Mpuka3 MuHnpomTtopra Poccumn ot 14.06.2013 N 916 (pen. ot 18.12.2015)

OB YTBEP)XAEHUW NPABWU1 HAAJTEXXALLLEW NMPOU3BOACTBEHHOM
MPAKTUKM (3apernctpuposaHo B MuHiocTe Poccum 10.09.2013 N229938)

o [Ipumedarmne afaMUHNCTPALMN CaUTa: MOJHBIV TEKCT lpuKkasza Mbl pasmMelyats He CTaau, npu
JKeJIaHUM Eero J1Ierko HauTv Ha carte KoHcysibtaHTIloc, O riperniaparax A1 KITMHUYECKUX
UCCIEAOBAaHMI pedb uAET nilb B [puoxeHmm 13,

Mpunoxenue N 13
k MpaBunam Hapgnexxawen
Npou3BOACTBEHHOM NPAKTUKMN

NEKAPCTBEHHbIE MPENAPATbI AN11 KTIMHUYECKUX UCCIIEQOBAHUN
L. MPUHLIAT

1. JlekapCTBeHHble npenapatbl ANS  KJAMHUYECKUX WCCNeAOBaHUA  AOMKHbI  ObITb
npov3BeAeHbl B COOTBETCTBUM C HacTosilumMmM [paBunamm M C  YYETOM  MOSIOXKEHWUN
COOTBETCTBYIOLMX HOPMAaTUBHBIX MPaBOBbIX akTOB Poccuickon degepaumn B 3aBUCMMOCTU OT
CTaamu pa3paboTKku NekapCcTBEHHOro npenapata. Metoabl paboTbl A0/MKHbI O6bITb FTMOKUMMK, YTOObI
obecneumBaTb BO3MOXXHOCTb BHECEHUSI U3MEHEHMI MO MEPEe pacLLUMPEHUS 3HAHMI O npouecce, U
[AO/MKHbI OTBEYaTb CTaAMKn pa3paboTKn NekapCTBEHHOro npenapara.

2. MNpn KAVHUYECKNX UCCNeaoBaHMAX MOryT BO3HWMKHYTb AOMOSIHUTENbHbIE PUCKU Ans
YYaCTBYIOLWMX B HUX MNaUMEHTax MO CPaBHEHWUIO C pUCKaMU Ans TeX NauMeHTOB, KOTopble
NPUHUMAIOT 3aperncTpupoBaHHble NeKapCTBEHHbIE NpenapaThbl.

3. [llpuMeHeHne HacToAwmx [lpaBun K MpPOU3BOACTBY WCCIEeAyeMbIX JIeKAPCTBEHHbIX
npenapaToB HarnpaBfieHO Ha WCKIKYEHUE PUCKOB ANS MALMEHTOB, @ TakXke Ha TO, 4Tobbl Ha
pe3ynbTaThbl KIMHUYECKUX UCCNEAOBAHUIA HE NOBNNANIM HEAOCTATOUYHbIE 6€30MaCHOCTb, KAYECTBO
nnn  3(p@eKTUBHOCTb  NIEKApCTBEHHOrO  MpenapaTta, SBAsoWMecs  CneacteBMeM  ero
HeHaznexallero npon3BoACTBa.

4. B paBHOM Mepe 3T TpeboBaHWs MNpeaHa3HayeHbl Ans obecrneyeHus NOCTOSIHCTBa OT
Cepvn K CepvM OHOr0 U TOrO Xe UCCeayeMoro fIekapCTBEHHOro npenapara, UCnosb3yeMoro B
OOHOM WM B Pa3HbIX KIMHUYECKUX UCCNEA0BAHMSAX, @ TakxKe A5t AOKYMEHTaNbHOro ohopMieHus
1 060CHOBaHMS 3MEHEHUI B npoLuecce pa3paboTKm Takoro IEKapCTBEHHOMO Npenapara.

5. Mpon3BOACTBO UCCNEAYEMbIX NIEKAPCTBEHHbIX NPEMNapaToB CBS3aHO C AOMOSIHUTENbHON
CNOXHOCTbIO MO CpaBHEHUIO C MPOM3BOACTBOM  3aPErMCTPUPOBAHHLIX  JIEKAPCTBEHHbIX
NnpenapaToB M3-3a OTCYTCTBMS YCTAHOB/IEHHbIX NMPOLEAYP, CYLIECTBYIOLMX Pa3/iMuMi B CXEMax
KIIMHUYECKMX UCCNEAoBaHUM WU, KaK CNeacTBue, pasHblX  TpeboBaHMM K ynakoBKaM,
HeobXxoANUMOCTN paHAOMM3auMM U KOAMPOBaHWUS (MAcKMpOBaHWS, MCMonb3oBaHue '"cnenoro”
METoAa), a TakXe M3-3a OO0NbLIOro pucKa NEepeKpecTHOM KOHTaMMHaUMKM W MepenyTbiBaHUs
NeKapCTBeHHbIX npenapatoB. Kpome Toro, AaHHble 06 3(hhEKTUBHOCTM M TOKCUYHOCTU
NEKApCTBEHHOro npenapata MoryT O6biTb HEMONHbIMK, Banuaauus npouecca MoXeT 6biTb
HEMOMHOM WM MOryT WCMOMb30BaTbC 3aperucTpMpoOBaHHbIE JIEKAPCTBEHHbIE MpenapaTsbl,
KOTopble OblM nepeynakoBaHbl WM HEKOTOpPbIM 06bpa3oM MoauduumpoBaHbl. [lepcoHan
NpOVU3BOANTENS AO/HKEH NPONUTU NOAFOTOBKY MO NPUMEHEHMIO HacTosAWMX MpaBun B OTHOLEHUM
MCCneayeMbIX NEKapCTBEHHbIX MpenapaToB. [JO/MKHO ObiTb YCTAHOBMEHO B3aMMOAEWCTBUE CO
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CMOHCOPaMU KJIMHUYECKUX UCCNIEA0BAHMI, KOTOPbIE ABNSKOTCA OTBETCTBEHHLIMM 3@ OPraHM3aLMIo
KTMHUYECKUX WCCIEA0BAHMWI, BKOYAs KauyecTBO WUCCNEAyeMbIX SIEKAPCTBEHHbIX MpPenapaTos.
Bospocluas C/IoXXHOCTb TEXHOMOMMYECKUX MNPOLIECCOB TPeBYET NPUMEHEHMS BbICOKO3(hEKTUBHOM
(hapMaLIeBTMYECKOW CUCTEMbI KauecTBa.

6. Hactosimm MpunoxeHMeM TakxKe YCTAHOBJIEHbl TPe6oBaHMSt K 0OPMIEHNIO 3aKa30B,
OTrpy3Ke, TPaHCMOPTUPOBKE M BO3BPATY JIEKAPCTBEHHbLIX MPENapaToB, NpeaHa3HaAYeHHbIX ANs
KITMHUYECKUX UCCNEeA0BaHWIA.

JlekapCTBeHHble NpenapaTbl, He ABNAIOWNecs nccnegyemMbiMm

7. MaumeHTaM MoryT 6biTb NPeAOCTaBfEHbl JIEKAPCTBEHHbIE MpenapaThl, KOTOpble He
SIBNISIIOTCS  UCCNEeAyeMbIMM  MpenapatamMu, nnauebo wnn npenapaTaMu CpaBHeHUs. Takue
NEeKapPCTBEHHbIE MpenapaTbl MOTYT NPUMEHATLCS B KAYeCTBE COMYTCTBYIOLWEN Tepanuv unn ans
OKa3aHusl MeAULIMHCKOMN NMOMOLLM C LeNblo NPOUIaKTUKK, ANArHOCTUKN UK fiedeHus, u (Mnum)
BCNEACTBME HEOBXO0AMMOCTM obecnedeHursl NaumeHTaM MeaMUMHCKOro yxoaa. Takve npenapatbl
TaKXe [0MYyCKAETCs NPUMEHSTb B COOTBETCTBMU C NMPOTOKOMOM K/TIMHUYECKOrO UCCNEAOBAHMS C
LeNblo CTUMYNIMPOBaHUS (PU3MONOrMYECKo peakumMn. ITU NIEKapCTBEHHbIE MNpenapaTbl He
ABNSIOTCS WUCCNEAYEMbIMU JIEKAPCTBEHHbIMK MperapaTtaMM M MoOryT 6biTb MpeaoCTaBsieHbl
CMOHCOPOM M nccneaoBateneM. CroHCOP AO/MKEH FrapaHTUPOBaTb, UTO AaHHbIE IEKAPCTBEHHbIE
npenapaTbl COOTBETCTBYIOT 3asiBIEHMIO O BblAaye paspelleHns Ha NPOBEAEHUE KITMHUYECKOrO
MCCNeaoBaHusl U MMEIOT Tpebyemoe Ansi LenM UCCNeaoBaHUs KadecTBo. Mpy 3TOM OH A0SKeH
NPUHATb BO BHWMaHWE WCTOYHMK JIEKAPCTBEHHLIX MPEMapaToB, SABAAOTCS 1M Takue
NEKAPCTBEHHbIE MpenapaTbl  3aperucTpUpoBaHHbIMM M BblIM NI OHW  MEpeynakoBaHbl.
PekoMeHayeTCst NpuBeKaTb K 3Toi paboTe yNolHOMOYEHHOE NIULO M YYUTbIBATh Er0 MHEHUE.

ﬂVILI,eHBVIpOBaHMe npoun3BoACTBa U NOAroTOBKa K NPUMEHEHUIO

8. Kak nonHoe npou3BOACTBO, Tak WM OTAENbHblE CTaauyM MPOM3BOACTBA WUCCNeAyeMbIX
NEKapCTBEHHbIX MPenapaToB, a TakXKe pas/inyHbie NPoLeCcchl UX pas3aeneHns], YNakoBKN UK nx
nepegaya noanexart IMUEH3MPOBaHUIO. JIMLEH3Us Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB He
TpebyeTcsa Ana nOArOTOBKM K MPUMEHEHWUIO MUCCeayeMblX JleKapCTBEHHbIX npenapaToB B
MeAMLUMHCKMX OpraHM3auusix.

9. B paMKax yKka3aHHbIX MOS0OXEHWI Mo NOArOTOBKOW K MPUMEHEHMIO MOHUMAETCS MPOCTON
NpoLecc, TakoM Kak:

pacTBOpPEHNE WX AUCNEPrnpoBaHMe UCCNeayeMoro fieKapCTBEHHOMO npenapaTa Ans ero
BBEAEHUS NauneHTy, Uin

pa3BeieHne unn CMelmBaHue uccrnegyembix(oro) nekapcTBeHHbIX(0ro) npenapatos(a) C
ApYyrMM BellecTBoM (BellecTBaMn), ucnonblyeMoro(blX) Kak HOCUTENb C LENbi BBEAEHMS
NeKapcTBEHHOro npenapara.

10. CMeluMBaHMe HECKONbKUX UHIPEANEHTOB BMECTE, BK/IIOYasi EUCTBYHOLLEE BELLECTBO, C
Lenblo MONyYeHUs1 UCCIedyeEMOro NeKapCTBEHHOrO npenapaTta He SBMSIETCS MOArOTOBKOM K
NMPUMEHEHWIO.

11. WccneanyeMblii NeKapCTBEHHbIM MpenapaT A0/MKeH 6biTb B HannumuM O npouecca
NMOArOTOBKMN K MPUMEHEHMIO.

12. Mpouecc NoaroToBKM K NPUMEHEHMIO PEKOMEHAYETCS OCYLECTBNATL HENOCPEACTBEHHO
nepes BBeAEHWNEM.

13. Takon npouecc AOMKEH OblTb W3MIOXEH B 3asiBNEHMM O BblAaye paspelleHusl Ha
npoBeAeHne KIMHUYECKOro WuccneaoBaHns u (Mnu) [ocbe WUCCNeayeMoro eKapCTBEHHOro
npenapaTa 1 B NPOTOKOSE KIMHUYECKOIO UCCNEA0BAHUS NGO B COOTBETCTBYHOLLEN UHCTPYKLIMMK,
MMEIOLLENCS B MEAULIMHCKON OpraHu3aumn.

