00O bepnnH-Xemn/A. MeHapnHn

NOJATBEPKJIEHHE COOTBETCTBHSI

Ne [1C-14540A

Topropoe HAKMEHOBAHHE Bepmunpun® 5
Me:KIyHapOAHOE HEMaTeHTOBAHHOE HAMMEHOBAHHC DHananpun
(rpynmMpoBOYHOE HIH XMMHYECKOE)

JlexapcTBenHas gopma TabneTKH
Jlo3upoBKa 5 Mr

dopma npoHU3BOJICTBA 10 wT. yrImakoBKH S4EHKOBBIE

KOHTYpHBIE (3 IUT.) - MayKa KapTOHHAA

yKa3aHHEM CTaJHil MPOU3BOJICTBA)

Homep cepuH (IapTHH): 14540A
O6beM cepu (TapTHH) 49 000
JlaTa BBITyCKa 01.10.2021
Toxen 1o 01.10.2024
HaumeHoBanume H anpec npoussoautens (¢ | [IpoussoanTeib-

Bepnuu-Xemu AT, ['epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boinyckawmui KOHTPO/Ib Ka4ecTBa-
Bepnun-Xemu AT, I'epmannsa(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep ¥ aTta perucTpallMOHHOTO YIOCTOBEPEHHA

I1N012342/01 oT 01.03.2011
(mata 3amensl PV 22.08.2019)

Homep 1 aTa HOpPMAaTHBHOH JOKYMCHTAIHH

I1N012342/01-220819

HauMmeHOBaHHE H aJipec JepiKaTelii
PETHCTPALIMOHHOIO YI0CTOBEPEHUA

Bepnun-Xemn AI'(Glienicker Weg 125,
12489, Berlin, Germany)

HacTosimuii J0KYMeHT NOATBEP/KAAET:

-aHHBIA JIeKapCTBEHHBIH TIpemapaT cooTBeTCTBYeT 61-@3 «O6 0bpallleHHH JIeKapCTBEHHBIX
CPEACTB...»,
-CepHsi JIEKAPCTBEHHOIO MpenapaTa COOTBETCTBYET TPeOOBAaHHAM, YCTaHOBJICHHBIM IpPH €TI0
rocyJapCTBEHHOM PErHCTpalii

000 “BepnuH-XeMu/A. MeHapuHn"

x “__5"’
— Coxkonos B./l.
(moamuck)

23.12.2021
(nara)

Opuanyeckmia agpec: Poccus, 123317, r. Mocksa, lMNpecHeHckan HaGepexHas, Aa. 10
MouTtoBsin agpec: Poccus, 123317, r. Mockea, MpecHexckan HabepexHas, a. 10
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MpoaykT:

Koa npoaykra:

Ne cepuun: 14540A

[ara uasrotoenexus: 10/2021
[lata sbinycka cepun: 26/11/2021
HopmaTusHas AOKYMEHTaUMUA:
INekapcTeexHan dopma:
[elicTayloLlee BeLLeCTBO:

MpoussoauTens ASWCTBYIOLLEro BelecTea:

Obvem cepvu (KONMHECTBO YNaKoBoOK):

Mokasatens
Onucanue

[oANUHHOCTL
Onananpuna maneat (BOXX)

Cpeannn macca TabneTtku
Pacrsopexune

PoACTBEHHbIE NPUMECH
3Hananpunar .
3Hananpuna AWKeTonunNepasuH
NMobas eguHUYHAR
HeAeHTUUUKMpOBaHHanA NPUMECH
CyMMa HeMAEHTUDUUNPOBAHHBIX
npumMecen
Cymma BCex npuMecen

MoTeps B Macce NP BbICYLUMBAHUN

MukpoBuonorudeckas YMCTOTa
Obuee yucno aspobHbiX
MWKpPOOPraHuames
O6LLee YMCNO APONOKEBBLIX U NNECHEBbIX
rpubos
Escherichia coli

OAHOPOAHOCTL AO3UPOBAHUA

KonudecTeeHHoe onpegeneHue
OHananpuna maneat

YnakoBka

Certificate of Analysis

BERLIN-CHEMIE

MENARINI

Bepnunpun® §
F137479

N N012342/01-220819
Tabnetkn, 5 mr
JHananpun

WHKE C.A., Ucnanusa
49000

Cneundmkaunn

Kpyrnble cnerka ABOAKOBbLINYKbIe TabneTku

noyTi Genoro UseTa CO CKOWEHHbIMU

KPOMKaMM 1 HACEYKOW ANA AENEHNA Ha OAHON
CTOpOHE

BpemeHa yAepKUBaHWA MMKOB ManewnHoBon
KUCNOTbI M 3Hananpuna Ha xpomarorpamme
MCNbITYEMOro pacTeopa AOonXHbl COOTBETCTBOBATL
BPEMEHaM YAEPXMBAHWA NUKOB ManenHoBOW
KUCNOTHI U 3HANanpuna Ha xpomarorpamme
cTaHpAapTHOro pacreopa

0.220r+7.5%

He meHee 75 % (Q) yepe3 15 MUH OT 3aRBNEHHOTO
coaepKaHuA

He Gonee 2.5 %
He Gonee 0.5 %
He Gonee 0.2 %

He Gonee 0.5 %

He Gonee 3.0 %
He Gonee 1.5 %

He 6onee 10°KOEB 11
He 6onee 10°KOE 8 1T

Otcytcteme B 11

MNapameTp npuemnemocti Ana 10 eaAnHAL
noavposaHuA S 15.0; MapameTp npuemnemocTu Ans
30 eanHuy Ao3vpoBaHkA S 15.0 1 HX oAHa 13
eAVHMY A031poBaHuA He meHee 0.75M vunu He

90 % - 105 % OT 3aseneHHoro coaepxaHus (ot 4.50
A0 5.25 Mr sHananpuna maneara B Tabnerke)

Mo 10 TabneTok B KOHTYPHOI A4EAKOBO YNakoBke
(6nucTep), W3roTOBNEHHOR W3 NAMUHUPOBAHHOM
nneHku (nonuamua/anioMuania/NBX) u donbri
anMUHIEBON.

