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Analysenzertifikat Certificate of Analysis Ceprugukar aHanusa
MpoaykT: BpomrekcuH 8 Bepnun-Xemu
Kop npeaykra: F139729
Ne cepun: 14011A
[ata warotoenenva: 10/2021 logex go: 1012024
[laTa Bbinycka cepun: 06/12/2021
HopmaTueHaR fOKyMEHTaLMA: M N015546/01-301120
NexapcreerHan opma: TabneTku, nokpeiTeie 0Bonoukon 8 mr
[NevcTayoulee BeWecTso: BpomrekcuHa rMapoxnopua
Mpon3asopvTens AeicTaylowero sewecrsa:  ®AC NumuTea, WrHaun
Ofbem cepuv (KONUYECTBO yNakoBok): 129600
Mokazavens Cneundmxa Pesyneyar
Onucaxve TabneTku, NOKpbITbIe OGONOYKOR OT XEenToro A0 TabneTkw, NoKpeITbie 0GONQUKOA O

MENToro A0 3eNeHOBaTo-KenToro yserta
cnerka ABOAKOBLINYKNLIE C NOYTH Bensim

RAPOM

3eNeHOBaTO-XENToro UBeTa cnerka
[ABOAKOBLINYKNbIE € NOYTH BensiM AAPOM.

MoAnWHHOCTL

BIMKX Bpems yaepxusaHua OCHOBHOTO N Ka Ha MoNOXWUTENbHO
XPOMaTOrpamMmme UCNLITYEMOro pacTBopa ROMXHO
COOTBETCTBOBATb BPEMEHW YAEPXKMBAHWA OCHOB-
HOrO NWUKa Ha XpoMaTorpamme CTaH[apTHOro
pacTeopa 6poMrekcuHa rmapoxnopuaa.

Y®-cnekTpodOTOMETPUSA Y® — cnekTp NornoweHua UCnbiTyeMoro pacteopa MonoxwmrensHo
o6nactu ot 220 Ao 400 HM AOMKEH UMETL
MaKCHMYM NOrOWEHNA NPW ANUKe BONHel 248 + 2

HM.
CpepHnana macca 0.100r % 15 % (o7 0.085r 80 0.115 1) 0.099 r
PacnagaemocTb He Gonee 30 muH 4. MuH
PacTeoperue He menee 70 % (Q) GpomrekcuHa ruapoxnopuaa 7. %
yepes 30 MUHYT Joo
PogcreenHbie npumeci
Mpumecs E He Gonee 0.3 % < 01%
NioBan eanHUYHan He Gonee 0.2 % < 01 %
HeuaeHTUdULMpoBaHHARA NPUMECH
CyMMa HenaeHTUMUUMPOBaHHbIX He Gonee 0.5 % < 01 %
npumecen
Cymma npumece He Gonee 0.5 % < 01%
MukpoBuonoruyeckas Ta
OBLee 4ucno aspobHbIX He Gonee 10°KOEB 1T <100. KOEs 1T
MWKPOOPraH13MoB
OfbLLee YMCNO APONOKEBBIX W NNEcHeBsIX  He Gonee 10°KOEe 1T < 10. KOEB 1T
rpwGos
Escherichia coli OtcyTcrene B 11 CooreetcreyeT
OpHOPOAHOCTE A03MPOBAHWUA MNapameTp npuemnemocTy Ans 10 eauHAY 54
Ao3anpoBanuAa S 15,0, napameTp NpMeMnemocTh Ans
30 eauHny pcaupoBaduA S 15,0 U HU oaHa M3
eAvHILl A03MpOBaHKMA He MeHee 0,75 M 1 He Gonee
1,25M
Konuy HHoe onpeaenexue (BAMX)
BpomrekcuHa rMApOXnopua OT 7.6 A0 8.4 Mr GpoMrexkcuHa rMapoxXnopuaa B
Tabnerke (o1 95 % Ao 105 % oOT 3aABneHHoro 8.2 mr
COAEpXaHNR)
YnakoBka Mo 25 TabneTok B KOHTYPHON AYENKOBOW YNaKOBKe CooTBeTcTByeT

(BrcTep) w3 NBX/chonbra ankM1UHUesan
Mo 1 BNKCTepY C WHCTPYKUMEN NO NPUMEHEHWUIO
npenapaTa B KapTOHHOW nadke.

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).
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Analysenzertifikat Certificate of Analysis
Mpopykr: Bpomrakcun 8 Bepnun-Xemu
Kog npogyxra: F13972¢

Ne cepuu: 14011A

Mapkuposka

1) MNepBMYHAA yNakoeka NexapcTBEHHOro npenapara
Ha 6nucTepe Ha PYCCKOM A3bIKE YKA3bIBAKT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOproBoe HauMeHOBaHMe NpenapaTa

MEXAYHEPOAHOE HENATEHTOBAHHOE HauMeHOoBaHWe
NEeKapcTBeHHY0 POpMY, A03MPOBKY

Ne cepum: 14011A

lopen po: 10/2024

HEBUAMMBIA 3HAK 3aLMTbI

2) BropuuyHas ynakoBka

Ha kapTOHHOW Na4Ke Ha DYCCKOM A3bIKE YKAJbIBAKT;
HaUMeHoBaHWe PUPMbI-NPOU3BOAUTENR, CTPaKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHu1ue)
TOProBoe HaMMeHoBaHWe npenapara