II. TEPMUHbI N ONPEAENEHNA

14. Ina uenemn HacTosiLEero MpUnoXeHNa NCNonb3yTCA cneayowme OCHOBHbIE NMOHATUS:



[JOCbE Ha JEeKApPCTBEHHbLIM MpenapaT - KOMMEKT [OKYMEHTOB, COAEpPXalUMX BCHO
nHdopMaunio (MM CCbIIKM Ha COOTBETCTBYIOLME AOKYMEHTbI), HEOBXOAMMYIO ANSt COCTaBeHNs
NoAPO6HbIX MHCTPYKLNIA MO NPOM3BOACTBY, YNaKOBKE, KOHTPOJIIO KAYeCcTBa, BblAaye pa3peLleHns
Ha BbINMyCK CEpUKN N OTIPYy3Ke UCCIeayeMoro SIekapCTBEHHOro Npenapara;

3aKas - 3ajaHne Ha NPOM3BOACTBO, YNAKOBKY M (MnNn) AOCTaBKY OnpeaeneHHOro Konn4yectsa
eanHny uccneayembix(oro) nekapcreeHHbIX(0ro) npenapatos(a);

MMNopTep UCCNeayemMoro fIekapCTBEHHOro CpeacTsa - MU0, UMEKLLEee NpaBo Ha UMMOPT
nccneayemMoro fiekapCTBEHHOro npenapara, 0OpMIeHHOE B COOTBETCTBMM C HOPMAaTWMBHBLIMU
NpaBoBbIMM akTaMu Poccuinckon depepaunm;

nccneposatenb - M3MYECKOE MUO, Hecyllee OTBETCTBEHHOCTb 3a MpoBedeHue
KIMHMYECKOTO  WUCCNefoBaHWs B  MEeAMUMHCKOM opraHv3aumuM. B cnyyae nposeaeHus
NCCNeaoBaHMsl B MEAMLIMHCKOW OpraHM3aumm rpynnom nuuy uccnegoatenem (MMEHyeMbIM Takxke
rMaBHbIM UCCIeA0oBaTeNIeEM) ABSIETCA PYKOBOAWUTENb IPynnbl;

nccneayeMbli NEKApCTBEHHbINM NpenapaT - JIeEKapCTBEHHbIM npenapaTt unv nnauebo,
nccnegyemMble WM UCMONb3yeMble B KAavyecTBE Mpernapata CpaBHEHMSI NPy NPOBEAEHMM
KIIMHMYECKOro muccneaoBaHust. K nccneayemblM NekapCTBEHHbIM MpenapaTaM OTHOCATCS Takxe
yXX€e 3aperucTpupoBaHHbIE JIeKapCTBEHHble MpernapaThl, €Cin cnocob KX MpUMEHeHUs unn
Npou3BOACTBa (fleKapCTBeHHas (hopMa UM ynakoBKa) OT/IMYAETCS OT 3aperncTtpMpoBaHHOro, a
TaKXe B C/lydae MX MCNosb30BaHMs MO elle He 0A40bpeHHbIM NOoKasaHusM MK ANs NoayyYeHus
AOMNONTHUTENBHOWN MHDOPMaLMK 06 YXxe 3aperncTpupoBaHHON NTEKAPCTBEHHOM (popMe;

KSIMHUYEeCKoe nccnegoBaHme - noboe nccneaosaHve, NpoBOAMMOE C y4acTMeM YerioBeka B
KayecTBe CybbekTa ANs BbiSIBNIEHUS UKW MOATBEPXKAEHUS KITMHUYECKUX, (hapMaKoIOrM4yeckmx u
(vwnn) ppyrux dapmakoaMHammnyeckux 3ddektoB unccneayemoro(blix) nekapcTBeHHOro(bix)
npenapaTta(oB) v (UNK) AN BbISIBNEHNUS HEXENaTeNbHbIX peakuuii Ha Hero (Hux), u (unu) ans
n3yyeHus ero (Ux) BcacbiBaHus, pacnpeaeneHunsi, Metabonusama u BbiBeAeHUS C LeNblo OLEHKM
ero (ux) 6esonacHocT n (unn) acheKTUBHOCTH;

OTrpy3Ka - Onepauum no ynakoBKe ANS OTIPY3KM U MO TPAHCMOPTUPOBKE 3aKa3aHHbIX
NccneayeMbIX NIeKapCTBEHHbIX NpenapaTos;

npenapaT CpaBHEHUS - UCCIEAYEMbI NEeKapCTBEHHbIN NpenapaT Uin 3aperucTpupoBaHHbIi
NEKapPCTBEHHbLIN npenapaT (4ns akTMBHOMO KOHTpons) nmnbo nnauebo, ucnonb3yemble Ans
CPaBHEHMSI NPV NPOBEAEHUN KITMHUYECKUX UCCNIEA0BaHUMN;

PaHAOMM3ALMOHHbIN KOA - CMMCOK, MO3BONSIIOWMI YCTAHOBUTb, KakKylo Tepanuio C YY4eTOM
paHAOMM3aUMM NOMYYaeT KaXKabl NauneHT;

paHAOMM3aums - NpoLEecC pacnpeaeneHms nauneHToB No rpynnam eyeHns uiam KOHTpons
CNyYalHbIM 06pa3oM, NO3BONSIOLWMIA CBECTU K MUHUMYMY CYObEKTUBHOCTb;

"cnenon" metoa ("MackvmpoBka") - MeToA, MpW NPUMEHEHMM KOTOPOro oaHa wunu 6onee
CTOPOH, YYacCTBYWOWMUX B WCCNeaoBaHWM, He  WHGOpPMUMpOBaHbl O  NpoBOANMOM(bIX)
TepaneBTNYeckoM(Mx) HasHayeHun (Ha3HaudeHusx). [Mpoctor "cnenom" ™MeToa O3Ha4vaeT
HEOCBEAOM/IEHHOCTb MauMeHTa(oB), a ABOMHOM "cnemow" MeTod - HEOCBEAOM/IEHHOCTb O
npoBoguMoM(blX)  TepaneBTUYECKOM(MX)  Ha3HayeHun  (HasHayeHusx)  naumeHTa(os),
nccneposatens(en), HabnoaaTenen n B HEKOTOPbIX C/TyYasix JnL, aHaNN3MPYOLWKMX NOJTyYeHHbIe
[laHHble. B OTHOLIEHWM UCCNeayeMOro NekapCcTBEHHOro npenapata "cnenon" MeToa O3Havaet
npeaHaMepeHHY0 MacKMPOBKY MAEHTUYHOCTW 3TOrO SIeKapCTBEHHOO NpenapaTta B COOTBETCTBUM
C WHCTPYKUMSIMM CrnoHcopa. PackpbiTme koga (CHSATME MACKMpPOBKM) O3HA4yaeT pacKpbiTue
MHdOopMaLnM, MNO3BONAIOWENA NAEHTUPUUMPOBATL paHEE 3aMaCKMPOBAHHbIA JIEKAPCTBEHHbIN
npenapar;

CMOHCOP - KOpUANMYECKoe N0, OCYLLECTBASIOLLEE OpraHM3aLUmio NPOBEAEHUS KITMHNYECKOrO
NCCNeaoBaHMsa NeKapCTBEHHOMO Npenaparta ANns MeAnUMHCKOro NpUMeHeHus.

III. YNPABJIEHME KAYECTBOM

15. (1) ®dapMaueBTMYeCKass CUCTEMA KayecTBa, pa3paboTaHHass M NpoBEpeHHas
Npou3BoanTENEM, AO/HKHA COOTBETCTBOBaTbL TpeboBaHUSAM HacToswmx MpaBuna, OTHOCAWMMCS K
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nccneayeMbliM NIeKapCTBEHHBIM NpenapaTaM, A0/MKHA OblTb JOKYMEHTaslbHO OdgopMieHa U
LOCTYMNHa CroHCopy.

16. (2) Cneundurkaummn n TeXHONOrMYECKME MHCTPYKLMM Ha uccneagyemble nekapCTBEHHbIE
npenapaTbl MOryT M3MEHSITLCS B NpoLecce Mx pa3paboTky, HO Npy 3TOM HeobxoanMo obecneunTb
MX MOJHbIA KOHTPOJb M MPOC/IEXNBAEMOCTb BCEX M3MEHEHU.

IV. TEPCOHAJ

17. (3) Becb nepcoHan, p[edATeNbHOCTb KOTOPOro CBfi3aHa C WUCCNefyemMbiMu
NneKapCTBEHHbIMU NpenapaTaMu, AO0MHKEH MPOMTU COOTBETCTBYlOLEE 0byyeHue, CBsi3aHHOEe CO
cneumduKon JaHHOro BUAA NPOAYKLUMM.

18. [axe B cny4asx, Koraa wTaT pabOTHMKOB HEMHOMOYMCNEHHBIN, ANS NPOM3BOACTBA
KaXXaoM Cepum nUccneayeMblix NeKapCTBEHHbIX NMpenapaToB AO/MKEH OblTb ONpeaeneH OTAENbHbIN
NepcoHan, OTBEYarLWMi 3a NPOM3BOACTBO M KOHTPO/b KayecTBa.

19. (4) YnonHOMO4YeHHOe N1Muo AO/MKHO obecneunTb HannumMe COOTBETCTBYIOLWMX CUCTEM,
oTBevalowmnx TpeboBaHMAM Hactosiwero [MpunoxeHusa. [Ona 3TOro YNOSHOMOYEHHOE Lo
[O/MKHO MMETb HaZ/exallyto NoAroToBKy B 061acTy pa3paboTku NekapCTBEHHbIX NpenapaTos U
NpoBeAEHMSI KITMHUYECKUX NCCeaoBaHnin. PykoBoOACTBO A/1S YNOMHOMOYEHHOIO nLa Mo OLEHKe
nccnegyembliX NleKapcTBEHHbIX MpenapaToB MpuBefeHO B MyHkTax 61 - 65 Hacroswero
MNpunoxxeHns.

V. NOMELLEHNA N OBOPYJOBAHUE

20. (5) Mpu pabote c uccnegyeMbiMM fNleKapCTBEHHbIMW MNpenapaTtaMu MHpopMaums o
TOKCMYHOCTM, aKTUBHOCTU M CEHCUBUT3MPYIOLLMX CBOMCTBAX MOXET OblTb HEMOSTHOM, B CBSI3U C
3TUM NpOM3BOAUTENb AO/MKEH yaenaTb ocoboe BHMMAHME CBEAEHMIO K MWHMMYMY PUCKOB
NEepPEKPECTHOM KOHTaMUHaUMKN. KOHCTpyKUMs 060pyA0BaHUS U MOMELLEHWNIA, METOALI UCMbITaHWM
M KOHTPONS, a TakXe npeaesnbl A0MYCTUMbIX KOHLUEHTPALMA OCTAaTKOB MOC/E OYUCTKU AO/KHBI
YUMTbIBaTb XapakTep yKa3aHHbIX PUCKOB. B COOTBETCTBYIOLMX C/TyHasix NPOU3BOAUTENb AO/MKEH
obpalatb BHMMaHME Ha OpraHu3aumio paboTbl MPOU3BOACTBEHHBIMU UMKNIaMKU (KaMNaHUSMK).
Mpn BblIbOpe Motowero cpeacTsa HeobXoAMMO Y4YMTbIBaTb PACTBOPUMOCTb /1EKAPCTBEHHOIO
npenapaTa ans KIMMHUYECKUX UCCNefoBaHN.

VI. JOKYMEHTALINA
CneundukaLmm n UHCTPYKLIUK

21. (6) Cneumdukaumm (Ha MCxogHOE Cbipbe, MEPBMYHbIE YMAKOBOYHbIE MaTepuansl,
NMPOMEXYTOYHblE MPOAYKTbl, HepachacoBaHHYID W T[OTOBYD MPOAYKUMIO), pernameHThl,
TEXHOSIOTMYECKNE MHCTPYKLMM M MHCTPYKLUMU MO YNAKOBKe AO/MKHbI ObITb HACTONBbKO MOJIHBIMY,
HaCKOMbKO 3TO MO3BONSIET CYLLIECTBYIOLIMIN YPOBEHb 3HaHWUIM O npoaykTe. o xoay pa3paboTku
NeKapCTBEHHOro npenapata MX HeobxoauMMO nepuoauMyecku oueHmBaTb M 06HOBNSATL (npu
HeobxoaMMoCTK). B kaxaon HOBOM BEPCUM AO/MKHbI ObITb YYTEHbI CaMble MOCNeAHUE AaHHbIE,
ncnosnb3yemasl B HacTosilee BpeMsi TeXHonorus, TpeboBaHus ocyaapcTBeHHOM dapMakoneu
Poccuiickon ®epepaummn M HOpMaTMBHLIX NPaBOBbIX akToB Poccuiickon ®eapepaumn. Hosas
BEPCUS [OO/MKHA Takxke coaepXaTb CCbINKy Ha npeabliaywyo Bepcuio ans obecneveHus
MPOCNEXNBAEMOCTN U3MEHEHNIA. [Ipon3BoAUTENb AO/MKEH YTBEPAWTL NpoLeaypy ANS BHECEHUS
MoBbbIX M3MEHEHWWA, KOTOpble MOryT MOBUSTb Ha KayeCTBO MCCIEAYEMOro JIEKapCTBEHHOMO
npenapara, B YaCTHOCTU, Ha ero cTabunbHOCTb M BMO3KBUBANEHTHOCTb.

