[MTPMJIOXEHMUE Ne 4

K [IpaBuiiaM perucTpauu u 3KCrepTU3bI
JIEKapCTBEHHBIX CPEJICTB IS
MEIUIMHCKOTO MPUMEHEHUS

TPEBOBAHUS
K (popMaTy U pacnosi0KeHUuI0 T0OKYMEHTOB

PErucTPANMOHHOIO J0Che JIEKAPCTBEHHOT0 Mpenapara
B (popmare 0011ero rexuu4eckoro gokymenra (OT/)

|. TlepeueHb TOKYMEHTOB B MOJTYJISIX

PETUCTPATMOHHOTO JOCHE JICKAPCTBCHHOI'O IIpCIIapara

No i/

HAMMEHOBAHUE JOKYMEHTOB

MOIVYIJIb 1. AAMUHUCTPATHUBHASA NTHOOPMALIMA

1.0.
1.1.
1.2.
1.2.1.
1.2.2.

1.2.3.

ConpooaurenbHoe nmucbMo (kak B OT/I)

Conepxanue

OO0mast TOKyMEHTaIUS:

3asBJICHUE HA PETUCTPAIMIO JICKAPCTBEHHOTO Mpernapara

JOKYMEHTBI, TMOJATBEPKAAIOIINE OIIIATy AKCIEPTHHIX padOT U
(wn) omaty cOopa 3a perucrTpaiuio (MOILIMHY) B Cllydyae U
HOPSIIIKE, YCTaHOBJIEHHBIX B COOTBETCTBUU C
3aKOHONATEIBCTBOM  TOCyAapcTBa — WwieHa  EBpa3uiickoro
SKOHOMHYECKOTO COI03a, OCYIIECTBIIAIOMEr0 PErHCTPAINIO.

KoM cepTU(HrKaTa Ha JICKAPCTBEHHBIN MpenapaT (3aBepeHHas
B YCTAaHOBJICHHOM  MOPS/JIKE) COTJIACHO dbopmary,
pekomeHnoBaHHOMY BO3, BBIJaHHOTO YNOJHOMOYEHHBIM
OpraHoM cTpaHbl-npousBoauTensa. [Ipu OTCyTCTBMH Takoro
cepruduKara MPEACTaBISETCS JOKYMEHT, MOATBEP KIAIOIIMIA
pPETUCTpalliI0 B CTpaHE-NIPOM3BOAMUTENE W (WMIU) B CTpaHe-
nepKaTene PETUCTPALIUOHHOTO YIAO0CTOBEPEHUSI Ha
JIEKapCTBEHHBIA TIpenapar (3aBEpeHHbId B YCTaHOBIECHHOM
nopsijike) (Mpyu HATUYUH )
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No i/

HAMMEHOBAHUE JOKYMEHTOB

1.2.4

1.2.5.

1.2.6.

1.3.

1.3.1.

1.3.2.

1.3.3.

MEePEBOJI Ha PYCCKUM S3bIK M 3aBEPEHHAs B YCTAaHOBJIEHHOM
MOPSAJIKE  KOMHUS  OKCIEPTHOIO  OTYeTa,  BBIJAHHOTO
YIOJTHOMOYEHHBIM OpraHoM npu perucTpaiuu
JIEKQpCTBEHHOT'O TIperapara B CTpaHe-NPOU3BOJUTEIE WU B
CTpaHe-Jiep)KaTee PEerHCTPAMOHHOTO YAOCTOBEpeHus (Ipu
HaJIMIUHN )

3aKIIOUYCHUE (PEKOMEHJAIMsl) YHOJHOMOYEHHOTO OpraHa
(YOJITHOMOYEHHOU OpTaHU3alIIHN ) rocyJ1apcTBa — 4jieHa
EBpa3uiickoro = SKOHOMHUYECKOTO  COK03a [0  UTOraM
MpeIBAPUTEIHLHOTO Hay4YHOTO KOHCYJIbTUPOBAHUS
OTHOCUTEJIBLHO JAHHOTO JIEKApCTBEHHOI'O  Mpernapara B
rocyjiapcrse — ujieHe EBpa3suiickoro SKOHOMHYECKOTO COH3a
(IpY HAJTUYKN)

peKOMeHAanusl DKCIEPTHOTO KOMHUTETa IO JIEKAPCTBEHHBIM
cpenctBaM npu EBpa3zuiCKOM SKOHOMHYECKOW KOMHUCCHHU IO
WTOTaM TNPEABAPUTEIBHOTO HAYYHOTO KOHCYJIbTHPOBAHHS
OTHOCUTEIBHO JAHHOTO JIEKAPCTBEHHOTO Tipemnapara (mpu
HaJIM4YUH)

OOmiass ~ XxapakTepUCTUKA  JIGKAPCTBEHHOIO  Mperapara,
UHCTPYKIUS 1O MEIUIMUHCKOMY TPUMEHEHUIO0 (JIMCTOK-
BKJIAJIBIIIT ), MAPKUPOBKA:

IPOEKTHI 00IIIEN XapaKTEPUCTUKH JIEKAPCTBEHHOTO Tperapara,
UHCTPYKIIMK 1O MEAUIMHCKOMY TMPUMEHEHUI0 (JIUCTKa-
BKJIQJbIIIA), COCTABJICHHBIE B COOTBETCTBUU C TPEOOBAHUSIMU
aKTOB OpraHoB EBpa3uiicKOr0 3KOHOMHYECKOTO COK03a Ha
PYCCKOM SI3bIKE

MAaKEThI MIEPBUYHOM (BHYTpEHHEM) 151 BTOPUYHOM
(MOTpeOUTENHCKOM), IPOMEKYTOUHOM YIIAKOBOK,
COCTABJICHHBIE B COOTBETCTBHUM C TpEOOBaHUSIMU aKTOB
opraHoB EBpa3zuiiCKOro 3KOHOMHYECKOI'O COX03a Ha PYCCKOM
a3blKe. MakeTbl TMPOMEKYTOYHOW YIIAKOBKH, 3STHUKETOK,
CTUKEPOB MPEACTABISAIOTCA IPU HATTMYAU

pe3yNbTaThl  MOJB30BATEIBCKOTO  TECTUPOBAHUS  TEKCTa
UHCTPYKIIMU TI0 MEAUIMHCKOMY MPUMEHEHHIO (JIMCTKa-
BKJIQ/IbIIIA) (€CTU TPUMEHUMO)
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No i/

HAMMEHOBAHUE JOKYMEHTOB

1.3.4.

1.4.

1.4.1.

1.5.
1.5.1.

1.5.2.

3aBEpEHHBIEC JE€PKATEIEM PErUCTPALMOHHOIO YJIOCTOBEPEHUS
KON OOIIed XapaKTEPUCTUKHU JICKAPCTBEHHOTO Mpernapara ¢
JaTONW  TMOCIEIHEero  MepecMoTpa,  HMHCTPYKIMU MO
MEIUIUHCKOMY PUMEHEHUIO (JTUCTKA-BKJIAJIBIIIA),
YTBEPKJACHHBIE  YMNOJIHOMOYEHHBIM  OpPraHOM  CTpaHbl-
OPOU3BOAMUTENS],  CTpaHbI-AEp)KATENsl  PETUCTPAIMOHHOTO
yAOCTOBEpeHUsT U (WiaM) JApYroidl CTpaHbl C  XOPOIIO
peryJiupyeMbIM (bapMaiieBTUUECKUM PBIHKOM, rje
3apEerUuCTPUPOBAH JICKAPCTBEHHBIN Mpenapar (Mpyu HATUYUH )

Nudopmanust mo peryasTopHOMY CTaTyCy JIEKapCTBEHHOIO
npenapara B Ipyrux crpaHax (Mpy HaJIU4dHUM)

