Ml/lHl/lCTEPCTBO [TPOMBILHAEHHOCTH U TOPTOBAH
POCCHHMCKOH DOEAEPALIUU

3AKJIFOYEHHUE
0 COOTBETCTBHH NMPOH3BOANTE/IS (HHOCTPAHHOTO NPOH3BOUTE/INA)
JIEKaPCTBEHHBIX CPEICTB /I/Il MEIHIHHCKOT0 NPHMEeHeHHs TPeGOBaAHUAM
TpaBua HajuIexkameii IPOM3BOACTBEHHOH NIPAKTHKH

N GMP-0155-000326/18

MHHHCTCpCTBO NPOMBIIUIEHHOCTY U TOoproeiau  Pocculickoi d)ez[epalinn
HOJTBEPIK/IAET, 4TO
O6mecTBO ¢ orpaHnHYeHHO oTBeTCTBeHHOCTHIO «POCBUO» (000 «POCBHUOY)

Z~ (nonnoe u cokpawjenroe HaumeHo8anue (NPu HaIUYUY) RPOU3BOOUMENs (UHOCMPAHHO20
NpoU3B00UMEN) IEKAPCMBEHHBIX CPeOCM8 Ol MEOUYUHCKO2O NPUMEHEHUSL)

HaxXo/g1IuMkcs 110 ajpecy
192019. r. Caukr-IletepOypr, vi. MensHauunas. 1. 12, qurep A,

OCYMIECTBIAIONIMI IPOM3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB IS MEUIIMHCKOTO
HNPUMEHEHUS 110 aJipecy .

r. Cankrt-IletepOypr, yn. MensauuHas, 1. 12, autep A,

npolies MHCIEKTUPOBAHUE B paMKax JIMIIEH3MOHHOTO Konmbnx Ha co0uroieHne
JIMLICH3UOHHBIX TPeOOBaHUN [PU OCYIIECTBICHUM JICATENbHOCTH 110 IPOM3BOJICTBY
JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU ¢ JjuieH3uerd or 13 cenrsbps 2018 r.
Ne 00338-JIC B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit ®Degepaimm wiu
HpoUIe]l MHCIEKTHPOBAHHE B YacTW PETHCTPALMOHHOrO(-bIX) YIAOCTOBEPEHMS(-Hif),
YKa3bIBaIOIIEro(-ux) MPOU3BOAMTENEH, PACIIONIOKEHHBIX 33 npeneJiaMH Poccuiickoi
Denepany, B COOTBETCTBHM €  TpeOOBaHUSIMHU IlpaBna  Hapmexamei
NPOM3BOACTBEHHOH  NPAKTHKH, YTBEP)KICHHBIX  IPUKA30M MPIHPIC’I‘CpCTBa
NPOMBIILITIEHHOCTH U TOprosiu Poccuiickoit @enepanum ot 14 uroHs 2013 r. Ne 916.
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Ha ocHoBanuum wuHpOpManmu, MOTYy4eHHOH B XOJ€ HHCHEKTHPOBAHHUS JAHHOTO
IIPOM3BOJIUTEIIS, IOCIEAHEE M3 KOTOpBIX ObUIO mpoBenaeHo 5 u 19 wmrons 2018 r.,
CIENYyeT, 4YTO OH  COOTBETCTBYeT TpeOoBanusM [IpaBmin  Hauiexalei
NPOM3BOJCTBEHHOW TPAKTUKH, YTBEPKACHHBIX TMpHKazoM Munmnpomropra Poccun
or 14 mrons 2013 r. Ne 916.

Hacrosimee 3akmoueHwe OTpakaeT CTAaTyC COOTBETCTBHS HPOW3BOICTBEHHOM
< IJIOIIAAKN NPOU3BOAMTES (MHOCTPAHHOTO MPOU3BOIUTEINS) JIEKAPCTBEHHBIX CPEICTB
! JUTs MEIMLIMHCKOTO MPUMEHEHHSI HA MOMEHT IIPOBE/ICHUS BhINICYKAa3aHHON HHCIIEKITUH
8 U HE JIOJDKHO BOCIIPUHMMATBECS B KauyeCTBE JOKYMEHTa, CBHJIETEILCTBYIOUIETO O

CTaTyce COOTBETCTBHS B Ciydae HcTedeHHs Oonee 3 (TpéX) JeT ¢ aarel 3TOM
VHCIICKIIUH.

