTyer 1o 0€30MAaCHOCTH  pa3padaTbIBAEMOTro
(uccnenyemoro) JiekapcTBeHHoro mnpemnapata (manee - POOB) sBusercs craHmapToM Ui
NEPUOIMYECKONl  OTYETHOCTH MO pa3pabaTeiBaeMbIM  (HCCIIEAyeMbIM) TpenapataMm  (BKJIIOYas
3apeTUCTPUPOBAHHbIE TpenapaThl, MO KOTOPbIM MPOJOJDKAETCS BBINOJIHEHHE pPa3pabOTKH) s
roCy/1apCTB-UJIEHOB.

OcnoBHo#t nensio POOb sBrsercs mpeacTaBieHHEe MCUEPIBIBAIOMIETO M TITyOOKOTO €XeroJHOro
0030pa 1 OLIEHKH HH(pOpMAIMU 110 OE30IIaCHOCTH MCCIIEyeMOro npenapara, Kotopas Oblia coOpaHa Ha
MPOTSKEHUH OTYETHOTO MEPHO/a BHE 3aBUCUMOCTH OT €r0 PErUCTPallMOHHOIO CTaTyca MOCPEICTBOM:

OIICHKM BO3MOJKHBIX OTJIMYMI TOJIyYEHHON 3a OTUYCTHBIM MEPHOJ CIIOHCOPOM HH(OPMAIUH IO
0€30MMacHOCTH OT MPEANMISCTBYIOIIUX 3HAHUH 110 TPOGUITI0 0€30MACHOCTH UCCIIEAYEMOTO MPOIYKTa;

OIIMCAaHHUA HOBBIX BBISIBJICHHBIX ACIICKTOB HpO(bI/IJ'ISI 6G3OHaCHOCTI/I, KOTOpI)IC MOFyT OKa3aThb
BIIMSIHUE HA 0OecTieueHre 0€30MacHOCTH CyObEKTOB HCCIICIOBAHNS,

0000mIeHNST JaHHBIX 110 TEKYIIEH OICHKE W YIPaBICHUIO HICHTU(DHUIIMPOBAHHBIMU H
MOTEHIIUAJIbHBIMU PUCKAMU;

MpeICTaBICHUS] OOHOBIICHUS MO COCTOSHUIO KIIMHUYECKOTO M3yueHus (IporpaMMBbl pa3paboTKu) U
pe3yJIbTaTOB UCCIEA0BAHNUS.

POOBb nmomkeH OBITh JIAKOHUYHBIM W TIPEACTABIATH  YIOJHOMOYEHHBIM  OpTraHaM
rOCy/JIapCTB-WICHOB  HMH()OPMAIMIO,  TO3BOJISIONIYIO  TOATBEPIUTH  OOECIECYCHHE  CIIOHCOPOM
HaJIeXKaIlero MOHUTOPUHTA U OLEHKH JIAHHBIX 10 IpOoQHII0 0€30IMaCHOCTH HCCIISIyeMOro Ipernapara.
B POOB mnonnexar OTpak€HUIO BCE HOBBIC AacHeKThl MPOGuUIs OE30MaCHOCTH, BBISBICHHBIE 32
otueTHbIH nepuoa. POOB He HomKeH UCToNb30BaThes B LESIX MEPBUYHOTO YBEOMIICHUS O 3HAUUMBIX
HOBBIX JAHHBIX 1O O€30MacHOCTH JTHOO B KAueCTBE CIOCO0A BBISIBJICHUS HOBBIX aCIEKTOB Mpodwuis
0€e30IMacHOCTH.

OcHoBHo#t BkimtouaeMoil B POObB uHpopmManiveil BisioTCsS TaHHBIE M Pe3ybTaThl KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB U OHUOJOTMYECKUX BEIIECTB, BHE 3aBUCHUMOCTH OT HX
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PETUCTPAIIMOHHOTO cTaTyca. B ciiydae MpoAOKeHUs KIMHHUYECKOTO H3YyYeHHUs TOCTEe PEerucTparfu
nekapcTBeHHoro npemnapara, POODB BxirouaeT Taxke JaHHbBIE IMOCTPETMCTPALMOHHBIX HCCIIEJOBAHHM.
POOb HanmpaBieH Ha OLEHKY wuccieayeMoro (paspabareiBaeMoro) mpemnapara, HHGOpMAIHsS 110
IpernapaTaM CpaBHEHHUS U IJI1Aale00 BKIIIOYAETCS B HETO TOJBKO B CIy4ae, €ClId 3TO UMEET OTHOILLIEHHUE K
0€30MacHOCTH CYOBEKTOB HUCCIICTOBAHMS.

B POOb Bxmouaercs wuHpopMmanus 10 O€30MacHOCTH, IodydaeMas B XOJE€ BCeX
MPOJOKAIOIINXCS  KIMHUYECKUX HCCIEAOBAHUW M MHBIX HCCIEIOBAHHM, BBINOJHAEMbBIX WIN
3aBEPUICHHBIX CIIOHCOPOM Ha NPOTSHKEHUH OTYETHOTO MEPUOJA, B TOM UHUCIIE:

KIIMHUYECKHE HCCIIEI0OBaHUS pa3pabaTbIBa€MOro (uccnenyemMoro) npernapara
(papmakonormuecKkue WCCIEAOBAaHHS y YeEJIOBEKa, TEPareBTUYECKHUE IMOMCKOBBIC HCCICIOBAHUS H
TepaneBTUYECKUE oATBEpKaatomue uccienoBanus (Passi I - 111));

KJIMHUYECKHE MCCIICAOBAHUS 3aperUCTPUPOBAHHOIO JIGKAPCTBEHHOTO Iperapara Mo 0100peHHBIM
MOKa3aHusAM (McclieZloBaHNE TepaneBTuYeckoro npumeHeHus (aza IV));

TepaneBTUYECKOE MPUMEHEHUE HCCIEAyeMOoro mpemnaparta (Hampumep, B paMKax pacUIdupeHHOTO
JOCTYTIa, UHIUBUIyJIbHOTO JIOCTYTIA U UHBIX);

KIIMHUYCCKUC HCCICIOBAHUSA, ITPOBOAUMBIC JIA IMOAACPIKKA H3MEHEHUI mnmponecca Mmponu3BoACTBA
JICKApCTBECHHOT'O CPEACTBA.

POObB Taxke BKIIOYAET B CceOs1 MHBIE JAaHHBIC, KOTOPBIC ABJIAIOTCA 3HAYMMBIMU B OTHOIICHHUHN
0€e30IacHOCTH pa3pa6aTHBaeMor0 (I/ICCJ'ICI[yeMOFO) npemnapara, B TOM 4UCJIC CICAYIOMNC NTaHHBIC!

HAOJI0TATENIBHBIX U MHIEMUOIOTUYECKUX UCCIIeI0OBAHUM;

JTOKJIMHUYECKUX UCCIIECIOBAHUN (TOKCUKOJIOTHYECKUX MCCIIEIOBAHUI M HCCIIEOBAaHUH in Vitro);

npyrux POOB, koTopbie UMEIOT OTHOIIIEHUE K UCCIIEAYEMOMY Tperapary;

MPOU3BOICTBEHHBIX U MUKPOOHOJIOTHUECKUX U3MEHEHUH;

HEJAaBHO OIyOJINKOBAHHBIE B METUIIMHCKOM JTUTEpaTypeE;

KIMHUYECKUX HCCIEIOBaHUN, IO pe3ylbTaTaM KOTOpPhIX Oblla BBIABIEHA HEJOCTATOYHAsS
3¢ (HEeKTUBHOCTh, YTO MOTJIO OKa3aTh HEMOCPEACTBEHHOE BIUSHUE Ha OE30MacHOCTh CyOBEKTOB
WCCIIeIOBAaHMs  (HampuMmep, YXYALICHHE OCHOBHOTO 3a00JIeBaHUS B Cllydyae CEpPbE3HOM MU
YKU3HEYTPOXKAIOIIEH MaTOJIOTHH);

HWHBIX UCTOYHHUKOB JaHHBIX IT1O 0€30IacCHOCTH aHAJIOTHYHOTO TEPANICBTUYCCKOI'0 Kj1acca,

KJIMHUYECKUX HCCIEeOBaHUN, NMPOBEICHHBIX NapTHEpaMH CIIOHCOpa IO pPa3paboTKe, €CIHU 3TO
IPESYyCMOTPEHO JIOTOBOPAMHU.

3. O0uue NpruHIKUIIBI
3.1. Equnbtii POOB niist neiicTByIOIIETo BelecTBa

C OCJIBbIO obecneueHus HNCYCPIBIBAOMICTO aHAJIM3a W NPCACTABIICHUS HJAHHBIX I1O 0€e30macHOCTH
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HCCIIeyeMOro Mpernapara CIoHCOp JIOJKeH mpencTaBisaTh eauHbiii POODB, Bkitouaronuil JaHHbIE 110
BCEM JIEKapCTBEHHBIM (hOpMaM ¥ TO3UPOBKAM, TTOKA3aHUSM K HA3HAUYCHHUIO, UCCIIEAYEMBIM MOMYIISIIUIM
(korma Bo3MOkHO). B ciywae, eciii 3TO HE MPEACTaBISAETCS BO3MOXKHBIM (HAmpUMep, KOrjaa JaHHbIE
HEJIOCTYIIHBI CIIOHCOPY), CIEAYET NPEICTaBUTh COOTBETCTBYIOIEE OOBSICHEHHWE BO BBOJHOM YacTH
OTHYETA.

Ecnu B pa3paboTke nccieayemMoro npernaparta y4acTBYIOT HECKOJIBKO CIIOHCOPOB, B YaCTHOCTH TIPH
BBITIOTHEHUH COBMECTHON pa3pabOTKuM WM HAa OCHOBAHMU HHBIX JOTOBOPOB, MMH MOXKET OBITh
npezacrasieH eaunbiii POOB.

3.2. llepuoanunocts npeacrasienus POOB u gata okoHuaHus
cOopa JaHHBIX

Havano romoBoro mepuojga MO MPEICTaBICHUIO OTYETa OMPEAENseTCs B COOTBETCTBUH C
MEXIYHApOAHOH JaToii oao0peHHs pa3pabdaThIBa@MOTO JICKAPCTBEHHOTO IMpemapara (gamee -
MJOPJIII). Mecsan u nata MJIOPJIII sBasitoTcst AaToi Havana OTCYeTa TOJOBOTO MEPUOAa s MOJauu
POOB.

B ciyuae npoBezeHust nepBoro KJIMHUYECKOrO MCCIEI0BaHUs Ha TEPPUTOPUH CTPAHbI, B KOTOPOH
OTCYTCTBYET O(HUIMaIbHAsA MpoLEeAypa OA0OpEHHs] KIMHUYECKOI'O HCCIIEAO0BaHMs, COOTBETCTBYIOLIAS
JaTta, CBs3aHHAs C HA4ajoM I[I€PBOr0 KIMHHYECKOTO MCCIEI0BAaHUA, JOJDKHA ObITh Ha3HaueHa
CIIOHCOpOM. [l Bcex cTpaH, B KOTOPBIX BBINOJIHSIOTCS KIMHUYECKHE HCCIIEI0BAHUS HCCIELYyEMOIO
npemnapara, noajaep;xupaercs u ucnonb3yercs eaunas MJIOPJIII npu noaroroske POOB.

Hatoit oxonuanuss cOopa nanHeix POODB sBnsercs mocnenHuii JI€Hb OTYETHOTO TEpUoa,
cocrapisitoniero 1 rox. [lns ymobcTBa BBINOJHEHUS aJIMUHUCTPATUBHBIX MPOLEAYp MO >KEJTaHUIO
CIIOHCOpa J1aToOil OKOHYaHUS cOopa JaHHBIX MOXKET OBbITh ONpEeNeNIeH IMOCIEeIHUN [IeHb MecAla,
npexaumectytomero MJIOPJIIL.

B ciydae mpofosKeHHsl BBIMOJHEHUS MPOrpaMMbl KIMHUYECKOH pa3pabOTKU JIEeKapCTBEHHOTO
rmpenapara Ha TEPPUTOPUU TOCYJApPCTBA-WICHA IIOCIE €ro TIOCYJAapCTBEHHOM pPETHUCTpauuu, B
COOTBETCTBUM C TPEOOBAaHUSMHU 3aKOHOAATEIHCTBA T'OCYJAPCTB-WICHOB JOJKHBI MPEICTABIATHCA Kak
POOB, Tak n mepuoandeckue 0OHOBIIIEMBIE OTUETHI IO 0€30MMaCHOCTH MUCCIIEAYEeMOro mpemnapara (Jaaee
- [IOOB). Ilo xemanuto cnoncopa POOB MokeT ObITh MOATOTOBICH MUCXOAS M3 MEXKIYHAPOIHOMN 1aThl
peructpanuu (nanee - M/IP), ucnonszyemoii B [IOODB, 4To m03BOIUT CUHXPOHU3UPOBATH JAaThl MOJAAYU
o0oux mnepuoandYeckux ordyeroB. B ciydae cunxponuzauuu aat nogaun POOB u I1IOOB, ortuerHsIi
MEPUOJ ISl CIEAYIOIIEro MEepHUOJMYECKOro OT4YeTa MO OE30MacHOCTH HMCCIEAYyeMOro ImpernapaTra He
JIOJKEH IIPEBBIIATH OJUH TOJ.

POOb nomkeH mpeACTaBIATBCA BCEM YIOIHOMOYEHHBIM OpraHaM TIOCyAapCTB-4JI€HOB, Ha
TEPPUTOPUU  KOTOPBIX TMPOBOIATCA KJIMHUYECKHE HCCIIECAOBAaHUS (MCIBITaHUS) HCCIELyEeMOro
npernapara, He noszaHee 60 kaJeHAapHbIX AHEN C JaThl OKOHYaHMsI cOOpa JaHHBIX.