22. (7) O6ocHOBaHMS AN BHECEHUSI W3MEHEHUW [OOMKHbl ObiTb  AOKYMEHTaNbHO
ocopMneHbl. [ponssoanTenb AO/MKEH NPOAHANINM3MPOBaTb B/IMSIHNE BHECEHHbIX M3MEHEHWUW Ha
KayeCTBO MCCeayeMoro JflekapCTBEHHOro npernapata M Ha NpPOBOAUMbIE  K/IMHUYECKue
nccnepoBaHus. PesynbTaTtbl TaKOro aHanmsa A0/mMKHbI 6biTb 0hOpMIEeHbl AOKYMEHTasbHO.
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3aka3

23. (8) 3aka3 pomkeH coaepxaTb TpeboBaHMe Ha MNpPOM3BOACTBO WU (MM) YNAKOBKY
onpedeneHHoro 4ucna eavHuy npoaykuum u (Mnu) ee OTrpy3Ky. 3aka3 Mnpou3BoAUTENHO
HaNpaBnsSIETCS CMOHCOPOM MW NINLOM, AEACTBYIOLLMM MO €ro nopyyeHuto. 3akas Ao/MKeH ObiTb
ocdopmMneH Ha ByMaKHOM HocuTene n (UNKn) B 3NEKTPOHHOM BUAE M BbITb 4OCTAaTOYHO YETKUM BO
n3bexxaHne pasHOUTEHMIN. 3aKa3 A0/HKEH ObiTb YTBEPXKAEH NNLIOM, UMEIOLMM COOTBETCTBYIOLLME
MOSIHOMOYMS, M MMETb CCbIIKY Ha AOCbe Ha JIeKapCTBEHHbIM Mpenapat M Ha MpPOTOKON
KIMHUYECKMX MCCNe0BaHWUN.

Jlocbe Ha NeKapCTBEHHbIN NpenapaT

24. (9) Jocbe Ha nekapCcTBEHHbIN NpenapaT AO/MKHO HENPEPbLIBHO OOHOBNSATLCS MO Mepe
pa3paboTkM NekapCTBEHHOro npenapaTa. [pM 3TOM npou3BoauTeNb AOMKEH obecrneunTb
NPOCNIEXMBAEMOCTb NpeabIAYLLMX BEPCUMIN AOCbE HA IEKAPCTBEHHbIM Npenapar.

25. [locbe Ha neKapCTBEHHbIN MpenapaT AO/MKHO BKIOYaTb B cebs, B YACTHOCTH,
cnepyrowme AOKYMEHTbI (M coaepxXaTb CCbINIKK Ha HKX):

cneumMdukaumMm M aHanuMTUYecKue METOAMKM Ha WCXOAHOE Cblpbe W YNakOBOYHblE
mMaTepvansl;

cneumMduKkaumMm U aHanUTUYeckMe MeTOAMKM Ha MPOMEXYTOYHYHO, HepacdacoBaHHY M
rOTOBYIO NPOAYKLMIO;

TEXHONOrMYEeCKNe MHCTPYKLUK;

METOAMKN KOHTPOSIS B npoLuecce npons3BoAacCTBa;

YTBEPXXAEHHYIO KOMUIO 3TUKETKM;

MPOTOKOMbl  KAMHUYECKMX  MCCNeAOBaHMM M, B COOTBETCTBYIOLWIMX  Ciy4asx,
paHAOMM3aLUMNOHHbIE KOAbl;

[OroBOpbl C UCMOMHUTENAMU, YKa3aHHble B NyHKTax 237 - 255 Hactoswwmx lMpasun (npu
HeobxoaMMocCTu);

[aHHble 0 CTabuNbHOCTY;

YCNOBUSA XpaHEHUS U TPaHCMOPTUPOBKW.

26. [puvBeaeHHbIM nepevyeHb AOKYMEHTOB MOXET MW3MEHATbC B 3aBUCMMOCTU  OT
NeKapCTBEHHOrO npenapaTta 1 ctaguu ero paspabotku. Coaepkalasncs B AoCbe MHMOpMaUMs
AO/MKHA CNTYXXWUTb OCHOBOM MPWU OLEHKE FOTOBHOCTW AS1S MPUEMKU W BblAauM paspeLleHns Ha
BbIMYCK KOHKPETHOW CEpUM YNMOTHOMOYEHHBLIM NINLOM, KOTOPOE AOIHKHO MUMETb AOCTYN K TakKoM
nHdopmaumn. Ecnm  pasHble Cctagum npouecca NpOM3BOACTBA OCYLIECTBASIKOT Ha pa3HbiX
y4yacTkax, rae OTBETCTBEHHOCTb HeCyT pasHble YMNOJIHOMOYEHHble NMua, AOMyCKaeTcs BecTu
OTAENbHbIE AOCbE C OrpaHUYEeHHOW MHMOPMaUMeN, MMEIOLWEN OTHOLWIEHME K AEesTENbHOCTM Ha
COOTBETCTBYIOLUMNX Y4aCTKax.

PernameHT n TexHonorn4yeckme MHCTPYKLUUN

27. (10) Kaxpass npou3BOACTBEHHAs onepauus Man onepaums no OTrpy3Ke AO/KHa
BbIMOSIHATLCS B COOTBETCTBUM C YETKOM M AOCTAaTOYHO MOJSIHOM MHCTPYKLMEN M COMPOBOXAATHCA
0hOpMNIEHNEM COOTBETCTBYIOWMX 3anucer. Ecnmn onepaumst He SBNSIETCS MOBTOPSIEMOM, TO He
0b653aTeNnbHO COCTaBNATb pernaMeHT U TEXHONOrMYecKne WMHCTPYKUMK. 3anncu uMetoT ocoboe
3HayeHve ANns  NOArOTOBKM  OKOHYATENbHbIX TEKCTOB  [JOKYMEHTOB, KOTopble 6yayT
MCNONb30BaTbC MNPV CEPUMAHOM  MPOW3BOACTBE MOC/AE  MOMYYEHUS  PErMCTPALMOHHOIO
YAOCTOBEPEHUSI HA IEKAPCTBEHHbIM Npenapar.

28. (11) WHdopmMauus, coaepxkallasics B A0OCbE Ha NIEKAPCTBEHHbIM npenapaT, A0/HKHa
MCNONb30BaTbC MpU  pa3paboTke MNOAPOGHbLIX MHCTPYKUMA MO MPOM3BOACTBY, YMAKOBKE,
UCMbITAHWUAM O/ KOHTPONS KayecTBa, YCII0BUSAM XpPaHEHUS N TPaHCMOPTUPOBKU.

MHCTpyKUMM MO yrakoBKe
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29. (12) UccneanyeMble nekapCTBeHHbIE NpenapaThbl, Kak NpPaBuo, AO/MKHbI YNaKoBbIBATLCA
WHOMBMAYANIbHO AN KaXKAoro naumeHTa. KonmyectBo eauHML YnakoBbIBAEMOM MpPOAYKLMM
AO/MKHO ObITb OnpeaeneHo A0 Hayana onepauui Mo YnakoBKE C YYETOM KOMMYECTBa eAHUL,
HeobXoauMbIX ANs NPOBEAEHUsI KOHTPONs KadyectBa, M oTbopa apxuBHbiXx 06pasuoB AN
XpaHeHus. Mocne OKOHYaHMSI YNakoBKW M MapKMPOBKM HEOBXOAMMO COCTaBMTb MaTepuasbHbI
6anaHc, YTobbl FapaHTUPOBaTb MNPaBU/IbHLIN YUYET KaXKA0ro B1uaa NpoayKUMK Anst Kaxkaou CcTaaum
Npou3BOACTBaA.

3anuncy no Npou3BOACTBY, KOHTPOJIIO M YNAKOBKE CEPUM NPOoAYKLMK

30. (13) docbe Ha cepuio AOMKHO coaepXaTb AOCTaTOYHO NoapobHyo MHbopMaumio ans
TOYHOrO MPOCNEXMBAHUA NOCeA0BATENBHOCTU onepauni. 3To A0Cbe AO/MKHO COAEpXaTb BCe
CyLLeCTBEHHbIE 3aMeyvaHusi, 060CHOBbIBAOLME WMCMOMb30BaHHbIE Mpoueaypbl UM BHECEHHblE
M3MEHEeHUs, Aalolme HOBYK MHGOPMaUMI0O O JleKapCTBEHHOM Mpernapate M Mno3Bofsiowme
yCOBEpLLEHCTBOBaTb NPON3BOACTBEHHbIE OMNepaunm.

31. (14) 3anucm No NPOM3BOACTBY CEPUM NMPOAYKUMM AOMKHbI XPAHUTBLCS HE MeHee NSTU
NET Nocne 3aBepLueHnst v NpeKpaLleHnst NocieaHero KIMHNYECKOro NccneaoBaHuns, B KOTOPOM
6bl1a Mcnosib3oBaHa 3Ta cepus.

VII. MPON3BOACTBO
YnakoBoYHblE MaTepuarsbl

32. (15) B cneundwmkaumax n MeToaMKax KOHTPONS KayectBa [AO/MKHbl  6bITb
NpeaycMOTPEHbI CNeumManbHble Mepbl MO NPeAOTBPALLEHMIO CllyYaliHOrO pacKoAMPOBaHUS M3-3a
Pa3NMuUniA BHELLHErO BUAA pa3HbIX CEPUMA YNAKOBOYHbLIX MaTepUanos.

TexHonormnyeckme onepaumm

33. (16) Ha cragum pa3paboTkn nekapCTBEHHOro npenapata HeobxoauMo onpeaenuTb
KpUTUYecKkMe napaMeTpbl U BUAbl KOHTPOSS B rpoLuecce Npon3sBoAacTea. BpeMeHHble napamMeTpel
M BUObl KOHTPONS B npouecce Npom3BoACTBA MoOryT ObiTb onpeaeneHbl Ha OCHOBe
NpUOBpPETEHHOrO OMbiTa, B TOM YMCNe MpeabiaylmMx WUCCNefoBaHWA Mo pa3paboTke.
OTBETCTBEHHbIN MEPCOHaN AO/MKEH yAenaTb 0coboe BHMMaHWEe pa3paboTke HeobXoaMMbIX
MHCTPYKLUMN U MOCTOSIHHOMY WX COBEPLUEHCTBOBAHMIO C YYETOM OMbiTa, NpuobpeTaemMoro B
npouecce MNpPOM3BOACTBA. YCTAHOB/IEHHbIE W KOHTPONMpPyeMble napaMeTpbl AO/MKHbl 6biTb
060CHOBaHbI B COOTBETCTBUM C UMEIOLLIENCS B AAHHOE BpeMs MHOpMaLMeN.

34. (17) [JonyckaeTca He MpOBOAUTbL BanuAauMio TEXHOMOrMYeckux MpoLeccoB
NpOU3BOACTBa MCCneayeMblX NeKapCTBEHHbIX NpenapaToB B obbeme, npeaycMaTpnBaeMoM Ans
CepUMHOro npou3BoAacTBa. B noboM cnydyae nomelleHust U o6opyaoBaHME [OMKHbI ObITb
KBanuuumpoBaHbl. [Ans CTEepWbHbIX JIEKAPCTBEHHbIX MpenapaToB Banvaaums MNpoueccoB
cTepunusaumm OO/MKHa NpPOBOAUTBCS B TOM Xxe 0bbeMe, YTO M ANS 3aperMcTpyvpoBaHHbIX
NeKapCTBEHHbIX MpenapaToB. B coOTBETCTBYIOWMX cyyasx, ana obecneyeHns 6e3onacHOCTU
OMOTEXHONOMMYECKMX  NIEKAPCTBEHHbIX  MPEMNapaToB  Ans  KIMHWYECKUX  UCCNeaoBaHWUi
Npou3BoauTENb A0O/HKEH NOATBEPANTL 3PMEKTUBHOCTD MHAKTUBAUMK U (MNX) YAANEHUS BUPYCOB
n (unn) Opyrux npuMmecer BGMOoNOrMyeckoro MPOUCXOXAEHUS B COOTBETCTBUM C Hay4YHbIMU
NPUHUMNAMN N METOAAMM, U3NOXKEHHBIMU B COOTBETCTBYIOLNX PyKOBOACTBAX.

