MHHHCTEPCTBO HPOMbII_[IJ\EHHOCTH U TOPTOBAH
POCCHUHCKOH DOEJAEPALIUHU

3AKJIIOYEHHUE
0 coorneTcTnlm NPOH3BOAMTE/IS (HHOCTPAHHOIO MPOHU3BOMTE/IS )
JIEKAPCTBEHHBIX CPE/ICTB /1l MEAHIMHCKOTO IPHMEHEHHS TPeGOBAHUAM
- Hpasui Hapexauieli NpOH3BOJCTBEHHON NPAKTHKH

Ne  GMP-0200-000559/20

MuHHCTepC'rBO OPOMBIIIEHHOCTH W ToproBiu  Poccuiickoit  ®epepainu
HOATBEPHKIAET, YTO
O0uiecTBO ¢ OTpaHUYEHHOMH 0TBETCTBEHHOCTBIO
«3aBox uMeHH akajemuxa B.I1. ®uaatosa»
(000 «3aBoa umenn akanemuka B.I1. ®unartosar),

(noanoe u coxpawennoe Haumenosanue (MPu HANUYUY) nPOU3E00UMeNns (UHOCMPaAHHO20
NpOUIEO0UMEIIA) IEKAPCMBEHHBIX CPEOCME Ol MEOUYUHCKO20 NPUMEHEHUS)

H@X.OMLHGFOCE 1o agpecy:

S

188304 Jlenunrpajickas 06a.. I'aTunnckuii paiio, noc. ITpuropoaHsiii, Bbmxﬂucoe
mocee, 1. 18,

OCYHIECTB/ISIOIETO NIPOM3BOJCTRBO JIEKAPCTBEHHbBIX CPE/ICTB IS MEAMLIMHCKOIO
HPUMEHCHMS [10 ajpecy:

188304, Jlennnrpanckas 06:1.. aTunHcKuii paiion, moc. Ilpuropoansiii, Beipuil KOE
uiocee, 1. 18,

POLIe/l MHCTIEKTUPOBAHUE B PAMKAX JIMICH3MOHHOTO KOHTPOJS Ha cobluojenue
JULIEH3MOHHEIX TPeOOBaHMH IIPU OCYIIECTBICHUM JESTENBHOCTH [0 [POU3BOACTBY
JCKAPCTBCHHBIX CPEACTB B COOTBETCTBMM ¢ juieHsue or 02 mapra 2016 r.
Ne 00179-JIC B coorBeTcTBMYM ¢ 3akoHonaTedbcTBOM Poccuiickoit Degepannn wiu
NPOLIE]l MHCIIEKTUPOBAHUE B YacTH PETMCTPALMOHHOIO(-BIX) ynoc:irosepeﬂm(—nu)
YKa3blBAIOIIEro(-UX) HPOM3BOUTENEH, PACIIONOKEHHBIX 3a Tpeesamu Poccuitckoii
OQejnepanud, B COOTBETCTBMH ¢ TpeGOBAHMAMMU Mpasua  m .nﬁlemameﬁ-";
NPOM3BOACTBEHHON NPAKTHKH,  YTBEDPKIECHHBIX IIpHKa3oM MI/IHHCTEPCTB&V ___f_
IPOMBILIICHHOCTH M TOprosiin Poccuiickoit @enepaunu ot 14 mions 2013 r. Ne 916 '
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Ha ocnopanuu undopmanuu, nomyyeHHodt B xoje UHCTIEKTUPOBAHUS JIAHHOI'O
NIpOM3BOJMTE/IS,  HOCNEHEE W3  KOTOpeIX  ObL10  mpoBexeHo  22/07/2020,
Cleayer, 4T0  OH  CcooTBeTCTBYeT  TpeOoBammsaM  [lpasun  Hajiexameit
[IPOU3BO/ICTBEHHON MPAKTHKA, YTBEPHKAEHHBIX IpuKazoM Munnpomtopra Poccuu
ot 14 urons 2013 r. Ne 916.