3aIOueHUEe SBIAETCA JCHCTBYIOIMM IIPH MPEIOCTABJIEHMM BCEX €ro CTPAaHHII
(xak gacty 1, Tak u yactu 2). S
[IOAMMHHOCTE JTaHHOTO 3aKUTIOYEHHs TPOBEPSAETCS B PEECTPe 3AKIIOYECHHH O !
COOTBETCTBMM IPOU3BOAMTENIEN JIEKAPDCTBEHHBIX CPEICTB UL MEIUIIMHCKOIO g
npuMeHeHus: TpeGoBanusam I[lpaBun Haaexaieil MPOW3BOACTBEHHON IIPAKTHUKH, -
pasMeIIeHHOM  Ha  opuummansHOM  caifte  http://www.minpromtorg.gov.ru, &

; http://www.munnpomtopr.pd. IIpu OTCYTCTBUM HACTOSIIETO 3aK/IIOYEHHS B PEECTpe §
; 3aKIIOYEHHH O COOTBETCTBHM MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB  JId E
v

MEJUIMHCKOro MpuMeHeHus: TpeboBanusam [IpaBun Hauiexarei nMpou3BOACTBEHHOMN
NPaKTHKH, coodumTe B Munnpomtopr Poccun.

Hacrosee 3akmouenne HCﬁCTByeT B TE€YEHHUE 3 JIET C AaThl OKOHYAHHUS HHCIICKIINH.
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e 1. IPOM3BOJACTBEHHBIE ONEPALIMY — JIEKAPCTBEHHASI
e IPOYKIIMSI

‘ %@ ; 1. Cmepunvrasn npodykyus >

‘9: O 1. ITpoaykuust, IPACOTOBJIEHHAS ACENITHIECKUM ITyTEM (o,nepamm 06pa60TKn

2ol JUISL CIIEAYIOIIMX JIEKApCTBEHHBIX (hopM)
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\ ,3@ [J skeBarebHbIE JIEKAPCTBEHHBIE GOPMBI @N‘ {
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SN

IIpoH3BOACTBO H KOHTPO/Ib KAYeCTBA

L] sxuzkue nekapcTBeHHbIE HOPMBI 60JIBIIOT0 00BEMA
L] sxujkue nexapceTBeHHbIE HOPMBI MAJIOr0 00BEMa
L] nucniepcun
i [l nwodbwmmsarsl = 4
U tBepable ieKapcTBeHHBIE (OPMBI i MMILIAHTATHI
[ MsTKHe JieKapcTBEHHbBIE (HOPMEI
- L] npoyast npozykims
U 2. Tlpoaykiws, moasepraroimascs GUHUIIHON CTepUIN3auH (Onepauy
oﬁpa60TKH JUIS CIIEYIOUIMX JIEKapCTBEHHBIX (hopM)
L] sxuykme stekapcTBeHHbIe (OPMBI 6OIBIIOTO 0OBEMa
[xuakue nekapcTBeHHbIC HOPMBI MATIOr0 00bheMa
L] TBepbie JiekapcTBeHHBIE HOPMBI i HMILIAHTATHI
_ [ msrkue nekapcTBeHHbBIE (HOPMBI
L] mpouasi npoayKis, JieKapcTBEHHbIE (POPMBI
L] 3. Beinyckaioniuii KOHTPOJIb Ka4ecTBa
2. Hecmepunsnas npooykuus
E’ X 1. HectepuibHasi NPOAYKIHs (OnepauHu 00padoTKH ISl CJIeYIOIHAX
8

NS NN RN (TR, s . 2

= |

IPOM3BOJICTBO: KAILIA, PACTBOP, KOHIICHTPAT, CIIpei S @9‘
X sxuakue JekapcTBeHHbIE GOPMBbI 1JIs BHYTPEHHEro NPpHMeHeHHS:
- Tpenaparkl, NOAyYyacMble U3 JIEKapCTBEHHOTO PACTUTEILHOIO cmpbx HacTOMKa
[] meaunuuckue rassl

