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.MI/IHHCTEPCTBO INNPOMBIIIAEHHOCTH U TOPTOBAU
POCCHHUCKOH PEAEPALIUU

SAKJIIOYEHHUE
0 COOTBETCTBHH NPOH3BOAUTE/ISI (HHOCTPAHHOIO MPON3BOXUTEINA)
J€KApCTBEHHbIX CPEACTB A/ MEAHIHHCKOr0 NPHMeHeHus TPe6oBaHUAM
Hpasna napnexkamei NPoOH3BOACTBEHHOH NPAKTHKH

Ne GMP-0131-000579/20

Yacre 1

MUHHCTEPCTBO  NPOMBIIIEHHOCTH U ToproBiu  Poccuiickoit  Mepeparnmn
NOATBEPXKIAET, YTO
3axpbiToe akuuoHepHoe odmecrso «PECTEP» (3AO «PECTEP»),

{nonnoe u cokpawennoe HaumMenosanue (NP HAIUMUY) RPOUIBOOUMENS (UHOCIPAHHOZO
npoOU3EOOUMeIIs) NeKAPCMEEHHBLX CPEOCMs Ot MEOUYUHCKO20 NPUMEHEHUS)

P

HaxOIerocs 1o aapecy.

426033, Y amyprekas PecnivOnnka, r. Mkerck, yi. Ilecounas, n. 3.

OCYIMECTBIIAOIIEIO IIPOU3BOACTBO IEKAPCTBEHHBIX CPENCTB AT METUUMHCKOTO
IIPUMEHEHUS 110 aIpeCy:.

Y amyprcekas Pecriybnuka, r. bkesck, yin. MonogexHas, . 111,

IIPOIIE] MHCIEKTHPOBAHME B pamKax JIMIEH3MOHHOTO KOHTPOJA Ha COoOMIOeHHE
JMIEH3MOHHBIX TPeOOBAaHWH IPU OCYIECTBIECHUU JEATEIBHOCTH 110 ITPOU3BOJICTRBY
JEKApCTBEHHBIX CPENCTB B COOTBETCTBMM C juienH3ueil or 04 ampens 2013 r.
Ne 12320-JIC-IT B CoOTBETCTBHY ¢ 3aKOHOIaTenbcTBOM Poccuiickoit Peneparuu wiu
IPOLIE]l MHCIEKTUPOBAHWE B YAaCTU PETUCTPALMOHHOIO(-bIX) YHOCTOBEPEHMsI(-1ii),
yKa3hIBaIOMIErO(-MX) [IPOU3BOIUTENEH, PACTIONOKEHHBIX 3a TIpeae aMu Poccuiickoit
®enepanuy, B COOTBETCTBMM ¢ TpeboBaHusmu  IlpaBma  Haaekamiei
NPOM3BOACTBEHHOW  NPAKTHKH, YTIBEPKIEHHBIX DpUKa3oM  MuHHCTEpCTBA
IPOMBIIIICHHOCTH ¥ TOprosiaun Poccuiickoit @enepauu ot 14 utons 2013 r. Ne 916.
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Ha ocnoBanuu wH(OpMAlMu, NONYy4YEHHOW B XONE MHCNIEKTHPOBAHUS JAHHOIO
[IPOM3BOAMTENA,  @OCHeIHEe M3  KOTOpbX Obuto  mposeaeHo  07/10/2020,
CIEMyeT, 4YTO0  OH  coorBercTByer  TpeboBanusm  [lpaBun  Haexaluei
IPOM3BOJCTBEHHON IPAKTUKH, YTBEPXKIECHHBIX NpUKazoM Munnpomropra Poccun
or 14 urons 2013 r. Ne 916.

Hacrosiee  3akiroueHMe OTpakaeT CTaryC COOTBETCTBUS HPOM3BOICTBEHHOM
IJIOM@A/IKK ITPOM3BOMTENsS (MHOCTPAHHOTO [IPOM3BOANTEIS) JIEKAPCTBEHHbIX CPEACTR
Al ME/IMIIMHCKOrO PUMEHEHKS Ha MOMEHT IIPOBEACHHS BHIIICYKA3aHHOM HHCTIEKITAH
M HE JIOJDKHO BOCHPUHHMATBCA B KA4eCTBE JOKYMCHTA, CBHMACTEILCTBYIOIIETO O
CTaryce COOTBEICTIBHA B Cllyyae ucreyeHus Oomee 3 (Tpéx) 1er ¢ Jarhl STOM
MHCIIEKLIMH.

