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MHHHCTEPCTBO [MPOMBILHAEHHOCTH Y TOPTOBAH
POCCHHMCKOH DEAEPALIUN

3AKJIIOYEHHUE
0 COOTBETCTBHH NPOH3BOAHTEISI (HHOCTPAHHOIO npousnonm‘eml)
JIEKAPCTBEHHBIX CPEACTB VI MEJHIMHCKOI0 NPHMEeHeHUs TPeOOBaAHUAM
Tpasua Haaexauieil NPOH3BOACTBEHHOH NPaKTHKH
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MuUHUCTEPCTBO  NMPOMBIIUICHHOCTH M TOproBiau  Poccuiickoii  ®ejnepaimu

TIOTBEPXK/IACT, YTO
‘O6uiecTBO ¢ OrpaHHYeHHO 0TBeTCTBeHHOCTBIO <POCBHUO» (000 «POCBI/IO»)

S (nonHoe u cokpawjennoe HauMeHo8anue (MPu HaTUYUL) NPOU3E0OUMeNs (UHOCMPAHHO20

npou3B00uUmes) 1eKapCmeeHHbIX CpeoCcms ONst MEQUYUHCKO20 NPUMEHEHUSL)
HaXOsLIMICs O aJipecy
192019, r. Cankr-IlerepOypr. yia. Mensuuunas, a. 12, murep A,

OCYHIECTBIIAIOIUI IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB JIJIsi MEAUIIMHCKOTO
TIPUMEHEHUS 110 aJ[pecy
Tynasckas 06:1., Jlybenckuii paitoH, c. Bockpecenckoe, yii. 3aBojckas, 1. la,

NpOIIe] WHCIEKTUPOBAHWE B pPaMKaxX JIMIEH3MOHHOIO KOHTPOJS Ha coOimogeHue
JULEH3UOHHBIX TPeOOBaHW [P OCYLIECTBICHUM AEATEIbHOCTH IO NPOM3BOJCTBY
JIEKapCTBEHHBIX CPEJACTB B COOTBETCTBUU ¢ JjulleH3uerd oT 13 ceHtsabps 2018 r.
Ne 00338-JIC B COOTBETCTBUM € 3aKoHOAATeIbcTBOM Poccuiickoit Denepanmm wiu
IpouIe]l MHCHEKTUPOBAHME B YaCTU PErUCTPALMOHHOIO(-bIX) YAOCTOBEpEHUs(-Hif),
yKa3pIBalOUIETO(-MX) MPOU3BOAUTENCH, PacIONIOKEHHBIX 3a mnpeaenaMu Poccuiickoii
OGenepauuy, B COOTBETCTBUM ¢ TpeGoBanusmyu  Ilpasua  Hagnexamei
NPOM3BOACTBEHHOH  NPAKTHKH, YTBEP)XKIEHHBIX HpUKazoM  MuHHCTEpCTBa
MPOMBIIIEHHOCTH U TOprosiu Poccuiickoit @enepannu ot 14 utons 2013 r. Ne 916.
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Ha ocHoBanum wuHQoOpManuu, MOMYyYEHHONW B XOJ€ MHCHEKTMPOBAHUS JAHHOTO
NIPOU3BOJUTENS, IMOCJIEHEE U3 KOTOpPBIX ObUIO mpoBeneno S u 19 wmrons 2018 r.,
CI€QyeT, 4YTO OH  COOTBETCTBYeT TpeOoBanusiM [lpaBun  Hapmexaeit
NPOU3BOJCTBCHHOW MPAKTUKH, YTBEPXKAEHHBIX NpuKazoM Munnpomropra Poccuu
ot 14 urons 2013 r. Ne 916.