L] npoune TBepbIe IeKapCTBEHHBIE (POPMEI

L] mpernapaTsl, HAXOAAIMUECS O] JaBIEHHEM
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] renepaTophl paAMOHYKIIH/IOB
[J msArkue jiekapCTBEHHBIE HOPMEI
L[] cBeun (cymmo3uropun)
L] taGnerku
U] TpancaepMasibHBIE IUIACTEIPU
L] yctpoiicTBa UIsi HHTPapyMHHAIBHOTO (BHYTPUPYOLIOBOTO) BBEACHHS
= npoyasi NPOAYKIHA, JIeKapCTBeHHBbIE (opMBbI:
3 - (apmaneBTHYecKHe CyOCTaHIIMHM, [OJydYaeMble METOJAaMU XHMHYECKOIO
5 CHUHTE3a;
- hapmanieBTHYECKHE CYOCTaHIMHU, TTOTyYaeMble METOJaMHU BBIJIC/ICHUS 13
MCTOYHUKOB PACTUTEIBHOTO IPOUCXOXKACHHUS
2. Beinyckaomuii KOHTPOJIb KaYyecTBa
3. Buonozuueckas nexapcmeeHHas NPOOYKYus
L] 1. buomoruyeckas JeKapCTBEHHAs NPOAYKIIHS
L] mpoayKThl KpOBH
L] umMyHOIOrHYeCKast PO IYKIHs
[] npoiyKThl Ha OCHOBE COMAaTHYECKHX KIETOK
L] reHOTEepaneBTHYECKHE TPOTYKTHI
L] mpoayKThI TKAHEBOM WHXKEHEPUH
L] GuorexHoMOrMYeCKas MpOayKIUs
[J npoayKTsl, 3KCTparupoOBaHHbIE U3 KUBOTHBIX HCTOYHUKOB WJIM OPTaHOB
(TKaHeit) yenoBeka
L] mpouast mpoayKist
] 2. BeimycKaromuii KOHTPOJIb KayecTBa (MepedeHb THIIOB PO IYKIIHH): =
L] mpoayKThl KpOBH
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L] uMMyHOJIOrHYecKas pOayKIMs

L] mpoyKThl Ha OCHOBE COMATHYECKHX KIIETOK
L] reHOTepaneBTHYECKUE IPOTYKTHI
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UJ npoyKThl TKaHEBO# UHKEHEPUH

L] 6uorexHOIOrHYECKas IPOIYKIIUS
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U] npomyKTsl, 9KCTparupoBaHHbIE U3 )KUBOTHBIX NUCTOYHUKOB WK OPTraHOB
(TKaHei) yenoBeka
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4. Ilpouasa npodykuus uiu npou3600CMeEeHHAA deﬂmeubnocmb T

X 1. Ilpou3BoacTBO
X pacraTeabHO# NpoAYKIHHE: 5 O
- TIpenaparsl, MOTy4aeMble U3 JEKapCTBEHHOTO paCTHTCJIBHOI‘O CBIPbS;

- (apmaleBTHYECKHE CyOCTAHIMHM, TOMyYaeMble METOJaMM BBIICICHUS U3
UCTOYHUKOB pPACTUTENIBHOIO IPOUCXOKICHHS (IKCTpaKiMs, OTCTauBaHMUE,
(uIbTpalyd, yCpeAHCHN)E, IEpBUYHAs YTIAKOBKA, BTOpH4HAA YIIaKOBKa)

X nmpouasi npoaykums:
@ - (apmareBruieckne cyGCTaHIlUH, MTOTyYaeMble METOJAMU XHMHYECKOTO
cuHTe3a (cuHTe3, QuiIbTpalysl, IEpBUYHAs YIIAKOBKA, BTOPUIHAS ynaKOBKa)
U] 2. Crepuinu3anust akTUBHBIX BEIECTB, BCIIOMOTATEIbHBIX BEHIECTB, FOTOBOH 4i)
HPOAYKIIAH , X
A L] dunsrpanus
40 | [ cyxoxapoBas crepuimsaitusi = &
[ cTepuimsanus napom
= [] xumuueckas CTepuIn3aius
L] crepwimzaims raMMa-u3JIy4eHHEM
> L] crepuim3aliys 21€KTPOHHBIM H3JTyYEHHEM
3. IIpouee: XpaHEeHHE UCXOTHOTO CHIPHS, MATEPHATIOB
r. Cankr-IletepOypr, yi. MeasHuunas, 1. 7, k. 1, aurep A
4. llepBuuHas (BHYTPeHHSsIs1) YIAKOBKA
L] karicysisl B TBep/10it 000104Ke
. L xancyasl B Msirkoii 060104Ke
[] »xeBaTesbHBIE JIEKAPCTBEHHBIE (HOPMBI
L[] uMmIperHupoBaHHbIC JIEKAPCTBEHHBIE (HOPMBI . ~
L[] sxuaxue JieKkapcTBEHHBIE GOPMBI LTS HAPYKHOTO NPUMEHEHUS <

