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UH®OPMAIIMOHHBINM CIIPABOYHHUK
NMOHATHH (TEPMHUHOB), IPUMeHsAeMbIX B paMKkax EBpasuiickoro
IKOHOMHUYECKOTI0 COI03a B c(hpepe 0OpalieHHs JIEKAPCTBEHHbIX CPEACTB

Jlnisa mieneit oOpaiiieHus IeKapCTBEHHBIX CPECTB B pamKkax EBpasuiickoro
SKOHOMHUYECKOTO coro3a (nanee — Coro3) UCHONb3YKOTCS MOHATUS (TEPMUHBI),
KOTOPBIE 03HAYAIOT CIIETYIONIEE:

«ayiepren» — Jio0O0# JIEKapCTBEHHBIN Mpenapar, MpeIHa3HaueHHbIA IS
TOTO, YTOOBI BBISIBUTH WJIM BbI3BaTh Crieliupuueckoe MpruoOpPETeHHOE N3MEHEHUE
MMMYHOJIOTHYECKOW PEAKIIMH Ha BEIIECTBO, BHI3BIBAIOIIEE AJUIEPTHUIO;

«0€30MacHOCTh JIEKAPCTBEHHOTO Tipernapara (COOTHOIICHUE TOTb3a-PUCK)
— OIIEHKAa TOJIOKUTETBHBIX TEPANEBTUICCKUX APQPEKTOB JIEKapCTBEHHOTO
nperapara 1o OTHOIIEHHUIO K PUCKaM, CBSI3aHHBIM C €ro MPUMEHEHUEM (TIOHSITHE
pHUCKa BKJIIOYAET JFOOOM PHUCK, CBSI3aHHBIA C Ka4eCTBOM, O€30MacHOCTHIO WIITU
3¢ hEKTUBHOCTHIO JICKAPCTBEHHOTO TIperapara IO OTHOIIEHUIO K 3I0POBBIO
MaIMEeHTa WK HACEJICHU);

«OMOAHAJIOTUYHBIN JIEKAPCTBEHHBIN Tpenapar (OnoaHayior, 0Monogo0HbIN
JICKQpCTBEHHBIN Tpernapar, OMOCUMUIISP)» — OHOJOTUYECKHM JIEKapCTBEHHBIIN
npernapar, KOTOPbIM  CONEPXKUT  BEPCHIO  JICWCTBYIOIIETO  BEIIECTBA
3apETUCTPUPOBAHHOTO  OMOJIOTMYECKOTO  OpPUTHHAIBLHOTO  (pedepeHTHOro)
npenapara, M i1 KOTOPOro MPOAEMOHCTPUPOBAHO CXOACTBO (IO00M€e) Ha

OCHOBE CpaBHUTEIILHBIX HCCICOBAaHUNA C pe(epeHTHbIM MpenapaTtoM Io
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MOKa3aTeNsiM  KayecTBa, OHOJIOrMYEecKO aKTUBHOCTH, J(GGEKTUBHOCTH U
0€30ITaCHOCTH;

«OuoJIoruIecKas TOCTYIMHOCTh (OMOOCTYITHOCTD)» — CKOPOCTh U CTEIICHb,
C KOTOPBIMH JEWCTBYIOIIEE BEIECTBO WJIM €r0 AKTMBHAS YacThb MOJIEKYJbl U3
JIO3UPOBAHHOM JIEKApCTBEHHOM (DOpPMBI TOCTYHarOT B OONIMI KPOBOTOK U
CTAHOBSITCS IOCTYITHBIMU B MECTE JICUCTBUS;

«OHonornyeckasi 5KBUBAJICHTHOCTh (OMOAKBUBAIIEHTHOCTH)» — OTCYTCTBHE
3HAUMMBIX Pa3IMYuid O CKOPOCTH M CTENEHH, C KOTOPHIMH JEHCTBYIOLLIEE
BEIIECTBO MJM AaKTUBHAs 4YacThb MOJEKYJbl JEMCTBYIOIIENO BELIECTBA
(dbapMalieBTUUECKMX OSKBUBAJICHTOB WM  (DapMalleBTUYECKUX —aJIBTEPHATHB
CTAHOBSTCS JIOCTYITHBIMU B MECTE CBOETO JICUCTBUS NPY BBEACHUU B OJJMHAKOBOM
MOJISIPHOM J103€ B CXOXKUX YCJIOBHUSX B UCCIEOBAHUYN C HAJICKAIUM JTU3aHHOM;

«OMONIOTUYECKH JIEKapCTBEHHBIN Tperapar — JIeKapCTBEHHBIN Mpernapar,
JNEUCTBYIOLIEE  BEIIECTBO  KOTOPOTO  IPOM3BENCHO WM  BBIIEICHO
13 OMOJIOTMYECKOTO MCTOYHUKA, U JIJISl ONMCAHMS CBOMCTB M KOHTPOJISI KauecTBa
KOTOPOT0 HEOOXOIMMO COYETaHUE OHMOJIOIMYECKUX U  (PU3HKO-XUMHUYECKUX
METOJIOB aHaJM3a C OLEHKOM MPOM3BOACTBEHHOIO MPOILIECCa U METOIOB €ro
KOHTPOJIS;

«OMOTEXHOJIOTMYECKUI JIEKapCTBEHHBIM IMIpernapar» — JIeKapCTBEHHBIM
npenapar, MpOM3BENCHHBIM  MyTeM  OHMOTEXHOJNOTHMYECKHUX  IMPOLIECCOB
c npumeHeHneM pexoMOuHaHTHOM JIHK-TexHonmornu, Meroga KOHTPOIUPYEMO
AKCTIPECCUU TE€HOB, KOMUPYIOIINX BHIPAOOTKY OMOJIOTHYECKH aKTUBHBIX OCIIKOB,
MOHOKJIOHQJIbHBIC ~ aHTHUTEJA, TMIOJyYeHHBIE C TIOMOIIBI0 THOPHIOMHBIX
TEXHOJIOTUIA U JJPYTUX OMOTEXHOJIIOTUYECKUX MPOLIECCOB;

«OMOPKBUBAJICHTHBIC JICKAPCTBEHHbIE Tpenaparbl» — JIEKapCTBEHHBIC
npenaparbl,  sBISOUMecss — QapMalleBTUUECKd  AKBUBAJICHTHBIMU WU
(dbapMalieBTUUECKN  aJIbTEPHATUBHBIMU, OWUOJIOCTYITHOCTH  KOTOPBIX  IOCJE

BBCICHHA B OJMHAKOBLIX MOJIIPHBIX J103aX COIIOCTaABHMbI (CXOI[HBI) HaCTOJIbKO,
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410 00ecneunBaroT (PakTHIECKH (TI0 CYIIECTBY) OAMHAKOBBIE MX A((HEKTHUBHOCTD
u 0Oe3omacHOCTh. JIisi OlEHKH OMOPKBUBAIEHTHOCTH MOTYT IPOBOIUTHCS
KJIMHUYECKUE UCCIENOBaHMs ¢  (HapMaKOKMHETHUECKUMU KOHEYHBIMU TOUKAMH,
KIMHAYECKUMH WM (papMaKOTUHAMUYCCKUMH  KOHEYHBIMH  TOYKaMH,
UCCIIIOBAHUSL HAa KMBOTHBIX MOJENSX WM UCCIEIOBAaHUS in Vifro, €Clld OHU
aJIeKBaTHO 000CHOBAHBI U (WJI1) BATUAUPOBAHBI;

«Oporopa  HUCCIEIOBaTeNs» — CBOAHOE M3JIOKEHHUE KIMHUYECKUX
U JOKIMHUYECKUX JaHHBIX 00 HCCIEAyeMOM JIEKapCTBEHHOM Ipemapare(-ax),
OTHOCAIIMXCS K €r0 UCCIIEIOBAHUIO Y YETIOBEKA;

«BOBJICUEHHOE B MHCCIEIOBaHHE rocyaapctBo — wieH Corw3a»y —
rocygapctBo — wieH Coro3a, B KOTOpOE IMOJAHO 3asBJICHHUE O MOJyYECHUU
paspelnieHus Ha MPOBEICHNE KIMHUYECKOTO UCCIEAOBaHUS UJIM Ha BHECCHHE
CYILIECTBEHHOM MOMpPaBKU (B paMKaxX WHCIEKTHUPOBAHHS MEXIYHAPOIHBIMU
OpraHu3alusiMd ~ TOHSATUIO COOTBETCTBYET TEPMUH «member  state
concerned»);

«BOCIIPOW3BE/ICHHBIA  JIGKAPCTBEHHBIM  Tipernapar  (TEHEpPUK)»  —
JIEKAPCTBEHHBIM  MpEMapar, MUMECIONMH  TaKOM K€  KOJIMYECTBECHHBIN
Y KaY€CTBEHHBIN COCTAB ICHCTBYIOIIUX BEIIECTB U TY K€ JIEKAPCTBEHHYIO (PopMy,
9T0 W OpPWUTWHAJBHBIA TIpernapar, W OHOIKBHBAJICHTHOCTH KOTOPOTO
OpPUTHHAILHOMY JICKApCTBEHHOMY nperapary MOATBEPKIACTCS
COOTBETCTBYIOIIIMMH HMCCIICIOBAHUSAMH OHMOIOCTYITHOCTH. PasiwdHble  COMH,
3puUpBI, W30MEPH, CMECH M30MEPOB, KOMIUIEKCHI WM TPOWU3BOIHBIC
JICUCTBYIOIIETO BEMIECTBA MPHU3HAIOTCA OMHUM M TEM XK€ JCHCTBYIOIIIM
BEIIECTBOM, €clii MX 0Oe30macHoCTb U 3()(EKTUBHOCTH  CYIIECTBEHHO
HE OTIMYArOTCs. Pa3nmmdnble  JIeKapcTBeHHBIC (GOPMBI IS TIPpHEMa BHYTPb
(TabneTKu, Karcyibl) C HEMEJICHHBIM BBHICBOOOXKICHUEM MPU3HAIOTCS B paMKax

