00O Bepnunr-Xemu/A. Mernapunm

MOATBEPKJIEHUE COOTBETCTBUS

Ne TIC-22505A

ToproBoe HauMeHOBaHHe L-TrpokcuH 125 bepnua-Xemu
MeskayHapoHOe HelaTeHTOBAHHOE HAHMEHOBAaHHE JIeBOTHPOKCHH HaTpHs
(TpYNNHPOBOYHOE WK XHMHYECKOE)

JlekapcTBeHHas hopma TabseTku

O3HpOBKa 125 Mkr

®opmMa BhINTyCKa 25 WT., 61MCTEpHI (4 INIT.), KOHTYpHAas

A4YeHKOBas yraKkoBKa,
11ayka KapTOHHas

Howmep cepuu (maptuu): 22505A

O6beM cepun(napTun) 31 080

JlaTta npousBoacTBa 05.2022

I'oneH 1o 05.2024

HanmenoBanne wu  aapec  mpousBogurens (c | IIpomsBoanTenn-bepaun-Xemu AT,
YKa3aHHeM CTaJui IIPOH3BOJICTBA) ['epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Boinyckawommii KOHTPoIb KauecTBa-

bepnun-Xemu AT, I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HoMep 1 nara peructpanmnonsoro ynocropepeHus JICP-001807/08 ot 17.03.2008
Hata nepeodopmienns 11.11.2019

Howmep 1 nata HopMaTHBHO# IoOKyMeHTalHH JICP-001807/08-111119, u3m.Nel

HaumeHnoBanne " anpec nepxarens | bepnun-Xemu Al',I'epmanus

PErHCTPALIHOHHOrO YAOCTOBEPEHHSA Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii noxymeHT moaTBepKIaeT:

-IAHHBIH JIeKapCTBEHHBIH Ipemapar cooTeeTcTByer 61-D3 «O6 OOpallleHUH JIeKapCTBEHHbIX
CPE/CTB. ..»;

~CCpHi JICKAPCTBEHHOIO Iperiapata COOTBETCTBYET TPeGOBAHHSAM, YCTAHOBIEHHBIM IPH €ro
rOCy1apCTBEHHOM perucTpanun

Ilpencras el
000 «b {eRypuEny _£——<====" Cokonos B.Jl.  20.07.2022
' (moammucs) (nara)

/8. MeHapuHH»

20 Jgy 00

Cepry
NPT ey,

000 “Bepnu 4
HOpuanyeckuin afdpgd 317, r. Mockea, MpecHeHckas HaGepexHas, g. 10
MouToBein agpec: POCERs 17, r. Mockea, MNpecHeHckas HabGepexHasn, g. 10
Tenedon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: inffo@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucmkar aHanusa
Mpopayk: L-Tupokcun 125 Bepnux-Xemu
Kop npoaykra: F141133

Ne cepuu: 22505A

Hara varotosnenusn: 05/2022
[Hara seinycka cepuu: 24/06/2022
HopmaTusHan gokymeHTaums:
Nexapcreennan dopma: Tabnerku, 125 mir
AencTeyiowee BeLECTBO; NeBOTUPOKCHMH HaTpua
MpounssoanTens AENCTBYIOWIErD BELWECTBA: Mentuao MMBX, Mepmanus

lopen po: 05/2024

NICP-001807/08-111119 ¢ nam. Ne1 ot 17.06.2021

OBbem cepum (KONUIECTBO YNAKOBOK): 31080
Mokasarens Cneuundyuxauus Peaynerar
Onucanve Kpyrneie, cnerxa seinyknbie Tabnetku ot Genoro 4o Kpyrnbie, cnerka sbinyknbie

6enoro co cnerka MenToBaThiM OTTEHKOM UBeTa, ¢ Tabnerku Benoro co cnera
PUCKOA ANA AeMNEHUA Ha OAHO CTOPOHE U KENTOBATLIM OTTEHKOM UBETA, C