Hacrosimee 3axmouenue oTpakaer CTaryc COOTBETCTBHS IIPOM3BOACTBEHHOL
[UIOLA/AKH IPOU3BOAMTEIS (MHOCTPAHHOTO NMPOU3BOIMTEINS) JIEKAPCTBEHHBIX CPEACTR
U1 MEJIMIMHCKOTO IPUMEHEHUS HA MOMEHT IIPOBE/ICHHS BBIIEYKA3aHHON UHCHIEKLIUK
M HE JO/UKHO BOCHPHHMMATBCS B KauyeCTBE JIOKYMEHTA, CBUAETEIBLCTBYIOIIETO O
CTaTyCC COOTBETCTBHA B Ciiydac ucredeHus Oosiee 3 (Tpéx) ner ¢ parbl H710i
MHCHIEKIUH.

3aKioucHUe SBISCTCA JEHCTBYIONIMM IIPH [PEAOCTABIEHMM BCEX €I'0 CTPaHMIL
(KaK Jact 1, tak u yactu 2).

[o/LIMHHOCTS  JAHHOTO 3aKIIOYEHHS MPOBEPAETCSs B pEECTpe 3aKIOYCHHH O
COOTBETCTBHUM INPOM3BOJUTEIECH JIEKADCTBEHHBIX CPEACTB U1 MEAMIMHCKOIO
lipuMeHeHHs TpeOboBaHuAM llpaBui Hajnexamell NPOU3BOACTBEHHON IIPAKTHKY,
pasMClICHHOM  Ha  oduuMaIbHOM  caiite  http://www.minpromtorg.gov.ru,
http://www.MuHIIpOMTOPT.p®. IIpM OTCYTCTBHM HACTOSALIETO 3aKIIOYEHHS B PEeCTpe
3aKIIOYEHMH O COOTBETCTBMM IIPOM3BOJAMTENEH JIEKAPCTBEHHBIX CPEICTB  JUIS
ME/IMIIMHCKOTO NpuMeHeHus1 TpeboBanuaM [IpaBun Hagnexaield npoM3BOACTBEHHOMH
[IpakTHKH, coobmure B Munnpomropr Poccum.

Hacrosiee 3axmoueHue JIEI"‘ICTBYCT B T€YEHHUE 3 JIET C JIaThl OKOHYAHUS HHCIICKIIKHA.

# oxtsi0ps 20207T.
3 sb10ayU 3aKNI0UEeHUS)
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- Yacrp 2

IIpoM3BOACTBO H KOHTPOJIb KaYecTBa
I. MPOU3BO/ICTBEHHBIE OIEPALIUMU — JIEKAPCTBEHHAH
NNPOAYKLHMSA '
1. Cmepunsnas npooykyus
L1 1. ITponyxnus, IIPUTOTOBJIEHHAA ACETITHYECKUM Iy TEM (OHepam»m 06pa60TK14
JUISE CIIEAYFOMIUX JIEKaPCTBEHHbBIX HOpM):
[ sxmakue ekapcTBeHnbie GopMbl GOIBIIOT0 06seMa
L xwujikue JiekapcTBeHHbIE HOPMBI MAIOro 00BEMa
L1 nucnepcun
| O nuodunmsars:
[ tBepabie siekapcTBeHHbIE POPMBI U UMILIAHTATHI
[J msirkue siekapcTBeHHblE GOPMBI
LJ npouas npoaykius
LI 2. Hpomykums, noxsepraromascs GUHUILIHON CTEPUIN3ALUE (oneparun
00paboTKy U1 CIeAYIOLIUX JIEKAPCTBEHHBIX (BOpM):
[l xunxue nekaperennsie GopMbl 601bmOro 06beMa
L] sxuakue nexapcrBeHnbie GOpMbI MaIoro o6bema
L] tBepibie 1eKapcTBeHHbIE HOPMBI ¥ MMILIAHTATHI
- [ msarkue nexapcrseHnbie HOpMBI
L] npoyas npoayKiws, JieKapcTBeHHbIE (GOPMBI
[ 3. Beinyckaroniuii KOHTpoJIb KauecTBa
2. HecmepunvHasn npooykyus
Xl 1. HectepuibHasi npoayknus (onepaunu o6paboTKH Jis Ci1eayIOmnX
: ﬂemapcmenuux dhopm):
L] kancysisi B TBep0i 060104Ke
L] karicyJisl B MArkoi o6osouke
[] ’keBaTe/IbHbIE JICKAPCTBEHHBIE (POPMbI
[} umMnperaupoBasHbIe eKapcTBEHHBIE HOPMBI
L] su/ikue eKapcTBeHHbIE GOPMBI JIIS HAPYIKHOTO npnmeueum
L sxuakue nexaperBeHHble GOPMbI LISl BHYTPEHHETO IpHMEHEHIS
[ meauuunckue rassi
[ npoune TBep isie jekapcTBeHHBIE HOPMBI
L] npenaparhl, HaXoASLIMECS TION JABJIEHUEM
[ reHepaTophl paHOHYKITHIOB
L] markue jiekapcTBeHHbIE HOPMBI
L] eBeun (cynmosuropun)
Ta6aeTKH
L] TpanciepMalibHBIE IACTHIPH
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[ ycrpoiicTsa /it HHTpapyMHHAJIBHOTO (BHYTpUpPYOILIOBOr0) BBEACHHS