3.3. IIponoimkurensHocTh nojgaun POOb

[IponomxurensHocTh mogaun  POOB  ompenensiercst  TpeOOBaHMSMU — 3aKOHOAATENIHCTBA
rocyaapcTBa-wieHa. Eciu B rocyapcTBe-wiieHe Ui B IpyrOM rocyiapcTBe JIM00 B OTJEILHOM PETHOHE
B COOTBETCTBUHU C TPeOOBAHUSAMHU COOTBETCTBYIOLIETO 3aKOHOAATENbCTBA MpekpalnaeTcs nogaya POOB,
CIIOHCOpY CJIEAYEeT CAeNaTh yKa3zaHHUe, uTo 3amountenbHblil POOD sBiseTcss mocaeHUM €XEeTroIHbIM
OTYETOM JJIsl MCCIEIYyeMOro Ipenapara B JaHHOM TIOCyJIapCTBe-wiIeHe (IpyroM TIoOCyJapcTBe,
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OTACIBbHOM peFI/IOHe). CHOHCOpy TAKXKE CICAYCT CACIIAaTh YKA3daHUC O HAJIWYUU IIPOAOJIZKAOIIHUXCA
KJIMHAYECKUX HCCIIEAOBaHUI B APYyrux CTpaHax.

3.4. OTBETCTBEHHOCTH 3a MOATOTOBKY U npezacrasienue POOb
3.4.1. OTBETCTBEHHOCTh CIIOHCOPA

CroHCOp KIMHUYECKOTO MCCIEAOBAHUS SBISETCS OTBETCTBEHHBIM 3a MOJATOTOBKY, COACPKAHHUE U
nonayy POOB. CroHcop uMMeeT mpaBo JeJEeTUPOBaTh BBINOJHEHHWE padoT mo moaroroske POOBb
TPEThEH CTOPOHE (HampHUMep, KOHTPAKTHOW MUCCIIeIOBATEIILCKON OPTaHN3aIlnN ).

Ecnu crioncop He nMeeTt goctyna K mHGOpMaINH, BKIFOYaeMOl B omnpeeneHabie pa3aensl POOb
(Hampumep, CIIOHCOp-HCCIEAOBaTeNb MOKET He pacmojiaratb HMHpopManueil Mo  acnekTam
MPOM3BOJCTBEHHOTO  TpOIlecca, JaHHBIM JOKIMHMYECKHUX HCCIelOoBaHUM, uH(poOpManuend 1o
perucTpanuy JIEKapCTBEHHOTO IMpernapara), JAOKHO OBITh CAENaHO COOTBETCTBYIOIIEE YKa3aHHE B
POOB.

3.4.2. OTBETCTBEHHOCTbh HECKOJIBKUX CTOPOH

B ciyyae BbIOMHEHUS] KIMHUYECKOTO MCCIEIOBAHUS MM MPOTpaMMBbI pa3pabOTKU HECKOJIbKUMU
CIIOHCOPaMHU CTOPOHBI JOJKHBI OPTaHMU30BaTh MOAroToBKY eanHoro POOB (eciau Bo3moxkHO). JlanHOE
TpeOOBaHUE PACIPOCTPAHSETCS MPHU HAJIMYUU y CIIOHCOPA JIOTOBOPOB MO COBMECTHOW pa3paboTKe WIIn
JIUIIEH3UOHHBIX JIOTOBOPOB C OJHOW WM Oojee CTOpoHamMH JMOO B Cydyae BBITIOJHEHMS OTIEIBHBIX
KIIMHUYECKUX MCCIIETOBAHUIN MM TIPOTPaMMbl Pa3pabOTKH JEKAPCTBEHHOTO TIpenapara ¢ BOBJICYCHHEM
TrOCYJJapCTBEHHBIX M YAaCTHBIX OpraHU3aIlMi, JIEJTOBBIX IMAPTHEPOB WJIM MHBIX CTOPOH. B ATHX ciyuasx
CIOHCOpP JAOJKEH pacrojiaraTh MUChbMEHHBIMU COTJIAIICHUSMH, OMPEAENSIONIMMU MOPSIA0K OoOMeHa
JAaHHBIMU U JIETAIBHOE pacipeieienne 00s3aHHOCTel Mo moaAroToBKe U npeacrasnenuio POOB.

Ecnu npeacrasnenune equnoro POOBb HEeBO3MOXKHO, CIIOHCOPHI MOTYT HNPUUTH K COTJIAIICHUIO O
nonaye otaenbHbix POOB Ha oauH 1 TOT ke pa3pabaTbiBaeMblil npenapar. [laHHas cuTyaluss MOXET
BO3HUKHYTh, KOTJa pa3iMuHble CTOPOHBI HCCIEAYIOT pa3pabaThiBa€MbIl IpenapaT MO pPa3HbIM
MOKa3aHMUAM, WIM CIIOCOOAM BBEIEHUS, WM C HUCIOJIb30BAHUEM DPA3JIMYHBIX JIEKapCTBEHHbIX (Gopm. B
KaxaoM ciaydae B POODB 1omxHO ObITh IPUBEIEHO 0OOCHOBAHUE MPEJICTABICHHS OT/IEIbHBIX OTYETOB.

3.4.3. POOb nnst KOMOMHUPOBAHHOW Tepanuu

[Tockonpky KIMHUYECKas pa3pabOTka KOMOWHUPOBAHHOM Tepamuu COIpsDKEHa C  PsSaoM
MOTEHLIUAJBHBIX CIOXHOCTEH, Hacrosmme [IlpaBuina He MOryT NpeayCMOTpPETh BCE BO3MOXHbBIE
acniekTel. CIOHCOpY crleayeT OIpeneianuTh HauOolee NpueMieMmbldi BapuaHT noArotoBku POOb Ha
OCHOBAaHUU OIICHKH psijia (DaKTOpOB, BKIIOYAS TMOMYJSAIUIO MAIMEHTOB, TMOKa3aHUS K Ha3HAYCHUIO,
JeKapCcTBeHHYI0O (GopMy H T.J., a TakKe YCIOBUS MPOBEACHHUS KIMHHUYECKUX HCCIICIOBAHUA H
3aKOHOJIaTEeILCTBO TocynapcTB - wieHoB Coro3a. B oryuere MO0MDKHO OBITH NMPUBENEHO OOOCHOBaHHUE
BBIOPAHHOTO MOXO1a.

Kak mpaBuiio, o KIMHUYECKUM HCCIEIOBAHUSM (PUKCUPOBAHHBIX KOMOMHAIIMIA MpPECTaBIIAETCS
eaunbiii POODB (TO ecTh mpu Ha3HAYEHHH KaK MUHUMYM 2 JEWCTBYIOUIMX BEHIECTB B (PMKCHPOBAHHOMN
03¢ B OAHOW JekapcTBeHHOM (opme). Ecnu crmoHCOp MPOBOAUT KIMHHUYECKHE WCCIEIOBaHUS
OTIENBHBIX KOMIIOHEHTOB, BXOJSIIMX B COCTaB (PUKCHPOBAHHOW KomOuHaimu, otaenbHeie POOB
AOJDKHBI IPECACTABIATHCA JJIA KaKA0T0 KOMIIOHCHTA. I/IMGIOHH/IC OTHOHIICHUEC JaHHBIC U3 KaXJI0I'0 POOB
JOJDKHBI  OBITH 0000IIEHBI B COOTBETCTBYMOImIEM paszaene apyrux POOb (cm. moapasmen 4.11.5
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HacTosamux TpeboBaHMii).

ﬂJ’I}I I/ICCJIG,Z[OBaHI/IfI, KOTOPBIC BKJIIOYAKOT B ceOs MHOT'OKOMIIOHCHTHYI TCpalunr, TO CCTb
KOM6I/IHaI_[I/II/I JICKApCTBCHHBIX CPCACTB HC ABJISAIOTCA CI)I/IKCI/IpOBaHHbIMI/I) CIIOHCOP MOKCT IMOATOTOBHUTH
OIVH U3 CICAYIOIINX OTYECTOB:

a) POOB nns koMOMHUPOBAHHOM Tepanui,
06) POOb(b1) mns omHoro wiau Oojee WHAMBUIAYAIbHBIX KOMIIOHCHTOB (B JIaHHOM CiIydae
nH(pOpMaLKs MO KIMHUYECKUM HCCIET0BAaHUSIM MHOTOKOMIIOHEHTHOM TEpanuu MOXET ObITh BKIIOUYEHA

B POObB Ha oauH 1k Bce KOMIIOHEHTHI).

[Tpumeps! ctparerun noarorosku POOb
U1 KOMOMHUPOBAHHOW Tepanuu

KomOunupoBanHas Tepanus, Ha3Hauaemas B POOB
KIIMHAYECKUX MCCIIETOBAaHHUAX

ucciexyembli npemnapar (A) + eaunbiii POOb
3aperucTpUpOBaHHBIN(bIE) JIEKAPCTBEHHBIN(BIE) Ha KOMOMHHUPOBAHHYIO Tepanuio (A +
npenapat(sl) (X, Y, Z) X+Y+2)

WIH

POOB Hna uccnenyemsiii npenapat (A),
BKJIFOYAIOIINHN JaHHbBIC o
KOMOWHHUPOBAHHOM Teparuu

IBa ucciaeayeMblx npemnapara (A) + (B) enunbiii POOb
Ha KOMOMHHUPOBAHHYIO Tepamnuio (A +
B)
WIH
nBa otaenbHbix POOB Ha (A) u (B), B
KaXXblii N3 KOTOPBIX BKIIFOUAKOTCS
JaHHbIE TI0 KOMOMHUPOBaHHOMN

Tepanuu
1Ba (wn Oouee) 3apEruCTPUPOBAHHBIX €IMHBIN
JIEKAPCTBEHHBIX npenapara B kauectBe POODB Ha KOMOMHHPOBAHHYIO TEpPAIIUIO
uccinexyemon komounanuu (X, Y, Z) X+Y+2)

3.5. CupaBounas nHpopmaius 1mo 6€30macHOCTH

B oeiax  OomnpeaciaCHuss COOTBETCTBUA HOHy‘IaeMOﬁ Ha TMPOTSHIKCHUHU OTUYCTHOIO II€pHUOIa
uHpopManuu 1Mo OE30MaCHOCTH MMEIOUIMMCS AaHHBIM O MPOQHI0 OE30HaCHOCTH HCCIIEAYEMOTro
npernapara MCIOJIb3yeTcsl ASHCTBYIOIAs Ha Hayajlo OTYETHOTO Iepuoja Opolropa uccienoBareis. B
cootBercTBytomeM pasaene POOB (cm. moxpasmen 4.10.1 nacrosimux TpeOGoBaHuil) yKas3bIBaroOTCS
HOMEp BEpCHM U JlaTa OpOIIIOPBI HCCIIEAOBATENs, KOTOpas HCIOJIb3YeTCsl B KadeCTBE CHPABOYHOM
uHpopManuu 1Mo Ge30macHOCTH. B cilydyasx ecnm cOriacHO 3aKOHOJATENbCTBY T'OCYAApCTB - YICHOB
Coro3a Opomrropa wuccienoBarenss He TpeOyercs, B KadecTBE CIPABOYHOW HMH(GOPMALUH 10
0€301acHOCTH MOXET OBITh HCIOJBb30BaHa COOTBETCTBYIOIIAs HMHCTPYKLIUS IO MEIUIMHCKOMY
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NIPUMEHEHUIO.

Kak npaBmio, B KadecTBe CIPaBOYHON HHpoOpManuu MO OE30MaCHOCTH HCHOJIB3YETCS OAMH
nokymeHTt. [Ipu omnpenenennsix oocrositenscTBax B POOB MoxxeT ncnosb3oBatkest 6onee 1 1oKymeHTa
B Ka4eCTBE CIPABOYHON WH(GOpMANUH 10 OE30MacHOCTH (Hampumep, B cirydasx moarotroBku POOB mis
HCCIIElyeMOro IpenapaTa, KOTOPbIH NpPUMEHSJICS Kak B KadecTBE MOHOTEpAanuH, TaK M B COCTaBe
KOMOWHHUPOBAHHOM TEpaInH).

Ecnu Ha npoTshkKeHHH OTYETHOTO MepHoja BBIMOIHSIICS MEPecMOTp OpOIIIOphl UCCIEN0BATENs U
OHa HE IMPEACTABIUIACH PAHEE B COOTBETCTBYIOLIMN YIIOJHOMOYEHHBIM OpIaH, CIIOHCOP MAOJDKEH
MPEJCTaBUTh KOTHIO TEKYIIeH Bepcur OPOLIIOphI HCClIeoBaTeNs B KauecTBe npuiioxkeHus kK POOB.

4. TpeOoBaHUS K COCTaBY U COAECPKAHUIO MEPUOIUIECKOTO OTUETa
no 6e3omacHocTu uccaeayemoro npemnapara (POOB)

4.1. TurynpHas cTpaHuLa
TutynpHast cTpaHuMLa [JOJDKHA coJepkaTh mnopsaakoBbii Homep POODB, HaumeHoBaHue
HCCIIelyeMOro Ipernapara, OTYETHBIN MEepUo/l, 1aTy COCTABIIEHUS OTYETa, Ha3BaHUE M aJpec CIOHCOpa,
3asBJIeHUE O KOHPUACHIHAIBHOCTH HHpOopManuH, coaepxkameiics B POOb, u npenocrepexenue, 4ro
POOB moxet comepkath JaHHBIE C PACKPBITHIMH KOJaMH PaHAOMHU3AIINH.
4.2. Kparkoe uznoxenue ocHoBHoro POOb
KpaTkoe wu3noxeHue BMecTe C THUTYJIbHOW CTpPaHULIEH MOMKET CIYXHThb CaMOCTOATEIbHBIM
noKyMeHToM, noaxonsamuM s ogadn B 9CO (HOK) B rocymapcrBax-unenax (rae tpedyercs). B

KpaTKO€ H3JIOKCHUC NOJIKHA OBITH BKJIIOYEHA KpaTKas I/IH(l)OpMaI_II/IH [0 Hauboyee BaXKHBIM JaHHBIM,
BKJIIIOUCHHBIM B OTYCT!

HOMEp OT4YeTa M OTYETHBIM IMEpUOJ, KpaTKas XapaKTepUCTHKA MCCIEAYyEMOro Mpenapara
(MexaHu3M JAeUCTBUS, PapMaKOTEPANEeBTUIECKUN KJIacc, MMOKa3aHusl K MPUMEHEHHIO, CIIOCO0 BBEICHMUS,

PEeXHUM TO3UPOBAHUS, JIEKAPCTBEHHBIE (DOPMBI);

OLIEHKa KOJMYeCTBa CyOBEKTOB HCCIENIOBaHMS, MOABEPIIIMXCS BO3JIEHCTBHIO HCCIEAYEMOIO
npernapara;

PETUCTPALIMOHHBIA CTaTyC C YKa3aHUEM KOJMYECTBA CTpaH (€CIM JIEKapCTBEHHBIN INpenapar
3apErucTpUpPOBaH);

KpaTKOe M3JI0KEHHE 00OOIICHHOH OleHKH mpodmiss O0e3omacHOCTH (cM. pasnen 4.21 HacTosmmx
TpeboBanuii);

KpaTKOE M3JIOKEHUE BAYKHBIX PUCKOB (CM. pazzen 4.22 Hactosmux TpedoBanwmii);

MepBI, TIPUHATHIE B CBSA3U C JAHHBIMH 10 0€30MaCHOCTH, BKJIOYAs CYIIECTBEHHbIC M3MEHEHHS B
Opo1iope ucciea0BaTes;

3aKJIF04YEHUE (BBIBOJBI).

