00O BbepnnH-Xemn/A. MeHapnHH

IOJATBEPKJIEHUE COOTBETCTBHSI

Ne [1C-21509A

Toprosoe HaMMEHOBaHHE Bepmunpua® 10
MeKIyHapoJHOE HENaTCHTOBAaHHOE HAHMEHOBAHHE DHananpmi
(rpynmupoBOYHOE HIIH XHMHUYECKOE)
JlexapcTBeHHas opMa TabneTKu
Jlo3upoBKa 10 Mr
dopMa BEINTYCKa 10 1wT., yIIaKoBKa s4YeiKoBas KOHTYpHasA
(3 wT.) , MauKa KapTOHHAS
Howmep cepuu (apTHH): 21509A
O6beM cepHH(ITAPTHH) 47 600
JlaTa BBIITyCKa 01.02.2022
TozeH 10 01.02.2025
HaiMeHoBaHHe W ajgpec Mpou3Boaurens (C IIpon3BoauTeb
yKa3aHHeM CTaJl1i IPOM3BOJCTBA) Bepnun-Xemu AT, ['epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BbinycKaw i KOHTPOJIb KA4eCTBA
Bepaun-Xemu AI'(Glienicker Weg 125,
12489, Berlin, Germany)
Homep u iaTa perHCTPallHOHHOTO YAOCTOBEPEHHUSA I1 N015007/01 ot 22.07.2008
( mara 3amens! PV 03.12.2019)
Homep U JaTa HOpMAaTHBHOM JTOKYMEHTAIHH ITN015007/01 - 031219
HaumeHoBaHHe U azpec nepxartens | Bepmua-Xemu AI'(Glienicker Weg 125,
PETHCTPALIHOHHOIO yI0CTOBEPCHHUA 12489, Berlin, Germany)

Hacrosnuii NOKyMEHT NOATBEPKAAET:

-JAHHBIH JeKapCTBEHHBIH MpemapaT cooTBeTcTBYeT 61-D3 «O0 obpallleHH TeKapCTBEHHBIX

CPEACTB...»,
-cepHsi JIEKApCTBEHHOIO IIpenapaTa COOTBETCTBYET TPeOOBAHMAM, YCTAHOBJICHHBIM MNpPH €ro
roCyapCcTBEHHOM PErHCTpalii

“Cokonos B.JI.  19.05.2022
(moamuce) (mata)

000 “Bepnun-Xemu/A. MeHapuHu"

FOpuanyecknia anpec: Poccus, 123317, r. Mocksa, MNpecHenckan HaGepexHasn, a. 10
MNoutosbli anpec: Poccus, 123317, r. Mocksa, lNpecHeHckan HabBepexHasn, a4. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpopaykT:
Kopa npoaykra:
Nz cepun: 21509A

[ara narotoenenun: 02/2022

[Oarta seinycka cepun: 07/04/2022
HopmatueHan AOKyMeHTauus:
NexapcTeexHan hopma:

[LeicTeyowee BeWecTso.

Mpou3ssoauTens AEACTBYIOLEro BelecTsa:
O6vem cepun (KONUYECTBO YNaKoBOK):

MNokasarens
Onucanve

CpepHnana macca

OAHOPOAHOCTE A03NPOBAHUA

PacreopeHue

MoanMHHOCTE SHananpuna Manear

(BIXX)

PoacteeHHbIe NpUMecH

3xananpunat

Suananpuna AMKeTONMNEepPasnH
HeunaeHTudUUMpPOBaHHbIE NPUMECH.
- nioBan eauHUYHARA

- cymma
Cymma npumecen

MoTeps B Macce NPy BbiCYLUMBAHWUA
MukpoGuonoruyeckan YucToTa
O6uwjee uncno aspobHbiX
MWKPOOPraHMIMoB
O6ujee YUCNO APONOKEBLIX U NECHEeBbIX

rpnbos
Escherichia coli

KonuuecrsexHoe onpeaeneHue
OHananpuna maneat

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin -

BERLIN-CHEMIE
MENARINI

Certificate of Analysis
Bepnunpun® 10
F137480

M N015007/01-031219
Tabnetku, 10 mr

Onananpun

WHKE C.A., UcnaHua
47600

Cneuu U

Kpyrnele cnerka ABOAKOBLINYKNbie TabneTku
CBETNO-KOPUYHEBOrO LBETA CO CKOLIEHHBIMU
KPOMKaMU U HaceuKoi ANA AGNEHWA Ha OAHOW
CTOpOHE, BO3MOXHbI BKpannexus Genoro useta

Cepru¢gmkar aHann3a

loaex po: 02/2025

Peaynerat

Kpyrnbie cnerka ABOAKOBLINYKNbIE TaGnaTku ceeTno-
KOPWYHEBOTD LBETA CO CKOLLEHHbLIMW KPOMKAMU U
Haceukol ANA AENeHWA HA OJHOR CTOPOHE