35. (18) Banupaumsa acenTuyeckMx MpoLeccoB NpeacTaBnsieT ocobyd TPyAHOCTb Npu
ManblX pa3Mepax Cepui NpoayKumu. B 3Tux cnyyasix uicno eaMHuL NpoayKumMM, HamoSTHSIEMbIX
cpeaamun, MoXeT 6biTb paBHO HaubonblueMy pa3smepy cepunm npoaykumn. [pyu  Hanuuum
BO3MOXHOCTM (B TOM uucne AN MMUTaUMKM Mnpolecca) Npov3BOAWTENb AO/MKEH HAMOMHATb
cpeaaMu Hambonbluee YMCNo eavHuUL Npoaykuum ans obecneveHns 60nbluen AOCTOBEPHOCTM
pe3ynbTaToB. HanonHeHve W repMeTu3aums SBASAIOTCA MPEUMYLLECTBEHHO PYYHbIMU WK
NonyaBTOMaTUYECKMMKN OnepauunsMun, NpeacTaBnsiownMm puck Ans CTepunbHOCTU. B cBsA3u ¢



3TUM HeobxoanMo YOENUTb MNOBbILLEHHOE BHWUMaHUE 06yquvuo nepcoHana M npoBeAEHUIO
Bannaaunm METOA0B aCENTUYECKOIro Npon3BoacTBa C y4aCTUEM KaXXKaoro onepartopa.

TpeboBaHUs K NpenapaTy CpaBHEHUS

36. (19) Ecnn npenapaT cpaBHeHMS NoaBepraeTcs U3MeHeHUsIM, NPOU3BOAMTESNb AOSHKEH
obecneuntb AOCTYNHOCTb AAHHbIX (HanpuMep, NO CTabubHOCTN, CPAaBHUTENLHOMY W3YYEHWIO
pacTBOpPUMOCTH, 6MOAOCTYNHOCTW), MOATBEPXKAAIOWMX, YTO TaKMe W3MEHEHUS He OKaxyT
CyLLECTBEHHOIO BIMSIHMS HA UCXOAHbIE MapaMeTpbl KayecTBa 3TOro SIekapCTBEHHOrO npenapara.

37. (20) Cpok roaHoCTV npenapaTa CpaBHEHUS, YKa3aHHbIN Ha NepBOHaYasibHOM YNaKoBKe,
MOXET He COBMajaTb CO CPOKOM rOAHOCTM Mpernapara, nepeynakoBaHHOro B APYryr0 YMaKoBKY,
He obecneynBaloLLyto SKBMBANIEHTHBIV YPOBEHb 3aLlLMTbl UM €CNIN TaKasi yNakoBKa HECOBMECTUMA
C npenapatoM. B CBSi3M C 3TUM CMOHCOP WAM NNLO, AEMCTBYHOLIEE OT €r0 UMEHW, OOSHKHbI
onpeaenvTb NpUeMNeMy0 AaTy, A0 KOTOPOM AOMyCKaeTcs MCMosb30BaTb MnpenapaTt, yuuTbiBast
NpupoAy NpenapaTta, XapakTepUCTMKM YNAaKOBKM W YCNOBUS, B KOTOPbIX ByAeT XpaHUTbCA 3TOT
npenapaT. HOBbIN CPOK rOAHOCTM AO/MKEH ObiTb 0BOCHOBAH M HE MOXET NPEBbIWATb CPOK
FOAHOCTM, YKa3aHHbIA Ha NepBoHavanbHoOM ynakoBke. CpoK roAHOCTU [O/MHKEH COrNacoBbIBATHCA
C ASIMTENbHOCTBIO KIIMHUYECKOro UCCNIeA0BaHums.

Onepauum no koaunposanutio ("cnenoi" Meton)

38. (21) Ecnn mnccnepyeMble nekapCTBEHHble MpenapaThl KOAMPYHT, TO AOMKHbI 6biTh
pa3paboTaHbl cMcTeMbl, obecrneumsaroLme KOANPOBKY U ee COXpaHeHne, HO Npu HeobXoaAnMMOCTH
no3sonsoWwme naeHTUduUMpoBaTb 3akoaMpoBaHHyto ('cnenyto") npoaykumito, B TOM 4ucne
HOMepa Cepwuii UCCNeayemMoro JieKapCTBEHHOrO MpenapaTta A0 onepauuy Mo KOAMPOBaHMIO.
Mpon3BoAUTENb AOMKEH NPEAYCMOTPETb BO3MOXHOCTb HbICTPOV MAEHTUDMKALMM UCCneayeMOro
NeKapCTBEHHOro npenapaTta B 3KCTPEHHbIX Cy4vasix.

Kop, paHaomMusauum

39. (22) B MHCTpYKUMAX AOMKHbI BbITb OnMcaHbl BCe npoueaypbl MO CO34aHWMI0, 3alumTe,
pacnpeaenexunio, obpaboTke M xpaHeHuio No6Oro Koaa paHAOMM3aUMKM, UCNOb30BAHHOIO AN
YMAKOBaHHbIX MCCeAyEeMbIX JIEKApPCTBEHHbIX NPernapaToB, a TakXke MeTOAbl PackpbiTvsS KoAQ.
MponssoanTenb JOMKEH BECTM COOTBETCTBYHOLLME 3aMNUCK.

Onepaunn nNo ynaxkoske

40. (23) Mpun ynakoBke MWCCNeQyeMOro NEeKapCTBEHHOrO npenapaTa MOXET 0Kas3aTbCs
HEOOXOAMMbIM  OAHOBPEMEHHOE HAXOXAEHWE pa3fIMYHbIX BMAOB MPOAYKUMM HA  OAHOW
yNnakoBOYHOM nuHWUM. [pou3BoauTeNnb AO/MKEH CBECTM K MWHUMYMY PUCK NepenyTbiBaHMS
NeKapCTBEHHbIX MpenapaTtoB MyTeM BbIMOSHEHUS COOTBETCTBYHOWMX Mpoueayp u  (Mnu)
NPUMEHEHMs creumasnbHOro 060pyaoBaHNS U COOTBETCTBYIOLWEro 0by4eHns nepcoHana.

41. (24) Onepaumnn NoO ynakoBKe U MapKUPOBKe uUccneayeMblx NeKapCTBEHHbIX NpenapaTos
MOryT ObITb 6051€ee CNOXHBbIMM M NOABEPXKEHHBIMU OLIMOKaM, KOTOpble TPyAHEE BbISIBMSATb, YEM
MpU NPOU3BOACTBE 3aperMcTpMpoBaHHbLIX JIEKapCTBEHHbIX npenapaTos. OcobeHHO 3TO KacaeTcs
NCCneayeMbIX NIEKApPCTBEHHbIX MPEenapaToB C MOXOXMM BHELHWM BUAOM MpU UCMOSb30BaHUK
"cnenoro" mMetoga. B cBsizan ¢ aTuM TpebyeTcsa npuHMMaTb ocobble Mepbl MO NPeaoTBPaLLEHMIO
ownboK B MapKMpOBKe, HanpuMep, 3a CYeT cBefeHus 6anaHca 3TUKETOK, OYMCTKU JIMHUMK,
OCYLLECTB/IEHUS KOHTPONS B NpoLecce NpoM3BOACTBA CreumasibHO 06y4YeHHbIM NePCOHasoM.

42. (25) YnakoBka [O/MKHA rapaHTMpoBaTb COXPAHHOCTb UCCNeaAyeMOoro fiekapCTBEHHOMO
npenapaTta B Haf/eXalleM COCTOSAHUU MpU TPaHCMOPTUPOBKE U XPAaHEHUU B MPOMEXYTOUHbIX
MYHKTax Ha3HauyeHus. BropynyHas ynakoBka AoskHa ObITb TakoW, YTobbl 6bI10 Cpa3dy 3aMeTHO ee
BCKPbITME WK Ntoboe MHOoe BMeLLaTeNbCTBO BO BPEMS TPAHCMNOPTUPOBKM.



MapkupoBKa

43. (26) B T1abnuue N 1 obveanHeHbl TpeboBaHWs, coaepxalimecs B nyHkTax 43 - 48
HacTosiLero MNMpunoxeHus. MapknpoBka Ao/mkHa obecrneunBaThb 3alUMTy NauMeHTa, BO3MOXHOCTb
NPOCNEXNBaHUS U MAEHTUUKaLUMM NeKapCTBEHHOro npenapata W UCCNefoBaHWs, a Takxke
cnocobcTBoBaTh NPaBUSIbHOMY MPUMEHEHMIO UCCNeQyeMOro SleKkapCTBEHHOrO npenapara.

44. Ha aTrkeTKax A0/MKHA coaepXaTbCs cneaytoLas nHdopMaums, ecnm He 060CHOBaHoO ee
oTtcytctBME  (HanpuMep, NPV HanMuMM  LEHTPa/IM30BaHHOM  3/IEKTPOHHOW  CUCTEMbI
PaHAOMM3MPOBAHHOI0 KOAMPOBaHMSA):

a) (a) HanmeHoBaHMe (MMs), agpec 1 HoMep TenedoHa CrOHCOpa, IPUANYECKOro NMUa,
MPUBMEYEHHOro CMOHCOPOM K OpraHu3aummn NpoBeAeHUs KIIMHUYECKOro nccneaosanms (aanee -
KOHTPaKTHas nccneaoBaTenbckas opraHusaums) uam nccnegosatenst (OCHOBHOrO KOHTaKTHOroO
nvua Ans nonyyeHus MHopMaumm OTHOCUTENBHO NIEKapCTBEHHOrO npenapaTa, KIMHUYeCKoro
MccneaoBaHns U Ans SKCTPEHHOIO PacKOANPOBaHUS);

6) (b) nekapctBeHHas dopMa, cnocob BBeAeHMs, KOMNMYECTBO A03MPOBAHHBLIX eAnMHUL, U B
Crly4ae npoBeAeHUst OTKPbITOrO UCCNef0BaHUS - HAMMEHOBaHUE U (Unn) Wndp NekapCTBEHHOMO
npenapaTta n ero 4o3npoBKy U (UNN) akTUBHOCTb;

B) (C) HoMep cepun u (MnK) Koa AN MAEHTUDUKAUMM COAEPXXUMOro M ornepaumm rno
YMaKOBKe;

r) (d) Homep (Koa) MCCNeaoBaHWS, MO3BONSIOWMA MAEHTUDUUMPOBATL WUCCIeAoBaHWE,
MEAMLUMHCKYI0 OpraHM3aumto, uccriefoBaTenist M CMOHCOPa, eC/iv 3TO He YKa3aHo B APYroM MecTe;

A) () MaeHTUMUKALMOHHBIN KOA NauMeHTa U HOMep BU3UTa (Npu Hannymm);

e) (f) damunus n nHMumanel nccnenosaTens (eC/M He ykasaHo B noanyHkTtax "a" wnam "r');

X) (g) yKasaHusl N0 UCMonb30BaHNMIO (MOXET OblTb NpUBEAEHa CCbl/IKa Ha IMCTOK-BKIAAbILL
nmMbo  ApYron MOSICHUTENbHBLIM  JOKYMEHT, MNPeAHa3HaYeHHbIN ANs MauMeHTa Wan  nvua,
OCYLLECTBASIOLLEro BBEAEeHWE NIeKapCTBEHHOro npenapaTa);

3) (h) Hagnucb "[ns KMMHUYECKUX UCCneaoBaHnin";

n) (i) ycnosusi XpaHeHus;

K) (j) CPOK MCMONb30BaHUS C yKasaHMeM Mecsua U roga Takmum ob6pasoMm, 4Tobbl nsbexarb
noboi HeonpeaeneHHoCTN (MOXET BbITb YKa3aHa JaTa, A0 KOTOpo HEOBX0AMMO MCMONb30BaThb
NEKAPCTBEHHLIN Mpenapat ANns KIMHUYECKUX WCCNeAOBaHMM, CPOK rOAHOCTM WM daTa
MOBTOPHOIO KOHTPONS);

n) (k) Hagnucb "XpaHUTb B HEAOCTYMHOM AN AETEN MecTe", 3a UCKIIIYEHUEM CIy4YaEes,
KOraa NeKapCTBEHHbIM npenapaT npefHa3HayeH ANS WUCMOMb30BaHUS TOMbKO B YCIOBUSIX
cTaumoHapa.