UCCIIEIOBaHUHN OMOTIOCTYITHOCTH OJTHOM M TOM e JIEKapCTBEHHOU (POpMOii;
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«BPEMEHHAsI OCTAHOBKA KJIMHUYECKOTO UCCIEA0BAHUS» — MPEPHIBAHUE
IIPOBEACHUS KIIMHUYECKOTO UCCIIEIOBAHUSI CIIOHCOPOM, HE IIPEYCMOTPEHHOE
IPOTOKOJIOM, C MOCIEAYIOINUM HaMEPEHUEM CIIOHCOpa BO30OHOBUTH €ro (B
paMKax HHCHEKTUPOBAHUS MEXKIYHAPOAHBIMUA OpraHU3alUsAMU TOHSITHIO
COOTBETCTBYET TepMUH «temporary halt of a clinical trial»);

«BCIIOMOTaTeNbHOE BEIIECTBO» — BEIIECTBO, 32 UCKIFOYEHUEM AKTUBHBIX
(dhapMalieBTHUECKUX CyOCTaHIIUi, BXOASIIEE B COCTAB JIEKAPCTBEHHOTO Mpenapara
JUISL IPUJIAHUSL €My HEOOXOMMBIX CBOMCTB;

«BCIIOMOTATEIbHBIM JIEKAPCTBEHHBIN Ipenapar» — JEKapCTBEHHBIN
npenapar, NPUMEHSIEMBIM B LENAX KIMHUYECKOIO HCCIEIOBAHUSA B
COOTBETCTBUM C NPEANUCAHUEM IPOTOKOJIA, HO HE B KAYECTBE UCCIIELYEMOIO
JIEKapCTBEHHOI0 Ipenapara (B paMKax MHCIEKTUPOBAHUS MEXIYHAPOIHBIMU
OpraHu3alMsIMU TIOHSATHUIO COOTBETCTBYET TepMHUH «auxiliary medicinal
producty);

«BTOpUYHAS (MIOTPEOUTENLCKAsI) YIAKOBKA» — YIIAKOBKA, B KOTOPYIO
IIOMEILAETCs JIEKAPCTBEHHBbIN Npernapar B IEPBUYHOU WIA IPOMEKYTOYHOU
YTAKOBKeE JUIs pean3aliiy NoTpeOuTelto;

«TEHEepaTop PpaJAUOHYKIWAHBI» — Jro0as cucrema, coaepKauias
(UKCUPOBAaHHBIA TMEPBUYHBIA  PAJUOHYKIHJ, M3 KOTOPOro 00pasyrorcs
BTOPUYHBIE PAIMOHYKIIUbI, U3BJICKAIOIINAECS ITyTEM JIIOMPOBAHUS WM IPYTHUM
CIIOCOOOM U UCHOJB3YIOIIMECS B paano(apMalieBTUHYECKOM JIEKAPCTBEHHOM
npernapare;

«TUOpPUAHBIN JIEKAPCTBEHHBIA TMperapar» — JIEKapCTBEHHBIN Ipenapar,
HE MOANAJAIONINN IOl OINpPENEICHUE BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOIO
npernapara Wid Mpu HEBO3MOXKHOCTH MOATBEPXKICHHS €10 OMO3KBUBAJICHTHOCTH
C TIOMOIIIBIO UCCIIEIOBAHNN OMOIOCTYITHOCTH, a TAKXKe B CIy4yae, €CiId B IAHHOM

npernapare MNpOW3ONLUIM  M3MEHEHMs JICHCTBYIOIIETO BellecTBa (BEIIECTB),
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MOKa3aHUN K MPUMEHEHUIO, JO3MPOBKH, JIEKAPCTBEHHOM (OPMBI WM IyTH
BBEJICHUS 110 CPABHEHHUIO C OPUTMHAJIBLHBIM MPEMapaToM;

«TJaBHBIM  HMCCIENOBATENb» —  HUCCIEAOBaTeNb,  SBJISIOUIUNCA
OTBETCTBEHHBIM PYKOBOJUTEJIEM TPYIIbl HCCIEI0BATENCH, MPOBOAAIINX
KJIMHUYECKOE HCCIIEJOBAaHUE B KIMHUYECKOM IIEHTpe (B pamkax
WHCITEKTUPOBAHUS MEXTYHAPOTHBIMU OpraHu3aIusIMU MOHSTHIO
COOTBETCTBYET TEPMHH «principal investigator»);

«TOMEONATUYECKUM  JICKAPCTBEHHBIM  Mperapar» — JIEKapCTBEHHBIN
npenapar, MpOU3BEICHHBIN 0 TOMEOIaTUYECKOM TEXHOJIOTHHU C UCTIONh30BaHHEM
TOMEOIaTUYECKOTO ChIPhsi B COOTBETCTBUU C TpeOoBaHusmu (papmarorien Coroza
WIIM B CITy4ae UX OTCYTCTBHSI B COOTBETCTBUU C TPEOOBAHHUSIMUA TOMEOTIATHYECKIX
dapmaxomneit;

«TOCYAApCTBO MpHU3HAHUS» — TocyaapcTBO —uieH Coro3a, B KOTOPOM
JIEKapCTBEHHBIN Tperapar 3aperucTprUpoBaH (PETUCTPUPYETCs) C MPOBEACHUEM
OKCTIEPTU3bI, BKJIOYAIOUIEH OLIEHKY JKCIEPTHOIO OT4eTa 00 OIEHKE
oe3onacHoCcTH, 3(G(GEKTUBHOCTM UM KauecTBa JIEKAPCTBEHHOIO TMpernapara,
MOATOTOBJICHHOTO pe(ePEHTHBIM rOCYIapCTBOM;

«aepkareab PErHCTPAMOHHOTO YIOCTOBEPEHUS» — IOPUIUYECKOE JIHUIIO,
Ha UMsI KOTOPOTO BBIJIAHO PETHCTPAIMOHHOE YIOCTOBEPEHUE Ha JICKAPCTBEHHBIN
npenapar M HECyllee OTBETCTBEHHOCTh 3a 0e30MacHOCTh, 3(P(PEeKTHBHOCTD
Y Ka4€CTBO JIEKAPCTBEHHOIO Mpernapara;

«I03UPOBKA JIEKAPCTBEHHOTO TMpenaparay — KOJMYECTBEHHO BBIPAKEHHOE
CONlEpKAaHUE JICHCTBYIOUIMX BEIIECTB B EAMHUIIEC JO3MPOBAaHUS, 00bEMa WU
Macchl B COOTBETCTBUM C JIGKQPCTBEHHOW (HOPMOM, a JUIsi HEKOTOPHIX BHUIOB
JIEKAPCTBEHHBIX (POPM — KOJIMYECTBO BBICBOOOXKIIAEMOIO M3 JIEKAPCTBEHHOM
(dbopMBbI IEHCTBYIOIIETO BEIIECTBA 32 €AUHUILY BPEMEHU;

«IOKJIMHUYECKNE WCCIICNAOBaHMs) — OMOMEIUIMHCKHE WCCIEI0BaHus,

NPOBOAMMBIE O€3 y4acTHsI YeJIOBEKA B KAU€CTBE CyObEKTa;
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«EmuHbIN peecTp 3aperuCTpUPOBAaHHBIX JIEKAPCTBEHHBIX cpelacTB Coro3a
(peectp Coroza)» — 00wt nHGOPMAIIMOHHBIN pecypc, (GOPMUPYEMBI B paMKax
MHTETPUPOBAHHOMN MH(OpMAIIMOHHOM crcTeMbl COr03a U CoMep KAl CBEICHUS
O JICKaPCTBEHHBIX CPEACTBAX, 3aPETHCTPUPOBAHHBIX WM NPOLICANINX HHBIC
MIPOLIEAYPHI, CBA3AHHBIE C PErUCTpalMel, B CcoOoTBeTCTBUU C [IpaBuiiamun
pPETUCTpAllMM W JKCHEPTU3bI JICKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
IIPUMEHEHMS, YCTAaHOBJICHHBIMU KoMuccuen;

«3aBEpPUICHUE KIIMHUYECKOTO HCCIEAOBAHUS) — TOCIHEAHUM BU3UT
MOCJIETHET0 CyObEKTa UITU MO3/IHEE, ECIU TaK yKa3aHO B IPOTOKOJIE (B paMKax
WHCIIEKTUPOBAHUSA MEXKTyHapOHBIMU OpraHu3alusIMu MTOHSATHUIO
cootBeTcTBYeT TepMUH «end of a clinical trialy);

