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MHUHHUCTEPCTBO I1POMbBIIHUAEHHOCTH Y TOPTOBAH
POCCHUMCKOH PEAEPALINUN

3AK/IIOYEHHUE v
0 COOTBETCTBHH NPOH3BOAHTE/IS (HHOCTPAHHOIO NPOH3BOAUTE/IN)
JIEKaPCTBEHHbBIX CPEACTB AJISi MeIHIHHCKOIO PHMeHEeHHs TPeOOBAHUIM
IpaBua Haanexameil NPOH3BOACTBEHHOM NPAKTHKH

27

No GMP-0093-000427/19

Yacrp 1

MUHUCTEPETBO  NPOMBIIUIEHHOCTH M ToproBmu  Poccuiickoii ~ Dejepaiiu

HOATBEPKIACT, YTO =
O6mecTBo ¢ orpannyeHHol oTBeTcTBeHHOCTHIO «[TUK-®APMA JIEK» .
B (000 JIUK-DPAPMA JIEK»), 7 %;
(noanoe u coxpaujennoe HauMeHOBanUe (NPU HATUYUY) NPOUBOOUMESL (UHOCMPAHHO20 §
nPOU3600UMest) 1eKapCmeeHHbIX CpeoCcme Oisi MEOUYUHCKO2O NPUMEHEHUSL) -
: Haxo/isimuics 1o aapecy: ;
NE 308010, benropoackas obu., bearopojickuii paiion, nrr. CesepHbiii, yi. bepesosas, ,
o . 1/19, S
OCYIIECTBIISIO U IPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO
_IPUMEHEHUS 110 ajipecy:
. il
by 308010, benropoackas 06:1.. benropojckuii paifon, nrr. CeBepHblif, yi. bepe3osas, ( /i
| . 1/19, « @<§i
:<:;1 1poilel MHCIEKTUPOBAHME B paMKax JIMIIEH3MOHHOTO KOHTDOIs Ha cobJrojieHue @ﬁ'@
\\‘ JMLCH3UOHHBIX TPEOOBAaHUI IPU OCYIIECTBICHUH JIESTEIbHOCTH 110 HPOU3BOACTBY s@@w/
i JICKapCTBEHHBIX CPEACTB B COOTBETCTBMM C JMIIEH3MEH or 26 anpens 2019 r. " ﬁx
5 » T \.
t(,% Ne 00162-JIC B coOTBETICTBUYM C 3aKOHOAATE/ILCTBOM Poccuiickol Deaepaimu wiu ‘{2
i HPOIIEJ HMHCIEKTUPOBAHME B YacTH PErHCTPALMOHHOTO(-bIX) YIAOCTOBEpEHUsI(-1ii), 0/
X p P p p y P Inle
2 YKa3bIBArOLIEro(-ux) NPOU3BOAMUTENEH, pacHOIOKEHHBIX 3a nipejienamu Pocceutickoit ; ‘\4
b
,,(} Dejepaldd, B COOTBETCTBMM € TpeOOBAHUSIMH IIpaBml Hajaexaulei ( {2
| 5 W [
: NPOM3BOACTBCHHOH  NPAaKTMKH, YTBCPKACHHBIX NpUKasoM  Munucrepcrsa : {
; HPOMBIIUICHHOCTH ¥ TOprosiu Poccuiickoii ®enepanuu ot 14 mious 2013 r. Ne 916. ’Q‘E
Crpanuua 1 u3 8 0001745
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Ha ocHoBanun wuupoOpManuy, IOJYYEHHOW B XOJ€ WHCIEKTUPOBAHMS JAHHOIO
HIPOU3BOIUTEIS, IOCJIEAHEE U3 KOTOPBIX ObL10 npoBeieHo 21/11/2019 cienyer, 4to oH
coorBercTBYeT TpeboBaHuaM llpaBun Hajuiexauiedl NpOU3BOJCTBEHHON NPAKTHKH,
YTBEPIK/ACHHbIX nipuKka3zomM Muniipomropra Poccuu ot 14 utons 2013 r. Ne 916.
Hacrosimee 3akiioueHue OTpakaeT CTaTyc COOTBETCTBHS  [POM3BOACTBEHHOMN
IUIOLIA/IKH [IPOM3BOAUTENS (MHOCTPAHHOIO IIPOM3BOIUTENS) JIEKAPCTBEHHBIX CPEJICTB
JUISE MEJIMIIMHCKOI'O IPMMEHEHUS! HA MOMEHT IIPOBE/ICHUS BbIILEYKA3aHHOW WHCIIEKIIMH
M HE JIOJUKHO BOCIPUHMMATBCA B KayecTBE JIOKYMEHTa, CBUIETEIBCTBYIOMIETO O
CTaTyce COOTBETCTBHS B cCily4ae ucredeHus Oosiee 3 (Tpé€X) Jier ¢ jarel JTOM
MHCIIEKIIMH.