[lepeuens cTpaH, B KOTOPBIX JIEKAPCTBEHHBIN Mpenapar mnojaH
HAa PErUCTpaIUio, 3aperucTPUpPOBAH, TOJYYMJI OTKa3 B
PETUCTPALIK WU €T0 OOpalieHre Ha PhIHKE 3THX CTpaH ObLIO
MIPUOCTAHOBIICHO, c yKa3aHUEM HAaWMEHOBaHUS
JIEKapCTBEHHOTO npemnapara HOMEpa u JaThI
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS, CPOKA €ro JIEUCTBUS WU
JaThl TPUHSATUA pelieHud o0 oOTKa3e B pErucTpaiui,
PUOCTAHOBIICHUU JENCTBUS PErUCTPALIMOHHOTO
YAOCTOBEpEHUs, MpeAcTaBisieMas UHPOpMALHs J0HKHA ObITh
3aBepeHa JIepKaTeIeM PETUCTPALMOHHOTO yI0CTOBEPEHUS

I[OKYMCHTBI I10 Ka4CCTBY:

ceprudukar cooTBeTcTBUSI cTarhe Dapmakonen EBpazuiickoro
APKOHOMMYECKOTO COro3a Wiau EBporeiickori ¢dapmakornen 10
ryouaroii  sHuedasonatM WM JOKYMEHT,  BbIJAHHBIU
YIIOJJTHOMOYECHHBIMU OpraHaMu BETEPUHAPHOTO HAA30pa CTPaHbI
ITPOUCXOXKICHUSA ChIPbs B ciIydae VICTIOJIb30BAHUS
dapMalieBTUYECKUX CYOCTAHIIMK >KMBOTHOTO IIPOMCXOXKICHUS
(mpu HAJTUYMK )

MACHMO JepKaTens Macrep-aiina aKTUBHOM
(dapMaileBTUUECKON CyOCTaHIIMU ¢ 003aTEeIbCTBOM COOOIIATh
O BCEX W3MEHCHHMSIX MPOU3BOJIUTEIIO JIEKAPCTBEHHOTO
mpenapara ¥ YIOJIHOMOYEHHOMY OpraHy TOCyJapCTBa-djieHa
EBpa3uiickoro »KOHOMHYECKOTO COI03a, TPEKIE YeM Kakue-
a100 CyIEeCTBEHHbIE M3MEHEHHUs OyIyT BHECEHbI B MacTep-
daiin (papmarieBTHUECKON CyOCTaHIIUM (OpUTHMHAT THUChMa C
TIOJIITMCHIO0 YIIOJTHOMOUYEHHOTO JIUIIA TI0 Ka4eCTBY C IMIEPEBOOM)
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No i/

HAMMEHOBAHUE JOKYMEHTOB

1.5.3.

1.5.4.

1.5.5.

1.5.6.

1.6.
1.6.1.

MKMCHhMO, TIOATBEPIKIAIOIIEE COTacue JepKaress Mactep-(aiiia
(dhapmalieBTUYeCKOil cyOCTaHIIMK Ha MPEICTABICHUE IOKYMEHTOB
3aKpbITOM  4acTu MacTep-(daiina Ha  (apMaleBTUYECKYIO
CYOCTaHIIMIO  TI0  3alpocy  YIOJHOMOYEHHOTO  OpraHa
rocyJapcTBa — wieHa EBpa3uiickoro 5KOHOMHUUYECKOr0 CO03a

Komusi  ceprudukara  COOTBETCTBUSL  (papmalleBTUYECKOM
cyoctaniuu TpedboBanusiMm  EBpomneiickoit  papmakonen (Tipu
HaJIMYUN)

Konusi ceptudukara Ha Mactep-(paill 1a3Mbl, BBIJIAHHOTO
YIOJTHOMOYEHHBIM  OpPraHOM  CTPaHBI-MPOU3BOAUTENSL  (IIpU
HAJTMYUN)

Komusi ceprudukara Ha mactep-Qaill BaKIIMHHOTO AaHTUIEHA,
BBIJIAHHOTO YIOJHOMOYEHHBIM OpraHom CTpaHbI-
POU3BOUTENA (TIPY HATMYHH )

JIOKyMEHTBI 110 ITPOU3BOJICTBY:

3aBEPEHHAsI B YCTAHOBIICHHOM IMOPSAKE KOMMS JEHCTBYIOIIETO
JOKYMEHTA, TOATBEP/KIAOIIETO COOTBETCTBUE ITPOU3BOIUTEIIS
(MPOU3BOACTBEHHON IUIOIIAAKHM) 3asBISIEMOIO HA PETUCTPALMIO
JIEKapCTBEHHOTO Mpenapara, TpedoBanusam [Ipasun Haiexaien
NPOW3BOACTBEHHOW MPAaKTHKU EBpa3zMiiCcKOro 3KOHOMHYECKOTO
COI03a, YTBEPKIAEMbIX  EBpasuiiCKOM  SKOHOMHUYECKOU
KOMHUCCHUEH, BBIJIAHHOTO YIOJTHOMOYEHHBIM OpraHoM
rocy1apcTBa — 4jieHa EBpa3uiicKoro 3KOHOMUYECKOr0 COr3a

3aBEpPEHHBIC B YCTAHOBJICHHOM MOPSAKE KOMUU JIEUCTBYIOIINX
JIOKYMEHTOB, TOATBEPKAAIOIINX COOTBETCTBUE MPOU3BOIUTEIS
TpeOOBaHUSM HaJAJIeKAIIe MPOU3BOJCTBEHHOW MPAKTUKH,
BbIJIAaHHBIE YMOJHOMOYEHHBIMH OpTraHaMU CTpaHbl (CTpaH), B
KOTOpPOM  paclojio’)kKeHa  MPOU3BOJCTBEHHAs  ILJIOIIAJKa
(MpOM3BOJACTBEHHBIE  IUIOIIAAKKM  HA  pa3Hble  ATallbl
MPOU3BOJICTBA), U (WJIM) UHBIM YIOJHOMOYEHHBIM OPTraHOM, U
MpYU HAJIWYUU TPEACTABUThH QJPEC CaillTa peecTpa BbIIAHHBIX
YIOJTHOMOYEHHBIM OpPraHOM CEPTU(HUKATOB COOTBETCTBUS
TpeOOBaHUAM HaJJIeKaIIe MPOU3BOACTBEHHOM IPAKTUKHU
(Hampumep, EudraGMP) B uH(pOpMaITMOHHO-
TEJIEKOMMYHHUKAIMOHHOM CEeTH «HTepHeT (ecnu
IPUMEHHUMO)
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No i/

HAMMEHOBAHUE JOKYMEHTOB

1.6.2.

1.6.3.

1.6.4.

1.6.5.

1.6.6.