L] npouas npoxyxuwus, neKkapcTBeHHbIE HOPMBI

X 2. Beinyckawmmnii KOHTPOJIb Ka4ecTBa

3. Buonozuyeckas nexapcmeeHHas npooyKyus

L] 1. buonorndeckas jieKapcTBeHHAs OPOAYKIIUSA:

L] npoyKTel KpOBH

L] uMMyHoOJIOrHYeCKas POy KLU

U] mpojiyKThl Ha OCHOBE COMATMYECKMX KJIETOK

L] reHoTepaneBTHYECKUE POAYKTHI

L] npoaykrel TKaHEBOM MHKEHEPUH

L] 6rorexHonoruueckas npoayKuus

L npoayKThl, 9KCTParupoBaHHbIE U3 )KUBOTHBIX HCTOYHHKOB MJIH OPIaHOB
(TKaHel) yenoBeKa

L1 npouas npoaykuus

L1 2. Beinyckaromuii KOHTPOJIb KayecTsa (epeyeHb TUIIOB IPOIYKIH):;

L] npoayxrsl KpoBu

[] uMMyHOOTHYeCKas NpOLyKIHs

| NMPpOAYKThI HA OCHOBE COMAaTUYECKHUX KIETOK

L] renoTepaneBTHYECKHE IPOYKTHI

LJ npoayKTh! TKaHEBOM HHKEHEPUH

L] 6uorexnonornyeckas npoayKuus

U] npoyKTEl, S5KCTPAarupOBaHHBIE U3 KUBOTHBIX HCTOYHUKOB MIIM OPTaHOB
(rkaHeil) yenoBeka

L] npouas npoayxuns

4. Ilpouasa npodyKuusa uiu npou3600CmeeHnan OeameibHoCnb

L1 1. IlpousBoactBo:

L] pactutenbHOM DpojIyKun

[J roMeonaTuyeckoi npoayKumu

L] npouas npoaykius

C.A. Upi1d

=

T
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L]2. CTepnnmaunﬁ AKTUBHBIX BELIECTB, BCIIOMOTaTe/IbHbIX BemccTs, roToBOM
NpPOAYKLHH:

L] duastpanus

[J cyxokapoBas crepunuzanms

L] crepunuzanms napom

[J xumuueckas crepuinsanus

L] crepuisais raMMa-u3ydeHHEM

L] cTepmnm3aLms 2IeKTPOHHBIM H3/1y4eHHEM

L1 3. Ipouee

| & 4. MepBuunasn (BHyTPeHHSAs) yNnaKoBKa:

- xancysnsl B TBep10ii 060m10uKe

L xanicyJisl B Msrkoii o6o10uke

[ xeparensHble iekapcTBeHnbIE GOPMBI

] uMnpernupoBanHbie JIeKapCTBEHHbIE (bopmbI

L xuakue nexapeTBeHHble GOPMBI 1S HAPYKHOTO NPUMEHEHHS

[ sxuakue ekapcTBeHHbIC GOPMBI JUIS BHYTPEHHETO IPUMEHEHNS

] Mmepuumnackue rassl

L] npoune TBEpABIE IEKapCTBEHHBIE (HOPMBI

[] npenmaparsi, HaxoAsLIMECs 110 AABJICHUEM

L] resepatopsl pajioHyKIHI0B

L msirkue nexapcrBenHbie GopMbl

[ cBeun (cynmosuropun)