Hacrosimee 3akmoueHnme OTpakaeT CTaTyC COOTBETCTBHS IIPOM3BOICTBEHHOI
IUTOIIa/IKH [IPOU3BOUTENS (MHOCTPAHHOIO MIPOU3BOIUTENS) JICKAPCTBEHHBIX CPEJICTB
JUIA MEIMIIMHCKOTO NIPMMEHEHHUSI HA MOMEHT IIPOBE/ICHUS BhIINIEYKA3aHHON MHCIIEKIIMU
U HE JIOJDKHO BOCHPHMHMMATBCS B KayeCTBE JIOKYMEHTA, CBHIETEIBCTBYIOIIETO O
CTaTyce COOTBETCTBUSA B Cllydae ucTedeHuss Oonee 3 (Tp€X) JeT ¢ AaThl ITOM
VHCIEKIUN.

3aKiIOYeHne SBISETCS JEHCTBYIONMM IPU IIPEJOCTABICHUM BCEX €r0 CTPAHMIL
(xak yacTu 1, Tak u yacTu 2).

[TonMMHHOCTS JTAaHHOTO 3aKITIOYEHMS] TPOBEPAETCS B PEECTPE 3aKIIOYEHHH O
COOTBETCTBUM IPOU3BOAMTENIEH JIEKAPCTBEHHBIX CPEJACTB IS  MEIUIIMHCKOTO
npumeHeHus: Tpebosanusam I[lpaBun Haaiexameil NPOW3BOIACTBEHHOW NPAKTHKH,
pasMemeHHOM  Ha  oduuManbHOM  caifte  http:/www.minpromtorg.gov.ru,
http://www .mMunnpoMTOpr.pd. IIpH OTCYTCTBUM HACTOSINErO 3aKIIOYEHHS B peecTpe
3aKIIOYCHUH O COOTBETCTBUH IPOU3BOJAUTENCH JIEKApCTBEHHBIX CPEACTB  JUIs
MEIUIIMHCKOro NMpUMeHEHUs TpeboBanusaM [IpaBuin Hauiexaieil mponu3BOACTBEHHOM
NPaKTUKH, coobmuTe B Munnpomropr Poccun.

Hacrosimee 3akmouenne ﬂeﬁCTByeT B T€YECHHUE 3 JIET C AaThl OKOHYAHUS HUHCIICKIIUH.
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Yacrs 2

TIpoH3BOCTBO H KOHTPOJIb KAYeCTBa
1. MIPOU3BOJACTBEHHBIE OIIEPALIUHA - JIEKAPCTBEHHASI
MNPOAYKIUSA
1. Cmepunvras npodyKkyus
U] 1. ITpoayxiins, MPUrOTOBJICHHAS ACENTUYECKHUM ITYyTEM (onepauun 06pa6on<n
g ;9@ JUIS CTIEFOTMX JIEKAPCTBEHHBIX (OpM) :
i L] xxuzkue siekapceTBeHHbIE POPMBI GOIBIIOTO 00BEMa
L] sxuaxue JiekapcTBeHHbIE (GOPMBI MAJIOTO 00BEMa
L] mucnepcun
[ nwodumzate ,
- Ll tBepabie nekapcTBeHHBIE HOPMBI U MMILIAHTATHI = 4
[ markue ekapcTBeHHbIE HOPMBI ;
L] npouast mpoyxuust
[0 2. TIpoaykums, MoBepraromascs GUHUITHOM CTepHIH3auy (onepamnn
o6pa60'r1<n JUIsL CAEAYIOUIMX JIEKAPCTBEHHBIX (OpM)
L] »xuaxue ekapcTBeHHbIE GOPMBI 00JIBLION0 00beMa
Lxunkue siekapcTBeHHbIE (HOPMBI MAJIOro 00bhema
L] TBepibie JieKapCTBEHHBIE (POPMBI U MMILIAHTATHI
] msarkue nekapcTBeHHbIE HOPMBI
R _ [ mpouast npoaykims, JeKapcTBEeHHBIE (GOPMBI
5 [ 3. Bemyckalomuii KOHTPOJIb KauecTsa
2. Hecmepunvnas npodykuus
; ®1. HecrepnibHas npoaykuus (onepanuu o0padoTKH IS CJIeYIOIHX
JeKAPCTBEHHBIX hopm)
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4 X kancyasl B TBep/0ii 06010uKe: =y @3
- [penapatbl, He TpeOylole CHenMalbHOrO BBIICJIEHHS B  OTACIBHOE ’U )
MPOM3BOJICTBO: KAIICYJIbI @ﬁefﬁ
(] kamncyJisl B MSIrKoii 000J104Ke : @0‘ é
[] sxeBaTebHbIE JIEKAPCTBEHHBIE GOPMBI : 8 1
L] nMIperHupOBaHHbIC JIEKapCTBEHHBIC HOPMBI =N @‘ ?\2
AKHIKHe JIeKapcTBeHHbIe (JOPMBI /15 HAPY/KHOI0 MPHMEHEHHUS : @‘
- IpenapaThl, IOJTy4YaeMble M3 JIEKapPCTBEHHOTO PACTHTEIBHOTO ChHIPhH: 9