45. (27) Agpec n HoMep TenedOHa OCHOBHOrO KOHTaKTHOrO fvua Ans nepeaayn
MHbOPMaUMN  OTHOCUTENBHO JIEKAapCTBEHHOMO npenapaTta, KAMHUYECKOro WCCNefoBaHus U
9KCTPEHHOr0 packoavMpoBaHWS MOryT ObITb He YyKasaHbl Ha I3TUKETKE, eCnn MauueHTy
npeaocTaBneHbl MHCTPYKUMSI MO MPUMEHEHUIO UM KapTOYKa, Ha KOTOPOW YKa3aHbl 3T AaHHbIE,
a TaKKe AaHa MHCTPYKUMS AepxaTtb UX Npu cebe NoCTOSHHO.

46. (28) daHHble fomKHbI 6bITb NpuBeAEHbl Ha PYCCKOM si3blke. [laHHble, yKa3aHHble B
nyHkTe 44 Hactosiwero [MpuUNoXeHWsl, AOMKHbI HAXOAUTbCS KaK Ha MEpPBUMYHOM, TaK M Ha
BTOPMYHON ynakoBke (KpoMe C/lydaeB, OMnMCaHHbIX B MyHKTax 47 - 48 HacTtoswero Mpunoxexus).
TpeboBaHus K coaep)XaHWIO MapKMPOBKM Ha 3TUKETKAX Ha MNePBUYHON M BTOPMYHOM YyMNaKOBKaXx
npusBeaeHbl B Tabnuue 1. Takxke Ha 3TUKETKaxX MOXET ObITb NpuBeaeHa MHdopMaumsa Ha Apyrux
A3bIKaX.

47. (29) B cnyyasix, Koraa wccnefsyemblii NekapCTBEHHbIV npenapaT, nepeaaBaeMbii
MaUMEHTY UK N1Ly, OCYLLECTBASIOWEMY BBEAEHME UCCNeAyeMOro SIeKapCTBEHHOrO npenapara,
CONPOBOXAAETCS BTOPMYHOW YMAKOBKOM, COAepallerd MHGPOPMaUMIO, YKa3aHHYIO B MyHKTe 44
HacToswero MpunoXxeHns, MapKMpoBKa MEPBUYHON YMakoBkM (Mnan moboro 3aneyaTaHHOro
AO3UPYIOLLEro  YCTPOMCTBA, COAEpXallero MepBMYHYID YMakoBKY) [AOMKHA coaepxaTb
cneayroLwyo nHpopMaumio:

a) (a) HaumeHoBaHMe (MMS) CNOHCOPa, KOHTPAKTHOWM MCCNeaoBaTENbCKON OpraHM3aummn nim
uccneposaTtens;



6) (b) nekapctBeHHas dopMa, cnocob BBeaeHUs (MOXET He YKa3blBaTbCA ANS TBEPAbIX
nepopanbHbIX (OpM), KOMNMYECTBO A03MPOBAHHbLIX eAnHUL, U B Cllydae NpoBeAeHUs OTKPbITOro
MCCneaoBaHWs - HauMeHoBaHMe 1 (Mnn) Wndp NeKkapCcTBEHHOro nNpenapaTta U ero A03UpoBKY U
(wnn) aKTMBHOCTb;

B) (C) HoMep cepun u (UnK) Kop AN MAEHTUDMKAUMM COAEPXXUMOro M onepauumn no
yMaKoBKe;

r) (d) Homep (koa) wuccnenoBaHWs, MO3BONAIOWMA MAEHTUDUUMPOBATL WUCCNIEAOBAHME,
MEeAMLUMHCKYIO OpraHM3aumio, ucciefoBaTenist U CNOHCOPa, eCiv 3TO He YKa3aHo B APYroM MecTe;

A) (€) naeHTUMMKAUMOHHbIM KOoA NauMeHTa 1 HoMep BU3MTa (Npy Hanmumm).

48. (30) Ecnv nepBrYHONM YNaKoOBKOW SIBASIETCA GMCTEP MM OHa MMEET Manblii pa3Mep
(HanpuMep, aMnysbl, HA KOTOPbIX HE MOryT ObiTb pa3MeLleHbl AaHHble, YKa3aHHble B NyHKTe 44
HacToswero MpunoxeHus), AomkHa ObiTb NpeaycCMOTpeHa BTOPMYHAsS YnakoBKa C 3TMKETKOM,
coAepXallen 3TM AaHHble. [py 3TOM Ha NEPBUYHON YNaKOBKE AO/MKHbI 6bITb YKa3aHbi:

a) (a) HaumeHoBaHWe (MMS) CNOHCOopa, KOHTPaKTHON UCCe0BaTEIbCKOWM OpraHu3auumn unm
uccneposaTtens;

6) (b) cnocob BBeaeHus (MOXHO He yKkasbiBaTb A5 TBEPAbIX NepopasibHbiX (OpM), U B
Cfly4ae npoBeAeHUst OTKPbITOrO UCCNef0BaHUS - HAMMEHOBaHUE U (Unn) Wndp NekapCTBEHHOrO
npenapara u ero 4o3npoBka 1 (UNKN) aKTUBHOCTb;

B) (C) HOMep cepuu U (Mnn) Koa AN uAeHTUdDMKaUMM COAEPXKMMOro M ornepaumn no
YMaKOBKe;

r) (d) Homep (koa) wccneaoBaHuWsl, MO3BONSAOWMN NMAEHTUDUUMPOBATbL WMCCNeaoBaHME,
MeAMUMHCKYIO OpraHM3aumio, uccrefoBaTens U CNOHCopa, eCiv 3TO He YKa3aHo B APYroM MecTe;

A) () MaeHTUMPUKALMOHHBIM KOZA NauMeHTa U HoMep BU3uUTa (Npu Hannymm).

Tabnuua 1. CymMapHas nHgopmaumns o MapkMpoBke (NMyHKTbl 43 - 48)

a) HauMeHOBaHMe (mMMsa), alpec M HOoMep TejedoHa
CIIOHCOpa, KOHTPaKTHOM MCCJIeIOBaTEeJILCKOM
opraHM3aluum I ycciyienopaTesnd (OCHOBHOTO OBMMﬂ CIIYYAN
KOHTAKTHOTO JiMlLaA »OJid I[IOJIydeHUus nHbOopMaLUM IO [NepBUYHOM YINaKOBKU U
OTHOCUTEJIbHO JIEKAPCTBEHHOT'O npenapara, BTOPUYHOM YNAKOBKM (IIYHKT
KJIMHMYECKOTO MCCJIEOOBaAHMUS UM IOJIS BKCTPEHHOTO 44)
pPacKoOOMpOBaHUML) ;
Vundpopmaumsa,
yKasaHHas B MNOOINYHKTax
"a" <1> - "ga"
IIEPBMYHAA YIIAKOBKA
Ecimy nepBUUHYD YIOAaKOBKY
Y BTOPMUUHYI YIaKOBKY
XpaHaT BMecTe (nyHKT 47)
<5>
Vudpopmaumsa,
YyKaz3aHHAas B IOIOMNYHKTAax
©) JlexkapcTBeHHasa oGopwMma, crioco6b BBEeIeHUHd, "a" <2> "o" <3> "y" "p"
KOJIMUECTBO IOO3BMPOBAHHEIX eOUHNIL, n B CJydae "o"
IpOBEeIESHUSA OTKPBEITOT'O UCCJIenOBaHuUdg -
HaMMeHOBaHME U (mrm) udp JIEKAPCTBEHHOTO

npenapaTta M ero OO3MPOBKa M (MJIM) aKTUBHOCTL;
B) HOMep cepum U (MiamM) koI IJid UISHTUOMKALUU
CONEPXMMOTO M OIllepalMuM II0 yINaKOoBKe;

') HOMEP (xom) MUCCJIenoOBaHMUd, [103BOJISOMMNINA
NIOeHTUOUUMPOBATH uccrenoBaHue, Me OMUIVHCKYIO
opraHmMs3aluio, MUCCJemoBaTesis M CIOHCOpa, eciu
3TO He yKaszsaHO B IPYyI'OM MecCTe;

) MOSHTUMOMKAUMOHHEIY KOI IHalMeHTa W HOMep
BM3UTA (NIpM HaJIU4YUM) ;



e) dbamMmaMs M MHMULMAJE MCCJIeIOoBaTeJIsd (ecmm  He
ykasaHo B noanyHkrax "a" wuam "n");

) yKasaHmMa IO MCIOJb30BAaHMI (MOXeT OBITEB
IpMBEeIEeHa CCBUJIKa Ha JIMCTOK-BKJIAOBII JIMOO IpyTon
IOSACHUTEJIbHEM IOOKYMEHT, NpeOHa3HadYeHHHM IJIg
nauMeHTa MM JMla, OCYUEeCTBJISnIEero BBeIeHUue
JIeKapCTBEHHOT'O IIpelnapara) ;

3) Hazgnomchb "Iid KIMHUMYECKUX MCccaemoBaHum";

M) YCJIOBUS XPAaHEHUS; INEPBUYHAS YIIAKOBKA

K) CPOK MCIOJIb30BaHMSA C ykaszaHueM Mecsaua U BaucTeps MM YyHNaKOBKU
roma TakKuM ofOpas3oM, YTOOH U30exXxaThb hielele)i MaJioTo pasMepa (myHkT 48)
HeomnpeleJIeHHOCTH (MoxeT ObBITb ykaszaHa naTa, Io <5>

KOTOPOM HEeOOXOIMMO MCIIOJIL30BAThL JI€KAPCTBEHHBMN

npenapaT, CPOK TOOHOCTM MJIM HaTa [IOBTOPHOTIO Vudopmaumsa,
KOHTPOJIA) ; ykaszaHHasg B IMNONONYHKTax
JI) Hannuch "XpaHUTb B HEOOCTYIHOM IJigd HeTeM "a" <2> "o" <3>, <4> "g"
MmecTe", 3a UCKJIUEeHMEM cIyJaes, KoTrma "p"o"g"
JIeKapCTBEHHEIN npenapar nIpenHa3HadYeH onsa

MICIIOJIb30BAHUA TOJIBKO B YCJIOBMAX CTallMoHapa

MNpumeyaHusa:

<1> Agpec v HoMep TenecoHa OCHOBHOMO KOHTAKTHOMO nua Ans nonyveHns nHbopMaumm
OTHOCUTENbHO JIEKAapCTBEHHOMO MpenapaTa, KIMHUYECKOro WCCNefoBaHWA W 3KCTPEHHOro
PacKOAMPOBAHNS MOXET He COAEpXKaTbCA Ha 3TUKETKE, €CNU MauMeHTY npeaoCTaBfiEHbI
WHCTPYKUMA MO MPUMEHEHMUIO JIEKApPCTBEHHOro npernapata WM KapToyka, rAe yKasaHbl 3Tu
[AHHble, @ TaKXe AaHa MHCTPYKUMS AepxaTb X npu cebe Bce BpeMms (MyHKT 45 HacToswero
Mpunoxenns).

<2> He Hy>xHO pa3melLaTb agpec U HoMmep TenecdoHa OCHOBHOMO KOHTAKTHOMO nvua Ans
MH@OpMaLMM OTHOCUTENBHO JIEKAPCTBEHHOrO MpernapaTta, KIMHUYECKOro WCCNefoBaHus W
3KCTPEHHOr0 PacKOAMPOBAHMUS.

<3> Cnocob BBeAEHUS MOXHO He yKa3biBaTb A5 TBEPAbIX NEPOPasibHbIX NEKapCTBEHHbIX
dopm.

<4> MOXHO He yKa3blBaTb JIEKapCTBEHHYIO (POPMY N KONTMYECTBO A03MPOBAHHBIX €AMHUL.

<5> ECnm Ha BTOPUYHOM YNaKoBKE COAEPXUTCS MHGOPMaLus, NpuBeAeHHAs B NyHKTe 44
HacToswero MNpunoxxeHus.

49. (31) [Ons NOSICHEHMSI YKa3aHHOW Bblle WHbOpMauuM MOryT 6biTb MCMOMb30BaHbI
CUMBOJIbI MNN MUKTOrpaMMbl. MoxeT ObITb MpeacTaBneHa AOMoNHUTENbHAas MHMopMaums,
npegocTepexeHns n (M) NHCTPYKLUUK NO 06bpaLLeHnto C NeKapCTBEHHbIM NpenapaToM.

