00O BepnnH-Xemn/A. MeHapnHmn

MOATBEPKIEHUE COOTBETCTBHSI

Ne T1C-22585A

Toprosoe HaHMEHOBaHHE

JlepkameH® 10

MexayHapoZHOe HeaTeHTOBAHHOE HAUMEHOBAHUE
(IpyIIIMPOBOYHOE WM XMMHYECKOE)

JlepkaHUIHITHH

JlexapcTBeHHas opma

TabJEeTKH IIOKPbITHIE TICHOUHON

yKa3aHHeM CTaJHi IPOU3BOJCTBA)

000J104KOH
Jlo3upoBKa 10 Mr
dopMa BBIITYCKa 15 wrt., Gnuctepsl (4 WIT.) , MaYKa
KapTOHHas
Homep cepuH (mapTuH): 22585A
O6BeM cepHH(TIAPTHH) 53 000
JlaTa mpOHU3BOICTBA 06.2022
['oxeH no 06.2025
HanMeHOBaHHE M  ajpec IMpoM3BoAuTens  (C IpoussoauTeib-

Bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

BhInycKaoIHi KOHTPOJIb KauecTBa-
Bepnun-Xemu AlT, Tepmanua(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 J1aTa perHcTpallHOHHOTO YAOCTOBEPEHHUA

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

Homep 1 JaTa HOpMaTHBHOH JOKYMEHTAlUH

JICP-007057/09- 301219

HauMeHOBaHHE )i | ajapec
PETHCTPAlIHOHHOIO YIOCTOBEPEHHSA

JepxaTeii

ObmecTBO c OrpaHH4eHHOH
oTBeTcTBEHHOCThIO  "BepmuH-Xemu/A.
Menapunn", r. Mocksa, [IpecHeHckas
HabepexHas, 1.10

HacTosimmii JOKyMEHT NOATBEP/KIAeT:

-JAHHBIH JIeKapCTBeHHbIH mpemapat cooTBeTcTByeT 61-D3 «OO6 oOpallleHHH JIEKapCTBEHHBIX

CpEICTB...»;

-cepHsl JIEKAPCTBEHHOTO MperapaTa COOTBETCIBYET TPeOOBaHMAM, YCTAHOBJCHHBIM IpH €ro

rocyJapcTBEHHOH perHCTpalyn

(moamucs)

A.MeHapuHu»

000 “BepnuH-XeMATA—N
HOpuavyeckuia agpec: Po

FHapuHKU"

i
MERE pPlHH>{_WOKOHOB B.J.  10.10.2022

(mara)

A, 123317, r. Mockea, MNpecHerckan HaGepexHasn, A. 10

MouTosbiid agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HabepexHas, A. 10
Tenedow: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




MENARIN

Analysenzertifikat

MpoaykT:

Koa npopaykra:

Ne cepun: 22585A

[ara warotosnenun: 06/2022
[ara sbinycka cepun: 29/08/2022
HopmaTtuBHan AOKYMEHTaUuA:
NekapcTeeHHan popma:
[encTeyloulee BELLECTBO:

Mpou3BoAUTEND ABACTBYIOLEro BelecTea:

QOb6bem cepum (KONMHECTBO YNaKOBOK):

[Nokasarens
OnucaHue

CpeaHas macca
ORHOPOAHOCTE MacChl
OAHOPOAHOCTL AO3UPOBAHUA

PacnapaemMocTb
Pacreopenve

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Nepkamen ® 10
F141818

NCP-007057/09-301219

TabneTkK NOKPLITLIE NNeHOYHOK oBonoukod, 10 Mr
JlepkaHugunuu .

Pekopaath Wpnauaun Nta., Upnakaua

53000

Cneundukayus

Kpyrnble ABOAKOBbINYKNbIE TAGNETKK, NOKPbITLIE
nneHouHoi o6onoYkon, oT GneaHo-XKenTore 4o
CBETNO-XEeNToro Usera ¢ pUckoi Ha oaHON
cTopoHe. Bua Ha Manome. CBETNO-XKenToro usera

103.0mMrx7.5%

18/20£7.5%; 2120+ 15 %

MapameTp npuemnemoctu AnNA 10 eanHAY
Apoanpoeanua S 15,0; MapameTp NpuemMnemMocTy
ANA 30 eauHUY A03MpoBaHKUA S 15,0 1 HW oaHa U3
OTAENbHbLIX 8AUHUL A03NPOBAHUA He MeHee 0,75
M u He Gonee 1,25 M

He Gonee 15 MuH

He mexee 70 % (Q) uepes 45 MuH OT
3aABNEHHOrQ COABPXaHWUA

MoANWHHOCTL NepKaHWAUNUHAE rMAPOXNOPUA Bpemn yaepxusaHua OCHOBHOrO Nuka Ha

(BIWX)

PoacTeeHHbie npUumecu
Mpumeck 1
Mpumecs B
Mpumecs 3
Cymma HeuaeHTUMLNPOBAHHbIX
npumecein
Cymma npumeceit
MukpoBuonornyeckan yuctora*
Obwwee uucno aspobHbix
MWUKPOOPraHW3MoB
Obwee YACNO APOXOKEBBLIX U
nnecHesbix rpubos
Escherichia coli
KonwuyecreeHHoe onpeaenexue
nepxakuaunuHa rugpoxnopug (BIXX)

Ynakoska

XPOMaTOrPamMMe UCMbITYEMOro pacTeopa 2 A0MKHO
COQOTBETCTBOBaTL BPEMEHHW YAEPXKMBAHWA NUKa
nepKaHUaUnUHA TMAPOXIIOPUAA Ha XpomaTorpamme
cTaHgapTHoro pacteopa 6

He Gonee 0.20 %
He Gonee 0.20 %
He Gonee 0.30 %
He Gonee 0.20 %

He Gonee 0.75 %

He Gonee 10° KOEB 1T

He 6onee 10°KOEB 1T

Orcytcreves 11

ot 9,5 ao 10,5 Mr nepkaHuaunuHa ruapoxnopnaa
B 0AHO# TabneTke (95 % -105 % OT 3aABNEHHOrO
COAEpXaHMA)

Mo 15 TabneTok B 6Gnucrtep [HenpoapauHan MBX-
nnexka/donsra anloMUHUeBan).

