OO0 bepsinH-Xemn/A. MeHapmHn

NOATBEPKJIEHHUE COOTBETCTBUSA

Ne TIC-13555B

Toprosoe HauMeHOBaHHe

JlepkameHn® 10

MexnyHapoiHOEe HEMaTeHTOBaHHOE HAUMEHOBaHUE
(rpynmupoBoYHOE WIH XHMHYECKOE)

JlepkaHHIUITHH

JlekapcTBeHHas gopMa

TabJEeTKH NOKPBITHIC VIEHOYHOH

yKa3aHHEM CTaJIMi MPOHU3BOJICTBA)

0607104KOH
Jlo3upoBka 10 mr
®opMa BeINycKa 14 wt., 6mucrepsr (2 wr.) , nauka
KapTOHHAas
Howmep cepun (maptum): 13555B
ObbeM cepun(napTun) 97 680
JlaTa MpoHU3BOJICTBA 01.07.2021
['onel no 01.07.2024
HaumenoBanue M  ajgpec mpousBomurens (c IIpousBoauTen-

bepnun-Xemu AT',I"'epManus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Bpinyckaommii KOHTPOIb KavecTBa-
bepmun-Xemu AT, I'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

HOMCp H JaTa perHCTPAallHOHHOI'0 YAOCTOBEPCHHA

JICP-007057/09 ot 07.09.2009
(nara 3amenst 30.12.2019)

HoMep ¥ nata HOpMaTHBHOH HOKYMEHTAIHH

JICP-007057/09-301219

HaumenoBanue " azpec
PETHCTPAIMOHHOIO YAOCTOBEPEHHS

aepkaTens

ObmecTBO c OrpaHNYCHHOM
OTBETCTBEHHOCTBIO  "BepiuH-XeMu/A.
Menapunn", r. Mocksa, I[lpecHeHckas
HabepexHas, .10

HacTosimui J0KyMeHT noaTBep:Kaaer:

-IAHHBIA JIEKAPCTBEHHBIH npenapar cooTBeTcTBYeT 61-D3 «O6 ofpaleHHH JIeKapCTBEHHBIX

CpPEIOCTB...»,
-CCpHA JICKAapCTBCHHOI'O IIpenapaTta COOTBETCTBYET 'I'pe60BaHHHM, YCTaHOBIIEHHBIM TIpPH €T0

rocyaapCcTBEHHOH perucTpalHu

000 “Bepnun-Xemw/A. MenHapuHu”

e 22
——=="Coxonos BJl.  11.11.2021
(nmoamnuck) (nara )

HOpuauyeckuin agpec: Poccun, 123317, . Mockea, MpecHexckan HabepexHas, a. 10
MouTtoebin agpec: Poccus, 123317, r. Mocksa, lNpecHeHckas HabepexHasn, . 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru







Analysenzertifikat

Mpoaykr:

Koa npopykra:

Ne cepuu: 135558

Aara uarotoenenuna: 07/2021
fara Bbinycka cepun: 12/10/2021
HopmaTuBHas pokyMeHTayus:
NekapcreeHHan dhopma:
[eficTeyLWee BeLECTBO;

MpoussoanTens AEHCTBYIOLLEro BELeCTRa:

O6vem cepum (KONMMYECTBO YNaKoBOK):
MNokaszarens
Onucanue

CpeaHsas macca
OAHOPOAHOCTE Macchl
OAHOPOAHOCTL AO3UPOBAHUA

PacnagaemocTe
PacTeopenve

MoANMHHOCTL NepkaHMAMNUHA TMAPOXIOPKA BPems YABPHUBAHUA OCHOBHOTO NkKa Ha

(BIXX)

PoacTBeHHBIE NpUMech
Mpumecs 1
MNpumecs B
Mpumecs 3
Cymma HeugeHTUPMUMPOBAHHbIX
npumecen
Cymma npumeceit
MukpoBuonoruueckan yncrora*
O6uwee uucno aapobHbix
MUKPOOPraHUamMoB
ObLee YUCNO APONOKEBBLIX U
nnecHesblx rpuboB
Escherichia coli
KonuwecTteeHHoe onpeaeneHue
nepkaHuannuHa rmapoxnopug (B3XX)

Ynakoeka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Ceprucukar aHannsa
Nepkamen ® 10
F137901

lopen go: 07/2024

NCP-007057/09-301219

TabneTky NoKPbITHIE NNEHOYHOM 060M04Ko#, 10 Mr
NepkaHuaunuy

Pekopaatu Upnanaus NTa., Mpnanaus

97680

Cneundukayms Pesynerar

Kpyrnbie ABOAKOBLINYKNbIe TabneTku, nokpeiTole  Kpyrnsie gsoskoesinyknsie TabneTku,
nnexHo4Hol oGonoykow, ot GneaHo-KenToro NOKPBITLIE NABHOYHOW 0GONOYKON, OT BneaHo-
A0 CBETNO-XENTOro UBETa C PUCKON Ha OAHOW XETTOro A0 CBETINO-XENTOrO UBeTa C PUCKON

cTopoHe. Bua Ha u3nome: ceetno-xentoro ygeta Ha OAHOA CTOpoHe. Bug Ha nanome: caetno-
Henrvoro yserta

