OO0 bepnnH-Xemn/A. MeHapmHm

INOATBEPKJIEHHUE COOTBETCTBHUSA

Ne TIC-14544A

Toproeoe HanMeHOBaHHE Bepnunpun® 5
MexyHapoaHoe HeMmaTeHTOBAaHHOE HAUMEHOBaHHE DHananpun
(rpynnHpoBOYHOE HITH XUMHYECKOE)
JlekapcTBeHHas dopma TabNeTKn
JlozupoBka S Mr
PopMa poH3BOJACTBA 10 1T, yIMakoBKH A4YEHKOBBIE
KOHTYpHBIE (3 IIT.) - mauka KapTOHHAs
Howmep cepun (naptun): 14544A
O06beM cepHH (rapTHH) 44 600
JlaTa BeIllycKa 01.10.2021
I'onen no 01.10.2024
HanmenoBanue W agpec  npoussoputens (¢ | [Ipomssoaurenn-
yKa3aHHEM CTaJIHH [TPOU3BOICTRA) bepmun-Xemu Al','epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Beinyckawmuii KOHTPOIb Ka4ecTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep 1 1aTa perucTpallioHHOr0 yI0CTOBEPEHHS ITNO012342/01 ot 01.03.2011
(marta 3amener PY 22.08.2019)
HoMep 1 naTa HOpMaTHBHOM JOKYMEHTalHK I1N012342/01-220819
HaumeHnoBaHue 1 agpec aepxkaTels Bepnun-Xemu AT'(Glienicker Weg 125,
PETHCTPAlIMOHHOI'O YI0CTOBEPEHUS 12489, Berlin, Germany)

HacTosimuuii NOKyMeHT moaTBepKIaeT:

-JIaHHBIH JICKapCTBEHHbIH MpenapaT cooTBeTcTBYeT 61-P3 «O6 o6palleHHH JeKapCTBEHHBIX
CPEJICTB. .. »;

-CCpHs JICKApCTBEHHOIO MperapaTa COOTBETCTBYET TpeOOBaHHSM, YCTAHOBIEHHBIM IIPH €ro
roCyJ1apCTBEHHOM PETHCTPaLUU

"
000 A-NleHapunny £ === Cokonos B.JI.  23.03.2022
c (moamucs) (nara )

Vil Bertn 6Dy

¢itoctn 01 OO0 kFenmt/ XK

000 “BepnuH-Xemu/A. MeHapuHK"

Opuaudecknih agpec: Poccus, 123317, . Mockea, MNpecHenckan HaGepexHas, 4. 10
MouToewin agpec: Poccuna, 123317, r. Mockea, MpecHeHckan HaBepexHan, 4. 10
Tenedbon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpuxar ananusa
MpoaykT: Bepnunpun® 5§
Koa npoaykra: F137479

Ne cepumn: 14544A

[ara warorosnexus: 10/2021
[ata ebinycka cepumn: 16/02/2022
HopmaTtusHas foKymeHTaums:
NexapcTeeHHasn copma:

lFopeH po: 10/2024

M N012342/01-220819
Tatnetku, 5 mr

[eWcTeyiollee BewecTeo: 3Hananpun

Mpou3soauTtens aenctaylowero sewectsa: MHKE C.A., Wcnanus

OBwem cepun (KONUYECTBO YNaKoBOK): 44600

MNokasarens Cneuundmkayus Pesynbrar

Onwucanue Kpyrnbie cnerka ABosikoBbINyKnble TaBneTku Kpyrnbie cnerka geoskosbinyknsie

TabneTku noutu 6enoro LUseTa co
CKOLWEHHbIMK KpOMKamu u Haceukou Ana
AENEHWA Ha OHOW CTOpOHE

noyTh 6enoro UBeTa co CKOLEeHHBLIMM
KPOMKaMK U HACBYKOA ANA AENEHWA Ha OAHOM

CTOpOHe
MoanuHHocTs BpemeHa ynepxuBaHWA NUKOB ManeuHoBoM MonoxurensHo
Owananpuna maneart (B3XX) KWUCNOTbI M 3Hananpuna Ha xpomatorpamme
WCNbLITYEMOro pacTeopa AOMKHbI COOTBETCTBOBATL
BpeMeHaM yAepXWBaHWA NMKOB ManeuHoBon
KWCNOTbl M 3Hananpuna Ha xpoMmartorpamMmme
CTaHgapTHoro pacTeopa
CpepaHsas macca TabneTku 0220r+75% 0.2221 r
Pacteopenune He menee 75 % (Q) yepes 15 MUH oT 3asBReHHoro 100. %
CoAepXaHus
PoacteeHHble npumecn
Oxananpunat He Bonee 2.5 % < 01%
SHananpuna auUKeTonunepasuH He 6onee 0.5 % < 01 %
MoBan eguHnyHas He Gonee 0.2 % < 01 %
HEVABHTUPUUMPOBAHHAA NPUMECH
Cymma HenaeHTUdULMPOBaHHbIX He 6onee 0.5 % < 01 %
npumecen
Cymma Bcex npumecen He 6onee 3.0 % < 1%
MoTeps B Macce Npu BbICYLULMBAHKM He Gonee 1.5 % 13 %
MukpoBuonoruyeckas 4ucrora
OBuee Yucno aspobHbIx He 6onee 10°KOEB 11 < 10. KOE/r
MWUKDOOPraHnuamos
OBwee Yncno APOXOKEBLIX U NNECHEBLIX  He Gonee 10°KOE B 11 < 10. KOE/r
rpuGos
Escherichia coli Ovcytcteues 1r CooTeeTtcreyeT
OAHOPOAHOCTL AO3UPOBAHUA MapameTp npuemnemoctu Ana 10 eauHnL 1.9
Aozuposaxua < 15.0; MNapameTp npuemnemocTv 4ns
30 eguHuy poavpoBanus < 15.0 v HU oaHa U3
eAuHWY A03npoBaHus He meHee 0.75M vnu He
KonuvecteeHHoe onpeaeneHue
OHananpuna maneaTt 90 % - 105 % OT 3asBNeHHOro cogepxaxus (o1 4.50 101. %
Ao 5.25 mr aHananpuna maneara B TabneTke)
Ynakoska Mo 10 TabneTok B KOHTYPHOK AYENKOBON Ynakoske CootBeTcrayeT