3aKitoueHue ABJISAETCS JCHCTBYIOIMM IIPH NPEJOCTABICHUM BCEX €r0 CTPAHMIL
(xax yactu 1, TaK ¥ yactu 2).

ITo/UIMHHOCTL  IAHHOTO 3aKMIOYEHMA TIPOBEPACTCS B PEECTpe 3aKiIIOYEHHH 0
COOTBETCTBMM NPOMU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB JUIS  MEAMUMHCKOrO
npumenenus Tpebosanmam [lpasun Hajnexaweld NPOM3BOACTBEHHON IPAKTUKHY,
pasMeIeHHOM  Ha  ounMansHOM  caiite  hitp://www.minpromtorg.gov.ru,
http://www.mMunnpomMropr.pd. [lpy oTCYTCTBHM HACTOSIIETrO 3aKIIOYCHUS B PEECTPE
3aKIIOYEHMA O  COOTBETCTBMM ITIPOM3BOJAUTENCH JIEKAPCTBEHHBIX CPEJACTB Ui
MEIMIIMHCKOro npuMeHeHus TpeboBanusam [lpaBun napnexainelt NpoU3BOACTBEHHOM
[paxTuku, coobiure B Munnpomropr Poccun.

Hacrosmee 3akiiroueHue HeﬁCTByeT B TE€YEHME 3 JIET ¢ JIaThl OKOHYaHHS MHCIEKITUU.
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MHHHUCTEPCTBO NPOMBIIIAEHHOCTH U TOPTOBAU
POCCHHUCKOH ®EJEPAIINH
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Yacrn 2

HpOHSBOJJCTBO H KOHTPOJIb KaY€eCcTBAa

L. IPOU3BO/ICTBEHHBIE OIIEPALIUY — IEKAPCTBEHHAS
MPOAYKIHS

1. Cmepunvras npodyxyus.

U 1. [poaykums, npUroTOBIEHHAS aCEIITHIECKHM I1yTeM (onepanuy 06paboTkn
JUIS CHENYIOIIMX JIEKaPCTBEHHBIX GOpM):

LI sxmakue nekapcrBernbie Gopmbl 60IBIIOro 06beMa

L] xuikue nekapceTBeHHbie GOPMBI MATIOro o0beMa

O] mucnepcun

L] nuodunusars:

L] TBepble JIeKapCTBEHHbIE GOPMBI M UMILIAHTATHI

L] msrkue siexkapcTBeHHBIE HOPMBIL

L] mpoyast mposyKius

2. Mpoaykuus, noABepraomascs PHHAIIHOA cTepUIn3anuH (onepauun
00paboTKH ISl CIEAYIOLIHX JIEKAPCTBEHHBIX (hopM):

JKHAKHE JIEKAPCTBeHHbIe (PopMBbI 60IBIIOT0 00beMa

X sxmaxne Jekapersennbie hopmMbl MaJI0ro oobema

L] TBeppIe nekapceTBeHHbIe GOPMBI M UMILIAHTATHI

L[] markue nexapcrBenHbie GopMbl

L1 npouas npomykrms, TekapcTBeHHbIE HOPMEI

3. Boinyckawmmii KOHTPOJIb KayecTsa

2. Hecmepunvnas npooyxyus

U 1. HecrepuibHas npoaykuus (onepaiuu o6paboTKy JUIsl CIIEIYIOIIHX
JEKAPCTBEHHbIX opM):

[ xancysisl B TBep10ii 06010uKe

L] karnicyiibl B MATKO#R 0605104Ke

[ sxeBaTenbHbIe JIeKapCTBEHHBIE (POPMbI

L] mMIperaupoBaHHbIE JEKAPCTBEHHBIC (HOPMBI

[] HKHUAKHE JICKAPDCTBCHHEBIC CI)OpMBl VI HAPYKHOI'O [IPUMEHCHU A

L1 sxu/Kue JekapcTBeHHbIEe GOPMBI IS BHYTPEHHETO TPUMEHEHHS

[] MeauumHcKkye razsi

U] npodue TBepbIe JIeKapCTBEHHbIE HOPMEI

[] Npcraparsl, HAXOIJAIHCCH IO JaBJICHAEM

g S S

L] reHepaTopsl paOHy KIIK/I0B

L] msirkue sexapcTBeHHbIE GOPMBI

L] ceeun (cynmosuropun)

L] tabnerku

L] TpascAepManbHbIe IIACTHIPH
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[ ycrpoiicTBa juisi HHTpapyMHHAIBHOTO (BHYTPUPYOIIOBOTO) BBEIEHHUS
[ npouast npoaykiust, JekapcTBeHHble GOPMBI

