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MHHHCTEPCTBO HPOMbll_UJ\EHHOCTH U TOPTOBAH

POCCHHMCKOM DEJEPALIUH

SAKJIIOYEHUE
0 COOTBETCTBHH NPOU3BOAHTEIS (HHOCTPAHHOIO NPOU3BOAUTEIS)
JIEKAPCTBEHHBIX CPEACTB /ISl MEAHHHCKOr0 NPUMEHEeHUSsI TPeOOBAHHAM
ITpaBui Hapieskamedi NPOU3BOACTBEHHOH NPAKTHKH

Ne  GMP-0056-000360/19

Haers 1

MuHucTepcTBO  NpoMbIlINIEHHOCTH M ToproBiau  Poccuiickoit  denepanun
NOATBEPXKIAAET, YTO

3aKkpbiTOe aKIHOHEPHOE 001eCTBO
«O0HuHCKas XUMHKO-(papManeBTHYeCKAH KOMIIAHHS) 18
(BAO «OXDK»), =

(MOJHOE U COKPAUYEHHOe HAUMEHOBAHUE (NPU HANUYULL) MPOU3BOOUMENS. (UHOCPAHHO20
NPOUZBOOUMENS) TeKaPCMBEHHBIX CPEOCME sl MEOUYUHCKO2O NPUMEHeHUs)

e ot WA (T

HaxOJISLIMACS 110 ajapecy:

- 249036. Kanyskckas 061.. r. O6uunck, vii. Koposesa, . 4,

OCYIIECTRIISIOIHI MPOU3BO/CTBO JIEKAPCTBEHHBIX CPE/ICTB LIS MEIUIIMHCKOTO
HPUMEHEHHS 110 aJIpecy:

Kanyxckas 06:1., r. O6uunck, Kuenckoe mocce, 31. 107,

{c MPOLIE] HMHCIEKTUPOBAHUE B paMKaX JIMIIEH3HOHHOIO KOHTPOJS Ha coliojeHue
r&ﬁ JIUIIEH3UOHHBIX TPeOOBaHWN NpPH OCYIIECTBICHUU JIEATEIBHOCTH IO HPOU3BOJCTBY
) JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBMU ¢ JjuueH3uer ot 31 wmas 2018 r.
{ i Ne 00032-JIC B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccmiickoii ®enepauun wru
b MpOoIIe)T HUHCIEKTUPOBAHUE B YaCTU PErHCTPAMOHHOIO(-bIX) YAOCTOBEPEHMsA(-Mit),
i @ yKa3bIBaIOIIEro(-uX) MpOH3BOAMTENEH, PacIoNOKEHHBIX 3a npejenamu Poccuickoii
" ®denepanuu, B cooTBeTcTBUU ¢ TpeboBanusmu TlpaBua  Haanexamei
NPOM3BOACTBEHHON  MPAKTHKH, YTBEPKIACHHBIX IpHKazoM  MuHucTepcTBa
NPOMBIILIEHHOCTH B TOprosiy Poccuiickoit ®eneparmn ot 14 uions 2013 1. Ne 916.
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GMP-0056-000360/19

Ha ocnoBanuu uH(OpMaluH, TOIYYEHHOH B XOJ€¢ WHCIEKTHPOBAHMUSA IaHHOTO
NPOU3BOJUTENS, MOCIIEeHEee U3 KOTOpPBIX  Obu10  mpoBexeHo 16/01/2019,
cielyer, 4To  OH  coorBeTcTByeT  TpebGoBanusim  [lpaBun  Hauiexamei
NIPOU3BOACTBEHHON MPAKTHKH, YTBEPXKAEHHBIX MpHka3oM Munnpomropra Poccun
or 14 monst 2013 r. Ne 916.

Hacrosiee 3akiioueHHe OTpakaeT CTaTyC COOTBETCTBUS  IPOM3BOJICTBEHHOI
IUIOIIA/IKH TIPOU3BOAUTEINS (MHOCTPAHHOIO IIPOM3BOUTEIS) JIEKAPCTBCHHBIX CPE/ICTB
JUIsE MEMLIMHCKOTO IPUMEHEHHS] HA MOMEHT MPOBE/ICHUS BHIIICYKa3aHHOW UHCHIEKIUH
M HE JO/DKHO BOCIIPMHHUMATHCSI B KayeCTBE JOKYMEHTa, CBUIETEIbCTBYIOIIETO O
CTaTyce COOTBETCTBUSI B Ciyyae ucredeHusi Oosiee 3 (Tp€X) ser C¢ gaTel 3TOM
MHCIIEKIIUH.

