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MHHHCTEPCTBO IIPOMBILUAEHHOCTH H TOPTOBAH
POCCHHCKOH PEAEPALINHU

3AK/IIOYEHHUE
0 COOTBETCTBHH NPOU3BOAUTEIS (HHOCTPAHHOTO POM3BOHTEIN)
JIEKAPCTBEHHbIX CPeACTB /IS MEAHIHHCKOI0 IPHMeHeHUsI TPeGoBaHUAM
ITIpaBun HapuIe:kamel NPOU3BOACTBEHHON NPAKTHKH

Ne  GMP-0006-000590/20

Yacrp 1

MuHHACTEPCTBO  NPOMBILUIEHHOCTH W ToproBiu  Poccuiickoit  ®Dejnepaiun
IIOJITBEPIKIAET, UTO
Axnuonepnoe o06mectTso «BEPTEKC» (AO «BEPTEKC»),

(nonnoe u CokpawenHoe HaUMeHo8anue (NPU HAIUYUY) RPOU3BOOUMEIsL (UHOCMPAHHOZ20
npou3600uUmes) 1eKapCmeenHblx Cpeocms Ost MEOUYUHCKOZO HPUMEHEHUS)

HélXOI[HIHﬁFOCﬂ IO azapecy:

197350, r. Cauxr-llerep6ypr, Jlopora B KameHky, 1. 62, auT. A,

OCYHICCTBIIIOIIEIO IPOU3BOJICTBO JICKAPCTBEHHBIX CPEJACTB NI MECIUIHMHCKOI'O

“IPUMEHEHMSI TI0 aJIpecy:

1. Cankr-1lerepOypr, BacuwibeBckuii octpoB, 24-nunus, 1. 27, aut. A,

[POLIE)] MHCIEKTUPOBAHUE B paMKax JIMIEH3UMOHHOI'O KOHTPOJIS Ha COOJI0JeHHE
JIULCH3UOHHBIX TpeOOBaHWI IIPM OCYINECTBACHUHU JEATEILHOCTH 110 IIPOU3BOACTBY
JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU ¢ JimneH3uer or 11 nHosOps 2020 r.
Ne 00079-JIC B cooTBeTcTBMM ¢ 3aKOHOAATeNLCTBOM Poccuiickoii @enepaiuu wiu
HpoIIesl MHCHEKTUPOBAHUE B YaCTH PErHCTPAlMOHHOIO(-bIX) yJIOCTOBEepeHwUsI(-Hif),

YKa3bIBAIOWIEIO(-UX) 1IPOM3BOAMTEICH, pACIOIOKEHHBIX 3a mpejeitamu Poccuiickoit
Mepepanmy, B COOTBETCTBUM ¢ TpeOoBanusivu  [lpaBun  HaaJexkamed
HPOM3BOACTBEHHOW  NPAKTHKH, YTBEPKACHHbIX NpUKa3oM  MuHUCTEpCTBA
IIPOMBIIICHHOCTH ¥ TOprosim Poccuiickoit ®enepanuu ot 14 utons 2013 r. Ne 916.
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GMP-0006-000590/20

Ha ocHoBanuu uHpopMauMu, I10JYYEHHOH B XOJ€ HWHCHEKTUPOBAHMS JIAHHOIO
[POU3BOAMTEIS, IIOC/IEHEe U3 KOTOpbIX Obulo mpoemeHo 08/10/2020, 05/11/2020,
cleayer, 4Yro OH  cooTBercTByer  TpeOoBanusiM  llpaBui  Hamiexamei
LIPOM3BOJICTBEHHON IPAKTUKM, YTBEPKACHHBIX NpuUKazoM MuHinpomropra Poccun
or 14 utonst 2013 r. Ne 916.

Hacrosimiee  3akimoyeHue OTpakaer CTaryCc COOTBETCTBHMS  [POM3BOJICTBEHHOM
IUIOIIAJIKUA [IPOU3BOUTENS (MHOCTPAHHOI'O IIPOU3BOJIUTEINS) JIEKAPCTBEHHBIX CPEJICTB
JUL MEAMLIMHCKOI'O IPUMEHEHHUsI HA MOMEHT [IPOBEJICHUS BbIINECYKA3aHHON MHCIIEKIIMN
M HE JIOJDKHO BOCHPUHMMATHLCS B KAauecTBE JIOKYMEHTA, CBHJIETEILCTBYIOLIETO O
cTaryce COOTBEICTBUA B cCllydyae wucredeHuss Oosiee 3 (Tp€x) Jier ¢ jarsl HTOH
UHCIIEKIIUH.

3aKfOYEHME SABJSAETCS JACHCTBYIOIMM IIpU  [IPEJOCTABICHUM BCEX €I0 CTpaHMIl
(kaxk yactu 1, TaK ¥ yactu 2).

