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[IOATBEP/KIEHUE COOTBETCTBHS

o000 EepnnH~XeM:4/A. MeHapuHA

Ne JIC-22512A

ﬁOpFOBOC HauMEHOBaHUC

[ L-Tupokeus 75 Bepnun-Xemn

| MeskIyHapoHOE HEIIATCHTOBAHHOC HaUMEHOBaHHUE
(rpyHIupOBOYHOE MM XHMHYECKOE)
JlekapcTBeHHAA hopMa

Jlo3upoBKa

dopma MpOH3BOACTBA

JIeBOTHPOKCHH HATPUA

TabNeTKH
75 MKT
25 mit., GiucTepsl (4 WT.) , KOHTYpHAA
sueifkoBasi YIIAKOBKa, [TauKa KapTOHHas

PETHCTPALIMOHHOTO YIOCTOBEPEHIL

L

Howmep cepnnt (apTHH): 22512A

O6beM cepun(napTHH) 52 680

IlaTa IPOH3BO/ICTBA A 05.2022

ToeH 10 05.2024

HapmvcHOBaHHE M ajpec  MPOM3BOIMTCIA (c | IIpou3BoaHTENb-

yKasaHHeM CTa/IHii TIPOM3BOICTBA) Bepmui-Xemu AL, I epMaHi
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BoINyCKAOLHI KOHTPOJIb KA¥ecTBa-
Bepnun-Xemu AT, ['epmatia
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep M J1aTa perucTpalHoHHoro YAOCTOBEPCHHS JICP-001294/08 ot 28.02.2008
Jlata nepeoopMICHUA 31.10.2019

Howmep 1 z1a1a HopMaTHBHOﬁ JIOKYMEHTALHU TICP-001294/08 -311019, manM. Nel

HanmeHnoBaHmue 14§ ajpec nepuatens | Bepnun-Xemu AT, T'epmanus

Glienicker Weg 125,
Germany

12489, Berlin,

HacTosiuuiii A0KYMEHT MOATBEPIKAAET:

-JaHHBI JeKapCTBEHHBIL npenapar cooTBercTBYeT 61-03 «O6 OOparneHiH NeKapCTBEHHBIX

CpeAcTB...»,

-cepHsl JIGKapCTBEHHOTO Iperiapara COOTBETCTBYET TPEOOBAHHAM,

rocyapCTBEHHOM PerucTpani

oy

SN{eHapuHM» £
(TTOIUTHCB)

Jlosepiénroc

007.09.2020,
»' f‘v;,,m;

000 “BepnuH- S aas LA
HOopuanyecknin agpec: Poccusi, 123317, . Mockea,

e

YCTaHOBJICHHBIM TIPH €TI0

Cokonos Bl  03.08.2022

(nata)

MpecHeHckas HabepexHas, A. 10

MNoutoskin agpec: Poccus, 123317, r. Mocksa, [pecHeHckan HabepexHas, a. 10
Tenedon: +7 (495) 785-01-00, caxc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MpoAyKT:

Kon npoflyKTa:

Na cepun: 22512A

Jlata U3roTORNEHUS! 0512022

JlaTa sbinycka cepui. 06/07/2022
HopmaTtupHaa AOKyMEHTAUMAL
NekapcreexHan (opma:
[leicTeyowee BELEeCTBO!
[TpounasoanTent NERCTBYIOWEN0 BEWECTBA:
Ofpem cepun (KoNU4ecTso YIaKOBOK}:
lMoxazatenb

Onvcanune

NoANUHHOCTD (BOMWX)

Cpeanasn Macca
PacnapaemocTe
PacTaopexune

[NoTeps B Macce NPV BoICYLUMBAHAN
PoacTBEHHbIE NPUMETH
- 3.5-AMNOATUPOHIH
- NAOTUPOHMH
- 3,3, 5-TpuiAoATMPROHIH
. 3,3 5,5-TeTpano/TMPOYKCYCHaA
KMCcNoTa
. 3,35 5-TeTpanoaTHpOMypaBeiHas
KMcnoTa
- nban eauHUYHas
HeuaeHTHUUMpOBaHHan NpUMect
- cymma HeMAEHTUHLMPOBAHHBIX
npuMecen
- cymma BCex npumMecen
MukpoBruonorueckas YucToTa
- oBiee 4Meno aapobHLIX
MUKPOOPraHnamos
- ofliee HYMCNO APONOKEBBIX W
nnecHesbix rpubos
- Escherichia coli
(AHOPOAHOCTL A03MPOBAHNA