«3apETUCTPUPOBAHHBIN BCIIOMOTATEIbHBIN JICKAPCTBEHHBIN MpeEnapar
(npumenutenbHOo K IlpaBunam Hagnexamed KIMHUYECKOW MNPAKTUKU
EBpazuiickoro »KOHOMHUYECKOTO COl03a) — JIEKAPCTBEHHBIM mpenapar,
3aperucTpupoBaHHblid Ha TeppuTopun Coro3a B cooTBeTcTBUM ¢ [IpaBuiiamu
PETUCTPAIIMA U AKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JJIsi MEAULIMHCKOTO
MPUMEEHHHUS, HE3aBUCUMO OT M3MEHEHHS MHGOpPMAIMU O JIEKapCTBEHHOM
rpenapare, NPpUMEHSIEMbI B Kau€CTBE BCIIOMOTATEIBHOTO JIEKAPCTBEHHOTO
npemnapara (B paMKax UHCIEKTUPOBAHUS MEXIYHAPOIHBIMUA OpTraHU3AIUSIMHU
MOHSITUIO COOTBETCTBYET TepMuH «authorised auxiliary medicinal producty);

«3apETrUCTPUPOBAHHBIA  HCCIEIYEMBIA JIEKAPCTBEHHBIA IpErapar»
(npumenutenbHo K IlpaBunam Hajgnexamed KIMHUYECKOW MNpPaKTUKU
EBpazuiickoro 3»KOHOMHYECKOIO COm03a) — JIEKApCTBEHHBIM Mpemnapar,
3aperucTpupoBaHHbld Ha TeppuTopun Coro3a B cooTBeTcTBUM C [IpaBunamu
pPETUCTPAIIMA U DKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JJIsi MEAULIMHCKOTO
NPUMEHEHHUS, HE3aBUCHUMO OT M3MEHEHHUS MH(OpMaIUU O JIEKapCTBEHHOM
npernapare, NPUMEHSEMBIM B KAad4eCTBE MCCIELYEMOTO JIEKAPCTBEHHOIO

npclapara (B paMKax MHCIICKTUPOBAHUA MCKAYHAPOJIHBIMHU OPIraHHU3aAlWAMMA
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MOHATHIO COOTBETCTBYeT TepMUH «authorised investigational medicinal
producty);

«MMMYHOJIOTUYECKU I (MMMYHOOHOJIOTUIECKHHA ) JIEKAPCTBEHHBIN
npernapar» — JIeKapCTBEHHBIN Mpernapar, npeIHa3HadYeHHbIN U1 (GOpMUPOBAHNS
AaKTMBHOTO WJIM TACCHBHOTO WMMYHWTETa, WJIA JAWArHOCTUKU HAJTUYWS
UMMYHUTETA, WU TUAaTHOCTUKY (BBIPAOOTKH) CrieU(PUUECKOro MpUOOPETEHHOTO
W3MEHEHHUSI IMMYHOJIOTHYECKOTO OTBETA Ha aJUIEPTU3UPYIOIINE BEIICCTRA;

«MHCTPYKIMS TI0 MEAUIMHCKOMY TPUMEHEHUIO (JIMCTOK-BKJIAJIBIII)» —
JOKYMEHT, YTBEPKIAEMbIil YIOJIHOMOYEHHBIM OpPIaHOM TOCYAapcTBa — 4ieHA
Coro3a B cootBercTBHU ¢ mpaBwiamu Coro3a, copepkalmi HHPOPMAIHIO IS
NOTPEOUTEIIS ¥ COMPOBOXKIAIOIIIMH JIEKAPCTBEHHBIH Mpenapar B yIIaKOBKE;

«uHGOPMHUPOBAHHOE  COIVIacKMe» — CBOOOAHOE U JOOPOBOJILHOE
BOJICM3bSBIICHHE CYObEKTa O CBOEM JKEIaHWU YYacTBOBaTh B KOHKPETHOM
KJIMHUYECKOM HCCIICIOBAHUM TIOCIIE TMOMYYEHUSI CBEICHU 000 BCEX acreKTax
ATOTO KJIMHUYECKOTO WCCIICNMOBAHUS, 3HAUYUMBIX JIJII TIPUHSATHS PEIICHUS
cyObekToM 00 yyacTMM WM, B CIy4ae C HECOBEPILIEHHOJIECTHUMHU
Y HEIEECTIOCOOHBIMU CYyOBEKTaMH, pa3pellicHHe WM COIIache HMX 3aKOHHBIX
NPEACTABUTENEH O BKIIFOUEHUH TaKUX CyObEKTOB B KIIMHUYECKOE MCCIIEIOBAHKE.
NudopMupoBaHHOe corviacue JIOKYMEHTHPYETCS IOCPEICTBOM TOAMTUCAHUS
U atupoBaHus HOpMbI HHPOPMHPOBAHHOTO COTIIACHS;

«HCCIEAYEMbII BBICOKOTEXHOJIOTHUECKUI JICKAPCTBEHHBIM Tperapar» —
VCCIIEyEMbII JICKAPCTBEHHBIM MpEMNapar, SBJSIOMIUNCI T€HOTEPANeBTUYECKUM
JICKApCTBEHHBIM ~ TIPEMapaToM, JICKAPCTBEHHBIM TMIpermaparoM Ha OCHOBE
COMAaTUYECKHX KJIETOK WJIM TIperaparoM TKaHEBOW HWHXXEHEepHH (B paMKax
WHCITCKTUPOBAHUS MEXTYHAPOTHBIMU OpraHu3aIusIMA MOHSTHIO
cooTBeTCTBYeT TepMuH «advanced therapy investigational medicinal producty);

«UCCIIeMyeMbIN JIEKapCTBEHHBIN TIpenapar» — JIEKapCTBEHHBINA Tperapar,

KOTOpI:IfI B KIMHHUYCCKOM HMCCICAOBAHHMK IIOABCPIacrCia HCIBLITAHUIO WIN
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NpUMEHSIETCd B KayeCTBE CpaBHEHMs, BKIIOYas IUI1aedo, B TOM YHMCIE
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Tpenapar B Cllydae, €Cid Crocold ero
NPUMEHEHHUS OTIMYAETCS OT YTBEPXKIEHHOTO, a TaKKe MPU €ro NMpUMEHEHUU
110 HOBOMY TMIOKa3aHUIO WM JJisl TOJYYEeHUs JOIMOJHUTEILHON WHbOopMau
10 YTBEPKACHHOMY ITOKa3aHHUIO;

«KaueCTBO JIEKAPCTBEHHOIO CPEACTBa» — COBOKYIIHOCTb CBOICTB
U XapaKTepUCTUK (hapMaIleBTUUECKOM CyOCTaHIIMY U JIEKAPCTBEHHOTO TIperapara,
oOecrieunBarolasl WX MPUTOAHOCTh IEJIEBOMY Ha3HAUEHUIO B COOTBETCTBUU
¢ TpeboBaHusiMU CO1033;

«KIIMHUYECKOE H3yYeHue» — Jo0as HccienoBaresibckas —padora,
NpOBOJIMMAsl y 4YEJIOBEKa B IEJISIX YCTAHOBJIEHUS O€30MacHOCTU U (WIIN)
3 PEKTUBHOCTH JIEKAPCTBEHHBIX MIPETAPATOB M HANPABJICHHAS Ha!

— BBISIBJIGHUE WM TMPOBEPKY KIMHUYECKUX, (HhapMaKOIOTUYECKUX WU
uHbIX  (papmakoguHamMuueckux  3(P(EeKToB  OOHOTO MM HECKOJIBbKHX
JICKQpCTBEHHBIX MPEINapaToB;

— BBISBIICHUE KaKMX-JIMOO HEKENATeNIbHBIX PEaKIMii Ha OIUH WU
HECKOJIBKO JIEKaPCTBEHHBIX MIPETapaToB; WIN

— M3y4YeHHe a0CcopOLMH, pacrpeaeineHrs, MeTaboIM3Ma Wi BBIBEICHUS
OIHOTO WJIK O0JIee JIEKapCTBEHHBIX MPENaparos;

«KITMHUYECKOE HCCIIeoBaHUE (UCTBITAHUE)» — KIMHUYECKOE M3yYeHHE,
YAOBJIETBOPSIOIIEE XOTS Obl OAHOMY M3 HUKECIIETYIOIIUX YCIIOBHIA:

— Ha3HAYEHUE CYOBEKTY UCCIEAOBAHUSI KOHKPETHOU TE€pareBTUYECKOM
CTparernu (BMEIIaTeIhCTBA) MPOUCXOAUT 3apaHee W HE SIBISETCS PYTUHHOU
KIMHUYECKOW  MPAKTUKOW B BOBJIEUCHHOM B HCCJEJOBaHUE
rocyaapctse — wieHe Coro3a;

— pellleHre O HAa3HAYEHHMH HCCJIEAYEeMOro JIEKapCTBEHHOIO Ipernapara
NPUHUMAETCA COBMECTHO C PEIICHMEM O BKJIIOUYEHUU CyObEKTa

B KIIMHUYCCKOC U3YUYCHUC,; NI
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— cyObeKTaM  HCCIEIOBAaHMs, IOMHUMO  TpOLEAyp  PYTHHHOM
KJIMHUYECKOW TMPAKTUKH, BBIMOJIHAIOTCS JIOMOJIHUTEIbHBIE MPOLEAYPHI
JUArHOCTUKW  WJIM  MOHUTOpPUHTa (B pamMKax  HMHCHEKTHUPOBAHMUS
MEXKIYHAPOJAHBIMU OPraHU3alMSIMU TMOHSITHUIO COOTBETCTBYET TEPMUH
«clinical study»);

