IlepeyeHb TOKYMEHTOB /ISl PErHCTPALMHU PACTUTEIBHOI0 JIEKAPCTBEHHOI'0 CPeACTBA

10 HAIMOHAJIbHOI NMpoueaype perucTpanuu

MOAYJIb 1.
AIMUHUCTPATUBHASI UHOOPMALIUSA
Ne HaumeHoBaHue JOKYMEHTOB () Oo0s13aTesibHbIE IOKYMEHTHI | JIOKYyMeHTBI, IpU JoxkymeHTHI,
OTCYTCTBHM KOTOPBIX npeaocTaBisieMble
AeJaeTcsl 0TMETKA «He NP UX HATMYHHT
NPUMEHUMO» HJIH
npujaraercs nosicHeHue
1.0. ComnpoBoIUTEIEHOE TUCEMO
(mpou3BoIIbHOM (hopMme) Ectp |:|
Her I:I
1.1. Coneprxanue
Ectb I:'
Her I:I
1.2, OO611as JOKyMEHTAIUs
1.2.1. 3asiBIIEHUE HA PErUCTPALUIO JIEKAPCTBEHHOTO
npernapara Ectp |:|
Her I:I
1.2.2. JIOKyMEHTHI, MOATBEPKIAIOIINE oruiaty

SKCHEPTHBIX paboT W (wnMm) omaaty cbopa 3a
peructpanuio (MONUIMHY) B cllydae M IOPSIKE,

YCTAaHOBJICHHBIX B COOTBCTCTBUH C
3aKOHOJaTCIbCTBOM rocyaapcTaa — YJICHA
EBpaSHﬁCKOFO 3KOHOMHNYCCKOI'O COr034a,

OCYUIECTBJISIOIIEr0 PETUCTPALIHIO™




(npu npuemxe pecucmpayuoHH020 00Cbe HATUYUS
He npoegepsemcs 6 coomeemcmeuu ¢ n. 20 IIIKP

Ne405 om 28.08.2018 2.)

1.2.3.

Komus ceptudukaTta Ha JeKapCTBEHHBIN Mperapar
(3aBepeHHas B yCTAHOBJICHHOM MOPSAKE) COTIIACHO
dopmaty, pexomeHngoBanHomy BO3, BbIgaHHOTO

YIOJIHOMOYEHHBIM OpraHoM CTpaHbI-
npousBoauTens. llpm  OTCyTCTBHMM  Takoro
ceprudukaTa MpeACTABISIETCS JIOKYMEHT,

MOJATBEPXKIAIOIIUI  PEeTrUCTpallii0 B CTpaHe-
npousBoAuTene u (WIM) B CTpaHe-AepiKarele
PETUCTPALIMOHHOTO YIOCTOBEpPEHUS Ha
JEKapCTBEHHbI  Ipenapar  (3aBEpeHHbI B
YCTaHOBJICHHOM MOPSIKE)

(Ipu HAJTMYMH)

Ilpumeuanue:  oonyckaemcsi  npedocmasieHue
Konuu  cepmugpukama  Ha  JEKAPCMBEHHbIU
npenapam  (3a8epeHHas 8  YCMAHOBIEHHOM
nopsioxe) coenacHo hopmamy, peKomeHO08aAHHOMY
BO3, evi0anno20 ynoniHOMOUEHHbLIM — OP2aAHOM
CMPAHBI-NPOU380OUMENsL U IKCNOPMUPYEMOLL
cmparbl

Ectp I:'
Her I:'

1.2.4.

IlepeBon Ha pycckuil S3bIK M 3aBEpEHHAsl B
YCTAHOBJICHHOM TIOPSJKE KOMHUS OSKCIIEPTHOTO
OTY€Ta, BBIJAHHOI'O YIOJIHOMOYEHHBIM OpPraHoM
MpU PETUCTPAlMK JICKAPCTBEHHOTO TIperapara B
CTpaHe-IPOU3BOIUTENIE WM B CTpaHEe-IepKarelie
PETUCTPALIMOHHOTO Y0CTOBEPEHUS

(npu HAJIMYKMH)

Ectp I:'
Her I:I

1.2.5.

3akimoueHrue (pPEeKOMEHAlMs) YIMOJIHOMOYEHHOTO

opraHa (YnosHOMOYEeHHOM OpraHU3aIiN)
rocyaapcTBa — qJIeHa EBpasuiickoro
SKOHOMHYECKOTO coro3a o UTOTaM

NpEaABAPUTCIIBHOTO HAYYHOI'O KOHCYJBTHPOBAHUA

Ectb I:'
Her I:I




OTHOCHUTEIILHO JTAHHOTO JIEKapCTBEHHOI'O
mpemnapaTta B rocyaapctse — uineHe EBpasuiickoro
HKOHOMHUYECKOTO CO03a

(Ipu HAJITMYMH)

1.2.6. Pexomenpamusi  DKCHEpTHOrO  KOMHUTETa IO
JIEKapCTBEHHBIM CcpeacTBaM mnpu  EBpaszuiickoit Ectpb |:|
HKOHOMHUYECKOU KOMHUCCUH o UTOTaM
MPEIBAPUTENILHOTO HAYYHOTO0 KOHCYJIbTUPOBAHUS Her I:'
OTHOCHUTEIIBHO JAHHOTO JIEKapCTBEHHOT'O
npenapara (Mpu HAJIUYUH)
1.3. OO61as xapaKTepUCTHKA JIGKAPCTBEHHOTO MpenapaTa, MHCTPYKIHMS 110 METUIIMHCKOMY MPUMEHEHHUIO (JIMCTOK-BKJIA/IBIII), MAPKUPOBKA:
1.3.1. [TpoekTh! 00111e# XapaKTEPUCTUKU JIEKAPCTBEHHOTO | TPOEKT MHCTPYKIUHU o
mpenapara, HMHCTPYKIMM 10  MEIUIMHCKOMY | MEIUIIMHCKOMY TMPUMEHEHHIO
MPUMEHEHUIO (JTMCTKa-BKJIAbIIIA), COCTABICHHbIE | (JIMCTKA-BKIAIBIIIA),
B COOTBETCTBUU C TPEOOBAHUSMH AaKTOB OPraHOB | COCTABJIEHHBIH B COOTBETCTBUU
EBpa3uiickoro sKOHOMMYECKOT0 COI03a Ha PYCCKOM | ¢ TpeboBaHusmMu [lpunoxenus
S3bIKE Ne3  (IIIT KP Ne405) mnHa
PYCCKOM sI3bIKE€ Ha OyMa>KHOM
1 3JIEKTPOHHOM BapHaHTax
Ectp |:|
Her |:|
1.3.2. MakeTsl IepBUYHOM (BHYTpPEHHEN) M BTOPUYHOM Ectp |:| MakeTsl
(TTOTPeOUTENBCKOI), MPOMEKYTOIHON YITaKOBOK, MPOMEKYTOUHOMN
COCTaBJICHHBIE B COOTBETCTBUH ¢ TpeOoBaHUSIMU YIaKOBKH, 3TUKETOK,
aKTOB OpraHoB EBpa3suiicKOro 3KOHOMHUYECKOIO Her I:I CTUKEPOB

