000 BbepnnH-Xemn/A. MeHapmuum

INOATBEPKJIEHUE COOTBETCTBHUS

Ne [1C-13744A

Toprosoe HauMeHOBaHMe Ocnymuzan®

MexyHapoaHoe HenaTeHTOBAHHOE HAHMEHOBAHHE CHMeTHKOH

(TpyNITMPOBOYHOE HITH XHMHYECKOE)

JlekapcTBeHHas Gopma KarcyJibl

HosupoBka 40 mr

®opmMa Beimycka 25 mit. , 6nucrepst (1 wr.) , mayku

KapTOHHEBIE

Homep cepuu (maprum): 13744A

O6nem cepun(napTun) 61 200

Jara npousBonacTBa 01.09.2021

I'onen no 01.09.2026

HanmeHoBaune wu  anpec  mpoussomutens (c | MpouwssBoamrenn-Katament [ €pMaHus

YKa3aHHEM CTaJMi [IPOU3BOJICTRA) D6epbax I'mM6X (Gammelsbacher Str. 2,
69412 Eberbach, Germany)

Boimyckaommuii  KOHTPOIL KavecTBa-
bepmun-Xemn AT, epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)
HoMep 1 fata perucTpaliioHHOro ynocToBepeHus IT NO013460/01 ot 13.04.2012 (mata
nepeodopmiaeHus 25.09.2019)

Homep 1 naTa HOpMaTHBHOI IOKyMEHTAIMH ITNO013460/01-250919, uzm.Nel

HanmeHoBaHue H azpec Aepxatens | bepmun-Xemu Al',I'epmanus

PETrHCTPAMOHHOTO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii nokymenT noarsepsknaer:

-[IaHHBIH JIeKapCTBEHHBIH Nperapar cooTBeTcTByeT 61-P3 «O6 oOpallleHHH JIeKapCTBEHHBIX

CPEACTB...»;
-CCpHsA JICKApCTBCHHOIO IMpenapaTa COOTBETCTBYCT TPEGOBAHHAM, YCTAHOBIEHHBIM IIPH €TI0
roCyJ1apCTBEHHON PErHCTpalliu

£—== CoxonosB.J,  28.03.2022
(moxmnuch) (e)

000 “BepnuH-XeMu/A. MeHapUHKU”

HOpuaudeckuin agpec: Pocecus, 123317, r. Mockaa, MpecHerckas HaGepexHas, 4. 10
MouTosein agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HaGepexHan, a. 10
TenedboH: +7 (495) 785-01-00, gpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MpopykT:

Koa npoaykra:

Ne cepuu: 13744A

[ata warotosnenus: 09/2021
[ara Bbinycka cepuun: 25/02/2022
HopmarusHas gokymeHTauus:
NekapcTsenHas popma;
[eiicTayiowee seLyecTso:
MpoussoauTens percTBylOWero
BellecTea:

Ofbem cepum (konuyecTeo YNakoBok):

MNokazarens
Onucaxue

MNognuHHOCTL
Monudumemuncunokcax (K-
CneKkTpockonua)

Memunnapazudpoxcuberaoam (TCX)

Kpacumens XuHonuHosbil xenmesiii (Y-

CnekTpooTOMETPUA )

CDEAHRFI Macca coaepxumoro Kancynbt

OpaHopoaHoCTL Maccsl

PacnapgaemocTtb
CnocoBHOCTL K NneHoralweHwo
MukpoBuonoruyeckas Yucrora
Obwee 4nucno aspobHbIX
MUKPOOPraHU3aMoB
O6Lwee YUCNO APOHOKEBLIX U
nnecHesblx rpubos

Escherichia coli

KonuyecrseHHoe onpegeneHue

TMonudumemuncunokcax
Memunnapazudpokecubexaoam

Ynakoska

Vorsitzender das Aufsichtsrates: Dr, Alberto Giov.
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift:

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Jcnymusan ®
F137945

M N013460/01-250919 ¢ uam. Ne1 or 07.12.2020
Kancynbl, 40 mr

CumeTukoH

Bacunpon Kemukan Ko. Nirg, Benukobpuranus

61200

Cneuudmkauun

Kpyrnbie unv noyty kpyrmbie, MATKWe, XenTsle
Kancynbl U3 XenarvHa co WBOM W rnagKo
NOBEPXHOCTLH.

Codepxumoe kancyns: BecuseTHas, BA3Kas,
nonynpo3paYHasn *XuaKocTb.

WK-cnekTp nornowenus ucnsityemoro pacrsopa,
CHATBIN B 0B6nacTu ot 1500 cm™’ a0 850 em™, gorken

cooTseTcTaoBaTe UK-cnektpy nornoweHus
CTaHAapTHOro pacTBopa NoNMAMMETUNCHIOKCAHA

3HaveHue Rf 0cHOBHOrO nNuka Ha XpomMaTtorpamme
MCnNbITYeMOro pacTeopa AOMKHO CoBNagaTh co
3HadeHueM Rf ocHoBHoro nuka Ha XpoMmartorpamme
CTaHAAPTHOrO pacTeopa MeTUNNaparuapokcu-6eHsoarta

HomxHbl HabnopaTbes MaKCUMYMbl NOrNOLWEHUs
UCNbITYEeMbIX PACTBOPOB NPU 3HAYEHWAX ANUH BONH 414
+ 5 HM 1 378 + 5 HM COOTBETCTBEHHO

40mMr+10 %

18/20 He Gonee + 10 %: 2/20 kancyn He Gonee + 20 %
OT CpeaHeit Maccbl

He Gonee 30 mux

He meHee 80%

He Gonee 10°KOE & 11

He Bonee 10° KOE B 11
otcytctBue B 1r

oT 33.5 fo 42.6 mr/kancyna

ot 0.22 po 0.31 mr/kancyna

Mo 25 kancyn s 6nucrep ua NBX/ conbra
anwoMmuHuesas.