«JIEKapCTBEHHass (opMa» — COCTOSHUE JIEKapCTBEHHOIO IIperapara,
COOTBETCTBYIOIIIEE CIIOCO0aM €ro BBEJICHUS M IPUMEHEHHUsI U 00eCcIieunBaroIiee
JOCTHXeHUe HeoOxonumoro 3ddekra;

(JICKQPCTBEHHOE PACTUTEIBHOE ChIPbE» — CBEXKUE WM BBICYIIICHHBIC
pacTeHus, BOAOPOCTH, TPpUObl WIKM JUIIAWMHUKA MO0 UX YaCTH, IEIbHbIC WU
M3MEJIBICHHBIC, UCTIOIb3YEMBIE JIs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

«JICKapCTBEHHOE CPENICTBO» — CPEACTBO, MPECTABISIONICe COOON wWin
COZeprKaIlee BEIIeCTBO WJIM KOMOWHAIIMIO BEIECTB, BCTYMAIOIIEe B KOHTAKT
C OPraHU3MOM YEJIOBEKa, TMpEIHA3HAYCHHOE JUIsl JICYCHMS, NPOPUITAKTUKU
3a00JICBAaHUI YEJIOBEKA WJIM BOCCTAHOBJICHUS, KOPPEKIIMU WM U3MEHEHUS €ro
(bU3HOIOTUYECKUX byHKIMI MOCPEICTBOM (hapMakoJIOru4ecKoro,
UMMYHOJIOTHYECKOTO  JIMOO  MeTabONMYeCKOTO  BO3ACHUCTBHS WM IS
JIMarHOCTUKH 3a00JIEBAHUI M COCTOSTHAM YEIIOBEKA;

«JICKapCTBEHHBIM TMpenapar» — JIEKapCTBEHHOE CPEICTBO B BUJE
JIEKapCTBEHHOU (hOPMBI;

(JIGKapCTBEHHBIN TIpemapar C XOPOIIO HW3YYEHHBIM  MEIUITMHCKAM
MPUMEHEHUEM» — JIEKAPCTBEHHBIN Tpenapar, ASUCTBYIOIIEE BEIIECTBO KOTOPOrO
XOpOIIO HK3Yy4EHO B XOJA€ MEIUIIMHCKOTO TMPUMEHEHUs, TMpPU3HAHA €ro
3pPEKTUBHOCT, W TMpUeMIieMasi CTeNeHb Oe30MacHOCTH, MOATBEPKICHHAS
NoIpOOHBIMU OUOSTMOTpaPUUECKUMI CChUTKAMHU Ha OITyOJIMKOBAHHBIEC JaHHBIC 110
MOCTPETUCTPALIMOHHBIM U (MJIH) MUAEMHUOJIOTHYECKUM UCCIIEAOBAHUSM, U MPOIILIO

He MeHee 10 ner ¢ AATbl IICPBOI'0 CUCTEMATUYCCKOIO WM JOKYMCHTHUPOBAHHOI'O
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NPUMEHEHUs1 JICHCTBYIONIErO(-MX) BeIecTBa(-B) JAAHHOTO  JIEKapPCTBEHHOI'O
npenapara He MeHee, 4YeM B TpexX rocyaperax — wieHax Corosa;

«JICKapCTBEHHBIN PACTUTEIIbHBIA NPEnapar» — JIEKAPCTBEHHbBIM MPENapar,
COIEp)KallMid B  KA4eCTBE  AKTHBHBIX  KOMIIOHEHTOB  HCKJIFOYUTEIBHO
JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE U (MJIM) TIPEenaparbl Ha €r0 OCHOBE;

«MaJIOMHTEPBEHLIMOHHOE KIIMHUYECKOE HCCIEAOBAHUE» — KIMHUYECKOE
WCCIICIOBAHME, YOBJIETBOPSIONIEE OJHOBPEMEHHO BCEM W3 TMEPEUMCICHHBIX
HWKE YCIIOBHIA:

a) uccieayeMble JIEKapCTBEHHbIE TPENaparhl, 3a UCKIIOYEHHEM IU1aneoo,
3apEeruCTPUPOBAHBI B yCTAHOBJIEHHOM MOPSIJIKE;

0) COIIacHO MPOTOKOJTY KIIMHUYECKOTO UCCIICIOBAHMS:

— UCCIIEAYEMBIE JIEKAPCTBEHHBIE MpEnaparbl IPUMEHSIOTCSI B COOTBETCTBUN
C YCJIOBUSIMH TIPUMEHEHHUs1 (MCIIONb30BaHMsA), KOTOpbIE ObUIM OJOOpPEHBI NpHU
UX PETUCTPaLUH, WIH

— IPUMEHEHUE UCCIEyeMbIX JIEKAPCTBEHHBIX IPENaparoB OCHOBAHO
Ha JIOKA3aTeJIbCTBAX M MOJKPEIJICHO OIMyOJIMKOBAHHBIMUA HAayYHBIMHU JAHHBIMU
1o 0e30MacHOCT M A(PPEKTUBHOCTH TaKUX MCCIEAYEMbIX JIEKAPCTBEHHBIX
npenaparoB B J0OOM U3 BOBJICUEHHBIX B MCCIIEJOBAaHHUE IOCYIapCTB-YWICHOB; U

B) JIONIOJTHUTEJbHBIE IPOLEYPhl IMATHOCTUKH MJIM MOHUTOPUHTA HE HECYT
Ui 0e30MacHOCTH  CYOBEKTOB  JIONOJHUTENBHBIM  PUCK WM Opems,
NPEBBILIAIONIME MUHUMAJIbHO BO3MOXHBIE [0 CPAaBHEHUIO C PYTUHHOU
KJIMHUYECKOM TPaKTUKOW B JIOOOM U3 BOBJICUEHHBIX B HCCICIOBAaHUE
rocynapctB-uwieHoB Coro3a (B paMKax MHCHEKTUPOBAHUSA MEXIAYHAPOIHBIMU
OpraHu3alusIMU TIOHATHIO COOTBETCTBYeT TepMuH «low-intervention clinical
trial»);

«MapKHpPOBKa JIEKAPCTBEHHBIX CPENCTB» — HWHOpMalMs, HaHECEHHas

Ha YIIAKOBKY JICKAPCTBCHHOI'O CPCACTBA,
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«MEXKIyHApOIHOE HEMATEHTOBAHHOEC HAWMEHOBAHWE» — HAMMEHOBAHUE
JICUCTBYIOIIIETO  BEIIECTBA, PEKOMEHJIOBAHHOE BceMHMpHON —OpraHu3anuen
37PaBOOXPAHEHUS;

«MHOTOLICHTPOBOE ~ KJIMHUYECKOE  HCCIENOBAHHUE» —  KIMHUYECKOE
UCCIIEZIOBaHUE, MPOBOJUMOE MO €IUHOMY IPOTOKOIYy Oojiee YeM B OIHOM
UCCIIEZI0BATENILCKOM IIEHTPE U, 3HAUUT, 00JIee YeM OIHUM UCCIIE0BATEIIEM;

«HA0Op U TPUTOTOBJICHUS paauo(apMarieBTUYECKOTO JIEKapCTBEHHOTO
nperapara» — JI000M Mpemnapar, KOTOPbIi JOJDKEH OBITh BOCCTAHOBJICH WIIH
CMEIIaH C PAMOHYKIWIAMH, I TOJYyYEHUsS TOTOBOIO K NPUMEHEHUIO
panrodapMalieBTUUECKOro JIGKApPCTBEHHOT'O Tperapara, Kak MpaBuiio, Mepell ero
HCIIOJIb30BaHUEM;

«HaJJICKAaIIast TUCTPUOBIOTOPCKAS ITPAKTUKA» — IIPaBUIIA,
paclpoCTpaHSIOMIUECS Ha  4YacTh  CHCTEMBbI  OOECIICUCHMsI  KadecCTRa,
rapaHTUPYIONINE KAYECTBO JIEKAPCTBEHHBIX CPEACTB HA MPOTSKEHUU BCEX ATAIOB
LEMY TTOCTaBKH, BKJIIOYAsl XPAHEHUE Y TPAHCHOPTUPOBKY, OT MPOU3BOAUTENS 10
CYOBEKTOB, OCYIIECTRIISIONIUX PO3HUYHYIO PEATM3ALIMIO UK OTITYCK HACEICHUIO
JIEKAPCTBEHHBIX  CPEACTB,  BKIIOYAsl  OpPraHU3alMM,  OCYIICCTBIISIIOIINE
MEJUIIUHCKYTO JEATEITLHOCTD;

«HaJyIekKAIash KIMHUYECKas: MPAKTUKa» — CBOJA TMOAPOOHBIX STUYECKUX
Y HayyHbIX TpeOOBaHWM K TUIAHUPOBAHUIO, TMPOBEICHUIO, pPEaIM3allvy,
MOHUTOPHUHTY, ayduTy, JOKYMEHTHUPOBAHUIO, AHAIM3Y W IPEICTABICHUIO
pPE3yJBTaTOB KJIMHUYECKUX HCCIEI0BaHUM, 00€CIeUMBAIOIIUX 3allUTy IIpaB,
0€301acHOCTH M 0JIaronoy4us CyObEKTOB M IOYYCHHE B paMKaX KIIMHUYIECKOTO
WCCJIeIOBAaHUS HAICKHBIX U JOCTOBEPHBIX JAHHBIX;

