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®01-HP-N-07-01-001_03

CepTtudmkart cepum nekapcTBeHHOro npenapara
Ne KIM-1135 o1 22.01.2026

ToproBoe Ha3BaHMWe NeKapCTBEHHOro Nnpenapara

Aptpa®

MexzayHapoaHoe HenaTeHTOBaHHOe HavmeHoBaHve (MHH), nnu
obwenpuHsToe  (rpynnMpoBOYHOE)  HaWMEHOBaHWE, WU
XMMWYECKOE HAMMEHOBaHWE aKTWMBHOW apMaLeBTUHECKON
cybcTaHumm (npu otcyTcTBum MHH)

noko3aMuH + XoHApPOUTMHA cynbdaT

JlekapcTBeHHas ¢opma

TabneTku NOKpPbITbIE NIeHOYHONM 060/104KOW

Jo3uposka

500 mr + 500 mr

®dopMa Bbinycka (pa3Mep v TUM YNakoBKM)

nakoH (1), 60 WT., Na4yka KapToHHas

HoMep perncTpaumnoHHOro YAOCTOBEPEHUS!

JIN-N2(001620)-(PT-RU) ot 28.12.2022

HanMeHoBaHWe aepxatens PY, agpec

AKUMOHEpPHOE 06L1EeCTBO «HWKEropoacKuii
XMMUKO-(hapMaLieBTUYeCckuid 3aBoa» (AO
«Hwuxdapm»); 603105, r. HuwkHuin Hosropog,
yn. CanraHckas, a.7, Poccus

CTpaHa-uMnopTep

Poccuiickas deaepaums

Homep cepum WQ101
O6beM cepwuM, BbIMYCKAEMOW B  TpaXxaaHCKuii  o6opoT | 18 024 yn.
(KONMYECTBO YMNaKOBOK)

[ata npon3soacTsa 13.05.2025
[laTa OKOHYaHWsi CpOKa rogHOCTH 13.05.2029

MHBoOMC /oaTa

USH-SalRU000567 / 28.10.2025

Homep HJ, n3MeHeHus

JIN-N2(001620)-(Pr-RU)-281222

[lIOKyMeHT, NOATBEPXXAAOWMI pe3ynbTaTbl aHaNM30B Cepuu
(ceptTudumkaT /nacnopT Npon3BoaMTENs HOMep, AaTa)

6/H ot 30.10.2025

nnowaaku (Npov3BoACTBO JIEKAPCTBEHHONM (OPMbI)

[IOKyMEHT, NOATBEPXAAOLWMIN COOTBETCTBME  TPebOBaHUSM

MpaBunaM  Hagnexallel  MNpou3BOACTBEHHOM  MpPaKTUKM

PaB: Anexatu povsBoA P 6/H oT 30.10.2025

EBpasuiickoro 3KOHOMWYECKOro Cot03a (ceptndukaT

cooTBeTCTBUA YJ1, HOMep /aaTa)

HasBaHuWe, agpec, HOMep JIMUEH3MM NpOoM3BOACTBEHHOM | AMepudapma Jlabe JI1C, CLUA / Ameripharma

Labs LLC, USA;71 Veronica Avenue, Unit 4&5,
Somerset, New Jersey (NJ), 08873, USA;

67 Veronica Avenue, Unit 11-13, Somerset, New
Jersey (NJ), 08873, USA/ 71 BepoHuka Ase
noM. 4 u 5 Comepcet, Hoto-xepcn 08873,
CLLA; 67 BepoHuka Ase nom. 11-13 ComepcerT,
Hbto-xepcn 08873, CLLUA/16023 ot 05.02.2025

GMP-cepTudMKaT NPOM3BOACTBEHHON M/IOLLAAKN

GMP/EAEU/RU/01540-2024 ot 13.09.2024

HassaHve, agpec, HOMep nWMUEH3UM MeCT BblMyCKaloLero
KOHTpONs kadectBa (MepBWYHas YynakoBka /BTOpUYHas
yMNaKoBKa)

tOHudapm , UHk., CLLA / Unipharm, Inc., USA;
75 Progress Lane, Waterbury, Connecticut (CT),
06705-3866, USA/ 75 Mporpecc J1H, YoTepbepw,
KoHHekTunkyT, 06705-3866, CLLIA /
CSM.0001762 ot 01.07.2025

GMP-cepTnduKaT MECT BbIMyCKaOLEro KOHTPOS KayecTBa

GMP/EAEU/RU/01506-2024 ot 29.08.2024

HacTosawmM s noaTBEPXXKAalo, YTO NpuBeAEHHas Bbiwe MHGOPMaUMS SBNSETCS AOCTOBEPHOM M TOYHOW. 3Ta cepus
MpoayKuMM npousBedeHa (BKIOYas ynakoBKy (MapkMpOBKY) M KOHTPOSb KayecTBa) Ha  BbllLeyKa3aHHOM
MPOM3BOACTBEHHOI MNOLWAAKE B MOSIHOM COOTBETCTBUM C TpeboBaHusMU MMpaBun Haanexallen Npou3BOACTBEHHOM
NPaKTUKN EBPa3miiCKOro 3KOHOMWUYECKOTO COK3a U TPebOBaHMAMM KOHTPONS KayecTBa NEKApCTBEHHbIX CPEACTB, a
Takxe B COOTBETCTBUM CO CreumbuKaumusmMmy, CoAEPXalUMMMCS B PEFMCTPALIMOHHOM OChe. 3anucy Nno NpoM3BOACTBY,
W YCTaHOBMIEHO WX COOTBETCTBME TpeboBaHWsSM [MpaBun  Haanexallen

YNakoBKE W aHanusy MNpPoOBEPEHbI,

MPOV3BOACTBEHHOM NMPaKTUK EBPA3MMCKOro 3KOHOMMYECKOTO COKo3a.

Pynoii CBeTnaHa AnekcaHApOBHA, BEAYLUMIA MeHemKep Mo KOHTPOJO 3@ KOHTPAKTHOW M MPUBIEYEHHON NpoAyKUMEN,

posepeHHocTb N2 0282-H® ot 30.12.2025

(®amunns, UMs, OTYECTBO, AOMKHOCTL OTBETCTBEHHOMO SIMLIA MMMNOPTEPA JIEKAPCTBEHHBIX CPEACTB, AOBEPEHHOCTb)

Pyﬂom CBeTna HQ  Moanucaxo undposoit noanucsbio:
Pypoit CBeTnaHa AnekcaHapoBHa
AneKca H,U.pOBHa [ara: 2026.01.22 15:53:42 +03'00'
®.1.0./ Nognuck/ Nata

AO «Hwxpapm»

yn. CanraHckas, 4.7, bokc Ne459,
r. HmxHnin Hosropog, Poccus,
603950

Ten. +7(831)278 80 88
med@nizhpharm.ru
www.nizhpharm.ru

MockoBckunii opuc

AO «Hwxpapm»

yn. NpecHeHcKasa HabepexHas, 4.6,
CTP.2, A€NOBOW KOMMIeKC

Ten.+7 (495) 797 31 10
med@nizhpharm.ru
www.nizhpharm.ru

«Nmnepus», MMAL, «Mocksa-Cutu»,
r. MockBa, Poccusg, 123112






				2026-01-22T15:53:42+0300

		Рудой Светлана Александровна










Howmep 3anucn B AIC PocagpaBHag3opa 5126915

[ata BHeceHust B AUC PocagpaBHaasopa 29.01.2026