L] 2. Beimyckaiommuit KOHTPO/Ib KauecTBa
3. Buonoz2uueckasi nexapcmeeHHas npooykyus

L] 1. bronoruyeckas jiekapcTBEHHAs TIPOIYKIAL:

L] npoayxTsl KpoBH

L] uMmmyHONIOrHYecKas npoayKIHs

L] npoayKThl Ha OCHOBE COMATHYECKHX KIETOK

L] reHOoTEpaneBTUYECKUE TIPOAYKTHI

L] npoyKThl TKaHEBOM MHKEHEPUH

L] 6uoTexHoI0rnyecKas POayKIMsI

U mpoyKThl, 9KCTparupoBaHHbIE U3 JKMBOTHBIX HCTOYHMKOB HJIM OPraHOB
(TKaHeH) YernoBeka

L] npouast npoayKums

[1 2. Beinyckaloluii KOHTpOJIb KauecTBa (IlepeueHs TUIIOB IPOAYKIHK):

[l mpomyKThl KpOBU

[] umMmyHOIOrHYECKas NPOAYKLMS

[J poiyKThl Ha OCHOBE COMATHYECKUX KIIETOK

[] renoTepaneBTHUECKHE TIPOILYKTHI

L] npotyKThl TKaHEBOM HHIKEHEPHK

L] 6uoTexHoIoruueckas mpoayKuus

U] npoayKThI, DKCTParupOBAHHBIE U3 JKMBOTHBIX MCTOYHUKOB MM OPIaHOB
(TKaHel) uenoBeka

L] npoyas npoaykims

4. Illpouasn npooykuusa unu RPoU360OCMEEHHAA 0EAMENTbHOCb

L1 1. [Tpou3BoaCTRO:

L] pacrurenbHOM NPOAyKIMK

L] romeonaTuyeckoit npoayKiuum

L] mpoyas npoayKius

IlepBwiii 3 G I // C.A. Lpi6

MLIT.
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X 2. Crepnanzanus AKTHBHBIX BEIlECTR, BCIOMOraTelbHbBIX BEIIECTB,
roOTOBOH NPOAYKIMHM:

huabTpanus

[J cyxokapoBas crepuiuzanus

Xl crepuauzanmns napom

[] xumuueckas crepuiusanus

L] crepunm3zanuis raMma-u3iy4eHueM

] CTEPUIIN3ALIHAA DJIEKTPOHHBIM HU3/1Y4YCHHEM

[13. Ilpouee

(1 4. TlepBuunas (BHyTpEHHs) yIIAKOBKA:

[ xkamcynisl B TBep o 060109Ke

[] karicysibl B MATKoH 060J10uKe

[J sxeBaTeNbHBIE JIEKAPCTBEHHBIE (OPMBI

[] uMnpernMpoBaHHbIe JTEKAPCTBEHHBIE (POPMBI

[J skuKue gexapcTBeHHbIE (hOPMBI Uil HAPYIKHOTO NPUMEHEHHMS

[J sxmpukue sexapcrBerHbie GOPMEI [T BHYTPEHHETO IIPUMEHEHMS]

[] MeLMHCKHE Ta3bl

L] npouwne TBEpIbIE JIEKAPCTBEHHBIE (POPMBI

7 [IperiapaThbl, HAXOAAIHUECA MO NaBICHHEM

L] rerepartopsl pajOHyK/IMI0B

o T S T a7 S P S I

L] msirkue JiekapcTBeHHbIE HOPMbI

A

[] ceun (Cynmo3uropun)

L] Tabnerku

L] TpaHCcaepMaibHBIE TUIACTHIPH

[J ycrpoiicTBa uisi MHTPapyMUHAILHOTO (BHYTPUPYOLIOBOTO) BREICHHUS

L] npouas npoaykuusi, JiekapcTBeHHbIE HOPMBI

S. Bropuunas (moTpedurebckas) ynakoBka

6. Boinyckawomuii KOHTPoJIb KavecTBa

Xl 7. MukpobHoJI0rn4eckoe TeCTHPOBAHME: CTEPHJIBHOCTD

L[] 8. MHKpOOMOIIOrHYECKOE TECTHPOBAHME: HECTEPUILHOCTE

e e AN

9. Xumuueckoe ((puznyeckoe) TeCTHPOBAHHE

10. BHo1orn4eckoe TecTHPOBaHHE

11. KOHTPOJIb KAYECTBA [TPY UMITOPTE JIEKAPCTBEHHOM
TIPOTYKITUM

[ 1. Konrpons kadecTBa UMIIOPTHPYEMOH JIEKAPCTBEHHOM PO Iy KIMM:

[ MHKpOﬁI’lOJIOF HYCCKOC TECTUPOBAHUE! CTEPHUIILHOCTh

L] MUKpOOHOIOrHYEeCcKOe TECTUPOBAHME: HECTEPUIBHOCT
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L] xumuyeckoe (pusnyeckoe) recrupoBanue

L] 6Guonoruyeckoe TecTUpOBAHME

[ 2. Beimyckatomuit KOHTpous (cepTuduranus cepuil) UMIOPTHPYEMOH
NPOAYKLIUAU

(] CrepuibHasi IpoayKIL{Hs:

L] mpomyxuust, npUroToBieHHAs ACENTHYECKHM MyTeM

[J mpoaykimsi, noxBepraromascs GUHULIHON CTepUIM3aLAN

L] HecrepuiibHas mpo, 1y Kuus

L] buonoruyeckas JeKapCTBeHHas IPOAYKIMS:

L] npoayKThl KpoBH

[] MMMYHOIIOI'HYECKas IIPOAYKIHA

[J potyKThl Ha OCHOBE COMATUYECKUX KIETOK

Clr CHOTEpAIIEBTUHECKHUE IIPOAYKTHI

[J DpoIyKTh! TKAaHEBOM MHIKEHEPUH

[] 6uorexHosornyeckas MNpOoAYKIUA

L] ipoayKThl, 5KCTPAarHPOBaHHEIC U3 YKUBOTHBIX HCTOYHAKOB I OPraHoB
(TKaHeH) yenoBeKa

] mpovas mpoayKius

[ 3. Ilpoyast iesTenbHOCTb 110 UMIIOPTY (BBO3Y):

L] mromaznxka ¢pusrueckoro umnopra (BBo3a)

L] aMIIopT mpoMexy TouHOro NpoayKTa, MOABEPratoerocs JajbHerme
obpabotke

L] npouee

C.A. lp16
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MHUHHCTEPCTBO [IF;OMbI&UJ\EHHOCTH H TOPI'OBAH
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OrpaHuueHHss WM TOSCHUTEIbHBIE 3aMETKH, KACAIOIIHEcs OONACTH NPUMEHEHHS
cepruduKara:
IlepeueHb JIEKapCTBEHHBIX CPEJICTB,
WHCIIEKTHPOBaHHE:

B OTHOHICHHMH KOTOpPOro

Toprosoe
HaMMEHOBaHME

Mex1yHapomHoe
HEIIATEHTOBAHHOE
HauMMEHOBAHUE UJIH
IPYNITUPOBOYHOE
(XMMUYECKOE) HAUMEHOBAHHE
JIEKapCTBEHHOTI'O
npenapara/(papManeBTHYECKON
cyOcTanuu

JlexapcTBennas gopma,
JO3UPOBKa (eciiu
IIPUMEHHUMO)

Bce craauu (BKimtoyas BBITYCKarOUM KOHTPOJIb KAYECTBA)

pacTBop /i HHQY3UH,

['mokoza EKCTpo3a
HEREIY 5 %, 10 %
PactBops! nis i
KAITJI/JITIKA 2 P HEPUTOHEATBHOIO
MIEPUTOHEATBHOTO AUAIU32
Man3a
PactBops! s I s
KAILJI/ATIKA 3 p HEPUTOHEAIBHOTO
NEPUTOHETLHOTO AHAIN3A
Auainu3a
acTBOP VISt
: PactBOpsl s P
KATLYJUTKA 4 gkd [EPHTOHEATBHOTO
IIEPUTOHEANEHOTO THATH3a N
Auaiu3a
PactBops! s R g
KAILJJ/JUIKA 17 PiSE 2 HePUTOHEAILHOTO
[IEPUTOHEAEHOTO AHATH3a .
aMaIA3a

KATITJI/JUTKA 18

PactBops! pns
[IEPUTOHEATBLHOIO JIMAJIN3a

pacTBop i
[IEPUTOHEATBHOIO
JmManmn3a

KAITJ/AIIKA 19

PactBops! mist
NIEPUTOHEANILHOIO JUaJIi3a

pacTBOp AJIs
MEPUTOHEANBHOTO
aAaIH3a

Hatpus xnopux

Hatpust xnopun

pacTBop 1S HHQY3UH,
0.9 %
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Peononurmroxnu-4(0

Jekcrpan
[cp.Moa.macca 35000-45000]

pacTBOp i MHOY3HIH,
10 %

Harpus xnopuga pacteop
cinoxkHbIi [Kanus xnopu +
Kanbuus xnopuj + Hatpus

xJyiopui]

pacTBop 11 uHby3uit
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