000 bepnnu-Xemu/A. Merapurn

NOATBEPKJIEHUE COOTBETCTBHS

Ne [IC-12004A

Toprosoe HanmMeHoBaHKE

Hupomeranmn 50 Bepun-Xemu

Mesknynaponnoe HenatenTOBaHHOE HalMeHOBaHHG
(rpynnuposoyHoe Mt XHUMHYECKOe)

HUnpomMeTanmy

JlekapcTeHHas popma

CYNIIO3HTOPHH PEKTAIbHbIC

YKa3aHHEM CTa/lHii TIPOU3BOJICTBA)

Jlo3upoeka 50 mr

@opma BhITyCcKa 5 IWT., GMcTeps! (2 mWT.) , mayku
KapTOHHBIE

Howmep cepun (maprum): 12004A

O6weM cepun(mapTun) 58 300

JlaTa npousBsoscTBa 01.06.2021

[ogeH g0 01.06.2024

Hanmenosanne wu  anpec npousBoaurens (¢ | MlpousBoauTe.Ib-

Bepinn-Xemu AT, lepmanns

(Glienicker Weg 125, 12489, Berlin,
Germany)

Beimyckaommii kouTpoanr kauecrsa-
bepiun-Xemu AT, Tepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep n nata perucrpanuonnoro YAOCTOBEpEeHUS

ITN008995 ot 06.08.2010
[ata nepeodopmienns 05.08.19

HoMmep u nata HopmaTuBHOI JOKYMEHTaIHH

[T N008995-050819, uzm. Nel

HaumeHoBanue H azapec
PETHCTPAallHOHHOTO YIOCTOBEPEHUS

nepsaresis

3aKphITOe  aKUHOHEPHOE  O6IIECTBO
"BEPJINH-®PAPMA" (3AO "BEPJIMH-
®APMA"), Poccus , r. Kanyra, 2-it
ABTOMOCHIIBHBIH npoesn, 1.5

HacTosmmii noxyment MOATBEPKIAAET:

-IaHHBIA JIEKapCTBEHHBIIT Tipenapat cooTBeTcTBYeT 61-P3 «O6 06panieHuu JIEKapCTBEHHBIX

CPEJICTB. .. »;
~CCpHsl JICKApCTBCHHOTO MperapaTta COOTBETCTBYET TpeGOBaHHMsAM, YCTaHOBJICHHBIM TIPH €TO
FOCYIapCTBEHHOM perucTpaiuu

(moamce)

000 “Bepnun-Xemu/A. MeHapuHu”

=="Coxonos B.]I.

17.09.2021
(nata)

HOpuaunyecknia agpec: Poccua, 12331 7, . Mocksa, MNpecHeHckas HaBepexHas, g. 10
MoyToseit agpec: Poccus, 123317, r. Mockea, MNMpecHeHckan HabepexHasn, 4. 10
Tenedbon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpoayxr:
Koa npoaykra:

Ne cepun.: 12004A

Dara uarorosnexus: 06/2021
flara soinycka cepuu: 26/07/2021
HopmarueHas AOKYMEHTauus:
Heicteyowee BeWecreo:
Mpounasoautens AelcTeyowero sewecrea:
Obvem cepun (konuyecreo):
Nokaaartens

Onucanue

Cpeawsa macca
OaHopoaHocTs AO3UpOBaHUA
(ydb-cnexrpoc:)omme'rpun)

Pacnagaemocrs
Pasmep vactuy
Bpema nonxon Aedopmauuu

MoanunHocTs MHAOMETauUmMH

B3EXX

TCX

PoacreenHbie npumecu (B3XX)

Tobas edunuyras npumecs
Cymma npumeced

MukpoGuonoruyeckas YUCTOTa

Obwee Yicno asapoBHbix
MWKDOOPraHniMos
ObBee uneno apoxoiesbix 1 nnecHeBsbix
rpubos

Konuvecteennoe onpeapenexue

¥Ynakoska

L;
Dr. Attilio Seb

orsizender des Aufsichtsrates: Dr. Albe
astio, Dr. Claudia Abel - Posta

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

HMHaomerayux 50 Bepnuu-Xemu
F132423

Ceprugpukar ananusa

loaex po: 06/2024

M N008995-050819 ¢ nam, No.1
WHaomeraymn

@.U.C. ®abbpuka WUranuaHa CuHTeTHym C.n.a., Uranua
58300

Cneguguuagun

Bensie ¢ xentosateim oTTeHKOM CYNNosuTopun
TopneaooBpa3Hoi hopmbl ¢ yrnyGnenuem e ocHosaHuu

0.95r+ 5%
Mapametp npvemnemoctv anga 10 €AUHUL A03UpoBaHMA
S 15,0; napamerp npuemnemocTu ans 30 eanHuy
A03MpoBaHUS £ 15,0 U HU O4Ha U3 OTAENbHbIX e4uHuY
AO31poBaHkA He Menee 0,75M u He Gonee 1,25M.

