MI f 000 bepnmH-Xemn/A. Mernapunn

MOATBEPKIEHUE COOTBETCTBHS

Ne TIC-13740D

ToproBoe HaumenoBanwe OcnyMu3aH® |

MexyHaposiHoe HenaTeHTOBaHHOe HaHMEHOBaHHE CumeTtHkOH

(rpynnupoBoYHOE Wik XHMHUECKOE)

JlekapcTBeHHas Gopma KaIcyJsl

JlosupoBka 40 mr

®opma BeIMycKa 25 wr. , 6muctepst (1 wT.) , mauku

KapTOHHBIE

Homep cepun (maprum): 13740D

O0beM cepun(naptum) 250 560

JlaTa npoussosicTBa 01.07.2021

I'ogen no 01.07.2026

Haumenosanne wu  ampec npousBoaurenss (c | Mpoussoaurenn-Kataient ['epmanus

YKa3aHHEM CTa/lHil POM3BO/ICTRA) DBepbax 'M6X (Gammelsbacher Str. 2,
69412 Eberbach, Germany)

Beinyckaommii  kontpons kauecrsa-
bepnun-Xemu AT, T epManus(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep u nata peructpatmonnoro YIOCTOBEPEHHS I1 NO013460/01 or 13.04.2012 (nara
nepeopopmienns 25.09.2019)

Homep u nata HopmaTiBHOI JOKYMEHTAUHH I1NO13460/01-250919, u3m.Nel

HaumenoBanue % azpec Aepxatens | bepnun-Xemu Al lepmanus

PETHCTPALIHOHHOTO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii nokymenT MOATBEPAKIAET:

-JaHHbIH JIeKapCTBEHHBII fipenapat cooTBeTcTBYeT 61-03 «O6 06panienny JIEKapCTBEHHBIX
CPEICTB...»;

~CEpH JICKAPCTBCHHOIO IIpernapara COOTBETCTBYET TPeOOBaHHAM, YCTaHOBJICHHBIM IIpH €ro
rOCy1apCcTBEHHOH PErHCTpalHK

= ,/;

=== Cokomos B.Jl.  18.02.2022
(moammce) (nara)

000 “BepnuH-Xemu/A. MeHapuHu"

KOpuauuecknia agpec: Poccus, 123317, r. Mocksa, MpecHeHckas HabepexHas, o. 10
MoyToBssi agpec: Paccus, 12331 7, r. Mockea, MNpecHeHckan HabBepexHasn, a. 10
Tenedon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpukar ananunsza

MpoaykT: 3cnymusan ®

Kop npopykra: F137945

Ne cepuu: 13740D

Hata usrotosnenus: 07/2021 lopen no: 07/2026

[ara Bbinycka cepuu: 11/01/2022

HopmaTusHas gokymeHTauus: I NO13460/01-250919 ¢ nam. Ne1 ot 07.12.2020

NekapcTBEHHaR hopma; Kancynel, 40 mr

[eiicTayiowee BewecTso: CuMeTuKoH

MNpouseoautent geicTeyiowero Bacunaon Kemukan Ko. g, BenwkoGputanus

BelecTsea:

O6vem cepun (konuuecTso YRakaBoOK): 250560

Mokazarens Cneuudukayun Peaynerar

OnucaHue Kpyrneie nauv noutu kpyrnbie, MArKWe, XXenrtbole Kpyrneie unu noutw kpyrneie,
Kancynbl U3 xenatuHa co WBOM U rnaakoi MAFKWE, KENTbIe Kancynsl U3
I'!OBerHDCTbiO, XenaTuHa Co WBOM K1 rnagkow

nosepxHocTe. Coaepxumoe
Kancynel: becuseTHas, BA3Kas,
NONyNpo3payHas KXuWaKoCTh.,

Codepxumoe kancyne:; BecyseTHas, BA3KaA,
NoNynpo3pavHas XuakocTk,

MoanuHHocTh
Monudumemuncunokcan (UK- WK-cnekTp nornowerus ucnbityemoro pactaopa, cooTBeTCTBYeT
cnekTpockonusa) CHATLI B 0GnacTu ot 1500 cm™ ao 850 cm™', norken

cooteeTcTBOBaTL MK-CrieKTpy nornoweHus:

CTaHAapPTHOrO PacTBopa NONUAMMETUICUIOKCaHE

Memunnapazudpokcuberzoam (TCX) CoOTBETCTBYET
3HaveHue Rf 0CHOBHOTO NWKa Ha XpoMmarorpamme
UCNbITYEMOro pacTeopa AOMXHO CoBNaaaTh CO
3Ha4eHWeM Rf ocHOBHOro nuka Ha xpomaTorpamme
CTaHAapTHOro pacTeopa MeTunnaparuapokcu-6eHaoaTa
Kpacumene xuxonuxossld xenmeii (Y- AorxHel HaBNAATECA MaKCUMYMBI NOFMOLWEHNUS COCTBETCTBYET
cnexTpooToMeTPHA ) MCNbITYEMbIX PACTBOPOB NPU 3HAYEHWUAX ANWH BONH 414
£ 5 HM 1 378 £ 5 HM COOTBETCTBEHHO
CpeaHss Macca coaepRxumMoro kancynet 40 mr+ 10 % 38. mr
18/20 He Bonee + 10 %; 2/20 kancyn He Gonee + 20 %
OaHopoaHoCTL Maccel OT CpeaHeil Maccs! COOTBETCTBYET
PacnapaemocTte He Bonee 30 MuH 8. MuH
CnocoBHOCTL K NeHoralueHuo He meHee 80% 98. %
Mukpo6uonoruyeckas ynucrora
O6Luee yncno aspobHbIX He Gonee 10° KOE B 11 < 100. KOE/r
MUWKPOOPraHuamoB
ObLLee YNCNO APONOKEBBIX 1 He Bonee 10° KOE 8 1 r 10. KOE/r
nnecHesblx rpubos
Escherichia coli oTCcyTcTBUE B 1T cooTBeTCTBYeT
KonudectseHHoe onpeaeneHve
lMonudumemuncunoxcan ot 33.5 ao 42.6 mr/kancyna 36.8 mr
MemunnapazudpoxcubeHzoam ot 0.22 po 0.31 mr/kancyna 0.27 mr
¥Ynakoeka Mo 25 kancyn B 6nuctep ua NMBX/ ¢onsra cooTBeTCTBYeT
anwomMuHuesas.
Mo 1 6nucrepy ¢ MHCTPYKUMEI NO NpUMEHeHWIo
npenapara B KapTOHHOW 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 (Qualitdtskontrolle).



MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: Jcnymuzan ®
Koa npogyxra: F137945
Ne cepuu: 13740D
MapkupoBka

1. NepsuyHasn ynakoska NeKapcTBEHHOro npenapara
Ha Bnuctepe Ha pycckoM siabike YKa3blBaKT:

HaumeHoBaHWe hUpMel, OCyLLECTBNAIOLLEN BLINYCKAIOWMIA KOHTPONL KayecTea, CTpaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha naTtuHuye)

TOproBoe HauMeHosaHWe npenaparta®

MEXAYHapoaHOE HEeNaTeHTOBaHHOe HaUMEHOBaHHa

AO3NMPOBKY, NEKapCTBEHHYID thopmy

Ne cepuu: 13740D

lopeH po: 07/2026

HEBUAUMbIN 3HaK 3alUThI

2. BropuyHan ynakoBka

Ha KapPTOHHOW Navke Ha DYCCKOM A3bIKe YKa3blBaoT:

HaUMEHOBaHMe (PMPMbI-NPON3BOAUTENS, CTPaHY

HaWMeHoBaHWe MPMbI, OCYLLECTBNAWEH BbINYCKAOLWMIA KOHTPONb Ka4ecTsa, CTpany
norotin «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)

TOproeoe HaumeHosaHue npenapata®

MEXQyHapoaHOe HeNaTeHToBaHHO. HauMeHoBaHMe, L03UPOBKY

NekapcTeeHHyo opMy, KONUYEcTBO Kancyn B ynakoeke

cnocob npumeHeHus

CoAepXaHue AedCTBYIOLEro BEWeCTBa B OAHOM Kancyne

YCNOBUA XpaHeHuA

«CobnoaaTh MHETPYKUMIO no NPUMEHBHWIO Npenapara, KoTopas HaxoAWTCH
BHYTPU YNakoBKu»

«IlekapcTBEHHOE cpeacTso XPaHWTbL B HEAOCTYNHOM 4NA AeTeit Mecre!»
«lomoraeT npu B3AYTUM KUBOTaN»

«Copepxur MeTunnaparMapokcMbeH3oaT, KpacuTenb XUHOMMHOBbIA XenTbii (E104),
KpacuTenb CoNHeYHbId 3akar xenTblii (E110)»

«BeTporonHoe cpeacTeox»

Yenosus otnycka

Ne cepuun: 13740D

[ata narotosnenus: 07/2021

lopex no: 07/2026

LUTPUX-KOA

PEervcTpaunoHHbIn Homep

HEBUAUMBIV 3HAK 3aLLWTbI

NPOU3BOACTBEHHBIW KoA

3TUKETKa KOHTPONA NepPBOro BCKPbITUA

CPEACTaa MAEHTUDMKALMN CUCTEMBLI MOHUTOPMHIE ABUXEHWA NEKapCTBEHHbIX
npenaparos

XpaHeHue

Cpok rogHocTm

Ceptuduar:
BelweykasanHas cepus oTeevaeT TpeboBaHWAM HOPMaTUBHONW AOKYMEHTALMM.

Dr. Tibor Miké

YnonHomoueHHoe n

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzed
0 Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (7€

Dr. Attilio

BERLIN-CHEMIE

Ceprucukar ananuza

Pesynerathi

Bepnux-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
3cnymusan ®

CumeTukoH

40 mr, Kancynel

nMmeeTcn

KaTtaneHT MepmaHus
Obepbax MMEX, Mepmarus
BepnuH-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
JcnymmnaaH ®

CumetukoH 40 mr

25 kancyn

Ana nprema sHyTpS,

B 1 kancyne copepxwrcs
CHMeTUKoHa 40 mr.

XpaHuTb NpW TEMNepaType He
Boiwe 30°C,

ykasaHo

yKasaHo
yKasaHo
ykasaHo

yKasaHo
Bes peuenra.

umeeTcn

M N013460/01
UMeeTcR
umeeTcs

He uMmeeTtch
UmMeeTcs

Mpu Temnepatype He Bwilwe 30°C
5 net




