000 BepnmH-Xemn/A. MeHapHHH

NOJATBEPKJIEHHUE COOTBETCTBUA

Ne [1C-13015A

Topropoe HAUMCHOBaHHE Uunomertanud 100 Bepnun-XeMu

MesKIyHApOIHOE HEMATCHTOBAHHOE HANMCHOBAHNE WMupomeTaluH

(rpynnupoBOYHOE HIH XMMHYECKOE)

JlekapcTBeHHas popMa CYNMO3UTOPHH PEKTAIbHIC

Jo3upoBKa 100 mMr

@®opma BbIITyCKa 5 mT., GyMeTepsi (2 MmT.) , aYKH

KapTOHHbIE

Homep cepuH (1apTHH): 13015A

O6beM cepuH(MapTHH) 30 448

JlaTa mpoHU3BOJCTBA 01.08.2021

T'ogeH 1o 01.08.2024

HaumeHoBaHHe M afpec  TPOU3BOAMTEIA (c | Mpou3BoauTeIb-

yKa3aHHEM CTallni MPOM3BOZCTBA) Bepnua-Xemu Al I'epManus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

BhinycKAIOUHHA KOHTPOJIbL KA4ecTBa-
Bepiun-Xemu AT, Tepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep H aTa perHcTpallHOHHOr0 yI0CTOBEPCHHA 1 N008996 ot 06.08.2010
Jlata nepeodopmiuenus 26.07.2019

HoMep H jiaTa HOPMaTHBHON NOKYMEHTALHH I1 N008996-260719, M3m. Nel
HauMeHOBaHHE H ampec nepikaTels | 3aKpeITOe  AKLIMOHEpHOE 00111ecTBO
PErHCTPALHOHHOTO YAOCTOBEPCHUA "BEPJINH-®PAPMA" (3AO "BEPJIMH-

®APMA"), Poccus , r. Kamyra, 2-i
ABTOMOOH/IBHBIH PoE31, 1.3

HacTosimuii JOKYMeHT NOATBEPKAACT:

-JlaHHBIH J€KapCTBEHHBIH Ipemapar COOTBCTCTBYET 61-®3 «O6 oOpalleHHH JIeKapCTBEHHbIX
CPELCTB...»;

-cepHsl JIEKapPCTBEHHOrO MpenapaTta COOTBETCTBYCT TpeGOBaHMsM, YCTAHOBJICHHBIM IIPH €ro
rocyAapcTBEHHOMH perncTpalii
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Opuandeckuia agpec: Poccus, 123317, r. Mocksa, MpecHeHckan HabGepexHas, a. 10
MouToBwin anpec: Poccus, 123317, . Mockea, NpecHeHckan HabepexHas, Aa. 10
Tenedpon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoaykT:

Koa npoaykTa:

Ne cepun.: 13015A

[lata waroToenenva: 08/2021
[ata ebinycka cepuu: 10/09/2021
HopmaTuBHas [OKyMEHTaLWA

F132424

Certificate of Analysis

Wnpomerauun 100 Bepnun-Xemu

BERLIN-CHEMIE
MENARINI

Ceprughmkar aHannsa

Moaex po: 08/2024

M N008996-260719 ¢ nam. Ne1

[elcTeyiollee BeLecTso: WNHaomeTaumH

MpovasoanTENs AEACTBYIOLLETD BEWECTBA: ®.1.C. ®ab6puka Utanuana Cuntetnun C.n.a., Uranus

O6beM CepUv (KONUYeCTBO): 30448

Nokazatens Cneundukauynsa Pesynbrar

Onucaxune YenToeaToro UBETA CYNNo3MTOpUM TOpneaooBpasHoi thopmbl Mentosatoro usera

i CYNNoIUTOPHK
¢ yrnybnersuem B OCHOBaHWH ropneacofpasiioil

hopMbl C yrnyGnenvem B
OCHOBaHUK

CpeaHsana macca 1.90r £ 5% 1.906 r

OAHOPOAHOCTL A03WPOBAHUA MapameTp npuemnemocTv Ana 10 eAMHWL A03MPOBAHUA 0.8

(Y®-cnekTpodoTOMBTPHUR) S 15,0; napameTp

npuemneMocTy aAns 30 eavHuy 403MPOBaHUA

< 15,0 ¥ HWM OAHA W3 OTAENbHLIX EANHUL A0INPOBAHUA HE
meHee 0,75M v He Gonee 1,25M.