3aKi04YeHHe ABJISETCS JACHCTBYIOUIMM [PH HPEJOCTABICHUM BCEX €ro CTPaHuUI]
(kak yactu 1, Tak ¥ yacTu 2).

ITopiMHHOCTE  JAHHOTO 3aKIIOYEHHsT MPOBEPSAETCS B peecTpe 3aKIIOYEHHH O
COOTBETCTBUM TPOM3BOJMUTENEH JIEKAPCTBEHHBIX CPEACTB Uil  MEIMIIMHCKOIO
npuMeHeHus TpeboBanusiv IlpaBun Haiexaieil NPOU3BOACTBEHHON NPAKTUKH,
pasMelmieHHoM  Ha  o(ummMansHOM  caiite  http:/www.minpromtorg.gov.ru,
http://www.muHIIpoMTOpPr.pd. [IpH OTCYTCTBHHM HACTOSIIETO 3aKIIOYEHHUS B peecTpe
3aKIIIOYCHUIA O COOTBETCTBHMH IIPOM3BOAMTENCH JIEKAPCTBEHHBIX CPEACTB JUIs
MEIMLIMHCKOTO MpUMeHeHus TpedoBanusM lIpaBun Hajnexamel npou3BOACTBEHHOM
MpaKTUKH, coodmure B Munnpomtopr Poccun.

Hacrosimee 3akimodyeHue HEﬁCTByeT B TE€UYCHHE 3 JIET € JIaThl OKOHYAHUSI MHCIICKIIHH.
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MHHHCTEPCTBO MPOMBIIIAEHHOCTH U TOPT'OBAH
POCCHHMCKOM DEJEPALIMU

GMP-0056-000360/19

Yacrs 2

~ [Ipou3BOACTBO H KOHTPOJIb KaYecTBa
L. HPOH3BO)1CTBEHHBIE OIIEPALIUU — JIEKAPCTBEHHAH
MNPOAYKIIUA
1. Cmepunvras npodyxkyus
L] 1. Tlpoayxius, MPUrOTOBJICHHAS aCEITUYSCKUM ITyTeM (ouepauun oﬁpaﬁorm
JUIs CJICAYIOUIMX JIEKApCTBEHHBIX (opM)
] sxuikne nexapeTBeHHbie OpMbl 60IIBIION0 00beMa
] skuzikue jiekapcTBeHnbie GOpMbI MAJIOro 00bema
[ gucnepcun
- [ nmodunmsats
[] TBepbIe ekapcTBEHHBIE (GOPMBI M UMILIAHTATHI
L] msirkue JieKkapcTBEHHbBIE (OPMBI
- [] mpoyas npoykuust
[1 2. [poayxums, noasepraromascs GUHALIIHON CTepUIIn3aliuH (onepaunn
oﬁpaﬁo'ricn JUIS CHETYIOIIMX JICKAPCTBEHHBIX (hopM)
[l xupkue nexapcrBeHHbie (hopmbl 60IBIION0 00BEMa
[ suaxue gexkapcrBeHHbIe HOpMBbI Masioro oosema
[] TRepbIe nekapcTBEHHbIE ()OPMBI M UMILIAHTATHI
[] msrkue jgeKkapcTBeHHbIE (GOPMBI
[] nmpouas npoaykius, JekapcTBeHHbIE (POPMbL
L1 BBIl'chKaI‘OLLlHﬁ KOHTPOJIb Ka4eCTBa
2. Hecmepunvnas npooykuus :
X 1. Hec‘reprmbnaa npoaykumus (onmepauum 00paOOTKM I CIEAYIOLIHUX
JIEKAPCTBEHHBIX GOpM): AN
[ kancyasl B TBepaoii 060/104Ke X |
[ kancyisl B MArkoi 060510uKe
[] sxeBaTebHbIE JEKAPCTBEHHbIE GOPMBI
[J mMIpernupoBaHHbIE JIEKapPCTBEHHBIE (HOPMBbI :
[ sxumaxue stekaperBernbie GopMbl ISl HAPY)KHOTO IIPUMEHEHH S
[ sxmaxue nexkapcTBeHHbie GOpMBbI /il BHYTPEHHETO TIPUMEHEHUS
L] mepumECKIE rasbl
[] mpouune TBEp/IbIC JIEKAPCTBEHHBIC (hOPMBI
[] npenapatsl, HAXOSIIUECS IO ABJICHUEM
[] renepaTopsl paaloHYK/IHI0B
[] msrkue JieKapcTBEHHbBIE (OPMEI
[ cBeun (Cynmo3suToOpun)
X rabaerkn
~ [] tpanciiepMalibHbIE [1aCTHIPHU