TabJeTKH

[ tpancaepmanbHble niacTsipu

[ yerpotictea s uHTpapyMuHaIBHOTO (BHYTpHpYOLIOBOI0) BBEICHMS

L] npoyas npoayKuus, jiekapcTBeHHbIE GOPMBI

Bd 5. Bro_pat_maa (norpebuTeibcKkan) ynakoBka

6. Boimyckaomuii KOHTPOAb KayecTsa

L) 7. MuKpoGHONIOrHYeCKOe TECTUPOBAHME: CTEPHIBHOCTH

X 8. MukpoGHo10rHYeCcKoe TECTHPOBAHHE: HeCTEPHILHOCTD

Xl 9. Xumuueckoe ((pu3nvecKoe) TeCTHPOBAHHE

L] 10. Buosiornyeckoe TeCTHPOBaHHE

II. KOHTPOJIb KAYECTBA I1PU UMIIOPTE JIEKAPCTBEHHOPI
IMPOAYKIIMA 3

OJ 1. Kontpons kayectra UMIOPTHPYEMOH JIEKAPCTBEHHOM npo,uymm;w

L] MMKpOOHOIIOrHYECKOE TECTUPOBAHHE: CTEPUIBHOCTD

] MHKPOﬁHOHOFH‘-IeCKOB TECTHPOBAHHE! HCCTCPPI.HI:HOCTL
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L] xumuueckoe (husuueckoe) TecTupoBanue

L] Gnosnoruyeckoe TecTHpoBaHue

L1 2. Beumyckatomuii KOHTpons (cepruduxarus Cepuii) MMIIOPTHPYEMOIH
HPOAYKIUH

L] CrepuiibHas npoayKuus:

L] INPOAYKLHS, MIPHUTOTOBJIEHHAS aCEIITHYECKUM NnyTEM

L] npoayKuus, nojiBepraomascs GUHALIHONA CTEPHIM3AIK

L] HecrepuiibHas npoayKius

L] buonornueckas jekapcTBeHHas NPOAYKIHS:

L] npoaykrsl KpoBu

L] uMMyHOnOriYeckas npoayKius

[J nnpojtyKThl Ha OCHOBE COMATHYECKUX KIETOK

L] renoTepaneBTHYECKHE IIPOIAYKTHI

—_—
e ol

[J IpOyKTHI TKAHEBOW MHIKEHEPUM

L] 6uorexHonornyeckas mpoayKIus

[ mpoayK1el, YKCTParupoBaHHbIE U3 KUBOTHBIX UCTOYHHKOB MM OPTaHOB
(TKaHei) yesloBeka

L] npouas npoaykius

i

U 3. INpoyast jesiTenbHOCT 10 MMIOPTY (BBO3Y):

L mromazka Gusmnueckoro umnopra (BBo3a)

(] uMIopT 1poMexKyTOYHOrO MPOAYKTA, NOABEPraIOILErocs AaibHeieil
obpabotke

L] mpouee
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OI‘[)EIHPI‘-ICHHH MM TIOSCHUTENbHBIE 3aMETKH, Kacaromuecs oﬁnacm npumeﬂeuuﬂ
ceprudukara: . :

Ilepeuenb JIeKapCTBEHHBIX CPEJACTB, B  OTHOLICHUM chporb__ g npOmnonn.riocs '
MHCIIEKTHPOBAHMUE: j

MexaynapoHoe
HETIATEeHTOBAHHOE
: HauMEHOBaHWE HITH
Toprosoe ' IPYNITMPOBOYHOE
 HaMMEHOBaHMe (xnMuyeckoe) HaMMEHOBAHUE
JIeKapCTBEHHOTO
npenapara/apManeBTHYECKOM
cybcTaHnum -
Bcee cTajiuuy (BKIIOUas BbIIyCKAIOLIUHA KOHTPOJIb Ka4ecTBa)

TabieTku, rprmee
- Jlozapran Kanon Jlozapran TUICHOYHOM 060JI04KOi,
50 mr, 100 mr
TablIETKH, TIOKPHITHIE
I'mapoxnoporuasuj + IUIEHOYHOH 060T09KO#,

Jlozapran 12.5 Mr + 50 mr, !
25Mr+ 100 mr. |

JlexapcrBennas popma,
JI03UPOBKa (eciau
MPUMEHUMO)

Jlozapran-H Kanon
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