HACTOMKHU;

- mpemaparbl, He TpeOyIolMe CIEeNUAIbHOTO BBIACIECHUS B OTJEIBHOE
IPOU3BOJICTBO: KAILTH, KOHIIEHTPAT, PacTBOP, CIpEi

Xl skmaxue nekapcTBenHbie GOPMBI 1Jisi BHYTPEHHEr o npnmenenus'

- IIpeNapaThl, MOJy4aeMble 13 JEKApCTBEHHOT0 PACTHTEIEHOTO cmpLx Hac:Tomca
[J MmemnuHCcKue ra3bl
[J npoune TBep/bie JiekapcTBEHHbBIE GOPMBI

2
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L] npenmapatsl, HaxosuMecs N0/ AaBICHAEM

] renepaTops! paMOHYKIIHIOB

MSIKHe JIeKapcTBeHHbIe GOpMBbI:

- Tpemapatel, He TpeOyIOIHe CIENUaTbHOIO BBHIJEIEHHS B OTIACIBHOE
NPOMU3BOJCTBO: Ma3h

L] ceun (cymmosuropun)

L] tabreTkn

[] TpaHciepMasbHBIE IIACTHIPH

L] ycTpoiicTBa UIsi HHTPapyMHHATIBHOTO (BHYTPHPYOIIOBOr0) BBEICHHS

npodvasi NPoAyKIHS, JeKapcTBeHHbIe PopMbI:

- Ipenaparkl, MOJIyYaeMble U3 JIEKAPCTBEHHOTO PACTUTENHLHOTO CHIPHA: CHIPHE
PacTHTEIBHOE U3MEIIbUYCHHOE, CHIPhE PACTUTEIBHOE LIETBHOE, IKCTPAKTHI CYXHE;

- (apManeBTHYECKHE CYOCTaHIMH, IIOJydaeMbleé METONaMH XHMHUYECKOIO
CHHTE3a;

- (apmanieBTHYECKHE CYOCTAHIMK, TT0Ty4aeMbIe METOaMHU BBIICICHHUS U3
UCTOYHMKOB PACTUTEIHHOTO IPOUCX 0K ICHNUS;

- IPOU3BOJICTBO, XpPAaHEHHUE U peaau3anus papMalieBTHUECKON CyOCTaHIUH
CIHPTa 3TUIOBOTO (3TaHOJIA), OTYYaeMOM METOJaMH OMOTEXHOIOTHYECKOTO
CHHTE3a

