[m 000 bepnnn-Xemn/A. MenapywHu

MMOATBEPK/JIEHIUE COOTBETCTBHUSI

Ne T1C-04534A

Toprosoe HanmeHoBaHue Bepnnpun® 5
MesxayHapoaHoe HermaTeHTOBaHHOE HaHMEHOBaHHe DHananpuin
(rpynnupoBoYHOE WK XUMHYECKOE)
JlekapcTBeHHas dopma TabyeTKH
Josuposka 5 wmr
Dopma BEINycKa 10 wr. ynakosku sueiikoBwie
KOHTYpHbI€ (3 LIT.) - NayKa KapTOHHAs
Homep cepun (naprum): 04534A
O6beM cepuu (naprun) 46 800
Jlata Bbimycka 01.11.2020
['onen no 01.11.2023
Haumenosanue wu  agpec npoussoautens  (c | IlpousBoguren-
YKa3aHHEM CTaJinii NPOU3BO/ICTEA) Bepnun-Xemu AI',l'epmanus
(Tempelhofer Weg 83, 12347, Berlin.
Germany)
Brinyckaromumii kouTpo.s kavecrsa-
bepinn-Xemu AT, Tepmanusi(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep u nara perucrpanmonnoro YAOCTOBEpEHHA ITNO012342/01 ot 01.03.2011
(narta samensl PV 22.08.2019)
Homep u nata HopmatueHoi JOKYMEHTaI[UH ITN012342/01-220819
Hanmenosanne u anpec neparens bepnun-Xemu AT(Glienicker Weg 125,
PETHCTPALUOHHOTO yI0CTOBEPEHH S 12489, Berlin, Germany)

Hacrosimmii foxymenT nosareepxnaer:

-AaHHbIH JICKapCTBEHHBIN npenapar cooTBeTcTBYeT 61-03 «O6 06pamenun JI€KapCTBEHHBIX
CPEeJCTB...»;

“CCpHA JIEKAPCTBEHHOTO TperapaTa COOTBETCTBYET TpeGOBaHHAM, YCTaHOBIIEHHBIM TIPH €ro
roCy1apcTBEHHOM perueTpalyu

pad

Pysamosa T.B  12.03.202]

(moxmyice) (nara)

000 “Bepnun-Xemu/A, MeHapuHu”

HOpuauieckuin anpec: Poccus, 123317, 1. Mocksa, MNpecrenckas HabepexHas, n. 10
Moutosbin agpec: Poccus, 123317, r. Mocksa, MpecHerckan Habepexnan, o. 10
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpoayxr:

Koa npogykra:

Ne cepuu: 04534A

Hata nsrorosnenus: 11/2020

Dava seinycka cepun: 17/02/2021
HopmarusHas qokymenrayus:
Nekapcrserkas gopwma:
Hencrsyioulee sewecrao:
Mpow3soguTens AeicTeyowero Bellecrsa:
OBveM cepuu (konuuecTso yNaxkoBOK):
[okazaTens

OnucaHue

MoanwukHocTe SHananpuna manear (BIXX)

Cpeanss Macca tabneTku
PacTBopeHue

PopcTeenHbie npumecn
SHananpunar
SHananpuna sukeTonunepasuH
Jobas eaunuynan
HEMABHTUDULMPOBaHHaA NpUMech
Cymma HEWZEHTUDULMPOBaHHbIX
npumMmecen
Cymma Bcex npumeceit

MoTeps B Macce npu BbICYLUMBaHWUN

MukpoBuonoruueckas uucrora
O6uwee Yncno aspobHbix
MWKDPOOPraHu3mos
OBLyee YnCno APoXKeBbIX M NNecHEBLIX
rpubos
Escherichia coli

OaHopoaHocTb fo3upoBaHUs

KOHMHQCTEEHHUS onpegeneHue

Oxananpuna manear

Ynakoexa

Vorsitzander des Aufsichtsrates: Dr. Alberta Giovanni Aleotti - Vorstand: Dr.
Dr. Attilio Sebastio, Dr. Rainer Karn, Dr. Pio Mei - Postanschrift: Be

kontrolle).

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

Bepnunpun ® §
F134096

N N012342/01-220819
Tabnetku, 5 mr
OHxananpun

WHKE C.A., Ucnanus
46800

Cneundukauus

Kpyrnbie cnerka ABOSKOBLINYKNblE TAabNeTKM
no4TK BENoro UBETa CO CKOLIEHHLIMK
KPOMKaMU U HACEMKOW AN AeNeHUs Ha oaHOoik
CTOpOHE

BpeMeHa ygepxuBaHus nukos ManenHoBon KUCNOThI U

Ceprugpukar anannsa

lopekn go: 11/2023

Peaynerar
Kpyrneie cnerka ABOAKOBBINYKMbIe
Tabnetku noytk Benoro useTa co
CKOLUBHHBIMW KPOMKaMM U HACBUKOH
ANA ABNeHUA Ha OAHON CTOpCHE

NonoxurensHo

gHaNanpuUna Ha xpoMaTorpamMe UCNLITYeMoro pacTteopa
AO/MKHEI COOTBETCTBOBATL BPEMEHAM YABPKMBAHMS

MWKOB ManeuHOBON KWCNOTLI U 3Hananpuna Ha
XPOMATOrpamMme CTaHAEPTHOrO pacTsopa

0220r+7.5%

He menee 75 % (Q) yepea 15 MuH ot 3aABMEHHOrC

CoAepxXaHna

He 6onee 2.5 %
He 6onee 0.5 %
He Gonee 0.2 %
He Gonee 0.5 %

He Gonee 3.0 %
He Gonee 1.5 %

He Bonee 10°KQE& 1 r
He Gonee 10°KOE & 1 r

Otcytetenes 11

MapameTp npuemnemocTty Ana 10 eauruy gosnposanus

102204 r
99. %

02 %
< 01%
< 01%
< 01%

< 1. %

<100.
< 10.