1loJUIMHHOCTh JJAHHOT'O 3aKJIIOYEHHUsI HPOBEpsETCS B peecrpe 3aKiIiYeHuid o
COOTBETCTBUM IIPOM3BOJMTENCH JIEKAPCTBEHHBIX CPEACTB I  MEAULMHCKOIO
npuMmeHenusi TpeboBanusiM llpaBuil Hajuiexanieil NPOU3BOJACTBEHHON PAKTUKH,
pa3MelleHHOM  Ha  ojuuualbHOM  caifte  http:/www.minpromtorg.gov.ru,
http://www.MmunnipoMtopr.pg. Ilpu oTcyTcTBUM HACTOSIIErO 3aK/IHOYEHUs B peectpe
3aKJIFOYEHUI O COOTBETCTBMM [POU3BOAMTENECH JIEKAPCTBEHHBIX CPEACTB IS
MEJIMLIMHCKOIO npuMeHeHust TpeboBanusm [lpaBui Hajuiexamei npou3BoACTBEHHOM
LpaKTUKU, coobumre B Munnpomropr Poccun.

Hacrosiiee 3akitouyeHue ﬂeﬁCTByeT‘ B T€UEHHME 3 JIET C JaThl OKOHYAHUS MHCIIEKIUH.

Ilepsbiii 3amecTuTe b Munucrpa C.A. lp10
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MHUHHUCTEPCTBO l'l[iOMblo[]_lJ\EHHOCTI/l HTOPIOBAH
POCCHHNUCKOHU PEAEPALINH

GMP-0006-000590/20

Yacrtb 2

IIpon3BoACTBO H KOHTPOJIb KA4eCTBa
I. NIPOU3BOACTBEHHBIE OIIEPALIUU — JEKAPCTBEHHAS
NNPOAYKLMSA
1. Cmepunvnas npooykyus

L1 1. Ilpoaykuusi, IpUFOTOBJIEHHAS aCENTHYECKUM MyTeM (onepauun 06paboTKu
VIS CIEAYIOMIMX JIEKAPCTBEHHBIX GOpM):

L1 xuakue jgekapcrBeHHbie GopMbl 60JILIIOr0 00beMa

L] »xujixme JiekapcTBeHHbIe GOPMBI MAJIOro 00beMa

L] nucnepcun

L] simodunmsare

L] TBepibie siekapcTBeHHBIC GOPMbI M HMILIAHTATHI

L] msirkue jiekapcTBeHHbBIE HOPMBI

LI npoyast npoykiws
] 2. Ilpoayknusi, noasepraroiiascsi QUHUAIHOMN crepuiuzanuu (onepanuu
00paboTKH Julsl CICAYIONIMX JIEKAPCTBEHHBIX (OpM):

L] »xnaxue nexapcTBeHHbIE GOpMbI 6OJIBIIOT0 00heMa

L1 sxujikue jiekapeTBeHHbIe OpMbI MAJIOT0 0ObeMa

LI TBep/ible JieKapcTBEHHBIE (DOPMbI M MMILIAHTATHI

LI msirkue JiekapcTBeHHbIE POPMBI

L] npouast npoaykiysi, JieKapcTBEHHbIE GOPMBI
[J 3. Beimyckaromuit KOHTPOJIb Ka4ecTBa

2. Hecmepunvhas npodykyus

B 1. HectepuabHas npoaykuus (onepaunu o6paGoTKu s ciieayoImux

L] kamncysibl B TBep10# 060104Ke

L] kancysisl B MArKol 060J10uKe

L] 5xeBaresibHbIE JICKAPCTBEHHDBIE DOPMBI

L] umniperaupoBaHHbIe JICKapCTBEHHbIE (GOPMBI

KHJKHE JIeKapCTBeHHbIe (POPMbI /ISl HAPY’KHOI'0 IPHMEHEHH S
LI sxujikue jiekapeTBEHHbIE GOPMBI JUIsl BHYTPEHHETO IIPUMEHEHHMS
L] MmemumHcKue raspl

L] npoune TBepbIC JEKapPCTBEHHbIE HOPMBI

L] npenapatbl, HaXOAAIMECS 110]] AaBJIEHUEM

L[] reneparopbl pajioHyKIUI0B

Xl msirkue sJexapcTBeHHbIe GOPMBI

L] cBeun (cymosuropun)

TA0JeTKH

L] TpancaepMalibHbIE IIACTHIPHU

Crpanuua 3 u3 8 0007750
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GMP-0006-000590/20