«HaJJIC)KAaIas MIPAKTUKA dhapMakoHa30par» - npaBuJia,
PacpOCTPaHSIONIUECS Ha OCYIIECTRICHUE ACITEILHOCTH 0 (hapMaKOHA130py B

rocynapcTBax — wieHax Coro3a, pa3pabOoTaHHOE YIOJTHOMOYCHHBIMU OpraHaMH B
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chepe oOpalieHusi JIEKQpPCTBEHHBIX CPEACTB rocyaapcTB —wieHoB (Coro3a
Y 3aMHTEPECOBAHHBIMU CTOPOHAMU;

«HajIeKamme ¢apMaleBTHUeCKie TNpakTUKU B cdepe obparieHus
JICKApCTBEHHBIX CPEICTB» — IMPaBWJIA, PACIPOCTPAHSIONIMECS HAa BCE ATaIlbI
oOpalrieHrst JICKApCTBEHHBIX CPEICTB: HaJyIeXkamas jJadoparopHasl TpaKTHKa,
HaJUIOKaIIass KJIMHUYeCKas TMpaKThKa, HaIJIeKallas IPOU3BOICTBCHHAS
NpaKTUKa, HaAJeKaIas JUCTPUOBIOTOPCKAs MPAKTUKA, HAJIeKalas anTeyHas
NpaKTUKa, HaAJIeKaIas mpakTuka papMakoHaa30pa U APYTrue MPaKkTUKY;

«HaMEHOBAHWE JIGKAPCTBEHHOUN (POPMBI» — CJIOBO WJIM CJIOBOCOUYETAHHE,
BBIpAXKAIOIIEe CAMHNYHOE MOHATHE O JICKAPCTBEHHON (hopMe M OTIIMYAOIIee
€€ OT JIpyrux JiekapcTBEHHBIX (hopM. COBOKYITHOCTH (II€peueHb) HAMMEHOBAHUIA
BUJIOB JICKAPCTBEHHBIX OPM 00pazyeT UX HOMEHKIIATYpy;

«HAYalo KIWMHUYECKOTO HWCCIEOBAaHU» — TEpBOE JACHCTBUE TO
BKJIFOUCHHUIO TIOTCHIIMAIBHOTO CYOBEKTa B ONpPEICICHHOE KIMHUYCCKOE
WCCJICIOBaHUE, €CIIM WHOE HE YyKa3aHO B TMPOTOKoyie (B paMkax
WHCITEKTUPOBAHUS MEXTYHAPOTHBIMU OpraHu3aIusIMA MOHSTHIO
COOTBETCTBYET TepMHH «start of a clinical trial»);

«HEACECITOCOOHBIN CYyOBEKT» — CYOBEKT KIIMHMYECKOTO MCCIIECIOBAHNS,
KOTOpBIA 1O MpUYWHAM, HE CBA3aHHBIM C  BO3pacTOM a4y
WH()OPMHUPOBAHHOTO COTJIACHS Ha 3aKOHHBIX OCHOBAaHMSX, HECIIOCOOCH JaTh
WHOOPMHUPOBAHHOE COTJIaCH€ B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
BOBJICYCHHOTO B HCCieAoBaHUE rocymapctBa — wiena Coro3a (B pamkax
WHCIIEKTUPOBAHUS MEXTYHAPOTHBIMU OpraHu3aIusIMu MOHSITHIO
COOTBETCTBYET TEPMUH «incapacitated subject»);

«HEXKeJaTelIbHAs peaklus» — HenpeaHaMepeHHas HeOIaronpusTHas
peakiysi ~ OpraHu3ma, CBsS3aHHasT C  [PUMEHEHUEM  JIEKapCTBEHHOI'O

(uccnemyeMoro) Impemapara, NOpernojiararonas HaIddue, KaKk MHHUMYM,
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BO3MO)KHOM B3aMMOCBSI3M C TPUMEHEHHEM TOI03PEBAEMOI0 JIEKAPCTBEHHOTO
(uccrnemyemMoro) npemnapara;

«HEXEJIATENIbHOE SIBJIEHUE» — JIt000€ HEONaronpusTHOE HW3MEHEHHE
B COCTOSIHUM 3JI0POBbsl MAallMEHTa WM CYObEKTa KIMHUYECKOTO HCCIIEIOBAHUS
(McTibITaHMsT), KOTOPOMY Ha3HAuJaJICs JIEKAPCTBEHHBIN (MCCIieyeMbIil) pernapar,
HE3aBUCHUMO OT MPUYUHHO-CJIC/ICTBEHHOM CBSI3U C €70 MPUMEHEHUEM;

CHEHHTEPBEHIIMOHHOE MCCIEIOBAHNUE» — KIMHUYECKOE H3yYEHHE, HE
SBJISIFOIIEECS] KIMHUYECKUM HCCIEIOBAaHUEM (B paMKax HMHCIEKTUPOBAHUS
MEXIyHAPOJAHBIMU  OpPraHU3allMsIMH  TOHSTHIO COOTBETCTBYET TEPMUH
«non-interventional study»);

«HEPEKOMEH/IOBAHHOE TNPUMEHEHHE» — HAMEPEHHOE M HEHaJIeXallee
NPUMEHEHUE JIEKAPCTBEHHOIO Tpernapara, KOTOPOE HE  COOTBETCTBYET
07100pEHHOMY B 00I1Iei XapaKTePUCTUKE JIEKAPCTBEHHOTO TIperapara;

«HENpeIBUICHHAS HEXKeNlaTeIbHas peakius» — HeXelarelbHasi peaxiys,
XapakTep, CTENEHb TSKECTH WM UCXOJ KOTOPOI HE COOTBETCTBYET MHGOpMAITUU
B JICUCTBYIONIEH MHCTPYKIIUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO
npemnapara 00 B OpOIIIOpPEe HCCIENOBATENsd s HE3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Mperapara;

«HECOBEPIICHHOJETHUN» — CYOBEKT, KOTOPBIM, B COOTBETCTBUU C
3aKOHOJIaTeIbCTBOM BOBJICYEHHOTO B MCCIIEOBAaHHE TOCyAapcTBa — 4JICHA
Coro3a, He 1OCTUT BO3pacTa Aa4ud HHOOPMUPOBAHHOTO COTIACHS HAa 3aKOHHBIX
OCHOBAHUSIX (B paMKax MHCIICKTUPOBAHUS MEK/TyHapOIHBIMU
OpraHU3aANMIMHU TTOHSATHIO COOTBETCTBYET TEPMHUH «MINor»);

«HOPMATHBHBINA JOKYMEHT IO Ka4eCTBY» — JIOKyMEHT, YCTaHABJIUBAIOIINUN
TpeOOBaHUSI K KOHTPOJIIO KauecTBa JIEKAPCTBEHHOIO Mpemnapara (CoaepKaluii
crieur(pUKAIMIO ¥ ONTMCAHNUE aHATTUTUYECKUX METOIMK Y MCTIBITAHUIA WITH CCHLTKU
HAa HUX, a TAKXX€ COOTBETCTBYIOIIME KPUTEPUU MPUEMIIEMOCTHU ISl YKa3aHHBIX

nokaszarejel KayecTBa W Jip.) HAa OCHOBAaHUU IMPOBEICHHOM ASKCIEPTU3bI



14

JIEKapCTBEHHOTO Ipernapara, KOTOPbIi yTBEPKAAETCSl YIIOJTHOMOUYEHHBIM OpPraHOM
rocynapctBa — uiena Coroza mpu peructpanuu Ha Tepputopun Coroza u
NpeAHa3HaueH JUIsl KOHTPOJIS KauecTBa JICKAPCTBEHHOTO TIperapara B
MOCTPErUCTPAIIMOHHBIN reproja Ha Tepputopuun Coro3a;

«oOpaIeHne JIEKapCTBEHHBIX CPEJICTB» — JIEATENbHOCTD, BKITIOYAOIIIAS
NPOLECChl  Pa3padOTKU, JOKIMHUYECKUX  HCCICIOBAHUM, KIMHUYECKUX
WCCIIeZIOBaHUHN (MCIIBITAHMM), SKCIIEPTU3bl, PETHUCTpaIuH, (apMaKoHAI30pa,
KOHTPOJIS KauecCTBa, MIPOU3BOJICTRA, W3TOTOBJICHHS], XpaHEHUs,
TPAHCIIOPTUPOBAHUS, BBO3a Ha TaMOXXEHHYIO Teppuropuio Coro3a M BbIBO3a
c TaMoxkeHHOW Tepputopur  Coro3a, TepeMelIeHus C TEPPUTOPUU  OTHOTO
roCyJapcTBa — Wi€Ha Ha TEPPUTOPUM JPYTUX TOCYAAPCTB — WIEHOB, OTITYCKa,
peanu3alyu, epeaadn, IPUMEHEHUS, YHUUTOXEHHSI JIEKAPCTBEHHBIX CPE/ICTB;

«oOmrasi XapakTepHUCTHKa JIEKapCTBEHHOTO TIpenaparay — JAOKYyMEHT,
YTBEPXKIAEMbIil  YIIOJIHOMOYEHHBIM OpraHoM rocyaapcrsa —ujeHa (Corosa,
B COOTBETCTBUU C TpeOoBanusmMu Coro3a, coiepkanmii uHpopMaiun s
MEMIMHCKUX PAOOTHUKOB O Oe3omacHOM U 3(G(EKTUBHOM NPUMEHEHUU
JIEKapCTBEHHOTO Mperapara;