KonuuecTBEHHOE onpejeneHne

Yrnakoska

Vursirz_ammr des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Or. Luca Lastrucci {Vorsiizender} Edward Szybowski,
Dr. Attilio Sebastio « Postanschrift; BERLIN-CHEMIE AG, 12485 Berlin - Tel, +48 306

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

L-TupokcuH 75 Bepnux-Xemu
F140971

CepruguKar aHannsa

Foaen no: 0512024

NCP-001294/08-311018 ¢ waM. Ne1 ot 16.06.2021

Tabnevkun, 75 MKM

NesoTUPOKCUH HBTPWA

«Nentuao TMBX» ., [epMaHia

£2680

Crieyudpukatims

Kpyrnbie, cnerka Bhifyknsie TabneTky OT GEnoro

[0 BENOro CO CNerka XenToparbiit OTTEHKOM UBETE,
C pUCKO# ANA AENeHUR HA OAHOW CTOPOHE

1 TUCHERMEM 75" Ha APYTOR

Bpems YAEPHMBAHUA OCHOBHOTO nwuka Ha
XPOMATOrPAMME MCIBITYEMOTO paCcTBOPA AQIKHO
COOTBETCTBOBATH BPEMEHU YABPHUBANNA OCHOBHOMO
VKA Ha XPOMATOIPaMME CTaHAAPRTHOMS pacTsopa
neaompoucwﬁa.

78.00 Mr £ 7.5%

He Bonee 10 MUH.

He meHee 75 % (Q) 0T 3aABNEHHOMD
COAEpKAHUS NEBOTUPOKCHHA HATPUA vepes 30
MWH.

He Gonee 7.5 %

He Gonee 0.2 %
He Gonee 1.0 %
He Bonee 0.3 %
He Bonee 1.0 %

He Gonee 1.0 %
He Gonee 0.5 %

He Bonee 2.0 %
He Gonee 5.0 %
ne Gonee 10° KOE & 1T

He Bonee 10° KOE s 11

OrtcyTerBue 8 17

MapaMmeTp NpueMiemMocTH ansa 10 eguany
[,03UpOBAHKA = 15.0; napameTp NpuemMnemociy
ans 30 eauHwL 403UpoBatna < 15.0 u Hu opHE
U3 eMHIL, AO3MPOBAHNA HE menee 0.75 une
Gonee 1.25 M

90,0 - 105,0 % 0T 33ABNEHHOM coaepXanin
(o1 67.5 MKr A0 78.8 MKI NEBOTUPOKCUHE HATPWA
g TabneTxe)

Mo 25 Tabnetok 8 KOHTYRHON AYEAKOBOA
ynakoBKe (6nucrep) [onsra anomuHuenan /
thonera anioMmuHuesas).

o 4 BrvcTepa G WHCTPYKUKER No NPUMEHEHWIO
npenapata B KapTOHHOW Navke.

Pegynerar
Kpyribie, CHerka Buinykniie Tabnerki
Henoro co CABTKa WENTOBATHIM OTTEHKOM
LpeTa, G PUCKOR ANR ABNBHUS HA OHOR
cropoHe i ThcHeren "T5" Ha Apyroi

MoNoMUTENLHO

79.46 mr
2. MUH
98. %

3.0 %
< 0.15 %
< 01 %
< 0.15 %
< 015 %
< 015 %
0.16 %
05 %
0.5 %

< 10. KOE/r

< 10. KOE/

CoorsetcisyeT
34

99. %

CoortseTcrayer

Dr. Christian Maischke,

707-0 (Zentralel, Fax +48 30 6707-2008 {Qualitatskontrolie).
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Analysenzertifikat Certificate of Analysis
MpoaykT: L-Tupokcun 75 BepnuH-Xemu
Kop npoaykra: F140971