103.0Mr£7.5% 103.7 mr
18/20£7.5%; 2/20+ 15 % CooTteeTcTeyer
MapameTtp npuemnemoctu aAna 10 eanHuy 20
Ao3aupoeaHus < 15,0, MapameTp npuemnemocty
AnA 30 eAnHny A03uMpoBaHuA S 15,0 u HU oaHa
13 OTAENbHBIX €4MHUAL A03UPOBAHWA HE MEeHee
0,75M u He Gonee 1,25 M
He Gonee 15 muH 5. MuH
He menee 70 % (Q) yepes 45 MuH ot 95. %
3aABNEHHOMO COABPXAHUA

MonoxuTensHo
XPOMBTOrpaMmMe UCNLITYEMOro pacTeopa 2 ACMKHO
COCTBETCTBOBATL BPEMEHW YAepXueaHua nMKa
NepkaHuannuHa Mapoxnopuaa Ha xpoMarorpamMme
CTaHfaapTHoro pacteopa 6
He 6onee 0.20 % < 014 %
He Gonee 0.20 % < 014 %
He 6onee 0.30 % < 0.14 %
He Gonee 0.20 % < 014 %
He Gonee 0.75 % < 0.14 %
He 6onee 10° KOEB 1 r < 10. KOEB 11
He 6onee 10°KOE 8 11 < 10. KOEB 171
Orcyrereue s 11 CooTteetcrayeT
ot 9,5 40 10,5 mr nepkaHuannMHa ruapoxnopuaa 9.8 wmr/rab.
B 0AHOMA TabneTtke (95 % -105 % OT 3anBNEHHOro
COAEpXaHUsA)
Mo 14 rabnetok 8 Bnucrep [HenpoapadHan MBX- CootseTtcTayeT

nnexka/donera anloMUHUeBsas),
Mo 2 (no 14 TabneTok) 6nucrepa ¢ UHCTPYKUUEH
No NPUMEHEHUIO NpenapaTa B KaPTOHHO| Nayke.

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 (Qualitétskontrolle),






BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugmkar ananusa
Mpoaykr: Nepxamen ® 10
Koa npoaykra: F137901

Ne cepuu: 135558

MapkupoBska

1) MepBuyHan ynakoBka nekapcTBeHHOro npenapara
Ha 6nucrepe Ha pycckom sisbike yKa3biBaioT:

TOpProBoe HaumeHoBaHue npenapata®

MeXAyHapoAHOEe HENaTEHTOBAHHOE HaWMEHOBaHWUe, A03UPOBKY
nekapcTeeHHylo hopmy

Ha3BaHue PUPMbI-NPOU3BOAUTENA

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
Ne cepuu: 13555B

Foaen go: 07/2024

HEBUAUMBIA 3HAK 3ALUUTI

2) BropuyHas ynakoBka

Ha KkapTOHHOW Nauke Ha PYCCKOM Aablke YKa3bIBaIOT:
HauMeHoBaHWe (PMPMbI-NPOU3BOAUTENA, CTPaHY

nororun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOpProBoe HaumeHoBaHue npenaparta®

MEXJIyHapOAHOE HENATEHTOBAHHOE HaMMEHOBAHUE, J03UPOBKY
konuyecTeo TabneTok B ynakoske, NeKapcTBEHHYO hopmy
CoAepxaHue AeNCTBYKLLEro BELecTsa B 0AHOK TabneTke

«[Ins npuema BHyTpb»
YCNOBMA OTNyCKa

«CobniopaTe MHCTPYKUMIO N0 NPUMEHEHMIO NpENapara, KOTOPas HAXOAMTCA BHYTPYU YNaKoBKU»
«/lekapcTeeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel mecTe!»

«CoaepxuT NakToay»

YCNOBUA XpaHEHUs

Ne cepuu: 13555B

[ata narotosnenus: 07/2021

loaen go: 07/2024

PErMCTPaLUMOHHBIA HOMEp

WITPUX-KOZ

«[o nuueHanu RECORDATI»

«[INA neYeHWs apTepuantHON rMNepTeHInu» .
HEBUAWMBIA 3HAK 3aLUTbI
NPOU3BOACTBEHHbIA KOA

3TWKETKA KOHTPOSA NePBOro BCKPLITUR

cpeacTBa n.qenmcbuxauun CUCTEMbl MOHWTOPUHra ABUXEHNA NEKapCTBEHHbIX NpenaparTos

XpaHeHue
Cpok rogHocTH

Ceprucpmkar:

BbiweykaszaHHan cepus oTBevaeT TpeGoBAHUAM HOPMATUBHON JOKYMEHTaLMM,

s rt Stang

YnonHoMmodeHAoe nuuyo

Pesynbrartsl

Nepkamen ® 10

Nepkanugunuy 10 mr

TabneTk1 NOKpLITLIE NNEHOYHOR 0BONOYKOM
Bepnun-Xemn Al
BERLIN-CHEMIE/MENARINI

MMeeTCcA

Bepnun-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
Nepkamen ® 10

Nepkanngunus 10 mr

28 TabneToK NOKPLITLIX NNEHOYHOI 0BONOYKOM
B 1 tabneTtke, NOKPLITOI NNEHOYHOM
060N0YKOH COAEPKUTCA NePRaHUANNHA
rugpoxnopuaa 10 mr.

yKasaHo

Mo peuenty.

ykasaHo

yKasaHo

yKaszaHo

XpaHWuTb NpW Temneparype He Boiwe 30°C

NCP-007057/09

UMeeTcA

yKaszaHo

ykasaHo

umeertca

umeeTca

He uMeeTcs

nmeeTcn

Mpu Temnepartype He ebiwe 30°C
3roaa

Varsitzender 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 (Qualitatskontrolfe).






