A o

00O bepnnH-Xemnu/A. MeHapHn

MHNOATBEPKIEHHE COOTBETCTBHA

Ne TIC-22007A

Toprosoe HauMeHOBaHHE bepmunpun® 10
MexayHapoAHOe HEMMaTeHTOBAHHOE HAUMEHOBAHHE OHananpmi
(TpyNnMpoBOYHOE HJIH XHUMHYECKOE)
JlekapcTBeHHas dopMa TablIeTKH
Jlo3upoBka 10 Mr
®opma BeINTyCcKa 10 mT., ynmakoBKa siuelkoBas KOHTypHas
(3 wr.) , Na4yka KapToOHHas
Homep cepun (mapTH): 22007A
O06beM cepuu(napTHH) 48 000
[ata BbIllycKa 04.2022
T'onen o 04.2025
HaumenoBsanne M  agpec mnpousBoaurens (c IIpoussoauTenn
yKa3aHHEM CTaJHi MPOH3BO/CTBA) bepnun-Xemu AT, 'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Brinyckalomui KOHTPOJIb Ka4ecTBa
bepmun-Xemu AT'(Glienicker Weg 125,
12489, Berlin, Germany)
HoMep M n1aTa perucTpallHOHHOTO YAOCTOBEPEHUSA ITNO015007/01 ot 22.07.2008
( narta 3amensl PY 03.12.2019)
HoMmep ¥ naTa HOpMaTHBHOH JOKYMEHTALMH ITNO015007/01 - 031219
HauMeHOBaHHE 51 aapec nepxatens | bepnun-Xemu AI'(Glienicker Weg 125,
PErUCTPallMOHHOTO YAOCTOBEPEHHS 12489, Berlin, Germany)

Hacrosmuii J0OKyMeHT NOATBEPKIAET:

-JaHHBIA JIEKapCTBEHHBIH NperapaT cooTBeTcTBYeT 61-®3 «O6 obpalieHUH JeKapCTBEHHBIX

CPEACTB...»;
-CepHs JIEKapCTBEHHOIO IIperapaTa COOTBETCTBYeT TpeOOBaHHAM, YCTAHOBIICHHBIM IIpH €ro
rocyJ1apCTBEHHOM perucTpaluu

e
05.07.2022
(nata)

000 “BepnuH-Xemuw/A. MeHapuHu"

KOpungu4ecknia agpec: Poceun, 123317, r. Mocksa, MNpecHeHckan HaGepexHan, 4. 10
MoutoBbi agpec: Poccun, 123317, r. Mocksa, lNpecHeHckan HabepexHan, a. 10
Tenedon: +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 Cepruguxar anannsa
MNpoAykT: Bepnunpun® 10

Koa npoaykTa: F137480

Ne cepun. 22007A

DNata uarotroenenuns: 04/2022 Mopex go: 04/2025

[fara seinycka cepuun: 03/06/2022

HopmaTueHas AOKyMEHTaUuA: M N015007/01-031219

lNexapcTeeHHan dopma: Tabnetkun, 10 mr

[eiicTyiOWEee BELECTBO: 3Hananpun

MpouaesoauTens AeicTeyowero sewecrtea; “bxeulnd Xyaxai Papmacsiotukan Ko., Nlta. Kuraid

O6Gbem cepun (KoNUYeCcTBO YNakoBoK): 48000

MNokasarens Cneuundukauus Peaynerar

OnucaHue Kpyrnele cnerka ABoskoBbinykrbie TabneTtkun Kpyrnibie crierka ABoAKOBLINyKNbie TaGneTkM caeTno-

CBETNO-KOPUHHEBOrO LBETa CO CKOLEHHLIMM KOPWHBROI LIENTE 0O:CHOLMHHGINIL Mo U

HACEYKON ANA AENEeHWA Ha OAHOW CTOpOHE
KPOMKaMMU W HACeYKOH ANA AGNBHWUA Ha OAHOM e a Po

CTOpOHe, BO3MOXHbI BKpansneHuAa 6enoro yseta

- BKPaNneHWA OTCYTCTBYIOT
CpeaHas macca 0.220rt7.5% 0220 r
OAHOPOAHOCTb 4O3UPOBAHUA Mapametp npuemnemoctu ana 10 eaunny 23

Ro3upoBanuA S 15.0; MapaMeTp NpUuemMneMocTi
ans 30 eauHAY A03upoBaHnA S 15.0 1 HM OAHA U3
eAUHIL A03upoBaHuA He meHee 0.75M unu He

PacreopeHue He mexee 65 % (Q) 4epe3 15 muH OT 3aRBNEHHOrO 99. %
COABPXaHWA

MoanuHHOCTe DHananpuna manear BpemMeHa yaepX1BaHUA NMKOB ManenHOBOM MonoxwuTensHo

(BIWX) KWUCNOTBI M 3Hananpuna Ha xpomarorpamme

MCNbITYEMOro pacTBopa A0MXHLI COOTBETCTBOBATL
BpeMeHaM YABPXKWBAHWA NMKOB ManenHoBOW
KWUCNOTHI U 3HANanpuna Ha xpomaTtorpamme