COI03a Ha PYCCKOM si3bIke. MakeTbl
IPOMEKYTOUHON yIIaKOBKH, ITUKETOK, CTUKEPOB
NPEJCTABISAIOTCS IPU HAINYUU

Ectb I:I
Her I:I




1.3.3.

1.3.4.

3aBepeHHbIE JIepKaTEIeM PETUCTPALIMOHHOTIO
YIOCTOBEPEHUS KONIUU 00IEH XapaKTepUCTUKH
JIEKapCTBEHHOI'O IIpenapaTa ¢ 4aToi MOCIEIHETO
NEepecMOTPa, UHCTPYKLUH 110 METULIMHCKOMY
IPUMEHEHHNIO (JIMCTKA-BKJIA/IbIIIA), YTBEPKACHHbBIE
YIOJIHOMOYEHHBIM OPI'aHOM CTPaHBbI-
IIPOU3BOJUTENS U (MJIN) CTpaHbI-AepKATENS]
PETrUCTPALIMIOHHOTO YJIOCTOBEPEHUS U (UIIH)
JIPYTroi CTpaHbl C XOPOILIO PETYIUPYEMBIM
(bapMaleBTUUECKUM PBIHKOM, T'JI€
3apETUCTPUPOBAH JIEKAPCTBEHHBIN ITpenapar (mpu
HAJINYIUH)

Ectb

Her

L]

1.4.

Hudopmaniys mo peryasiTopHOMY CTaTycy
JIEKapCTBEHHOTO MpernapaTa B APyruX CTpaHax
(nmpu HATIMYMH)

Ectp

Her

1.4.1.

IlepedyeHs cTpaH, B KOTOPBIX JIEKAPCTBEHHBIN
npemnapart nojaH Ha PeTUCTPALHIO,
3aperucTpUpoOBaH, MOIY4YHI OTKa3 B PETUCTPALIUU
WM eTo oOpallieHre Ha PIHKE ATUX CTPaH ObLIO
IIPUOCTaHOBJIEHO, C YKa3aHUEM HAUMEHOBaHUS
JIEKapCTBEHHOI'O IIpernapaTa HOMepa U AaThl
PErMCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOKA ETO
JEUCTBUS WK AAThl IPUHATHUS peUIeHU 00 0TKaze
B PETUCTPALINN, IPUOCTAHOBIECHUH JEHCTBUS
PETUCTPALIMOHHOTO

yIOCTOBEPEHUS, IpeCTaBIsieMast HHPpOpMAIus
JOJIKHA OBITh 3aBEpeHa JepKaTeseM
PErHCTPALMOHHOTO YAOCTOBEPEHHUS

Ectb

Her

LI DI

1.5.

JIOKyMEHTBI 0 KaYeCTBY:




1.5.1. Ceptudukat cooTBeTCTBUS cTaThe PapMakonen [IpenocraBsieTcst TOJIBKO B
EBpa3uiickoro 3KOHOMU4ECKOT0 CO03a WU ciydae, ecly Mpu
EBponeiickoii papmakoren no ry04aroit MIPOU3BOJICTBE
sHIIe(aTONaTUN WIN JTOKYMEHT, BbIIaHHBIN JIEKapCTBEHHOI'O CPEJICTBA
YIOJHOMOYEHHBIMH OpraHaMH  BETEPUHAPHOTO UCIIOJIb3YIOTCA
HaJ30pa CTPaHbl IPOUCXOXKACHUS ChIPbs B Cilydae (bapmMarieBTHUECKHUE
WCIIOJTB30BaHUS (DapMaleBTUUYECKUX CYOCTaHIUN cyOCTaHIIMM )KUBOTHOTO
YKUBOTHOT'O TIPOUCXO0KICHUS IIPOUCXOXKICHHUS.

(ecJi1 MPUMEHMMO) Ecnu Takue cyOctanmmm He

HCIIOJIb3YIOTCS, B
JIOKYMEHTBI
PETUCTPALIMOHHOIO 1OChE
JIOJIKHO OBITh BKIIOYEHO
IIMCBbMO-TIOATBEPKICHNE
3asiBUTEIIS O TOM, YTO
JTaHHOE TPeOOBaHKE HE
MPUMEHUMO B OTHOILLICHUU
3asIBJICHHOTO
JIEKapCTBEHHOI'O CPEJICTBA
Ectp I:'
Her I:I

1.5.2. [Mucemo neprkatens mactep-(haiina akTHBHON

(dhapmManeBTHUECKOU CyOCTaHITHH C
00513aTEIbCTBOM COOOIIATh O BCEX U3MEHEHHIX
MIPOM3BOIUTEIIO JIEKAPCTBEHHOT'O IIpernapara u
YIOJIHOMOYEHHOMY OpraHy TocyAapcTBa-4jieHa
EBpa3uiickoro 3KOHOMHU4ECKOT0 COI03a, MPEeXKIe
YeM KaKHe-1M00 CyIeCTBEeHHbIC M3MEHEHUS Oy Ay T
BHECEHBI B MacTep-dailn papmaneBTHIecKOi
CcyOCTaHIIMY (HOTAPHAJILHO 3aBePEeHHasi KOMUs
NMUCbMA € MOANUCHIO YIIOJHOMOYEHHOI0 JIULa
10 Ka4eCTBY C NepPeBOA0M)