«obmenpuHITOe (TPYIITUPOBOYHOE) HAWMMCHOBAHHME» — HAWMEHOBAHHE
JIEKApCTBEHHOTO Mpenapara, He UMEIOLIET0 MEKAYHAPOTHOTO HENAaTeHTOBAHHOTO
HAaUMEHOBAHUSI, WJIM KOMOWHAIIMY JICKAPCTBEHHBIX IIPEIapaTroB, UCIIOIb3YEMOE B
HEJISIX OObEIUHEHMS] UX B TPYIINTY MO €AWHBIM HAaMMEHOBAaHUEM HCXONS W3
OJJMHAKOBOTO KaU€CTBEHHOTO COCTaBa JICUCTBYIOIIUX BEILIECTB;

«ONTOBAasi TOPIOBIIS JIEKAPCTBEHHBIMH CPEICTBAMU (IUCTPUOBIOLIMS)» —
JESTENILHOCTh, CBSI3aHHAS C 3aKyrnoM (TpUOOpETeHHEM), XpaHEHHEM, BBO30M
(MMITOPTOM), BEIBO30OM (PKCIIOPTOM ), pean3arifeii (3a UCKITFOUEHHUEM pean3aiiu
HaceJIeHHI0) 0e3 OrpaHnYeHNs 00LEMOB, TPAHCIIOPTUPOBAHUEM M YHUUTOKEHHEM

JICKAPCTBCHHLIX CPCIACTB;
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«OpraHu3alysl OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMU» —
OpraHu3alys, OCYIIECTBILSIIOIIAs ONTOBYHD TOPIOBIKO  JIEKAPCTBEHHBIMHU
CpEICTBaMH, UX XPAHEHUE U IIEPEBO3KY;

«OPUTMHAJILHBIN JIEKapCTBEHHBIN Iperapar) — JEKapCTBEHHBINM Iperapar
C HOBBIM JICHCTBYIOIIMM BEIIECTBOM, KOTOPBI ObUI MEPBBIM 3apErUCTPUPOBAH
Y pa3MeIleH Ha MHUPOBOM (PApMAlLIEBTUUECKOM PBIHKE HAa OCHOBAaHHMH JI0CHE,
CONIEPKAILETO  PE3yJbTarbl  IMOJMHBIX  JIOKIMHUYECKHX  (HEKIMHUYECKHUX)
U KIIMHWYECKHUX UCCIIEJOBAaHUM, MOATBEPKIAIOIIUX €ro Ka4eCcTBO, 0€30MaCHOCTh
1 3((hEeKTUBHOCTH;

«opdannbIii (penkuii) JIEKapCTBEHHBIM TMpernapar» — JeKapCTBEHHBIN
npenapar, NpeIHa3HAuYeHHbI Uil JUAarHOCTHKH, 3THUOMATOI€HETUYECKOTO WIIU
[IaTOTEHETUYECKOTO JICYEHUS (JIEUCHNs], HAIIPABJICHHOIO HA MEXAHU3M PA3BUTHS
3a0oneBaHus) peAkuXx (Op(aHHBIX) KUIHEYTPOKAIOIINX WM MPUBOISIINX
K MHBAJIUIHOCTH 3a00JICBaHUH;

«oIMOKa TPUMEHEHHs JIEKApCTBEHHOIO  TMpermaparay —  Jrooas
HenpenHaMepeHHasi orOka padOTHUKA CUCTEMbI 3PaBOOXPAHEHMs], MallUEHTa
WM TOTpeOuTeNsl B Ha3HAYCHUH, OTITyCKE, TO3UPOBKE WJIM BBEACHUU (IIpUEME)
JIEKApCTBEHHOTO Mpenapara;

«iepBUYHas (BHYTPEHHSIS1) YIAKOBKa» — YINAKOBKA, HEMOCPEICTBEHHO
CONPUKACAIOIASICS C JIEKAPCTBEHHBIM CPEJICTBOM,;

«miepuoauueckuit oruet no oezonacuoctu (IIOB)» — dhopma u conepxanue
OTYETa JIJIsl IPEICTABICHUS OLIEHKU COOTHOLLEHMSI M0JIb3a-PUCK JIEKAPCTBEHHOTO
npernapara JepareieM PErucTPallMOHHOIO YAOCTOBEPEHHS B ONpPENIEICHHBIC
NepUObl BPEMEHH B TEUEHHUE MOCTPErUCTPALIMOHHOIO 3Tara;

«IUTaH YTpaBJ€HUs] PUCKaMU» — TOAPOOHOE ONMUCAHUE CHCTEMbI
YIIPaBIICHUS PUCKAMU;

«ITOTEHIIMATIbHBIN PUCK» — HEXKEJAaTeIbHOE TIOCTIECTBHE (papMaKOTEpaIny,

B OTHOIICHHMKX KOTOPOIro HMMCHKOTCA OCHOBAHHUSA JJIA HOI[OBpeHI/Iﬁ 110 HAJIMYHIO
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B3aMMOCBSI3M C JICKAPCTBEHHBIM TpENaparoM, OIHAKO JaHHas B3aUMOCBS3b
Ha/IJISKAIM 00pa3oM He Oblia MOATBEP K ICHA,;

«IIPENCTABUTENb JIEpXKATeNl PETUCTPALIMOHHOTO  YIOCTOBEPEHMS —
IOPUIMYECKOE JIUIIO, 3aPETUCTPUPOBAHHOE B COOTBETCTBHHU C 3aKOHOATEIbCTBOM
rocynapctBa — wieHa Coro3a mim 000Cco0IeHHOE MOpa3AeieHUe IOPUANIECKOTO
JWlla,  paclojiokKeHHOE Ha  Teppurtopuu  rocygapcrBa-wieHa  Corosa,
YIIOJIHOMOYEHHOE  JIepKarejleM  PErHCTPAallMOHHOTO  YAOCTOBEPEHHUs  Ha
BBIIIOJITHEHUE JEUCTBUMNA, CBA3aHHBIX C OOpaIllEHUEM JIEKAPCTBEHHBIX CPEACTB HA
TeppUTOpUU rocyaapcTsa — wieHa Corosa;

«IIpeKypcop paarodapMaleBTUIECKOro JICKApCTBEHHOTO TMpernaparay —
paarodapMalieBTUIECKU JIEKApCTBEHHBIN Tpernapar, MpeCTaBISIomuil co0oi
PaMOHYKIIN/I, IPEAHA3HAYCHHBIN ISl BBEICHUS PAIMOAKTUBHON METKH B JIPyTOe
BEILIECTBO;

«rIpenapar KpoOBW» — JIEKAPCTBEHHBIA IIperapar, MNpOU3BEICHHBIN
MIPOMBIIIIJICHHBIM CIIOCOOOM M3 KOMIIOHEHTOB KpoBM 4YenioBeka. K mpemaparam
KpPOBH OTHOCSITCS, B TOM YHCJE, albOyMUHBI, (DAaKTOPbI CBEPTHIBAHHS KPOBU
Y IMMYHOIVIOOYJIMHBI YEJIOBEYECKOTO MPOUCXOMKICHHS;

«MPUOCTAHOBKA KIMHUYECKOTO HCCIEJOBaHUs» — MpEeKpallieHue
IPOBEICHUS KIIMHUYECKOT0 UCCIIeIOBAHUS rocy1apcTBoM — wieHoMm Coro3za (B
pamMKax WHCIEKTUPOBAHMS MEXKIyHApPOIHBIMU OPTaHU3AIMUSIMH TIOHSITHIO
COOTBETCTBYET TepMHUH «Suspension of a clinical trial»);

«IIPOM3BONUTENb  JIEKAPCTBEHHBIX  CPEACTB»  —  OpraHu3auus,
OCYIIECTBRISIIONIAs JEATEIbHOCTh 0 TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB
¥ UMEIOIIasi pasperienue (JIMIEH3U0) Ha TaKOW BUJ JIESTEIBHOCTH, BBIIAHHYIO
YIIOJTHOMOYEHHBIM OPTaHOM CTPaHBI-TIPON3BOIMTEIS;

«TIPOU3BOJICTBO  JIEKAPCTBEHHBIX  CPEICTB»  —  JICATEIILHOCTb
0 MPOU3BOJICTBY JICKAPCTBEHHBIX CPEJCTB MPOU3BOIAUTEISIMU JIEKAPCTBEHHBIX

CpPEICTB Ha OJHOM CTaJuM, HECKOJBKHX WM BCEX CTaausaX MpoIecca
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NPOM3BOJICTBA, a TaKXKE IO XPAHCHHIO W PEeaTM3aluu ITPOU3BEICHHBIX
JIEKApCTBEHHBIX CPENICTB;

«IIPOMEXKYTOYHAS YIIAKOBKa» — YIIAKOBKa(-H), B KOTOPYIO(-bI€) MOXKET OBITH
MOMEIIEHa TEepBUYHAs YIMAKOBKA C 1ENbI0 JIOMOJHUTEILHOM  3aIlUThI
JICKQpCTBEHHOTO Tperapara WIM MCXOAs W3 OCOOEHHOCTEH MNpUMEHEHUS
JIEKAapCTBEHHOTO Mpenapara;

