M OO0 bepnnH-Xemmu/A. MeHapurn

MO/ITBEP)KIEHHE COOTBETCTBHS

Ne [1C-29015
Toprosoe HaumMeHOBaHHE Manuaun® 5
Me:xnyHapo/iHoe HETATEHTOBAaHHOE HAHMEHOBAHHE I'nmubenknamung
YIIHPOBOYHOE HIIM XUMHYECKOE)

JlekapcTBeHHas dopma TabneTku
Jo3HpoBKa 5 Mr
®opma BBIITyCKa 120 wt., duakonsl (1) , mauku

KapTOHHEIE
HoMep cepun (nmaptun): 29015
O6beM cepun(apTuy) 20 765
JlaTa npousBo/icTBa 01.01.2022
T'oneH 1o 01.01.2025

HanmenoBanue u afpec npou3BoauTes (c
YKa3aHHEM CTaIHH MPOH3BOACTBA)

IMpon3soautens-MeHapuuu-DOoH
Xerinen I'm6X,) Leipziger Strasse 7-13,
01097 Dresden, Germany
Beimyckaomuii KOHTPOJIb
KauecTtBa-bepaun-Xemu AT,
'epmanns(Glienicker Weg 125, 12489,
Berlin, Germany)

HOMep H JaTa peTUCTPallHOHHOIO YAOCTOBEpEHHUSA

ITNO11519/01 ot 07.03.2012 (naTa
nepeodopmienus 12.07.2021)

Homep 1 1aTa HOpMaTHBHOMH JOKYMEHTALHH

IINO11519/01-311017 u3m.Nel-3

HanmMeHoBaHue " ajipec
PErHCTPALIHOHHOTO YI0CTOBEPEHHSA

JepxKaTens

Bepnun-Xemu AT, I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosmui T10KyMeHT NOATBEPKAAET:

-IaHHBIH JICKapCTBEHHEIA INperapar cooTBeTcTBYeT 61-P3 «O6 obpalieHHH TeKapCTBEHHbIX

CPENCTB...»;
-CepHs JIEKapCTBEHHOIO IperiapaTa COOTBETCTBYET TPEOOBAHMSAM, YCTaHOBJIEHHBIM TIPH €ro
rocylapCcTBEHHOH perucTpaluu

(noamnuce)

709
Qi

000 "BepnuH-Xemw/A. MeHapuHu"

T

Coxkoos B./I. 27.05.2022

(nata)

Opuauyeckuin anpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HabGepexHasn, 4. 10
MouTtosein agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HabepexHasn, a4. 10
TenecboH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




MENARINI

BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpukar ananusa
MpogykT: Manunuun ® §
Koa npogyxkra: F141482
Ne cepun: 29015

Hara warotosnenus: 01/2022
Lara sbinycka cepun:  03/05/2022
HopmatueHas 4oKyMeHTaUuA:
NexapcreenHas opma:
Heiicreyowee sewecTso:

lMponasoauTens AslicTeyiowero sewjecTsa:

O6vem cepuu (konudecTso):

M N 011519/01-311017 ¢ uam, Ne1-3

Tabnetku, 5 mr

Fnibenknamung

Wpu KpuwHa ®apmacsioTykanc lNvmureg, UHana
20765

lopex po: 01/2025

Mokasarent Creyuduxayun Peaynerar
Onucanne Poaosbie nnockoyunuHapuyeckiue TabneTku ¢ cackon n Pososie nnockoupnHapueckiue TabneTxi
PMCKOW C OAHOI CTOPOHBI TABNETKM © (aCKOA U PUCKOW C OAHOA CTOPOHBI
Tabnetn
CpeaHan macca 150.00 Mr+7.5% 151, mr
OnvoponHocTs 403MpoBaHUA MapameTp npuemnemocTi Ana 10 eguHuy [03UpOBaHKA 20
n s 15,0. NapameTp npuemnemocTu AnA 30 eAUHUY
A03VpOBaHUA S 15,0 M HY OAHA M3 BAWHUL AO3NPOBAHWA He
meHee 0,75M wnu Gonee 1,25 M
Pacnagaemocts He Gonee 15 muH 3. MUH
Pacreopenue He meHee 65 % (Q) yepes 60 mMuH 98. %
NoanuxocTs (BAXX) BpemA yaepxveaHna OCHOBHOrO NiuKa Ha Xpomatorpamme MonoxutensHo
UCNLITYEMOr0 pacTBopa A0/KHO COOTBETCTBOBATL BPEMEHW
yAepx#uBaHuA nika rnubeHknamnaa Ha xpomaTorpamme
CTaHAapTHOTO pacTeopa
MocToporHue npumecu
BSA He Bonee vem 0.8 % 0.2 %
BSC He Gonee yem 0.4 % < 01%
noban eguHUYHaRA He Gonee yem 0.2 % 01 %
HeWABHTU(UUMPOBaHHARA NPUMECH
CyMMa HeUAeHTUNLMPOBAHHbIX He Bonee yem 0.4 % < 01%
npuMecew
CymMa npumeceit He Gonee uem 1.5 % 02 %
MuxpoBuonoruyeckan yucrtora
O6wee uncno aapobHelx He Gonee 10° KOEB 1r < 10. KOE/r
MUKPOOPTaHU3IMOB
O6Lee YMCNO APONOKEBbIX U He Gonee 10 KOE B 11 5. KOE/r
nnecHesbix rpubos
Escherichia coli oTcyTcTBMe B 11 Coorsercreyer
KonuyecrteeHHoe onpeaenexve 4.75 no 5.25 mr Ha Tabnetiy (95 % - 105 % 4.99 mr
OT 3aABNEHHOro konw4ectea rnubeHknamuaa)
Ynakoeka Mo 120 Tabnetok eo nakoH na GecuseTHoro crekna, Cooreertcreyer
YKYNOPEHHbIA WTeNncensHon NpoBKon U3 NONUaTMNeHa.
Mo 1 chnakoHy ¢ MHCTPYKUMEN  NO NPUMEHEHWIO B KAPTOHHOM
Mapkupoeka