4.3. Ornasienue
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Paznen nomxen conepxath ornasieHue POOB.

4.4. Beeneune
Bo BBenenun ykasbiBaeTcs clieyromias nHhopMaius:
MIOPJIIT unu MJIP (eciau mpuMeHHMO);
OTUETHBIN NIEpUoA 1 nopsaakoBelii Homep POOB;

XapaKTepUCTHKA HCCIEAyeMOro Ipenapara (MeXaHH3M JeHCTBHA, (apMaKOTeparneBTUYECKUN
KJ1acc, Coco0 BBEIEHUS, PEKUM JTO3UPOBAHNS, JIEKAPCTBEHHBIE ()OPMBI);

KpaTKO€ OIMMCAaHUEC MMOKa3aHUM K IPUMEHCHUTIO U UCCIICTYECMBIX HOHy_]'I?IIIPIﬁ;

KpaTKO€ OIMCAaHHUE XapaKTepa H BpeMeHHOﬁ HaNpaBJICHHOCTHU KIIMHHYCCKUX I/ICCJ'IG,HOBaHI/II\/'I,
BKIIFOUCHHBIX B OTYCT (HaHpI/IMep, BCC KIIMHUYCCKUC UCCIICAOBAHNA UCCICAYEMOTIO IpeTiapara,

KJIMHUYECKHE HCCIEIOBAHUS 110 ONpEe/Ie]ICeHHOMY MOKa3aHMIO; MCCIIeI0BaHUs KOMOMHUPOBAHHOU
TEpaIun);

KpaTKoe OIMMCAHWE M TOSICHEHUS B OTHOIICHWH KakKOW-mnOO0 WH(OpManuu, KoTopas He Obuia
BKJIIOUEHA B OTYET (HaIpUMep, HETpeACTaBIeHUE YaCTH HHPOPMAIMH 110 O€30MacCHOCTH apTHEPaMHU 110
pa3paboTKe UcclielyeMoro npemnapara);

o0ocHOBaHMe MpeacTaBieHus Heckonbkux POODB s omHoro ucciaexyeMoro mpemnapata (eciu
IIPUMEHHMO).

4.5. PeructpallMOHHBIN CTaTyC B MUpE

B nanHoM paszene [JOMKHO OBITh MPEACTaBIEHO KpPAaTKOE M3JI0KEHHE COCTOSHHS IO
pErucTpaliMiOHHOMY cTaTycy (eciau NpUMEeHHMMO), Bkitodas MJIP, 3apeructpupoBaHHBIE MOKa3aHUS
(3aperucTpupoBaHHOE MOKA3aHUE) K IPUMEHEHHIO, 0I00pPEHHBIE J03bl, COOTBETCTBYIOIME CTPAHBI.

4.6. Mepbl, TpUHSATHIC 32 OTYETHBIN MEPUOJ B CBS3H C TAHHBIMU
110 0€30IIaCHOCTH

JlaHHBINM pa3zen AOMKEH BKIOYATh ONUCAHHWE MNPHUHATHIX 32 OTYETHBIM MEpUOJl CIIOHCOPOM,
YIOJIHOMOYEHHBIMU OpraHaMH, HE3aBUCHMbBIM KOMHUTETOM I10 MOHHMTOpUHTY naHHbIX, DCO (HOK) B
HessAx 0e30IaCHOCTH Mep, KOTOpPbIE OKa3ald BIMSHUE HA IIPOBEACHUE OINPENEICHHOIO KIMHUYECKOTO
uccienoBaHus (MCCIIEJOBaHMI) MM Ha MporpamMmy KIMHHYECKOM pa3paboTku B LenoM. B pazgene
JOJKHBI OBITh YKa3aHbl OCHOBAaHHUS JUIsl IPUHATHS MEp, a TakKe BO3MOXKHbIE M3MEHEHUS IO paHee
IPUHATBIM ~ MepaM  (Hampumep, BO30OHOBIEHME KIMHHYECKOTO  MCCJIEJOBAHUSA  IOCIE  €ro
MIPUOCTAHOBKH). B 11ems1X 6€301acHOCTH MOTYT OBbITh IPUHATHI MEPHI:

OTKa3 CO CTOPOHBI yHnoJdHOMo4yeHHbIX opraHoB wian DCO (HOK) B paspemeHun npoBeieHuUs
KIMHUYECKOT'O UCCIIEIOBAHMS IO STHYECKIUM OCHOBAHHSIM WJIM aclieKTaM 0e3011acHOCTH;

qaCTH4YHadA (HOJ'IHaSI) MMPUOCTAHOBKAa MWW MNPCKIACBPECMCHHOC IMPCKPANICHUEC KIMHUYCCKOIro
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UCCIIEIOBAHMsI 110 TPUYMHE T[OJYYEHUS HOBBIX JaHHBIX 10 O€30MacHOCTU WM HEIO0CTaTOYHOMN
3¢ HEKTUBHOCTH UCCIIEAYEMOr0 IpenapaTa;

OT3bIB UCCIICAYCMOI'0 ITpCIiapaTta Ujiu mnperapara CpaBHCHU

OTKa3 B FOCYJapCTBEHHON PErUCTPALMM 10 UCCIIEAYEMBIM MOKa3aHUAM K IPUMEHEHHIO, BKIIFOYas
JO0OPOBOJIbHBIN OT3BIB 3asBJICHUS Ha NMPOBE/IEHUE TOCYJapCTBEHHOM perucTpaluy;

BBEJICHUE MEp [0 YIPABJICHUIO PUCKaMU (BHECEHHE MOIMPABOK B MPOTOKOJ B CBS3H C acleKTaMu
6esomacHocT wiKM 3(G(EKTUBHOCTH UCCIEAYEeMOro IpermapaTa, BKJIIOYas HW3MEHEHUE peXuMma
JO3UPOBAHUS, KPUTEPHEB BKIIOYCHHS (HEBKIIOUEHHS), BBEJICHUE JOTOTHUTEILHOTO MOHUTOPHUHTA,
OTrpaHUYEHUE JUIMTEIBbHOCTU BO3AECUCTBUS, OTPAHUYEHUE HCCIIENyEMON MOMYJALMKA WIM NOKa3aHUM K
MIPUMEHEHUIO;

M3MEHEeHHEe NHPOPMUPOBAHHOTO COTJIACHS;

HN3MCHCHHE COCTaBa IIpfIriapara,

BBE/ICHHE YIOJIHOMOYEHHBIMH OpraHaMH JIOTIOJHHUTENIBHBIX TPeOOBAaHUHA IO MPEICTaBICHHIO
nHpopManuu o 6e30MacHOCTH;

MOJITOTOBKA JOMOJIHUTEIHFHONH MHPOPMAIUH JIJISl KICCIIEA0BATEICH U MEANIIMHCKIX PAOOTHHUKOB;
TUTAHUPOBAHKME HOBBIX MCCIICAOBAHUIN 110 U3YUCHHIO aCTIEKTOB MPOoduis 6€301acHOCTH).

IIpn HamuuuyM rocy1apCTBEHHON PErMCTPALMM B JAHHBIA Pa3zell TAKKE BKIIOYAIOTCS CIEAYIOIINE
MepbI B OTHOILIEHUH 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOT'O IIpenapara:

O0TKa3 CO CTOPOHBI YIIOJTHOMOYCHHBIX OPTraHOB B IIOATBCPKACHUU PCTUCTPALIUU;
MMPUOCTAaHOBKA PETUCTPALIUN UJIA OT3bIB C PbIHKA,

IPUHATHE YIOJHOMOYEHHBIMH OpraHaMM MeEp [0 YIPaBIEHUIO pHUCKaMU (CYLECTBEHHbIE
OrpaHMYEeHUs B OOpallEHUHY;

CyIIECTBEHHBIC W3MCHECHHS B WHCTPYKIIMU IO MEAMIIMHCKOMY MPUMEHEHUI0, KOTOPHIE MOTYT
MOBJIMATH HA IPOrpaMMy KIIMHUYECKOW pa3paboTKu;

MOATOTOBKA JOMOJIHUTEIbHOM I/IHq)OpMaLII/II/I U Apyruc MEepbl MUHUMU3AIUU PHUCKA;

Ha3Hau€HHE  YNOJHOMOYEHHBIMM  OpraHaMd  JONOJHMUTENBHBIX  MOCTPErHCTPALMOHHBIX
WCCIICIOBAaHUHM WJIM WMHBIX MCCIIEOBAHUN IO OILIEHKE AacleKTOB Mpodwmis 0e30MacHOCTH, BKIIOYAs
JOKJIMHUYECKUE UCCIIEA0BAHNUSA).

B JIaHHBIﬁ pasgleﬂ TAKXXC BKJIIOYAKOTCS 3anpocr,1 ynOJ’IHOMO‘IeHHBIX Opl"aHOB, KOTOpI)Ie BBOIAT
OIpe/ieJicHHbIC OTrPAHWYCHUS B OTHONICHUHM TEKYIICH WM IIAaHUPYeMOW MporpaMMbl pa3pabOTKu
UCCIIEyeMOro Mperapara (Hampumep, TpeOOBaHHWE TPOBEICHHS JUTUTEIbHBIX JOKIMHUYCCKHX
WCCIICIOBAaHUM [0 Hayala JOJTOCPOYHBIX KIMHHUYECKHX WCCIEAOBAaHUN, 3ampoc O MpPEeICTaBICHUU
crenu(pUIeCKUX JaHHBIX MO0 0€30MaCHOCTH JI0 Havaia MeJUaTpUIeCKOro NUCCIICIOBAHUS).

Jannast mHpOpMAaIus peacTaBisiercs B opMe 0000IIEHHOT0 TIEpeYHsI C YKa3aHueM OOHOBJICHUN
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(ecu MpUMEHUMO).

4.7. 3sMeHeHwMsI, BHECEHHBIE B CIIPAaBOYHYIO0 HHPOPMALIUIO
110 6€30MacHOCTH HCCIIEAYeMOTO Ipenapara

JlaHHBIN pa3zen BKIIOYAET B ceOsl MepevyeHb M3MEHEHUH, KOTOPhIe OBLIIM BHECEHBI 32 OTYCTHBIN
nepuoj B OpOLIOpy MCCIeAoBaTeNs WM HHYIO CIIPaBOYHYIO MH(GOpMAIKIO 0 0€30MacHOCTH B CBS3H C
HOBBIMH acTHeKTaMu Tpoduis 0E30MacHOCTH HCCIeayeMoro mpemnaparta. [laHHbIE M3MEHEHUS MOTYT
KacaTbCsl,  HampuMmep, HU3MECHEHUW  KPUTEPUEB  HEBKJIIOYCHHMS,  IMPOTHUBONOKA3aHUK,  MeEp
MPEAOCTOPOKHOCTH M OCOOBIX yKa3aHWM, TeEpeuYHs CEepPhe3HBIX HEXKENATeNbHbIX peakiuil u
HEXEJIATeIIbHBIX SBJICHUHN, TPEICTABISAIONINX OCOOBI HHTEpEC, JEKapCTBEHHBIX B3aWMOJCHCTBUMN, a
TaK)Ke BaXXKHBIC JTAHHBIC, ITOTYYEHHBIC B XO/I¢ JOKIMHUYECKUX HccienoBanuid. [logpoOHas nHpopmamms
0 TaHHBIM M3MEHEHUSM J0JHKHA OBITh IPEJICTaBIeHa B COOTBETCTBYOIUX pasnenax POOB.

4.8. [lepedyeHb NpoAOSIKAIOIIUXCS U 3aBEPUICHHBIX B OTYETHOM
nepruoac KIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ

JlaHHBII pa3gen BKIOYAET B ce0st KpaTKylo HH(OpMANNIO O MPOIODKAIOIIUMCS U 3aBEPIICHHBIM
B OTYETHOM TIEpHOJE KIMHUYECKHM HCCIEIOBAHUSM C TPEACTABICHUEM B TPHIOKEHUH K
NEPUOINYECKOMY OTUETY (B TaONMMYHOM opme) neTanbHOU HHPOPMALIUH 110 CIIeIyIOIUM pa3zenam:

UICHTU(PHUKAIIMOHHBIN HOMEp U (ha3za UCCIIeI0BAHMUS;

CTaTyC BBIIOJHEHHS (TIPOAOJIKAIOIIEECs NCCIeI0BAHUE - KIMHUYIECKOE UCCIEJOBAaHNE HAYaJIOCh);

KIIMHUYCCKOC UCCICAOBAHUC HAYaJIOCh, HO B HACTOAIICC BPEMSA IIPUOCTAHOBJICHO,

KIIMHUYCCKOC HCCICAOBAaHUE 3aBCPHICHO, HO OTYET IO KIMHHYECKOMY MCCICIOBAHHIO CHIC HE
3daKOHYCH,

3aBEPLIEHHOE UCCIIEJOBAHNE - OTYET 10 KIMHUYECKOMY MCCIIEJOBAHUIO 3aKOHYEH);

roCyapCcTBa-uiIeHbl, B KOTOPBIX PACOJIO0KEH KAK MUHUMYM OJMH HCCIIEI0BATENbCKUM LIEHTD;

KpaTKO€ Ha3BaHUE UCCIIEI0BaHUS;

IU3ailH  KcciieloBaHus (HEKOHTPOJIUPYEMOe, KOHTPOJIUPYEMOE, OTKPBITOE, IPOCTOE CIIETOe,
JBOMHOE CJIECNOE, B ApAJUICIBbHBIX I'PYIIAX, C IEPEKPECTHBIM IU3alHOM U T.J., BKIIIOUYas pa3/IeiIcHUe Ha
IpYMIIbI JIEUCHUS);

JI03Bl U PEXKUM JI03UPOBAHUS UCCIIEyEMOr0 IIpenapara 1 mpernapara (IIpernapaToB) CPaBHEHHUS;

XapaKTepUCTUKA HMCCIEYyEeMOM MONmyssiuy (BO3PACT, MOJ, MOKa3aHUs K NMPHUMEHEHHI0, 0COObIe
TpyMIbl CyOBEKTOB (MAIMEHTOB) (HapUMep, MalUeHTHl ¢ HapylmeHHeM (DYHKIH IMOYeK MIIH MalueHTHI

C PE3UCTEHTHOCTHIO K JICYEHHUIO));

JaTa Hayajla KJIMHUYECKOrO HCClIeoBaHMs (IO OMpENENICHHI0 CIIOHCOpa) (Hampumep, MepBbIN
BU3HT MEPBOTO BKIIOYEHHOTO CYObeKTa (MAlMeHTa) UCCIICIOBAHMUS);

IUTAHUPYEMBbIil 00BEM BKIIIOUCHHS;
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OIIEHKa KyMYIIITUBHOTO YHCJIa MAlMEHTOB (CyOBEKTOB) MCCIIENOBAHMS, TIOJYYUBIINX JICYCHUE B
KaKJ0W JedeOHoW rpynme (eciau mpuMeHuMo). B maHHOM paszjene JOKHBI ObITh MPUBEICHBI JaHHBIC
110 (baKTI/I‘IeCKOMy KOJII/I‘-IGCTBy BKJIFOUYCHHBIX Cy6'beI(TOB HUCCICOOBAHUS B OTKprTLIX 1501051 3aBepI_HeHHBIX
KIIMHUYECKUX HCCIEOBaHUSAX M (WUJM) OLIEHKA, OCHOBAHHAsI HAa CIOCO0€ paHIOMHU3AIMU ISl CJETIBIX
HCCIIEJOBAHUN.