TACHEHNEM «125» Ha Apyrof PUCKOR ANR AENEHWA Ha OAHO#
CTOpOHE ¥ TUCHeHUEM «125» Ha

Apyroi
CpeaHss macca 0,130r+7.5% 0.1316 r
OnHopoAHOCTL A03MPOBAHUR MapameTtp npuemnemoctu ana 10 eguunl 2.4
Ao03npoBanua s 15.0. MapaMeTp npuemMnemocT
Ansi 30 eAuHMY A03MPOBaHNS
£ 15.0 ¥ HM OAHA W3 EAVHAL A03MPOBAHUA He
meHee 0.75 u ve Gonee 1.25 M
Pacnapaemoctb He Gonee 10 MunyT 2. MUH
PacTsopenve He meHee 75 % (Q) nesoTUpokcHHa HaTpus OT 98. %
3a7BNEHHOTO COABPXKAHUA Yepes 30 MUHYT
MoTeps B Macce Npu BLICYLWMBAHUA He Gonee 7.5 % 32 %
MoanuunocTs NlesoTrpokeun (BSMXX) Bpems yaepKUBaHua 0CHOBHOrO NUKa Ha MonoxutensHo
XpOMaTorpamme WUCMbITYeMOoro pactsopa A0MKHO
COOTBETCTBOBATL BPEMEHW YAEPKUBAHUA
OCHOBHOTO NUKa Ha XPOMATOrpaMMe CTaHAapPTHOrO
pacTeopa neBoTUPOKCUHA.
PopacTeenHsle npuMecu
3,5-auitoaTMPOHUH He Gonee 0.2 % < 015 %
NUOTUPOHUH He Gonee 1.0 % < 01%
3,3 5-TpuitoATMPOHUH He Gonee 0.3 % < 0.15%
3,3',5,5-TeTpaitoa TMpoykcycHas He Gonee 1.0 % < 0.15%
Kucnota
3,3',5,5-TeTpaioATMPOMypaBbUHan He 6onee 1.0 % < 015 %
Kucnora
NMioban eguHudHas He Gonee 0.5 % 0.16 %
HenaeHTuUUMpoBaHHan
NpUMEeCh
Cymma HemaeHTUDULIMPOBaHHbIX He 6onee 2.0 % 0.5 %
npumecen
Cymma npumeceit He Gonee 5.0 % 0.5 %
MukpoBuonornyeckas umcrora
Obwwee vicno aspobHbix He 6onee 10° KOEs 11 < 10. KOE/r
MWKpPOOPraHuaMoBs
OFbLee YICNO APOHCKEBLIX U He Gonee 10°KOE 8 11 < 10. KOE/r
nnecHessix rputos
Escherichia coli Otcytcteue B 11 Cooreercrayer
KonuuecTteenHoe onpepenexue (BIMX) 90 — 105 % OT 3aABNEHHOro COAEpKaHUA 101. %
(o1 112,5 no 131,3 mkr / Tabn.)
Y¥Ynakoska Mo 25 TabneTok B KOHTYPHOI AYEAKOBOR ynakoske CooTBeTcTeyeT
(6nucrep) [donbra anlomuiuesas/ onsra
anomuHnesas),

Mo 4 Gnucrepa ¢ MHCTPYKLUMENH NO NPUMEHEHMIO
npenapaTa B KapTOHHOM nauyke.,

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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 (Qualitdtskontrolle).



MENARINI

Analysenzertifikat

MNpoaykT:
Koa npopyxra:
Ne cepuu: 22505A

Certificate of Analysis

L-Tupokcun 125 Bepnun-Xemu
F141133

Mapkuposka

1. Mepsuunan ynakoBska nekapcTBeHHOTo npenapara
Ha Gnucrepe Ha pyCCKOM A3bIKE YKA3bIBAKOT:

HaasaHue PUPMBI-NPOUIBOAUTENA

norotun « BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBOE HaUMEHCBAaHWE nNpenapara

MENAYHAPOAHOE HENaTeHTOBAHHOE HAaUMEHOBaHWe
N03UPOBKY

Ne cepuu: 22505A

loaen po: 05/2024

HEBMUMBI 3HAK 3alUUTI

2. BropuyHas yrnakoska

Ha xkapToHHO# nayke Ha PYCCKOM R3bIKE YKA3bIBAIOT,
Halpanue HUPMLI-NPOM3BOAUTENS, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuLe)
TOpProBoOe HaviMEeHOBaHWE npenapara

MEXAYHapoAHOE HENATEHTOBAHHOE HAMMEHOBaHWe
AO3NPOBKY

KONWYECTBO TAbNeTokK B ynakoske, NekapcTeeHHyo dopma
Cnocod NpUMEHeHUn

CoAEepXKaHWe AeACTBYIOLLEro BELLeCTBa B 0AHON TabneTke

YCNOBWA XpaHEHWUA
«CoBnioaaTe MHCTPYKLMIO MO NPUMEHEHMIO Npenapara, KOTOpas HaxoauTCA

BHYTPU YNaKoBkv»

«[lekapcTeeHHOE CPEACTBO XpPaH!Thb B HEAOCTYNHOM ANA AeTen mMecTel»

perucTpalMoHHLI Homep

YCNoBWA OTNYCKa

Ne cepuu: 22505A

[Lata narotoenennn: 05/2022

lNopen po: 05/2024

LWITPUX-KOA

HEBUAWMBIA 3HAK 3aLLUTLI

NPOU3BOACTBEHHBIA KOA

3TUKETKA KOHTPOTS NEPBOTO BCKPLITUA

CPe/CTBa UACHTU(PUKALMU CUCTEMbI MOHVTOPUHIA IBUKEHWA NEKapCTBEHHbIX NpenapaTos
XpaneHwe

Cpok rogHocTH

Ceprucukar:
BblleykasaHHan cepws oTeevaeT TpeboBaHAM HOPMATUBHOM AOKYMEHTALMK.

. Tibor Miké

YNonHoMo4eHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberte Giovanni Alaotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

BERLIN-CHEMIE

Ceprugukar aHannaa

PeaynbraTth!

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 125 BepnuH-Xemu
NesoTupokcKH HaTpus

125 mkr

UMEeeTCH

Bepnun-Xemu AT, MNepmanus
BERLIN-CHEMIE/MENARINI
L-TupokcuH 125 Bepnun-Xemu
leBOTUPOKCUH HaTPUs

125 mkr

100 rabneTtok

[ns npuema BHyTpbL

B 1 rabneTke coaepxuTcs
NEeBOTUPOKCWHA HaTpus 0,125 mr.
XpaHuTh Npu TemMnepaType He Bouiwe 25°C.
yka3avo

yKa3aHo
NCP-001807/08
no peuenty

vMeeTcs
vmeeTcs

umeeTcs

HE umeeTcs

uMeeTca

Mpw Temnepartype He Boiwe 25°C.
2roaa

Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).



