00O BbepnnHn-Xemnu/A. MeHapuHm

NOATBEPKIEHHUE COOTBETCTBUA

Ne [1C-22507A

Toprosoe HaHMeHOBaHHE L-Tupokcus 75 bepauH-XeMu

MesxayHapoJHO€E HelaTeHTOBaHHOEe HaHMEHOBaHHE JleBOTHpOKCHH HAaTpHA

(rpyIIHPOBOYHOE HIH XHMHYECKOE)

JlekapcTBeHHas dopma TabJIeTKH

Jlo3upoBka 75 MKT

dopma nNpou3BoACTBA 25 mt., 6iuctepsl (4 WIT.) , KOHTYpHas
sAYeiKOBas yakoBKa, [TauKka KapTOHHas

Howmep cepun (mapTun): 22507A

O0beM cepru(TapTHH) 50 040

JlaTa mpoH3BOJICTBa 05.2022

I'ogen Jo 05.2024

HanmeHoBanue W agpec npoussogurens (¢ | Ilpou3soaurenn-

yKa3aHHEM CTaJIuil IPOH3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Boinyckamuii KOHTPOJIb Ka4decTBa-
bepnun-Xemu AT, ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u faTa pericTpallHOHHOIO YAOCTOBEPEHHS JICP-001294/08 ot 28.02.2008
Jarta nepeodopmnenus 31.10.2019

Howmep # j1aTa HOpPMaTHBHOHN JOKYMEHTALUU JICP-001294/08 -311019, u3M.Nel

HauMeHOBaHHE H azpec nepxarens | bepnun-Xemu Al',I'epmannus

PETHCTPAIIHOHHOTO YIO0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimuii JOKyMeHT NOATBEPKAAET:

-JIaHHBIH JIEKapCTBEHHBIH Ipernapar cooTBeTcTBYeT 61-O3 «OO6 obpallleHHH TeKapCTBEHHBIX
CPEICTB...»;

-cepusl JIGKapCTBEHHOTO IIperapaTa COOTBETCTBYET TpeOOBaHHAM, YCTAHOBICHHBIM IPH €ro
rocyiapcTBEHHOH perucTpaluu

o 2
4 ey -
{Napuany __£——<== Cokonos B.Jl.  20.07.2022

(moanuck) (zmata)

. Menapuuu»

IOpuaudeckuia agpec: Poccus, 123317, r. Mocksa, MNpecHeHckana HaGepexHasn, 4. 10
MouToBsit agpec: Poccua, 123317, r. Mockea, MNpecHexckan HabepexHan, a. 10
Tenedbon: +7 (495) 785-01-00, dhakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat
Mpopykr:
Koa npoaykra:
Ne cepun: 22507A
[ara warorosnenvs: 05/2022
[ara ewinycka cepun:  27/06/2022
HopmaTueHas AOKYMEHTALMA:
NekapcTeeHHas dopma:
[Hefcreyiowiee BeLECTBO:

MNpoussoavTens neﬁmaymuero BeujecTea:

Obvem cepun (KONUHECTBO YNAKOBOK):
Nokasartens
Onwvcanue

MoanuxHocTs (BAXX)

CpepHnan macca
PacnasaemocTb
PacteopeHue

MoTeps B Macce NPy BbiCYLLMBAHUM
PoacTBeHHbie npuMecu
- 3,5-AMNOATUPOHUH
- MMOTUPOHWUH
- 3,3, 5'-Tpuinog TMPOHMH
- 3,3',5,5"-reTpaitoaTMpoyKcycHan
KucnoTa
- 3,3',5,5'-teTpalioaTMpoMypaBbuHan
KucnoTa
- nioban eAnHU4HanA
HenaeHTUhUUMPOBaHHAaA NPUMECH
- CyMMa HeWaeHTUMLMPOBaHHbIX
npuMecen
- CymMma Bcex npumMecen
MukpoBuonoryyeckas YicToTa
- obiyee yncno aapobHbIX
MUKPOOPraHU3aMoB
- ofuiee YUCNO APONIKEBLIX U
nnecHesbix rpubos
- Escherichia coli
OAHOPOAHOCTE 103UPOBaHUA

KonuyecTeeHHOE onpeaeneHue

YnakoBka

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

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupokcuu 75 BepnuH-XeMu
F140971

Cepru¢gnkar aHanunsa

lopeH go: 05/2024

JICP-001294/08-311019 c nam. Ne1 ot 16.06.2021

Tabnervku, 75 MKr
NeBOTUPOKCUH HAaTpUA
«Mentugo MEX», Nepmanua
50040

Cneuudinkaumn

Kpyrnble, cnerka eeinykneie TabneTku ot Genoro
Ao Benoro co cnerxa XenTopaTbiM OTTEHKOM LBEeTa,
C PUCKOA AANA AENEHUS Ha OAHOK CTOPOHE

W TUCHeHueM "75" Ha apyrod

Bpems yaepuvBeaHis OCHOBHOO Miuka Ha
XpoMarorpaMme MCnbiTYeMmoro pacrTeopa AOMHO
COOTBETCTBOBATL BPEMEHM YaepXmMBaHUA OCHOBHOIO
nuKa Ha xpomartorpamme CTargapTHoro pacrsopa
NesoOTUPOKCHHA.

78.00mr+7.5%

He 6onee 10 MuH.

