M 000 Bepnun-Xemu/A. MeHapurn

INOATBEPKIEHUE COOTBETCTBUS

Ne[1C-12511A

| ToproBoe HaMMEHOBaHHE L-Tupoxkcun 125 bepaun-Xemu
Me:kayHapoHoe HenaTeHTOBaHHOE HAUMEHOBAHHE JleBOTMPOKCHH HATpPUS
(rpynI{poBOYHOE WIM XHMHYECKOE)
JlexapcTBeHHas dopma TabaeTKH
03MpPOBKa 125 Mkr
®dopma BeINycKa 25 wr., 6nucrepsl (4 WT.), KOHTYpHas

sAYelKoBas ylnaKkoBKa,
[1a4Ka KapTOHHasA

Homep cepuu (naptun): 12511A

O6Bem cepun(napTn) 40 717

Hata npousBoacTea 01.06.2021

I"oneH 1o 01.06.2023
Haumenoranwe u  agpec  npousBoautens (c IIpoussoaurens-bepaun-Xemu Al
YKa3aHHEM CTaJMH IPOU3BO/ICTEA) I'epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Beinyckaromui KOHTPO/Ib KavecTBa-

bepnun-Xemu AT, I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep ¥ aara perucTpallHOHHOTO YI0CTOBEPEHHS JICP-001807/08 ot 17.03.2008
Jlara nepeodopmienus 11.11.2019

Homep u 1aTa HOpMaTUBHOH JOKYMEHTAIMH JICP-001807/08-111119

HaumenoBanue 7 azpec nepsxatens | bepnun-Xemu Al ['epmanus

PErHCTPALMOHHOTO YI0CTOBEPEHHUS Glienicker Weg 125, 12489, Berlin,
Germany

L]

Hacrosimuuii JOKyMeHT NOATBEpIKIAET:

-AaHHBIA JeKapCTBEHHBINH mperapaT cooTBeTcTBYeT 61-D3 «O6 obpallleHMH NeKapCTBEHHBIX
CPEACTR...»;

-CepHA JICKApCTBEHHOIO MpEnapara COOTBETCTBYET TpeOOBAHMAM, YCTAHOBIEHHBIM IIPH €ro
rOCyJapCTBEHHOH PerucTpaLuu

‘A, Pysanosa T.B.  06.09.2021
(nonmpicy) (mara )

000 “Bepnun-Xemu/A. Menapnun”
Opuanyeckuii agpec: Poceus, 123317, 1. Mocksa, lNpecHeHckas HabepexHas, 4. 10
Moutosein agpec: Poccus, 123317, . Mocksa, lNpecHeHckas HabepexHasn, a. 10
Tenedpor: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



sa52

Analysenzertifikat

MpoayxT:

Koa npoaykra:

Nao cepum: 12511A

[ara warotosnenus: 06/2021
[laTta BbiNyCKa CepUM. 06/08/2021
HopmaTtrBHas AOKYMEHTaUWA:
NekapcTeeHHasn opma:
[edcTeyowee BELLECTRO!

MNpouvssoanTeNt AEACTBYKILLETO BELUEeCTBa:

OBbem cepun (KONUYECTBO YNaKkoBoK):
Mokasarens
Onucaxne

CpeaHsa macca
OAHOPOAHOCTE AO3UPOBAHUA

PacnagaeMmocTb
PacreopeHue

MoTepa B Macce Npu BbiCYLUMBaHAW
MoAnMHHOCT JleBoTHpOKCUH (BIXX)

PoacTaeHHbIE NPUMECH
3,5-AUA0ATUPOHNH
JIMOTUPOHWH
3,3, 5'-TpUAOATUPOHUH
3,3',5,5-TeTpaioaTUPOYKCyCHAA
KucnoTa
3,3',5,5'-TeTpaioATUPOMYPaBbUHAR
Kmenota
NMioBas efguHyHasn
HeuaeHTuduumpoBarHan
npUMech
Cymma HenaeHTUhULMPOBAHHBIX
npuMecei
CymMma BCEX Npumecen
MukpoBuonoruyeckan YicToTa
Obwee umcno azpobiHbix
MUKPOOPTaHUAMOB
O6iLee YUCNO APOHIKERBIX K
nnecHesbix rpuGos
Escherichia coli
KonuuecTeerHoe onpegenerve (BIXX)

Ynakoska

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Alcotti -

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentralel, Fax +49 30 6707-2008 (Qualitétskontrolle).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-TupokcuH 125 BepnuH-Xemu
F132428

NCP-001807/08-111119
Tabnetku, 125 MKr
MeBOTMPOKCHH HATPUA
Nenuao MMEX, Mepmanna
30717

CneyndimKkauus

lopeH ac: 06/2023

Pesynbrar

Kpyrnbie, cnerka Boinyknsie taBneTku o1 Benoro  Kpyrnsle, cnerka ebinyknbie

no Genaro co cnerka JKENTOBATLIM OTTEHKOM

rabnetxw Genoro co cnerka

yBeTa, C PUCKON ANS AENeHns Ha OAHOV CTOPOHE KeNTOBATEIM OTTEHKOM ueerTa, ¢

W TUCHEHMEeM "125" Ha Apyroi

ApyroR
0,130r+75%
MNapameTp npuemMnemocTy Ans 10 eanHUY
npoauposanua < 15.0. NapameTp npuemnemocTi
ans 30 eavHUL A03MPOBAHUA
< 15.0 v HWA OAHA W3 EAMHWLI 103VNPOBEHUA HE
meree 0.75 u He Gonee 1.25 M
He Bonee 10 MuHyT "
He metee 75 % {Q) neBoTUPOKCUHA HATPUA OT
2asBNEHHOTO COpepXaHns yepes 30 MuryT
He Gonee 7.5 %
Bpems yAepKWBaHUA OCHOBHOTO Nuka Ha
XpOMarorpamMme UCNLITYeMoro pacTeopa [OJTKHO
COOTRETCTBOBATE BPEMEHW YAEPXMBAHUA
OCHOBHOTC NWKa Ha XpomaTorpamme
CTaHAapTHOro pacTBopa NepoTUPOKCKHE.