[ xunxue nekapcTBernble GOPMBI UTsl BHYTPEHHETO IPUMEHEHUS
- ] MeauMHCKHE Ta3bl =5

5 =
9 L] mpoune TBep/ible JIeKapCTBEHHBIE HOPMBI 14
":j [] mpenapathl, HAXOSIIHECS MO/ AaBJICHUEM ez
) [] renepaTophl paJMOHYKIIHIOB i %
5 L1 markue jnekapcTBeHHbIE HOPMBI =N h
Sl [ cBeun (CyNno3UTOPHHN) ¥ :. 2
Al O ra6netkn - e
| | TpaHCACPMAJIbHBIC IIIACTHIPU }
Ik

O ycrpoiicTsa juls HHTPapyMHHAIBLHOTO (BHYTPHPYOLIOBOTO) BBEICHHUS
Xl npouas npoayKuHs, JieKapcTBeHHbIe POPMBI: =
- NPOM3BOJCTBO, XpaHEHME M peanusanus (apMaleBTUUECCKON cyOcTaHIun
CIMpPTa STHIOBOIO (3TaHOJA), MOMYYaeMOil METOJaMH GHOTEXHOJIOTUYECKOrO
CHHTE32 7

S. BropuyHas (moTpedHuTE/IbCKasN) YNIAKOBKA:

- TIPOM3BOJICTBO, XpaHEHME M peainsanus (dapMalleBTUYECKON CybcTanimu
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CIIUpTa 3THIIOBOIO (3TaHOJIa), nonyqaeMoﬁ METO/IaMU  OMOTEXHOJIOTMYECKOTO
CHHTEC3a

6. Beinyckalouuii KOHTPOJIb Ka4ecTBa
[ 7. MEKpOGHOJIOTHYECKOE TECTUPOBAHME: CTEPHIBHOCTD
[J 8. MHKpOOHOIOrHYEeCKOE TECTUPOBAHKE: HECTEPHIBHOCTD
9. Xumnyeckoe (pu3nyecKoe) TeCTHPOBaAHHE
[110. Buonoruyeckoe TecTHpOBaHKE
,, II. KOHTPOJIb KAYECTBA IIPU UMITIOPTE JIEKAPCTBEHHOM 5
MNPOAYKIUU ¢
[ 1. KoHTpoJ1b Ka4ecTBa HMIIOPTUPYEMOH JIEKAPCTBEHHOM PO TYKIIHH -
L] MEKpOGHOIIOTHYECKOE TECTUPOBAHKE: CTEPUIBHOCTH
L] MEKpOGHOIOTHYECKOE TECTUPOBAHUE: HECTEPHUILHOCTD
L] xumugeckoe (bu3nueckoe) TECTUPOBAaHUE
_ L[] Guonormyeckoe TecTUpOBaHKE
‘ [ 2. Beimyckalonmit KOHTpOIIb (cepTuduKanus cepuii) MIMIOPTHPYEMOi
4 POAYKIIUH
L] CrepunibHasi npoayKims:
U] npoyKIusi, IPUrOTOBICHHAS ACENTUYECKHUM ITyTEM
L] npoaykimsi, moaBepraroumascs GUHAIIHON CTEPUIH3AIUH
L] HecrepuibHast poayKiust
[J Buonornyeckast JiekapCTBEHHAs POLYKIIHS:
Ll mpoyKTHI KpOBH
L] nMMyHOITOrMY€eCKas PO IYKIHs
L] mpoayKThl Ha OCHOBE COMATHYECKUX KJIETOK
[] reHOTEpaneBTHYECKHE IPOTYKTHI
L] mpoayKThl TKAaHEBOW MHIKEHEPHH
L] GuoTexHoI0rMYeCcKas NPOAYKIHUS
L] mpomyKThl, 5KCTparupoOBaHHbIE U3 XKUBOTHBIX MCTOUHUKOB MJIM OPTraHOB
(TkaHei) yenoBeka
L] mpouas mpoayKuus
L] 3. TIpoyasi ieSTeIbHOCTD 110 UMIIOPTY (BBO3Y):
L] mromazaka ¢usuyeckoro uMnopra (BBo3a)
[J MMIIOPT MPOMEXYTOYHOTO TPOAYKTa, MHOABEPTaloIIerocs AaabHeiimei
o0paboTke
L] npouee
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