Ectb |:|
Her I:I




Ipumeyanue: donyckaemcs 2apaHmutiHoe
0b53amenbcmeo 0 npedocmasiienue 0OKyMeHma 6
cpok 00 90 kanenHoapuwix Onell

1.5.3. -
15.4. Komus ceptudukara coorBeTCTBUS
dapmaneBTHIECKON CyOCTaHIIMU TPEOOBAHUSIM Ectp I:'
EBponeiickoii hapmakoren
(mpu HaTMYHH) Her I:I
1.5.5. -
1.5.6. -
1.6. JIOKyMEHTBI 110 TPOU3BOACTRBY:
16.1. 3aBepeHHass B YCTAaHOBJICHHOM TOPSJIKE KOMUS

JEUCTBYIOIIErO0 JOKYMEHTa, IOJTBEPKIAOLIETO
COOTBETCTBUE MPOU3BOAUTENS (IPOU3BOJICTBEHHOM
IUIOIIAJIKK)  3a4BJIIEMOIO  Ha  PErUCTPALMIO
JIEKapCTBEHHOT 0 Ipemnapata, TpedoBanusiM [IpaBuin
HaJJIeXalled  MPOU3BOJACTBEHHOM  MPAKTUKU

EBpasuiickoro HKOHOMUYECKOTO CO03a,
yTBEpKIaeMblX EBpa3suiCkoOl  dKOHOMHUYECKOU
KOMUCCHEH, BBIJIAHHOTO YIOJTHOMOYEHHBIM

OpraHOM Irocy/1apcTBa — 4JeHa.
3aBepeHHbIE B YCTAHOBJICHHOM IMOPSJIKE KOMHH
,Z[@flCTB}HOHIHX JOKYMCHTOB, MOATBCPIKIAIOIINX
COOTBETCTBUE  TMPOM3BOAMUTENS  TpeOOBAHUAM
HaJUIeKalle  MPOW3BOJICTBEHHOM  MPAKTHKH,
BbIJIaHHBIE YIOJHOMOYEHHBIMU OpraHaMu CTPaHbI
(ctpan), B KOTOPOi1 pacnooxeHa
MIPOU3BOACTBEHHA IIOMIAAKA (IPOU3BOCTBEHHBIE
MJIOMIAJIKK HA pa3HbIe 3Tambl MPOW3BOJICTBA), U
(M) WHBIM YHOJHOMOYEHHBIM OPTaHOM, W TIPH
HaJIMYUU TPECTaBUTh aJpec caiita peectpa
BBLJIAHHBIX YIOJIHOMOUYEHHBIM OpraHomM

Ectb I:I

Her I:I




ceprudukaToB COOTBETCTBUS TpeOOBaHUSIM
HAQ/JIOKANIe  TPOW3BOJICTBCHHOM  MPAaKTHKH
(manpumep, EudraGMP) B wundpopmanuonHo-
TEJIEKOMMYHUKAIMOHHOU ceTh «THTepHEeT»
Ilpumeuanue: 6 ciyyae 3a51860K HA N1eKAPCMEEHHbLE
cpedcmea, npoussedeHtble 8 20CYO0apCmeax-
unenax EADC, npedocmasnsemcsi:

- BLIULEYKAZAHHBLIL OOKYMEHM

unu

- delicmeyrouue OOKyMeHMbl, NOOMBEPAHCOaroUUe
coomeemcmaue npouU3800CMBEEHHOU NIOWAOKU
(npou3800CMBEHHBIX NIOUAOOK),
ocyujecmeansiioujeti npoU3800CME0 20MoGoll
JIeKapCcmeeHHO )oOpMbl U 8bINYCKAIOWULL
KOHMPOJIb KAYecmed 1eKapCmeeHH020 npenapama,
mpebo8anusM Haoneddcawell nPouU3800CMBEeHHOU
NPAKmMuKuU, 8bl0AHHbLE NPOU3BOOUMETIO
JIeKapCcmeeHHo20 npenapama YnoaiHOMOo4eHHbIM
OpP2AHOM CMPAHbL — NPOU3BOOUMEIS
JleKapcmeeHHo20 npenapama

unu

- KOnusi omyema o pe3yibmamax nocieouei
UHCneKYUuU NPOU3800CMBEEHHOU NIOWAOKU
(npou3z600CcmMBEeHHbIX NIOUWAOOK HA IMANAX
npousso0Ccmaea), nPoeeoeHHol YNOJIHOMOYEHHbIM
OpP2aHOM CMPanbl NPOU3BOOUMeENsL U (UIU) UHBIM
VHOTHOMOYEHHbIM OP2AHOM 8 MedeHue NOCIeOHUX
3 nem.

1.6.2.

3aBepeHHbIC B YCTAHOBJICHHOM IOPSIIKE KOITUH
JEUCTBYIOIIETO pa3peiieHus (JIMIEH3UN) Ha
MIPOU3BOACTBO (BKJIIOYAs IPHIIOKEHUS K HUM),
BBIJIAHHOTO YIIOJIHOMOUYEHHBIM OPTaHOM CTpPaHbI, B
KOTOPO# pacroyiokeHa MPOU3BOACTBEHHAS

TonbKo A5 TeKapCTBEHHBIX
CPEACTB, MPOU3BEICHHBIX B
CTpaHax, rjie NpuHITO
JULEH3UPOBAHNE
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX
CPEJCTB OTAEIBHO OT OLICHKHU

B cnyuae, eciiu
3aKOHOJATEILCTBOM CTPaHbI
IIPOU3BOJCTBA
JIEKapCTBEHHOI'O CPEJICTBA
IIPUHATO OLIEHKA
coorsercTBus [IpaBunam