P
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[] ycrpoiicTBa Juiss HHTPApyMUHAJIBHOTO (BHYTPHPYOIIOBOr0) BBEICHUS

[ mnpouasi mpoayKius, ieKapcTBeHHas Gpopma

[ 2. Beimyckamomuii KOHTPOJIh KauecTBa

3. Buonozuueckasn nexapcmeenHas npooyKyus

[] 1. Buosiorudeckas JekapcTBEHHAs! MPOJLYKIIUS

[] npoiyKThI KpOBH

[] nmMMmyHOIOTHYECKas TTPO/LYKIUSI

Ll IMPOAYKTEI HAd OCHOBC COMATHYCCKUX KIICTOK

L] I'CHOTEPAIICBTHYCCKHE ITPOAYKTBI

[] mpoiyKThl TKaHEBOM HH)KCHEPHH

[] 6GuoTexHOIOrnYecKas MpoyKIus

Cl IIPOAYKTHI, 3KCTPAruipOBaHHBIC U3 )XKUBOTHBIX HCTOYHUKOB MJIH OPTaHOB

(TKaHEH) yenoBeka

[] mpoyas mpoaykuust

[] 2. Beimyckarormuit KOHTpOJIb kKauecTBa (epeyeHb TUIIOB HPOAYKIIHH):

[] npotyKThI KpOBH

L] ummyHOIIOTHYECKast TIPOTY KITHST

[ NPOAYKTEI HA OCHOBE COMAaTHYCCKHX KIIETOK

L] IFCHOTCPANCBTHYCCKHUE ITPOAYKTHI

[] mpoiyKThl TKaHEBOM HHKEHEPHHU

[] 6rorexHOIOrHYECKast POy KLU

L] mpotyKThI, IKCTparupoBaHHbIC U3 JKUBOTHBIX HCTOYHUKOB HIIM OPTraHOB
(TkaHeit) yenoBeka

L] mpouast mpoayKIust

4. Ilpouas npodykuus uiu npou3600CMEEeHHAA 0eAMETbHOCHb

[] 1. ITpousBoncTBO

=
b A

[0 pacrutenbHO# POy KIMHU

,,._;. mapra 2019 r.
6b10aYU 3aKNIOUEH )
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MHHHCTEPCTBO MMPOMBIIIAEHHOCTH H TOPTOBAM
POCCHUHMCKOM DE/IEPALIUU ' '

