00O bepnnH-Xemu/A. MeHapmuru

NOATBEPKJIEHHE COOTBETCTBHS

Ne TIC-08036

Toprosoe HaumeHOBaHKe

Mauuaun® 3,5

MexayHapoiHOE HEMAaTEHTOBAHHOE HANMEHOBAHHE ['nubenknamuna

(TpyNIMPOBOYHOE HITH XUMHYECKOE)

JlexapcTBeHHas dopma TabneTKH

Ho3npoBka 3,5 Mr

@opMa BHIITYCKa 120 wr., ¢pnaxonsi (1) , mauku
KapTOHHBIE

Homep cepun (maptun): 08036

O6neM cepun(nmapTuu) 9 508

JlaTa npou3BojIcTBa 01.12.2020

I'onex o 01.12.2023

HauMenoBanue u afipec pou3BoauTes (c
YKa3aHHEM CTaJ{ii POM3BOACTBA)

IlponsBoaurens-MeHapuuu-OoH
Xennen I'M6X,) Leipziger Strasse 7-13,
01097 Dresden, Germany
Boinyckawmmii KOHTPOJIb Ka4eCcTBa-
bepann-Xemu AT,
epmanusa(Glienicker Weg 125, 12489,
Berlin, Germany

HOMCp H 1aTa peruicTpalioOHHOT0 YAOCTOBEPECHHA

ITN012253/01 ot 02.03.2012 ( mata
nepeodopmierus 05.06.2019)

Homep 1 1aTa HOpMaTHBHOM JOKYMEHTAIMH

ITN012253/01-050619

Haumenosanne U aapec
PETHCTPAlHOHHOTO YIOCTOBEPEHHUS

JiepKartesis

bepnuu-Xemu AT, l'epmanusg
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimmii 7oKyMeHT moaTBepKaaeT:

-J@HHBIH JICKAPCTBEHHBIH MpemapaT cooTBeTcTBYeT 61-D3 «O6 0OpalleHuH JeKapCTBEHHBIX

CPEACTB...»;
-Cepus JIEKapCTBEHHOTO MperapaTa COOTBETCTBYET TpeGOBaHMAM, YCTAHOBICHHBIM IIPH €ro
rocylapCTBEHHOM perucTpalun

==CoxonoB B.J.  10.01.2022
(nara )

000 “BepnuH-XeMw/A. MeHapuHu’

KOpuawndeckuia agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HaBepexHas, a. 10
Moytosei agpec: Poccwa, 123317, . Mocksa, MpecHerckan HaBepexHas, 4. 10
Tenedgpon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat Certificate of Analysis Ceprucpurar ananusa
Mpogykr: Manunun ® 3,5
Kopn npoaykra: F132420

Ne cepuun: 08036

[Nara warotoenexwa: 12/2020
[ata ebinycka cepuu; 03/12/2021
HopmatueHas aokymeHTauma:
lNekapcrsenHan gopma; Tabnetku, 3,5 mr

Rencreyollyee BewecTso; FnuBenknamug

Mpon3sBoauTens ABACTBYIOWErO BelLecTea: Wpw Kpuwka dapmacsiotukanc Numutea, Mkawa

lopenx po: 12/2023

M N 012253/01-050619

Obwbem cepum (konuuecTsa): 9508
Mokazatens Cneundpukaunn Pesynbrar
Onucanue Po3oBbie nnockoumnumapuseckue TabneTkk Co CKOWEHHLIMM  PO30BLIE NNOCKOLMMHAPIIBCKH TaBnaTi

CO CKOLLI@HHBLIMW KDBAMM 1 DUCKOW C OAHOW
CTOPOHB! TabneTiu.

110.00mr£7.5 % 110.00 mr
MNapameTep npuemnemocTy ans 10 B84WHULY AO3NPOBAHUA 33

n s 15,0. Mapametep npuemnemocTy Ans 30 eguHuy,

A03MpOBaHMA S 15,0 M HM OAHA U3 BAMKUU AO3UPOBAHWA HE

veHee 0,75M wnm Bonee 1,25 M

KPasmMu U PUCKOW C OAHOW CTOPOHbI TabneTki.

CpepHas macca
OaHOpPOAHOCTE A03UPOBaHWA

PacnagaemocTs He Gonee 10 muH 2. MUH
FasTROpmNe He menee 80 % (Q) yepes 10 MWH OT 3aRBNEHHOTO COAEPXaHWUA 97. %
MoanuHocTe (B3XX) Bpems yaepxMBaHWA OCHOBHO NUKa Ha Xpomartorpamme MonoxuTensHo
MCNLITYEMOrO PaCcTBOPa ACMKHO COOTBETCTBOBATL BPEMEHM
YAGPXMBaHWA OCHOBHOIO NWKAa Ha XpoMarorpamme
CTaHAapTHOro pacteopa rnubeHknamuaa.
PopcreeHHbe npumeck
npumece A (BSA) He Bonee uem 1.6 % 0.1 %
npumecs B (BSC) He Bonee yem 0.2 % < 01%
NKban eauHUYHAERA He 6onee yem 0.2 % < 01%
HEWABHTUUUMPOBAHHAR NPUMECH
CYMMa HENAEHTUDUUMPOBAHHBIX He Bonee yem 0.4 % < 01 %
npumecen
CcymMma npumecen He Gonee uem 2.0 % 0.1%
Mukpobuonaoruyeckan uucTota
Obwee 41cno a3poBHbix He Gonea 10°KOE e 1r < 10. KOE/r
MUKPOOPIaHU3MOB
OBuiee uvcno APOXOKEBBIX U we Bonee 10°KOE B 11 < 10. KOE/r
nnecHesbix rpubos
Escherichia coli oTcyTcTBMe B 1 1 Cootsetcrayer
KonwdecteeHHoe onpeaeneque oT 3.32.mr 40 3.68 Mr rnubenknamuaa e Tabnetke (95 % - 105 3.45 mr
% OT 38ABNEHHOIO COAECPKAHMWA)
¥nakoska Mo 120 TabneTok Bo nakoH ua BecuseTHOro crekna, Cooteercrayer

