00O bepsnnH-Xemn/A. MeHapmHH

IOATBEPKJIEHHUE COOTBETCTBHA

Ne [1C-14010A

Toprosoe HaMMEHOBaHUE bepnunpua® 20

MesxayHapoHOE HENaTEHTOBaHHOE HAaMMEHOBAHHE OHananpHil

(rpyNmHpOBOYHOE HIH XHMHYECKOE)

JlexapcTBeHHas popma TabneTKu

Jlo3upoBKa 20 mMr

®opma BEIITYCKa 10 1mT., yIaKOBKH TYEHKOBBIC
KOHTYPHBI€ (3 1IT.), MAYKH KapTOHHBIE

Homep cepHH (MapTHH): 14010A

0O6BeM cepuH (MapTHH) 46 600

JlaTa MpoM3BOJACTBA 01.11.2021

T'ogen 1o 01.11.2024

HauMeHOBaHME M  ajgpec mpousBoauTens (¢ IIpou3soauTenn

yKa3aHHeM CTajiuii IPOU3BOICTBA) Bepnun-Xemu AT, I'epmaHus

(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BoinyCKalO M KOHTPOJIb KAYecTBa
Bepnun-Xemu AT'(Glienicker Weg 125,
12489, Berlin, Germany)

Homep 1 aTa perucTpalHOHHOTO YAOCTOBEPEHHS I1 N015000/01 ot 22.07.2008
JlaTa BHeceHHs H3MeHeHui 03.12.2019

Homep 1 JaTa HOpMAaTHBHOM JIOKYMEHTALUH I1 N015000/01-031219

HaumeHoBaHHE H azpec JeprKaress Bepmun-Xemu AT, 'epmanus

PErUCTPALIHOHHOTO

yIIOCTOBEPEHHUS

Hacrosamui I0OKYMEHT NOATBEPKAAeT:

-NAHHBIH JeKapcTBeHHBIH Tpenapar cooTBeTcTBYeT 61-@3 «O6 0OpallleHHH JEKapCTBEHHBIX
CPEACTB...»;

-cepusl JIEKApPCTBEHHOTO IpernapaTa COOTBETCTBYET TPeOOBaHMAM, YCTAHOBIEHHBIM IPH €ro
rocyapCTBEHHOH PErHCTpalHH

=== Coxonos BJI.  22.06.2022
(rmoanmcs) (nara)

000 “BepnuH-XeMmw/A. MeHapuHK"

IOpuauyeckuii agpec: Poccus, 123317, . Mockea, MNpecHexckas HaGepexHas, A. 10
Moutoebin anpec: Paccus, 123317, r. Mockea, MpecHeHckan Habepexnasn, a. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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MENARIN

Analysenzertifikat

MpoaykT:

Koa npopykra:

Ne cepun: 14010A

[ara narotoenenus: 11/2021
[Dlata swinycka cepuu: 19/05/2022
Hopmamaﬂaﬂ AOKYMEHTaLNA:
NekapcTeeHHan gopma:
JecTByoujee BeLLEeCTBO!

MpoussopuTENt AeRCTBYIOLLEro sewecrsa:

O6vem cepum (KONMYECcTBO YNaKoBOK):
MNokasatens
OnucaHwe

CpeaHns macca
OAHOPOAHOCTL 4,03UPOBAHWUA

PacresopeHue

MoANMHHOCTE
Ouananpuna manear (BIXX)

PogcreeHHble npumecy
OHananpunat
OHananpuna AMKeTonuNepasunH
HenaeHTuduuMposaHHbIe NpUMecH:
- no6an eanHWYHAA NpUMech
- cymma
Cymma npumecen
MoTeps B Macce Npy BbICYLUMBAHUKA

Mukpobuonoruyeckan YucToTa

O6Lee 4yucno aspobHbiX MUKPOOPraHn3aMos

Obuwee YMCNO APOHOKEBLIX U NNECHEBbLIX
rpn6os
Escherichia coli

KonwyecTBeHHOE onpejeneHne

YnakoBka

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

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Bepnunpun® 20
F137481

M N015000/01-031219

TabneTku, 20 mMr

3Hananpun

UeuanH Xyaxait dapmacsiotukan Ko., Jita. Kutai
46600

Cneuudmkauus

Kpyrnble, cnerka ABOAKOBbLINYKMble TaGneTku
6neaHO-PO30BOr0 LIBETA, CO CKOWEHHbIMKA
KPOMKAMU U HACBYKOW ANA AGNEHUA Ha OAHOM
CTOpOHE, BO3MOXHBI BKpanneHua Genoro 1 TemHo-
po3oBeoro useta

Cepru¢gmxar aHanusa

lopen po: 11/2024

Pesynerar
Kpyrnsie, cnerka ABOAKOBbINYKbie
rabnerkn Bneano-pososoro ysera, co
CKOLU@HKHbBIMW KPOMKEMH ¥ HACEMKOW ANA
AeneHus Ha OAHO CTOpOHE

BKPaNNEHUs OTCYTCTEYIOT

0220r+7.5%

MapameTp npuemnemocTti aAnsa 10 eauHnL,
AosuposaHus < 15.0. MapameTp npUeMnemocTi
AnA 30 egnHuy A03MpoBanus S 15.0 U HU OAHAE 13
eAMHUL A03UPOBaHNA He < Yem 0.75M unu > 1.25M

