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MNOATBEPKJIEHUE COOTBETCTBUS

Ne I1C-22028

Toprosoe HauMeHOBaHHe

bepautHor® 600

MesxnyHapoaHOe HEMaTeHTOBaHHOE HAMMEHOBAHHUE
(TpYIIHPOBOYHOE WIIH XHMHYECKOE)

THOKTOBas KHCIOTa

JlexapcTBeHHas popma

KOHLCHTpAT AJIA IIPHTI'OTOBJICHHA
pactBopa jis uH}y3uii

Jlo3npoBka 25 mr/mn

dopmMa BbINTycKa 24 mu1 - ammyasl (5 WT.) - TAYKH
KapTOHHBIE

Homep cepun (maptun): 22028

O0weM cepun(napTin) 7 538

JaTa npoHsBojcTBa 04.2022

T'ogen no 04.2025

HanmenoBannme u  ajpec
yKa3zaHHEM CTaJMi IPOHU3BO/ICTBA)

npousBoauTens (¢

IponssoauTeanb-3urdpua XaMelbH
I'mM6X, Germany (Langes Feld 13, 31789
Hameln, Germany)

Beinmyckawmmii KOHTPoab KadecTsa-
bepmun-Xemu A, 'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep u maTa perucTpalioHHOT0 yA0CTOBEPEHH S

JII-001615 ot 28.03.2012
(nara nepeodopmuenus 11.03.2021)

Homep u 1aTa HOpMaTHBHOH TOKYMEHTAIHH

JII1-001615-081220

HaumeHnoBanue " anpec
PErHCTPALHOHHOIO YIOCTOBEPECHHSA

AEpKaTeya

bepmun-Xemu Al',I'epmanus
Glienicker Weg 125, 12489, Berlin,
Germany
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HH1

Analysenzertifikat

Mpoayxr:
Koa npogykra:
Ne cepun: 22028
Hara usrotoeneHus: 04/2022
[ara seinycka cepud;  09/06/2022
HopmaTuaHan AOKYMEHTaLWR:
lNexapcreexHan opma:
Neicreyowee sewecrso;
MponasoguTens AeAcTayOWEro BewecTBa:
OBvem cepum (konuuecTso):
Mokazarenu
Onucanne
MoANKHHOCTL

Tuokmosan kucnoma (B3XX)

Smunenduamur
MNpo3paynocTe

LiseTHocTh

pH
Mexanuyeckue BKMICUEHUA

Budumbie yacmuusi
Heeudumsie yacmuuys!

Hasnexaembii o6bem
OaHopoaHoCTL A03UMpOBaHUA

PopcreeHHble npumecn
Monumepk muokmoeold kucnomsi, TCX
N-(2-amuroamun)-5-(1,2-0umuonan-3-
un)nexman-amud (npumecs P), BOXOX

TMob6an eduruvyHas
HeudeHMUUYUPOsanHan NPUMecs

Cymma npumeced (kpome nonumepos
muoxkmoeold Kucnomaet)
BakrepnanuHuie aH4OTOKGHUHBI

CrepunbHocTs
KonuyecteeHHo® onpeaenexue

Tuokmosas kucnoma

Ynakoska

Mapkuporka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Bepnuruon® 600
F138227

NIN-001615-081220

Ceprugpmiar anannsa

lopeH po: 04/2025

KoHueHTpaT Ans npuroToBneHus pacracpa ans WMHGY3NIA, 25 mr/mn

TwoKTOBaR KKCnoTa

Onow C.n.A., Uranua

7538

Hopmti

Mpo3paykbliA 3eNeHOBATO-KENTLIA pacTaop

Bpemsi yAepXUBaHNA OCHOBHOO NUKa Ha XpOMaTOrpaMme
WCNBITY@MOTO pacTeopa AOMKHO COOTBETCTBOBATD BPEMEHM
YAEPKUBAHUS OCHOBHOTO NUKA Ha XpoMartorpamme
CTaHAAaPTHOrO PacTBOPA TUOKTOBOW KMCNOTHI (OTKMNOHeHUe
MOXET COCTaBNATL He Gonee + 2.0 %)