1. MNepBu4Has ynakoBka nexkapcTEEHHOTO Npenapara.

Ha stuketke gnakoxa M CKOM A3biK

K |BAIOT:

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

BERLIN-CHEMIE/MENARINI

TOprosoe HavMmeHoeaHwe npenaparta ® Manunun ® 5
MEXAYHAPOAHOE HEeNATEHTOBAHHOE HauMeHOoBaHWe Fnwubenknammng
nexkapcTBeHHyio opMy Tabnetku
A03KpOBKY 5 mr
KonuyecTso TabneTok B ynakoeke 120

«[nA npuema BHyTPb» yKasaHo

CoAepxaHve fedCTByloLWero BewecTea B ogHol TabneTke rnnGexknammaa 5 mr

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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 +43 30 6707-2008 (Qualitatskontrolie).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayk: MannHun ® 5
Koa npogykTa: F141482

Ne cepuu: 29015

Mapkuposka

«lunornukemnyeckoe cpeacTeon

«CoBnoaaTh NPUNOKEHHYHIO MHCTPYKLIMIO MO NPUMEHBHUIO npenapata»
«/lexapcTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANS AETelR MecTal»
Ne cepun: 29015

Nara usrotoenenns: 01/2022

lonen ao. 01/2025

HeBugumbii 3Hak 3awmTs

MpownasoacTeeHHbIN Kog

2. BropuvHan ynakoeka

Ha kapToHHOM Nayke Ha PYCCKOM A3bike YKa3blBawT;

HauMeHoBaHue cbupmu-npousonmenﬂ. CTpany

HaumeHoBaHWe (hMPMbI, OCYLLIECTBNRAIOWEN BbiMyCKaIWMA KOHTPONb KaYecTsa, cTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natunvue)

Toproeoe HauwMeHoBaHWe npenapata ®

MeXayHapoAHOe HenaTeHTOBaHHDe HaumeHoBaHue

nexapcTBeHHy0 opmy

A03NpOBKY

konuuecTeo TabneTok B ynakoeke

«[InNA npuema BHyTPb»

COAEpPXaHWe AeACTBYIOLLEro BELLECTBa B OAHOW TabneTke

YCNOBUA XpaHeHUA

«lMMnornukeMyWyeckoe cpeacTeon

«CoBniopaTh MHCTPYKUMIO MO NPUMEHEHWIO Npenapara, KOTOpas HaXOAMTCA BHYTPW YNakoBKu»
«JlekapcTeeHHOE CPEACTBO XpaHUTb B HEAOCTYNHOM ANA AeTel MecTel»

«Copepxut naxtosy v kpacutens nyHuUossI# [MoHco 4 R] (E124)»

HOMEp PerucTpaumoHHOro YAOCTOBEPEHUA

YCNoBms oTnycka

Ne cepum: 29015

[ata warotoenenus: 01/2022

lopeH go: 01/2025

WTPUX-KOA

Hesuanmbii 3HaK 3awmThl

MpouasoacTEEHHLIA kKOf

3TUKETKA KOHTPONSA NEPBOTO BCKPLITUA

CPEACTBA MAGHTUAIMKALIMK CACTEMbI MOHWUTOPHHTE [LBVIKEHWA NEKAaPCTBEHHBIX Npenaparos

XpaHeHue Mpu Temneparype He Boiwe 25°C
Cpok rogHocTh 3 ropa
Ceprugukar:

BelleykasaHHan cepua oTBevaeT TpeGoBaHUAM HOPMaTUBHON ROKYyMeHTaUMu,

Dr. beyt Stang

YnonHomMo4eHHO& nLo

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

Ceprudpuxar ananusa

Peaynebrar
yKkasaHo
yKasaHo
yKasaHo

nmeeTca
HMeeTcH

MeHapuHu-DoH XeageH MTMEX, Tepmanun
BepnuH-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI|

MauuHun ® 5

Fnw6exknamug

Tabnetkn

5wmr

120

yKkaaaHo
rruGexknamuaa 5 mr

XpPaHWTL NpW TeMnepartype He Boilwe 25°C
ykasaHo

yKasaHo

ykaaaHo

ykasaHo

MN011519/01

Mo peyenty

uMmeertca
uMeeTcs
nMmeeTca
HE UMEeEeTCH
uMeeTcs