3aK/IFOUEHHE  ABJIAETCS JIEHCTBYIOIMM TIPU  [IPEJOCTABICHHHM BCEX €r0 CTPAaHUIL
(xak yacTtu 1, Tak ¥ yacTu 2).
[ToiMHHOCTL  1aHHOIO 3aKJIFOYEHUS] TPOBEPSIETCS B PEECTpPe 3aK/IIOYEHHH O
COOTBETCTBMHM NPOM3BOIAMTENCH JIEKAPCTBEHHBIX CPEJACTB  JUIS  MEAUIIMHCKOI'O
nipumeHenusi TpeboBanusaM IlpaBun Hajuiexkaiieidf HPOM3BOACTBEHHON NPAKTHUKH,
pasMeIieHHOM  Ha  opuuuaibHOM  caifte  http://www.minpromtorg.gov.ru,
http://www.munnpomropr.pd. Ilpu 0OTCYTCTBUHM HACTOAILEIO 3aK/IIOYEHHs B PEECTpe
3aKJIIOYCHUH O COOTBETCTBMU IPOU3BOJAUTENECH JIEKAPCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOro npuMeHeHus tpedoBanusim [IpaBmin Hajuiexkaineil npou3BoACTBEHHOM

IpaKTUKK, coodmure B Munnpomropr Poccun.

Hacrosiee 3aximouyenue ﬂef/’ICTByCT B T€YEHUE 3 JIET ¢ AaTbl OKOHYaHUs MHCIICKIIUU.

Ilepsbiii 3amecTuTe b MHUHHCTpPA C.A. Upi0
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POCCHUMCKOH PEJAEPALIMU
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MHHHUCTEPCTBO INPOMbILHAEHHOCTH U TOPTOBAH

Yacrs 2

HPOH3BOIICTBO H KOHTPOJIb Ka4eCTBa 2

I. NIPOU3BOJACTBEHHBIE OINIEPALIUU — JIEKAPCTBEHHASI

NPOYKLIMS

Ss

1. Cmepunvnas npooyxyus

L1 1. IIpoaykimsi, HPUrOTOBJICHHAs ACEIITHYECKUM I1yTEM (ouepalmn 06pa60TK14 Juist
CIICIYIOIIMX JIEKAPCTBEHHBIX GOpM): /

L] skuaxue siekapcTBeHnbie GopMbI 60abIO0r0 06LeMa

L] skukue sekaperBeHHbie GOPMbI MAJIOr0 00beMa

[ mucniepcun

L] mmodunmsarsl

L tBepabie siekapcTBeHHBIE GOPMBI M MMILTAHTATHI

L] msirkue ekapcTBeHHbIE (OPMBI

L] npouas npojykuus

L] 2. Ilponykums, noxsepraromascs  (GUHMIIHOW  crepuamsamun  ( orepatuu
00paboTKK JU1s Ciie1yIOIMX JIEKapCTBEHHbIX GOpM):

L1 xwuikue jiekapcTBeHHbIC GOpMbI 60JIBIIOI0 0O6heMa

[] suxue jgekapcrBeHHble (OPMbI MAJIOro 06beMa

B A0l ARG |

] TBEP/bIC JICKAPCTBCHHBIC (pOprI U UMILJIAHTATBI

L msarkue siexapcrBernbie Gopmel

P

L] upouasi npo/tyKiiusi, JICKapCTBEHHbIE HOPMBbI

L1 3. Boinyckaromnmit KOHTPOJIb Ka4eCTBa

2. Hecmepunwvhas npooykuusa

X 1. Hecrepuabnass npoaykums  (omepauuu  o6paboTku  juis CJIe/IYIOINX
| leKapCcTBeHHbBIX HOpM):

KAaIICYJibl B TBEPAO# 000/1049Ke

L] xaricyiibl B MArKoi 060710uKe

[ 5keBaTenbHbIC JIEKAPCTBEHHBIE (OPMBI

L] uMnperanpoBaHHbie J1eKapCcTBEHHbIE GOPMBI

L] sxmjkue jiekapcTBeHHbIE (GOPMBI JUIsl HAPYKHOTO NPUMEHEHUS

=

KH/IKME JIEKAPCTBEHHbIE (POPMBbI /1JIsi BHYTPEHHEr0 NPHMEeHEHHs!