50. (32) B cnyyae npoBeaeHns KINIMHUYECKUX UCCeA0BaHUN, Koraa:

a) HeT HeobXxoAMMOCTU B OTAENbHBLIX NpoLeccax NPOU3BOACTBA UMW YNaKOBKY;

6) npn nccnegoBaHMM UCMONL3YHOTCH NEKAPCTBEHHblIE CPeACTBa, 3aperncTpupoBaHHbIE,
Npov3BeAeHHbIE MM UMMOPTMPOBAHHbIE B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
®epepaunn;

B) B UCCNeNOBaHUWM MNPUHUMAIOT y4dacTue nauueHTbl C TeMu 3aboneBaHusMU, KOTOpble
COOTBETCTBYIOT MOKA3aHUSIM K NPUMEHEHWNIO, YTBEPXKAEHHBIM MPU perncTpaumm,

- Ha TNEepBMYHOM YMaKOBKE TakK, 4TOObl He 3aKpblTb OPUIMHANbHYIO 3TUKETKY,
[OMOSTHUTENBHO A0/MKHBI ObITb NPUBEAEHDI Cneaytolme AaHHbIE:

(i) Ha3BaHuMe (MMs) CnNOHCOpa, KOHTPAKTHOM WCCNefoBaTeNIbCKOM OpraHM3aumMn umm
uccnegosaTtens;

(i) Homep (KkoA) wccnefoBaHWSA, MO3BONSIOWMMA  MAEHTUDULMPOBATL  MEANLIMHCKYHO
opraHusaumio, uccnegosaTens U cybbekTa uccnenoBaHus.

51. (33) Ecnm HeobxoaMMO w3MeHUTb AaTy, A0 KOTOPOM MOXET MCMNOSb30BaTbhCs
nccneayeMblvi NEKApCTBEHHBIN NpenapaT, Ha YNakoBKY A0/MKHA 6bITb HAHECeHa AOMOMHUTENbHAs



3TMKeTKa. Ha [OMOMHUTENbHOM 3TUKETKE AO/MKHA OblTb yKa3aHa HOBas AaTa, A0 KOTOPOW
AONYCKAEeTCA MCMNOb30BaTb /leKapCTBEHHbIN NpenapaT, a Takke NOBTOPHO YKa3aH HOMep Cepum.
JlONONHUTENbHYIO 3TUKETKY MOXHO HaKenBaTb NOBEPX CTapol AaTbl UCMO/b30BaHMs, HO OHa He
AO/MKHA 3aKpblBaTb WCXOAHbIA HOMEP CEpPWUM, KOTOPbIA HEOBX0AMM ANsi KOHTPONs KayecTsa.
HaHeceHWe AOMONHUTENbHON 3TUKETKU AO/MKHO OCYLLECTBAATLCS OPraHU3aumsMin, UMELUMI
NMLEH3MIO HA NPOM3BOACTBO JIEKAPCTBEHHBLIX CPEACTB MW NINLEH3UIO Ha (apMaueBTUYECKYHO
AESATENBHOCTb (XpaHEHME NEKAPCTBEHHbIX MPENapaToB AN MeAULMHCKOro npuMeHeHust). Mpu
HeobX0ANMOCTN HaHECEHME AOMOSTHUTENBHOM STUKETKM MOXET OCYLLECTBASITLCA B MEANLIMHCKOM
opraHv3aumun ¢apMaLeBTUYeCKMM paboTHMKOM AaHHON OpraHu3aumMu WM Noj ero KOHTPOSEM,
nMbo MeaMLUMHCKUM pabOTHUKOM MeAMUMHCKOM OpraHuM3auuM B COOTBETCTBUM C TpeboBaHMsSIMU
3aKkoHoaaTenbcTBa Poccuiickol ®egepaumn. ECim 3To HEBO3MOXKHO, HAHECEHME AOMOMHUTENBHOM
STUKETKM MOXET OCYLUECTB/ISITb MOHUTOP KJIMHUYECKOro WCCNEeAoBaHWsl, KOTOPbIA NpoLen
COOTBETCTBYIOLLEE 06yUYeHMe. YKa3aHHYH onepaumnto HeobxoanMo NpoBOAWTL B COOTBETCTBUM C
HacTosiwmmu MpaBunamu, cneumanbHbiIMU U CTaHAAPTHLIMM OMepaUMOHHbIMK MpoueaypaMu, a
npy HeobXoAMMOCTWM nMepeaaBaTb WX BbIMOSIHEHWE APYroM OpraHvM3auMm Mo A0oroBopy.
MpoBeaeHVe ykasaHHOM onepauuyM AO0/MKEH KOHTPOIMPOBaTb Apyrok paboTHuK. HaHeceHue
AOMOSTHUTENBHOWN 3TUKETKM A0HKHO ObITb TILATENbHBIM 06pa3oM 0(POPMNIEHO JOKYMEHTAIbHO Kak
B JOKYMEHTaX K/IMHUYECKOro UCCNefoBaHusl, Tak U B JOCbE Ha CEpUIO.

VIII. KOHTPOJTb KAHECTBA

52. (34) MockosbKy NpoLEecChl MOryT 6bITb HE OKOHYATENNbHO ONPEeAENEHbI UK HE B MOJTHOM
Mepe Ba/MaMpOBaHbl, HEOOXOANMO yaensiTb 0co60e BHUMAHME WUCMbITaHUAM Ans obecneyeHns
rapaHTUM TOro, YTO Kakaas cepusi NPOAYKLUMM COOTBETCTBYET cneumndurkaumm.

53. (35) KoHTponb KayectBa Heo6XOAMMO OCYLECTBNATb B COOTBETCTBUM C AOCbE Ha
NEKApPCTBEHHbIN Mpenapat. pousBoauTeNb [AO/MKEH NPOBOAUTb MPOBEPKY 3hdeKTUBHOCTH
KOANPOBAHMWS 1 AOKYMEHTA/IbHO 0OpMAATb ee pe3ysbTaThl.

54. (36) O6pasubl MccieayeMblX TEKAPCTBEHHbIX NMPenapaToB AO/MKHbI XPaHWUTBLCS B ABYX
Lensx: ans obecnevyeHnst Hanmumst obpasua Ans aHaMTUYECKMX UCTIbITAHUIA U Anst obecneyeHns
Hannuua obpasua roToBOro JsekapCTBeHHOro npenapata. TakuMm o06pas3oM, obpasubl MOXHO
pasaenuTb Ha ABe KaTeropuvu:

KOHTPO/bHbI 06pa3el; - 06pasLbl CEPUN UCXOAHOMO Chipbsl, YNAKOBOYHbLIX MaTepuanos,
NeKapCTBEHHOrO NMpenapaTta B NEPBMYHOM YMAKOBKE WM rOTOBOrO JIEKapCTBEHHOrO NMpenapara,
KOTOpble XpaHST ANsi NPOBEAEHMSI aHanu3a B C/lydae BO3HWKHOBEHMSI TakoW Heo6xoaMMocCTMu.
Mpon3BoAUTENb [OMKEH COXpaHATb 06pasubl C KPUTUYECKMX MPOMEXYTOYHbIX CTaaun
(HanpuMep, €O CTagui, MOCNEe KOTOPbIX MNpeaycMaTpvMBAETCs MPOBEAEHME aHaNUTUYECKMX
MCCNeaoBaHMM M Bblaya paspelleHnid Ha BbiNyCcK) M 06pasubl NMPOMEXYTOYHbLIX MPOAYKTOB,
KOTOpble MOCTaBASIOTCA 3a Npeaesnbl 30Hbl KOHTPOJS MpOM3BOAUTENS, €C/IM 3TO MO3BONSET
CcTabunbHOCTL 06pa3LoB;

apX1BHbI 0bpa3sel, - 0bpaseL;, B OKOHYaTENbHOMN YNakoBKe, 0TO6paHHbIN U3 CEpUN rOTOBOW
npoaykumun. Ero xpaHsiT B Lensix NOATBEPXKAEHNS MAEHTUYHOCTU. HanpuMmep, B TeUYeHWe Cpoka
XpaHeHus1 cepum  MoXeT noTpeboBaTbca OCMOTp obpa3ua WM ynakoBKM, MapKMPOBKM,
MHCTPYKLUMW NO NMPUMEHEHWNIO, NONy4YeHME MHGOPMaLMM 0 HOMepe CEpUN 1 CPOKE rOAHOCTM.

55. Bo MHOrMX Cfny4asx KOHTPOJibHble U apxvMBHble 00pa3ubl rOTOBOM MNpOAYKLMM
WAEHTUYHBI U SBNSIOTCS €AMHULAMM NPOAYKUMM B OKOHYATENIbHOM YnakoBKe. B Takmx cnyyasx
KOHTPO/bHbIE W apXuBHble 06pasubl MOryT pacCMaTpMBaTbCA KaK B3aMMO3aMEHsIEMbIE.
KoHTponbHble 1 apxuBHble 06pasLbl UCCIeayeMOro SIeKapCTBEHHOMO MpenapaTta, B TOM 4Yucne
3aKOAMPOBAHHOI 0O JIEKAPCTBEHHOIO NMpenapaTa, A0/HKHbI COXPaHSATLCS HE MEHEE ABYX JIET NOC/e
3aBEpPLUEHNS WM MNpPeKpPaLeHnsl MocieaHero KMHUYECKOro WCCNeA0oBaHUsl, B KOTOPOM
Mcnosnb3oBanacb AaHHas cepusi (B 3aBUCMMOCTM OT TOrO, Kakol U3 NepuoaoB Aosblue).

56. MNpoussoauTenb AOMKEH YAENATb BHMMaHWE XPaHEHUIO apXMBHbIX 06pasLoB A0 Tex
nop, Moka He 6yaeT CoCTaBneH OTYET O K/AMHMYECKOM WCCNeaoBaHuM, ans obecneyeHus
BO3MOXXHOCTM NOATBEPXKAEHUS NAEHTUYHOCTU TEKapCTBEHHOMO NpenapaTta, YTo HeobxoanMo Npu
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paccnefoBaHUsIX HernpeaBMAEHHbIX C/lydaeB WM MPOTMBOPEYMBBLIX pe3yfbTaToB  TakuX
nccneaoBaHuim.

57. (37) MecTO XpaHeHMs1 KOHTPOJIbHBIX U apXMBHbIX 06pa3LoB AOMKHO 6biTb onpeaeneHo
B COrnaweHuMnM Mexay CrnoHCOpoM u npoussBoautenem(ammn). K Takmm mectam Heobxoanmo
obecneynTb CBOEBPEMEHHbIN AOCTYN NpeacTaBUTeNen YNoaHOMOYEHHOro dheepanbHOro opraHa
MCNONHUTENbHOW BNacTy.

58. KoHTponbHble 06pasLbl rOTOBOMO SIEKapCTBEHHOMO npernapaTa A0/MKHbI COXPaHSATLCS B
Poccuickon degepaummn unm B TPETbEN CTPaHe, ecnv Mexxay Poccuinckon ®deagepaument n TpeTben
CTPaHOM-3KCNOPTEPOM CYLLECTBYIOT COr/alLEHNs, KOTOpble rapaHTMPYIOT, YTO Npou3BOAUTESNb
NCCNefyemMoro  NEKapCTBEHHOrO  npenapata  MNpUAEpPXKMBAETCS  MpaBu  Hagnexalero
Npov3BOACTBa, TpeboBaHUS KOTOpbIX He Hwxe TpeboBaHui Hactoswmx [lpasun. B
NCKNIOYMTENBHBIX Clly4asix KOHTPOsbHble 06pa3ubl FOTOBOMO SIEKAPCTBEHHOrO npenapaTta MoryT
XpaHUTbCS Yy MPOU3BOAUTENS B TPETbEM CTpaHe. B ykasaHHOM cryyae 3TO AOMKHO 6biTb
060CHOBAHO M AOKYMeHTanbHO 0hOPM/IEHO B BUAE COrNaLLEHNst MeXAY CMOHCOPOM, MMMOPTEPOM
B Poccuinckyro ®eaepaunio n Npou3BOAUTENEM JIEKAPCTBEHHOIO NpenapaTta B TPETbEN CTpaHe.

59. KonnuyectBo KOHTPOSIbHbIX 06pa3uoB A0MKHO ObITb AOCTAaTOYHLIM A5 NPOBEAEHMUS HE
MEHee [BYX MOJHbIX aHA/IMTUYECKMX WCCNeAoBaHWM CepuM MpPOAYyKLUMM B COOTBETCTBUM C
TpeboBaHNAMM [OCbE€ Ha JIEKAPCTBEHHbLIM MpenapaTt, MOAAHHOrO B YMNOSIHOMOYEHHbIN
benepanbHbI OpraH MCMONHUTENBHON BNAcTU ANS NOMYYEHUS pa3pelleHusl Ha MNpoBedeHue
KJIMHUYECKOro MCCneaoBaHus.