IJIomaaka (HpOPI?;BOI[CTBGHHI:IC IJIOIIAAKH Ha
Pa3HbIC 5Tallbl HpOI/ISBOI[CTBa)

cootBercTBus [IpaBunam
HaJUIeXKalIen
MPOU3BOJACTBEHHON MPAKTUKHU

(GMP)

Ectb I:'
Her I:I

HaJIexKaIen
MIPOU3BOJICTBEHHOU
npaktuku (GMP) kax
(dbopMa THIIEeH3UPOBAHUS, B
JOKYMEHTBI
PErUCTPALIMIOHHOTO JOChE
JIOJKHO OBITH BKJIIOUCHO
MUCHEMO-TIOATBEPKICHHE
3asSBUTEIIS C TTOSICHCHUEM,
YTO JaHHOE TpeOOoBaHHE HE
MIPUMEHHUMO B OTHOIIIEHUH
3asBJICHHOTO
JIEKapCTBEHHOTO CPEJICTBA.

Ectb I:'
Her I:I

1.6.3.

3aBepeHHBIC B YCTAHOBICHHOM MOPSIKE KOTTUH
OTYETOB MHCIEKIIUY TPOU3BOCTBEHHON
TUTOMIAJIKH (TTPOU3BOICTBEHHBIX TUIOIIAIOK HA
pa3HbIe ATanbl IPOU3BOJICTBA) HA COOTBETCTBHE
HaJJIeXKAaIIel TPOU3BOJICTBCHHOMN MPAKTHKE,
MPOBEJICHHOW (TIPOBEACHHBIX) YIIOTHOMOUYEHHBIM
OpTraHOM CTPAHBI-IPOU3BOUTEISI HITU HHBIM
YHIOJTHOMOYEHHBIM OPTaHOM B TEUEHHUE MOCIETHUX
3 1eT ¢ gaThl NOJA4U 3asIBJICHUS, C INIAHOM U
OTYETOM KOPPEKTUPYIOIIHUX MEPOTIPUATUI
(CAPA) nocne nHCTIEKIIUH

(npu HAIMYMH)

Ectb I:'
Her I:I

1.6.4.

3aBepeHHa51 B YCTAaHOBJICHHOM HOPAAKC KOIIUA
KOHTpaKkTa (J0roBOpa) MEXIy AepiKaTesieM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS U
IPOM3BOIUTEIIEM 10 BOIIPOCAM COOITFOICHHSI

Ectb |:|
Her |:|




TpeOOBaHUI Ha/JIEKAIEH TPOU3BOICTBEHHOM
IIPAKTHKH, €CIIU I€pKATEIb PErUCTPALMOHHOTO
YAOCTOBEPEHHUs HE Y4aCTBYET B IPOU3BOJICTBE
JIEKapCTBEHHOIO IIpernapara

(IpU HAJIMYKH)

1.6.5. 3aBepeHHas B YCTAHOBJICHHOM MOPSIKE KOTHS [IpenocTaBisieTcst TOJBKO B
KOHTpakTa (JOroBOpa) MEKy KOHTPAKTHOU ciy4ae, €CJIM IpHu
MIPOU3BOICTBEHHOM MIIOMIAIKON 1 MPOU3BOJICTBE
MIPOU3BOUTENIEM IO BOITPOCAM COOITIOICHUS JIEKapCTBEHHOTO CPEJICTBA
TpeOoBaHUI HaIeXKaIlEei MPOU3BOICTBEHHOM BECh MPOLIECC WK OJIUH U3
MPaKTUKH, B CIIy4asiX, KOTJa BECh MPOIIECC WU ATaroB MPOU3BOICTBA
OJIMH U3 ATANOB MPOU3BOJICTBA JIEKAPCTBEHHOTO JIEKapCTBEHHOI'O MpernapaTa
npenapara OCyIIeCTBISICTCS Ha KOHTPAKTHOM OCYILECTBIISIETCS Ha
MIPOM3BOJICTBEHHOM IUIOIIAIKE KOHTPaKTHOMN

(ecJi1 MPUMEHMMO) MPOU3BOACTBEHHOMN
TUIOMIAIKE
Ectp I:I
Her |:|

1.6.6. Caenenust o IIOOBIX PEryJIITOPHBIX MEpPaX,
MPUHATHIX YIOJHOMOYEHHBIM OPTraHOM, Ectp |:|
OCYIIIECTBIISBIIIEM HHCTICKTUPOBAHUE B TCUCHHE
MOCNeAHNX 3 JIeT MO pe3yiabTaTaM WHCHEKIHi (¢ Her I:‘
JaThI TIOJJAYM 3as1BJICHUS ) B OTHOIIICHUH
3asBJICHHOM ITPOU3BOJICTBEHHOM IIOLIAIKHU
(Ipu HAJIMYMH)

1.6.7. [TucbMO YITOTHOMOYEHHOTO JIMIIA TI0 Ka4eCTBY O

COOTBETCTBUU YCIIOBHUM IIPOU3BOJCTBA
3asBJIEHHOTO HA PETUCTPALUIO JIEKaPCTBEHHOTO
npenapara TpeOoBaHusM [IpaBun Haexamen
MPOU3BOJICTBEHHOM  NPakTUKH  EBpasuiickoro
SKOHOMHYECKOTO COH03a, YTBEPKIaEMbIX

Ectb I:'
Her I:I




EBpa3uiickol 3KOHOMHYECKON KOMHUCCHEH, B TOM
YKUCJI€ B OTHOIIEHHHM HCXOJHBIX MaTepHUaloB JJIs
KaXXJI0U MIPOU3BOICTBEHHOMN MJIOIIAKU,
UCIIONIB3YEMOM B MpoIlecce  MPOM3BOJICTBA
JEKapCTBEHHOTO  Tpemapara W aKTUBHOM
dbapmaneBTHUECKON cyOcTaHImH, BKJIFOYAsI
IJIOMIAKK, HA  KOTOPBIX  OCYIIECTBIISIOTCS
KOHTPOJIb KaueCTBa U KOHTPOJIb B IIPOLIECCE
pou3BOACTBA. [ITMCEMO TOHKHO OBITH MOMTHUCAHO
YIOJIHOMOYEHHBIM JIMIIOM MO Ka4e€CTBY U 3aBEPEHO
nevyaThio (IITaMIIOM) IPOU3BOIUTEIS TIPH
HEO0OXOIMMOCTH C TIEPEBOIOM Ha PYCCKHU SA3BIK

1.6.8.