Cootsercrayer
4.0

=15.0;, NMapameTp npuemnemocTy Ansa 30 eguHuy
A03nposarns < 15.0 ¥ HU ofHa U3 EANHUL, 403UPOBAHKUA

He meHee 0.75M wnu He Gonee 1.25M

80 % - 105 % or 3aseneHHoro coaepxanua (o1 4.50 go

5.25 Mr sHananpuna maneata B TabneTke)

Mo 10 rabneTok & KOHTYPHO# AYelikoBoil ynakoske

100. %

Cooteercrayer

(BnuncTep), usroTosnerHow us NaMUHUPOBAHHOM NNeHku
(nonnaum.q/amomeMWHBX) U honbru ankMuHUeBon,

Mo 3 Grucrepa ¢ WHCTPYKLMEN NO NPUMEHEHMIO

npenapara 8 KapTOHHOW Navke.

Reinhard Uppenkamp (Vorsitzender), Michael Sirotovitch, Dr. Ch
rlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707

0 {Zentralel, Fax +49 30 6707-2008 (1




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
Mpoaykr: Bepnunpun @ 5
Kog npogykra; F134006

Ne cepuu: 04534A

Mapkuposka

1) MepsuyHas ynakoeka NekapcTeeHHoro npenapara

Ha Brucrepe Ha pycckom sabike yKasbiBaoT:

norotun «BERLIN-CHEMIE/MENARIN|» (Ha naTuHwue)

TOProBOE HauMeHoBakKue npenapara ¢ NPEAYNPeAMTENLHON MAPKUPOBKOHE®
MEXAYHAPOAHOE HenaTeHTOBaHHOS HauMmeHoBaHue

neKkapcTeexHy dopmy, A03WpoBKY

Ne cepuu: 04534A

loaeH po: 11/2023

HEBUAUMBIN 3HAK 3aLMTEI

2) Bropuuras ynakoeka

Ha kapToHHoM navke Ha PycCkoM sabike yKaabisaloT:

HauMeHoBaHWe rpMbI-npouasonuTens, CTpaHy

HanMmeHoBaHue chupMbl, OCYLIECTBNAMOLENA BbINYCKaoWMA KOHTPOMNbL ka4ecTsa (B cny4ae oTnuuug or
hrpmbl -NpouseoaHTENS), CTpaHy

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

TOProBoe HanMeHosaHue NpenapaTa ¢ npesynpeauTensHo MapKUpoBKOU®
MEXAYHAPOAHOE HenaTeHToBaHHoe HaumeHoBaHue

AC3UPOBKY

konuiectso Tabnerok B ynakoeke, NEKapCTBEHHYI0 opmy

COAEPXaHWe AeWCTBYIOLWEro BelecTBa B oaHoW TabneTtke

YCNOBUA XpaHeHUs
"Cobniogath MHCTPYKUMIO NO NpUMEHEHWIO npenapara, KOTopas HaxoauTcs BHYTPU yNnakosku"
"NekapcTBeHHOE CpeacTBo XPaHuTb B HEJOCTYNHOM ANA AeTeii mecTe!l”

PETUCTPAUMOHHBIA HoMmep

YCroBuUA 0Tnycka

Ne cepuu: 04534A

fara warotosnenus: 11/2020

Fonex go: 11/2023

LWTPUX-KOA

"Copepxut nakrosy"

"Ans npuema BHYTpbL"

"Ons nevenus apTepnanbHON rMnNepTeHann u CepAeYHOM HeAOCTaTONHGCTH”

HEBUUMbIN 3HaK 3aLWUTbI

NPOM3BOACTBEHHBIN KOA,

ITUKETKE KOHTPONS NEPBOro BCKPLITUS

CPEACTEA MABHTUMDUKALMY CUCTEMBEI MOH YITOPUHIa ABUXEHUA NEKapCTBEHHbIX npenapaTos

XpaHeHxue
Cpok roaHocTy

Ceprudpuxar:
BbilweykasaHHas Cepus oTeeYaeT TpeGoBaHUAM HOPMaTUBHON AOKYMEHTaUMN.

r. Norbart Stang

YnonHomoueHHoe nuLo
Vorsitzender des Aufsichisrates: Dr, Alnerta Giovanni Aleotti

kontrolle).

Vorstand: Or. Reinhard Uppenkamp (Vorsitzender), Michaet Sirotovitch, Dr, Chr
Dr. Attifio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 §707

Ceprucpukar ananyza

Pesynbrartsi

BERLIN-CHEMIE/MENARINI
bepnunpun ® 5

OHananpun

Tabnetku, 5 mr

nMeerca

bBepnux-Xemu Al Fepmanua
He yKasaHo

BERLIN~CHEMFE/MENARIN{
Bepnunpun ® 5

3Hananpun

5mg

30 TaBneTok

B 1 rabnerke copepkuten
3Hananpuna manearta 5 mr.
XpaHuts npu TeMnepatype ve vbiwe 25°C
yKasaHo

ykaszaHo

M N012342/01

Mo peuenty

umeercs
yKasaHo
yKaszaHo
yKasawo
umeetcs
umeercs
HEe UMeeTcs
umeeTcs

Ipn Temneparype He Bhiwe 25°C
3 roaa

istian Mat
2008 (O,