60. [ns apxuBHblXx 06pa3uoB AOMyCKaeTcs XpaHuUTb WHGOPMaUMi0O B OTHOLUEHUU
OKOHYaTEeNIbHO YMAKOBaHHbIX €AMHUL, NIeKapCTBEHHbIX MpenapaTtoB B BMAE MUCbMEHHbLIX Wn
3MEKTPOHHBIX 3anucel, ecnn Takue 3anuMcu obecrieuymBaloT AOCTaTOuHYH0 MHdbopMauuio. B
nocneaHeM cryyae cucteMa XpaHeHus A0/MKHA COOTBETCTBOBATb TPEOOBaHMAM, YCTaHOB/IEHHbIM
MpunoxeHnem N 11 K HacTodawmum Mpasunam.

IX. BbIJJAYA PA3PELLEHMS HA BbIMYCK CEPWIA

61. (38) He ponyckaetcs Bblaaya paspelleHnst Ha BbiMyCK MCCNeayeMblX NlekapCTBEHHbIX
npenapaTtoB A0 Tex Mop, MOKa YMNOAHOMOYEHHOE /SULUO He YAOCTOBEPUT BbIMOSIHEHWE
YCTaHOB/IEHHbIX TpebOoBaHMI C YYETOM MOMOXKEHWIM, MPEeAYCMOTPEHHbIX MyHKTaMM 62 - 63
HacToswero MNpunoxxeHus.

62. (39) Ha BbINoOMHEHWE YMOMHOMOYEHHBLIM NINLIOM CBOMX 06S3aHHOCTEN B OTHOLLEHUM
nccneayemblX NeKapCTBEHHbIX MpenapaToB BAMSIOT pa3Hble (hakTopbl, KOTOpble nepeyvncrieHs
HUXe:

a) JNeKapCTBEHHbIM npenapaT npousBeaeH B Poccuickon ®depepaumm, HO  He
3apernctpupoBaH B Poccuiickor ®efepauum: npy noaaye 3asiBIEHNS Ha BblAady pa3peLleHmnst Ha
NMpOBEAEHNE KIIMHUYECKOrO WCCeAoBaHUS HEObXOAMMO YyAOCTOBEPUTb, YTO WUCCIEAYEMbIN
NEKAPCTBEHHLIN NpenapaT NpoM3BeAEH U NPOBEPEH B COOTBETCTBUM C TPEOOBAHUAMMN HACTOSILLMX
MpaBun, OOCbE Ha JIEKAPCTBEHHbLIM MpenapaT, a TaKXe 4YTO MMEETCs COOTBETCTBYHOLLAS
nHdopMaums, npeaocTaBneHHass CMOHCOPOM  YMOSIHOMOYEHHOMY  deaepanbHOMYy — OpraHy
MCNONHUTENBHOWM BNacTu;

6) nekapCTBEHHLIN NpenapaT 3apernctpypoBaH B Poccuiickort ®eaepaumnm, NnoctaBnseTcs
OopraHu3aumMelnt onToBOM TOProBnn, KOTopast HaxoauTcs B Poccuiickon ®eaepaumnmn, HE3aBUCMMO
OT TOro, rae NpoV3BOANTCS NIEKAPCTBEHHDBIV NpenapaT: AeUCTBYIOT TpebOBaHMS, NEPEYNCIEHHBIE
B noanyHkTe "a" HacToswero nyHKTa, HO 06beM npeaoCTaBfeHHbIX AAHHbIX MOXeT OblTb
OrpaHWYeH NOATBEPXXAEHMEM TOr0, YTO JIEKAPCTBEHHbIN NpenapaT COOTBETCTBYET 3asiB/IEHMIO Ha
BblAayy paspelleHnsl Ha NPOBEAEHME KIMHMYECKOro MCCNneaoBaHMs M Nobon nocneayoen
06paboTKM C LeNbIo KOANPOBaHWMS, OCYLLECTBIEHUS CNieUMabHOM YNaKoBKM MM MapKUPOBKW ANst
3TOro nccneaoBaHus. [locbe Ha NeKapCTBEHHbIM NpenapaT TakXXe MOXET ObiTb OrpaHUYEHHbIM MO
06beMy (NyHKTbI 24 - 26 HacTosiwero Mpunoxenus);

B) NleKapCTBEHHbLIA MpenapaT MMMNOPTUPOBAH HEMOCPEACTBEHHO W3 TPETbEW CTpaHbl:
HeobXxoAMMO MNOATBEpPAWTb, YTO OH MPOM3BEAEH U MpOBEpPeH B COOTBETCTBUM C MpaBuiaMu
Haanexallero npov3BOACTBA, TpeboBaHUS KOTOPbIX He HwKe, YyeM TpeboBaHusS HACTOALMX
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MpaBun, OOCbE Ha JIEKAPCTBEHHbLIM MperapaT, a TaKXe 4YTO MMEETCs COOTBETCTBYHOLLAS
nHdopMauns, npefocTaBfieHHas CrNOHCOPOM  YMOSIHOMOYEHHOMY  deaepanbHOMY  OpraHy
MCNOMHUTENbHOM BNAaCcTM MpW Nofaye 3asiBNEHUS Ha Bbldayy paspeLleHns Ha npoBeaeHune
KIIMHUYECKOro muccnenoBaHus. Ecnv uccnegyemble nekapcTBEHHble MpenapaTbl BBE3eHbl U3
TPETbEA CTpaHbl M SBASIOTCS OOLEKTOM COrnalleHus, MNPUHSATOro Mexay Poccuickon
depepaumen 1 3TON CTPaHOM, HaNpUMep TakmMM, Kak CoralleHre O B3aMMHOM Mpu3HaHuK, noboe
noaobHoe cornaweHve npeaycMaTpuBaeT MNpUMEHeHMe TpeboBaHWM B OTHOLIEHMWU 3TOro
NeKapCTBEHHOMO Mnpenapara, He Huxe, YyeM TpeboBaHusa HacTosiwmx MNpasun. MNpu OTCYyTCTBUK
COrnalleHns o B3aMMHOM MPU3HAHMKU YNOTHOMOYEHHOE SINLIO HAa OCHOBE MH(OPMaLMKN O CUCTEME
KayeCcTBa MpoU3BOAUTENS AO/DKHO YCTAHOBWUTb, YTO MPUMEHSAIOTCS TpeboBaHWUSI HE HUXKe, YeM
TpeboBaHua HacToswmx Mpasun. 3Ty MHGOPMaLMIO, Kak NpaBusio, NoAyYaloT NyTeM ydacTus B
ayaute apMaueBTUYECKON CUCTEMbl KayecTBa npov3BoauTenend. M B nepBoM, U BO BTOPOM
Cnyyae Yno/IHOMOYEHHOE JNIMLO MOXET BbIMNOMHUTL OLEHKY COOTBETCTBUSI Ha OCHOBAaHWM
[AOKYMEHTaLMN, NpeaoCcTaBNEHHOM NPOU3BOAUTENEM U3 APYron CcTpaHbl (NMyHKT 63 HacTosLero
Mpunoxenns);

r) Npn BBO3€ MpenapaToB CPaBHEHWS, KOrAa HEBO3MOXHO rapaHTUMpoBaTb, YTO Kaxkaast
cepusi npoaykumm 6bina npousBegeHa B COOTBETCTBMM C TPeOOBaHUSIMM He HWMXKEe, 4YeM
TpeboBaHus HacToswmx paBun, YNOMHOMOYEHHOE MU0 AO/MKHO MOATBEPAUTb, YTO Kaxaas
Npov3BedeHHas Cepusi Mpowna BCe BMAbl KOHTPONAS W UCMbITaHWM, HeobXxoauMbIX Ans
NMOATBEPXAEHMSI ee KayecTBa, a TaKXe 4YTO WMeeTCs COOTBETCTBYHOWAs WHGOpMaums,
NpeaocTaB/ieHHass CMOHCOPOM  YMOMHOMOYEHHOMY (heaepanbHOMY OpraHy WCMOSIHUTENIbHOM
BNacTU nNpu rnojade 3asBfeHMsl Ha BblAa4dy paspeleHns Ha MpoBeAeHne KINMHUYECKOro
nccnefoBaHus.

63. (40) Mpu oLeHKe KaXkaoN cepyn NpoayKUMU Nepen BblAayeln paspelleHunst Ha BbiMycK
LAOSMKHbI 6bITb paccMOTpeHbI cneaytowwme dhakTopbl, 06CTOATENLCTBA U AOKYMEHTHI:

[AOCbe Ha Cepuvio, B TOM 4YMCNe 3anncu No KOHTPOMIO KayecTBa, 3anucy Nno KOHTPOSO B
npouecce NPOM3BOACTBA M 3arnCK paspeLleHns Ha BbiNycK, CBUAETENLCTBYIOLME O COOTBETCTBUM
CepVM NPOAYKUMMN AOChE HA NEKapCTBEHHBIN NpenapaT, 3akasy, NPOTOKOY UCCNeA0BaHNS U Koay
paHAOMM3auun. B 3TK 3anucn Ao/mkHbl OblTb BHECEHbl BCE OTK/IOHEHUSI MM BHECEHHblE B
NJAHOBOM Mopsiike M3MEHEeHUs, a Takxe Ntobble AONOHUTENbHbIE NMPOBEPKN UMW UCMbITAHUS.
3anmcn AoMKHbI 6bITb NOHBIMU U AOMKHBI BbITb COrnacoBaHbl NEpCoOHANIoOM, YNOTHOMOYEHHbIM
Ha 3TO B COOTBETCTBUM C (DapMaLIEBTUYECKON CUCTEMOW KaYeCcTBa;

YCNoBu1S NPOU3BOACTBA;

[AaHHble 0 Banuaauun obopyaoBaHus, NpoLEeccoB U METOAVK;

MpoBePKa OKOHYATESIbHOM YNaKoBKY;

pe3ynbTaTbl NI0ObIX aHaNM30B WKW WUCMbITAHWIM, NPOBEAEHHbLIX MOCNE MMMOPTUPOBAHMS,
€cnn Heobxoammo;

OT4YeTbl O CTabUNbHOCTY;

[aHHbIe O MOCTaBLLMKE M NPOBEPKE YC/IOBUIMA XPAaHEHMSI U TPAHCTNIOPTUPOBKY;

oT4yeTbl 06 ayaMTax CUCTEMbl KayecTBa NpoM3BoOAUTENS;

[JOKYMEHTbI, MOATBEpXXAAoWME MNPaBO NPOM3BOAUTENS HA MNPOM3BOACTBO MCCNEeayeMbIX
NeKapcTBeHHbIX npenapaTtoB (BKOYas npenapaTtbl CPaBHEHWMS) HaA 3KCMOPT, BblAdHHbIE
YNOJTHOMOYEHHbIM (peaepanbHbIM OpPraHOM UCMOSTHUTENBHON BNacTy;

TpeboBaHNS HOPMaTMBHbLIX MNpPaBOBbIX akToB Poccuiickon @egepaumm B OTHOLLEHWUU
PEerMcTpaumoHHOro A0Cbe, MNpuMeHsieMble TpeboBaHusa Hactoawmx [MpaBun u  nobble
NOATBEPXAEHNS  YNO/THOMOYEHHOTO (peaepanbHOro opraHa  WMCMONHWUTENBbHOW  Bnactu o
cobntogeHmn TpeboBaHMI HacTosiwmx Mpasur;

WHble (aKTOpbl, KOTOPble YMOSHOMOYEHHOE NNLO CYMTAET 3HAYMMbIMU B OTHOLLEHWUU
KayecTBa cepum.

64. 3Ha4YMMOCTb BbilLENPUBEAEHHBLIX (DAaKTOPOB 3aBUCKT OT CTPaHbl, B KOTOPOW NPoM3BOAsAT
NeKapCTBEHHbIN NpenapaTt, NPOM3BOAUTENS, CTaTyca perMcTpaummn fieKapCTBEHHOro npenapara
(3aperncTpupoBaH 1M oH B Poccuiickort deaepaummn unm B TPETbMX CTpaHax), a Takke oT ¢asbl
KNIMHMYeCckon pa3paboTky. CroHCOp AO/MKEH rapaHTMpOBaTb, YTO BCe (haKTOpbl, NPUHSTLIE BO
BHUMa@HWe  YMNOJIHOMOYEHHbIM  JIMLOM,  BbIMOSHAIOWWM  OLEHKY Cepun, COOTBETCTBYIOT
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MHdOpMaLnM, NPeaoCTaBIEHHON YMOMHOMOYEHHOMY (heaepasibHOMy OpraHy WCNOMHUTENbHOM
B/IACTU MNpU MoJadve 3asBfIEHMS Ha Bblgady paspelleHrs Ha MpoBeAeHVE  KITMHUYECKOro
nccnegoBaHns (NyHKT 68 HacToswero MpunoxeHus).