Mo 1 BnucTepy ¢ MHCTPYKUMEN NO NPUMEHEHMIO
npenaparta B KapTOHHOW Nayke.

Ceprupukar ananuza

logeH po: 09/2026

Pesynerar

Kpyrnsie unu noutu Kpyrnbie,
MATKME, KenToie Kancynsl ua
KENATUHA CO LWBOM W rNagkon
noeepxHocTeio. Cogepxumoe
kancynel: GecuseTHan, Baakas,
nonynpospayHas XWaKocTb.

cooTseTcTayeT

COOTBETCTBYET

COOTBETCTBYET

40, mr

cooTBeTcTByeT

8. MUH
96. %

< 100. KOE/r
< 10. KOE/r
COOTBETCTBYET

36.0 mr
0.27 mr

CooTBETCTBYET

anni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle),



MENARINI

Analysenzertifikat Certificate of Analysis
MpopykT: dcnymusaH ®
Koa npoaykra: F137945
Ne cepuun: 13744A
MapkupoBka

1. MepBUyYHan ynakoBKa NekapcTBEHHOro npenapara
Ha Gnvcrepe Ha PyCCKOM sisbike YKA3bLIBAKOT:

HauMeHoBaHWe PUPMbI, OCYLIECTBNAKLIEH BbINYCKAIOLWWA KOHTPOIb Ka4yecTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOproBoe HavMeHoBaHwve npenaparta®

MeXayHapoAHOe HenaTeHToBaHHOe HauMeHOBaHue

A031POBKY, NEKAPCTBEHHYI0 hopmy

Ne cepuun: 13744A

lopex po: 09/2026

HEBUAUMBIW 3HAK 3aLUMThI

2. BropuyHasa ynakoBka

Ha KapTOHHOW nayke Ha PYCCKOM A3bIKE YKA3LIBAIOT:

HaumeHoBaHWe PUPMbLI-NPON3BOAUTENSA, CTPaHY

HaUMeHOBaHUe (PPMbI, OCYLLECTBNAIOLLEN BbIMYCKAKLMIA KOHTPONb KaYecTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)

TOProBoe HanmeHoBsaHwe npenaparta®

MEXAYHapOAHOE HenaTeHTOBaHHOe HaUMEeHOBAHUE, A03NPOBKY

NekapcTBeHHYIO (DOPMy, KONWYECTBO Kancyn B ynakoske

cnocob npUMeHeHus

COAepXaHWe AeRCTBYIOLLero BELLEeCTBa B OAHO Kancyne

YCNOBWA XpaHEeHUs

«CobnioaaTe UHCTPYKLMIO MO MPUMEHEHUIO NPenapara, KoTopas HaxoAUTCs
BHYTPW YNaKOBKU»

«JlekapcTBeHHOe CPeCTBO XPaHWTL B HEAOCTYNHOM ANSA AeTel MecTel»
«MomoraeT npu B3QYyTUU XKUBOTa»

«CoAepXUT MeTUnnapariapokcUBeH30aT, KpacuTeNb XMHONUHOBLIN KeNTbIN (E104),
KpacuTenb CONHeYHbli 3aKaT xenTbiid (E110)»

«BeTporoHHoe cpeacTeo»

Ycnosua otnycka

Ne cepun: 13744A

[Hata uarotoenenus: 09/2021

logeH po: 09/2026

LUTPUX-KOA

PerucTpauroHHbLIR HoMmep

HEBUAUMBIA 3HAK 3aLLWTBI

NPOW3BOACTBEHHbLIA KOA

3TUKeTKa KOHTPONA NepBoro BCKPLITUA

CPeAcTBa MAEHTUDUKALIMM CUCTEMBI MOHUTOPUHIA ABUXEHWA NEKapCTBEHHLIX
npenaparos

XpaHeHue

Cpok rogHoCTH

Ceptudukar:

Bl HHas, cepus oTBeYaeT TpeboBaHWAM HOPMaTUBHOW NOKYMEHTaLMM,
Doy Stang

YnonHoMoueHHo nuuyo

BERLIN-CHEMIE

iy
dor), Edipara,

Cepruchukar anannsa

Pe3ynbTaTthbi

BepnuH-Xemun Al, Fepmarus
BERLIN-CHEMIE/MENARINI
JcnymuaaH ®

CuMeTUKOH

40 mr, Kancynsi

nmeeTca

KaTtaneHt Mlepmanus
36epbax Mm6X, Mepmanus
Bepnux-Xemu AT, MepmaHus
BERLIN-CHEMIE/MENARiNI
JcnymusaH ®

CumeTHKoH 40 Mr

25 kancyn

Ans npvema BHyTPb.

B 1 kancyne copepxwrea
cumeTukoHa 40 mr.

XpaHWuTe Npu TemMnepartype He
Bbilue 30°C.

ykasaHo

yKasaHo
yKasaHo
yKasaHo

yKaaaHo
Bea peuenra.

umeetcs

N N013460/01
uMmeercs
uMeeTca

He umeeTca
umeetcs

Mpu remnepatype Ke Bbiwe 30°C
5 ner

Vo
SeytidWskicDe Christian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zehdi . Fax +49 30 §707-2008 (Qualititskontrolie).

125 . fat