GMP-0056-000360/19

[] romeomaTnaeckoii mpoayKIuu
[] npoyas npoyKitis
[1 2. Crepuinzanust aKTHBHBIX BEILECTB, BCIIOMOTATEILHBIX BEHIECTB, TOTOBOM
POy KIMN &
L] ¢punabtpanus
[] cyxoxapoBasi CTepHIIN3aIMs
L] crepunu3zaiys napom
[] xumuudeckasi crepuin3anus
[] crepuiu3aiivisi raMMa-H3J1ydeHHEM
[] crepuin3zaliyisi 2IEKTPOHHBIM M3JIyUCHHEM.
[1 3. TTpouee
I}ﬂ 4. llepBuunas (BHYTPEeHHss1) YIIAKOBKA
X kancyuibl B TBepIoii 06010uKe
~ [] karicysipl B MATKoii 0601049Ke
~ [] xxeBaTenpHbIC JeKapCTBEHHbBIE (HOPMBI
[] mmriperuupoBaHHBIC JIEKAPCTBEHHBIE (POPMBI
~ [ sukue iekapcTBEHHBIE (POPMBI JUIsl HAPY)KHOIO IIPUMEHEHHSI
[ sxuakve JiekapeTBeHHbIC GOPMBI JUIsSE BHYTPEHHETO IIPUMEHEHHS
[] MeauIIHHCKKE Ta3bl
[] npouwne TBep/IbIe JIEKapCTBEHHBIC (DOPMBI
[ nmpenapathl, HAXOAIIMECS MOJI IaBJIEHHEM
[] renepaTops! painOHYKIHIOB
[] msirkue jiekapcTBEHHBIE (POPMBI
- [ ceun (cynmoszuropun)
Ta0/IeTKH
[ tpanciepmasnbHbie mIacTeipy
[ yerpoiicTBa st MHTpapyMUHAJILHOTO (BHYTPHPYOLIOBOI0) BBEAEHHSI
[ mpouast mpojiyK1us, JeKapcTBEHHbIE ()OPMBI
X] 5. Bropuunas (moTpeduTe/bCKasi) yNaKOBKa
[] 6. Beimyckaromuii KOHTPOJIb KauecTBa
[] 7. MukpoOHOIOrHIeCcKOe TECTUPOBAHNE: CTEPUIILHOCTD
[] 8. Mukpo61oornueckoe TeCTUPOBaHUE: HECTEPHIILHOCTD
[] 9. Xumuueckoe (husnueckoe) TeCTUPOBAHKUE
[110. bronorugeckoe TeCTUPOBaHHUE
1. KOHTPOJIb KAYECTBA I[P UMITOPTE JIEKAPCTBEHHOU
MPOAYKIIUHU i
[J 1. KonTpo:b KayecTBa HMIIOPTHPYEMOI JIEKapCTBEHHON upo.u,ylcnun
[] MmukpobroIornueckoe TeCTUpOBaHue: CTEPUILHOCTD
[J MukpoBHOJIOrHUECcKoe TECTUPOBAHHE: HECTEPHUIIBHOCTE
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L] xumuueckoe (Gpu3ryeckoe) TecTupoBaHue
[] Guosornueckoe TeCTHpOBaHKE
[J 2. Beimyckaronuii KOHTpouIb (cepTHdUKAIMs Cepuii) UMITOPTUPYEMOi
NPOLYKITHH
[] CrepuiibHast HPOLYKIMS:
L] mpomyKiiysi, IPUrOTOBIICHHAS ACEIITHUECKUM ITyTEM
L] mpoaykiws, noaBeprarommasics GUHULIHON CTepHIIH3aIHHU
[] HecrepuibHast mpo 1y KIus
L[] Buonoruueckast JiekapcTBEHHAs PO/ KIHS:
L] mpoaykThl KpoBH
(] uMMyHOJIOrHYECcKash IPO/LY KLU
[ mpotyKThl Ha OCHOBE COMATHYECKUX KJIETOK
L] reHoTepaneBTHYECKNE POTYKTHI
L] mpoyKThl TKAHEBOM MHKEHEPUH
L] 6uoTexHonOrnuecKas mpoayKIus
L] mpoayKThl, 9KCTparupoBaHHbIE U3 XHBOTHBIX HCTOUHUKOB WIIH OPTaHOB
(TKaHeit) yetoBeKa
[] mpoyas mpoayKuusi
[] 3. Tlpoyast nesTebHOCTD 110 UMITOPTY (BBO3Y):
L] ruroniazika Gpusnyeckoro umrmopra (BBo3a)
L] miMIOpT IPOMEIKYTOYHOTO ITPOYKTA, TIOABEPraOLIErocs JaibHen e
obpaboTtke
L] mpoyee
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MHUHHUCTEPCTBO MPOMBILHAEHHOCTH Y TOPFOBJ\H
POCCHUHUCKOU ®EJEPALIMU '

GMP-0056-000360/19

OrpaHudeHns WM TOSCHHTE/IBHBIE 3aMETKH, Kacaloluecss 06MacTd MpUMEHEHHs @
cepTuduKaTa: :
IlepeueHb JIEKAPCTBEHHBIX CPEICTB, B OTHOIICHMH KOTOPOIO IPOHM3BOMMIOCH
MHCIIEKTUPOBAHHKE: =S