Mo 3 6nucTepa C MHCTPYKUMER NO NPUMEHEHWIO
npenapara B KAPTOHHOW Nauke.

Ceprugpukar aHanunsa

lopex ao: 10/2024

P bTay
Kpyrnoie cnerka ABOAKOBbINyKNbie
tabneTku noutu Benoro yserta co
CHOLUEHHBIMI KPOMKaMK ¥ HACeYKOW ANR
AENEeHWA Ha OAHON CTOpoHe

MonoxutensHo

0.2210 r
99. %

< 01%
< 01%
< 01 %
%

< 1%
1.4 %

. KOE/r
< 10. KOE/r

CoorteetcTByeT
3.2

101. %

Cootsetcrayer

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Ecward 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 {(Qualititskontrolle).
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Analysenzertifikat Certificate of Analysis Ceprugpnkar ananusa
MpoaykT: Bepnunpun® 5
Kop npoaykra: F137479

Ne cepun: 14540A

Mapkuposka Pesynbrathl

1) NepBuyHan ynakoBka NekapcTBeHHOro Npenapara
Ha 6nucrepe H CCKOM fA3bIKE YKa3biBAIOT:

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE/MENARINI
TOprosoe HalMeHoBaHue npenapara ¢ NpeAynpeguTensHO MapKUPOBKOH® Bepnunpun® 5
MEXAYyHapoAHOEe HENaTeHTOBAHHOE HaUMEHOBaHWe OHananpun

NeKapcTBeHHylo hopMy, A03UPOBKY Tabnetku, 5 mr

Ne cepun: 14540A
lFoaeH pno: 10/2024
HEBUAWMBIA 3HAK 3aWMThI uMeercn

2) BropuyHas ynakoBka

Ha KapTOHHOW Nayke Ha DYCCKOM A3blKe YKa3blBaOT:

HauMeHOBaHWe (OMPMLI-NPON3BOANUTENSA, CTPaHy Bepnux-Xemu AT, Mlepmanus
HauMeHoBaHNe (PUPMbI, OCYLLECTBNAIOWEN BLINYCKAOLWMIA KOHTPONL KaYecTsa

(B Cny4ae OTNUYMN OT UPMBI-NPOMIBOANTENS), CTPaHY He ykasaHo

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

TOpProsoe HauMeHoBaHWe npenaparta ¢ npeAynpeaTEnbLHOW MapkMpoBKon® Bepnunpun® 5

MEX/AYHapoAHOE HenaTeHToBaHHOE HauMeHoBaHne OHananpun

AO3NPOBKY 5 wmr

Konu4ecTso TabneTok B YNakoske, NekapcTBeHHyo opmy 30 Tabnerok

copepxaHue AeWCTBYIOLLEro BewWwecTBa B O4HON TabneTke B 1 rabneTke coaeprmrcs
JHananpuna maneara 5 mr.

YCNOBWA XpaHeHWUs XpaHvTb NpU Temnepartype He Boilue 25°C.

«Cobnioaars MHCTPYKLMIO N0 NPUMEHEHMIO NPENapaTa, KOTOPas HAXOAUTCA BHYTPU yNaKoBKu ykasaHo

«JlekapcTBeHHO@ CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel MecTe!» yKasaHo

perucTpaunoHHbiA HoMep M N012342/01

ycnosus oTnycka Mo peuenty

Ne cepun: 14540A
[Hara narotoenenua; 10/2021
lopen po: 10/2024

LUTPUX-KOA, umeeTcs
«CopepxuT nakTosy» yKasaHo

«[InA npuema BHYTpb» yKasaHo

«[nA neyeHwWA apTepuancHoW rMNepTeH3uK U CePAEYHOM HEAO0CTaTOMHOCTUY yKasaHo

HEBUAWMBIA 3HAK 3aLUWTLI nMmeeTcs
NPOW3BOACTBEHHLIA KOA mmeeTca

3TUKETKa KOHTPONA NEpPBOro BCKPbITHUA He umeeTcn

CPeACTBa WAEHTUMUKALMM CUCTEMbl MOHUTOPUHIa ABUXKEHUA NEKapCTBEHHLIX NpenapaTos wMeeTcs

XpaHeHue Mpu TemnepaType He Bbiwe 25°C,
Cpok rogHocTH 3ropa

Ceprudpukar:

BolweykasaHHan cepus oTBedaeT TpeGoBaHMAM HOPMAaTUBHOM AOKYMEHTALMM.

r. Tibor Miké

YNonHoOMO4YeHHOe NuLo

9 125 .
Vorsilzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward SzyDowskrDr. 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 (Qualitédtskontrolle).