3aBEPEHHBIC B YCTAHOBJIECHHOM MOPSIIKE KOMUU JAEHCTBYIOIIETO
paspemicHus  (JIMIEH3WHM) HAa  IPOHM3BOACTBO  (BKJIIOYAst
MIPWIOKCHHUSI K HUM), BBIJJAHHOTO YITOJTHOMOYCHHBIM OPraHOM
CTpaHbl, B KOTOpOW pacHoJIO)KeHa IPOU3BOJCTBEHHAs
miomaaka (Mpou3BOJACTBEHHBIE TIIOIMIAAKA HA pPa3HbIC ATarlbl
IPOU3BOJICTBA)

3aBCPCHHBLIC B YCTAHOBJICHHOM IIOPAAKE KOIIMK OTYCTOB

WHCIEKIUH MPOU3BOJICTBEHHOMN TUTOIIAJIKA
(IpOU3BOJCTBEHHBIX  IUIOMIAJOK  HA  pa3Hble  ATallbl
MIPOU3BOJICTBA) Ha COOTBETCTBUE HaJIe)KaIIEH

NPOU3BOACTBEHHON MpPAaKTUKE, MPOBEACHHOW (IIPOBEICHHBIX)
YIOJIHOMOYEHHBIM  OPTaHOM  CTPAHBI-MPOU3BOJUTENS  WIIU
WHBIM YIIOJTHOMOYEHHBIM OPraHOM B T€UEHUE MOCIEAHUX 3 JIEeT
C Jarbl TOJAuM 3asBIEHHUA, C IUIJAHOM H  OTYETOM
koppektupytonux Meponpuatuii (CAPA) mocine uHCHEKIUU
(Opu HATMYMN)

3aBEpEHHAs B YCTAHOBJICHHOM TOPSAKE KOMHUS KOHTPAKTA
(moroBopa) MEX]TY JeprKaTeneM pPETUCTPAIIUOHHOTO
YAOCTOBEPEHHUS W MPOU3BOJAMUTEIIEM II0 BOIIPOCAM COOFOCHUS
TpeOOBaHUH HaIIekKaIeH TPOU3BOACTBEHHON MPAKTHUKH, €CITH
JieprKaTellb PEruCTPAIMOHHOTO yI0CTOBEPEHHUS HE YIaCTBYET B
IIPOMU3BOCTBE JICKAPCTBEHHOTO Mperapara

3aBEpEHHAs B YCTAHOBJICHHOM TIOPSAKE KOMHUS KOHTPAKTA
(moroBopa)  MEXIy  KOHTPAaKTHOW  HPOU3BOJICTBEHHOMU
IUIOIIAIKOM W TPOU3BOJUTENEM IO BOMPOCAM COONIOACHHUS
TpeOOBaHMN HAJUIeKAIIEH TMPOU3BOJCTBEHHON TPAKTHKH,
B CiyyasX, KOrja BeCh IMPOIECC WU OJUH W3 ITAloB
IIPOM3BO/JICTBA JIEKAPCTBEHHOTO TIperapaTa OCyIIeCTBIISICTCS Ha
KOHTPAKTHOW TTPOU3BOJICTBEHHOM TIOIIAIKE

CBEJICHUSI O JIIOOBIX PEryJIsITOPHBIX Mepax, MPUHSITHIX
YIIOJTHOMOYE€HHBIM OpraHoM, OCYIIIECTBIISIBILIEM
MHCIIEKTUPOBAHUE B TEUCHUE MOCIEAHUX 3 JIET MO pe3yIbTaTaM
MHCHEKIUM (C Jarhl TOJayd 3asBJICHHMS) B OTHOIICHUU
3asBJICHHOM MPOU3BOJICTBEHHOH TIIOMIAAKU (TIPY HAJTUYWHN )




6

No i/

HAMMEHOBAHUE JOKYMEHTOB

1.6.7.

1.6.8.

1.6.9.

1.6.10.

1.6.11.

1.7.
1.71

MACHMO YIIOJTHOMOYEHHOTO JIMIIA [0 KAaYECTBY O COOTBETCTBUU
YCJIOBHUM MPOU3BOACTBA 3aABJICHHOTO HA  PETHCTPALIHIO
JICKApCTBEHHOTO npenapara TpeOOBaHUIM [IpaBun
HAUICKAIE TPOU3BOJICTBEHHOW TPAKTUKU EBpa3uiickoro
AKOHOMHUYECKOTO  COI033a,  YTBEp)KIaeMblXx  EBpasuiickoi
SKOHOMHMYECKON KOMHCCHEM, B TOM 4YHCJIE B OTHOIICHHUHU
HCXOJHBIX MATEPUAIOB JUII KaXJIO0M MPOM3BOJCTBEHHOMN
IUIOMIAJIKK, MCIIOJIb3yEMOW B  MPOLECCE MPOU3BOACTBA
JIEKapCTBEHHOT0 MpernapaTta M aKTUBHOW (hapMaleBTHUECKOM
cyOcTaHIuu, BKJIFOYast IUIOIIAIKH, Ha KOTOPBIX
OCYIIECTBJISIIOTCA KOHTPOJIb Ka4e€CTBA U KOHTPOJb B MPOIECCE
MPOM3BO/ICTBA. IIuceMO  OJKHO OBITH IIOAIMCAHO
YIIOJJTHOMOYEHHBIM JIMIIOM TI0 Ka4eCTBY M 3aBEPEHO MEYaThIO
(ITamMmoM) MpOU3BOAUTENIS TIPU HEOOXOUMOCTH C TIEPEBOJIOM
HA PYCCKHM SI3BIK

CBEIIEHWS O peKjJaMalusx B  OTHOIICHWH  KadecTBa
JIEKapCTBEHHBIX MpenaparTos, IPOU3BEICHHBIX Ha
MIPOW3BOJICTBEHHON IIJIOMIAJKE 3asBISIEMOTO K PETUCTpaIluu
JICKapCTBEHHOTO TIperapaTta, 3a IocjienHue 3 ronaa (eciu
IPUMEHHUMO)

COIJIaCMC Ha IPOBCIACHUC q)apMaHGBTquCKOﬁ HHCIICKIINN Ha

COOTBETCTBHUE TpeOOBaHUSIM [IpaBui HaJJIekKalen
MPOW3BOJICTBEHHOM MPAKTUKN EBpa3uiicKOrO0 3KOHOMHYECKOTO
COH03a, YTBEPKAAEMBbIX  EBpa3WiCKOM  SKOHOMHYECKOMU
KOMUCCHUEH

3aBepeHHas 3asBUTEJIEM KOIMS OCHOBHOTO J0Che (Mactep-
¢aitna) TPOU3BOACTBEHHOW IIIOMAAKK (TIPOU3BOJICTBEHHBIX
TJIOIAJI0K) (€CIIU MPUMEHUMO )

CXe€Ma  JTaloB  MPOU3BOJICTBA C  yKa3aHUEM  BCEX
MPOU3BOJCTBEHHBIX IUIOMIAA0K, 3aJI€HCTBOBAHHBIX B IPOIIECCE
MPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapata ¢  aKTUBHOU
(dapMalleBTUUECKON CyOCTaHIIMM, BKIJIIOYAs BBIMYCKAOIUN
KOHTPOJIb Ka4eCTBa

Nudopmarus o crienuainucTax:

uHpopmaruss  (KpaTkoe  pe3rome) O  CHEIUAIIUCTE,
MIOJIFOTOBUBIIIEM PE3IOME IO KAaYE€CTBY




7

No i/

HAMMEHOBAHUE JOKYMEHTOB

1.7.2.

1.7.3.

1.8.

1.8.1.

1.8.2.

1.8.3.

1.8.4.

1.9.

1.9.1.

1.10.

1.10.1.

uHpopMarus (kpaTkoe pe3tomMe) 0 CHEUAIINCTE,
MOJITOTOBUBIIIEM PE3IOME MO JOKJIMHUYECKHAM JTAHHBIM

uHpopManus (kpaTkoe  pe3roMe) 0 CIICLINAJIUCTE,
MOJATOTOBUBIIEM PE3IOME N0 KIMHUYECKUM JTaHHBIM

Cnemuduueckne TpeOOBaHUS ISl PaA3IMYHBIX  THUIIOB
3asIBJICHUU;

MACHMO JIEPIKATENISI PETUCTPAIMOHHOTO YJOCTOBEPEHUS] O
JOTIOJIHUTEILHOM TOPrOBOM HAaMMEHOBAHUU JIEKAPCTBEHHOIO
npenapara

JOKYMEHTHI 10  KJIMHHUYECKUM  HCCICIOBAaHMIM  (eciu
MIPUMEHHUMO)

TaJIlla C TIepPeYHEeM KIWHUYECKUX WCCISAOBaHUA (eciu
MIPUMEHHUMO)