He meHee 75 % (Q) ot aanenexHoro
COAepXaHWusa NeBoTUPOKEKHA HaTpWA yepes 30
MUH,

He Gonee 7.5 %

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

He 6onee 1.0 %
He Gonee 0.5 %
He Gonee 2.0 %
He Gonee 5.0 %
He Gonee 10° KOE B 1t
He Gonee 10° KOEB 11

Orcytcreves 1r

MapameTp npuemnemoctu Ans 10 eaunuy
Aoc3vpoBaHus s 15.0; napaMeTp NpMeMnemMocTy
ana 30 eguHny AoavpoBanus < 15.0 u HKU oaHa
W3 €AMHUL A03MpoBaHWA He meHee 0.75 n He
Gonee 1.25 M

90,0 - 105,0 % oT 3aABNEHHOro COAEPIKaHUA
(o7 67.5 MKr 40 78.8 MKr NeBOTUPOKCHHA HATPUSA
B Tabnertke)

Mo 25 TabneTok B KOHTYPHON AYENKOBOM
ynakoeke (6nucrep) [dbonbra anomuHvesas /
chonbra anwMuHuesas].

Mo 4 6nMcTepa C MHCTPYKUMER No NPUMEHEHUIO
npenapata B KAPTOHHOW Navke.

Pesynbrar
Kpyrnbie, cnerka eeinyknsie Tabnetku
6enoro Co CNerka XenToBaTbiM OTTEHKOM
UBETA, C PUCKOW ANA AENEHUA HA OAHOR
CTOPOHE U TUCHEHNEM 75" Ha apyroi

MonoxutensHo

79.73 mr
3. MUH
100. %

30 %
< 015 %
< 01%
< 015 %
< 015 %
< 015 %
0.16 %
0.3 %
0.3 %

< 10. KOE/r

< 10. KOE/r

Cootsercrayer
3.2

101. %

CoorsercreyeT

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



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprndpukar ananusa
MpoaykT: L-TupokcuH 75 Bepnun-Xemu

Koa npopyxra: F140971

Ne cepun: 22507A

MapkupoBka Pesynetartei

1. MepsuuHas ynakoBKa nexkapcTBeHHOro npenapara
Ha Bnucrepe Ha pyCCKOM Si3bike YKa3bIBAKOT;
HAUMEHOBAHWE PUPMbI-NPOU3BOAUTENS

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBO€ HaUMEeHOBaHWE npenapara

MEMYHAPOAHOE HENATEHTOBAHHOE HaUMEeHOBaHWe
103UPOBKY

Ne cepumn: 22507A

loageH po: 05/2024

HEBUAWMMbIN 3HAK 3aLLKTLI

2. BropuyHas ynakoska

Ha KapTOHHOW Nayke Ha PYCCKOM A3bIKE YKA3bIBAKT:
HauMeHoBaHWe UPMBI-NPOUIBOAUTENS, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHaue)
TOProsoe HauMeHoBaHWe npenapara

MEXAYHapOAHOE HEeNaTEHTOBAHHOE HaWMEHOBaHWe
[L03UPOBKY

Konu4ecTBo TabneTok B ynakoske, NekapcTBeHHyo opma
cnocob npumeHeHus

cof\epxaHue AelCTBYIOLLero BewecTsa B 0AHON Tabnerke

YCNOBUA XPaHEHWA

«CobnioaaTts MHCTPYKLMIO 110 NPUMEHEHUIO NPENapaTa, KoTopas HaXxoAUTCS
BHYTPU yNakoBku»

«JlexapcTBeHHOE CPe/ICTBO XPaHUTL B HEAQCTYNHOM ANA AeTei MecTel»
PErvcTpauUnoHHbIA HoMep

YCNOBUA OTNyCKa

Ne cepuu: 22507A

[Nata varotoenexnun: 05/2022

lFopen pno: 05/2024

WITPUX-KOR

HEBUAUMBINA 3HAK 3aLUMTbI

NpoOU3BOACTBEHHBLIN KoA

ITUKETKa KOHTPONS NEepBOra BCKPLITUA

CPeACTBa MAHTMMUKALMK ANA CUCTEMbI MOHWUTOPWUHIA [IBUXEHIA
nekapcTBeHHbIX NPenaparos

XpaHexue

Cpok rogHocTH

CepTudmxar:

BhilueykazaHHas cepus oTBeYaeT TpeGoBaHNAM HOPMATUBHOM JOKYMEHTaLMK.

r. Tibor Miké

YnonHomoyeHHoe nuuo

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

Bepnvi-Xemun Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 75 BepnuH-Xemu
INeBOTHPOKCKH HaTpuA

75 mkr

nMmeeTca

Bepnun-Xemu Al', FepManus
BERLIN-CHEMIE/MENARINI
L-TupokcuH 75 BepnuH-Xemu
TNeBOTUPOKEUH HaTpUA

75 Mkr

100 TabneTok

[ns npuema BHYTpb

B 1 TabneTke copepxurca
nesoTupokcuHa Hatpusa 0,075 mr.
XpaHuTb NpU TeMNepaTtype He Boile 25°C.
ykasaHo

yKasaHo
JICP-001294/08
Mo peuenty

nMeeTcs
umeeTca
umeeTcs
He uMeeTcs
UMeeTca

Mpw Temnepatype He Bbiwe 25°C.
2ropna
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