000 bepsmr-Xemn/A. MeHapuHmn

HOATBEPXKJIEHUE COOTBETCTBHUA

Ne JIC-14527A

Topropoe HaUMEeHOBaHHE bepaunpun® 20

MexnyHapoHOe HEMATEHTOBAHHOE HANMEHOBAHHE OHaanpuil

(rpynmupoBOYHOE HIIH XHMHYECKOE)

JlexapcTBeHHas GopMa TabJIeTKH

Jlo3upoBKa 20 mr

®opmMa BBIITyCKa 10 mT., ymakoBKH SYCHKOBBIE
KOHTYpHBIE (3 IIT.), NaUKH KapTOHHBIE

Homep cepHH (apTHH): 14527A

O06beM cepu (TapTHH) 46 800

JlaTa npousBoCcTBa 01.11.2021

T'omeH mo 01.11.2024

HaumeHoBanne M  agpec mpousBoAuTens (c IIpounssoauTean

yKa3zaHHEM CTaJuil [IPOU3BOJICTBA)

bepnun-Xemu AT, 'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BeInycKalmH{i KOHTPOJIb KA4eCTBA
bepnun-Xemu AI'(Glienicker Weg 125,
12489, Berlin, Germany)

Homep # 1aTa perncTpalHOHHOIO YIOCTOBEPEHHUS

IT N015000/01 ot 22.07.2008
naTa BHeceHHd n3MeHenwit 03.12.2019

HOMCp H JaTa HOpM&THBHOﬁ AOKYMEHTallHH

IT N015000/01-031219

HaumeHnoBaHue H ajapec AepiKaTeid
PETHCTPALIHOHHOT'O
YAOCTOBEPEHHSA

bepnuu-Xemu AT, 'epmannd

Hacrosmuii A0KYMEeHT HOATBEP/KAAET:

-IAHHBIA JIEeKapCTBEHHBINH Mpenapar cooTBeTcTByeT 61-03 «OO6 obpamieHHH JeKapCTBEHHBIX

CpEACTB...»;

-CE€pHA JICKApCTBCHHOI'0 IIpernapara COOTBETCTBYCT TpC60BaHHHM, YCTaHOBJICHHBIM IIpH €TO

rocy,uapcrseHHoﬁ perucTpaliii

o=

apuHH» ___ /=== Coko1nos B.J.

(o mIes)

'A.Meunapuuu»

30.03.2022
(mara)

000 “BbepnuH-XeMmu/A. MeHapuHu”

IOpuauyecknia agpec: Poccusa, 123317, r. Mockea, lNpecHeHckana HaGepexHasn, g. 10
MoyuTossin anpec: Poccun, 123317, . Mocksa, MNpecHedckan HabGepexHan, a. 10
Tenedpon: +7 (495) 785-01-00, dhakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

Mpoaykr:

Kog npoaykra:

Ne cepuu: 14527A

[Hara warotoBnenuna: 11/2021
[lara eeinycka cepun: 24/02/2022
HopmaTtueHas goKyMeHTauusA:
TlexapcTBenHan opma:
[ledcTeyollee BeLleCTBO:

Mpou3soANTENb ABNACTBYIOWEro BelecTsa:

O6bem cepum (KONUYECTBO YNaKOBOK):
Moxkasarens
Onucanxue

CpeaHas macca
OAHOPOAHOCTL 403UPOBAHNA

PacTeopeHue

MoagnvHHOCTB
Oxananpuna manear (B3X)

PoacreeHHble npuMecH
OHananpunar

Oxananpuna AuKeTonMnepasuH
HeunpentudnunuposaHnHsle npumecu:
- noban eAMHUYHaA NpUMech
- cymma
Cymma npumecei
MoTepA B Macce Npu BbiCYLLUMBAHUK

Mukpo6uonoruyeckan YMcrora

O6uee yncno aapobHbiX MUKDOOPraHM3IMOB

O6uwee YMCno APOXOKEBbLIX U NNECHEBbIX
rpuGoBs
Escherichia coli

KonuuyecTtsenHoe onpejenexHue

¥nakoska

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 +43 30 6707-2008 {Qualititskontrolle).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Bepnunpun® 20
F137481