MHACHMO JIepKATENsl PETrUCTPAIMOHHOTO YIOCTOBEPEHUS O
COOTBETCTBUU KIMHUYECKUX HCCIEAOBAHUN 3asBJICHHOIO Ha
pPErUCTpalldi0  JIGKAPCTBEHHOI'O  Ipenapara TpeOOBaHUSM
[IpaBun Hamiexamen KIMHUYECKOM MPAKTUKH EBpa3niickoro
DKOHOMHYECKOTO  COK033a,  YTBEPXKIAeMbIX  EBpa3uiickou
AKOHOMHUYECKOW KOMHUCCUEN

JIOKyMEHTBI 3asiBUTENA 00 OLIEHKE MOTEHIIMAIbHOW OMACHOCTHU
IUTSL OKpYyKarolen cpebl (Mpu HATUYUHN):

IMUCBMO 3ajABUTCII O TOM, 4YTO JICKAPCTBCHHLIC IIPCIIAPATHI
CoaCpiKaT IrcHCTUICCKU MOI[I/I(bI/II_[I/IpOBaHHBIe OpraHuM3Mbl HWJIN
IMOJYYCHBI U3 HUX

Nudopmaiiss oTHOCUTEIBLHO (apMaKoHaa30pa 3asBUTENS B
rocyjiapcrse — ujieHe EBpa3uiickoro 3KoHOMHUYECKOTO CO03a

mactep-gaiin  cuctembl  (apMakoHaa30pa  JiepKaTes
PETUCTPALlMOHHOTO  yJAOCTOBEPEHUS B  COOTBETCTBUH C
HaJUIeKaIen mnpakTukod QapmakoHama3zopa EBpaszuiickoro
SKOHOMHYECKOTO COKO3a WJIM KpaTKas XapaKTepHUCTUKA
CUCTEMBI (hapMaKOHaA30pa JAepKareisi PErucTParuoOHHOrO
YAOCTOBEPEHUS




8

No i/

HAMMEHOBAHUE JOKYMEHTOB

1.10.2.

1.10.3.

1.10.4.

1.11.

MUCbMEHHOE  MOJATBEPXKJACHUE  TOro, 4YTO  Jiep>Karelb
PETUCTPAIlMOHHOTO  YJAOCTOBEPEHUSI UMEET B  CBOEM
pacHopsKEHUH KBAM(PUIIUPOBAHHOE JIUII0, OTBETCTBEHHOE 3a
(dapMakoHaa30p HAa TEPPUTOPUU TOCYIapCcTBA — 4YiEeHa
EBpa3uiickoro s5KOHOMHUYECKOr0 COI03a

IJIaH yOpaBJICHHUS PUCKaMU Ha JIEKAPCTBEHHBIM IIpernapar,
3asBJISIEMBI  HA  PETUCTPAIMIO B COOTBETCTBUH  C
TpeOOBAHUSIMHU [IpaBun HaJIJIe)KAIIEH MPAaKTUKU
(apmakoHag3opa EBpasuiickoro 3KOHOMHYECKOTO COI03a,
yTBepkIaeMbIXx EBpa3zuiickoil 5JKOHOMUUYECKON KOMUCCUEN (eciu
IPUMEHHUMO)

JOKYMEHTHI, 3aBEpEHHbBIC HaJJIeKaIIM o0pazom,
MOJATBEPKIAIOIINE HaJIM4ue B3aUMO/ICHCTBUA,
00ecIeurBaroIero Haajexalliee BBIIOJIHEHUE HECKOJIbKUMU
IOpUIMYECKUMHU  JIMIIAaMU  BCEX OOSI3aHHOCTEN  JiepaaTens
PETUCTPAIIMOHHOTO Y/IOCTOBEPEHUS

Konmuu  1OKyMEHTOB,  MOJTBEPXKIAIONIUX  PETUCTPALUIO
TOBAPHOTO 3HaKa (MIPU HAJTUYUH)

MOAVIJIb 2. PE3IOME OBIIEI'O TEXHUYECKOI'O JOKYMEHTA

2.1.
2.2.
2.3.
2.4.
2.5.
2.6.
2.6.1.
2.6.2.
2.6.3.

2.6.4.

2.6.5.

2.6.6.
2.1.

Coneprxanue moaynei 2 — 5

Beenenue B OT/],

OO6riee pe3roMe 1Mo Ka4eCTBY

O0630p TOKIMHUYECKUX JAHHBIX

O030p KIMHUYECKUX JaHHBIX

Pe3roMe 110 TOKITMHNYECKHUM HCCIIEIOBAHUSIM

PesroMe hapmMakoJIOTHUeCKUX TaHHBIX B TEKCTOBOM (popmate
PestoMe hapmMakoJIOTHUeCKUX TaHHBIX B BUE TAOJIHII

Pestome (apMakoKMHETHUECKMX JaHHBIX B  TEKCTOBOM
dbopmare

Pes3tome hapMakOKMHETUUECKUX JAaHHBIX B BUJIE TAOJIHUIIL
Pe3tomMe TOKCHMKOJIOTUUECKUX JaHHBIX B TEKCTOBOM (popmate
Pe3roMe TOKCUKOJIOTUYECKUX TaHHBIX B BUJE TaOIHUIL