2. Boinyckawmuii KOHTPOJIb Ka4ecTBa

3. Buonozuueckasn nekapcmeeHnas npooyKuus

1. brosiornyeckas JieKApCTBEHHAs NPOAYKIHS

L] mpoaykTsl KpoBU

L] mMMyHOIIOrHYECKas IIPO Ty KIHS

L] nIpoayKTBl HA OCHOBE COMATHYECKUX KIETOK

L[] reHOTepaneBTHYECKHE IPOTYKTHI

L] npoayKThl TKaHEBOW MHKEHEPUH

L] 6uoTexHOMOrHYECKasH TIPOTYKITHS

L] mpotyKTEI, 5KCTPAarupOBaHHbIE U3 XKUBOTHBIX HCTOYHHUKOB HIIH OPraHOB
(TKaHel) yenoBeka

npoyas NPOAYKIHSA:
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> - qlapMaueBanecm/Ie Cy6CTaHIIHH CIMpTa 3THIIOBOTO (3TaHOJ1a), IoJIy4yaeMbIe
>/< METOJaMH OHOTEXHOJIOTMYECKOr0 CHHTE3a: IIPUTOTOBJICHUE TMUTATEIBHOU Cpeabl,
y\’f BBIpAIIMBAHUE IIOCEBHOIO MarTepualia, fbepMeHTaunﬂ, BBIJCJIICHUE, OYUCTKA,
X NEpBUYHAA YIIAKOBKA, BTOpUYHAas yrIaKOBKa)
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N - OperiapaThl, IMOJTYy9aCeMbI€ U3 JICKAPCTBEHHOI'O PACTUTEIIBHOT'O ChIPhS;

MHUHHUCTEPCTBO [MPOMBILHAEHHOCTH U TOPTOBAH
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2. Boinyckawmuii KOHTPOIb KayecTBa (epeyerb THIOB NPOAYKIHH):

L] mpoayKTsl KpOBU

L] umMyHOIOTHYECKast POy KIHs

] IIPOAYKTEI HA OCHOBE COMAaTUYCCKUX KIIETOK

L] reHoTepaneBTHYECKHE MPOYKTHI

L[] mpotyKThl TKAaHEBOM WHIKEHEPUH

L] GroTexHOIOrAYecKast PO IyKILHs -

U] mposyKThl, 9KCTparupoBaHHBIE W3 IKUBOTHBIX UCTOUHUKOB HJIH OpraHOB
(TKaHeili) yeroBeka

IZ npoyasi NPOAYKIH:
- (apMaieBTHYeCKHe CyOCTaHIIMM CIHMPTa STHIOBOTO (ITaHOjA), HoJTyaeMble

: Nk MCTO,IIOM OHMOTEXHOJIOTHYECKOTO CHHTE3a =

4. Ilpouasa npodykuyus uiu npou3e00CmeeHHas Oeumenbuocmb

X 1. ITpoussoacTBo

paCTﬂTeJleOﬁ NPOAYKIHH:

2
(bapMaHeBTPI‘leCKPIC CyGCTaHIII/IH, [MoJIy4ya€MbIC MCETOJaMH BBIHGJICHIZ)I us3

HCTOYHUKOB PpPACTUTCIIBHOIO TMPOUCXONKICHUA (3KCTpaKI.II/I}I, OTCTaNBaHUE,

(bHJIBT‘paHPIﬂ, yYCpeAHCHUE, [ICPBUYHAA YIIaKOBKA, BTOpPHUYHAsA ynalcomca)

npoyasi NPOAYKIHA:

- (apmaneBTHyecKne CyOCTaHIINN, IOTyYaeMble METOaMU XUMUYECKOTO
~

cHUHTE3a (CHHTe3, QUIbTpalLHs, IepBUYHAs YIIaKOBKA, BTOPHYHAs YIAKOBKA)

12 CTepunmauym AKTHUBHBIX BCHICCTB, BCIIOMOTIaTCJIbHbBIX BCIII€CTB rOTOBOM
NPOAYKIIUH

L] dunsTpanus

L] cyxoxapoBasi crepuin3anus = @
[] crepunmsaims napom '