[] meauumHCKME Ta3bl

] npoune TBepbic JeKAPCTBEHHBIE (HOPMBI

] Ipernaparbl, HAXOAJIUECCH 110/1 1aBJICHUEM

L] renepaTopbl pajinoHy KJIH/I0B

——
s

L] msirkue JiekaperBeHHbIe GOPMBI

L1 cBeun (cynnosuropuu)

X rabaerku

L] TpaHCcaepMasbHBie UIACTHIPH

Crpanuua 3 u3 8
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L] ycrpoiicTBa Juisi HHTpapyMHHAIBHOIO (BHY TPHPYGLOBOI0) BBEICHMUS
L] npouas 1npoayKiius, jeKkapcTBeHHbIe GOpPMBI

2. Beinyckaoumuil KOHTPOJIb Ka4ecTBa
3. Buonozuueckas nexkapcmeennas npooykyus

L] 1. brosiornyeckas jiekapCcTBeHHas POAYKIMS:

L] npoayKThi KpOBU

L] ummyHOIOTHYECKasl PO KLMs

L] mpoyKThl Ha OCHOBE COMAaTHYECKMX KJIETOK

L] reHoTEpaneBTHYECKHE NPOIYKThI

L] npotyKThl TKaHEBOI HHKEHEPUU

L] GuorexHonornyeckas rnpoyKuus

LI ipotyKThl, S5KCTparupoBaHHbIE U3 JKUBOTHBIX MCTOUHUKOB W/IM OPTaHOB
(TKaHel) yenoBeKa

L] npouas npoaykuus
[12. Beimyckaronmii KOHTpOJIb KayecTsa (1epeyeHn THIIOB NPOLYKIIIK)
[ npotyKTsi KpoBH
L] ummyHOIOrHYECKast POy KL{Mst
L] poayKThl Ha OCHOBE COMAaTHYECKHUX KJIETOK
L] reHoTEpaneBTHYECKHE NPOAYKTHI
L] mpoayKThl TKaHEBON MHIKEHEPUU
L] 6Guorexnosiornyeckas npoayKius

L] npoyKThl, SKCTparupoBaHHbIC U3 KUBOTHBIX HCTOYHUKOB MJIM OPIaHOB
(TKaHel) yejgoBeKa

L] npouas npoayxims
4. llpouas npodyKuus uiu npou3e00CmMeeHHAA 0eAmMebHOCMb
L1 1. IIpousBoactso:
L] pactutesibHOM NPOAYKIUH

¥
il

& AT

i L] romeoniarnyeckoi npoayKuuu T
K L] npouas npoaykuwst 92
X [J 2. Crepuiuzaiusi aKTUBHBIX BEIIECTB, BCIOMOIaTe/IbHBIX BEIIECTB, TOTOBOI é
) POy KIIHH: %
b |
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L] cyxoxkaposas crepuiinzanus

L] crepunusanus napom

[ ] xumuueckas CTEepUJIM3anus

L] crepuinzanus raMma-usiydeHueM Wit =

L] crepuimsaiisi SNEKTPOHHBIM W3JIyYEHHEM

[] 3. Hpouee

4. llepBuunas (BHyTPeHHSs) yHAKOBKA:

X kancy.ibl B TBepIO# obosouke . g

A
D KATCyJibl B MATKO#H 0605104Ke

L] sxeBaTeiibHbIC JIEKAPCTBEHHBIE (GOPMBI

L1 mmnperuupoBaHHbie JieKapCTBEHHBIE (POPMBI

Ll sxmakue nekaperBennbie GOpMBbI U HApYKHOTO NPUMEHEHHS

B xuakue sexaperBennbie GopMbl 1151 BHYTPEHHEro HPHMEHEHHs!

[ MmeauumHckue raspl

L] npoune TBepsie iekapcTBeHHBIE GOPMBI

L] Nperaparbl, HAXOAAMUECS 110/ AABJICHUEM

[ renepatopbl paiMoOHyKIMIOB

~ LJ markue sexkapcerBennbie Gopmbl

. [ cBeunm (cynmosuropun)

Xl TabaeTkn

E] TPaHCIEPMaJIbHbIE IIACTHIPH

1 YCTPOMCTBA JUlsd MHTPAPyMUHAIBHOIO (BHY TPHPYOIIOBOI'0) BBEACHMS

L] npouas npoayKuusi, JiekapcTBEHHbIE (HOPMBI

X 5. Bropuunas (nmoTpebuTeNILCKAs) YHIAKOBKA

B 6. Boinyckarouinii KOHTPOJIb KauecTBa

/f L1 7. MukpoOMOI0ru4ecKoe TeCTUPOBAHUE: CTEPHIILHOCTD

] 8. MukpoGHOJIOrHYECKOe TECTUPOBAHHE: HECTEPHIILHOCTD

X 9. Xumuyeckoe (puznueckoe) TecTHpoOBaAHHE

L] 10. buonornyeckoe TeCTUpPOBAHUE

1I. KOHTPOJIb KAYECTBA TIPY UMITOPTE JIEKAPCTBEHHOI
ITPOTYKIIAU

[J 1. KoHTpoib KauecTBa MMIIOPTUPYEMOH JIEKAPCTBEHHOM NPOJIYKIH:

[J MuKpOGHOJIOrHYECKOE TECTUPOBAHME: CTEPHIILHOCTD

L] MPIKPO6HOHOF MYCCKOC TECTUPOBAHUEC: HECTCPHUIILHOCTD

L] xumuyeckoe (pusnyueckoe) TecTupoBanne N

L] 6uosiornueckoe TeCTMpOBanue

2 Beinyekarommii Kontpoiib (ceprudukauus cepuii) nmnopmpyemqu
HPOYKIIUH

U Crepunbnas npogyKuus:

Crpanuua 5 u3 8 0005626 / _
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L] npoaykuusi, IpuroToBieHHasl aCENTHYECKUM ITyTEM

L] mpoaykiwms, noasepraiomascs GUHULIHON CTEPHIM3ALIHU
[ HecrepuipHas npotyKuus
L[] buosoruyeckas JieKapCTBEHHast POy KLU

L] npoayKrhi KpOBH

L] ummyHOIOTHYECKAsH IPOIYKIMS

L] npo/iyKThl Ha OCHOBE COMATHYECKUX KJIETOK

LI renoTepaneBTHYECKHE NPOAYKTHI

Ll npoayKTsl TKaHEBOM HHKEHEPUH

L] 6uorexHonoruyeckas npoayKius

L] npojtyKThl, 9KCTparupoOBaHHbIE U3 JKUBOTHBIX MCTOYHUKOB WJIM OPraHOB
(TKaHel) yesoBeka

L] npoyas npoayKius
L] 3. Ilpoyast aesTenbHOCTh 1O UMIIOPTY (BBO3Y):

L] nuomaika dusuueckoro umnopra (BBo3a)

L] MMIOPT HPOMEIKYTOYHOIO MNPOAYKTa, [OABEPIaAIOLIErOcs ajibHEHILCH

obpaborke

L npouee
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ceprudukara:

Hepeqem. JIGKapCTBEHHBIX  CPEJICTB,

HHCHCKTI/lpOBaHPIe'

~ MUHHUCTEPCTBO IPOMbBIIHIAEHHOCTH U TOPFOBJ\H

POCCHHCHON TR LIH

X . *
OI]J&HH‘-IGHH}] WJIH TI0OACHUTCJIBHBIC 3aME€TKHM, Kacaruiuecs oGnacm IIpHMEHCH[/Iﬂ

B OTHOLICHHUU

xoropéro

‘\x&g{;n

POM3BOIIIOCE

e

Toprosoe
HauMMEHOBaHUE

Mex yHapoanoe
HEIIaTEHTOBAaHHOE
HaUMEHOBAHUE UJIH
TPYIIIAPOBOYHOE
(xumuueckoe) HaMMEHOBaHHe
JIEKapCTBEHHOI'0
npenapara/papmaneBTHUeCKOi
cyObcraHumm

Jlexapcreennas dpopma,
- JIO3UpOBKa (eciu

2

Bcee cranun (BKioYas BhICKaIOIUA KOHTPOIIb KA4€CTBA)

Axcamon®

Nnunpaxpun

'raGJié’TKn, '2'0 M

I'aGanenTun I"aGanentun xatcysbl, 300 M1
N .
Ju6ukop® Taypun tabnerku, 250 mr
Jln6uxop® Taypun tabuerku, 500 mr
¥4 ® \\\
JAnbybenon denozanoBasi Kucjiora KaricyJil, 200 mMr
Kapuunerun® AlleTUTKAPHUTUH Kancyssl, 295 mr
2 ) \ 3 \\
Kopaunux® Huxopanani tabserku, 10 mr, 20 mr
Marnepot® Maruus oporar Tabserku, 500 mr
[Mantoram® ['onanreHoBas kucnora tabserku, 250 mMr
[Tantoram® I'onmanteHoBas Kuciiora TabaeTku, 500 mr
o A . ‘
ITanroram® ['onanrenoBas kuciora

”/gnpon, 100 mr/mn

IHanrToram axrus

D, L- I'onanrenoBas xuciiora

Crpanuua 7 u3 8
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Dubkap®

JleBoKapHUTHH

pacTBOp Iuis Ipuema
BHYTpb, 300 mr/mui
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