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Toprooe HaHMEHOBAHHE
MesK1yHapoIHOE HeTlaTCHTOBAHHOT HAUMEHOBaHHE
(rpyrnupoBodHOE HIH XHMHUECKOE)
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(2 wiT.), MAYKH KapTOHHBIE
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HaumeHoBaHue M alpec [IpOU3BOINTENA (c HpomBonnTeﬂb-BepnMH-

yKa3aHHEM CTauil IPOU3BOJICTBA) Xemu AI‘,FepmaHm(Tempeihofer Weg
83, 12347, Berlin, Germany)
Boinyckalomuii  KOHTPO.Ib Kavecrna-
Bepnun-Xemu Al Tepmannsi(Glienicker
Weg 125, 12489, Berlin, Germany)
JIC-002211 ot 28.10.2011

JlaTa 3aMEHBI 02.11.2021

Homep M Jata HOpMaTHBHOIL IOKYMCHTaIHH
HaumeHOBaHHE 51 azapec AepKaTes BepnuH-XeMH AT I'epmanus
PErHCTPAIHOHHOTO YOCTOBEPEHHA Glienicker Weg 125, 12489, Berlin,
Germany

Homep ¥ laTa pErHCTPALHOHHOTO YIOCTOBEPEHHA

HacTosiiuii J0KYMEHT MOATBEPHRAAET:

_JaHHBIH JIeKapCTBEHHBII Mpernapar cooteetcTBYeT 61-03 «O6 obpaleHH JIeKapCTBEHHBIX
CPEICTB...»,

-cepysl JIEKapCTBEHHOIO fiperapara COOTBETCTBYCT TpeGoBaHUsAM, YCTAHOBICHHBIM npu €ro
rOCY1apCTBEHHOM PETHCTPALIIH
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FOpuanHeckuin anpec: Poccus, 123317, . Mockea, MpecHeHcKas nabepexHas, 4. 10
MouToBbLI agpec: Poccus, 123317, r. Mockea, lNpecHeHcKan HaGepexHasn, 4. 10
TenedpoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpuxart aHanusa
MpopykT: MUr® 400
Kop npoaykTa: F143801
Ne cepum: 22828A
[laTa M3roToBNEHUA. 04/2022 FopeH po. 04/2025
[laTa BbINYCKA CEPUM. 08/06/2022
HopMaTHBHAR AOKYMEHTaUUA: Nc-002211-021121
flexapcTeerHas opmMa: TaBneTky, NoKPbIThIE nnexouHo! cBonoukoi, 400 Mr
[leiicTayioliee BEUWECTBO WoynpocpeH

MNpouasoAUTENb ABRCTBYIOWEND sewecrea: SHANDONG XINHUA PHARMACEUTICAL CO., LTD., China
Obbem cepuu (Konu4ecTBo YNaKoBOK): 23000

MNoxaszarenkb Cneyndurauma PeayneTar
OnwucaHue OBanuHble TabneTky, NoKPbITHIE fINEHOMHOMR OBanbHbIe TADNETKM, NOKPBITHIE
oBonoukoit, Benoro unk nouTh Genoro UeeTa, ANEHONHOR OBONCHKOR, NOYTY Benaro

UBETA, UMEKILLME ABYCTOPOHHION pUCKY
ANR AENEHURA 1 THCHEBHWSA Ha OfIHOWM U3
cropoH «E» u «E» no obenm CTopaHaM ot

UmeioLLme ABYCTOROHHIO PUCKY ANA AEneHna
U TUCHEHUR Ha OAHOR W3 CTOpoH «E» 1 «E»
no ofieum cTopoHam OT PUCKK

DUCKIA
MoanurHocTs (BOXX) Bpema yAepusarus 0CHOBHOMO nuKa Ha MonoXuTensHo
XpOMaTorpamMMe UCnbITyemore pacTsopa A0SIKHO
COOTBETCTBOBATE BPEMEHI YACPKUBAHUA OCHOBHOMO
(K3 Ha XpOMATOrpaMMe CTaHAapTHOTe pacTeopa
ubynpotpeHa
CpepHsn Macca 0.666r+5% 0.665r
PacnajaemocTs He 6onee 15 muH 1. MuH
PoACTBEHHBIE MpUMECH
- nioBan eAnHUYHAR He Gonee 0.2 % < 01 %
HewaeHTUUUMPOBAHHAA NPUMECD
- cymma HeunaerTUULUPoBaHHbBIX He 6onee 0.3 % < 01 %
npumecei
OAHOPOAHOCTE A03UpOBAHWA FHAUCHUE NOKAIATENS NPUEMIIEMOCTI {AV) ana nepesix 10 1.4
£/UHULL AOIMPOBAHVA AGITAHC BuiTh < L1, Ecnw sHadenue
nOKa3aTens npUeMneMocTi (AV) Boneiwe L1, TecTupyor
cneaylowme 20 equHul ADSMPOBAHNA K BEILMCNIOT aHaueHme
noKasaTena NpueMnemMocTu (AV). 3raverue nokaszarens
npUeMNemMocTy (AV) anm 30 epunuil AOINPOBAHUR AOMKHO Boite
< L1 W HY B 0AHOH eauHvLe N03WPOBAHS CORBPKHAE
AEUCTBYIOLIEFO BELLECTBA HE AOMKHO Buite Menee wem (1-L2 x
0,01) M unu Gonee uem (1+L2x001)M
Mukpobuonorudeckan yucrora®
OBwee konuuecTso aspobHbix 3
npeaensnoc
MAKDOOPFaHWIMOB He Gonee 10°KOEsB8 11 He onpeaensinoch
O6Luee KONMHECTBO APOHIKEBbBIX 1 5
He onpeaensnocs
AnecHeBLIX rpUBoB He 6onee 10°KOEB 1T pea
Escherichia coli OtcytctBue B 17 He onpegensnoce
KonwuecTBeHHoe onpeaengHie (BIHX) O 380 mr 40 420 mr uGynpochena B Tabnetke (95 % - 398. mr
105 % OT 3aRBNEHHOT0 COAEPKEHNA).
Ynakoexa Mo 10 TaBNeToK B KOHTYPHOM AYERKOBON YNAaKoBKe CooTBeTCTBYET

