Analysenzertifikat

MpoaykT:

Koa npoaykra:

Ne cepuu: 21501A

[ata warotoenenna: 01/2022
[aTa Bbinycka cepuun: 04/03/2022
HopmaTtuBHas A0KyMEHTaUURA:
NekapcTBeHHan opma:
[ewcTeyloulee BewecTso:

MpouseoauTENt AGACTBYIOLLETO BELIECTBA:

O6bem cepun (KONUYECTBO YNAKOBOK):
Mokazarenb
Onucaxue

CpeaHnan macca
OaHOPOAHOCTL A03UPOBAHUA

PacnapaemocTb
PacTsopeHue

MoTeps B Macce npu BbiCYLWWBaHWK
MoanuHHoCTL fleBoTUPOKCUH (BIXKX)

PoacTeeHHble nprmecu
3,5-AUA0ATUPOHUH
NUOTUPOHUH
3,3, 5-TpUAOATUPOHUH
3,3',5,5'-TeTpaitoATMPOYKCYCHaRA
KucnoTa
3,3',5,5'-TeTpafioaTMpoMypaBbuHas
KMcnota
Nwbana egnHnyHan
HengeHTMdUUMpoBaHHan
npumecs
CymmMa HeuaeHTUULMPOBaHHbIX
npumecen
Cymma npumecei
Mwukpobuonoruyeckas yucToTa
Obujee 4ucno aapobHbix
MWKPOOPraHu3Imos
Obuiee YACNO APOXOKEBLIX W
nnecHesbix rpubos
Escherichia coli
KonuuecTeeHHoe onpeaeneHve (BIXX)

Ynakoeka
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BERLIN-CHEMIE

MENARINI

Certificate of Analysis

L-Tupoxcun 125 Bepnun-Xemu
F141133

NICP-001807/08-111119 ¢ uam. Ne1 or 17.06.2021

Tabnetku, 125 Mkr
NeBoTUPOKEUH HaTPKA
Mentuao MMEX, Mepmanus
30714

Cneuudukauun

Kpyrnele, cnerka eeinyknbie Tabnetku ot 6enoro Ao
6enoro Co cnerka XXenTosaTbiM OTTEHKOM LBETa, C

PUCKOW ANA AENEHWA Ha 0AHOW CTOPOHE 1
TMCHEHWEM «125» Ha apyroi

0,130r+7.5%
MapameTp npuemnemoct ans 10 eanHuy

noavposaHua s 15.0. MNapameTp NpueMnemMocTu

ans 30 eauHUY A03UPOBAHUA

< 15.0 U HK OAHA W3 4UHWUL O3UPOBAHWUA HE

meHee (.75 1 He Bonee 1.25 M
He Gonee 10 MuHyT

He meHee 75 % (Q) NeBOTUPOKCUHA HATPKA OT

3aRBNEHHOr0 COAEPXAHNA Yepes 30 MWHYT
He Gonee 7.5 %
Bpems yaepXuBaHua OCHOBHOIO Nuka Ha

XpomMmarorpaMmMe UCNbITYEMOro pacteopa AOIMKHO

COOTBETCTBOBATL BPEMEHW YAEPXKUBAHUA

OCHOBHOrO NUKa Ha XpoMaTorpaMme CTaHAapTHOro

pacTBopa NesoTUPOKCUHA.

He 6onee 0.2 %
He 6onee 1.0 %
He Gonee 0.3 %
He Gonee 1.0 %

He Gonee 1.0 %

He Gonee 0.5 %

He 6onee 2.0 %

He Gonee 5.0 %

He Gonee 10° KOEe 1 r
He 6onee 10°KOEB 1T
OrcytcTeme B 11

90 - 105 % OT 3aRBNEHHOr0 COAEPKaHUA
(o1 112,5 Ao 131,3 mkr / Tabn.)

Mo 25 TaBneToK B KOHTYPHOW RYEWKOBOW YNaKkoBke

(6nucTep) [¢ponsra anomuHuesasn/ onsra
anoMuHuesas].

Mo 4 6nucTepa C UHCTPYKLIMENA NO NPUMEHEHWUIO

npenaparta B KapTOHHOW Nauke.

Ceprugukar aHanunsa

loaex po: 01/2024

Peaynsrar
Kpyrnbie, cnerka Bbinyknbie
Tabnetkn Genoro co cnerka
MenToBaTbiM OTTEHKOM UBETa, C
PHCKOM ANR ENEHUS HA OAHON
CTOPOHE M TUCHEHMEM «125» Ha
Apyro#
01322 r
28

2. MUH
100. %

31 %
MonoxutensHo

< 015 %
< 01%
< 015 %
< 015 %
< 015 %

017 %

0.6 %
06 %
< 10. KOE/r
< 10. KCE/r

CoorteercrsyeT
102. %

CooTsetcTayet



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpukar ananusa
MpoayxkT: L-TupoxcuH 125 Bepnux-Xemu
Koa npoaykra: F141133

Ne cepun: 21501A

Mapkupoeka

1. NepBuYHan ynakoBKa NexapcTBeHHOro npenapara
Ha Bnucrepe Ha pycckom R3bike YKadblBaKT:

HaaeaHue (PUPMbI-NPOUIBOAUTENSA

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOProBO€ HauMEHOBaHWE Npenapara