CBCIIGHI/ISI 0 periIaMalvAaX B OTHOIICHUN Ka4YCCTBa
JIEKapCTBEHHbIX IIPENapaToB, IPOU3BEACHHBIX Ha
IIPOM3BOJCTBEHHOMN IUIONIA/IKE 3asBISIEMOIO K
perucTparyy JeKapCcTBEHHOTO Ipernapara, 3a
nocneaHue 3 roga

(ecJ1M MPUMEHHUMO)

IIpenocrasnsiercs B cinyyae,
ecyu OBbLIN peKiaMaliy B
OTHOILIEHNUHU KayecTBa
JIEKapCTBEHHBIX
[IpenapaTos,
MIPOM3BEICHHBIX Ha
MPOU3BOACTBEHHOMN
TIOIA/IKE 3asBISIEMOTO K
perucTpanuu
JIEKapCTBEHHOT0 Mpenapara,
3a [IOCJIEAHUE 3 Tro/a.

Ecnu He ObUTH pexamanuu,
B IOKYMEHTBI
PETUCTPALIMOHHOIO 1OChE
JIOJIKHO OBITh BKIFOYEHO
COOTBETCTBYIOILIEE TUCHMO-
MOATBEPKICHUE

Ectb I:I
Her I:I




1.6.9. Cornacue Ha poBeieHne GpapMareBTHICCKOMI Cornacue mpeaoCcTaBIsIeTCs
WHCIIEKIIMU Ha COOTBETCTBUE TPEOOBAHUIM MACbMOM-TIOATBEPKIECHUEM
[IpaBun Hagnexamen Npou3BOACTBEHHOM (mpou3BoIbHOM (hopme)
IIPaKTUKU EBpa3suiicKoro 3kOHOMUYECKOro
CO103a, yTBepKaaeMbix EBpazuiickon Ectb |:|
SKOHOMMYECKOU KOMUCCUEN
Her I:I
1.6.10. 3aBepeHHas 3aBUTEIIEM KON OCHOBHOTI'O J10ChE IIpenocraBisieTcst TOJIBKO B

(macTep-(aiina) mpou3BOACTBEHHOM TUIONIAIKH
(TIpOM3BOICTBEHHBIX TUIOMIAIOK)
(ecJi1 MPUMEHMMO)

cilyJae, eciu
3aKOHOJATEIILCTBOM B
CTpaHbl MPOU3BOJICTBA
JIEKapCTBEHHOTO CPEJICTBA
MIPUHSITO COCTABIICHUS
OCHOBHOTO J1I0Che (MacTep-
¢aiina) mpou3BOJCTBEHHOU
TUTOIIAIKA
(TpON3BOICTBEHHBIX
TJIOIA 0K ).

Ecnu e mpumenumo, B
TOKYMEHTHI
PETUCTPALIMOHHOIO 10ChEe
JOJDKHO OBITH BKIIFOUEHO
MUCHMO-TIOATBEPKICHHUE
3asiBUTEIIS C TIOSICHCHHEM,
YTO JJaHHOE TpeOoBaHHE HE
MPUMEHUMO B OTHOILLIEHUU
3asBICHHOTO
JIEKapCTBEHHOI'O CPEJICTBA.

Ectb I:I
Her I:I




1.6.11.

Cxema 3TanoB NPOU3BOACTBA C YKa3aHUEM BCEX
IIPOM3BOJCTBEHHBIX IUIOMIA0K, 3a/1€iCTBOBAHHBIX
B IIPOLIECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara 1 akTUBHOU (apMalieBTHYECKON
cyOcTaHIIuM, BKJIIOYas BBITYCKAIOIMIMA KOHTPOJIb
KauecTBa

[Ipenocrasnsiercs 1100
OTIeNbHas cxema, 0o
CChUIKA (B OTAEIBHOMN
CTpaHHIIE) HA
COOTBETCTBYIOLIMNA pa3aen
MOJYJIsI, KyJia BKIIOYEeHA
JlaHHas cxema

Ectb I:'
Her |:|
1.7. Wudopmanus o crienuamiucTax
171 WNudopmanus (KkpaTkoe pe3roMe) O CIIeIUaINCTE,
MOJTOTOBUBIIIEM PE3IOME 10 KaYeCTBY Ectp |:|
Her I:I
1.7.2. Wudopmanus (KpaTkoe pe3toMe) o CIeUalInCTe,
MOJTOTOBUBIIIEM PE3IOME 10 JOKIUHUYECKUM Ectpb |:|
JTAHHBIM
Her I:I
1.7.3. Nudopmanus (kpaTkoe pe3roMe) O CIeIHaInucTe,
MOJTOTOBUBIIIEM PE3IOME M0 KIMHHYECKUM Ectp |:|
JTAaHHBIM
Her I:I
1.8. Crnenuduueckue TpeOoBaHUs 7Sl pa3TUYHBIX TUIIOB 3asIBICHMIA:
1.8.1. [TuceMoO neprkaTens perucTpalioHHOTO

YAOCTOBEPEHUS O JIOTIOJTHUTEIILHOM TOPTOBOM
HAaMMEHOBAHHHU JIEKAPCTBEHHOTO MpernapaTa
(ecJi1 MPUMEHMMO)

Ectn I:'
Her I:I




1.8.2.

I[OKyMeHTLI 110 KIIMHUYECKHUM HCCIICOJOBAHUAM
(ecJIM MPMMEHHUMO)

[IpenocraBnsiercs audo
OT/eJIbHbIE IOKYMEHTHI,
100 cChlIKa (B OTAEIBHOM
CTpaHUIIE) Ha
COOTBETCTBYIOLIMNA pa3aen
MOJTyJIsI, KyJla BKIIFOUEHbI
TaHHBIC JOKYMEHTHI.