Ne cepum: 22512A

MapxupoBra

1. MNepBuyHan ynakoBka MexapCcTBEHHOTO npenapara
Ha 6nucrepe Ha PYCCKOM A3LIKE VYKA3bIBAKT.
HaumeHoBaHue (UPMbl-NPOUIBOANTENA

noroTvn «BERLIN—CHEMIEIMENAR!NI» (Ha naTuHuLe)
TOPIOBOE HAUMEHOBAHUE npenapata

MEKAYHAPOAHOE HENaTeHTOBaHHOE HauMEHOoBAHUE
03UPOBRY

Ne cepum: 22512A

ropen go: 05/2024

HEBUAUMBIN 3HAK JaLLNTE

2. Bropw4Hans ynaxkoska

Ha KapTOHHOWM Najke Ha PYCCKOM AALIKE YKAILIBAKT,
HaUMEHOBaHWE (UPMEI-POUIBOANTENR, CTREHY

noroTUn «BERLIN-CHEMIE/MENARIND» (na natuHuue)
TOProBOE HaUMEHOBaHWE Npenapara

MENAYHAPOHOE HENATEHTOBAHHOE HauMeHOoBaHue
103MPOBKY

xonuuecTso TabneTok B yNakoBke, neKkapcTBEHHYI0 hopma
cnocoB NpUMeHEeHus

copepranue AeicTBYIOULErO BEWecTsa B onHoi Tabnerke

YCNOBUA XPaHEHMA

«CoBNIOAaTL UHCTPYKUMIO MO NPUMEHEHIIO npenapara, KoTopas HAXOAMTCRA
BHYTPW YNakoBKu»

«JleKapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYITHOM ANS AeTen mectel»
PErMCTPaUMOHHLIA HOMED

YCNOBWA OTIYCKA '

Ne cepumn: 22512A

[laTa uaroToBneHnus: 05/2022

I'opex ao: 052024

LUTPUX-KOA

HERUAMMBIA 3HAK 3aUWTE

npouanoncraeﬂuuﬂ KOA

ITUKETKA KOHTpONA nepaoru BCKPBLITUA

cpeacTBa naeHTUukaumn Ans CUCTEMBI MOHUTOPWHIE ABWKEHAR
nekapcTeEHHLIX NpenapaTos

XpaHeHue

CpOK rOAHOCTH

CepTuduxar:
Boileyka3aHHas cepus OTBEYaeT TpebosaHusiMm HOPMATMBHON AOKYMEHTALIAY.

Dr. Norbe\t Stang

YAONHOMOUEHHOE NMLD

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Last

BERLIN-CHEMIE
MENARINI

rucei (Vorsitzender),
Dr. Attitio Sebastio « Pastanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 30 6707 ¢ {Zentra

Ceprugmar aHannsa

PeaynbTaThbl

Bepnmx-Xemu Al
BERL&N-CHEMEE}'MENARN&
L-Tupokcud 75 BeprnH-Xemu
NesoTUPOKCUH HAaTPUsA

75 MKr

uMeeTcsa

Beprvi-Xemu Al Iepmanis
BERLIN~CHEMIEIMENARINI
L-Tupokcud 75 BeprvH-Xemu
[leBOTUPOKCHH HATPHA

75 wmKr

100 TabneTok

[na npuema BHYTPL

B 1 TabneTse COABPHWTCR
NEBOTVROKCHHA HATPWA 0,075 wmr.
XpaxuTh npu TeMNepaType He soiwe 25°C.
yKa3aHo

yKasaHo
NCP-001284/08
Mo peuenty

UMEETCH
wMeeTcs
uMeeTcH
HE UMEeeTCh
uMmeeTca

pyv TEMnepaType He Bbllle 25°C:
2 ropa

Edward Szybowski, Dr. Christian Matschke
la), Fax +49 30 &707-2008 [Qualitétskontrolle),