CTaHAapTHOro pacteopa
PoacTeeHHbIe npuMecu

SHananpwnar He 6onee 3.0 % < 01%

SHananpuna AVMKeTonMNepaauH He Gonee 0.7 % < 01%

HeuaeHTudnuMpoBaHHbie NPUMECH:

- niban eguHUYHan He Gonee 0.2 % < 01%
- cymma He Gonee 1.0 % < 01%

Cymma npumecei He Gonee 4.0 % < 1. %
MoTeps B Macce nNpu BbICYLUMBAHUN He Gonee 1.5 % 06 %
MukpoGuonoruyeckas yuctora

O6Lee YCcno aapobHBIX He Gonee 10°KOEB 11 < 10. KOEB 1T

MWKPOOPraHuimos

ObLiee UMCcno APOMOKEBbIX U NNECHeBbIX He Gonee 10°KOE B 1T < 10. KOEBs 11

rpn6os

Escherichia coli OrTcytcTeue B 11 CoorsetcrayeT
KonuuecTeexHoe onpeaenexne
3Hananpuna manear 90 % - 105 % ot 3aasBneHHoro coaepxaxua (ot 9.0 102. %

Ao 10.5 mr aHananpuna maneara B Tabnerke)
Ynakoeka Mo 10 TaGneTok B KOHTYPHON AYEAKOBONA ynakoske CootsetcreyeT

(6nuctep), MIroTOBNEHHO| U3 NaMWHUPOBaHHOW
nneHku (nonuamua/aniomuHuiniNBX) v doneru
anioMUHWEeBOR.

Mo 3 6nucTepa ¢ UHCTPYKUUEA NO NPUMEHEHUIO
npenapara B KAPTOHHO#| navke.

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolis).
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Analysenzertifikat Certificate of Analysis
Mpopykr: Bepnunpun® 10
Kopa npoaykra: F137480

Ne cepun: 22007A

MapxkupoBka

1) NMepBUyYHan ynakoBka NeKapcTBeHHOro npenapara
Ha bnucrepe Ha pYCCKOM A3blke YKa3blBaloT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
TOpProBoe HauMeHoBaHwe npenaparta®

MEXAYHapOAHOE HeNnaTeHTOBAHHO® HauMeHOBaHue
nekapcTBeHHYK hopmy, 403UPOBKY

Ne cepun: 22007A

FopeH po: 04/2025

HEBWANMBIA 3HAK 3aLLNTbI

2) BropuuHan ynakoBka

Ha kapToHHOW Nayke Ha PYCCKOM A3bike YKa3biBaloT:
HauMeHoBaHue PUPMbI-NPONIBOANTENA, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOproBoe8 HaMMeHoBaHue npenapata®

MEeXAyHapoAHOE HENaTeHTOBaHHOE HaUMEeHOBaHne
AO3NPOBKY

KonuuecTeo TabneTok B ynakoBKe, NekapcTBEHHYI0 hopMy
coiepxaHue AeiCTBYIOWEro BewecTsa B 0oaHo# Tabnertke

YCNOBWA XpaHEeHWA

"Cobnioagate MHCTPYKUMIO NO NPUMEHEHWIC Npenapara,

KOTOpaA HaXOAMTCA BHYTPW yNakoBku"

"MeKkapCcTBEHHOE CPEACTBO XPAHWUTL B HEAOCTYNHOM ANA AeTel mecTe!"
PErucTpaunoHHbIA HOMep

YCNOBUA OTNYyCKa

Ne cepumn: 22007A

[ata warotosnenun: 04/2022

fopeH Ao: 04/2025

WITPUX-KOA

cnocob npuMeHeHuA

"CopepxuT naxkroay”

"MNA NEYEHUs apTepranbHoil FTMNEPTEH3UM U CEPAEYHOR HeAOCTaTOuHOCTH"
HEBUAMMBIA 3HAK 3aLWUTbI

NPOU3BOACTBEHHBLIM KOA

3TUKETKAa KOHTPONSA NEepBOro BCKPbITUA

CPeACTea MABHTU(UKALMM CUCTEMbBl MOHUTOPUHIA ABUXEHUA
nNexkapcTBeHHbIX Npenapartos

XpaHeHue
Cpok rogHocTH

Ceprudmxar:

BhileykaiaHHan cepus oTeevaeT TpeGoBaHWAM HOPMaTUBHOR AOKYMEHTaLMM,

. Tibor Miké

YnonHoMoYeHHOE NULUo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzende

BERLIN-CHEMIE
MENARINI

Ceprucpukar aHannsa

PeayneTtatel

BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

3nananpun

tabnetku, 10 mr

WMeeTcAa

Gepnun-Xemu AT, Flepmanun
BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

SHananpun

10 mr

30 rabnetok

B 1 TaGneTke copepxu1TcA 3Hananpuna
maneara 10 mr,

XpaHuTb Npu Temneparype He soiwwe 25°C.
yKa3saHo

yKasaHo
M NO15007/01
no peuenty

nmeerca

[ns npuema BHyTpb
YKa3iaHo

yka3aHo

umeeTcr

UMeeTca

He UMEeeTCR

WMEeEeTCA

Mpw TemnepaType He Bbiwe 25°C
3roaa

Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle).

Ward Szybowski, Dr. Christian Matschke,



