OO0 Bepnnr-Xemu/A. Menapmmm

IMOATBEPXKJEHUE COOTBETCTBUSI

Ne [IC-CGON18

Toprosoe HanmeHOBaHKE

Jlepkamen® Jlyo

MexayHapoIHOe HelTaTeHTOBAHHOE HAHMCHOBAHHE
(rpynmupoBOYHOE HITH XHMHUYECKOE)

Jlepxanuannue+IHananpun

JlekapcrBenHas popma

TabJICTKH MOKPBITHIE [IEHOYHOI

000J104KOH

JloszupoBka 10 Mr+10 mr

®opma BhINyCKa 14 . , 6aucTeps! (2 WT.) , Mayku
KapTOHHBIC

Howmep cepuu (maprun): CGON18

OO6weM cepuH(napTuH) 19 932

Hata npousBojcrtaa 24.02.2021

T'osen no 01.02.2023

HaumeHoBanne wu  agpec  mpowmssomurens (c ITpoussoguTen-

YKa3aHUEM CTajIui IPOU3BOJCTBA) Pexopmatu XUMHUYEcKast 51

papmaneBTHYeCKass HHAYCTpHS C.ILA.
(Via Civitali 1, 20148 Milan), Utanus
Beinmyckaoumii KOHTPoIb KavyecTBa-
Pexopnati XHMHYECKas H
(apmanesTHyeckas HHAycTpus C.I1LA.
(Via Civitali 1, 20148 Milan), Uranus

HoMep ¥ 1aTa perucTpalHoHHOrO y0CTOBEPEHHS

JIIT-001184 or 11.11.2011
(Hara nepeodopmnenns 23.10.2020)

Homep u 1ata HOpMaTHBHOI TOKyMeHTammu

JITT-001184-231020

HaumeHoBaHue H ampec JepxKaTens
PErHCTPallHOHHOIO YIOCTOBEPEHHU

Pexopnatu Hpnanus JItn, Upnangus
(Raheens East,Ringaskiddy, Co.Cork)

Hacrosiumii Z0KyMeHT noaTBep:KIaeT:

-laHHbIA JIEKapCTBEHHBIH Npemapar cooTBeTcTByeT 61-®3 «06 oOpallleHHH J1leKapCTBEHHBIX

CPE/CTB...»;
~CCpHs JICKApCTBCHHOTO [IpenapaTa COOTBETCTBYET TpeGOBaHHAM, YCTAHOBIEHHBIM NpPH €ro
TOCY/IapCTBEHHOMN PErHCcTpalui

(moamuce)

JlosepenHoctb OTEG
Ne 6/u or 07.09.2020

Q00 “BepnuH-Xemu/A. MeHapuHu”

== Cokonos BJl.  06.10.2021

(nara)

HOpuauyeckuin agpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HabepexHas, g. 10
Moytoeeint apnpec: Poccus, 123317, r. Mocksa, MNpecHexckan HaGepexHasn, . 10
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Munanckas papmaLesTHYecKkan gabpika

Kontpons kavectsa Ne: 2103473

Cepmudgpuxam cepuu

[Tponykr: Jlepkamen dyo 10 mr/10 mr
Kon npoaykra: 41787900

Homep cepuu: CGON18

CrpaHa-umnoprep: Poccuiickas ®enepauus
PeructpaunonHoe ynoctosepenue: JITI-001184

Hosuposka/Conepskanue:

Jlepkaunaunuu HCI 10 mr + Enananpun manear 10 mr

JlekapcTBeHHas gopma:

TabsieTku, NOKPLITHIE MIEHOYHO 060IOYKOMH

BHI H pasmep ynakosku:

14 Tabnetok B 1 6aucTepe, 2 6nuctepa B | mauke

Hara u3rotosieHus: 24/02/21
JlaTa OKOH4aHHsA CPOKa FOAHOCTH: 02/2023
Konuuectso ynakosok: 19932
Cropona Homep PY GMP ceprudmxar
[Tpoussoautens Recordati Industria Chimica e Farmaceutica SpA | aM-172/2019 IT/235/H/2019
Via Matteo Civitali 1 20148 Milano
Italy
Ynakosumk Recordati Industria Chimica e Farmaceutica SpA | aM-172/2019 IT/235/H/2019
Via Matteo Civitali 1 20148 Milano
Italy
Kourposib kauectsa Recordati Industria Chimica e Farmaceutica SpA | aM-172/2019 [T/235/H/2019
Via Matteo Civitali 1 20148 Milano
Italy
Beinyckatoumit Recordati Industria Chimica e Farmaceutica SpA | aM-172/2019 IT/235/H/2019

KOHTPOJIb Ka4yecTBa

Via Matteo Civitali 1 20148 Milano

Italy

[poussoautens Zhejiang Huahai Pharmaceutical Co. Ltd.
AelicTBylolero China
BELLeCTBa:

DHasanpu manear
[Tpomzsoautens Recordati Ireland Ltd.
NeHcTBYOIWEro Ireland
BElLECTBA:

Jlepkanuaunuu HCI

PesynbTatsl ananusa coobiueHs: B npuaraemom Cepriukare Ananusa,

Kommentapuw/TIpumeyanus:

A Hacmoawum nodmeepxcoao, umo Sbiueykazannan cepus npodykma Gei1a npouseedena u EbINYUIEHA 6 COOMEEMCMEUY CO
cneyugpuxayuavu mexyuezo Hopmamuenozo Hoxysenma Pocciickuii Pedepayuu JI-001 184 - 231020

¥Ynoanomouennoe auuno
(cooTBeTCTBEHHO CTaTLM 51 [upekTHBH
2001/83/CE)
__ J-p Jauuno Partu
X J-p Knaynus ®puromu
-IToodnuce-
Jlara: 06/09/2021

Ilepeson Bepen
-p BanentnHa Mapranus

W

09 centatdpa 2021 r.
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Munanckas dapumauesTHueckas dabpuka

Cepmudghuxam ananuza

KoHtposb kayectsa Ne: 2103473
Kon: 41787900 Cepus:  CGON18 ODP wnu cepust noctapmuka: 202103402
[TpoayKT: Jlepkamen Jyo 10 mr/10 mr Meron ananmsa: 145 ZTK aKTyaNbHas BEpPCHs
Ananuz:  05/05/21 Cpoxk 02/2023 Jlata npoussoacTea; 24/02/21
FOJHOCTH:
HcnbiTanue Cneundukauus Ex. nam. Pesyabrar
BHewnui Bun Kpyrasie nsosikoBsinyxisie TabneTky, CooreetcTByer
NOKPLITBIE IIEHOYHOH 000104KOH KeToro
UBETA, HA MOMEPEevHOM pa3pese AAPO CBETNO-
JEJITOro UBETa
[MToanHHHOCTE NepKaHUaNTIHHA TNonoxurensHo [TonoxwurensHo
rugpoxjopuaa (BOXX)
[TopnuuHOCTL HANANPHIA ManeaTa [TosoxuTeNBHO [Monoxurensho
(B2XKX)
[ToTHHHOCTE JIEPKAHHIHITHHA [MonosxkurenbHO [TonoxurensHo
rugpoxiopuna (JIMI)
[ToanuHHOCTE 3HANaNpPHIa ManeaTa [MonoxurensHo [MonoxurensHo
(IM]T)
OnHOPOAHOCTE €IHHUUL 103HPOBAHHA L1=15,0%; L2=25,0% CootBercTByer
(3Hananpun)
OnHOPOAHOCTb €IMHULL A03HPOBAHHS L1=15,0%; L2=25,0% CootsetcTayer
(nepxanuaMnuH)
CpenHss macca =200 <212 mr/tabnetka | 206
KonnuecTsenHblif aHAIN3 lepkaHHaANNHHA | > 9,5 <105 mr/tabreTka 10,0
THAPOXJIOpHaA
KonuvecTsennblif aHanus nepkanuaunuua | > 95 <105 % 100
FHOPOXJIOpHAA
Konuuectsennslit aHanus snananpuna >92 <10,5 Mr/tabnerka 10,2
Maneara
Konniectsennbiit ananus sxananpuna >92 <105 % 102
maneara
[Tpumecs 1 <0,20 % 0,00
IMpumecs B <0,20 % 0,00
[Mpumecs 3 <0,30 % 0,11
[Ipumecs ankeronunepasmsa <3,50 % 0,24
IMpumecs sHananpunara <0,50 % 0,00
Enunn4Has HenaeHTHOHUKPOBaHHAA <0,20 % 0,07
NpHMeECh
CyMMa HeHIeHTHOHUUMPOBAHHBIX <0,50 % 0,07
npumecei
CymMa npumeceii <4,00 % 0,42
PactBopenue nepkaHuaununa > 80 % 99
ruapoxnopuaa (B Teyenne 30 MuH)
Pactopenue snananpuia maneara (B >80 % 100
Teuenue 30 MuH)
[loTepsa npu BeICYLWIHBAHHH 4,0 % L5
Kontpons ynakosku Jlepkamen [lyo 10 mr/10 mr, 28 TabneTok, CootsercTByer
MOKPBITBIX MIEHOYHO 06onouKoil B GincTepe
U3 HeMpo3pauHoi TPEXCNOWHOH [IEHKH U
AMOMHHHEBOH (ONbrH, cornacHo Tekety HJT
[Tposepka cepnanu3aunu KavecTBo nevati J01kKHO COOTBETCTBOBATS CootsercTBYET
TpeGoBaHHAM
[TpuMeyanus:
MCHCH?KEP 0TAe/1a KOHTPOS yl‘lO.TlI'IOMO‘iEHHOQ JHUO
KauecTBa Cepus —  A-p Haunno Parti
J-p dannene dpaitonn OJOBPEHA
-fToonuce- _X_ M-p Knayans dpuronn

-lTeonucs-

Jara: 03 cenradpa 2021 r. JHara: 06/09/2021.

[Tepeson Bepen
[-p Bane praqus

09 centabpsa 2021 r.