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 +49 30 6707-2008 (Qualitatskontrolle).

(6nucTep), MAroTOBNEHHOW U3 NAMUHUPOBaHHOWM
nneHku (nonuamua/anioMuHUin/NMBX) u honbru
anoMyWHUeBOA,

Mo 3 6nucTepa € UHCTPYKUMEN NO NPUMEHEHMIO
npenapara B KAPTOHHOW Nadke.
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Analysenzertifikat Certificate of Analysis
MpoayxT: Bepnunpun® 5
Koa npoaykra: F137479

Ne cepun: 14544A

Mapkupogka

1) NepBUYHan ynakoska NeKkapcTBeHHOro npenapara

Ha Bnuctepe Ha pycckom asbike ykasbiBaorT:

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

TOprosoe HauMeHoBaHue npenapaTa Cc NpeaynpeauTenbHon MapKUpoBKON®
MeXyHapoaHOEe HenaTeHTOBaHHOE HaMMEHOBaHue

nekapcTBeHHylo hopMy, 103UpoBKY

Ne cepun: 14544A

lopen po: 10/2024

HEBUANMBIA 3HAK 3aLLUNTLI

2) Bropuuxas ynakoska

Ha kapToHHOM nauyke Ha PYCCKOM A3bIKE YKa3blBAKT:

HaMMEHOBaHWE (PUPMbLI-NPON3IBOAUTENS, CTPaHY

HanMeHoBaH!e upPMbI, OCYLIECTBNRAIOLEN BLINYCKAKOLWMIA KOHTPONb KavecTsa

(B cny4ae oTnuMums ot PUPMbI-NPOUIBOANTENR), CTPaHY

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

Toprosoe HauMeHOBaHWe npenapaTta ¢ NpeaynpesuTEeNbHOR MapkUpPOBKORE®
MEXAYHapOoAHOe HENAaTEHTOBaHHOE HaUMEHOBaHNEe

AC3NPOBKY

KOnW4ecTso TabneTok B ynakoske, NekapcTBEHHYI0 copmy

coAepxaHve feicTeyowWero Bewectsa B 04HOM TabneTke

YCNOBUA XpaHEHUA

«Cobniopats MHCTPYKUMIO MO NPUMEHEHMIO NPenapaTa, KOTOPas HaxoAUTCH BHYTPW YNaKoBKu

«/lekapcTBeHHOE CPEACTBO XpaHUTb B HEeAO0CTYNHOM ANA feTen mecTe!»
PerncTpaunoHHbIn Homep

yCnoeus oTnycka

Ne cepumn: 14544A

[ara warotoenenus: 10/2021

lopen po: 10/2024

LUTPUX-KOA

«CoaepxuT nakTosy»

«[lna npuema BHYTpb»

«[lnA nevyeHns apTepuanbHOR rMNEPTEH3UK U CEPAEHHON HEAOCTATONHOCTUY
HEBWAUMbBIWA 3HAK 3aLUWTbI

NPOW3BOACTBEHHBIA KOA

9TUKETKA KOHTPONA NEPBOro BCKPLITUA

cpeacTea HAeHTHqﬁ)HKaLIHVI CUCTEMbI MOHUTOPUHra A BUKEHUA NeKapCcTBeHHbIX npenapaTos

XpaHeHue
Cpok rogHocTH

Ceprtudhuxar:

BeiweykasaHHas cepus oTeeqaeT TpeBoBaHUAM HOPMATUBHON AOKYMEHTALMM.

Dr. ext Stang

YnonHoMouyeHHoE nuyo

BERLIN-CHEMIE
MENARINI

Ceprugpuxar ananuza

Pesynbratbi

BERLIN-CHEMIE/MENARINI
Bepnunpun® 5

OHananpun

Tabnetku, 5 mr

uMeeTcn

Bepnun-Xemu AT, lepmanus
He yka3aHo

BERLIN-CHEMIE/MENARINI
Bepnunpun® 5

Ouananpun

5mr

30 rabnerok

B 1 TabneTke coaepwutcs
3JHananpuna maneara 5 mr.
XpaHHTb Npu Temnepartype He Boile 25°C.
yKasaHo

yKasaHo

M N012342/01

Mo peuenTty

nmeeTcs
yKasaHo
ykasaHo
yKa3aHo
umeeTcs
umeeTcA
HE UMeeTCcs
umeeTcs

Mpu TemnepaType He Bolwe 25°C.
3roga

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