4.9. OueHka KomU4ecTBa CyOBEKTOB, MOABEPTIINXCS BO3ICHCTBHIO
HCCIeAYEeMOro rpenapara

Haunnerii paznen POODB nomken copepkath nHOpMaiyio 00 0OO0IIeM KOJIUYECTBE CyOBEKTOB,
MOABEPTIINXCS BO3JECHCTBUIO (KyMYJSTUBHOMY BO3JICUCTBHIO) B KIMHUYECKUX HCCIICIOBAHMUIX (CM.
noapazaen 4.9.1 vactosmux TpebGoBaHUI) U MPU TEPANEBTUIECKOM MTPUMEHEHUHU (CM. Tojapasaen 4.9.2
Hactosmux TpeboBanuit). TpeboBaHus 10 IPEACTABICHNUIO HHPOPMAIIMH B JAHHOM pa3zelie BKIIOYaloT
B cels creytoliee:

a) JaHHBIE JOJDKHBI OBITH MPEICTABICHBI B TAOIUYHOM (hopme;

6) HpI/I HaJIN4Yne CYHICCTBCHHI)IX pa3n1/1qm71 MC)KI[y KIIMHUYCECKUMHA HNCCJICAJOBAHUSIMU B OTHOUICHNU
HCCIeAYyeMON 03bI, CIIoco0a BBEJACHUS, MCCIICIyEMON MOMYJIAINHA JaHHbIE B TAOJIHIE TOJDKHBI OBITh
COOTBETCTBYIOIIMM 00pa30M OMKCaHbI JUOO MPEACTABICHBI B BUJIEC OTACIbHBIX TaOJHIL;

B) €CJIn CBOAHBIC Ta6J'II/II_U>I CCPBE3HBIX HCKCIIATCIIBHBIX SIBJICHUM MMPEACTaBJIICHBI OTACIIBHO IIO
KaXXIOMY HUCCIICAYCMOMY IMOKA3aHUIO, JAHHBIC 11O OILICHKE BO3ACHUCTBUS (KYMyJ'ISITI/IBHOFO BOBHeﬁCTBHH)
JOJIDKHBI OBITh TAKIKE CTpYHIIUPOBAHBI IO UCCJICAYCMbBIM ITOKA3aHUAM;

) IPU HAJIMYUU CYHIECTBEHHBIX PACXOKJICHHUH 10 BPEMEHU KyMYJISTUBHOIO BO3JAEHCTBUS MEXKIY
KIMHUYECKUMH HCCJIEIOBAaHUSIMU MM HCCIIEYyeMbIM IpenaparoM M IpernapaToM (IpernapaTaMu)
CPaBHEHHs JaHHBIC II0 OLICHKE BO3JCHCTBUSA PEKOMEHIYETCS IPEICTaBISATh B YCJIOBHBIX E€IMHMIIAX
"cyOBEKT - MPOMEXKYTOK BpeMEeHHU" (4eJI0BEKO-/I€Hb, YEIOBEKO-MECAL] MJIU YeIOBEKO-TO/Iax);

J) JaHHBIE TI0 BO3JICHCTBUIO HA 30POBBIX JTOOPOBOJBICB (B OCOOCHHOCTH MPH H3YyYCHHUU
OIHOKPATHOI'O Ha3Ha‘-IeHI/I$I) MOTYT HOpCACTABIATHCA OTACIBHO BBHUAY HX MEHBIIECH 3HAYUMOCTH JJISL
OIICHKH MPOQWIIsT OE30MaCHOCTH;

€) I 3apeTHCTPHPOBAHHBIX JIGKAPCTBEHHBIX IPENapaToB, KOTOPBIC HAXOJATCS B IPOrpaMMe
KIIMHHUYECKOU Pa3pabOTKH, MOXKET OBITh MCIIOJIb30BaH MEHEE TOUYHBIH IMOAX0/] B OIICHKE KyMYJISITHBHOTO
BO3JICHCTBUSI B XOJA€ KIMHUYECKHX WCCIICJOBaHUI B Cllyyae MHOTOJIETHETO TEparneBTUYECKOTO
NpUMEeHeHUs W (WIM) TPUMEHEHUS TI0 MHOTOYMCICHHBIM TIOKa3aHUsM (CIIOHCOp JJOJIKEH
KOMMEHTHPOBATH TAKUE CIIy4au).

4.9.1. O606mIeHHas OIIEHKA KOJIMYECTBA CYOBEKTOB,
HOJIBEPIIINXCS BO3ACHCTBUIO HCCIIEyEMOTo Mperapara B X0/1e
BBIMOJIHEHHSI POTPAaMMbl KIIMHUYECKOH pa3paboTKu
JlaHHBII TIOIpa3aen J0JDKEH BKII0YaTh B ce0s (B Ta0muHOM hopme) crienyronnyo nHHOpMAIIUIO:

06HI€C YHUCII0 CY6'I)GKTOB B IPOAOJDKAOMIUXCA U 3aBCPUICHHBIX KIIMHUYCCKUX NUCCIICAOBAHUAX

KOJIMYECTBO CY6”beKTOB KIMHHUYCCKUX I/ICCHCJIOBaHI/Iﬁ, MOJIYyYHBIIUX I/ICC.]'IG)IyeMBII\/’I mnpemnapar,
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iane6o u (uaM) npenapartsl cpaBHeHus, HaunHast ¢ MJIOPJIIT (B ciyyae cienbX MPOJODKAIOLIMXCS
HCCIIEIOBAaHUH YHMCII0 CyObEKTOB OLIEHUBAETCS MCXO/Sl U3 UCIOIB3yEMOr0 METO/Ia PaHIOMU3ALINN);

KyMYJSITUBHOE  KOJIMYECTBO  CYOBEKTOB  KIMHMYECKUX  HCCIIEIOBaHWM,  MOJBEPrILIMXCS
BO3JCHCTBUIO UCCIEAYEMOI0 IpenapaTa 10 BO3PAaCTHBIM IpyIIaM, MOy, PacOBOM IPUHAAIEKHOCTU
(py HAJIMYUM TaHHBIX);

neMorpadMuecKie XapakTePUCTHKH I10 OTACIbHBIM HCCIICJOBAHUSAM OCOOOH  Ba)KHOCTH
(mampumep, kiroueBsie uccienoBanus 111 ¢aser).

B nanmHOM moapasziene NPUBOAUTCSA YyKa3zaHHE U OOOCHOBAaHHE WCIOJIB30BAHHOTO METO/a
(MeTonoB) OlleHKH O0OOMIEHHOTO (KYyMYJISITHBHOTO) BO3JCHUCTBHSA, a TAK)KE OTPAHUYCHUS ITAHHOTO
METO/1a.

4.9.2. OuieHka BO3JICUCTBUSA MPU MOCTPETUCTPALIMOHHOM
PUMEHEHUH JIEKApCTBEHHOTO Mpernapara

B cnywae ecnm uccienyemslil mpenapaT 3aperMCTPUPOBAH HAa TEPPUTOPUHM KAKOM-TMOO CTpaHb
(cTpaH), CHOHCOPOM [IOJDKHBI OBITh BKIIOYEHBI B OTYET [aHHBIE 10 OIEHKe O0000IIEHHOTO
(KyMyJISTUBHOTO) BO3ACMCTBMS Ha MAIIMEHTOB IO pe3yjibTaTaM MOCTPETUCTPALMOHHOTO MPUMEHEHUS,
OCHOBaHHbBIe Ha JAaHHbIX nociuegHero IIOOb wmnM MHBIX HMCTOYHMKAX JAaHHBIX C YKa3aHUEM U
000CHOBAaHHEM HCIIOJIb30BaHHOTO METO/1a (METO0B) OLIEHKH BO3JICHCTBUS.

4.10. lannble B BUAC CTPYKTYPHPOBAHHBIX IMEPEUYHEN U 00OOIIICHHBIX
(KyMyJISITUBHBIX ) TaOJINLL

Hannbiii  paznen POObB  nommkeH conepkaTh CTPYKTYPUPOBAHHBIE TIEPEYHH  CEPHE3HBIX
HEeXKeNaTeNbHBIX PEeaKIUil, 3aperuCTPUPOBAHHBIX CIIOHCOPOM 3a OTYETHBIM Mepuoj], u 0000IeHHbIC
TaOIMYHBIC JAaHHBIE MO0 CEPhE3HBIM HEXKENAaTeIbHBIM SIBICHUSM, KOTOpPbIE OBLIM 3aperuCTPUPOBAHBI
cnoncopom ¢ MJIOPJIII, To ectb Tabauibl JOIHKHBI BKIIOYATh B ce0sl BCE CEPbE3HbIE HEXETaTeIbHbIC
sBieHus (nanee - CHS), a e tonmpko CHP miis mccnemyemoro mpemapara u mpenapatoB CpaBHEHHS.
HcTouHnKOM JaHHBIX B MEPEUYHSAX U TAaOIUIAX C PACKPHITBIMU PAHIOMM3AI[MOHHBIMH KOJAMU MOTYT
OBbITh 3aBEpPILIECHHbIC KIMHUYECKHUE UCCIIEIOBAHUS, a TAK)Ke€ UHIMBUIYaJbHbIE CIIy4au, B KOTOPHIX ObLIO
BBITIOJTHEHO PACKPBITHE KOJa PAaHIOMHU3AIMU 110 TPUYHUHAM, 00YCIOBICHHBIM 0€30MacHOCThIO CyOBheKTa
uccinenoBanus. CIIOHCOpPBI HE JOJDKHBI PacKpbIBaTh PaHAOMHU3ALMOHHBIE KOJABI C LIEIbI IOJATOTOBKU
POOB.

[To ycMoTpeHuto croHcopa ajsi o0JerdeHus] BOCIIPUATHS U TOHUMaHus HH(OpMaIu B paszerne
MOXKET HCIIOJIb30BAaThCA Trpaduueckoe OTOOpaKeHHE OINpeAeNeHHBIX AaCHeKTOB JAaHHBIX 110
HEXKEJIATEJIbHBIM PEAKIIAAM.

B nenom Ttabmuuet CHS nomkHBI BKIOYaTh B CeOS TONBKO T€ TEPMHUHBI, KOTOpbIE ObLIN
WCIONIb30BaHbl ISl KIACCU(UKAIUKA CEePhE3HOCTH HEKENATeIbHBIX SBICHHM, TaOMUIBI HE TOJKHBI
BKJIIOYATh HECEPhE3HbIC HEXKENATEIbHBIC SIBICHHUS.

OnpeneneHHble HEXENATENbHBIE SBICHHS MOTYT OBITh HCKIIOYEHBI W3 CTPYKTYpHUpPOBAHHBIX
nepeyHedl U 00OOIIEHHBIX TaOJUYHBIX JAHHBIX, OJHAKO MO BCEM CJICJTAHHBIM HCKIIIOUEHHUSIM JOJIKHBI
ObITh JaHbl 00bACHEHMs B oTueTe. K 4MCiIy TakMX HEKeJaTEeNbHBIX SIBICHUM OTHOCSTCS, HAIpUMED,
HEXEJaTeNIbHbIE SBJICHUA, OIpeAciseMble IIPOTOKOJIOM KIMHUYECKOIO HCCIENOBAHMUS Kak He
TpeOyrome cOopa M BBOJA JAaHHBIX B 0a3y MaHHBIX IO OE30MACHOCTH, a TAKXKE SBISIOIINECS
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COCTaBIAIOIIIMMHU KOHCYHBIX TOYCK OLCHKHU Bq)(l)eKTI/IBHOCTI/I (HaHpI/IMep, JICTAJIBHBIC HMCXOJBI,
O6YCHOBHGHHLIG nporpeCCUpOBaHUCM OCHOBHOI'O 3360J’ICBaHI/IH, B KIMHHYCCKHX HCCIICAOBAHHUAX C
Y4aCTUEM MMAlIUCHTOB CO 3JIOKAYCCTBCHHBIMHA HOBOO6paSOBaHI/I$IMI/I).

4.10.1. CnpaBounast unpopmanus

B nmanHOM mojpasnene yKasbIBalOTCA BepCcHUs (BEPCHHU) HCIONB30BAHHOTO U KOJUPOBAHUS
TEPMUHOJIOTHUYECKOTO CJIOBAps W Ha3BaHUE JOKyMEHTa C HOMEpPOM €ro BepCUH, KOTOpHIi
WCTOJNB30BAJICSI B KauecTBe CHpaBOYHOW wuH(popMamuu 10 O€30HacHOCTH JUIS  OIpEeesICHUs
MPEIBUICHHOCTH TPHU COCTABIICHUW TaOJMYHBIX IaHHBIX, TJE OTO TPeOyeTcs B COOTBETCTBUHU C
3aKOHOAATEIbCTBOM IOCYAAPCTB-UJICHOB.