He meHee 65 % (Q) yepes 15 MuH OT 3aABREHHOrO
COAEPKAHWA

BpemeHa yAepKUBaAHWA NUKOB ManenHoBoi
KWGNOTHI ¥ aHananpuna Ha xpomarorpamme
WCNLITYEMOro PacTBopa AOMKHEI COOTBETCTBOBATL
BpeMeHaM YAEePKUBAHUA NUKOB ManewHoBo#
KWCNOTEl U 3HaNanpuna Ha xpomarorpamme
cTaHaapTHOro pacteopa

He Gonee 3.0 %
He Gonee 0.7 %

He Gonee 0.2 %
He Gonee 1.0 %
He Gonee 4.0 %
He Gonee 1.5 %

He 6onee 10°KOE s 11
He 6onee 10°KOEB 1 1

Otcytcreme B 11

90 - 105 % OT 3aABNEHHOr0 COAEPXaHNA

(oT 18.0 go 21.0 mr aHananpuna manearta s
Tabnetke)

Mo 10 TabneTok B KOHTYPHOI A4E#KOBOA ynakoBke
(6nucTep), MIroToBNEHHOH K3 NnaMuHUpOBaHHON
nAeHKN (nonuamua/anioMuHiA/NBX) u doneru
aniomuHvesoi. Mo 3 6nuctepa € WHCTPYKUWed no
NPUMEHEHWIO Npenaparta 8 KAPTOHHOW nauke.

0.220r
31

89. %

MonoxutTensHo

< 01 %
< 01 %

< 01 %
< 01 %
< 1. %
0.7 %
< 100. KOE/r
< 10. KOE/r
CooTeeTcrayeT

101. %

CoorseTtcTBYET
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: Bepnunpun® 20
Koa npoaykTa: F137481

Ne cepuu: 14010A
MapkupoBka

1) MepBU4HARA YyNaKOBKA NEKapCTBEHHOro npenapara
Ha Bnuctepe Ha PYCCKOM A3bIKe YKa3blBaOT:

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

Toprosoe HaumeHoeakue npenapata®
MEX/AYHapOAHOE HENAaTeHTOBaHHOE HauMeHoBaHue
nekapcTBeHHYK hopMy

A O3UPOBKY

Ne cepuu: 14010A

loaeH po: 11/2024

HEBWAMUMBIA 3HAK 3aLWUThI

2) Bropu4yHas ynakoeka
Ha KapTOHHOW Nayke Ha PYCCKOM A3bIKE YKA3bIBAOT:
HauMeHoBaHwe (QUPMbi-NPOU3BOAUTENA, CTPaHY

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

TOprosoe HaumeHoBaHue npenaparta®

MeXayHapoaHoe HenaTteHTOBaHHOE HauMeHOBaHue
A03NpOoBKY

KOnW4ecTBo TaBNeToK B ynakoeke, NEeKapCcTBEHHYI0 opMy
coaepxaHue AedCTBYIOLEero BellecTea B oAHoi TabneTke

YCNOBWUA XPaHEeHWA

«Co6MoAaTh MHCTPYKLMIO NO NPUMEHEHWIO NPenapara, KoTopas HaxoAUTCA BHYTPU yNakoskin»
«JlekapCTBEHHOE CPeACTBO XPaHUTL B HeAOCTYNHOM ANA AeTel mecre!»
perucTpaunoHHslit Homep

yCnoBuA oTnycka

Ne cepuun: 14010A

[ara usrotoenenus: 11/2021

[opeH po: 11/2024

WITPHX-KOZ,

cnocob npumeHeHun

«CofEepXUT NakTo3y»

«[InA NeyeHUs apTepuanbHoN runepTeHsun u cepAe4HON HeAOCTaTOHHOCTHY

HEBUANMBIW 3HAK 3anThl

NPOU3BOACTBEHHBIA KOA

3TUKETKA KOHTPONA NEPBOrQ BCKPLITUA

cpeacTea MABHTUMKAUMM CHCTEMbI MOHUTOPUHIE ABWKEHUA neKapCcTBEeHHbIX Npenaparos

XpaHenue
Cpok rogHocTH

Ceprudhukar:
BuilueykasaHHan cepus oTeevaeT TpeGoBaHuAM HOPMaTUBHOI AOKYMEHTaLuK.

Dr. No}bert tang

YnonHoMo4yeHHoe NuLo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzenderr,
trale),

Dr. Attitio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zen

Ceprucukar ananusa

Pesyneratsl

BERLIN-CHEMIE
MENARINI
Bepnunpun® 20
Suananpun
Tabnetku

20 mr

umeeTcsa

Bepnun-Xemu AT, FepmaHua
BERLIN-CHEMIE
MENARINI

Bepnunpun® 20

Sxananpun

20 mr

30 TabneTok

g 1 TaGnerke cogepxurca
anananpuna maneara 20 mr
XpaHuTb Npu TeMneparype He
Bbiwe 25°C.

yka3saHo

yKasaHo

M N015000/01

Mo peuenTy.

uMmeeTca

Ana npuema BHYTPb
ykazaHo

yka3aHo

nMeeTca

nMmeeTca

HEe uMmeeTch
umeeTcn

Mpu Temnepatype He Bhiwe 25°C
3ropa

dward Szybowski, Dr. Christian Matschke,
Fax +49 30 6707-2008 (Qualitdtskontrolle).