«IIPOTOKOJT KJIMHUYECKOTO HKCCIEIOBAHUS — JOKYMEHT, OIMMCBHIBAFOIINNA
LENH, [W3aiiH, METONOJIOTHUI0, CTaTUCTUYECKUE METOIbl W OpPraHHU3aLHI0
uccienoBanusi. [loMuMo 3TOro, MPOTOKOI OOBIYHO COAEPIKUT MOTYUYCHHBIE paHee
JaHHbIE ¥ 0OOCHOBAaHUE MCCIIEIOBAHMUS, OJHAKO 3Ta MH(POpMAIUS MOXKET ObITh
NPEJCTaBlICHA M B JAPYTrUX JOKYMEHTaX, Ha KOTOpbIE CChLIACTCS IPOTOKOJ
UCCIICIOBAHUS;

«panuodapmarieBTHUECKUI JIEKApCTBEHHBIN Mpernapar — JeKapCTBEHHBIN
npernapar, CoIepKaluii B TOTOBOM JJIsi MPUMEHEHUS] COCTOSHUM OJUH WJIU
HECKOJIbKO  PAJMOHYKIWJIOB  (PaJlMOAKTUBHBIX  H30TOMOB) B  KayeCTBE
JEUCTBYIOILETO BEIIECTBA UM B COCTABE JICHCTBYIOIIETO BEIIECTBRA;

«paHHEE TMPEKpallleHue KIMHUYECKOTO HCCIEIOBAHUS» — JOCPOYHOE
3aBEpIICHUE KIWHUYECKOTO HWCCIEOBAaHUA TI0 JI000M MpUYWHE 10
BBITIOJTHEHUSI YCIIOBUM, YKa3aHHBIX B MPOTOKOJIE (B paMKaX UHCTIEKTUPOBAHUS
MEXTyHAPOAHBIMU OPTaHU3AIMSIMU TOHSTUIO COOTBETCTBYET TEPMUH «early
termination of a clinical trial»);

«pactutenbHas (¢apMaileBTUUECKas CyOcTaHIus» — CcyOcTaHIus,
noyiygaemasi 1mocjie oOpaOOTKH PaCTUTEIBHOTO CBHIPhS C MOMOIIBIO TaKUX
METOJIOB, KaK »OKCTpaKIus, IUCTWUISALUS, OTXKHUM, (paKIMOHUPOBAHUE,
OYMCTKA, KOHIIEHTpUpoBaHue U (epmeHtanus. K HUM  OTHOCSTCS
MEJIKOM3MENIbUCHHOE WM  TOPOIIKOOOpa3HOE  PACTUTENILHOE  ChIPhE,
HAaCTOMKM, JKCTPaAKThl, d(PUpHBIC Maciia, OT)KaTble COKU U 00paOOTaHHBIS

BBITSKKH,
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«PETUCTPAIIMOHHOE JO0ChE» — KOMIUIEKT JOKYMEHTOB (B TOM YHCIIE
3asBJICHME) YCTAHOBJIEHHOTO COJEpXaHusi, B COOTBeTCTBUU C IIpaBunamu
PETUCTPALIMA Y KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JJISI MEIULMHCKOTO
IIPUMEHEHNS, YCTaHABIMBAacMbIMA KoMuccuen, npeacTaBisieMblil Ha POBEICHUE
IPOLENYpP, CBSI3aHHBIX C PErUCTpalMel, MOATBEPKICHUEM PErUCTpaluU
(mepeperucrparnyeii) JIEKapCTBEHHOTO Mperapara v MHbIE MPOLIEAYPbI CBI3aHHBIC
C pEruCTpalne;

«PETUCTPALIMOHHOE  YIOCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapara» —
JOKYMEHT eIuMHOW (hOpMbl, BBIJABAEMbIM  YIOJIHOMOYEHHBIM  OPIaHOM
rocynapctBa-wieHa  Coroza,  moATBepKIarouMii  (GakT ~ perucrpalyu
JIEKQpCTBEHHOTO  Mpenapara W SBIBIIOMMKWCA  pa3pelieHHEM Il €ro
MEIMIIMHCKOIO IPUMEHEHNS HA TEPPUTOPUM rocyapcTsa — wieHa Coro3a;

«PETUCTPALMOHHBIN HOMEpP» — KOJOBOE 0003HA4Y€HHUE, MPHCBAUBAEMOE
JIEKAapCTBEHHOMY mpemnapary 1o (akTy perucrpalid Ha TEppPUTOPUU
rocynapcrsa — wieHa Coro3a;

«pedepeHTHOe  TOCYyHapcTBO»  —  rocymapctBo —wieH — Corosa,
OCYIIECTBIISIIOLIEE MOATOTOBKY SKCIEPTHOrO OT4YeTa 00 OlLEHKe Oe30MacHOCTH,
3p(eKTUBHOCT U KayecTBa JIEKapCTBEHHOIO TMpernapara Ha OCHOBaHUU
DKCHEPTU3bl JIEKAPCTBEHHOIO Mpenapara B CcOOTBETCTBUM C [IpaBunamwu
PETUCTPALIMM U DKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJISl MEIWLMHCKOTO
NPUMEHEHUs, yCTaHaBIMBaeMbiMU Komuccnen;

«pedepeHTHBIN JIEKApCTBEHHBIN Tperapary — JEKApCTBEHHBIA Mpernapar,
KOTOPBINA UCITOJIB3YETCS B KAYECTBE MPEIapara CPABHEHUS U SBIIICTCS ATAIOHOM,
0 KOTOPOMY  ONPEACTSIIOTCS  (HOPMHUPYIOTCS)  CBOMCTBA  JIGKAPCTBEHHOTO
npernapara;

«pELENnT Ha JIEKAPCTBEHHBIN Mpenapar» — Ha3HAUYEHUE JIEKAPCTBEHHOIO
IIperapara, BbIJaHHOE CHELMAIMCTOM, YIIOTHOMOYEHHBIM OCYIIECTBIISATh TAKYIO

JIeITENHbHOCTD;



19

«PUCKH, CBS3aHHBIE C IPUMEHEHHUEM JIEKApPCTBEHHOTO Mpernaparay — JIto0oi
PHUCK, CBS3aHHBIM C Ka4eCTBOM, O€30MacHOCTbI0 WM A(PHEKTUBHOCTHIO
JIEKQpCTBEHHOTO TIperapara IO OTHOLIEHUIO K 3I0POBBIO IMALMEHTOB WITU
HaCeJIeHUsI WM JI000M PUCK, BEAYyIIMHA K HEXENaTeIbHOMY BO3JCHCTBHIO HA
OKPY’KaIOIYIO CPENY;

«PYTUHHAsI KIIMHUYECKasl MPAKTUKA) — PEXKUM NPUMEHEHUS, KOTOPOMY
OOBIKHOBEHHO CIIEYIOT JJIsl JICYCHHS, MPEAOTBPAICHUS WJIM JUArHOCTUKH
3a00ieBaHUsA WM  pacCcTpoiicTBa (B paMKax  WHCIEKTUPOBAHUS
MEXIyHAPOJAHBIMU  OpPraHU3allMsIMH  TOHSTHIO COOTBETCTBYET TEPMUH
«normal clinical practice»);

«Ccepusi  JIEKAPCTBEHHOIO CPEACTBA» — OIPENEICHHOE KOJIUYECTBO
WCXOAHOTO ChIPbS, YIAKOBOYHBIX MAaT€pUaloOB WM MPOIYKIUH, MOIBEPracMoe
00paboOTKE B OMHOM WM B psAAC TOCIEIOBATEIBHBIX TEXHOJIOTUYECKUX
MPOIIECCOB TakUM OOpa3oM, 4YTOObI pacCUMTHIBaTH Ha (0OECHeYnBarh)
OJHOPOIHOCTH MPOTYKITUH;

«CEpbE3HAs HEXKETATENbHAS PEAKLIMSD» — HEYKENATENbHAS PEaKLUsl, KOTOpast
MPUBOIUT K CMEPTH, TIPEACTABIISIET YIPO3Y 7S KU3HU, TPEOYEeT TOCIHUTATN3AINN
NayeHTa WA €€ TMPOMJICHHs, NPUBOAUT K CTOHWKOM OO BBIpAKEHHOU
HETPYAOCIIOCOOHOCTH WJIM WHBAJIUIHOCTH, K BPOXKICHHBIM AHOMAJIUSM WM
MOpOKaM  pa3BuTHs, TpeOyeT  MEOUIIMHCKOTO  BMEIIaTenbCcTBa IS
MIPEOTBPAIIICHHUS pa3BUTHSA MIEPEUNCIIEHHBIX COCTOSIHH. JIrobas
HEIpeIHAMEPEHHAsl TIOA03pEeBacMasl repenaya yepe3 JICKAPCTBEHHBIN Mpernapar
WH(EKIIMOHHOTO areHTa TaK)Ke CAMTACTCS CEPhEe3HON HEXEaTeTbHON PeaKIIneH;

«cucteMa (hapMakoHaA30pa» — CHCTEMa, OpraHu3yemas JepKareisiMu
PETUCTPALIMOHHBIX ~ YIOCTOBEPEHU W  HAIMOHAJIBHBIMU  PETYJISITOPHBIMHU
opraHamMu JUisl BBITIOJHEHHs 3a1ad M OO0sI3aHHOCTEW Mo (hapMakoHaI30pYy,
NpeAHa3HauYCHHasl 711 KOHTPOJISl OE30IIaCHOCTH JIEKAPCTBEHHBIX MPENaparos,