L] ycrpoiicTBa Juist HFHTPapyMHHAJIBHOIO (BHY TPUPYOLOBOI0) BBEICHUS

npo4as NPoAYyKIUHS, JeKapCTBeHHbIe (POPMBI: CIIpeil Ha3aIbHbBIN
L] 2. Beimyckaroiuil KOHTpOJIb KauecTBa

3. buonozuueckas nexapcmeennas npooOyKyus

L1 1. buonoruyeckas jeKapCTBEHHASE POy KU

L] npoJtyKThl KPOBH

L] ummyHOnOrHYecKast npoayKuus

] npoayKThi HA OCHOBE COMaTUYECKUX KJIETOK

[ renoTeparieBTUYECKHE POAYKTHI

L] npoJtyKThl TKAHEBOI MHKEHEPUH

] GuorexHosioruyeckas mpo yKIysl

] npoyKThl, YKCTPArupOBaHHbIE U3 JKUBOTHBIX UCTOYHUKOB WM OPraHOB
(TKaHei) yeoBeKa

.
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[] 2. Beinyckaromiuii KOHTpOJIb KauecTsa (nepeyeHb TUIIOB MPOAYKIUH):

[] npoyKThl KpOBU

[ ] mMMyHOJIOTHYECKash IPOAYKIUS

L] npoJtyKThl Ha OCHOBE COMAaTUYECKUX KIETOK

L] reHoTEpaIlIeBTHYECKUE IIPOIYKTHI

L] npoJiyKThl TKAHEBOH UHKEHEPUU

[] GruoTexHosIornuecKas mpo,yKiusl

L] npotyKThl, YKCTParipOBaHHBIE U3 )KUBOTHBIX UCTOYHUKOB MJIM OPIaHOB
(TKaHel) yejoBeKa

L] npouas npogykimst

4. Ilpouas npodyKyus uiu npou3600CMEEeHHAsA 0esAMe/lbHOCHb

1. Illpon3sBoacTBo:

[] pactuTe)bHOM IPOAYKIMH

L] romeoniarnueckoi npoyKuuu

NpoYasi NPOAyKIHA: [OPMOHBI
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-3 29 nexabps 2020 r.
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MHHHUCTEPCTBO ITPOMBIIIAEHHOCTH H TOPTOBAH
POCCHUHUCKOHU ®PEJEPALINH

GMP-0006-000590/20

L] 2. Crepuiinzanyst ak TMBHBIX BEILECTB, BCIIOMOTATENbHbBIX BEMECTB, TOTOBOM
IPOJAYKIIMH:
L] puabrpars
L] cyxorkapoBas crepuiin3aius
L] crepuiiuzaiius napom
[] xumMHuueckas CTepuiin3anus
L] crepuminmzanys raMMa-u3jy4yeHueMm
[J crepuitzatiust 2JI€KTPOHHBIM M3J1y4EHUEM
L] 3. pouee
4. [leppnunasi (BHyTpeHHsIs) yIAaKOBKA:
L] kanicysis! B TBEpIO#H 06010UKE
L] karicyJipl B MSITKO#M 000109Ke
L] xxeBaresbHbIC JISKAPCTBEHHbIE GOPMBI
L] umnpernnpoBatHbie JiekapcTBEHHbIE HOPMbI
KHAKHE JIeKapCTBeHHbIe (POpMBbI AJ15 HAPYKHOT0 NPHMEHEHH I
_ Ll sxmikue siekapcTBeHHbie GOPMBI [UIsi BHYTPEHHETO IIPUMEHEHMS
L] MeauumHCcKue raspl
L] npoune TBepbie nekapcTBeHHbIE GOPMBI
L] npenaparsl, HaXOAAIMECS 110/ IABJIEHUEM
[] reHepaTophl pajiMoOHyKJIHI0B
Xl msarkue jsekapcrsennbie GpopmMbl
[ cBeuu (cymosuropun)
X ra6iaerkun
L1 TpancaepMalibHbIC IIACTHIPU
[J ycTpoiicTBa JUIss MHHTpapyMHHAIBHOTO (BHY TPUPYOLOBOIO) BBEACHHUS
Hpoyasi NpoAyKiuus, JeKapcTBeHHbIe GopMbl
X 5. Bropuunas (morpeéuresibckas) ynaKkoBKa
L1 6. Boliryckatommii KOHTPOJIb Ka4ecTBa
[] 7. MukpoGHoI0rHueckoe TeCTUPOBAHUE: CTEPHIILHOCTh
L] 8. MuKpOGHOIOriYecKoe TECTUPOBAHKE: HECTEPHIILHOCTD
[J 9. Xumuueckoe (hu3nyeckoe) TecTUpOBaHUE
L] 10. buosornueckoe TecTupoBanue
II. KOHTPOJIb KAYECTBA 11PU UMITOPTE JIEKAPCTBEHHOU
[TPOAYKIINN
L] 1. Kontpous kayecTBa IMIOPTHPYEMOIA JIEKapCTBEHHOMN PO AYKLIHH:
] MMKPOGHOIOIHYIECKOE TECTUPOBAHME: CTEPUILHOCTD
L] MuKpOOHOJIOIHYECKOE TECTUPOBAHKE: HECTEPUIILHOCTh
L] xumuyeckoe (Gpu3nueckoe) TeCTUPOBAHKE
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[] 6uonoruyeckoe TECTUPOBAHHUC

