M OO0 BeprnnH-Xemnu/A. MeHapumHu

HNOATBEPKJIEHHE COOTBETCTBHA

Ne [IC-22561A

Toprosoe HauMeHOBaHHE Jlepkamen® 10

Mex1yHapoHOe HEAaTEeHTOBAHHOE HAUMEHOBAaHHE JlepkaHHIUTTHH

(rpynnupoBOYHOE MIIH XMMHYECKOE)

JlexapcTBennas popma TaOJICTKH MOKPEITEIC ITICHOYHOH

000JI0UKOH
Jlo3upoBka 10 Mmr
®opma BEINTYCKa 15 wt., OnucTepsl (4 wr.) , nayka
KapTOHHAs

Howmep cepun (maptun): 22561A

O0beM cepuu(IapTun) 51 600

JlaTa mpoH3BoJCTBA 05.2022

I"ozed 10 05.2025

HaumenoBanue U ajpec mnpoussoauTens (c poussoaurenn-

yKa3aHHeM cTaJuii IpOU3BOJCTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boimyckaromuid KOHTPOJIb Ka4decTsa-
bepnun-Xemu AT, T'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u naTa perucTpaiioHHOT0 YI0CTOBEPEHHS JICP-007057/09 ot 07.09.2009
(mara 3amens! 30.12.2019)

Homep 1 naTa HOpMaTHBHOH JOKYMEHTAaLUH JICP-007057/09- 301219

HanmenoBauue H ajpec nepxarens | O0uiecTso c OTpaHHYEHHOH

PErHCTPAlMOHHOIO YAOCTOBEPEHHS OTBETCTBeHHOCThI0  "Beprmuu-XeMw/A.
Menapunu", r. Mocksa, [IpecHeHckas
HaGepexHasd, 1.10

HacTosimumii A0KYMeHT IMoATBepP KAAeT:

-JaHHbIH JIEKapCTBEHHBIH NpenapaT cooTBercTByeT 61-D3 «OO6 oOpalleHHH IeKapCTBEHHBIX
CPCICTB...»;

-CepHsl JICKapCTBEHHOIO IIperapara COOTBETCTBYET TpeOOBAaHUSIM, YCTAHOBJICHHBIM IIPH €ro
roCyapCTBEHHON perucTpaluu

[pengtds N M
000 «¥eps Nijapuru» __~— =" Cokonos B.]I. 04.08.2022
: (rmoamnuck) (mata)
Mosepe A Meuapunu»
Ne 6/u or

000 “Bepnun-XeMAA—VieHapuHu"

Opuauyecknia agpec: Poceus, 123317, r. Mockea, lNpecHeHckan HabepexHas, . 10
MNouToBbin agpec: Poccun, 123317, r. Mocksa, MNMpecHerckan HaBepexHan, g. 10
Tenecdpon: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpuxar ananunsa

MpopykT: Nepkamen @ 10

Kop npogyxra: F141818

Ne cepuu: 22561A

[ara uarorosnenus: 05/2022 : lopex po: 05/2025

[ara eeinycka cepun: 05/07/2022

HopmaTueHas AOKYMEHTaUMA: NCP-007057/09-301219

Nekapcreertan dopma: TabneTkn NoKpbITLIe NNEHOYHON aBonoyxkon, 10 mr

[eicTeyollee BELWECTBO: NepkaHugunun

MpouasoauTens AelcTBYOWeEro BelwecTea: Pekopaatu Wpnangus Nra., Vpnanaus

O6bem cepun (KONUYECTBO YNakoBoK): 51600

MNoxasartens Cneundukauus Pesynbrart

Onucanue Kpyrnbie pABoskoBeiNyKnbie TaGnetku, nokpeiTeie  Kpyrnbie ABOAKOBLINYKNbIE TAONeTkN,
NNEHOYHOH 0GON0YKON, OT GNEAHO-KENTOro A0 NCKPLITHIE NNEHONHOR oBonouKol, ot GneaHo-
CBETNO-XENToro UBeTa C PUCKON Ha OAHON KEnToro A0 CBETNO-KENTOro UBETa C PUCKOi

Ha 0HOW cTopore. Bup Ha wanome: ceeTno-

CTOpOHe. BM,D, Ha UanomMme. CBETNO-XENTOro UsBeTa
HKENTOoro upera

Cpeansas macca 103.0mMr+7.5% 105.1 mr
OAHOPOAHOCTL Maccs 18/20 £ 7.5 %; 2/20 £ 15 % CooTeeTcTBYeT
O4HOPOAHOCTbL A03WPOBAKUA MapameTp npuemnemoctn ans 10 egunny 1.5

AosupoeanHus < 15.0; MNapameTp npuemnemocTi
Ans 30 eauHuy foavposanua < 15,0 u Hu oaHa u3
OTAENbHLIX e4WHKL S03UpOBaHUsA HE meHee 0,75
M u He Gonee 1,25 M

Pacnagaemocts He 6onee 15 mun 5. MUH

Pacreopenue He mexee 70 % (Q) Yepes 45 muH o1 96. %
JaABNEHHOIS COAEPKAHNA

MoanuHHOCTL NEepKaHuAKNuHa rmapoxnopus Bpema yaepusaHna OCHOBHOrO NuKa Ha MNonoxurensHo