4.10.2. CTpyKTypUpOBaHHBII IEPEUEHD CEPbE3HBIX HEKENATEIbHBIX
peaklyii 3a OTUYETHBIN IIEPUOL

B nanHOM mnonpaszgene TPUBOIWTCS KpPATKOE OINMCAHWE TMPUHIMIA BKIIOYEHUS CEPbE3HBIX
HEKEJIATeNIbHBIX PpEaKIUid B TMEpEYCeHb, CaMHU TEPEYHU CEPbE3HBIX HEXKEIATEIbHBIX PEaKIUH,
3apETUCTPUPOBAHHBIX IIPHU MPOBEICHNN KIMHUYECKUX MCCIIETOBAHUN 3@ OTUETHBIN NEPUO, TPUBOAITCS
B npwioxkenun Kk POOB. He crnenyer wucnonb3oBaTh 3TOT pa3fen A aHalIW3a CePhe3HbIX
HEXEJNaTelIbHbIX pEeaKkUWil Wiau BbIBOJOB. CTPYKTYpHUPOBaHHBIE NEPEUYHH JOJKHBI MPEACTABIATH
MH(OPMAILIHIO TT0 BCEM CEPHhE3HBIM HEXKENIATEIHHBIM PEAKIUAM (TI0 OCIICIUICHHBIM CIIyYasiM U CITydasiM C
PACKPBITBIM KOJIOM JICUEHHMSI) U3 KIMHUYECKUX MCCIIEIOBAHMM CIIOHCOpa B OTYETHBIN mepuoj. J(aHHbie
B TIEPEUHSAX JIOJDKHBI OBITh CTPYIIIAPOBAHBI CHadyasla TO KIMHUYCCKUM HCCIICIOBAHUSIM W 3aTEM IO
oprano-¢pyHKIIMOHAJIbHBIM KJIaCCaM.

Cnydyan 1o KaxIOMy OTIEIbHOMY CyOBEKTy HCCIeNOBaHUS (€CIM BO3MOXKHO) OJIKHBI
BKJIFOYAThCS B CTPYKTYPUPOBAHHBIC MEPEUHU €AMHOK/Ibl BHE 3aBUCMMOCTH OT KOJIMYECTBA TEPMHUHOB
CCPBC3HBIX HECKCIATCIbHBIX peaKI_[I/If/'I, BKJIFOYCHHBIX B OIIMCAHUC CJiy4dasd. Ecan y cy61>eKTa
HCCTIEOBaHUS PA3BUIIOCH Oo0Jee OJHOM CEepbe3HOW HEKeNaTeIbHOW peakIMh, OHU JOJIKHBI OBITh
MIEPEUUCIICHbl B OIMMCAaHUM OJHOIO Ciydasl IOJ Ha3BaHMEM HauOoJee Cephbe3HOM HexenareabHOU
peakuuu (KaynoObl, CUMIOTOMAa WM JUarHo3a) COTJacHO OleHKe crnoHcopa. Ecmu y cyObekra
WCCIIEIOBaHMUS Pa3BWINCh pa3lIMYHbIE CEpPhE3HbIE HEXeNaTelbHble peakluu B pPa3HOe Bpems Ha
MPOTSHKEHUHN KIMHHUYECKOTO HCCIEIOBaHMs (HAMpuUMep, C HHTEpBAJIOM Oojee Henena), TaHHbIC
CCPBC3HBIC HCKCIIATCIIbHBIC PCAKIIHNU OOJIKHBI OBITH NepCUUCIICHBI OTACJIBHO U Cy6’b€KT MOXeT OBITh
BKJIFOYEH B CTPYKTYPUPOBAHHBIN MepeUYeHb 00JIee OJHOTO pasa.

Wndopmaiins 1Mo cepbe3HbIM HEKeJIaTeNbHbIM pEakUusM B CTPYKTYPHUPOBAHHBIX TMEPEUHSIX
J0JDKHA BKIIFOYATh CIEAYIOLIUE JaHHbIE:

I/II[CHTI/I(I)I/IKB.I_II/IOHHHﬁ HOMCEP KIIMHUYCECKOI'0 UCCIICAOBAHU,
I/IILGHTI/I(I)I/IKaI_II/IOHHHﬁ HOMCDP Cy6’LeKTa HUCCICIOBAHUA,

UACHTU(DHUKAIIMOHHBIM HOMEP COOOIICHHS O CEPhEe3HON HEXeNaTeIbHON peakiuu 1mo 0aze JaHHBIX
CIIOHCOPA;

ToCcyaapCTBO, B KOTOPOM BBIABJICHA CEPHE3HAA HEXKEIATCIIbHAA pCaKI s,

BO3pacT M I10JI CY6T>CKT3 HCCIICa0BaHUA,
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YKa3aHue TpPYHIIbl JICYCHHUA HWIIM YKA3daHUC, YTO HAaHHBIC OCJICIVICHHBIC, C€CJIM HE BBINIOJJHAIOCH
PACKPBITHEC PAHAOMHU3AIIMOHHOI'O KOJA,

J103a U JUINTENbHOCTh HA3HAYEHHUs HUCCIIEYEMOIo Ipernapara, a Takxke (Ipu HEOOXOAMMOCTH)
JeKapcTBeHHast (popma U crocod BBEIECHUS;

JaTa Havaja v (W) BpeMsl OT Hadaja mpreMa JI0 Pa3BUTHs CePhe3HON HEXKeNaTeIbHON peaKkilny;
JaThl HAYalla ¥ OKOHYAHUSI HA3HAYCHHsI UCCIIeAyeMOro npernapara u (WiH) OleHKa MPOJOJKUTEIbHOCTH
JICYCHUS;

Ha3BaHHe (OMHUCAHHE) CEPbE3HOM HexenaTenbHOM peakuuu (mpu ucnosnb3oBaHun MedDRA
ClIelyeT yKa3bIBaTh NPEANOYTUTEIbHBIA TEPMUH);

UCXOJ] CEpPbEe3HOW HEKEeNIaTeNbHOM peakiuu (HampuMmep, pa3pelinyioch, JETadbHbIH HCXO,
yIIydIlleHUE, pa3pelInioch ¢ OCTaATOUYHBIMU SBJICHUSIMU, HEM3BECTHO), CleAyeT yKa3bpiBaTh ncxoq HP y
MALMEHTA, B CIIy4ac HECKOIBKUX HEXEJIATEIbHbIX PEAKLIUI YKa3bIBACTCA HAUXY NN UCXO;

KOMMEHTapuu (HarpuMep, OllCHKa MPUYNHHO-CIICICTBEHHON B3aUMOCBSI3H B CITy4ae PacXOKICHUS
BO MHEHHUSAX CIIOHCOpa M UCCIENOBATeNs, COMYTCTBYIOIIME JIEKAPCTBEHHBIC Mpenaparhbl, ecliu
MOJIO3PEBACTCSI MX TpsIMasi CBSI3b C HEXKENATENbHOW peakiuell WM JEKapCTBEHHOE B3aWMOJCHUCTBHE,
MOKA3aHUs, 1O KOTOPHIM Ha3HAYaJCS TIOJ03PEBACMBIN JIGKAPCTBEHHBIM Mpemnapar (mpenaparsl),
pe3yJIbTaThl OTMEHBI W IOBTOPHOTO HA3HAYCHHUS HWCCIICIyeMOro Tpernapara TNpyh HATUYAH TaKuX
CBeJIeHUH) (eCJIh MPUMEHUMO ).

O606H.I€HH8.$I HH(bOpMaHHH O BBIABJICHHBIX CCPBC3HBIX HEKCIATCIBHBIX PCAKOUAX TOJIKHA
BKJIFOYAaTh JAHHBIC CJICTIBIX U OTKPBITHIX KIMHUYICCKUX HCCIIEOBaHUI.

4.10.3. O600meHHBIe (KyMYISTHBHBIC) TAOTHMYHBIC TaHHBIC
O BBISIBJICHHBIX CEPhE3HBIX HEXKEJATCIIBHBIX ABJICHUSIX

B nanHoM mopapaszzpene nenaeTcs OTChUIKA K MPUIOKEHHIO ¢ 0000IIEHHBIMU (KyMYJISTUBHBIMHU)
TaOMIMYHBIMU JTAHHBIMH 110 BBISBICHHBIM CEpPHE3HBIM HEXKEIATeNbHBIM SBICHUSM, MOTYYECHHBIMU
CIIOHCOPOM KJIIMHHYECKUX HcchenoBanuii 3a nepuoa or MJIOPJIIT no natel okoHYaHUs cOOpa JaHHBIX
tekymero POOB. B ciydae oTrcyTcTBHUsI KakoOW-IMOO 4YacTU JAaHHBIX YKa3bIBACTCS MPUYMHA TAKOTO
orcyrctBus. OO000OmICHHBIE (KyMYJISITUBHBIC) TaOJIWYHBIE JaHHBIE O BBIIBICHHBIX CEPHE3HBIX
HEXKENATeNbHBIX SBICHUSX MPUBOAATCA B NPUIOKEHUH U (QOPMHUPYIOTCS C paslelieHUEeM [0
opraHo-QyHKIIMOHAJIBHBIM KJIaccaM, UCCIEeIyeMbIM MpenaparaM, a TakKe Mo MpernaparaM CpaBHEHUS.
JlanHble MOTYT OBITH CTPYNIHUPOBAHBI MO OTACIBHBIM MPOTOKOJIAM HCCIEIOBAHUM, MMOKA3aHUSIM,
crioco0aM BBEIEHUS WM HHBIM KaTeropusMm (eciu uenecoodpasHo). OOoOmenHas uHGOpManus o
BBISIBJICHHBIX CEPHE3HBIX HEXKEJIATEIbHBIX SBICHUSAX JOJDKHA BKIIIOYATH JAHHBIC CICTBIX U OTKPBITHIX
KIIMHUYECKHUX UCCIIETOBAHUN.

4.11. Baxxusie JAaHHBIC, TIOJIYUCHHBIC B XOAC KIIMHUYCCKUX
HCCIIeIOBAaHUM 32 OTYETHHIN nepuon

4.11.1. 3aBepiieHHbIC KIMHUYECKUE UCCIICIOBAHUS

B nannom noapazaene POOB B 060011eHHOM BH/Ie CTIOHCOPOM IPUBOAUTCS KpaTKas HH(popManus
10 HOBBIM KIIMHUYECKHU BaXXHBIM JTAHHBIM, MTOJIYYEHHBIM IO pe3yJibTaTaM 3aBEPIIMBUINXCS 32 OTUYETHBIN
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nepuoa KIMHHUYCCKUX HCCIICIOBAHUM. I/IH(l)OpMaI_II/IH MOJKET BKJIIOUAaTh B ce0s HAaHHBIC, KOTOPbIC
OATBCPANIIN 6o OIMPOBEPTIIN PAHEC BBIABJIICHHBIC BAKHBIC ACIICKThI HpO(I)I/IJI}I 6630HaCHOCTI/I, a TaKXKe
JaHHBIC 110 BbISABJICHHBIM HOBBIM CUI'HAJIaM II0 0e30I1acHOCTH.

4.11.2. ITponomxaromuecs: KIMHUYECKUE UCCTIETOBAHUS

B nannom noapazaene POOB B 0000111eHHOM BUE CIIOHCOPOM MPUBOAUTCS KpaTKas HHGOpMaIus
M0 KIWHUYECKH BaXKHBIM JAHHBIM, BBISBICHHBIM B XOJIe¢ TPOBEACHUS €IIe HE 3aBEPUIUBIINXCS
KIIMHUYECKUX HMCCIEAOBaHUN (HApUMep, MPH MPOBEICHUH MPOMEXKYTOUYHOTO aHAIHM3a JAaHHBIX WIH B
pe3ysibTaTe PpACKPBITHUS PAHJOMH3AIMOHHBIX KOJOB TIPU PA3BUTHH HEXKEJIATEIbHBIX PEAKIUI).
WNubopmanus MOKET BKIIFOYATh JIAHHBIC, KOTOPBIE MOATBEP WA JINOO ONMPOBEPIIIA paHEee BBISBICHHBIC
BRKHBIC aCIEKThl MPOQuiiss 0e30MaCHOCTH, a TAK)KE JaHHBIC IO BBISBICHHBIM HOBBIM CHTHAJIaM I10
0€e30I1aCHOCTH.

4.11.3. InutenbHoe nociienytoniee HabJtoIeH1Ee

B nannbiii mompasnen qomkHA OBITH BKIFOYeHA WHMOpMaIus (eciu MPUMEHHMO) O pe3yibTaTax
JUIUTENILHOTO MOCIEYIOEro HabI0AeHU 32 CyObEKTaMU MCCIIeI0BaHUs II0CIIE 3aBEPIICHUS Y4acTHs B
KJIMHUYECKOM HcciaenoBaHuu. [locne 3aBeplieHns nporpaMMbl pa3pabOoTKU JUITMTENBHOE MOCTeIyrolee
HaOJI0IGCHUE MOXKET OCTaBaThCs EJUHCTBEHHBIM MPOJOJDKAIOIIMMCS BUAOM JESTEIbHOCTH, B XOJI€
KoToporo noiydaercs uHpopmanus ains POOB. B stom ciyyae Tonbko B qanHom noapaszzaene POOBb
OyZeT IpeACTaBIAThECS HOBast HHPOpMAITus.

4.11.4. HOE TeparneBTUYECKOE MPUMEHECHHUE
HCCIIelyeMOoro mpemnapaTa

B nmanHbBIil moapasnen BKIIOYAIOTCS KIMHUYECKH Ba)KHBIE JaHHbBIE 1O 0€30MacHOCTH, KOTOpBIE
ObUIM TOJyY€Hbl IpPH MPOBEJCHUH CIOHCOPOM CIELMAJIbHBIX IMPOTOKOJIOB MCCIEAOBAaHUM, B XOJ€
KOTOPBIX BBIMOJIHAETCS OPraHW30BaHHBIM cOOp W mpeicTaBiieHue HH(pOpMalMu O HEXeTaTeNbHBIX
peakuusx (HampuMep, B paMKax pacUIMPEHHOr0 IOCTyIa, UHIUBUIYaIbHOTO JOCTYIa U UHBIX).