Eciu He nmpuMeHumo, B
TOKYMEHTBI
PETUCTPALIMOHHOTO 10ChEe
JOJKHO OBITh BKJIFOUEHO
MUCHMO-TIOATBEPKICHHE
3asBUTEIIS C TIOSICHEHUEM,
YTO JaHHOE TpeOOoBaHHE HE
IIPUMEHUMO B OTHOIIEHUHU
3asBICHHOTO
JIEKapCTBEHHOI'O CPE/ICTBA.

Ectb I:I
Her I:I

1.8.3.

Tabnuma ¢ nepeyHemM KIMHUYECKUX UCCIICIOBAHUMA
(econ mpuMeHHMO)

[IpenocraBnsiercs 1udo
OTAeJIbHasA TadnuIa, 1udo
CChUIKA (B OTIEIBHOMN
CTpaHUIIE) Ha
COOTBETCTBYIOILIUNA pa3aes
MOJYJISI, KyJia BKIFOYCHBI
JaHHbIE.

Ecnu He npuMmeHumo, B
JIOKYMEHTBI
PETHCTPAIIIOHHOTO JTOChE
JIOJKHO OBITh BKIIOYEHO
MTUCHMO-TIOATBEPKICHHE




3aABHUTCIIA C ITOSICHCHUEM,
YTO JaHHOC Tpe60BaHI/Ie HC
IMPUMCHUMO B OTHOIICHWUN
3asABJICHHOT'O
JICKApCTBCHHOI'O CPEACTBA.

Ectp I:I
Her I:I

1.8.4.

[Tucemo nepxatelis perucTpaloOHHOTO
YAOCTOBEPEHHUS O COOTBETCTBUM KIMHUYECKUX
MCCIIEIOBAHU 3aBJICHHOTO HAa PETUCTPAIUIO
JIEKapCTBEHHOT'O IpenapaTa TpeOOBaHUSM
[IpaBui HajuIeKaIEN KIMHAYECKON ITPAaKTUKH
EBpa3uiickoro s5KOHOMUYECKOTO COI034,
yTBEpKIaeMbIX EBpazuiickoil 3KOHOMHYECKOU
KOMHCCHEN

Ipumeuanue: unu mpebosanusam Haonexcaujeti
KAUHUYECKOU NPAKMUKU, IKEUBATIEHIMHbIMU
mpebosanuam Coro3a (unu He HUMCE), A MAKIHCe
npuHyunamu XeabCuHKCKouU 0eknapayuu
Bcemupnoii meouyuncroii accoyuayuu
«dmuuecKue npUHYUNBLL MEOUYUHCKUX
uccne0o8aHull ¢ yuacmuem 4ei08exkd 6 Kaiecmese
00beKma uccied08aHUsLY.

Ectb I:'
Her I:I

1.9.

JIOKYMEHTHI 3asIBUTEINS 00 OIICHKE OTEHITUAIBHOMN
OMNACHOCTH JUJISl OKPY’KaOIIEH Cpebl
(npu HAIMYMH):

Ectb

Her

1.9.1.




1.10.

WNudopmanus otHocuTenbHO (hapmMakoHaa30pa
3asBUTEIIS B FOCyAapcTBe — wieHe EBpasuiickoro
HKOHOMHUYECKOTO CO03a

Ectp

Her

1.10.1.

Macrep-daiin cuctemsl papmMakoHaa30pa
ACPKATCIIA pCrUCTPAIMOHHOIO YIOCTOBCPCHHA B
COOTBETCTBUU C HaJIJIC)KAIEH MPAKTUKOMN
dapmakonanzopa EBpazuiickoro 3K0OHOMHYECKOTO
CO032a WJIM KpaTKasl XapaKTePUCTUKA CUCTEMBI
dbapmakoHaI30pa AepKaTEIs PETUCTPALIMOHHOTO
YAOCTOBEPEHUS

Ectp

Her

LI D O

1.10.2.

[TucpMeHHOE MOATBEPKIEHUE TOTO, YTO
JepKaTeNb PETUCTPALIMOHHOIO YAOCTOBEPEHUS
MMEET B CBOEM PACTIOPSKEHNUN
KBaJM(HUIUPOBAHHOE JIUIO, OTBETCTBEHHOE 32
(bapMakoHa130p Ha TEPPUTOPUHU TOCYAAPCTBA —
wieHa EBpa3uiicKoro 3JKOHOMHYECKOI0 COK03a

Ectp

Her

1]

1.10.3.

1.10.4.

JIoKyMeHTBI, 3aBEpEHHBIC HAIISKAIIUM 00pa3oMm,
MOATBCPKAAOIINUC HATTUINC BBaHMOﬂeﬁCTBHH,
00ecTIeUrBAIOIIETO HAJJIC)KAIIEE BBITIOJHEHNE
HCCKOJIbKMMHU IOPUAUYCCKUMU JIMIIAMU BCCX
00s13aHHOCTEH JeprKaTesst PETUCTPAIMOHHOTO
YAOCTOBEpPEHUS

(ecsm MpUMEHUMO)

Ecnu He npumenumo, B
JIOKYMEHTBI
PETUCTPAIIMIOHHOTO TOChE
JIOJI’KHO OBITH BKJIFOUEHO
MMACHMO-TIOATBEPKICHNE
3aABUTECIIS C IIOSICHCHUEM,
YTO JJaHHOE TpeOOBaHME HE
MPUMEHUMO B OTHOIIICHUU
3asBJICHHOIO
JIEKapCTBEHHOTO CPEJICTBA.

Ectb I:I
Her I:I




1.11.