[ xumuyeckas CTCpUJIN3al v

| CTepuin3alus raMMa-usJIydCHUCM

L] crepunn3aims 2JI€KTPOHHBIM H3JTyYEHHEM

L] 3. Ilpouee

L1 4. IlepBuuHasi (BHYTpEHHSIsI) YITAKOBKA

L] kancyJisl B TBep10ii 0605104Ke

L] karicysisl B MATKO#M 000510UKe

[ xxeBaTebHBIC JIEKAPCTBEHHbBIE (HOPMBI T

L] mmnperaupoBaHHbIe JIeKapCTBEHHBIE (OPMBI

L] sxuzikue JiekapcTBEHHBIE (OPMBI JIUIsl HAPYIKHOTO anMeHeHw;

L[] sxuakue ekapcTBeHHBIE (OPMBI JUIS BHYTPEHHETO HpHMCHeHP[ﬂ ,

8| MCIUIMUHCKHEC Ira3hbl
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LI mpouwne TBep/ibie IeKapCTBEHHBIE HOPMEI
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[ npenapatsl, HAXOAAMMECS IO AABICHUEM
L] renepaTopsl paIoHyKJINIOB

L] msirkue JieKapCcTBEHHBIE HOPMBI

L] cBeun (cynmosuropun)

L] rabaetku

L[] TpanciepMalibHbI€E IIACTHIPU

- U] ycTpoiicTBa JUisi HHTpapyMUHAIBEHOTO (BHYTPHPYOIIOBOTO) BBEICHHUS
$ [J npoyast mpoayKiusi, JieKapcTBEHHBIE GOPMBI

< L] 5. Bropuunas (motpeburesbckas) ynakoBKa

6. Boinyckaommuii KOHTPOJIb Ka4eCTBa

L] 7. MEKpOGHOIOTHYECKOE TECTUPOBAHHUE: CTEPHILHOCTh

[ 8. Mukpo6HOI0rHIeckoe TECTUPOBAHME: HECTEPHILHOCTE

9. Xumuueckoe (pu3nvecKoe) TeCTHPOBAHHE

[110. Bronoruueckoe TecTUpOBaHUE

II. KOHTPOJIb KAYECTBA IIPU UMITIOPTE JJEKAPCTBEHHOU
NPOAYKIUH
U 1. KoHTposk KayecTBa MMIIOPTUPYEMOIi JIEKAPCTBEHHOH MPOIYKIIHH
L] MHKpOOHOIOrHYECKOE TECTUPOBAHUE: CTEPUIBHOCTD
[J MEKpOOHOJIOTHYECKOE TECTUPOBAHUE: HECTEPHUILHOCTh
L] xumugeckoe (bU3MYECKOE) TECTUPOBAHUE
L] 6uonormyeckoe TecTUpOBaHKE
(] 2. Beimyckaroniuii KOHTpOIIb (CepTHGUKAIHUS CepHil) UMIIOPTHPYEMOit
IIPOYKIIUH
L] CrepuiibHas npoayKIus:
[J npomyKImsi, MPUroTOBICHHAS aCENTHYECKUM ITyTEM
L] npomykims, noasepraromasicss GMHUITHON CTEpUIH3ALIN
L] HectrepuipHas poayKIus
[J buonorudeckast JiekapcTBEHHAs PO LY KIIHSL:
L] mpoyKTsl KpOBH
L] nMmyHOOrHYECKas IPOLYKIHS
U] npoayKTEl Ha OCHOBE COMAaTHYECKHX KIETOK
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] reHoTepanesTuyeCcKye MPOAYKTHI

CJ npostyKThl TKaHeBOH HHKEHepUH

L] GuoTexHOMOrHYecKas MpO/IyKIIHs

U] npo/yKThl, 5KCTParupoOBaHHEIE U3 JKHBOTHBIX ncroqrmxonmm OpraHoB
(Tkaneilt) yenoBeka =

L[] npoyast npoayxims

[J 3. TIpoyast AeATEeNbHOCTH 110 UMIIOPTY (BBO3Y):

L1 IIOMA/TKA usnyeckoro uMmnopra (BB03a)

(] UMIOPT [POMEXYTOYHOIO MPOLYKTa, nonnepralomemcx '11
obpaboTtke

O npouee
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