4.11.5. HoBsle maHHBIE 110 O€30IIACHOCTHA
KOMOWHUPOBaHHOH Tepanuu

Ecim wuccnemyemsbrii mpemapar paspabaThiBaeTCsl TaK K€, KaK KOMIIOHEHT (DUKCUPOBAHHOU
KOMOMHAIlMM WJIM MHOTOKOMIIOHEHTHBIX PEXHMOB Tepanuu, B JAaHHOM noapasaene POOBb mo
OTJIETIbHOMY KOMIIOHEHTY TMPHUBOJAATCA JaHHbIE MO BaXHOW uWHGoOpManuu M0 Oe30MacHOCTH,
MOJIyYeHHON TpU OlEHKE Ha3HA4YeHHWs HCCIEAyeMOro TMpernapata B COCTaBe KOMOWHAIUU
nekapcTBeHHbIX mpemapaToB. Ecmu POObB  cocraBmsiercs mjis KOMOMHHUPOBAHHOW Tepamuvyl WM
(UKCUPOBAaHHON KOMOHMHAIIMY, B 3TOT MOJPA3IEN CIeAyeT BKIYATh HHPOPMALHUIO O OE30MacHOCTH,
MOJTYYEHHYO U3 UCCIIEIOBAaHUHN OT/IETbHBIX KOMIIOHEHTOB.

4.12. JlanHble 110 6€30MACHOCTH, MOTyYEHHBIE B X0O/I€
HEWHTEPBEHIIMOHHBIX UCCIEAOBaHUIN

B nanHbIi pasgen JgomkHa OBbITH BKJIKOYEHAa o6OoOmaromas uHpopmManus Mo O0e30MacHOCTH,
IMOoJIyd€HHasA CIIOHCOPOM 3a OTYETHBIN neépuoa B PE3yJabTaTC MNPOBCACHUA HCHMHTCPBCHIUMOHHBIX
UCCIeIOBaHUH (HarmpuMep, HaOJIOAAaTeNbHBIX HCCIIEIOBAHUM, SMHUIEMHUOIOTHYECKUX HCCIICIOBAHUH,
PETHCTPOB U MPOTPaMM aKTHBHOTO MOHHTOPHHTA).
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4.13. JlanHble 0 6€30MaCHOCTH, MOJIYYEHHBIE B X0J1€ APYTUX
KJIIMHUYECKHUX UCCIIEOBAHUN

B nanHblii pasgen JgomkHa OBbITh BKJIKOYEHAa oOoOmaromas umHpopmanus Mo 0e30MacHOCTH,
IIOJIyd€HHass CIIOHCOpPOM 3a OTYETHBIN nepuoa B pE3YIbTAaTC MNPOBCACHUSA HHBIX I/ICCJ'Ie}IOBaHI/Iﬁ
(HanmpuMep, aHaidM3a CBOJHBIX JAHHBIX WM MeETa-aHalIW3a pPaHIOMU3UPOBAHHBIX KIMHUYECKUX
UCCIICIOBaHUH, JaHHBIX TI0 OE30MaCHOCTH, TPENOCTABICHHBIX MapTHEpaMH MO pa3paboTke
HCCIIeAyeMOro Ipemnapara Ju00 HCCIeI0BaTEIsIMH, SIBISIOUIMMUCA WHUIMATOPAMHU MPOBEACHUS
KJIMHUYECKOT'O UCCIIEAOBAHHUA).

4.14. Jlaanabie 110 6€30MaCHOCTH, TTOJIYYCHHBIC B XO/1€
MOCTPETUCTPALIUOHHOTO IPUMEHEHUS

B caywae ecnim wuccnemyemblii mpemapaT 3aperucTpUpPOBaH Ha TEPPUTOPHM  KaKOTro0-JIMOO
roCyJapcTBa, B pa3Jiee MpeicTaBiseTcst KpaTkas 0000meHHas nHpopMalys Mo OCHOBHBIM JaHHBIM T10
0€30MacHOCTH, KOTOpblE OBLIM MOJY4Y€Hbl B XOJ€ IMOCTPErMCTPAllMOHHOTO NPUMEHEHUS U CTaju
JIOCTYIHBI CIIOHCOPY B OTYETHOM Mepuoje. Ocoboe BHUMaHKE CIEAYeT YACTUTh TeM JaHHBIM, KOTOpbIE
SIBUJIMCb OCHOBAaHMEM JUIl BHECEHHS W3MEHEHMH B HHCTPYKLHIO 10 MEJUIMHCKOMY IPUMEHEHHIO,
Opoutopy uccienoBaress, MHGOPMUPOBAHHOE COIJlacMe WM IJIaH yHpaBjieHUs puckaMmu. J[aHHbIE MO
0€30IacHOCTH B HACTOSIILIEM pa3jiesie JOJDKHBI BKJIIOYaTh B ce0sl pe3ysbTaThl MPUMEHEHHMS Kak B
COOTBETCTBUM C MHCTPYKLHUEH [0 MEIUIMHCKOMY MPUMEHEHHUIO, TaK U MO0 HE3apEeTrUCTPHUPOBAHHBIM
NMoka3aHusM (TpUMEHEeHHEe '"BHE MHCTPYKIHMH'"), pe3yJbTaThl OIMMMOOK Ha3HAYCHHS, CIIydau
MepeI03UPOBKH, Pa3BUTHS 3aBHUCUMOCTH, NMPUMEHEHHUS y OCOOBIX TPYMNIl MAalMEeHTOB (Hampumep, y
OCpEeMEHHBIX JKCHIIIHH).

4.15. JlanHbIC TOKINMHUYSCKUX HCCICAOBAHUN

B nanHOM pasznene AOMKHBI OBITH MPUBEACHBI OOOOIIEHHBIE TaHHBIE MO HaMOOJIee BaKHBIM
CBEJICHUSAM TI0 0€30MacCHOCTH, TIOJYYCHHBIM 3a OTYETHBIA MEPUO MO PE3yJIbTaTaM MPOBEICHHBIX WIIH
MPOJOKAIOIINUXCS JOKIMHUYECKUX HCCIENOBaHUM in vivo M in vitro (Hampumep, HCCIeI0BaHUs
KaHIIEPOTEHHOCTH, PEMPOIYKTUBHOM TOKCHUYHOCTH, HUMMYHOTOKCHMYHOCTH). OIlleHKa BIUSHUS
JTOKIIMHUYECKUX JaHHBIX Ha KIMHUYECKYH0 O€30MacHOCTh JOJKHA OBITh OTpa)K€Ha BBIMIOJIIHEHA B
pazznene 000O0ImIEHHON OIEeHKH Mpoduiast 06e30MacHOCTH HCCIEIYEeMOro Ipernapara MepHOANYECKOro
otueta (cM. pazzaen 4.21 nactosimux TpeboBaHwmii).

4.16. JluteparypHble JaHHBIE

B nanHom pazzmene B 00OOIIEHHOM BHUE JOJKHBI OBITh MPHUBEACHBI HOBBIC, 4 TaKXKE Ba)KHbIC
JaHHblE 1O OE30IacHOCTH, HWMEIOIIME OTHOIICHHE K HCCIeIyeMOMy IIpenapary, KOTOpbIe
OIyOJIMKOBAaHbI B HAY4YHOW JIUTEpaType, BKJIIOYCHBI B HEOIyOJWKOBAaHHBIE MOHOTpaduu, OBLIH
MPEACTABICHBl HA HAYYHBIX KOH(epeHIusx, JuOO OIyOJMKOBaHBI B BHJIE AOCTPAKTOB M CTaIH
JOCTYIHBI CIIOHCOPY B OTYETHBIA mnepuod. JlaHHBI pa3gen OOJKEeH BKIOYaTh B ce0s JaHHbIC
KIIMHUYECKUX M JOKIMHUYECKUX UCCIICJOBAHMM, a TakKe (€CIM MPUMEHHUMO) JaHHBIE M0 COeIUHEHUSIM
aHasiornyHoro kiacca. CrioHCOp JOMKEH MPECTaBIsITh KOMUU a0CTPaKTOB MO JaHHOMY pasjeny (eciu
BO3MOXHO).

4.17. Apyrue POOb

Cnoncop nomkeH npenactasisath eauHslidi POOB. Eciau cnoncop roroBut Heckonbko POOB ans
OJIHOTO HMCCIIElyeMOTO MpernapaTa (Harpumep, Mo pa3lIndHbIM MMOKa3aHUSM, MIPOrpaMMaM pa3paboOTKH,
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JIeKapCTBEHHBIM (popMaM), B JAHHOM pasjiesie MPUBOAUTCS B 00OOIIEHHOM BHJE BakHas MH(OpMaIUs
no 6e3onacHocti U3 Apyrux POOB, eciau oHa elne He IpeAcCTaBieHa B APYTUX pasjeiax HAacTOSIIETO
POOB. B pazgene mpexacrapisitorcs OOOOLICHHBIC JaHHBIE 332 OTUYETHBIA TMEPUOJ TIO 3HAYMMOU
uHpopmanuu no Oe3omacHocTH, BKItOYeHHONM B POODB, mpenocTaBieHHON IpyrMMHM CHOHCOpPaMH,
BBITIOJTHSAIOUIMMH KIMHUYECKUE UCCIeA0BaHUs TOTO K€ UCCIeAyeMOro npenapara (mpu uX HaJIUu4dum).

4.18. JlaHHBIE 110 HEJOCTATOYHOM TepaneBTHUECKOW FPPEKTUBHOCTH

B nmannoMm pazzgene CyMMHpYIOTCS JaHHBIC, KOTOPbIE CBHUACTEIBCTBYIOT O HEIOCTATOYHOU
3¢ (HEeKTHBHOCTH HCCIIEAYEeMOro Mpemapata Ju00 ero MeHbHed 3()(QEeKTHBHOCTH TO CpPaBHEHUIO C
WCTIONB3YEMOM NIJIsi JICUCHHSI CEPhE3HBIX W JKH3HEYTPOXKAIONIMX 3a00JeBaHUN Tepamuei (Hampumep,
0oJjblllee KOJIMYECTBO HEXKENATEIbHBIX CEpPACUHO-COCYIUCTHIX SIBICHUA B HCCIEIOBAaHUM HOBOTO
AHTHArpeTaHTHOTO CPEACTBA MPH JIEYCHHH OCTPOTO KOPOHAPHOTO CHUHAPOMA) U MOTYT OTpa)kaTh
TOBBIIIEHHBIA PUCK JIJIS1 CYOBEKTOB UCCIIEIOBAHUS.

4.19. Uurle gannbie no 0€30IMaCHOCTH, BEISIBIEHHBIE B X0
KIMHUYECKUX UCCIIETOBAHUN

B naHHOM pa3zgene MoOXeT NPUBOIUTHCA JOMOJIHUTENbHas HHpOpMauus Mo Oe30MacHOCTH,
HaIpuMep:

4.19.1. O600mIeHHBIE (KyMYJIATUBHBIC) TAOIUYHBIC JaHHBIC
10 CEPbE3HBIM HEXKETATEITbHBIM PEAKIIHIM

B nanHom noapasaciic NIpuBOAUTCA I/IH(i)OpMaI_[I/IH 110 BCEM CCPbE3HBIM HCKCJIATCIIbHBIM PCAKIUAM
IMyTCM YKa3aHHUA 061_[161"0 KOJIMYCCTBA CCPBC3HBIX HCIKCIIATCIbHBIX peaKL[PIﬁI

10 OpraHo-(hyHKIIMOHAILHOMY KJIACCY;

10 TEPMHUHOJIOTMYECKMM HaUMEHOBAHUSIM HEXKeNaTeIbHbIX PEeaKLInii;
0 rpyNIe JIe4eHUs (€CIi MPUMEHHUMO).

Crenyer BbIICINTh HENIPEBUICHHBIC HEXKEJIATEIIbHbIEC PEAKLIUH.

4.19.2. Tlepeuenp cyOBEKTOB KIMHUUECKUX MUCCIEIOBAHUMN,
KOTOPBIC yMEPJIN B TCUYCHUE OTYCTHOTO ITEPUOJIa

B nannom nojnpaszaene npuBoauTcs WHGOpMaLKA MO CyObEeKTaM HCCe0BaHUN, KOTOPBIE YyMepIn
B XOJ€ TNpOBEACHHUS KIMHUYECKUX HCCIEIOBaHUI, BKIOYaromias B cels cleAylolue TaHHbIE:
UICHTU(PHUKAIIMOHHBIM HOMED CiIydas JIETAIBHOTO MCXO0/a, HA3HAYEHHOE JIedYeHHE (MOXKET COXPaHATHCS
OCIICTUICHHE), TPUYMHA CMEPTH MO KakIOoMy CyOBeKTy wucciefoBanus. Bce acmektsl mpodums
0€301MacHOCTH, OIpEAeIsieMbIC IO Pe3ybTaTy 0030pa JaHHBIX IO JICTAIBHBIM HCX0JaM, TOJIKHBI OBITh
HaJJIeXKaIUM  00pa3oM OTpaXeHBI B paslene OOOOIICHHOH OmeHKH mnpodwis O0e30MmacHOCTH
uccnexyemoro npemnapata POOB (cm. pasznen 4.21 Hacrosmux Tpeboanuit).

4.19.3. Tlepeuenp cyOBEKTOB KIMHHUECKUX
UCCIIEIOBAaHH, KOTOpPbIE OBUIM UCKITIOUEHBI U3 KIMHUYECKUX
UCCJIEIOBAaHUM B CBSI3U C Pa3BUTHEM HEXKEIATENIbHBIX SBJICHUM
B T€UYEHHE OTYETHOIO NIEpUOAa
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B nanHoMm monpasnene npuBoauTcs MHGOpMAIMs MO cyOBeKTaM HCCIeI0BaHUN, KOTOpbIE ObUIM
HCKJIIOYEHBI U3 MCCIEAOBAHUN B CBSI3U C PA3BUTHUEM HEXKEJIATENIbHBIX SBJICHUI B TEUEHHE OTYETHOI'O
NepUoJia BHE 3aBUCUMOCTH OT YCTaHOBJIEHHUS B3aMMOCBSI3U C Ha3HAYCHHEM HCCIIEAYEMOro Ipernapara.
Bce acniexTsl poduis 6€30macHOCTH, ONpeeiseMble M0 pe3ysibTaTy 0030pa JaHHBIX [0 BBIOBITHIO U3
KJIMHUYECKUX UCCIICOBAHUM, TOJDKHBI ObITh HaUIeXKALIMM 00pa3oM OTpa)KeHbI B pasjiese 00001eHHON
oleHKU mpo¢una OezomacHocTu uccieayemoro mnpemnapara POOB (cMm. pasmen 4.21 Hacrosmux
TpeboBanmii).