YKYNOPEHHbIN WTencensHon npobkoi U3 NoNWaTuneHa.
Mo 1 nakoHy C MHCTPYKLMER NO NPUMEHEHMIO B KAPTOHHOM
na4ke.

Mapkuposka

1. MepBuyHan ynakoBka NekapcTBEHHOro npenapara.
Ha atukeTke hnakoHa Ha KOM A3bIKE YKA3bIBAOT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE/MENARINI

TOProBOE HauMeHoBaHue npenapata ®

MEW/AYHapPOAHOE HENATEHTOBAHHOE HAMMEHOBAHUE
NEXapCTBEHHYK (hopMy

AO3UPOBKY

KonuyecTso TabneTok B ynakoske

«[inA npvema BHyTpb»

coaepxanue AeUCTBYICWEro BeWeCcTBa B O4HOU TabneTxke

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemi,

MaHuHun ® 3,5

nuGenknamug,

TabneTku

3,5 mr

120

yKasaHo

B oaHoi tabneTke cosepmuTch
rnuGeHknamuaa (MAKPOHM3NpOBaHHARA
ctopma) - 3,5 mr

Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
€ AG, 72485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +48 30 6707-2008 (Qualitétskontrolla).
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Analysenzertifikat Certificate of Analysis Ceprucpukar ananusa
MpoayxT: Manuuun ® 3,5
Koa npopykTa: F132420
Ne cepun. 08036
MapkupoBka Pesynbrar
«Mvnornukemuseckoe cpeacTsos yKasaHo
«CoBnioAaTb NPUNOKEHHYID MHCTPYKUMKG MO NpUMEHEeHMI0 NpenapaTtas yKasaHo
«JlekapcTBEHHOR CPEACTBO XpaHUTL HEQOCTYNHOM ANA neTen MecTai» yKkasaHo
Ne cepuu: 08036
Hara warotosnenus: 12/2020
loaen go: 12/2023
HeBuaumbii 3Hak 3aumTsl nMmeeTcs
lNpou3soacTeEHHbIR KOA nMeeTca

2. BropuyHan ynakoBka

Ha kapToHHow nauke Ha pycckoM asbike YKa3bIBAKT;

HaUMEHOBaHKE (PUPMbI-NPOUIBOAUTENA, CTPaHy

HauMeHoear1e UPMbI, OCYLUECTBNAIOLLENH BbiNYCKAKOLMI KOHTPONL KAYECTBa, cTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTunmue)

Beprik-Xemn AT, Mepmanus
BERLIN-CHEMIE/MENARINI

TOproBoe HaumeHoBaHue npenapara ® Makunun ® 3,5

MEXYHAPOAHOE HENATEHTOBAHHOE HEUMEHOBaHME Fnubenknamug

NexapCTBEHHYIO opMmy Tabnerku

A03UpoBKY 3.5 mr

Konu4ecTso TabneTtok B ynakoske 120

«[lns npuema BHyTpbY» yKkasano

CoAepxaH1e AeHCTByIollero BewecTsa b ogHow TabneTke B oaHon Tabnertke cogepkurca
TAMGEHKNEMUAE (MUKPOHIIMPOBAHHESR
dopma) - 3,5 mr

YCNOBUR XpaHEHUA

«unornukemmyeckoe cpeacTaoy yKazaHo

«Cobntofars MHCTPYKLMIO fI0 NPUMEHEHWIO Npenapara, KOTOPaA HaXOAMTCA BHYTPU YNakoBKu» yKasano

«/lekapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AETed MecTel» yKa3aHo

«COREPXUT NAKTO3Y U KpacKTeNs NyHUoBsHA [MoHeo 4 R] (E124)» yKasaHo

HOMED PBrMCTPaUMOHHOIO yAOCTOBEPEHHA M N 012253/01

YCNoBWA OTNycka Mo peyenty

Ne cepuu: 08036

Hara narotosnenwa: 12/2020

lopex go: 12/2023

WTPUX-KOA umeertca

HesuauMeii 3HaK 3aWWTs umeercs

MpoU3BOACTBEHHLIA KOA umeeTcs

3TUKETKA KOHTPOMNA NEPBOro BCKPLITUA He uMmeeTca

CPBACTBA MABHTUCHMKALIMM CUCTEMBI MOHMTOPUHIA ABUXEHUA NEKAPCTEEHHLIX NPENapaTos “MeeTcA

XpaHeHue Mpw Temnepartype He Bbilue 25°C

Cpok rogHocTu 3ropa

Cepruchukar:

Bbileyka3anHan cepus oTBEYaET TPaGOBaHNAM HOPMATUBHON 4OKYMEHTALMM.

r. Tibor Miko

YNONHOMOYEHHOE NUL0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle).