Mo 4 (no 15 TabneTok) 6nucTepa C HCTPYKUMER

No NPUMEHEHUIO NpenapaTa B KaPTOHHOM navke.

Ceprucukar aHannsa

FopeH po: 06/2025

Peaynerar
Kpyrniie ABOAKOBbINYKNbIE TAbNeTKK,
NOKpLITLIE NNeHouHoW oBonoukoi, ot BnegHo-
KEIToro A0 CBETNO-XENTOra UBeTa C PUCKOR
Ha ofHoW cTopoHe. Bug Ha nanome. ceetno-
XenToro useta

102.6 mr

Cootrsertcreyer
2.8

7. MUH
96. %

MonoxurensHo

0.15 %
0.15 %
0.15 %
015 %

A A A A

< 0.15 %
< 10.
< 10.

CootBercreyeT
9.9 wmr/rab.

CooTteercrayeT

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei {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).



BERLIN-CHEMIE
MENARINI

MENARN

Analysenzertifikat Certificate of Analysis Ceprugukar ananusa
MNpoaykT: Nepkamen ® 10

Kopa npoaykTa: F141818

Ne cepun: 22585A

MapkupoBeka Pesynkratbl

1) MepBU4HAA ynakoBKa NeKapcTBeHHOro npenapara

Ha Bnucrepe Ha pyCCKkOM R3biK IBAKOT:

TOproBoe HaumeHosaHue npenapara®

MeX/yHapoaHOe HenaTeHTOBaHHOe HAUMEHOBaHNe, A03MPOBKY
NEeKapCTBEHHYKD hOpMY

HaasaHwe upMbl-NponasoauTens

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

Ne cepun: 22585A

lopen po: 06/2025

HeBMAWMBIA 3HAK 3aLUMTbI

2) BropnyHas ynakoBka

a KaPTOHHOW Nayke Ha KOM A3bIKE YKa3bIBAKOT:
HauMeHoBaHue UPMbi-NPOMIBOAUTENRA, CTPaHY
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOproBoe HauMeHoBaHue npenapata®
MeXAyHapOAHOE HENAaTEHTOBAHHOE HAaMMEHOBaHUe, A03NPOBKY
KonuyecTso TabneTok B YNakoBke, NEKapCTBEHHYI0 hopmy
COAEpXaHuWe AeWCTBYIOLEro BewecTea B oAHoH Tabnetke

«[lns npuema BHYTPb»
YCNoBWA oTnycka

«CobnioaaTe MHCTPYKLMIO N0 NPUMEHEHWIO NpenapaTa, KOTOpan HaxX0ANTCA BHYTPH YNakoBKU»
«[lekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel mecTe!»

«CoaepXuT NakTosy»

YCNOBUA XpaHEHWA

Ne cepuu: 22585A

[ata warotoBnenua: 06/2022

lopex po: 06/2025
PerncTpaunoHHeliA Homep

WTPWX-KOA

«Mo nuueHaun RECORDATI»

«[INA NeYeHWA apTepuancHON rMNepTeH3uu».
HEBUAUMBIA 3HAK 3aLLUTBI
MPOU3BOACTBEHHBIA KOA

aTUKETKAa KOHTPONA NEPBOro BCKPLITUA

cpeacTea MAEHTUUKALMA CUCTEMBI MOHMTOPWHIa ABUXEHWA NeKapcTBeHHbIX NpenapaTos

XpaHeHue
CpoK roAHOCTH

Ceprudmkar:

Bbilueyka3anHas cepun oTeeuaeT TpeGoBaHUAM HOPMAaTHBHOI| AOKYMEHTaLNM,

. Tivor Miké

YnonHoMoueHHoe nNuuo

Nepkamex ® 10

Nepkanuaunud 10 mr

TabneTkn NoKpbITLIE NNEHOYHOK 060NOYKOMK
Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI

WMmeeTca

Bepnun-Xemu Al', Fepmanus
BERLIN-CHEMIE/MENARINI
JNepxamer ® 10

Nepkanngunux 10 mr

60 TaBneToK NOKpbLITLIX NNEROYHOH 0BONOYKOMA
B 1 taGneTke, NOKPLITOW NNEHOYHON
060NOYKOH COABPKUTCA NEPKAHUAUNMHA
rmapoxnopuaa 10 mr.

yKasaHo

Mo peuenTy.

yKasaHo

yKasaHo

yKa3aHo

XpaHuTb Npu TeMnepaType He Bbiwe 30°C

NCP-007057/09
UMeeTCcA
yka3aHo

yKasaHo
umeercs

umeeTcs
HE UMEeeTCA
uMeeTca

Mpwu TemnepaType He Bbiwe 30°C
3 roaa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleatti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +43 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolie).