Pe3roMe KIIMHHNYEeCKUX JaHHBbIX
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Ne i/t HAUMEHOBAHUWE TOKYMEHTOB
2.7.1. Pe3tome OuodapManeBTHUeCKUX HCCIESIOBAHUM W CBSI3aHHBIX C
HUMH aHATUTHYECKUX METOIOB
2.7.2. Pestome uccnenoBanuii mo KIMHUYECKON (papMakoJIoruu
2.7.3. Pestome mo kimHn4ecKor 3(pheKTUBHOCTH
2.7.4. PestoMe 1o kiIMHUYECKO 0€30MacHOCTH
2.7.5. Komnuu ucnons30BaHHBIX JTUTEPATYPHBIX HCTOYHHUKOB
2.7.6. Kparkuii 0030p UHIUBUTyaTbHBIX UCCIEA0BAHUM
MO/JVYJIb 3. KAYUECTBO
3.1. Conepxanue Moayns 3
3.2. OCHOBHEIE CBEIEHUS
3.2.S. AxtuBHas  ¢apmaneBtuyeckas cyocranius  (ADC), g
JICKQpCTBEHHBIX ~ TIPENapaToB,  COACPXKAIMUX  HECKOJBKO
AKTHUBHBIX (I CTBYIOMITHX ) BEIIECTB, uHpOpMaIIHsI
MPE/ICTABIISIETCS B TIOMHOM 00bEeMe OTHOCHTEIHHO KaXKJIOTO M3
HUX
3.2.5.1. O6IHaiI*I/IH(1)OpMaHI/I$I OTHOCUTEIBHO MCXOJHBIX MaTepUAIIOB U
CBIPbS
3.2.5.1.1. Uudbopmanus o Hanmenopanuu ADC
3.2.8.1.2. Crpykrypa ADC
3.2.5.1.3. OOmme cBocTBa ADC”
3.2.5.2.  Tlpomnecc npousBoactsa ADC
3.2.5.2.1. HpOI/ISBO,Z[I/ITeJ'IB**
3.2.5.2.2. Onwmcanue Npou3BOACTBEHHOTO MPOIECCa U €ro KOHTPOJIS
3.2.5.2.3. KOHTpOJIb HCXOTHBIX MaTEPHATIOB
3.2.5.2.4. KoHTponb KpUTHYECKHMX CTaAuii ©U  TPOMEKYTOUHOU
MPOTYKITAH
3.2.5.2.5. Bammpanus npou3BOACTBEHHOIO IIporiecca i (MIu) ero orneHkKa
3.2.5.2.6. Pa3paboTka nmpou3BOJACTBEHHOTO IpoIecca
3.2.5.3.  Ommucanne xapaxrepuctuk ADOC
3.2.5.3.1. TloaTBepxaeHUE CTPYKTYPBI U IPYTHX XapaKTEPUCTUK
3.2.5.3.2. [Ilpumecu
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Ne i/t HAUMEHOBAHUWE TOKYMEHTOB
3.2.5.4. Kourponb kauectBa ADC
3.2.5.4.1. CHeHI/I(bI/IKaHI/IH**
3.2.5.4.2. AHaIUTHYECKUE METOIUKU
3.2.5.4.3. Bamunanusa aHaIUTUYECKUX METOIUK
3.2.5.4.4. AmHanussl cepuii (pe3ysIbTaThl aHAIIN3A CEPUIL)
3.2.5.4.5. OO6ocHoBaHue criennupUKaIum
3.2.5.5.  CrammaptHbie 00pa3ibl W MaTEPHAITBI
3.2.5.6.  Cucrema ynakoBkH (YKyIOpKH)
3.2.5.7.  CrabuibHOCTb
3.2.5.7.1. Pe3tome o MCIIBITAHUAX CTAaOMJIBHOCTH M 3aKJIIOYEHUE O
CTaOMJILHOCTU
3.2.5.7.2. Tlporpamma mocTperucTparioOHHbIX MCTIBITAHHH CTaOMJILHOCTH
1 0053aTeIbCTBA OTHOCUTENIBHO CTA0MIBHOCTH
3.2.5.7.3.  JlaHHbIC UCIIBITAHMUIA O CTAOMIBHOCTH
3.2.P. JlekapcTBEHHBIN Npenapar
3.2.P.1. Omnucanue u COCTaB JIEKAPCTBEHHOTO Mpemnapara
3.2.P.2.  ®apwmaneBTuyeckas pa3padoTka
3.2.P.2.1. KoOMIIOHEHTHI JEKaPCTBEHHOI'O IIperapara
3.2.P.2.1.1. AxtuBHas papmarieBTHUECKasi CyOCTaHIIHS
3.2.P.2.1.2. BcnomorarenbHbIE BENIECTBA
3.2.P.2.2. JlekapCTBEHHBII Mpenapar
3.2.P.2.2.1. Pa3paboTtka JiekapcTBEHHO} (HhOPMBI
3.2.P.2.2.2. Tlpou3BoacTBEHHbIC N3OBITKH
3.2.P.2.2.3. ®u3MKO-XUMUYECKUE U OMOJIOTUYECKUE CBOMCTBA
3.2.P.2.3. Pa3paboTka npou3BOJICTBEHHOI'O MpoIiecca
3.2.P.2.4. Cucrema ynakoBku (YKyIOpKH)
3.2.P.2.5. Muxkpobuosoru4ecKne XapaKTepruCTUKU
3.2.P.2.6. CoBMECTUMOCTb
3.2.P.3. IIpoiecc npou3BoJICTBa JEKAPCTBEHHOTO IIpenapara
3.2.P.3.1. IlpousBoaurenu
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No i/ HANMMEHOBAHUWE JOKYMEHTOB
3.2.P.3.2. CocraB Ha cepuro (TpOU3BOJICTBEHHAs PEIENTypa)
3.2.P.3.3. Onucanue nmpou3BOACTBEHHOTO MTPOLIECCA U €r0 KOHTPOJIA
3.2.P3.4. KoHTpOoNb KPUTHYECKHMX CTaAUM U  MPOMEXKYTOUHON
IPOAYKITUU
3.2.P.3.5. Banmpanus npou3BOJICTBEHHOIO Ipoliecca v (MiIK) ero oreHKa
3.2.P.4. KoHTpoib KauecTBa BCIOMOTATEJIbHBIX BEIIECTB
3.2.P4.1. Cneunduxkanuu
3.2.P4.2. Anamutnueckue METOIUKU
3.2.P.4.3. Bammnmanusa aHaJIUTUIECKUX METOIUK
3.2.P.4.4. OOocHOBaHME crieluPUKaIIAMA
3.2.P.4.5. BcnomorarenpHble BeIIECTBA YEIOBEYECKOTO M JKHMBOTHOIO
IPOUCXOXKICHUS
3.2.P.4.6. HoBble BcrioMOrarejbHbIE BEIIECTBA
3.2.P.5.  KoHTpoib KauecTBa JEKapCTBEHHOIO Mpenapara
3.2.P.5.1. Cneunduxkanuu
3.2.P.5.2. AHanmuTnyeckue METONHUKU. [IpOEKT HOPMATUBHOTO JTOKYMEHTA
M0  KauecTBY, TMOATOTOBJIEHHBII B  COOTBETCTBUU C
PEKOMEHIAIUSMU, YTBEPKIAEMbIMU EBpazuiickoii
AKOHOMHUYECKON KOMHUCCHEH
3.2.P.5.3. Bamupgauusg aHaJTUTUYECKNX METOIUK
3.2.P.5.4. Pe3ynbpTarhl aHaIu3a cCepuit
3.2.P.5.5. XapaxkTepucTHKa NpUMeCeu
3.2.P.5.6. OOocHoBaHus cnenuduKanui
3.2.P.6. CrangapTHbie 00pa3libl U MaTepUaIIbl
3.2.P.7. Cucrema ynakoBku (YKyMOpKH)
3.2.P.8.  CraOWJIBbHOCTH JIEKAPCTBEHHOTO Mpenapara
3.2.P.8.1. Pe3tome 00 HCHBITAaHWUAX CTAOMIBHOCTH M 3aKIIOYEHUE O
CTaGMIBHOCTH
3.2.P.8.2. IlIporpamma mocTperucTpaliMOHHbIX UCIBITAHUM CTAOUILHOCTU
1 00513aTE€IbCTBA OTHOCUTENIBHO U3YUYEHUS CTAOMIBHOCTH
3.2.P.8.3. JlaHHBIEC UCIIBITAHUN CTAOMIBLHOCTH
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No ni/mm HAMMEHOBAHUE JJOKYMEHTOB
3.2.A. JlonoaHeHwUs
3.2.A.1.  IIpou3BO/ICTBEHHbIE MOMEIIICHUS U 00OPYIOBAHUE
3.2.A.2.  OrueHka 6€30MaCHOCTHA OTHOCUTEIBLHO TOCTOPOHHUX areHTOB
3.2.A.3. HoBble BcrioMOTaTeIbHBIE BEIIECTBA
3.2.R. PernonanbHas nHGopmars
3.3. Konuu ucnonas30BaHHBIX JTUTEPATYPHBIX HCTOYHUKOB

MOAVJIb 4. OTYETHI O JOKJIIMHNMYECKUX (HEKIINMHUYECKUX)

NCCIIEAOBAHMAX

4.1.
4.2.
4.2.1.

42.1.1.
42.1.2.
4.2.1.3.
4.2.14.

4.2.2.

4.2.2.1.
4.2.2.2.
4.2.2.3.
4224,
4.2.25.
4.2.2.6.
4.2.2.7.

4.2.3.

4.2.3.1.
4.2.3.2.
4.2.3.3.
4.2.3.4.
4.2.3.5.