(6nucTep) ua NBX/dgonbra anoMUHKEBOR.
Mo 2 BnucTepa ¢ UHCTRYKUKUeN No PPUMEHEHWIO B
KApTOHHOW AAYKE.

* [IpoBOAKTCA HA kamaon 10-4 cepuu, He MeHee OAHOro pasa B roa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucci (Vorsitzendet), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentralel, Fax +43 30 6707-2008 {Qualitdtskontrolie).




Analysenzertifikat Certificate of Analysis
MpoaykT: MUr® 400
Kop npeaykra: F143601

Ne cepun: 22628A

Mapkupoexa

1) MepBuyHan ynakosxa NeKapcTBEHHOrO npenapara
Ha 6nucrepe Ha pYCCKOM A3LIKE YKa3bIBaIOT:

TOpProBoe HauMeHosanue npenapaTta®

MEXAYHAPOAHOE HENATEHTOBAHHOE HauMeHoBaHue
AO3VPOBKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
N2 cepun: 22628A

lopex go; 04/2025

HEBMANMBIN 3HAK 3alLNTbl

2) BropuyHas ynaxkoBka.

Ha kapToHHOW Nayvke Ha PYCCKOM R3blKe YKasbiBaloT:

HaumeHoBaHue MUPMLI-Npou3BOAUTENRA, CTPaHY

HaumeHoBaHue MUPMbI, OCYLLECTBNRIOWEN BoiNYyCKaKLWWA KOHTPONb
Kauecrsa, crpaHy

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

TOProBoe HaUMEHOBaHKKE npenapaTa®

MEXAYHapOAHOE HENaTEHTOBAHHOE HAUMEeHOoBaHWe

AD3UPOBKY

NexkapcTBeHHYI0 (hopmy, KonuyecTBo TabNeToK B ynakoexe

COAEPXaHne 1IEACTBYIOLLErD BELLECTEa B 0AHON TaBneTke

YCNOBURA XpaHeHUR

«CobnioaaTe UHCTPYKLMIO NO NPUMEHEHWIO NpenapaTa, koTopas
HAxX0AUTCA BHYTPU YNaKOBKW»

«JlekapCTBEHHOE CPEACTBO XPAHWUTL B HEJOCTYNHOM ANA AeTel mecTely
pPErMCTPaUMOHHLIA HOMEP

YyCNoBUA 0TNyCKa

Ne cepuu: 22628A

[ava warotosnenua: 04/2022

lopeH po: 04/2025

WITPUX-KOA

«[ins npuema BHYTpbY»

«Cpenaxo B lepmanun»

«OT Bonu u xapa»

HEBWAUMBIA 3HAK 3aLLMTbI

NPOUIBOACTBEHHBLIA KO

ATUKETKA KOHTPONS NEepBOoro BCKPbLITUA

CPEeACTBa MAEHTUUKALMK CUCTEMbBI MOHUTOPUHIE ABWKEHUA
NeKapcTBeHHLIX NpenapaTos

XpaHeHue
CpOK rogHocTH

Ceprudmkar:

Brilueyka3daHHas CEPUA 0TBeYaeT TpeboBaHUAM HOPMAaTUBHOM AOKyMEHTaLMN.

. Tibor Miké

YnonHoMoYeHHOoEe NULo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Alectti - Vorstand: Dr. Luca Lastrucci (Vorsit2 T}f,tm;
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12488 Berlin - Tel. +49 30 6707-0 {Zentralg), Fax +4%

BERLIN-CHEMIE
MENARINI

Ceprugurar aHann3a

PeaynbTrarbl

MWUIr® 400
Wéynpodper
400 mr

BERLIN-CHEMIE/MENARINI

UMEeeTCR

Bepnmd-Xemu AlC, Fepmanus

bepnux-Xemu Al Mepmanus

BERLIN-CHEMIE/MENARINI

MWI® 400
Woynpoder
400 mr

20 TabneToK, NOKPLITLIX NNEHOYHOR

oBoneYKon

B 1 TabneTke, NOKPLITOR NNEHOYHON
obonoukon, conepxutcs 400 Mr

ubynpodeHa.

XpauuTb npu Temneparype He soiwe 25°C.

yka3aHo

yKa3aHo
NC-002211
bes peyenta

nMeeTcs
yKasaHo
yKazaHo
YKa3aHo
UMEETCR
UMeeTCR
He umeeTcH
umeeTcs

Mpu Temneparype He Bbiwe 25°C
3ropa

:&;da 70 zdzré f

Tatsehke,