M N015000/01-031219

TabneTku, 20 mr

Suananpun

WHKE C.A., Ucnauua

46800

Cneuundukauun

Kpyrnbeie, cnerka ABOSKOBbINYK/bie TabneTku
6neAHO-PO3OBOro LBETA, CO CKOLUEHHBIMM
KPOMKaMU U Haceukoil ANA AENEeHUA Ha OAHO
CTOpOHe, BO3MOXHbI BKpanneHus 6enoro u TemHo-
po30BOro UseTa

Cepruguxar aHanusa

logex go: 11/2024

Peaynb'ra'r
Kpyrnsie, cnerka aBosKoBbinyknbie
tabnetkn GnegHo-pososoro useTa, co
CKOLUEHHBIMK KPOMKAMN 1 HaceYKoN Aris
AENEHWUA Ha OJIHON CTOpOHE

BKPaNneHus OTCYTCTBYIOT

0220r+7.5%

MapameTp npuemnemoctu AnsA 10 egnHuL
AosnposanuA s 15.0, MapameTp npueMnemocTi
Ans 30 egunuy fosnposaHua S 15.0 u HK ogHa ua
eAUHNY AO03MpoBaHUA He < yem 0.75M unu > 1.25M

He meHee 65 % (Q) yepea 15 MUH OT 3aABNEHHOrO
cogepmaunn

BpemeHa yaepXuBaHus NUKOB ManewHoBon
KUCNOTbI U 3HANanpuna Ha xpoMaTorpamme
UCNLITYEMOro pacTeopa A0MKHLI COOTBETCTBOBATL
BpeMEeHaM YAepXuBaHia NMKOB ManenHoBOI
KUCNOTBI M 3HANanpuna Ha XxpoMaTtorpaMme
CraHaapTHOro pacreopa

He Gonee 3.0 %
He Gonee 0.7 %

He Gonee 0.2 %
He Gonee 1.0 %
He 6onee 4.0 %
He Gonee 1.5 %

He 6onee 10°KOE 8 1r
He Gonee 10°KOE B 1 r

Otcytcrevee 11

90 - 105 % oT 3aABNEHHOro CoAepXKaHuA

(oT 18.0 ao 21.0 mr aHananpuna maneara B
Tabnetke)

Mo 10 TabneTok B KOHTYPHOI AYENRKOBOI ynaKoBKe
(6nucTep), WIroTOBNEHHO| U3 NAMWHUPOBAHHOW
nneHku (nonuamua/anioMuHnil/NBX) u donbru
anomurnesoil. Mo 3 6nucrtepa € MHCTpyKUME No
NpUMEHEHWIO NPenapara B KapTOHHOW naJke.

0220 r
286

95. %

MonoxutensHo

< 01%
< 01%

< 01%
< 01%
< 1%

1.1 %

< 100. KOE/r

< 10. KOE/r

CootsetcrayeT
103. %

Coorteercreyer
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Vorsitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucei (Vo
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 3

Ceprucpurar anannza

Pesynbratui

BERLIN-CHEMIE
MENARINI
Bepnunpun® 20
SHananpun
Tabnetkn

20 mr

nMeeTca

Bepnun-Xemn AT, Mepmanus
BERLIN-CHEMIE
MENARINI

Bepnunpun® 20

AHananpun

20 mr

30 rabnerok

8 1 rabnertke cogepxutca
3Hananpuna maneara 20 mr
XpaHuTb Npu Temnepatype He
Bbilwe 25°C.

yKasaHo

yKasaHo

M NO15000/01

Mo peyenry.

uMeerTca

Ana npuema BHyTpL
yka3zaHo

yKazaHo

umeercs

nMeercs

HE UMeeTcr
umeercs

Mpu Temnepatype He Buie 25°C
3 roga

ehider), Edward Szybowski, Dr. Christian Matschke,
0 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolie),