Conepxanne monyns 4

Otuetsl 00 UccIeNOBaHUAX (€CIIU MPUMEHUMO )
dapMakoIorus

[TepBuunas papmakoMHaAMHUKA

Bropuunas dhapmakoguHaMuka

dapmakoiorudeckasl 0€30MacHOCTh
dapMakoIMHAMUYECKHUE JIEKAPCTBEHHBIE B3aUMOICCTBUS
dOapMaKkOKMHETHKA

AHaTUTUYECKUE METOAUKH U OTUYETHI 110 BATUAAIINN
AobcopOrus

Pacnipenenenue

Metabonuszm

DKckperus (BbIBEACHUE)

dapMaKOKHMHETUYECKUE JICKAPCTBEHHBIE B3aUMOACHCTBUS
[Ipoune hapmMakOKMHETUUECKHE UCCIICIOBAHUS
Tokcukonorus

ToOKCHYHOCTh TPU OJHOKPATHOM BBEJACHUU

TOKCHYHOCTH TPU MHOTOKPATHOM BBEJICHUU
['éeHOTOKCUYHOCTH

Kanneporennoctsb

PenpogyktuBHass ¥ OHTOrEHETHYECKass  TOKCHUYHOCTH:
(GepTUILHOCT, U paHHEE SMOPHOHAIBLHOE Pa3BUTHE, SMOPHO-
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Ne /it HAMMEHOBAHUE JOKYMEHTOB

¢derambHOE  pa3BUTHE, TMpPEHATAIbHOE U  IOCTHATaJbHOE
pa3BUTHE; HUCCIEIOBAaHUS HA HEMOJIOBO3PEIOM IMOTOMCTBE C
MOCJEAYIOIINM HAOI0AEHUEM

4.2.3.6. MecTHas NepeHOCUMOCTD

4.2.3.7. [Ipoune TOKCHKOJIOTMYECKHUE WCCIECIOBAaHUS: AHTUTEHHOCTD,
UMMYHOTOKCHYHOCTh, HCCJICJIOBaHUS MEXaHHW3Ma JICUCTBUS,
JeKapCTBEHHAS 3aBUCHMOCTh, METa0OIUThI, IPUMECH U JIP.

4.3. Konun ncnonp30BaHHBIX JIMTEPATYPHBIX UCTOYHUKOB

MOJVYJIb 5. OTHETBI O KIIMHUYECKUX UCCJIEJOBAHUAX

5.1 Copnepxxanue MoayJist 5

5.2. [lepeueHb BceX KIMHUYECKUX MCCIEAOBAHUM (MCIIBITAHUM )
B BUJIE TaOIHUIL
5.3. OTYeThl 0 KIMHUYECKUX UCCIEAOBAHUAX (MCIIBITAHUSX )
5.3.1. Otuetsl 0 OnodapmMaleBTUIECKUX UCCIEIOBAHUIX
5.3.2. OTtyeTsl 0 (hapMaKOKHHETUYECKUX HCCJICIOBAHUSX
C UCTIOTh30BaHNEM OMOMATEepPHAIOB YEJIOBEKa
5.3.3. OTt4eTsl 0 hapMaKOKHHETHYECKUX UCCIEAOBAHUSAX Y YETOBEKA
5.3.4. OTtueTsl 0 papMaKOAMHAMUYECKUX UCCIICIOBAHUSX Y UEIIOBEKA
5.3.5. Otuetsl 00 uccnenoBaHuu 3PHEKTUBHOCTH U O€30TTACHOCTH
5.3.6. OT4YeThl 0 MOCTPETUCTPAITMOHHOM OIIBITE TPUMEHEHUS
5.3.7. NunuBuayanbHble PErUCTPAIlMOHHBIE KApThl M MEPEYHU
NaIMEHTOB
5.4. Komnuu nucnons30BaHHBIX JTUTEPATYPHBIX UCTOYHUKOB

" JIOKyMEHTBI TIPEACTABJISIOTCS IPH OTCYTCTBHMHM B 3aKOHONATEILCTBE TOCYJapCcTBA — 4ieHA
EBpasuiickoro SKOHOMHYECKOTO CO03a 3ampeTa Ha HCTPeOOBaHWE Y 3asBUTENSl JOKYMEHTOB,
KOTOPBIC HAXOMSITCS B PACIIOPSDKEHUH WM MOTYT OBITh MOJYYECHBI YIIOJTHOMOYEHHBIM OPraHOM
CaMOCTOSITCIBHO.

“ MUHUMaJIBHBIA 00bEM CBEIECHHM, HEOOXOMUMBIN Ul mpencTaBieHus B pasaeie 3.2.S. Eciu
OT/ENbHbIE BHJbl JOKYMEHTOB HE BKJIIOYAIOTCS B JOCbE, B COOTBETCTBYIOLEM pa3jelie
HEOOXOAMMO TpeACTaBUTh oOocHOBaHWe. [l mpemapaTroB KMBOTHOTO TPOUCXOXKICHHUS B
pazaene 3.2.S HE0OXOMUMO TMPEACTAaBUTH CIEAYIONINE TOTIOTHUTEIbHBIC CBEJCHUS: TaHHBIE O
BHJIC, BO3PACTE, PAIMOHE >XMUBOTHBIX, OT KOTOPBIX IOJYYEHO CBIpbE, JaHHBICE O XapaKTepe
(kaTeropuu) TKaHU, U3 KOTOPOH TIONYyYEHO CHIPbE [JISI TPOU3BOJCTBA JIEKAPCTBEHHOTO
mpenapara, € TOYKH 3PEHHS €ro OINAaCHOCTH OTHOCUTEIBHO COJACpP)KaHUS TPHUOHOB,
TEXHOJIOTHYECKast cxeMa OOpaOOTKH CHIPhSl C YKa3aHHEM SKCTPareHTOB M TEXHOJOTHYECKHX
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HapaMeTpoB, METOJbl KOHTPOJI KAauyecTBa CHIPHS, BKJIIOYAs METOJbI BBIIBICHUS INPHOHOB B
JIeKapCTBEHHOM Ipernapare (Ipu He0OXOJMMOCTH).

*k*k

Ho nmnpunstus pexkoMmeHgauuii  EBpa3uiickoil  SKOHOMHUYECKOW  KOMHUCCHM  IPOEKT
HOPMAaTUBHOTO JJOKYMEHTA MO KOHTPOJIIO KauecTBa U 0€30MacHOCTH JIEKAPCTBEHHOTO Mpernapara
MOJFOTABIMBACTCSI B COOTBETCTBUU C PYKOBOJCTBaMH peepeHTHOI0 rocyAapcTBa, B KOTOPOE
MO/IAaeTCs 3asBJICHUE HAa PETUCTPALIUIO JIEKAPCTBEHHOTO IIpenapara.

[Ipumeuanue.

Ecmu [IpaBuiamu peructpaiuy U SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB
VIS  MEOUIIMHCKOTO  TPUMEHEHWs,  yTBEpKIaeMbiMH  EBpaswmiicoit
PKOHOMHUYECKOW KOMHCCHEH, HE YCTAaHOBJIECHO WHOE, TPEICTaBIISIOTCS
JIOKYMEHTBI, 3aBEPEHHBIC 3asiBUTEIEM. JJOKyMEHTBI PErHCTPAIlMOHHOTO T0CHE
MIPEICTABIISIOTCS Ha PYCCKOM SI3BIKE WJIM C TIEPEBOJIOM HA PYCCKUU S3BIK B
COOTBETCTBUM C YKa3aHUSIMH, NPUBEICHHBIMH B dactu |l Hacrosmero
nokymeHTa. Jlomyckaercsi MpencTaBiIeHne JOKYMEHTOB Momyned 3 — 5 Ha
AHTITUIICKOM SI3BIKE C 00513aTeNIbHBIM ITEPEBOIOM Ha PYCCKUMN SI3BIK CIETYIOIINX
pa3aesioB MOAYJIA 3: ONMCaHKe MPOU3BOICTBEHHOTO MPOIIecca M €ro KOHTPOJIS
(3.2.5.2.2), Bamupanus TPOW3BOACTBEHHOTO Tporiecca W (WIM) €ro OICHKA
(3.2.5.2.5), nmpumecu (3.2.5.3.2), ananutuueckue meromuku (3.2.5.4.2),
BaJIHM AU AHATUTHYECKUX METOIUK (3.2.5.4.3), 000CHOBaHME
cnenudukanun  (3.2.5.4.5), pe3tome 00 HCHOBITAHUAX CTAOMIBHOCTH M
3aKioYeHne o ctabminbHOoCcTH (3.2.5.7.1), onMcaHue B COCTaB JICKApCTBEHHOTO
npenapara (3.2.P.1), pa3paborka sekapcrBenHoi Qopmel (3.2.P.2.2.1),
npou3BojAcTBeHHbIe — M30bITKH  (3.2.P.2.2.2), (u3MKO-XUMHUYECKHE U
ounomornyeckue cpoiictBa (3.2.P.2.2.3), cucrema ymakoBku (YKyHOPKH)
(3.2.P.2.4), coBmectumocts (3.2.P.2.6), omucaHwe MPOM3BOACTBEHHOTO
nporiecca u ero koutpons (3.2.P.3.3), KOHTPOIb KPUTHYECKUX CTAJAHA U
npoMexyrouHo mnpoxaykmuu  (3.2.P.3.4), Banmpmanus TpPOU3BOJICTBECHHOTO
nporiecca u (win) ero onerka (3.2.P.3.5), Baauaaius aHAIUTHIECKUX METOIMK
(3.2.P4.3), ob6ocHoBanue crnenudukanuii (3.2.P.4.4), BcrnomorarenbHbIC