(BOMX) XPOMaTOrpamMMme MCNbITYEMOro PacTeopa 2 ACMKHD

COOTBETCTBOBATL BPEMEHM YABPKUBAHUA M1Ka
NEPKaHWAWNWHA MAPOXNOPWA Ha XPOMaTorpamMme
CTaHAapTHEro pacreopa 6

pO,QCTBBRHbIe npumecu

Mpumecs 1 He Gonee 0.20 % < 015 %
Mpumecs B He Bonee 0.20 % < 015 %
Mpumeck 3 He 6onee 0.30 % < 015 %
Cymma HeMaEHTUULMPOBAHHLIX He Gonee 0.20 % < 015 %
npumMecen
Cymma npumeceit He Gonee 0.75 % < 015 %
Mukpobuonorudeckasn yucrora®
O6buwee 4ncno aapobHbIxX He 6onee 10° KOE &g 1 r < 10.
MUKPOOPraHU3MOB
OBLyee HUCAD APOHIKEBLIX 1 He Gonee 10°KOE B 11 < 10.
nnecHeakix rpubon
Escherichia coli Otcyrerene s 11 CootsercrayeT
KonuyecreeHnoe onpeaenexne ot 9,5 ac 10,5 Mr nepxaHuaunuHa rujpoxnopuaa 10.1 mr/rab.
nepkaHuaunuHa rugpoxnopug (BaMX) B 0AHOW TabneTke (95 % -105 % OT 328BNEHHOIO
COACPHAHKR)
Y¥naxoeka Mo 15 Tabnetok 8 Bnucrep [HenpospaqHasn MNBX- Coorsercrayer

nnexkalthonsra anomuHvesas).
No 4 (no 15 Tabnetok) GnucTepa ¢ UHCTPYKUMEN
no NPUMEHEHWIO Npenapara B KapTOKHON navke,

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrugci (Vorsitzender), Fdward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 {Qualitatskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis

Mpoaykr:
Koa npogykra:
Ne cepumn: 22561A

Nepkamen ® 10
F141818

MapkupoBka

1) NepeuyHan ynakoska nekapcTBEHHOro npenapara
Ha Bnucrepe Ha pyCCKOM SI3bIKE YKa3sIBaT:

TOproBoe HauMmeHoBaHue npenapata®

MEX/YHAPOAHOE HEeNaTEeHTOBAHHOE HAUMEHOBaHUe, L03UPOBKY
nekapcreeHHyo opmy

HaiBaHue PUPMbI-NPOUIBOAUTENSR

norotun «BERLIN-CHEMIE/MENARINI» (ka natuxuue)
Ne cepuun: 22561A

I'cpex po: 05/2025

HEBUAMMBIA 3HAK 3aLLMTLI

2) BropuyHans ynakoBka

Ha KapToHHOA NAYKe Ha PYCCKOM R3bIKE YKA3bIBAKT,
HauMeHoBanue hUpMbl-NPOU3IBOAUTENA, CTPAKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBoe HauMeHosaHue npenapata®

MEXJIYHapoAHOE HeNaTeHTOBAaKHOE HAUMEHOBAHWE, A03MPOBKY
KonuuecTso TabneTok 8 yNnakoBKe, NEeKapcTREeHHYI0 hopmy
cofepkaHue JeicCTBYIOWEro BellecTea 8 oAHol Tabnetke

«[In\ npuema BHYTpbY
YCNOBUA 0TNycka

«CobnioaaTs MHCTPYKUMIO NO NMPUMEHEHWIO NPENapaTa, KOTOpas HaxoAUTCA BHYTPH YNaKoBKU»

«JlexapcTBeHHO® CPEACTBO XPaHUTb B HEAOCTYNHOM ANSA AETEl MecTe!»
«COABDKWT NAKTO3Y»

YCNOBUSA XpaHeHus

Ne cepuun: 22561A

[Hara wsrotosnenun; 05/2022

lopex po. 05/2025

PErucTPaunoHHbLIA HoMep

LLITPUX-KOL

«lMo nuuenaun RECORDATI»

«[lna neyerun apTepuantHOW MMNEPTEH3INWY .

HEBUAUMBIA 3HAK 33UMTEI

NPOU3BOACTBEHHBLIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPbLITUA

CpeACcTsa WAGHTUUKALINY CUCTEMBl MOHUTOPUHIE ABWKEHWR NEKAPCTBEHHbLIX NPENapaTos
XpaHeHue

Cpox rogHocTH

Ceprudpmkar:
BblleykasaHHas cepus oTeeqaeT TpeboBaHUAM HOPMaTUBHOK AOKYMEHTALUWK,

r. Tibor Miké

YnonHoMoueHHoe nuuo

Ceprucpurar ananusa

Pesyneratel

Nepkamen ® 10

Nepxarugunun 10 mr

TafineTkn NoKpeITLIE NNeHoMHOoR oBonayuxkoi
Bepnuu-Xemu Al
BERLIN-CHEMIE/MENARINI

UMEETCA

Bepnun-Xemu A, Mepmanus
BERLIN-CHEMIE/MENARINI
Nepkamen ® 10

Nepranuaunud 10 mr

60 TabneTok NOKPLITLIX NNEHOHYHOW 0BONOYKON
B 1 rabnerke, NOKPLITOW NNEHONHON
0B0MNO4KOR COAEPHUTCH NEPKAHUAUNUHA
ruppoxnopuaa 10 mr.

yKa3aHo

Mo peuenTy.

YyKa3aHo

yKazaHo

YKA3aHO

XpauuTe Npu TeMneparype He swiue 30°C

NCP-007057/09
nmeeTcs
yKasaHo
yKasaHo
uMeeTcA
umeeTca

HE UMEeeTCA
UMEETCA

Mpu Temnepatype He suiwe 30°C
3roaa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrueci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +48 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolia),