Kommmn JAOKYMCHTOB, IMOATBCPKAAIOIMIUX

pETUCTpAINIO TOBAPHOTO 3HAKA Ectp
(MpU HAJIMYKH)
Her
MOAVYJIb 2.
PE3IOME OBIIEI'O
TEXHUYECKOI'O JOKYMEHTA

2.1. Conepxxanue MoxayJien 2 — 5

2.2. Beenenue B OT/],

2.3. O011ee pe3roMe 10 Ka4eCTBY

2.4, 00630p TOKJIMHUYECKUX JaHHBIX

2.5. 0030p KIMHUYECKHUX JaHHBIX

2.6. Pe3roMe 1Mo JOKIMHUYECKUM HCCIEA0BAHUIM

2.6.1. Pestome (hapmakonornyeckux JaHHBIX B
TEKCTOBOM (popmare

2.6.2. Pestome dapmakonornyeckux JaHHBIX B BUJE
TaOJIAILL

2.6.3. -

2.6.4. -

2.6.5. PesroMe TOKCHKOIOTHYECKUX JAHHBIX B TEKCTOBOM
dbopmate

2.6.6. Pe3roMe TOKCHMKOJIOTHYECKUX JaHHBIX B BHE
Ta0JIMIL

2.7. Pesrome KIIMHMYECKUX TaHHBIX

2.7.1. Pestome OnodapmaneBTHUECKUX UCCIEIOBAHUIN 1
CBSI3aHHBIX C HUMHU aHAIIMTHYECKHX METOJIOB

2.7.2. Pe3rome nccneoBaHni 10 KIIMHUYECKOM
dbapmakosoruu

2.7.3. Pe3rome no kimmHMYECKoM (P PEKTUBHOCTH

2.7.4. Pe3roMe 1o KIIMHUYECKOM 0€3011aCHOCTH

2.7.5. Konuu nenonp30BaHHBIX JIMTEPATYPHBIX

HCTOYHUKOB




2.7.6.

Kpatkuii 0030p MHIUBHIYyJIbHBIX UCCIICOBAHUN

MOJVJIb 3.
KAYECTBO

3.1. Coneprxanue MoayJis 3

3.2. OCHOBHEBIE CBEACHUS

3.2.S. AxTuBHas (papmareBTrdeckas CyOCTaHIUSA
(ADC), nns nexkapCTBEHHBIX MIPENapaToB,
CoJIeprKaluX HECKOIbKO aKTHUBHBIX
(IeMCTBYIOIIMX ) BEIIECTB, HHMOpMAITUs
NPECTABISACTCSA B IOJTHOM 00bEME OTHOCUTEIHHO
Ka)KI0ro U3 HUX**

3.2.S8.1. OO6mmas naHpopMAaIHS OTHOCUTEIIBHO UCXOIHBIX
MaTEepHAJIOB U CBHIPbA™*

3.2.5.1.1. WNndopmanus o HaumeHoBannu AQC**

3.2.5.1.2. Crpykrypa ADC**

3.2.5.1.3. O6mme croiictBa APC**

3.2.5.2. [Tponiecc mpousBosctBa ADC

3.2.5.2.1. [TpomnsBoguTenp™**

3.2.5.2.2. Ornrcanue MPOU3BOJICTBEHHOTO MPOIIEcca B €ro
KOHTPOJISI

3.2.5.2.3. KOHTpOJIb HCXOIHBIX MaTEPHUAJIOB

3.2.5.24. KoHTposb KpuTHUeCcKuX cTaauii u
POMEKYTOUHOU MPOTYKIIUU

3.2.5.2.5. Banupanus npon3BoaCTBEHHOT 0 Mpoliecca U (UiIn)
€ro OICHKA

3.2.5.2.6. Pa3paboTka mpon3BOJCTBEHHOTO MpoIiecca

3.2.8.3. Onucanne xapaktepuctuk ADC**

3.2.5.3.1. [TonTBepkaeHNE CTPYKTYpPBI U APYTUX
XapaKTePUCTHK

3.2.5.3.2. [Tpumecu™*

3.2.5.4. KonTposb kauectBa APC**

3.2.5.4.1. Cnerudukarms **

3.2.5.4.2. AHaIUTHYECKHUE METOIUKNA * *




3.2.543.

Bannuaum[ AHAJIMTUYCCKUX MCTOJUK

3.2.54.4. AHanu3el cepuil (pe3ysibTaThl aHAIM3a cepuil) **

3.2.54.5. O6ocHoBaHMe crienuuKaIu

3.2.5.5. CrangapTHble 00pa3ibl WM MaTepuabl

3.2.S.6. CucreMa ynakoBKH (YKyHopku)**

3.2.5.7. CrabuipHOCTR**

3.2.5.7.1. Pe3toMe 0 UCTIBITaHUSAX CTAOUITBHOCTH U
3aKJIIOUYEHUE O CTAOMIIBHOCTH ™ *

3.2.5.7.2. [Iporpamma mocTperucTparmOHHBIX UCTIBITAHUHA
CTaOMIILHOCTH U 0053aTEIHCTBA OTHOCUTEIHHO
crabuipbHOCTH ™ *

3.2.5.7.3. JlaHHBIC HCIIBITAHUI O CTAOMIBLHOCTH ™ *

3.2.P. JlekapcTBEHHBIN penapar

3.2.P.1. OnucaHue U cOCTaB JEKAPCTBEHHOIO Mpenapara

3.2.P.2. -

3.2.P3. [Iporecc mpou3BoACTBA JIEKAPCTBEHHOTO
npenapara

3.2.P3.1. [TpousBoauTenn

3.2.P3.2. CocraB Ha cepuio (IpOM3BOACTBEHHAS PELETITYpa)

3.2.P.3.3. Onucanue Npou3BOICTBEHHOIO MPOIIECCA U €ETO
KOHTPOJIS

3.2.P.34. KoHTpoab KpUTHYECKHUX CTAANI U
IIPOMEKYTOUYHON IPOAYKLIUH

3.2.P.3.5. Banupanus npon3BoiCTBEHHOT 0 Mpoliecca U (UiIn)
€ro OIIeHKa

3.2.P4. KoHTpoJib KauecTBa BCIOMOTaTEIbHBIX BEIIECTB

3.2.P4.1. Crennduxanmu

32.P4.2. AHamUTHYECKUE METOIUKHA

3.2.P4.3. Banunauus aHaIMTHYECKUX METOAMK

3.2.P44. ObocHoBaHUe crierUUKAIHN

3.2.P45. BcnomorarensHblie BEMIECTBA YEIOBEYECKOTO U
YKUBOTHOTO TIPOUCXOKICHUS

3.2.P4.6. HoBble BcrioMoraresibHble BEHIECTBA




3.2.P.5.