MosenAeTca ycroiiunBoe NUNOBOE OKpaLLMBaHUE
OnanecueHuun npenapara He 4OM¥Ha NpeBLiLaTs
ONanecuUeHUNIo 3TanoHa CpaBHeHus |

MHTEHCMBHOCTL OKpacKW Npenapara He AONXHA NPeBbLILLATh
MHTEHCUBHOCTL OKPACKK 3TanoxHoro pacracpa GY,

Or8.0p08.4

Mpenapat He AonxeH copepXaTe BUAUMBIX rNa3oM yacruy
2 10.0 mkm — He Gonee 6000 yacTuwamn,

2 25.0 mkm — He Gonee 600 yacTuw/amn.

He meHee 24 mn

MNepsebii nokasarent npuemnemocTv 4na 10 equHuL
AoavpoBaHua AV < 15,0 %;

Bropoit nokasaTens npuemMnemocTv Ana 30 equHuL
Ac3uposaHiua < 15,0 n MU OAHA U3 eANHUY AO3NPOBAHNA He
meHee 0,75M u He Gonee 1,25M.

He Gonee 2.0 %
He Gonee 0.5 %

He Gonee 0.2 %

He 6onee 1.0 %

He Gonee 1.8 E3/mn
MpenapaTt gomxex GbiTe CTEPUNBHBIM

Ot 23,75 a0 26,25 mMr THOKTOBO| KACNOTBI B 1 MN
(95 % -105 % OT 3anRBNEHHOIO COABPXAHNA)

Mo 24 mn npenapata B amMnynsl TEMHOTO CTexna
HOMWHANBLHOW BMECTUMOCTLIO 25 Mn ¢ Genoil MeTKo#-
ykasatenem nuHUW Hagnoma u TPeMA nonockamu (3enexan —
WErTas - 38NeHan) B BepXHel YacTu amnynbi,

Mo 5 amnyn NnoMeLaloT B NNACTUKOBLIA NOALOH.

Mo 1 NOAACHY BMECTE C MHCTPYKUWEN NO NPUMEHBHUIO
NOMELLAIOT B KAPTOHHYIO Nauky.

1. MNepBuYHan ynakoBKa NeKapcTBEHHOro npenapara,

Ha aTukeTke amnynbl Ha PYCCKOM A3bIKE YKa3blBaKT:

HauMeHoBaHWe MPMbI — NPOUIBOAUTENA, CTPaHY

HaWMEHOBaHWE (PUPMbI, OCYLLECTBARSAIOLIER BbINYCKAIOLUMIA KOHTPONL KaYecTea

npenapara, CTpaHy

nororun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOproBoe HaumeHoBaHue npenapara ®

rPYNNUPOBONHOE HAWMEHOBaHUE
NEKAPCTBEHHYIO POPMY, KOHLEHTPaLKUID

Pesynerar
TMpoapavnbii 3eneHoBaTo-XenTsii pacTeop

Cooreercrayer

Coorsercrayer
Coorsetcrayer

Cooteetcrayer

82

CooTteercrayer
F 48
0.
24.9 mn
0.4

< 20%
0.1 %

< 01 %

0.1 %

< 0.6 E3/mn
Cooreercrayer

24,82 mr/mn

Coorsercrayer

Peaynerar

Burcppua XamensH MMEX, MNepmanua
Bepriun-Xemn AT, Mlepmanns

BERLIN-CHEMIE/MENARINI

Bepnutnon® 600

TwuokToBas kucnora

KOHUEHTpaT ANA NPUroTOBNEHUA pacTBopa ANA
wrchbyania 25 mr/mn

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




Analysenzertifikat Certificate of Analysis
Mpoaykr: Bepnutuon® 600
Koa npogykra: F138227

Ne cepuu: 22028

Mapkuposka
COAepXaHUe THOKTOBOH KMCNOTHI 8 1 amnyne

Ne cepuw: 22028

fata warotonennn: 04/2022

lopen no: 04/2025

«CTepunbHon

cnocob npumereHua

«Cobniopats NpUNoXeHHyio MHCTPYKUMIO NO NPUMEHEHWIO Npenapata»
«Cogepxumoe amnynsi passecti s 250 mMn 0,9 % pacTeopa HaTpua xnopugals,
«XpauuTe B HEAOCTYNHOM Ana feTeil mecTely,