65. (41) Ecnn nccnepyeMble nekapCTBeHHbIE NpenapaTtbl MPoOU3BOAAT U YNaKOBbIBAOT Ha
pa3HbIX y4acTKax, 3a KOTOpble HECYT OTBETCTBEHHOCTb pa3Hble YNOSIHOMOYEHHbIE LA, AODKHbI
6bITb cobntofeHbl TpeboBaHus, ycTaHoBEHHbIE MNpunoxxeHneM N 16 K HacToawmM MpaBunam.

66. (42) Ecnm HacTosiwmMmm MpaBunamu, a Takke MHbIMU HOPMATMBHBIMU MPABOBbLIM aKTaM
Poccuiickon deaepaumn  NpeaycCMOTPEHO  OCYLLECTB/IEHME oOrnepauui MNo  yNakoBKE MM
MapKMpPOBKE B MeAMUMHCKOM opraHv3aumn dhapMauleBTUYeCcKUM paboTHMKOM WM MoA ero
KOHTponeM, Nnbo MeAULUMHCKMM paboTHMKOM MeAMLMHCKOM OpraHvM3aumu, YAOCTOBEPEHUS
AA@HHbIX OMnepauuin YMONMHOMOYEHHbIM NNLOM He Tpebyercs. OgHako CMOHCOpP HeceT
OTBETCTBEHHOCTb 3a oObecneyeHne Haanexalwero AOKYMEHTasbHOro OdOpMIIEHUSI AaHHOW
LAesTeNbHOCTU, COOTBETCTBUE TpeboBaHUsIM HacToAwmx MNpaBun 1 Npu HeobXxoaAMMOCTU AOMKEH
NpOBOANTL KOHCY/IbTAUUN C YNO/THOMOYEHHBIM JINLIOM.

X. TPAHCIOPTUPOBKA

67. (43) Uccnepyemble nekapCTBeHHble npernapaTbl A0/MKHbI OCTaBaTbCs NOA KOHTPOSEM
CMOHCOpa [0 3aBepLUEHMs] ABYX3TanHoOM npoueaypbl BblAauu pa3peLUEHUs Ha BbIMYCK: OLEHKM
COOTBETCTBUSA YMOSITHOMOYEHHLIM JIMLOM WM BblayM CMOHCOPOM paspelleHnss Ha BbINyCK A4S
MCNONb30BaHNSA B KIIMHUYECKOM MUCCIeA0BaHUM Nocse COH/1I0AEHUS YCTAHOBIEHHbIX TPeboBaHMI.
O6a 3tana AOMKHbI 6bITb OQOPMNEHbl AOKYMEHTaNbHO, @ 3anucu [OSHKHbl  XPaHWUTLCS
HENOCPEACTBEHHO Y CMOHCOPA WK Y ML, KOTOPOE AENCTBYET OT €r0 UMEHM.

68. (44) TpaHCNOPTMPOBKY WCCNefyeMbIX JeKapCTBEHHbIX MpenapaToB HeobxoanMo
OCYLLeCTBNATb B COOTBETCTBMM C WHCTPYKUMSIMKM, NPEeAoCTaB/IeEHHbIMUM B pacnopsikeHue
CMOHCOPOM W/IN NIULIOM, AENCTBYIOLMM OT €ro UMEHMW.

69. (45) [Jo nocTtaBkn uccnenyemblx feKapCTBEHHbIX MpenapaToB K MeCTy NnpoBeaeHus
NCCNeAOBaHMI [O/MKHbI OblTb YCTAHOBNEHbI MpaBufia MO PacKOAMPOBAHMIO NEKAPCTBEHHbIX
npernapaToB NepcoHasioM, UMEKLWNM COOTBETCTBYIOLLME NOSTHOMOUMS.

70. (46) HeobxoaMMO XpaHWTb MOAPOOHLIA MNepeYyeHb OTrPY>KEHHOM MPOAYKLUMM,
COCTaBJ/IEHHbIN Mpou3BoauTeneM wunn uMmnopTepoM. Ocoboe BHMMaHWe TpebyeTcs yaensTb
TOYHOCTM yKa3aHMs HaMMeHOBaHWSA U agpeca nony4yartens.

71. (47) MNepepa4vy wuccnegyemblX NEKApCTBEHHbIX MpenapaToB M3 OAHOro Mecrta
NpoBeAeHUs UCCNefoBaHWM B Apyroe HeobXxoauMO MNPOBOAWUTb TOSIBKO B MCKITHOYMTENbHbIX
cnyyasix. Mopsaaok Takow nepefayn AOMKEH OblTb YCTAHOBMIEH CTAHAAPTHOM OMEpaLVOHHON
npoueaypoi. HeobxoanMo NpoBEPUTL COBOKYMHOCTb UMEIOLLMXCS O IEKAPCTBEHHOM MnpenapaTe
CBeAEHWI 3a TOT Nepuod, KorAa OH HaxoAMSICS BHE KOHTPOSS MPOV3BOAWTENS, Hanpumep, C
MOMOLLbIO OTYETOB O MOHWUTOPWHIE KJIMHUYECKMX WCCNEAOBaHWA MW perncTpaumm ycroBun
XpaHeHWs Ha npeablayleM MecTe NpoBeAeHUs WCCNeaoBaHMi. Takas npoBepka AOSKHA
YUMTLIBATbCA MNPU OLEHKE BO3MOXHOCTM rnepefayn npoaykumn. K ydactmio B npoBepke
HeobXxoAMMO MpUBMEKaTb YMOHOMOYEHHOe nnuo. [pn HeobxoanMOCTU  NEKapCTBEHHbIN
npenapaT Ao/MKeH ObiTb BO3BPALLEH NPOM3BOAMTENO A/ MOBTOPHOM MapKMPOBKW W ANsl €ro
OLUEHKM YMOMHOMOYEHHbIM NMUOM. HeobxoanMo XpaHuTb 3anuMcn u obecneuvvBaTb MOSHOE
oTCnexmBaHne nNoAobHbIX nepeaau.

XI. MPETEH3MA

72. (48) BbiBOabl NO pe3ynbratam noboro paccnenoBaHusi, NPOBEAEHHOr0 B CBS3N C
MOCTYM/IEHUEM TMPETEH3UM MO KAYeCTBY JIeKapCTBEHHOro rMpenapaTta, paccMaTpuBaOTCA
NpoOVM3BOAUTENEM WM UMMOPTEPOM M CMOHCOPOM (€CAM 3TO He OAHO U TO Xe Nuuo). B 3ToMm
AO/MKHblI  Y4acTBOBaTb YMO/HOMOYEHHOE NMUO W NnUa, OTBETCTBEHHblE 33 MNpoOBeAeHue
COOTBETCTBYIOLEr0 K/IMHUYECKOrO0 WUCCNeAoBaHus, 4TObbl OUEHUTb BO3MOXHOE BIUSIHUE
MPETEH3MN HA KIMHUYECKOEe WuccnefoBaHue, pa3paboTKy JfekapCTBEHHOrO npenapata U
NauMeHTOB.
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XII. OT3bIBbl 1 BO3BPATHI
OT3bIBbI

73. (49) Topspgok OT3blBa MCCNeayeMbiX JIEKApCTBEHHbIX MpernapaTtoB M €ro
[AOKYMEHTasIbHOro oopMIeHNs AOHKEH ObITb COrnacoBaH Mexay COHCOPOM U MPON3BOANTENEM
M UMNOPTEPOM (ecnn 3TO He OAHO U TO Xe Nnuo). MccnegosaTtenb U MOHUTOP KIIMHUYECKOro
NCCNeaoBaHMa AOMKHBI NOHMMATb CBOM 065S3aHHOCTM MPU BbINO/IHEHMM OT3bIBa.

74. (50) CnoHcop AomKeH rapaHTMpoBaTb, YTO MOCTABLUMK /1l06Oro npenapata CpaBHEHUS
NN Apyrux nekapcTBeHHbIX NpenapaToB, UCMOb3YeMbIX B KIIMHUYECKOM UCCNefoBaHUKN, MeeT
CUCTEMY AN M3BELWEHUS CMOHCOpa O HeobxoaMMOCTM OT3blBa Nt06Oro MNOCTaBIEHHOMO
NEKaApCTBEHHOroO npenapaTa.

BozBpaThl

75. (51) BosBpaT uccneayeMblX eKapCTBEHHbIX NpenapaToB AO/MKEH OCYLLECTBAATLC B
COOTBETCTBUM C TPEOOBAHNSAMU CNOHCOPA, YCTAHOB/IEHHLIMU B COOTBETCTBYIOLLMX Npoueaypax.

76. (52) Bo3sBpalueHHble nccnegyeMble nekapCcTBeHHble npenapaThl A0/MKHbI BbITb YETKO
naeHTMUUMpoBaHbl.  OHM  AO/MKHLI  XPaHWUTbCA B CreuManbHO  NpeaHa3HaYeHHoW
KOHTponupyemo 3oHe. HeobxoaMMO COXpaHsiTb  3aMMcuM MO y4yeTy  BO3BPALLEHHbIX
NeKapCTBEHHbIX NpenapaTos.

XIII. YHUYTOXEHUE

77. (53) CnoHCOp HeceT OTBETCTBEHHOCTb 3@ YHUUTOXEHME HEUCMOSIb30BAHHbLIX U (MNn)
BO3BpaLLUEHHbIX MCCNeayeMbiX JIeKapCTBEHHbIX MpenapaTtoB. He aornyckaeTcs yHWYTOXeHue
nccneayeMmblx ekapCTBEHHbIX NpenapaTos 6€3 NoyyYyeHns MIMCbMEHHOMO pa3peLLleHnsi CoHCopa.

78. (54) [Ana Kkaxaod MeAMUMHCKOM OpraHu3auuv, MNpOBOASLUEN  K/MHUYECKOoe
nccnefoBaHve, M Kaxaoro nepuoga MCCNefoBaHUst CMOHCOP MM NNLO, AEWCTBYHOLLEe OT ero
MMEeHK, JO/MKeH (UKCMPOBaTb, COCTaBNATb 6anaHC M NpoBepsTb KOMMYECTBO WMCCeayemMoro
NeKapCTBEHHOMO npenapaTa, KOTopoe MOCTaB/IeHO, MCMOSIb30BAHO M BO3BPALLEHO. YHUUTOXEHME
HEMCMONb30BaHHbIX MNCCEAYyEeMbIX NeKapCTBEHHbIX MNpenapaTtoB AN AAaHHOW MeAWMLMHCKOW
opraHv3aumu Wy AaHHOro nepuoga MCCIefoBaHUM [OMYCKAETCS OCYLECTBNATb TOMbKO MOC/e
TOro, Kak byaeT NnpoBeAeHO paccriefoBaHWe, NPeAOCTaBNeHO YAOBIETBOPUTENIbHOE 06bsICHEHME
nobbIM  HECOOTBETCTBMAM, @ TaKXe COCTaBfeH MaTepuanbHbli GanaHc. [lokymeHTanbHoe
odopmMieHne onepaumi No YHUUTOXEHNIO NTeKapCTBEHHOro npenapaTa HeobxoAMMO BECTM TakUM
obpa3omM, uTobbl CyLecTBOBaNa BO3MOXHOCTb NOArOTOBUTL OTHET 060 BCEX onepauunsix. 3anucu
MO YHUUYTOXEHUIO HEOOXOAMMO XPaHUTb Y CrIOHCOpa.

79. (55) B cnyyae yHWUTOXEHWMSI ucCCreayeMblX JleKapCTBEHHbIX MpenapaTtoB CrOHCOpY
AOMKeH BbITb NPeACTaBNEH aKT C YKa3aHUeM AaTbl UM UHOW AOKYMEHT 06 YHUUTOXEHWUU. B aTux
AOKYMEHTaX A0/KHbI 6bITb YKa3aHbl HOMepa cepuit 1 (Unn) koAbl NauneHToB (6o obecrneyeHa
BO3MOXHOCTb MX OTC/IEXMBaHWSA), a TakkKe KOMMYECTBO YHUUTOXEHHbIX J1EKAPCTBEHHbIX
npenapaTos.