MENYHEPOHOE HENAaTEHTOBAHHO® HaWMEHOBaHWUE
NexkapcTBeHHyH (hopMy, A03MPOBKY

konudecTeo TabneTok B ynakoske

coAepkaHWe ABCTBYIOLEro BelecTBa B OAHOH TabneTke

«COAEPXUT NaKTO3y, Caxapoay, FMIOKO3HbIA cMpon»
YCNOBUA XpaHEHUA

«CoBnioaaTh MHCTPYKLMIO MO NPUMEHEHMIO NPenapara, KOTOPaR HaxoAWTCA
BHYTPW yNakoeku»

«/lexapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA netei mecrel»
«QTXapKkMBaIOLLEE MYKONUTUNECKOE CPEACTBOY

HOMEP PErMCTPaLMOHHOIO YAOCTOBEPEHUA

YCNoBUA OTNYCKa

Ne cepun: 14011A

[ata warotoBnexus: 10/2021

lopen po: 10/2024

LUTPUX-KOA

«[InA npuemMa BHYTPb»

HEBWAWMBIA 3HAK 3aLUMTbI

NPOW3BOACTBEHHBIA KOA

3TUKBTKE KOHTPONA NePBOro BCKPbITUA

CPe/CTBa MAEHTM(NKALMN CACTEMEI MOHWTOPWHIA ABUKEHWA NeKapCTBEHHbIX npenaparos

XpaneHue
CpoK roaHocTH

CepTtudpukar:
Builweyka3aHHas cepus oTeevaet Tpe6oBaHUAM HOPMaTUBHOW AOKYMEHTAUMA.

Dr: Stang

YNnonHOMOYEHHOE JULO

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 (Qualitatskontrolle).
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Ceprugpukar aHannsa

PeayneraTh!

BERLIN-CHEMIE/MENARINI
BpomrekcuH 8 BepnuH-Xemn
BpomrexcuH

TabneTku, NokpeiTeie oBonoukon 8 mr

umeeTca

BepnuH-Xemu Al, Fepmanus
BERLIN-CHEMIE/MENARINI

BpomrexcuH 8 Bepnun-Xemu

BpomrekcuH

TabneTkW, NOKpbITbie obonoukoi 8 mr

25 TabneToK, NoKpbITLix oBonoykoi

B 1 TabneTke, NokpbiToi# 06GONOYKOMH, COABPKNTCA
GpomrexkcuHa ruapoxnopuaa B mr.

yKazaHo

XpaHuTb Npw TEMNepaType He Belwe 25°C.

yKasaHo

yKasaHo
yKa3aHo

M NO15546/01
Bes peuenTa

UMEeeTCA
yKaaaHo
WMEETCH
vmeeTcs

He UMeeTCcA
nmeeTcs

Mpu Temnepatype He Boilue 25°C.
3 ropa.




00O bepnnH-Xemn/A. MeHapuHm

MOJATBEPKJIEHUE COOTBETCTBHS

Ne IIC-14011A

ToproBoe HaMMEHOBaHHE bpomrekcuH 8 bepann-Xemu
MexnyHapoHOE HENATEHTOBAHHOE HAUMEHOBAHHE bpomrekcuH
(TpynnupoBOYHOE WIIH XHMHYECKOE)

JlekapcTBeHHas Gopma TabneTku NoKpeIThE 060I0UKOH
Jo3upoBKa 8 Mr

dopmMa BBINTYCKA 25 wir., 6mucrep (1), nayka KapToHHAsA
Howmep cepun (mapTHH): 14011A

O06beM ceprH(ITapTHH) 129 600

JlaTa npoM3BOJCTBa 01.10.2021

T'ogen no 01.10.2024
HaumeHoBanue U ajapec NpousBoauTens (c IIponssoaurenb-bepnun-
yKa3aHHEM CTauil IPON3BOICTBA) Xemu ATl',I'epmanus(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinmyckaromuii KOHTPOJIb Ka4ecTBa-
Bepmun-Xemu AT, I'epmanna(Glienicker
Weg 125, 12489, Berlin, Germany

Howmep U naTa perucTpallHOHHOIO yI0CTOBEPEHHS ITN015546/01 ot 08.05.2009
(lara nepeodopmiuenus 30.11 2020)
Homep u naTa HOpMaTHBHOH TOKYMEHTALMH I1N015546/01-301120
HaumeHoBanHe H azpec JepKaress bepmun-Xemu Al',I'epmanus
PerucTpalMoHHOTO YIOCTOBEPEHHU Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimui J0KYMEHT NOATBEP/KAACT:

-JIaHHBI JIeKapCTBEHHBIH mpenapaTr cooTBeTcTBYeT 61-P3 «OO obpallleHHH JIeKapCTBEHHBIX
CPEJICTB. .. »;

-cepHs JIEKAPCTBEHHOrO Mperapara COOTBETCTBYET TpeOOBaHHAM, YCTAHOBIECHHBIM IIPH €I0
rocyaapCcTBEHHOH perHcTpaluy

pHHEY __——<== Cokonos B.JI.  21.01.2022

(nmoamuce) (nara)

Meunapuuun»

000 “BepnuH-Xemw/A. MeHapuHn"

HOpuoudecknia agpec: Poceun, 123317, r. Mocksa, MNpecHeHckaa HaGepexHasn, Aa. 10
MouTosbin agpec: Poccun, 123317, r. Mockea, MNpecHeHckana HabepexHan, 4. 10
TenedpoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