4.19.4. CyuiecTBeHHbIE IONPABKU B MPOTOKOJIBI KIIMHUYECKUX
uccaeaoBanuil ¢assl |

B nmannom noapas3aciic  qOJI’KHBI OBITH OITMCAHBI CYHICCTBCHHBIC HN3MCHCHHUA B IIPOTOKOJIAX
KJIWMHAYECKUX HCCISIOBaHUM (I)EBLI I, CACJIIAHHBIC HAa MPOTAKCHUN OTYHCTHOT'O ICPUOJa, €CJIN OHU pPAHCEC
HC NPCACTABJIIIUCH KaK ITOIMMPABKU K IIPOTOKOJTY.

4.19.5. CymecTBeHHbIE M3MEHEHUS IIPOLIecca MPOU3BOCTBA

JlaHHBIN TOApa3/eNn MODKEH BKIIOYATh B ce0S KpaTKOE ONMMCAHWE CYIIECTBEHHBIX HW3MEHEHUH
nporecca MPOM3BOACTBA WM MHUKPOOMOJOTMYECKMX HW3MEHEHHMH (€clM  Takhe HWMEIIHCh),
MPOU30IICAIINX 3a OTYCTHBIN nepuon, ¢ OTPaKCHUEM OLICHKU UX MOTCHIHUAJIILHOTO BIIMAHUA HA aCIICKTLL
npodwiss Ge30MacHOCTH B paszerne OOOOIEHHON OLEHKHM Npouiss Oe30MacHOCTH HCCIEeTyeMOTO
npenapata POOb (cm. pasaen 4.21 nactosamux TpeGoBaHmii).

4.19.6. Onncanue oOIIEr0 UCCIEI0BATENLCKOTO IaHa
Ha MPEeACTOALINN ToJT (€CIM MPUMEHHUMO)

B mamHOM moapasacyic  IMPHUBOAUTCA  KpPAaTKOC  OIMHMCAHHUE  HMCCICAOBATCIIBCKOIO  IJIaHa,
3aMCHAONIICTO IIJIaH UCCIICAOBAHUA 3a Hpe)IHIeCTBYIOHII/Iﬁ rona.

4.20. lanHble, MOTyYSHHBIE TIOCTIE JaThl OKOHYAHUS cOopa
nanaeix POOb

JlanHblil pazzen JOHKEH BKIOYaTh OOOOIIEHHYI0 HMH(OpPMALMIO MO MOTEHLIHMAIbHO Ba)KHBIM
JAHHBIM TI0 0€30MacHOCTH, KOTOPHIE OBUIM BBISABJICHBI IOCJIE JaThl OKOHYAHHS cOOpa JaHHBIX, HO B
nepuoa moaroroBku npanHoro POOB. IloTeHnuanbHO BaKHBIE JaHHBIE BKJIIOYAIOT B ce0s (HO He
OTPAaHUYUBAIOTCSA) KJIMHUYECKH 3HAYMMBIMH HOBBIMH  COOOIIEHHUSMH, BaKHbIE JaHHBIE IO
MOCNeAYIONEeMy HaOMIOCHUIO, Ba)KHBIC JaHHbIE JAOKIMHUYECKHX WCCIEIOBaHUM, TIOOBIE MeEpHI,
MIPUHSATHIE CIIOHCOPOM, YIIOJIHOMOYEHHBIMU OpraHaMU WJIM HE3aBUCHUMBIM KOMUTETOM 110 MOHUTOPHUHTY
JAHHBIX B CBSI3M C M3MEHEHUsIMHU Tpoduiisa 6e3omacHocTu. CBeeH s, BKIIOUCHHbBIE B JAHHBIN pa3jiel,
JOJDKHBI  OBITh YYTEHBI B paszfene 000OMEHHOW OIeHKH Mpoduisi 0e30MacHOCTH HCCIEIyEeMOTO
npenapara POOB (cMm. paznen 4.21 nacrosmux TpeboBaHmin).

4.21. O6001eHHas oleHKa npoduiIst 6€30MacHOCTH
UCCIIeIyeMOoro npemnapara

B nanHoM paszzmene nommkHa ObITH NpuBeAeHa 00001IeHHAas oueHka npoduis Oe30macHOCTH
UCCIIeyeMOro Ipenapara ¢ OObEIMHEHHBIM aHAJIM30M BCEX HMMEIOIIMX K HEMYy OTHOIIEHHE HOBBIX
KJIMHUYECKUX, JOKIMHUYECKHUX, OSIHIEMUOJOTMYECKUX JAHHBIX, TIOJYYCHHBIX Ha MNPOTSHKCHUH
OTYETHOTO TIEpHOJia, C COIMOCTABICHHWEM C TMPEKHUMH CBEIECHUSAMH MO MNpoduio Oe30MacHOCTH
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uccieayeMoro npenapara. (st 3aperucTpupoBaHHbBIX JIEKapCTBEHHBIX MIPENapaToB OLEHKA BKIIOYAET B
ce0sl KIIMHUYECKH 3HAYMMBbIE JIAaHHBIE MOCTPErHMCTPALMOHHOTO MOHUTOpHUHTA. B naHHOM paszzaene He
JOJI2KHa HYGJII/IpOBaTbCﬂ I/IH(bOpMaL[I/ISI, BKJIFOYCHHAA B MPCAbIAYIINUC pa3aciibl OTUCTA, HO JOJI’KHA OBITH
JlaHa MHTEPIIPETas HOBOK HMH(pOpMAIMK 10 OE30MacHOCTH W OICHKA €€ BIMSHUS Ha HCCIETyEeMYIO
MOMYJISIUI0 M MporpamMmy pa3paOoTku uccieayeMoro mnpemnapara. JlomkHa ObITh gaHa (eciu
NPUMEHUMO) OTJIeNIbHAs OLIEHKA 10 HAIPaBJICHUSAM TEPANEBTHYECKOTO MPUMEHEHHUS, IyTsM BBEICHUS,
JIeKapCTBEHHBIM (hopMaM H (MJIH) TIOKa3aHUSAM K IPUMEHEHHIO.

4.21.1. OueHka pucKoB

[Ipu onenke pucka oco00e BHUMaHUE JIOJDKHO OBITh YICICHO MHTEPIPETAUN JAHHBIX 110 HOBBIM
UACHTU(PUIMPOBAHHBIM TIpobJieMaM MO 0O€30MacHOCTH WM 3HAYMMOM HOBOM HMHGpOpMAIUU 110
6e3omacHocTH. JlomkHa OBITH MpeAcCTaBIeHA OLIEHKA CIEAYIOIIUX aCMeKTOB Mpoduis 0e30macHOCTH
(ecnu MpUMEHHUMO):

a) HOBBIC BBISIBIICHHBIC aCTICKTHI TPO(dUIs 0€30MacHOCTH:

JIETAJIBHOE OMHMCAHUE HEKEATENIbHBIX SBJICHUN WUJIN PEAKIUN;

CBSI3aHHBIE C MPUMEHEHHEM HCCIICTyEMOTO TIpernapara n3MeHEHUs 1abopaTOPHBIX MapaMeTPOB;

(hakTOpBI pUCKa,

B3aUMOCBSI3b C 103aMH U MPOJOHKUTENIBHOCTBIO JIEUEHUS;

00paTUMOCTh OCIIOKHEHUI];

(GakTopbl, KOTOpPbIE MOTYT OBITh TIOJIE3HBI JUIS TMPOTHO3UPOBAHUS WU MPEIOTBPAIICHUS
HEKEJIAaTeJIbHBIX PEaKIUi;

0) 3HauMMblE H3MEHEHHS B XapaKTEPUCTUKE paHee 3aperuCTPUPOBAHHBIX HEXKeIaTeIbHBIX
peakiuii (Hampumep, MOBBILIECHUE O0KUAAEMOM 4acTOThl WM CTENEHU TSDKECTH, YTSXKEIEHUE MCXOIOB,
YCTAQHOBJICHHE TPYIII PUCKA PA3BUTHUS OCIOXKHEHHI);

B) CHMIITOMBI, KaJo0bl, JabopaTOpHbIE M3MEHEHUS, XapaKTepHbIe JIJs TaKMX HOBBIX WIH paHee
UACHTU(DUIIMPOBAHHBIX ~KIMHUYECKH 3HAYMMBIX BHUJIOB TOKCUYHOCTH, KaK TeMaTOTOKCHYHOCTb,
KapJIMOTOKCUYHOCTD (BKJIIOYas yanuHeHue narepBaiga QT u pe3ynbTarhl creluaibHbIX UCCIEAOBaHUI
QT/QTc), MHUETOTOKCHUYHOCTh, HEPPOTOKCHYHOCTH, JIETOUYHAS TOKCHYHOCTh, HEHPOTOKCUYHOCTH,
MMMYHOT€HHOCTh M PEaKLIUU THIIEPUyBCTBUTEIHHOCTH;

r) JeTaabHbIe UCXObl HEXKETaTeNbHBIX SBICHHI;

J1) OCTAHOBKAa KIMHMYECKOTO HCCIEAOBAHMS IO MPUYMHE PA3BUTHUSA HEKEIATENbHBIX SBICHUM,
BKJIFOYasi U3MEHEHUS J1Ja00paTOPHBIX IapaMeTPOB WU PE3yIbTaTOB 00CIEJOBAaHHIA;

€) B3aUMOJICHCTBUS C JIEKAPCTBEHHBIMU IIPENapaTaMy U MHbIE B3aUMOJICICTBHS;
) BayKHBIE JJaHHbBIE TI0 OE30MMACHOCTH, MOJyUYEHHBIE B JOKIMHUYECKUX UCCIIEI0BAaHUSX;

3) acmeKThl MPOU3BOJCTBEHHOrO IPOIECCa, KOTOPbIE MOTYT OKa3aTh BIHMSHHE Ha MPOQHIb
0€e301IaCHOCTH;
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I/I) HEAOCTAaTOUYHAA TCpaIllCBTUYCCKasd Sq)q)eKTI/IBHOCTB, €CJIM OHa NpCACTABJISICT JOTIOJTHUTEIILHBIN
PUCK IJId Cy6’LeKTOB KIMHHUYCCKOI'O UCCIICAOBAHUA,

K) HaJM4ue JOTOJHUTEIBHOIO PUCKA JUISl TAaKUX OCOOBIX MOIYJISILMOHHBIX TPYII, KaK MOKUJIbIE
MAIMEHTHI, JIeTH, MAIMEeHTHl ¢ HapylIeHneM (YHKIWW MEeYeHU WM TMOYeK, JHOO0 MHBIE TPYIIBI PHUCKa
(Hanpumep, cyOBEKTHI ¢ MEAJIEHHBIM UM OBICTPBIM META00IH3MOM);

J) BO3ICUCTBUE B MIEPUOJT OEPEMEHHOCTH M JIAKTAIIUU B €r0 UCXO/IbI;

M) acCHeKThl 0€30IaCHOCTHU TIPH JITTUTEIHBHOM IPUMECHEHUH,

H) JIaHHBIC M0 KIIMHUYECKU 3HAYMMBIM OITHOKaM MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara;
O) JAaHHBIC 11O OTCYTCTBUIO MPHUBCPIKCHHOCTH MMAlTUCHTOB JICUHCHUIO,

1) CIIydau MepeO3UPOBKU U €€ KOPPEKIIHH;

P) ClIy4au HETPABIIIBHOTO YIIOTPEOICHUS U 37I0YTIOTPEOICHNUS;

C) achekTbl Oe30IIaCHOCTH, CBA3aHHBIE C MPOLEAYPAMHU, IPEIYCMOTPEHHBIMH IMPOTOKOJIOM
KJIMHUYECKOTO HCCIIeIOBaHUs (Hampumep, OpOHXOCKOMMs, OMOICHs, YCTAaHOBKA LIEHTPAIbHOTO
BEHO3HOI'0 KaTteTepa), MO0 ¢ MPOBEACHUEM WIN IU3aiHOM KIMHUYECKOTO HCCieloBaHUs (Hampumep,
HEI0CTaTOYHBIA MOHUTOPUHT CyOBEKTOB HCCIECIOBAHMUS, CIUIIKOM JUIUTEIBbHBIA TIepruo]] 0e3 aKTHBHON
Tepanun);

T) HOTGHHI/I&J’IBHLIﬁ PUCK 3HAYUMBIX HOBBIX JAHHBIX I10 6630HaCHOCTI/I, BBIABJICHHBIX IJIA APYroro
COCAMHECHNA aHAJIOTUYHOTI'O KJIacca.

4.21.2. OueHka COOTHOLIEHHUS 0JIb3a-PUCK

B nonpasgene 1omKHO OBITH IMPEACTABICHO KPaTKOE 3aKJIIOYEHHE IO OIEHKE COOTHOILEHUS
COBOKYITHOTO PHCKa, YCTAHOBIIEHHOTO T10 PE3yJIbTaTaM aHaJin3a 0000IIEeHHBIX (KyMYJISATUBHBIX) TaHHBIX
no Oe3omacHOCTH, M OxuaaeMoi 3pdexkTuBHOCTH (Mob3bl). Clenyer chenarh yKazaHue, HacKOJIbKO
W3MEHUJIACh OIEHKAa COOTHOIIEHHUS TMOJb3a-pUCK HCCIEeIyeMOro TpermapaTa IO CpPaBHEHUIO C
MPEIIECTBYIOMIMM OTYEeTOM 1o Oe3omacHocTH. JlaHHBIN moJpa3zen He MpeaHa3HaueH JUIs JeTalbHOU
OLIEHKHM COOTHOILIEHUS 10JIb3a-PUCK MCCIEAYEMOT0 Mpenapara.