MexayHapoAHOe HenaTeHTOBaHHOe HauMEeHOBaHue

A 03NPOBKY

Ne cepuu: 21501A

loaen go: 01/2024

HEBWAWMBIA 3HAK 3aLMTbI

2, BropuuHas ynakoska

Ha kapToHHOW Navke Ha PYCCKOM S3bIKE YKa3blBaIoT:
HaaBaHue PUPMbI-NPOUIBOANTENRA, CTPaHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
TOpProBoe HauMeHoBaHue npenapara

MEX/yHapOoAHOe HenaTeHTOBaHHOe HauMeHOBaHue
[A031pOBKY

KONM4ecTBO TabneTok B ynakoBke, NekapcTBeHHy gopma
cnocob npumMeHeHus

coaepxaHue AeNCTBYIOLEero BewlecTsa B o4HOW Tabnetke

YCNOBWA XPaHEHWUs
«CobnioaaTte MHCTPYKLIMIO NO NPUMEHEHWIO Npenapara, KOTopaA Haxo4UTCA
BHYTPM YNaKoBKu»

«JlekapCcTBeHHOe CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed mecTe!»
PErvcTpPauvoHHbIA HoMep

YCNOBMA OTNycKka

Ne cepumn: 21501A

[ara uarotoenexun: 01/2022

loaeH po: 01/2024

WITPUX-KOA

HEBWAUMBIA 3HAK 3a1UNTLI

NPOU3BOACTBEHHBLIA KOZ4

3TUKETKA KOHTPONA NepBoro BCKPbITUA

cpeacTBa UAEHTUMUKAUMM CUCTEMBI MOHUTOPWHIA ABMXEHUA NEKapCTBEHHbLIX NpenapaTos

XpaHeHue
Cpok roaHocTH

Ceprudpukar:

BuilweykaszaHHas cepva oTeevyaeT TpeboBaHNsAIM HOPMAaTUBHOW AOKYMEHTaLMN.

YNonHOMOYEHHOE NALI0

Dr. Samy Schwancit

Varsitzender 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).

Peaynerarhl

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 125 Bepnun-Xemn
NeBoTUPOKCUH HaTPUR

125 mkr

UMeeTca

Bepnun-Xemn Al, Mepmanus
BERLIN-CHEMIE/MENARINI
L-TupokcuH 125 bBepnuH-Xemu
JleBOTUPOKCHH HaTpua

125 mxr

100 TabneTok

[ina npuema BHYTPb

B 1 raBnetke copepxurca
NeBOTUPOKCMHA HaTPuA 0,125 Mr.
XpaHuTb NpW TEMNEpaType He Boilwe 25°C.
yKasaHo

yKa3aHo
NCP-001807/08
no peuenTy

vmeeTcs
umeeTcs

nmeeTcs

He umeeTca

umMeeTcs

Mpw Temnepatype He Bbiwe 25°C,
2ropa




00O bepnnH-Xemu/A. MeHapnHm

INOJATBEPKJJEHUE COOTBETCTBHS

Ne [IC-21501A

Toprosoe HauMeHOBaHHE

L-Tupokcun 125 Bepaun-XeMu

(rpynnupoBOYHOE WIH XHMHYECKOE)

MC}K)IYHEIPOIIHOG HCIMIAaTCHTOBAHHOC HAUMCHOBAHHUE

JIeBOTHPOKCHH HaTpHs

JlekapcTBeHHas dopma

TabneTku

O3HpOBKa

125 MKT

®dopma BbINycKa

25 Wt., 6;1MCTepHI (4 IIT.), KOHTYpHAas
AYCHKOBas yIaKoBKa,
navkKa KapToHHas

Homep cepun (maptun): 21501A
O6neM cepun(niapTHH) 30714
JlaTta npousBoacTBa 01.01.2022
['open 1o 01.01.2024

HaumenoBanue ¥ agpec
yKa3aHHEM CTaJHi MPOU3BOCTBA)

IIPpOU3BOJHUTCIIA

(c | IponssoauTenn-bepnun-Xemu AT,
I'epmannda (Tempelhofer Weg 83, 12347,
Berlin, Germany)

Beinmyckarommii KOHTPOIb Ka4ecTBa-

Bepnun-Xemu AT, ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HOMep H faTa perucTpalilHOHHOI0 YAOCTOBEPCHHUA

JICP-001807/08 ot 17.03.2008
Mata nepeogopmnenns 11.11.2019

Homep u 1ata HOpMAaTUBHOM NOKYMEHTAIUH

JICP-001807/08-111119, uam.Nel

HaumenoBanue H aapec
PErucTpallHOHHOI'O YIOCTOBEPEHHA

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

ACpKaTCIA

HacTosimuii A0OKyMeHT NOATBEP/KAAET:

-JIaHHBIH JIEKapCTBEHHbIA InpenapaT cooTBeTcTBYeT 61-O3 «O6 obpamieHHH JTeKapCTBEHHBIX

CpEACTB...»n,

-CCPpHA JICKapCTBCHHOT'O IIpe€riapaTa COOTBETCTBYET TpCGOBaHHHM, YCTaHOBJICHHBIM IIpH €TO

rocyJ1apCTBEHHON perucTpanun

000 “bepnuH-Xemu/A. MeHapuHu”

=
apummy __/——<==  CokonoB B.Jl.  24.03.2022
(noanucs) (maTa)

FOpuauyeckuin agpec: Poccun, 123317, r. Mocksa, MNpecHeHckas HaGepexHasn, 4. 10
lMNoyToBelR agpec: Poccua, 123317, r. Mockea, MNpecHeHckan HabepexHan, 4. 10
TenedboH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