BEIIECTBA YEJIOBEYECKOT0 W >KMBOTHOTO MpoucxoxjeHus (3.2.P4.5), Hossie
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BcrioMorarenbHbie  BemiecTBa  (3.2.P4.6), crnemudukammu  (3.2.P.5.1),
aHajmuTudeckue Meroauku (3.2.P.5.2), Banupmanus aHAJIUTHYECKUX METOIMK
(3.2.P5.3), xapakrepuctuka  npumecert  (3.2.P.5.5), oOocHOBaHmHE
cnerudukanuii (3.2.P.5.6), cucrema ymakoBku (ykymnopku) (3.2.P.7), pe3tome
00 UCHBITAaHUAX CTAOWJIBHOCTH M 3aKiitoueHue o crabuibHocTH (3.2.P.8.1),
nporpaMMa  MOCTPETUCTPALIMOHHBIX  HWCHBITAHUW  CTA0MIBHOCTH |
00s13aTeNIbCTBA OTHOCUTENBHO H3yueHusi crabuibHOcTH (3.2.P.8.2), onenka
0€30MacHOCTH OTHOCHUTEIIBHO TIOCTOPOHHMX areHToB (3.2.A.2), HOBBIC
BcriomorareiabHble BemecTBa (3.2.A.3). Jlomyckaercsi mpejcTaBieHue TUIaHa
VOPABJICHUS PUCKAMU HAa AHIJIMHCKOM SI3bIKE C 00s3aTelIbHbIM NEPEBOJIOM

pE3I0ME Ha PYCCKUU SI3BIK.

I1. IlpumepHbIil IepeYeHb TOKYMEHTOB,
MPEACTABIIEMBIX B MOAYJIAX PETUCTPAIIMOHHOTO J10ChE
JUISl Pa3HBIX BUJIOB JIGKAPCTBEHHBIX MPEMapaToB

Hacrosmmii Tlepedyenp siBisieTcss BCHIOMOTATelbHBIM 10 OTHOIIECHHIO K
yactu | HacTOSIIETo TOKYMEHTA U MIPUBOAUT B TAOIMYHOM BHJIE MH(OPMAITUIO O
MPUMEPHOM  KOMIUIEKTHOCTH  PErMCTPAllMOHHOTO  JIOChE  JICKAPCTBEHHOTO
mpenapara Jijisi OTACIbHBIX BUIOB JIEKAPCTBEHHBIX MPEMapaToB.

[Ipu popmupoBaHUY PETrUCTPAIIMOHHOTO JOChE M MPOBEICHUH OIICHKH
€ro KOMIUIEKTHOCTH CJIelyeT B TIEPBYIO Ouepelb PYKOBOJCTBOBATHCS
yKa3aHUSIMHU, TPUBEACHHBIMU B dYacTW | Hacrosiiero JOKyMEHTa U B
npusiokeHuu Ne 1 k IlpaBuiaM perucTpaiuu ¥ dKCIEPTU3BI JIEKapCTBEHHBIX
CPEACTB JJIsl MEAUIMHCKOTO TPUMEHEHUs, YTBEpPKIaeMbIXx EBpasuiickoii
PKOHOMHMYECKON KOMHCCHEH, a TaK)Ke HEOOXOIMMBIM 00BEMOM BBIIIOTHEHHUS
JTOKJIIMHUYECKUX U KJIMHUYECKUX  HUCCIENOBaHMN TIpu  pa3paboTke
JEKapCTBEHHOr0 TMpermapara, yKa3aHHbIM B IIpaBuiax mpoBeneHHS

UCCIICIOBAHUN  OMOAKBUBAJICHTHOCTH  JICKAPCTBEHHBIX  IpENapaTtoB B
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EBpasuiickom  3KOHOMHYECKOM  corw3e u  [IpaBunax  npoBeneHus
UCCIIEIOBAHUI OUOJIOTMUECKUX JIEKAPCTBEHHBIX CpeACTB B EBpasuiickom
DKOHOMHUYECKOM CO03€, YTBEPKAAEMBIX EBpa3suiCKOW 3IKOHOMUUYECKOU