MexayHapoaHoe
HENAaTEHTOBAHHOE
5 HAaMMEHOBAHHWE WU
Toprosoe rPYHIUPOBOYHOE
~ HauMEHOBaHUE (XMMHUYECKOE) HAMMEHOBAHHUE
N JIEKapCTBEHHOTO
npernapara/(apmManeBTHIECKON
cyOcraHumm

: HpOHSBOJ.ICTBO rOTOBBIX JIEKAPCTBEHHBIX (OPM, TIEpBUYHAS ynalcomca
7 BTOpPUYHAS YIIAKOBKA

' Jlexapersernas (hopma,
J03MpPOBKa (eciu
~ IIPUMEHIAMO)

beszax bunepusiex TabIETKH, 2 MDD

TabJIeTKH
C MPOJIOHTUPOBAHHBIM
BBICBOOOXKJIEHHEM,
MOKPBITHIE IEHOYHOM
000JIOUKOM,
300 mr, 500 mr
- Tab/IeTKH, TOKPHITHIE
Beranpart [Ipykanonpuy TJICHOYHOH 060T0UKOI,
' 1 mr, 2 Mr

TELLL] e i, VAT SrerRe

- Banbnpoesast Kuciiora BanbnpoeBast kuciora

"':_FHHeCI'pHn Mudenpucron Tabnerku, 50 Ml" =

I uHenpUCTOH Mudenpucron Tabnerku, 10 Mr

Jnasomin MeGruaposnH Ta6nerku, 50 mr, 100 mr

. TabJeTKH, MOKPHITHIE
JlanokceTun JlarokceTuH IJIEHOYHOM 000/10YKOA,
: 30 mr, 60 mr

Kab6eproamn Kabepronun | Tabuerku, 0.5 Mr

Kpomornuunepas
KHCJIOTa

Kpomoraunuesas Kuciiora. Karicysbl, 100 mr

Crpanuua 7 u3 9
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GMP-0056-000360/19
TaGJIETKH, IIOKPHITHIE
JleBoMuIeTHH XnopampeHUKo MJIEHOYHOU 000JI0UKOH,
250 mr, 500 mr
DTUIMETUITHAPOKCUTTUPHUIMHA EARIETRIG NOKpLTHE
Mexkcunpum CYKIMHAT TJICHOYHOU 00010YKOH,
125 mr
MuponpucToH Mudenpucron tabnerku, 200 Mr 2
MupomoT MusonpocTon tabnerku, 200 MKT !
Hopmomen Wno3un npaHobexc tabaerku, 500 mr
Tabuerkn, 250 mr,
IlanToTrponmi I'onanTenoBas Kuciaora 500 Mr
TaONEeTKU 1S
[TPOCTOJIOP [IPUTOTOBJICHUS
CepeOpa nporeuHar
poTapro pacTBopa 11 MECTHOTO
npumenenns, 200 mr ﬁ
TabJIETKH, MOKPBITHIE
Tpanekcam TpanexkcamoBas kuciora IUIEHOYHOM 000JI09KOIiA,
250 mr
TabJIeTKU, TIOKPHITHIE
Tpanexcam TpanexkcamoBas Kuciora IUIEHOYHO# 000I04KOH, !
500 mr
Ypcoae30Kcuxoenast
Ypcoae3okenxoepas KUCI0Ta Kancyisl, 250 mr
KHCJI0Ta
L TabJIEeTKH, MOKPHITHIE
e denasanrun ®eHazonupuIuH TUIEHOYHOM 000/I0YKOIA,
:| - 100 mr
4%
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MPIHP[CTEPCTBO MPOMBILHIAEHHOCTH U TOPFOBJ\H
POCCHHCKOH PEJEPALIMU

GMP-0056-000360/19

demopukc - Tepudmyrnomus

_TabNeTKH, TIOKPHITHIE

- IIEHOYHOH 060II09KOi,

14 mr

AmuHODEHUIMACTSTHAS

q)eHHGYTE- | KHUCJI0Ta

: 'Iaﬁne'rlm, 250 mr

®oHTypaneram - douTypaneram

Tabnerku 50 Mr; 100 mr

[lepBuyHas yrnakoBka, BTOpUYHas yIakoBka

anofbypnn Hudypoxcasuz

100 mr, 200 Mr

C.A. Ipi6

0004199
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