He Gonee 30 MunyT

HacTUUB! < 100 MKM - He MeHee 95%

He Gonee 15 mun

Bpems yaepkusanua ockosHoro n1Ka Ha xpoMaTorpamme
MCNbITyeMOro pacTeopa AomiHo COOTBETCTBOBATL BpeMeHk
YAEPXKUBAHWA OCHOBHOIO NMKA Ha Xpomartorpamme
CTanAapTHoro pacTeopa uHaoMeTaLuHa,

OcHoBHoe NATHO Ha XpomaTorpamme UcnbiTyemoro
Pacreopa no nonoxexuio, BenuunHe u MHTEHCUBHOCTH

Pesynerar

Benvie ¢ xenmosartiim
OTTEHKOM CYNNo3uTopiy
TOpNeaeetpastoi (opme: ¢
yrnyGnexuem B ocHoBanum

0.949 r
2.3

6. MUK
100. %
6. MuH

MonoxutensHo

NOrNOWeHns J0MmkHo COOTBETCTBOBATL OCHOBHOMY NATHY Ha rrono»cwrenhuo

Xpomartorpamme CcTrasaapTHoro pacreopa MHAOMETaUMKHA,

He Gonee 0.2 %
He Gonee 1.0 %

He Gonee 10°KOE® 1 r
He Gonee 10°KOE® 1 r

95% - 105 % oT 3aseneHHoro CoAepxaHus
(0T 47.5 Mr go 52.5 mr MHAOMETaLUuHa B 1 Cynnosuropuu)

Nos CynnoauTopues B KOHTYPHOM AYelKOBOI ynakoske
(6nuctep) us Genoi MBX/MN3 nnewky.

Mo 2 6nucrepa ¢ MHCTpYKUMER No NnpuMeHeHuio npenapara
B KapTOHHOW nauke,

rta Giovanni Aleott - Vorstand: Dr, Luca Lastru

aschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 {Zentrale),

A

0.1 %
01%

A

10. KOE/r
10. KOE/r

99. %

Coorsetcreyer

cci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

Fax +49 30 67072008 (Qualitdtskontrolle),



MENARINI

Analysenzertifikat Certificate of Analysis
Mpogykr: Wnpomerayun 50 Bepnun-Xemu
Koa npoaykra: F132423

Ne cepun.: 12004A

Mapkuposka
1) Iepeuvran ynaxkosxa flexkapcmeenrozo npenapama

Ha 6nucrepe Ha DYCCKOM A3bIKE YKA3BIBAIOT:
Ha 0AHON cTOpOHE:

HauMenosaHe GupMBbI-NponssoauTens
norotun «BERLIN-CHEMIE/MENARINI» {Ha naTunmye)
TOProBoe HaumeHoBakHue npenapara

MexAyHapoaHoe HenaTteHToBaHHOe HaumeHoBaHue
NeKkapcTeerHy dopmy

A03uposky

HEBUAMMBIA 3HaK 3awmnTL

Ha Apyrow ctopgHe:

Ne cepun.: 12004A

lonen ao: 06/2024

2) Bmopuynan ynakoaxa

Ha kaproxHoit nayke Ha pycckom A3LIKE YKA3bIBAKOT:
HaumeHoBaHue (prMbI-ﬂpOMSBO.{]HT@Hﬂ, CTpaMy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuye)
TOproBoe HaumeHoBaHue npenapara

MeXayHapoaHoe HenateHToBanHoe HauMeHoBaHwe
NekapcTeetHyo hopmy

A\031pOoBKY

KONW9YecTso CyﬂnOSHTOpMEE B YNakoeke

CoAepxanve feidcTeylowero Bewecrsa g OAHOM CYNNo3uTOpUM

YCNoBUA XpaHeHus
"Cobriogate MHCTPYKLMIO No Np1MEHeHUo npenapara, KOTOpas HaxoAWTCA BHYTPU ynakoeku"
"flekapcreettoe CPeACTBO XpaHuTL B HEAOCTYNHOM Ans gevel mecrel”

PEruCTpaumoHHbIi Homep

YCnosus otnycka

Ne cepun.: 12004A

fara varotosnenns: 08/2021

l'oaen no: 06/2024

WTpUX-KO[

"[ns pekTansHoro NpuMeHeHus"

"HecteponaHoe NpoTUBOBOCNanUTensHoe cpeacrag”

HEBWINMBIA 3HaK 3auuTel

NPOUIBOACTBEHHLIA KoA

ITHKeTKa KOHTPONA nepeoro BCKPBITUA

CPEACTBE NABHTUDUKELMM CUCTEMBI MOHWTOPMHIa ABWXEHURA NEKAPCTBEHHbIX npenaparos

XpaHenue
Cpok rogHoctu

Ceprucpukar:
BbllweykasanHas Cepua oTeevaeT TpeboBaHuam HOPMATHBHOM foKyMEHTaLMI.

Dri\larbed Stang

7
YnonHomovenHoe uyo

BERLIN-CHEMIE

Ceprugpurar ananusa

PesynbTaTsi

Bepnun-Xemu A
BERLIN-CHEMIE/MENARINI
WHaomeTtauun 50 Eepnun-Xemu
WHaomeTauun

Cynnosutopun peKTanbHeie

50 mr

He umeeTca

Bepnun-Xemu Al, I epmaHus
BERUN-CHEMIE/MENARINI
WHgomeTauun 50 Bepnun-Xemun
MHaomeTauuu

Cynnosutopun pekransHbie

50 mr

10 cynnoautopues

8 1 cynnoautopuu COAEPKUTCA MHAOMETALMHa
50 mr

XpaHuTb npu TEMNepaType He sbiwe 25°C.
yKasano

yKkasavo

M N0089g5

Mo peuenty

uMmeercs
yKasaHo

yKaaaHo

uMmeeTca

umeetcs

He uMeercs

UmeeTca

Mpu TemnepaType He sbiwe 25°C
3ropa

Vorsitzender des Aufsichtsrates: Dr Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr., Claudia Abef - Pastanschrift; Berlin-Chemie AG, 12485 Berlin - Tel, +49 306707-0 (Zentrale), Fax +49 30 6707-2008 {Quaiira’itskonrm,'le),