PacnapaemocTe He Gonee 30 MUHYT 9. MUH
Pasmep 4actiy vacTulbl < 30 MKM - He MeHee 75% 100. %
yacTuupl < 70 MkM - He MeHee 98% 100. %
yacTuubl > 200 MKM - OTCYTCTBYOT 0. %
Bpems nonHon aedopmaumu He Gonee 15 MuH 11. MUH
MoANUHHOCTE WHAOMETAUNH
B3XX Bpems yAEPKUBAHWA OCHOBHOTO NUKa Ha XpoMaTtorpamme MonoxuTensHo
WCTILITYEeMOro pacTeopa AQ/LKHO COOTBETCTBOBATE BpEMEHN
YAEPKUBAHUA OCHOBHOTO NWKA HA XpOMaTorpamme
cTaHAapTHOrD pacTeopa MHAOMETaUMHa.
TCX (OCHOBHO®E NATHO Ha XpPOMAaTOrpaMme WCNbITYeMoro pactsopa MonoxuTensHo
NO NONOKEHWIO, BENUYWHE U UHTEHCUBHOCTK NOTNOWEHWA
JOMKHO COOTBETCTBOBATL OCHOBHOMY NATHY Ha
XpoMaTorpamMMe CTaHAAPTHOrO PAcTBOPa MHAOMETALMHA.
PogcreetiHbie npumecy (BIWX)
Niobas eauHU4Han NpUMecs He Gonee 0.2 % < 01 %
CymMmMa npumecen He Gonee 1.0 % < 01 %
Mukpobuonoryeckan YucToTa
OBuiee uucno aspobHeix He Gonee 10°KOEB 1T < 10. KOE/r
MWUKPOOPraHu3MoB
O6uwee YMENO APOACKEBLIX M NNECHeBbIX He Gonee 10°KOE8 1 1 < 10. KOE/r
rpubos
Konu4ecTBeHHOE onpejaenexue 95% - 105 % 0T 3aRBNEHHOro CoAepXaHua 99. %
(o7 95.0 mr Ao 105.0 Mr MHAOMETALMHA B 1 cynnoauTopum)
YnakoBka Mo 5 cynno3auTopueBs B KOHTYPHOW AYEUKOBOW ynakoBKe CoorseTcTeyeT

(6rvcTep) ua Genoi NBX/M3 nneHku.
Mo 2 6AUcTepa C UHCTPYKUMEeR No NpUMeHeHUo npenapara 8

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 £707-2008 {Qualitétskontrolle).



MERARMN

MENARINI

Analysenzertifikat Certificate of Analysis
MpoayxT: WnaomertauuH 100 BepnuH-XemMu
Koa npoaykra: F132424

Ne cepun.: 13015A

MapkupoBka

1) NepByyHan ynakoska nekapcTBeHHOro npenapara
Ha 6nucrepe Ha pyCCKOM A3bIKE YKA3bIBAKT!

Ha QAHOW CTOPOHE:

HauMmeHoBaHue (PUpMbl-NPOKIBOAUTENSA

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOProBOE HaUMEHOBaHWe npenapara

MEX[YHapOAHOe HeNaTeHTOBaHHOe HaMMEHOBaHNE
nexkapcTBeHHyo opMy

AO3NPOBKY

HEBUAUMBIA 3HAK 3aWNTBI

Ha ADPYroW CTOpOHe:

Ne cepum.: 13015A

lopex po: 08/2024

2) BropuuHas ynakoska

Ha kapTOHHOW Na4ke Ha PYCCKOM A3bIKE YKa3biBaAIOT:
HaumeHoBaHue PUPMbI-NPON3BOAUTENA, CTPaHY
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHiue)
TOProBoe HaMMeHoBaHue npenapara

MeXayHapoaHOE HENAaTEHTOBAHHOE HavMeHOoBaHue
NekapcTBeHHy hopMy

LA03UPOBKY

KONUYECTBO CYNNO3UTOPUEB B YNaKoBKe

COAEPKaHWEe AENCTBYIOLIEro BeWecTsa B 04HOM CYNnoauTopuu

YCNOBHWA XpaHEeHWA

"CoBnioaaTh MHCTPYKLMIO N0 NPUMEHEHMIG NPENApaTa, KOTOPan HAXOAMTCA BHYTPH YNaKoBku®
"flekapCTBEHHOE CPEACTBO XPaHWTL B HEAOCTYNHOM ANA aeTeit mecTe!”

perncTpaunoHHbIi HoMep

YCNOBURA OTRycKa

Ne cepumn.: 13015A

[ara warotosnenus: 08/2021

lNopen po: 08/2024

WTPUX-KOA

"[INA peKTanesHoro NpUMeHeHns"

"HecTeponaHOE NPOTMBOBOCNANNTENLHOE CPEACTBO"

HEBUAUMBIA 3HAK 3aLMTLI

NPOM3BOACTBEHHbIA KOA

3TUKETKA KOHTPOMNA NEPBOro BCKPLITHA

CPeAcTBa MABHTUDVKALMN CUCTEMbI MOHUTOPUHIa ABWKEHUS NEKapCTBEHHLIX NpenapaTos

XpaHeHue
Cpok rogHocTH

Ceprudukar:
Bbllweyka3aHHas cepua oTeevaet TpeboBaHAM HOPMaTUBHOW AOKYMEHTaUMH.

. Tibor Miko

YNONHOMOYEHHOE NUL0

BERLIN-CHEMIE

Ceprughuxar anannsa

PeayneTtatst

BepnunH-Xemu AT
BERLIN-CHEMIE/MENARINI
WHgomeTaumH 100 BepnuH-Xemun
WMHaoMeTaumH

Cynno3suTopum pekTanHbie

100 mr

He UMeeTcA

Bepnun-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
WUnpometaumn 100 Bepnun-Xemu
WHaoMeTaumH

CynnoauTopuu pextanbHbie

100 mr

10 cynnoautopues

B 1 CyNNOSUTOPUK COAEPXKNTCA
wHAoMeTayuHa 100 mr

XpaHuTb NpU Temnepartype He sbiwe 25°C.

yKa3aHo
yKkasaHo
M N0O08996
Mo peuenty

umeeTca
yka3aHo
yka3aHo
uMeeTcs
uMeeTca
He umeeTes
UMeeTcs

Mpu Temnepartype He soiwe 25°C
3ropa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Or. Christian Matschke,
Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 {Qualitatskontrolle).