KoHTposb KauecTBa JIeKapCTBEHHOT'O Ipenapara

3.2.P5.1. Crneuudukanuu
3.2.P5.2. AHanutnyeckue Mmetoauku. [Ipoekr [IpoexT HOpMaTUBHOTO
HOPMATUBHOTO JIOKyMEHTA 10 Ka4eCTBY, JOKyMEHTa 10 Ka4eCTBY,
MOJIFOTOBJICHHBII B COOTBETCTBUHU C MOJITOTOBJICHHBIN B
PEKOMEHIALMAMY, YTBEPKAAEMbIMU EBpa3uiickoil | COOTBETCTBUHU C
9KOHOMUYECKOW KOMHUCCHEH *** [Tpunoxenuem 2 I1IT KP
Ne405
3.2.P.5.3. Bannmganus aHaIuTHYECKUX METOIUK
3.2.P.5.4. Pe3ynbTaThl aHanuza cepuit
3.2.P5.5. XapakTepucTUKa MPUMECEH
3.2.P.5.6. O6ocHoBaHus crienuuKanmii
3.2.P.6. CranmapTHble 00pa3ibl 1 MaTEPHAIIBI
3.2.P.7. Cuctema yrmakoBKH (YKYITOPKH)
3.2.P.8. CrabuIbHOCTb JIEKApPCTBEHHOTO Mpenapara
3.2.P.8.1. PestoMe 00 ucpITaHUSAX CTAOMIBHOCTH U
3aKJIIOUEHHUE O CTaOMIIbHOCTH™*
3.2.P.8.2. [Iporpamma nmocTperucTpaliMOHHBIX UCTIBITAHUI
CTaOMJIBHOCTH
3.2.P.8.3. JlaHHBIC MCIIBITAHUN CTA0OUIBHOCTH
3.2.A. Jononnenus
3.2.A.1. [Tpon3BOACTBEHHBIE TOMEIICHHS 1 000OPY/IOBAHHE
3.2.A.2. OreHka 0€30I1aCHOCTH OTHOCHUTEIBHO
OCTOPOHHUX arcHTOB (MTPH HAJIMYHH)
3.2.A3. HoBeie BcriomMoratenpHbIe BemiecTBa (mpu
HAJINYUH)
3.2.R. PernonanpHas uHbopMmarus
3.3. Konuu rcnonbp30BaHHBIX TUTEPATYPHBIX
HUCTOYHUKOB
MOAYJIb 4.
OTYETHI O AOKIMHUYECKHUX
(HEKJIMHHUYECKHUX) UCCIEJOBAHUSAX
4.1. Conepxxanune Moyt 4




4.2

Ot4eThl 00 HCCIeI0BaHUSAX (€CITHM MPUMEHHMO)

4.2.1.

DapMaKoIorust

421.1. [TepBuuHas apmMakoIMHAMUKa

4.2.1.2. Bropuynas dhapMakoMHaMHKa

4.2.1.3. dapmakooruyeckas 0€30MacHOCThb

4.2.1.4. ®apMakoJMHAMUYECKHE JIEKAPCTBEHHBIE
B3aUMOJICUCTBUS

4.2.2. -

4.2.3. Toxcukosorus

4.2.3.1. TOKCHYHOCTH MPU OJTHOKPATHOM BBEJICHUHU

4.2.3.2. TOKCUYHOCTH MPU MHOTOKPATHOM BBEJICHUH

4.2.3.3. ['eHOTOKCHUYHOCTh

4.2.3.4. KanueporeHHocTh

4.2.3.5. PenponykTuBHas 1 OHTOr€HETHYECKAS
TOKCUYHOCTh: (PEPTUILHOCTH U paHHEE
AMOPHOHAIEHOE PAa3BUTHE, SMOPHO- (EeTaTbHOE
pa3BUTHE, IPEHATAIILHOE U TOCTHATAJIHHOE
pa3BUTHE; UCCIICAOBAHUS HA HETIOJIOBO3PEIIOM
MOTOMCTBE C MOCJEIYIOIIUM HA0JII0ICHUEM

4.2.3.6. MecTHasi IEPEeHOCUMOCTh

4.2.3.7. [Ipoune TOKCHKOIOrM4E€CKUE UCCIIEI0BAHUS:
AHTUTCHHOCTHh, UMMYHOTOKCUYHOCTD,
MCCJIEIOBaHMs MEXaHU3Ma JefCTBHS,

4.3. Komnuu ncnonp3oBaHHBIX JIUTEPATYPHBIX
HCTOYHHUKOB

MOAYJIb 5.
OTYETBI
O KNIMHNYECKHUX UCCJIIEJOBAHUSAX

5.1 Conepxanue MOIyJIst 5

5.2. [TepedyeHn Bcex KIMHUYECKUX MCCIICIOBAHUN
(ucmipITaHMii) B BUAE TaOJIHIL

5.3. OTueThl 0 KIIMHUYECKUX UCCIIEIOBAHUIX

(MCTIBITAHUSX )




5.3.1. OTueTsl 0 OuodpapMaeBTHYSCKUX UCCIIEIOBAHUIX

5.3.2. -

5.3.3. -

5.3.4. OT4eThl 0 hapMaKOIUHAMUYECKUX UCCIIETOBAHUIX
y 4eJIOBeKa

5.3.5. OtueTsl 00 uccnenoBanuu 3GpPEeKTUBHOCTH U
0e30IacHOCTH

5.3.6. OT4eThl 0 NOCTPETUCTPALIOHHOM OIIBITE
IPUMEHEHHUS

5.3.7. NunuButyanbHbIe PETUCTPAIIMOHHBIE KapThl U
NEepeYHU NAIUEHTOB

5.4. Konuu nenonp30BaHHBIX JIMTEPATYPHBIX

HNCTOYHHKOB