[ 2. Beinyckatouumii KOHTpoJIb (cepTuduKanus cepuii) UMIOPTUPYEMOi

[IpOAYKIIUU

[] CrepuibHasi IPOLYKIHMS:

& NpoAyKIHs, IIPUIOTOBJICHHASA aCCITUYCCKUM IIYTEM

L] npoykims, HoABepraromasics GUHUIHON CTepHUIN3aALIUH

[] HecrepuiibHasi IpOAyKIHsl

L] buosiornyeckas JieKapcTBEHHAs IIPOLYKIIHUSI:

L] npoJtyKThl KpOBH

L] HMMYHOJIOI'MYECKas IpOAYyKIM

L) IPOAYKTbI HAa OCHOBE COMATHYCCKUX KJICTOK

[] reHoTepaneBTUYECKUE NIPOLYKTHI

[] npotyKThl TKAHEBOW MHIKEHEPUU

[] 6uorexnonoruyeckas IpoAYKLMs

] HPOAYKTbI, YKCTPArupOBaHHBIC U3 ) KUBOTHbIX UCTOYHHUKOB HJIM OPIraHOB

(TkaHeit) yesoBeKa

L] npoyast nporyKuus

L] 3. Ilpoyast 1esITeIBbHOCTD 110 UMIIOPTY (BBO3Y):

[] myiomaika pusuueckoro uMiopra (BBosa)

L] umMIopT npoMeKyTOYHOT'O IPOAYKTA, IO/IBEPraroierocs JajibHene

00paboTke

L] npouee

9 nekabps 2020 r.
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MHHHCTEPCTBO INPOMBILIAEHHOCTH H TOPTOBAH
POCCHHCKOH PEJEPALINHAU

GMP-0006-000590/20

OrpanudeHusi WIM IOACHUTEIbHBIC 3aMETKM, Kacaromuecs o0JIacTH NPUMEHEHHS
ceprudukara:

llepeuennr JIEKapCTBEHHBIX CpPEJICTB, B OTHOIIEHUHM KOTOPOTO IPOM3BOAMIOCH
UHCHEKTUPOBaHUE:

MexayHapoaHoe
HEIaTEHTOBAHHOE
HauMEHOBaHHUE WU
Toprosoe IpyHIHPOBOYHOE
HauMEHOBaHuUE (XMMHUYECKOE) HAUMEHOBAHUE
JIEKapCTBEHHOI'O
npenapara/papmaleBTHIECKOR
cyOcTaHum
IIpon3BOICTBO rOTOBBIX JIEKAPCTBEHHBIX (POPM, YITAKOBKA IEPBUYHAS,
yIaKoOBKa BTOpUYHAs

JlexapctBenHnas hopma,
JI03UpOBKa (eciu
[IPUMEHUMO)

TeJIb JUIS Hapy>KHOTO

beramerazon-BEPTEKC beramera3on npumenenus, 0.05 %

KpeM JUIsl Hapy>KHOI'O

beramerazon-BEPTEKC beramerazon
npumenenus, 0.05 %

Masb JUIsl HAPYKHOTO

Beramerazon-BEPTEKC Beramerason A
npumenenus, 0.05 %

Ma3sb I Hapy>KHOI'O

Mowmerazox Mowmerazon N
npumenenus, 0.1 %

ClIpel Ha3aJIbHbIA
Hosedpun® Mowmerazon JIO3UPOBAHHBIMN,
50 mxr/no3a

Masb Ui Hapy >KHOI'O
® beramerazon+ CamunuiioBast
Penepm IIPUMCHEHMUS,

KHcCJjioTa 0.05% +3 %

pacTBOp JJIsl HAPYKHOI'O
® beramerason + Canunuiopas
Penepm IIPUMEHEHUS,

KHCJIOTa
0.05% +2 %

® I'enramunun + JlekcnanTeHo KpeM Uil HapyKHOI'O

+ MowmeTa3oH + DKOoHa30i1 LIPUMEHEHHUS
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bKUHA

® Heomuuun + Opaunazon +
IIpennusonon +DxoHa30i1

TabJIETKU BaruHaJibHbIE,
65000 ME + 500.0 mr +
3 mr+ 100 mr
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