«He samopaxmpatsln

Hesuanmeiit anak saupmre

MpoussogcTeeHHsIN kog

2. BropuyHas ynakosxa

Ha kapTonHoi n OM _A3bIKE YKaILIBAIOT:

HaumeHoBaHWe hupMbI-Npou3BoaAUTENS, cTpaHy

HauMeHoBaHWE PUPMBI, OcyLecTBNAOL el BbINYCKaIOWWIA KOHTPONL KayecTsa
npenapara, crpaHy

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuye)

Toprosoe HaumeHoBaHWe npenapata ®

TPYNNUpoBOYHOE HauMeHOBaHue

NEXapCTBEHHYIO POPMY, KOHLIBHTpaLUIO

KGNUYECTBO aMnyn B ynakoske, KONMYecTso npenapara 8 cAgHo#i amnyne (8 MUNNUAUTpax)
CoAepxanue aeiicTeyiowero BewecTsa B 1 amnyne

BCnomoraTenkHbie BewecTsa 8 1 amnyne: ATUNEHAWAMUH, BOAA ANA UHLEKLWA

YCNOBWA XpaHeHun

BERLIN-CHEMIE
MENARINI

Ceprucpuxar anannsa

Pesynwbrar

8 1 amnyne (24 mn) COAepPXUTCR
0,800 r THoKkTOBOM KUCNOTLI,

ykasaHo
Ann wnopyanonHoro seepenus.
yKa3aHO

ykasaHo

yxasaHo

ykasaHo

He umeeTcs

MMBETCA

3urcbpua Xamens Mu6X, lepmanua

Bepnun-Xemu AT, Mepmanus

BERLIN-CHEMIE/MENARINI

Bepnutuon® 600

TuokToBan kucnora

KoHuexTpar ana npurotosnesus pacTpopa Ans
WHY3ui 25 mr/mn

S amnyn no 24 mn

TUOKTOBAA kucnoTa - 0,600 r

ykasavo

XpaHuTs B JALMWEHHOM OT CBETAE MecTe npu
Temnepatype He Bbilwe 25°C,

«He amopaxmearsin yKkasaHo
«Coaepxumoe amnyns palsectu B 250 Mn 0,9 % pacTeopa HaTpua xnopuaals ykalavo

«Cpok rogHocTu PacTeopa Ans WHY3UIA Nocne NPUroTOBNeHWs — 6 4acoe npu xpaHeHuu yKasaHo

B 3alMLEHHOM OT CBETa MecTe»,

«CoBniogarte WHETPYKYKIO No NPUMEHEHUI0 Npenapara, KoTopas HaXoAuTCR BHYTDW YNaKOBKW» yKasaHo
«[lekapcTeennoe cpegerso XPaHUTL B HEAOCTYNHOM ANA AETER MecTels yKasaHo
PerucTpauuoHHbIi Homep nn-001615

yenosua ornycka Mo peyenTy

Ne cepuu: 22028
HRata naroroenenun: 04/2022

Fogen po: 04/2025
WTPUX-KOA umeeTcn
«CrepunsHo» yKasaHo
cnocob npumeHeHus Ans uHyauoHHoro BeegeHusn.
HEBUAUMBIN 3HAK 3aLUMTLI umeeTca
NPOU3IBOACTBEHHBIN KOA umeercn
3TUKBTKa KOHTPOMNA NePBOro BCKPLITUA He umeeTca

CPeACTBA WASHTUUKALMN CUCTEMBI MOHUTOPUHIA ABUKEHUS NEKAPCTBEHHBIX npenaparos nmearcs
Xpanexue B 3awmuienHom or caeta mecre npu Temnepatype He Bbilwe 25°C. He aamopaxusars!
Cpok rogHocTH 3 ropa
Cepruducar:

BriweykasaHHan cepun oTeevaet TpeboBaHuAM HOPMATHBHOMW AOKyMEHTaLMH,

Dr, Stang

YnonHomoueHHoe nuLo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Be

Vorstand: Dr. Luca Lastrucci (Vorsitzender),

Edward Szybowski, Dr. Christian Matschke,

riinn - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualititskontrolla).