4.22. O606meHHas nH(popMalrs 0 BaXKHBIX pUCKaX

B nmanHOM pasnene nomkHa OBITH MpeAcTaBlieHa KpaTkas 0000meHHas WHpOpMAaIHs O Ba)KHBIX
UICHTU(GHUIIMPOBAHHBIX M TMOTCHIMAIBHBIX pUCKaX B (opme mepeuHs. K yuciy BaXHBIX PHUCKOB
OTHOCATCS, HAmpUMEpP, PUCKH, KOTOPbIE MOTYT HPHUBECTH K JOMOJHUTEIHLHOMY BHECEHHUIO MEp
MPEAOCTOPOKHOCTH, OCOOBIX YKA3aHWM WIJIA MPOTHBOMOKA3aHUM B WHCTPYKIMIO MO MEAUIIUHCKOMY
npuMeHeHnt0. J[aHHBIE PUCKH MOTYyT BKIIOYATh, HANPUMEp, XapakTEpHBIC [JIs ONpeaelIeHHOMN
MOJIEKYJISIPHOUM CTPYKTYphl TOKcH4Yeckue 3PGeKThl WK MpoOieMbl 0 0€30MaCHOCTH, BBISIBICHHBIE 110
pe3yabpTaTaM HAKOIUIEHHsI JAHHBIX JOKJIMHUYECKUX WU KIMHUYECKUX ucciaeaoBaHuil. Kaxaplii puck
JIOJKEH TOABEPraThCsl €XKEroAHOM MEePEeoleHKEe C aHAIM30M BCEX HMMEIOMIMXCS Ha TEKYIIM MOMEHT
O00OBEIMHEHHBIX JaHHBIX M 3HAHUH, IPU 3TOM 0C000€ BHUMAHUE CIIEAYET YACNSATh HOBBIM JIAHHBIM II0
0€30MacHOCTH, TOJYYCHHBIM 32 OTYETHBIN nepuoja. CTeneHpb JeTaau3alui ONMUCAHUS MOXKET 3aBHCETh
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OT CcTaauu pa3pabOTKM JIEKAPCTBEHHOIO Mpernapara: Ha paHHUX CTaAMAX pa3pabOTKu B 00OOIIEHHYIO
MH(OPMALIKIO 110 BaKHBIM PHCKaM MOXKET BKJIIOYAThCS ONMMCAHWE WHAMBHYaJbHBIX Cly4yaeB, Ha Oolee
MO3/IHUX JTamax, MO Mepe HAKOIUICHHWsS 3HAaHUH, MHPOpPMAaLus MO PUCKAM MOXKET HOCHTh MEHee
JIETAJIM3UPOBAHHBINA XapaKTep.

Pucku, xoTopble ObLIM MOJHOCTHIO OMUCAHBI MM OTBEPrHYTHI, JOJDKHBI OCTaBaThCcsl B 0030pe B
BUJIE KPATKOI'O ONUCAHMs (HalpUMep, HAXOAKU U3 TOKCHKOJOTMUECKUX MCCIEJOBAHUN WIM paHHHUX
KJIMHUYECKUX HCCIEJOBaHUI, KOTOpble HE OBLIM MOATBEPXKIEHBbI 0ojiee MO3THUMU KIMHUYECKUMHU
JTAHHBIMH ).

WNudopmanus no JaHHOMY pa3zfesly MOXKET ObITh Ipe/icTaBlieHa B (popMe onmucanus Win TaOJIuL.

4.23. 3axmnroueHue (BbIBObI)

3aKIIl0YeHre JT0JKHO COJlepKaTh KpaTKoe ONMMCAHUE BCEX M3MEHEHMH B MMEIOIIMXCS 3HAaHUSX 10
3¢ HEeKTUBHOCTH M 0€30MaCHOCTH UCCIEAyeMOro npenapara, KOTopble POU30IILIN 32 OTUYETHBIN epro]
Y TOBIHSUIM Ha OLEHKY, CACJTaHHYI0 B NPEAIISCTBYIOUIEM OTYeTe MO Oe30MacHOCTU. 3aKI0YeHUE
JOJDKHO BKJIIOYATh yKa3aHUE JIEHUCTBUM, KOTOpblE OBLIM MPEANPUHATHl WIN IUIAHUPYIOTCA C LEIbI0
HaJJIeXkKAIIEero OTPaKCHMs BBISBICHHBIX HOBBIX AacleKTOB Mpoduis Oe30MacHOCTH B MporpaMMme
KJIMHUYECKON pa3pabOTKH UCCIIeAyeMOro penapara.

4.24. Ilpuno>xeHus K OT4ETY

POOBb nomxen conepkaTh CIIeIyIONTUE TPUITIOKCHUS:

Oporropa uccie10BaTes;

KyMYJISITUBHAs TaOJIMLA CYILECTBEHHBIX 3aIIPOCOB CO CTOPOHBI YIIOJTHOMOUEHHOI'O OpraHa;

CTaTyC BBIMOJHEHUS MPOJOIKAIOIIMXCS U 3aBEPIICHHBIX KIMHUYECKUX MCCIIEOBAHUM;

KYMYJISITUBHBIC Ta6J'II/II_IBI 1o IIeMOI“pa(I)I/I‘{eCKI/IM JdaHHBIM

CTPYKTYPUPOBAHHBIC TMEPEUYHU 110 CEPbE3HBIM HEXKENATEIbHBIM PEaKUUAM, BBIIBICHHBIM 3a
OTYETHBIN NEPHOT;

KyMYJIASTUBHBIC Ta0JIMYHBIC JAHHBIC O BBISIBIICHHBIX CEPhE3HBIX HEXKEIATCIBHBIX SBICHHSIX;
CHHOTICHUC (€CJIi TPUMEHUMO).

POOB moxet comepkath CleIyIOIIHe MPUI0KESHUS:

KyMYJISITUBHBIE Ta0JIMYHBIC JAHHBIE TI0 BCEM CEPbE3HBIM HEKETaTeNbHBIM PEaKIUsIM;

nepeyeHb CyOBEKTOB KIMHUYECKHX HCCICIOBAHUM, KOTOpBIE yMEpPIHM B TEUCHHE OTYCTHOTO
nepuoa;

NEPCUYCHDb Cy6’BeKTOB KIIMHHYCCKHUX I/ICCJ'IG)IOBaHI/II\/'I, KOTOPBIC OBUIM MCKJTFOYCHBI M3 KIMHHYECKUX
I/ICCJ'IC,Z[OBaHI/II\/'I B TCUCHHUEC OTUCTHOI'O IIEpUOaA,

CYHICCTBCHHBIC U3BMCHCHU A MIPOTOKOJIOB KIIMHUYCCKUX uccneaoBanuit I (1)8.3]31;
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CYHICCTBCHHBIC U3BMCHCHUA MTPOLECCa ITPOU3BOACTBA,
OIIMCaHHEC 06]]_[61"0 IUIaHa UCCIICAOBaHUN Ha Hpe)lCTO}IH_II/Iﬁ roa (GCJ'II/I HpI/IMeHI/IMO).

[Tpumepst TabnuI] IepeyHel JaHHBIX M0 KIMHUYECKUM HUCCIEA0BaHUSIM

Tabnuna 1
Craryc npoJ0JKaIOIIUXCS U 3aBEPILICHHBIX
KJIMHUYECKUX HCCIICIOBAHUM
00630p MPOAOIHKAIOIIUXCS KITMHUIECKUX HCCIICTOBAHUN
(MccnemyeMblii Ipenapar)
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PeweHne CoBeTa EBpasuiickoit skoHoMu4eckor kommuccum ot 03.11.2016 N 79
"06 yTBepxaeHun MpaBun HaANEXaLlen KITMHUYECKOW NpaKT...

[lokyMeHT npenocTasneH KoHcynbTaHTlntoc

[aTa coxpaHeHus: 24.10.2024

Unentuduxa | @a | Ctp | HasBanue | uzaiin | Pexum | Uccnenye | Ilepssrii [Inmann | BosneiicTBue
LIMOHHBII HOMEp | 3a | aHa | UCCIIE0Ba | HCCIe | AO3UPOBA Mast BU3UT pyeMoe | Ha CyOBEKTOB
KIIMHUYECKOT O HUS JIOBaHUSA HUS MOIyJIsA | IEPBOr0O | BKJIKOYE | MCCIECIOBAHUSA
HCCIIEIOBAHUS LUst MalnueHTa HHE <E>
<*> Ha oOCHOBaHMM OOUWEro KOJMUEeCTBa CYOBEKTOB MCCJEIOBaAHMS IO COCTOSHUI
Ha n HpMMeHHeMOIZ CXeMEl paHIOMM3alun.
(nara)
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon [llata coxpaHeHus: 24.10.2024
MpakKT...

Tabmuma 2

O0630p 3aBEpIICHHBIX 32 OTUYETHBINA MEPUO UCCIIETOBAHUIN

(ucciemyemslii mpemnapar)

Unentuduka | ®a | Ctp | Hazpanue | [uzaitn | Pexum | Mccnenye | BosaeiicTBue Ha

LMOHHBIA HOMEp | 3a | aHa | HCCIIe nccle JI03U Mas CyOBEKTOB
KIIMHUYECKOTO JIOBaHUs | JOBaHUS | poBa |momyJisanus | (IMalMeHTOB) MO
HCCIIEA0BAHUS HUS rpynmnam Je4eHus

(M/XK)

Tabmuia 3

OrneHka o0IIETO KOJIMYeCTBa CyOBEKTOB,
TIOJIBEPIIIINXCS BO3ACHCTBUIO HCCIIEyEMOro mpernapara (OIeHKa
KyMYJIATUBHOTO BO3CHCTBHS), HA OCHOBAaHUU (DAKTHUUYECKUX TAHHBIX
13 3aBEPIICHHBIX KIMHUYCCKUX UCCIICIOBAHUHN U OIICHKH 110 METOTY
PaHIOMU3AINN U3 TTPOJOJHKAFOIINXCS KITMHHYECKAX HCCIIET0BaHUI

Jleuenune Yucno cyObekToB

JlekapcTBeHHBIN penapar

[Ipenapat cpaBHeHuUs

ITmae60

Tab6nura 4

Orenka o01Iero KoIu4ecTBa CyObeKTOB, MOABEPTIINXCS
BO3JICHCTBUIO MCCIIEAYEMOTO Mpemnapara (oleHKka KyMyJISTUBHOTO
BO3HCﬁCTBHH), Ha OCHOBAHWH JAHHBIX 3aBCPIICHHBIX KIIMHUYCCKUX
HCCIe0BaHUM 10 BO3PACTY U MOy <*>

Yucno cyObeKkToB
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon

npakxT...

[aTta coxpaHeHus: 24.10.2024

Bo3pactHas rpynma | My»K4uHbI KeHmmuel Hroro

<*> JaHHHE 3aBEPUEHHBIX KIJIMHUYECKUX MCCJIeNOBaHUM 110 COCTOSHMIO Ha

(naTa).

Tabnuma 5
Orenka o0MIero KOJM4IecTBa CyOhEKTOB, MTOABEPTIIHXCS
BO3/ICHCTBUIO HCCIIEAYEMOTo npenapara, (OleHKa KyMyJISTUBHOTO
BO3/IEHCTBHS) HA OCHOBAaHUM JAHHBIX 3aBEPLICHHBIX KIMHUYECKUX
UCCIIEIOBaHUM 1O PACOBON MPUHAIIEKHOCTH
Paca Yucno cyObeKTOB UCCIIEJOBAHUS
A3sunarckas
Adpukanckas
EBpomneiickas
Nnas
HeussectHo
Hroro
Tabnuna 6

HpI/IMepLI Ta6J'II/II_I O606H.[€HHBIX JaHHBIX O CEPbE3HBIX HCKCIIATCIIbHBIX

peakiusix (CHP)

CTpyKTypHpOBaHHBIN NIEPEUCHb CEPHE3HBIX HEXKENATEIbHBIX PEaKIIUA
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PeweHne CoBeTa EBpasuiickoit skoHoMu4eckor kommuccum ot 03.11.2016 N 79
"06 yTBepxaeHun MpaBun HaANEXaLlen KITMHUYECKOW NpaKT...

[lokyMeHT npenocTasneH KoHcynbTaHTlntoc

[aTa coxpaHeHus: 24.10.2024

HNH <*> NH <*> | Ctpan | Onuc | Ucx | ata nauana | [logo3peBae | CytouHnas Jatel Komme

KJIMHUYE | COOOIIEHUS a aHue | of peakuuu MBI 71032 HayaJla U | HTapuu
CKOTO o CHP <**>| Bo | CHP LHAES nexapctBeH | Croco0 OKOHYAHUS

uccnenona | (MH <*> | 3pacr ITepuon ot HBIN BBEJCHHUS JIeYEHHUS
HUSA cyOBeKTa [Ton Hayana (uccnenye | JlekapcTBeH IIpono
UCCIIEeN0BA rpuema 0 MBII Hast popMa | JDKUTETHHO
Husa 1) Hayaia npernapar) CTb JICUEHUS
peaxtuu I
1 2 3 4 5 6 7 8 9 10
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PeweHne CoBeTa EBpasminckoin 3KOHOMUYECKOM KOMUCCUM OT

03.11.2016 N 79

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHun MpaBmn Hagnexallen KMMHUYECKon

npakxT...

[aTta coxpaHeHus: 24.10.2024

<*>HH - uneHTuQUKaIMOHHbBII HOMED.

<**> HccnenoBanue (LIEHTP, MAIIUEHT).

<*#**> Tonpko 1715 nepBUYHBIX coobuienuit o CHP.

Tabmuma 7

[Tpumepsl 06001IEHHBIX (KyMYISTUBHBIX ) TAOIUYHBIX JAHHBIX
10 CEPbE3HBIM HEXKEIATEIbHBIM SBJICHUAM

O6o00611ieHHas (KyMyJIATUBHAsI) TaOIMIA IO CEPhE3HBIM

HEXKECIaTCIbHBIM ABJICHUAM

OpraHo-(QyHKIMOHAIBHBIN Kacc

OO11ee KOIMYECTBO MO COCTOSHUIO 110 31 nexadps

2015 roga
[IpeanoyTuTenbHbIi TEPMUH (Hazpanue | Ocnennen | Ilpemapar | [lnmaue6o
UCCIIETyEMOI0 HBIN CPaBHEHHUS
npemnapara) | mnpemapar

HccnenoBanus 18 4 7 2
[loBpIIEHNE AKTUBHOCTH

aJlaHMHAMUHOTpaHchepassl 9 2 4 1
[loBbIlIEHNE AKTUBHOCTH

acaprataMmuHOTpaHchepasbl 9 2 3 1
Hapyenust co cTopoHsl HepBHOM

CUCTEMBI 2 2 4 7
CuHHKOIIaNbHOE COCTOSIHUE 2 2 4 7
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