BKPANNEHNA OTCYTCTBYIOT

0.220r+7.5%

MapameTp npuemnemoctu AnA 10 eauHuy
Ao3upoBaHuA s 15.0; MapameTp NnpueMneMocTi
Ans 30 eanHuy ao3nposanua S 15.0 u HK ofHa U3
8AWHAL A03MpOBaHUA He meHee 0.75M unu He

He meHee 65 % (Q) yepes 15 MuH OT 3aABNEHHOrO
COAepXaHuUA

BpemeHa yaepXuBaHus nukos ManevwHoBOWM
KMCNOTLI U 3HAnanpuna Ha XxpoMartorpaMme
UCNLITYEMOro pacTeopa A0NXHbI COOTBETCTBOBATD
BpeMeHaM yAepXvBaHNA NUKOB ManNeuHoBO
KMCNOThI U 3HANanpuna Ha XxpomarorpaMmme
CTaKgapTHOro pacreopa

He Gonee 3.0 %
He 6onee 0.7 %

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

He 6onee 10°KOEe 1T
He 6onee 10°KOEB 11

OrcyrcTeme B 17

90 % - 105 % OT 3aABNeHHOro copepxanua (ot 9.0
Ao 10.5 mr aHananpuna maneata B Tabnertke)

Mo 10 TaBneTok B KOHTYPHO! AYEAKOBON ynakoeke
(6nucTep), MAroTOBNEHHOA U3 NAMUHUPGEaHHON
nneHku (nonuamua/anioMuHuit/INBX) u donsru
anioMUHWeBOW.

Mo 3 6nucTepa C WHCTPYKUMER No NPUMEHeHKIo
npenapara B KapTOHHOM nauyke,

0219 r
2.2

100. %

MonoxuTensHo

< 0.1%
< 01%

< 01%
< 01%
< 1%
0.8 %
< 10. KOEs 1T
< 10. KOEB 1T
Cootsercrayer

100. %

CooTteercreyer

Viorstand: Dr. Luca Lastrucci {Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).



7228

BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpukar aHanusa
MpoaykT: Bepnunpun® 10

Koa npoaykra: F137480

Ne cepun: 21509A

MapkupoBka PesynbTarthb!

1) MNepBuyYHanA ynakoBKa NexkapcTBeHHOro npenapara
Ha 6nu H BAKOT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOprosoe HaumeHoBaHue npenapara®

MEXAYHapoAHOe HENaTEHTOBAHHOE HAaUMEHOBAaHWe
nekapcTeeHHyo hopMy, A03UPOBKY

Ne cepun: 21509A

Mopen po: 02/2025

HEBUAWMbIA 3HAK 3aLMTbI

2) BropuyHan ynakoBka

Ha kapTOHHOW Nauke Ha PYCCKOM A3blKe YKa3kIBaIoT:
HaumeHoBaHWe UPMbI-NPOM3IBOAUTENA, CTPEHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
TOProBoe HaumeHoBaHue npenapara®

MEXyHapoAHOe HeNaTeHTOBAHHOe HaMMEHOBaHUEe
A03UPOBKY

Konu4ecTso TabneTok B ynakoske, NekapcTBEHHyYIO opmy
coAepXaHve AedCTBYIOLero sewecrsa B oqHoi TabneTtke

YCNOBWA XpaHEHWUA
"Cobnioaate MHCTPYKLMIO NO NPUMEHEHUIO Npenapara,
KOTOpaA HaxXoAWUTCA BHYTPHU YNnakoBku"
"IlexkapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil mecTe!”
PerucTpauuoHHsId HOMep

YCNOBUA 0TNycKa

Ne cepumn: 21509A

[ara warotosnenus: 02/2022

Fopen go: 02/2025

LUTPMX-KOA

cnocob npuMeHeHuA

"CoaepuT nakrosy"

"[INA ne4yeHus apTepuansHoi ruNepTeHInmu U CepaeYHOl HeA0CTATOYHOCTI"

HEBUANMbIA 3HAK 3aLWNTbI

NPOW3IBOACTBEHHbIA KOA

3TUKETKa KOHTPONA NepBoro BCKPbITUA

CpeAcTBa MABHTUdUKALMN CUCTEMbl MOHMTOPMHIE ABUKEHNA
nekapcTBeHHbIX Npenapartos

XpaHeHue
CpoK rogHoCTH

Ceprudmkar:

BhilugykasaHHas cepun oTBevaeT TpeGoBaHUAM HOPMATUBHOA AOKYMEHTALUM.

r. Tibor Miké

YnonHoMo4eHHoe nuuo

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 (Qualititskontrolle).

BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

OHananpun

Tabnetku, 10 mr

umeeTca

Bepnun-Xemu Al', MlepManus
BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

SHananpun

10 mr

30 rabneTox

B 1 rabneTke copepxuTca aHananpuna
manearta 10 mr.

XpaHuTk Npw Temneparype He Buile 25°C.
ykasaHo

yKasaHo
M N015007/01
no peuenTy

UMeeTca

[na npuema BHYTpb
yKasaHo

yKasaHo

UmeeTcA

UMEeeTCA

HE UMeeTCA

UMeeTCR

Mpu TemnepaType He Bbile 25°C
3ropa