He Gonee 0.2 %
He Gonee 1.0 %
He Gonee 0.3 %
He Gonee 1.0 %

He Gonee 1.0 %

He Gonee 0.5 %

He Gonee 2.0 %

He Gonee 5.0 %

He Bonee 10° KOEB 11

He Gonee 10°KOE B 1T

Otcyterene s 11

90 — 105 % OT 3aABNEHHONO COAEPKAHUA

(ot 112,5 Ao 131,3 mkr / Tabn.)

Mo 25 TabneTok B KOHTYPHOMN AYEHKOBOW
ynakoske (Gnuctep) [honbra aniomuHvesas |
chonbra anoMuHuesas].

Mo 4 BaucTEpa € MHCTPYKLUMEN NO MPUMEHEHWIO
npenapara B KApTOHHOW Navke.

PUCKOI ANA AEneHnA Ha oAHOM
CTOpOHE ¥ TUCHEHMEM "125" Ha
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Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
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 BERLIN-CHEMIE

MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: L-Tupokcun 125 BEeprnun-Xemu
Koa npoaykra: F132428

Ne cepun: 12511A

Mapkuposka
1. Mepeuynan ynakoska NeKapcTBEHHOro Npenapara

Ha Bnmcrepe Ha pycckom assike YKa3bIBAKOT:

Hassanue hupmel-npoussoauTens

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

TOproBoe HaMMeHOBaHWe npenapara

MEXOYHaPOAHOE HENATEHTOBAHHOE HAUMEHOBAHME

A03upoBky

Ne cepuu: 12511A

lopew go: 06/2023

HEBUAWMBIRA 3HAK 3aLmTh!

2. BTopuuHans ynakoska

Ha KapToHHoit navike Ha pycckoM aabike YK@3bIBAWT;

Ha3BaHUE (PUPMbI-NPOMIBOANTENR, CTPaHY

norotn «BERLIN-CHEMIE/MENARINI» (Ha natuhnye) .
TOProBoE HauMeHOBaHKe npenapara

MENAYHAROAHOE HENETEHTOBAHHOE HAUMEHOBaHUE

A03MpOBKY .
KOnu4eCTBO TAabneTok B ynakoske, NeKapcTBEHHYID hopMa

cnocob npuMeHeHus

CoAepHAKME REACTBYIOLIETO BEWECTBA B OAHOM TabneTke

YCNOBUA XpaHeHUA
"Cobnioaats MHCTPYKUMIO Mo NPUMEHEHWIO NpenapaTa, KOTOPan HaxoauTCs BHYTPW ynakosku"
“fNexapcTseHHoe cpeacTao XpanuTs B HEAOCTYNHOM ANs geTein mecrel”

PEerucTpaLMoHHLIR Homep

YCnoBuA oTnycka

Ne cepumn: 12511A

flata naroToenenus: 06/2021

lopex po: 06/2023

LWITPUX-KO

HEBUAUMBINA 3HaK 3aLMThI .
NPOU3BOACTBEHHBIA KOA

ATUKETKA KOHTPONA NEPBOro BEKPLITUS
CPeACTBa UAEHTUDMKALIMM CUCTEMB! MOHUTOPUHIA ABUKEHNS NEeKapCTBeHHbIX Npenaparoe
XpaHenue

Cpok rogHocTu

Ceprudmxar:
Belweykazannas Cepua oTBevaeT TpeGoBaHUAM HOPMATUBHON AOKYMEHTauuu,

A

Dr. rbeft $tang

YnonHomoueHoe finyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matsch
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berfin-Chemie AG, 12485 Bertin - Tel, +49 30 6707-0 (Zentrale}, Fax +49 30 6707-2008 (Qualititskontie

Ceprupukar ananuza

PesynbTarki

BepnuH-Xemu Al .
BERLIN-CHEMIE/MENARINI
L-Tupoxcun 125 Bepnun-Xemu
NesoTupokeuH HaTpus

125 mkr

umeerca

Bepnun-Xemu Al Fepmanun
BERLIN-CHEMIE/MENARINI
L-TupoxkenH 125 Bepnus-Xemu
NesoTupoxcuH HaTpun

125 mxr

100 rabneTok

Ana npuema BHyTpL

B 1 rabnetke conepxurcs
NEBOTUPOKCHHA HaTpus 0,125 wr.
XpaHuTk Npu TemMnepaType He Boilwe 25°C.
yKaiaHo

yKasaHo

NCP-001807/08

no peuenty

umeercs
uMeeTca

umeeTcs

HE UMeeTCa

umeeTcA

lpu Temnepatype He abiwe 25°C.
2ropna