KOMUCCHUEMN.
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Howmep JlekapcTBEeHHBIN TpenapaT
YacTH | OpUTHHANIb- | BOCIIPOM3BE- | THOPUIHBINA |OMOAHANIOTWY-| BaKIMHBI |TOMEONATH- | TOMEONATHYECKHI | pACTUTENh | PaCTUTEIbHBII
MOJyJIS HBIH JICHHBIN HBIH (CBIBOPOTKH) | 4YeCKHid (ymporuieHHoe -HbIN (ymporuieHHoe
JI0ChE) J10ChE)
MOAVIJIb 1. AAMUHUCTPATHUBHA A NTHOOPMAILINA
1.0. (+) (+) (+) (+) (+) (+) (+) (+) (+)
1.1 (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.2.
1.2.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
12.2. (+) (+) (+) (+) (+) (+) (+) (+) (+)
1.2.3. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) ) (+/3) )
12.4 ) Q) Q) ) Q)
1.2.5. ) ) ) ) )
1.2.6. ) Q) Q) ) Q)
1.3.
1.3.1. (+/) (+/) (+/) (+/) (+/) (+/) (+/) (+/) (+/)
1.3.2. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.3.3. (+/) (+/)
1.3.4. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.4.
14.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.5.
15.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.5.2. (+/) (+/) (+/) (+/) (+/) (+/) (+/) (+/)
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Howmep JlekapcTBEeHHBIN TpenapaT
YacTH | OpUTHHANIb- | BOCIIPOM3BE- | THOPUIHBINA |OMOAHANIOTWY-| BaKIMHBI |TOMEONATH- | TOMEONATHYECKHI | pACTUTENh | PaCTUTEIbHBII
MOJyJIS HBIH JICHHBIN HBIH (CBIBOPOTKH) | 4YeCKHid (ymporuieHHoe -HbIN (ymporuieHHoe
JI0ChE) J10ChE)
1.5.3. (+h) (+) (+h) (+h) (+h)
15.4. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/2)
1.5.5. (+h) (+h) (+h) (+)
1.5.6. (+/) (+/) (+h)
1.6.
1.6.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.6.2. (+h) (+) (+) (+h) (+h) (+h) (+h) (+h) (+)
1.6.3. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
1.6.4. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.6.5. (+h) (+h) (+) (+h) (+h) (+) (+h) (+h) (+)
1.6.6. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.6.7. (+h) (+) (+) (+h) (+h) (+h) (+h) (+h) (+)
1.6.8. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/2)
1.6.9. (+h) (+h) (+) (+h) (+h) (+) () (+h) (+)
1.6.10. () ©) ©) ) ©) ©) ) ) ©)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
1.6.11. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.7.
1.7.1 (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
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Howmep JlekapcTBEeHHBIN TpenapaT
YacTH | OpUTHHANIb- | BOCIIPOM3BE- | THOPUIHBINA |OMOAHANIOTWY-| BaKIMHBI |TOMEONATH- | TOMEONATHYECKHI | pACTUTENh | PaCTUTEIbHBII
MOIYJISt HBII JICHHBIN HBII (CBIBOPOTKH) | YECKUU (ynporieHHoe -HbIN (ynporieHHoe
JI0ChE) J10ChE)
1.7.2. (+/2) (+/) (+/) (+/2) (+/) (+/) (+/2) (+/2) (+/)
1.7.3. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.8.
1.8.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.8.2. (+/2) (+/) (+/) (+/2) (+/) (+/) (+/2)
1.8.3. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3)
1.8.4. (+/2) (+/) (+/) (+/2) (+/) (+/) (+/2)
1.9. )
Ru/Eng
1.9.1. (+/) (+) (+) (+/) (+/?)
1.10.
1.10.1. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
1.10.2. (+/2) (+/) (+/) (+/2) (+/) (+/) (+/2) (+/2) (+/)
1.10.3. ) (®) €)] (®)
1.10.4. (+/2) (+/) (+/) (+/2) (+/) (+/) (+/2) (+/2) (+/)
1.11. (+/3) (+/2) (+/2) (+/3) (+/2) (+/2) (+/3) (+/3) (+/2)
MO1VYJIb 2. PESIOME OBIIIEI' O TEXHUYECKOI'O JOKYMEHTA
2.1. () ©) ©) () ) ©) () () )
2.2. () () () () () () () () ()
2.3. () ©) ©) () ) ©) () () )
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Howmep JlekapcTBEeHHBIN TpenapaT
4acTu OpPUTHHANIb- | BOCIIPOM3BE- | THOPUIHBIN | OMOAaHAOTHY- | BaKUMHBI | TOMEOIATH- | TOMEONATHYECKUI | pacCTUTENb| PpPACTUTENIbHBIN
MOIYJISt HBII JICHHBIN HBII (CBIBOPOTKH) | YECKUU (ympoieHHOe -HBII (ymporieHHOe
J0ChE) JI0ChHE)
2.4. ©) () () () () () ©) ©) ()
2.5. () () () () () () () () ()
2.6.
2.6.1. () () (®) ()
2.6.2. ©) ©) () ©)
2.6.3. () ()
2.6.4. () ©))
2.6.5. () () (®) (®) ()
2.6.6. () () () () () ()
2.7.
2.7.1. ©) () () ©) ©)
2.7.2. () (®) () ()
2.1.3. ©) ©) () () ©)
2.74. () () () () ()
2.1.5. () () () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
2.1.6. ©) () ©) () () ©)
MOVYJIb 3. KAYECTBO
3.1 () () () () () () () () ()
3.2. ©) () () ©) () () ©) ©) ()

3.2.S.
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Howmep JlekapcTBEeHHBIN TpenapaT
JacTHu OpPUTHHANIb- | BOCIIPOM3BE- | THOPUIHBIN | OMOAaHAOTHY- | BaKUMHBI | TOMEOIATH- | TOMEONATHYECKUI | pacCTUTENb| PpPACTUTENIbHBIN
MOIYJISt HBII JICHHBIN HBII (CBIBOPOTKH) | YECKUU (ynporieHHoe -HbIN (ynporieHHoe
JIOChE) JIOChE)
3.28.1. () () () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
3.2.8.2. () () () () () () () () ()
3.28.3. () () () () () () () () ()
3.2.5.4. () () () () () () ©) () ()
3.28.5. () ©) ©) () () () () ©)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
3.2.S.6. () () () () ©) ©) () () ©)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
33'228157' () () () () () () () () ()
3.2.P.1. () () () () () () () () ()
3.2.P.2. ©)) () () ©)) ()
3.2.P3. () () () () () () () () ()
3.2.P4 () () () () () () () () ()
3.2.P5. () () () () () () () () ()
3.2.P.6.
3.2.P.7. () () () () () () () () ()
3.2P8. () () () () () () ©) () ()
3.2.A. () () () () ©) ©) () ©)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
32.A.1. () () () () ©) () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
3.2.A2. () () () () () (-) ) (-)
3.2.A3. () () () () () () ) ()
3.2R. () () () () ©) ©) () ©)
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
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Howmep JlekapcTBEeHHBIN TpenapaT
JacTHu OpPUTHHANIb- | BOCIIPOM3BE- | THOPUIHBIN | OMOAaHAOTHY- | BaKUMHBI | TOMEOIATH- | TOMEONATHYECKUI | pacCTUTENb| PpPACTUTENIbHBIN
MOIYJISt HBII JICHHBIN HBII (CBIBOPOTKH) | YECKUU (ynporieHHoe -HbIN (ynporieHHoe
J0ChE) JI0ChHE)
3.3. () () () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
MOAVJIb 4. OTUYETHI O JOKJIIMHUYECKUX (HEKJIMHUYECKHNX) NCCIIEAOBAHUAX
j- % () ©) ©) () ) ) ()
4.2.1. () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng
4.2.2. () ©))
Ru/Eng Ru/Eng
4.23. () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
4.3. () () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
MOJIYJIb 5. OTUETHI O KIIMHUYECKNX NCCJIIEJJOBAHUAX
5.1. () () () () () () ()
gg () () () () () () ()
5.3.1. () (®) (®) () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
5.3.2. () () ()
Ru/Eng Ru/Eng Ru/Eng
5.3.3. () (®) ()
Ru/Eng Ru/Eng Ru/Eng
5.34. () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
5.35. () () () () ()

Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
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Howmep JlekapcTBEeHHBIN TpenapaT
4acTu OpPUTHHANIb- | BOCIIPOM3BE- | THOPUIHBIN | OMOAaHAOTHY- | BaKUMHBI | TOMEOIATH- | TOMEONATHYECKUI | pacCTUTENb| PpPACTUTENIbHBIN
MOIYJISt HBII JICHHBIN HBII (CBIBOPOTKH) | YECKUU (ynporieHHoe -HbIN (ynporieHHoe
JI0ChE) J10ChE)
5.3.6. () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
53.7. () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng
5.4. () () () () () () () ()
Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng Ru/Eng

[Tpumeuanue. Mcons3yemble 0003HAUYCHHUS:

(+) — IOKYMEHT MpeacTaBiIsieTCs TOIBKO Ha OYMa)KHOM HOCHUTEIE, 3aBEPEHHBIN (IIPH HEOOXOAUMOCTH) B YCTAHOBJICHHOM TOPSI/IKE;
(?) — IOKYMEHT MPEACTABIAETCS TOJBKO B 3JIEKTPOHHOM dopmarte o01Iero rTexuuueckoro nokymenta (30T/I);
(+/3) — HOKYMEHT NpeACTaBIAIOTCA Kak Ha OyMa)XHOM HOCHUTENE, TaK U B AeKTpoHHOM (opmarte 3OT/L;

(-) — TOKYMEHT MPeaCTaBIACTCS TP HATHYIHH;
RU/Eng — MOKyMEHT MpENCTaBISIETCS] HA PYCCKOM SI3bIKE WJIM Ha aHTIHMHUCKOM (TI0 YCMOTpPEHHIO 3asBUTeNs). Eciam s3bIKOBasi IOMETKAa OTCYTCTBYET,
JTOKYMEHT TIPECTaBISIETCS HAa PYCCKOM SI3bIKE MITM Ha aHTIIMICKOM SI3BIKE C 00s13aTEIIbHBIM TIEPEBOJIOM Ha PYCCKUH SI3BIK.






