000 bepnnH-Xemn/A. MeHapmnHmn

NOJATBEPKJIEHUE COOTBETCTBUA

Ne TIC-18016
ToproBoe HaMMEHOBAHHE MaHuHun® 3,5
MesxayHapoIHOE HEMaTeHTOBaHHOE HAUMEHOBAHHE [nubenknamMu
(rpyIIHpOBOYHOE WM XMMHYECKOE)
JlekapcTBeHHas (opma TaOJIeTKU
Jo3npoBKa 3,5Mr
®dopMa BBINTYCKa 120 mrt., pnakoHs (1) , mayku
KapTOHHBIC
Homep cepuu (ITapTHH): 18016
O6BeM cepru(IIapTHH) 25719
JlaTa MpoH3BOJCTBA 01.05.2021
['oneH 1o 01.05.2024
HanMeHOBaHHE U aJpec IPOU3BOAUTEN (C Ipoussoaureab-MeHapHHH-POH
yKa3aHHeM CTaJuiH MpoU3BO/ICTBA) Xeiinen 'M6X,) Leipziger Strasse 7-13,

01097 Dresden, Germany
Beinyckalomui KOHTPOJIb Ka1ecTBa-
bepaun-Xemu AT,
Iepmanus(Glienicker Weg 125, 12489,
Berlin, Germany

Homep 1 1aTa perHcTpallHOHHOTO YAOCTOBEPCHHS TINO012253/01 ot 02.03.2012 ( naTa
nepeodopmnenus 05.06.2019)

HoMep u 1aTa HOPMaTHBHOH JOKyMEHTAIHH 1 N012253/01-050619

HaumMeHoBanne H aznpec JepKaTens Bepnun-Xemu Al', ['epManus

PETrHCTPAILIMOHHOTO YIOCTOBEPEHHS (Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosiiHii J0OKYMeHT NOATBEP/KAAeT:

-JIaHHBI JIeKapCTBEHHBIH Mpenapar cooTBeTCTBYeT 61-@3 «OO6 oOpallleHHH JIeKapCTBEHHBIX

CPENCTB...»;
-cepHsi JIGKapCTBEHHOIO IperapaTa COOTBETCTBYET TPeOOBaHMAM, YCTAHOBICHHBIM IpH €ro

rocyaapcTBeHHOH perucTpaiiu

[MpencraBupes

/=== CoxonoB B.Jl.  04.10.2021

(mara )

000 “BepnuH-Xemu/A. MeHapuHH"

HOpuaudeckuin agpec: Poccus, 123317, . Mockea, MpecHeHckan HabGepexHasn, a. 10
Moutossi aapec: Poccun, 123317, 1. Mocksa, NpecHerckan HabepexHasn, a. 10
TenedoH: +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
MpoayxT: Manunun ® 3,5
Kog npopaykTa: F132420
Ne¢ cepun. 18016

[ara warotoenenua. 05/2021
[ara sbinycka cepun: 23/08/2021
HopmaTtveHas A0KyMeHTauus:
INekapcTeenHan ¢opma:

M N 012253/01-050619
Tabnetkwn, 3,5 mr

JlelicTeyiowee BeWeCTBO: FnuBexknamug

MpouasoauTens aencTeyowero sewectea:  Lpu Kpuwna Gapmacsiotukanc Numutea, MHaus

Obwem cepum (KoNU4ecTro): 25719

Mokasatens Cneuwndmkaumun

Onucanue Poaosbie nnockouMnuHapUYeckue TabneTku O CKOLWEHHBIMK

KPaAMW W PUCKOW C OAHOW CTOPOHbI TabneTku,

110.00mr£ 7.5 %

MapameTtep npuemnemoctu ans 10 e4UHUY 403MPOBAHWUA

n 5 15,0. NapameTep npuemnemoctk AnA 30 eguHAY
Aoc3upoBaHnA S 15,0 ¥ HA OAHA M3 EAMHWY A03MPOBAHWA He
meHee 0,75M wnu Gonee 1,25 M

He Gonee 10 MuH

CpeaHan macca
OAHODOAHOCTE A03NpoBaHKUA

PacnapaemocTe
PacTteopeHue
R He meree 80 % (Q) yepe3 10 MuH OT 3aABNEHHOIO COABPXKAHUA

NognuHocTs (BIXX) Bpemn ygepxvBaHWA OCHOBHOrO NKa HA8 XPOMAaTorpaMme
WCNBLITYEMOrC pacTeopa A0MKHO COOTBETCTBOBATL BPEMEHM
YAEePXMBAHMA OCHOBHOrO NWKAa HA8 XpOMAarorpamme
CTaHAapTHOro pacTeopa rnubeHknamnaa.
PoacreeHHble npyMmecu
npumecs A (BSA)
npumecs B (BSC)
neban eanHUYHanA
HeMABHTUMUMPOBAHHARA NPUMECh
CYMMa HenaeHTUMDUUMPOBaHHBIX
npumecen
cyMma npumecen
Mukpobuonoruueckas yncToTa
O6wee 4nueno aspobHbix
MWKpPCOpraHnamMoB
O6Wee YUCno APONOKEBBIX U
nnecHesbIx rpuéos
Escherichia coli
KonudecteexHoe onpeaeneHue

He Gonee yem 1.6 %
He Gonee uem 0.2 %
He 6onee yem 0.2 %

He Gonee yem 0.4 %

He Gonee yem 2.0 %

He Gonee 10° KOE 8 11
He Bonee 10° KOE e 11
otcyTtcreve B 1r

ot 3.32.mr fo 3.68 mr rnuwBexknamupaa B Tabnetke (95 % - 105
% OT 3aABNEHHOTO COAEPXAHUA)

YnakoBeka Mo 120 Tabnetok Bo dhnakoH uwa GecuseTHoro crexkna,
YKYNOPEHHBIA LWTENCENBHON NPOBKOA U3 NONWATUNEHA.
Mo 1 dnakoHy ¢ MHCTPYKUMEN NO NPUMEHEHWIO B KAPTOHHOW
naske.