CBOCBPCMCHHOI'O BbLEIIBJIICHHUA BCCX W3MEHEHUII B OLCHKEC COOTHOIICHUA
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MOJTb3a-PUCK  JICKAPCTBEHHBIX IMPETaparoB, pa3pabOTKH M BHEIPEHUS Mep
10 00ECTICYCHNIO TIPUMEHEHHSI JICKaPCTBEHHBIX TPETApaToB MPH IPEBBIIICHUN
TIOJTb3bI HAJT PUCKOM;

«creruKanys» — TEPeUeHb TOKaszaTele  KadecTBa,  CCHUIOK
Ha aHATUTHYECKUE METOIUKU M WCIBITAHUSI U HOPMBI, MTPEICTABIISAIONINE COO0M
YHUCJICHHBIEC (KOJMYECTBEHHBIE) TPEACTbl, TUAMa30Hbl U TPOYUE KPUTCPUH IS
yKa3aHHBIX TIOKa3aresel KauecTna;

«CTaHAPTHBINA 00pazeIy — UASHTU(DUITUPOBAHHOE OJHOPOIHOE BEIIECTBO
WIA CMECh BEIECTB, MPEIHA3HAUYCHHOE MJIs WCIONB30BAaHUS B XUMHUYCCKHUX,
GU3NYEeCKNX W OWOJIOTUYECKHX WCCIICOBAaHUAX, B KOTOPBIX €TI0 CBOMCTBA
CPAaBHUBAIOTCS CO CBOMCTBAMH HCCIIEIyeMOTO JIEKApPCTBEHHOTO CPEICTBA, M
oOnaiaroiee JTOCTaTOYHOM JJIi COOTBETCTBYIOIIETO TMPUMEHEHUS! CTEMEHBIO
YHUCTOTHI;

«cyOcTaHIMu T (hapMarieBTUIEeCKOrO MPUMEHEHUS) — OPTaHHYECKUE WK
HEOPraHWYECKHE BEIIECTBA, KOTOPhIC HCITONB3YIOTCS KaK (hapMarieBTUICCKHC
CyOCTaHIIUM  (JIEUCTBYIOIIME  BEIIECTBA, AaKTHBHBbIC  (hapMalleBTUUECKHUE
cyOCTaHIIMM) WM  BCIOMOTAarelbHbIE  BEIIeCTBA TMPH  MPOU3BOICTBE
JIEKApCTBEHHBIX CPEJICTB I METUITMTHCKOTO TIPUMEHEHHUSI.

«CyOBEKT OOpallleHus] JIEKApCTBEHHBIX CPEACTB» — (Pu3Mueckoe win
IOPHINIECKOE JIMIIO, YYaCTBYFOIIIEeE B OOpaIlleH!H JICKAPCTBEHHBIX CPE/ICTB;

«CYIIECTBEHHAS IIONpaBKa» — JO00E€ HW3MEHEHHE JI000Tr0 acreKTa
KIIMHAYECKOTO  WCCJICOBAHMS, OCYIIECTBICHHOE IIOCIEe  TOJYYCHHS
paspernieHus yrnoJHOMOYEHHOTO OpTraHa rocyaapcTBa — wieHa Coro3a Ha ero
IIPOBEICHHUE, U KOTOPOE, BEPOSTHEE BCETO, OKAKET CYIIECTBEHHOE BIIUSIHHAE Ha
0€30T1acHOCTh WIIHM MpaBa CyOBEKTOB, HJIM HA HAJEKHOCTh M JOCTOBEPHOCTH
JaHHBIX, TIOJIYYCHHBIX B KIWHUYECKOM HCCIENOBaHMU (B paMKax
WHCIIEKTUPOBAHUS MEXTYHAPOTHBIMU OpraHu3aIusIMU MOHSITHIO

COOTBETCTBYET TepMUH «substantial modificationy);



21

«TOProBO€ HaMMEHOBAHHE JIEKAPCTBEHHOTO Ipernaparay — HauMEHOBAHUE,
101 KOTOPBIM 3apEruCTPUPOBAH JIEKAPCTBEHHBIN MIperapar;

«hanpcuuIpoBaHHOE JIEKAPCTBEHHOE CPEICTBO» — JIEKAPCTBEHHOE
CPEICTBO MPOTUBONPABHO U MPEIHAMEPEHHO CHAOXKEHHOE HEIO0CTOBEPHOU
uHpopmanmeil 00 ero cocrase M (WIM) MPOU3BOIUTENE, a TAKKE O MOCTaBKaX,
BKJTFOYAsl 3alMCH M JOKYMEHTBI, 3aTParvBalolie HCIOJIB30BaHHBIC KaHaJIbI
JTUCTPUOYITUH,

«(hapMaKoHaI30p» — BUJ JESTEIbHOCTH, HAIPABJICHHBIA HA BBISBJICHUE,
OLICHKY, TIOHMMaHWE W TPEIOTBPAICHUE HEXKEIaTebHBIX MOCIESICTBUN
PUMEHEHHSI JIEKAPCTBEHHBIX MPENaparos.;

«(hapmarieBTHYECKast ACSITENbHOCTD) — JEeSITEIbHOCTD, BKITIOYAIOIIAsA B ce0s
OITOBYIO TOPIOBIIO JIEKAPCTBEHHBIMHM CPEACTBAMHU, UX XPAaHEHHUE, MEPEBO3KY
U (WIM) PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMHU IpENaparaMu, UX OTIYCK,
XpaHEeHHe, ePEBO3KY, U3rOTOBJIEHUE JIEKAPCTBEHHBIX MPENaparos.;

«hapmarieBTHUeCcKass ~ cyOcTaHuus»  (akTuBHas  (hapMmarieBTHUYeCKas
cyOcTaHIIMsI) — JIEKapCTBEHHOE CPEACTBO, MPEAHA3HAUEHHOE /1JIs1 POU3BOICTBA U
U3TOTOBJICHUS JIEKapPCTBEHHBIX MIPENapaToB;

«(hapMalleBTUYECKN aJIbTEPHAaTUBHBIC JIEKAPCTBEHHBIC IMpenaparb —
JIEKapCTBEHHBIC  TIpeTaparsl, HE  SIBISIOLIMECS (dapmarieBTHIeCKU
AKBUBAJICHTHBIMH, €CII OHU COJIEPIKAT OJIHY U Ty K€ aKTUBHYIO YaCTh MOJICKYJIbI
JICHCTBYIOIIIETO BEIIECTBA, HO PAa3IMYAOTCs XUMHUYECKoH (opmoii (Hampumep,
pasHble COJH, pa3HbIe 3(DUPBI, N30MEPHI WK UX CMECH), JIEKAPCTBEHHON (OpPMOit
(HarpuMep, TabJIETKX U KarlCyJbl) WU TIO3UPOBKOIA;

«(hapMarieBTHUECKH JKBUBAJICHTHBIC JICKAPCTBEHHBIC IIperaparby —
JIEKapCTBEHHBIC TIPEMNaparhl, KOTOPHIE COAEPIKAT OJMHAKOBOE KOJIMIECTBO OTHOTO
U TOTO0 >K€ JEHCTBYIOIIETO BelllecTBa (MM BELIECTB) B OMHOW W TOM Ke
JIEKapCTBEHHOW (pOpME, COOTBETCTBYIOT OJHMM M TE€M K€ COIMOCTaBUMBIM

CTaHJapTaM KauCcCTBa U IIPUMCHAIOTCS OAMHAKOBbIM CHOCO6OM;
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«popMa BeIlTycka (KOMIUIEKTHOCTB)» — YKa3aHHE BHJA MEPBUYHOU U
BTOPUYHOM YIAKOBKY M KOJIMYECTBA JIEKAPCTBEHHOM (POPMBI (UKCiIa 103) B HUX;

(OKCIIEPTHBIM OTYET 00 OIlCHKe 0e30macHOCTH, A(PGEKTUBHOCTH U
KauecTBa» — JIOKYMEHT, COIEp Al pPe3yJbTarbl dKCHEePTU3bl O€30MacHOCTH,
3pPEKTUBHOCTH ¥ KauyecTBa 3asBJICHHOIO JIEKAPCTBEHHOIO IIpernapara u
3aKJIFOYEHUE O BO3SMOXKHOCTH €0 PErvMcTpallvu, MOATBEPKICHUH PErucTpaiyu
(mepeperucTpaiyu), BHECEHUM MU3MEHEHMH B PETHUCTPALMOHHOE J0ChE MM 00
OTKa3¢ B HHX, ITOJATOTOBIICHHBIM AKCIEPTHOW OpraHu3anueli pedepeHTHOro
TOCYIapCTBa;

«3pGEKTUBHOCTh  JIEKAPCTBEHHOTO  Mperapara» —  COBOKYIHOCTb
XapaKkTepUCTUK,  OOECMEUMBAIONIMX  JIOCTHKEHHE  MPO(UIAKTHUECKOTO,
JIMarHOCTUYECKOTO WIIH JIeueOHOTO A(peKTa, WM BOCCTAHOBJICHUE, KOPPEKIIUIO

Wi MoaudUKaIuio GU3NOIOTMYECKON (PYHKITHUH.