Mapkuposka

1. MepBuYHaR ynakoBKa NekapcTBEHHOro npenapara.
Ha atukeTke dnakoHa Ha DYCCKOM A3bIKE YKa3biBaIoT:
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOproBoe HaumeHosaHwe npenapata ®

MEXAYHAaPOAHOe HeNaTeHTOBAHHOE HauMeHoBaHWe
NeKapcTBeHHyIo hopmMy

AQ3NPOBKY

KonuyecrTso Tabnertok B ynakoske

«[InA npuema BHyTpb»

COAepxXaHue [eicTayoLlero BewecTea B oaHoi Tabnetke

Ceprugpuxar ananuza

Foaen po: 05/2024

Peaynbrar

Poaosesie nnockouunuHapudeckuwe Tabnetkn
CO CKOLLBHHBIMMA XDAAMWA U DUCKOW C OAHOW
CTOpOHbi TABNeTKK,

110.40 mr
32

2. MWH
98. %

MonoxurensHo

%
%
%

0.2
< 01
< 01

< 01 %

0.2 %

5. KQE/r

< 10. KOEIr
CoorsercTeyer
3.47 mr

CoorsercteyeT

BERLIN-CHEMIE/MENARINI
ManuHun ® 3,5
FnubeHknamug

Tabnetku

3,5 mr

120

yKkasaHo

B oaHo#i TaBneTke CoaepuTCR

rnuGeHknamMuaa (MHKpOHW3IMPOBaHHARA
topma) - 3,5 mr

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



Analysenzertifikat Certificate of Analysis
Mpoaykr: ManuHun ® 3,5
Kop, npopykra: F132420

Ne cepuu: 18016

Mapkuposka

«MNOrNMKEMUYECKOS CPeaCTBO»

«CobniopaTb NPUNOXEHHYIO MHCTPYKUMIO NO NPUMEHEHWID Npenapatay
«JlekapcTeeHHOe CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AETEN MECTe!»
Ne cepun: 18016

[lara narotosnenua: 05/2021

loaen po: 05/2024

HeBuaumeiii 31ak 3awuTel

MNpownasoacTeeHHBIN KOA

2. BropuyHas ynakoska

Ha KapToHHOM nayke Ha PYCCKOM A3bIKE YKa3bIBAKOT:

HaUMeHOBaHKe (DUPMbI-NPOUIBORUTENA, CTPAHY

HanMmeHoBaH e PUPMBI, OCYLLECTBNAKLLEH BLINYCKAKLWMA KOHTPONL KaYeCcTBa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOProBoe HauMeHoBaHue npenaparta ®

MEXAYHaPOAHOE HENATEHTOBAHHOE HAMMEHOBaHWe

nexapcTeeHHy copmy

AO3NPOBKY

konu4ecTeo TabneTok B ynakoeke

«[INA npuema BHYTPb»

COAepXaHue AeACTBYIOLLIEro BEWeCTsa B oaHOW TabneTke

YCNOBUWA XpaHeHuA

«lunornukemMuueckoe cpeacreo»

«CoBNioAaTs MHCTPYKLMIO NO NPMMEHEHMIO NPENapaTa, KOTOPAs HAXOAWTCH BHYTPU yNakosku»

«/lekapCTBEHHOE CPEACTBO XPAHMTL B HEAOCTYNHOM ANRA AETeil MecTely
«CoaepuT NakToay u kpacuTens NykUoBwii [Mowco 4 R] (E124)»
HOMEP PerucTPauyuoHHOIO YAOCTOBEPEHUA

YCNOBURA OTNyCKa

Ne cepumn: 18016

[fata warotoenenua: 05/2021

lopen po: 05/2024

WTPUX-KOA

Hesugumbiin 3nak 3awuTel

MpownaBoACTBEHHBIN KOA

3TUKETKA KOHTPONA NepPBOro BCKPLITUA

CPEACTBa MABHTUDMKALINM CUCTEMbI MOHUTOPWHTa ABUXKEHWUA NEKAPCTBEHHLIX NPENapaTos

XpaHeHue Mpu TemnepaType He Bbiwe 25°C
Cpok rogHocTH 3rona
Ceprtudmxar:

Boileyka3arnHas cepus 0TBeHaeT TpeGoBaHWAM HOPMATUBHOM AOKYMEHTALMM.

Dr. Noybeért $tang

YnonHomouenHoe nwlio

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

Peaynurar

yKa3aHo
ykasaHo
yKka3aHo

nMmeerTcna
WMeeTca

Bepnun-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
MaHuHun ® 3,5
Fnuberknamug

Tabnetku

3,5 mr

120

YKa3aHo

B oaxown TabneTke copepxuTes
rnuBenk 408 (MUKp P HAR
topma) - 3,5 mr

yKka3aHo
yKasaHo
ykasaHo
ykasaxo

M N 012253/01
Mo peyenty

HMeeaTcR
WMeaTCR
umeerca
He umeeTca
uMeeTca




