00O bepsmH-Xemn/A. MeHapmHm

IOJATBEPKIEHHUE COOTBETCTBUSA

Ne [IC-21517A

Toproeoe HanMeHOBaHHe L-Tupokcun 100 Bepmun-Xemu
MexnyHapoqHoe HEMaTeHTOBAHHOE HAMMEHOBAHHE JIeBOTHPOKCHH HATpHs
(rpynnHpoBOYHOE HIIH XUMHYECKOE)

JlekapcTBeHHas opMa TablIeTKH

Jo3upoBka 100 mxr

®opma BeITycKa 25 ., 6amcTepsl (2 WT.), KOHTYpHAs

AYeHKOBasH yIaKoBKa,
nayka KapTOHHasl

Homep cepuu (nmaprum): 21517A

O6beM cepun(mapTim) 78 768

JlaTta npoH3BoJcTBa 02.2022

I'ogeH no 02.2024

HanmenoBanne u anpec mpousBogurens  (c IMponssoaurens-bepaun-Xemu AT,
yKa3aHHEeM CTaJMil IPOU3BO/ICTBA) l'epmanns (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Boinmyckaomuii KOHTPOJbL KavecTBa-

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

HoMep ¥ nata perucTpalioHHOro yI0CTOBEPEHHS ITNO08964 ot 28.02.2011
(mata 3ameHbI PY ot 05.11.2019)

Homep ¥ naTta HOpMaTHBHOH JOKYMEHTAIHH ITI N008964-051119 , n3m.Nel

HanMenoBanmue 31 ajzpec aepxates | bepnun-Xemu Al I'epmanus

PEruCTPaHOHHOTO YAOCTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimuii JOKYMeHT nmoaTBep:KIaer:

-NlaHHBIH JICKAPCTBEHHBIH MNpenapar cooTBeTcTBYeT 61-03 «O6 0bpallleHHH J1eKapCTBEHHBIX
CPEJICTB...»;

-CCpHsl JICKapCTBCHHOTO IIperapaTra COOTBETCTBYET TPeOOBaHMSAM, YCTAHOBJICHHBIM ITIPH €ro
rocyJ1apcTBEHHOH perHcTpaiuu

_£——==""CokonoB BJI.  20.07.2022
(mozmmHcE) (nata)

000 “BepnuH-Xemu/A. MeHapuHn"

HOopuauyecknia anpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HabepexHasn, 4. 10
Mourtoewiid afpec: Poccun, 123317, r. Mocksa, MpecHeHckas HabepexHasn, a. 10
Tenedbon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

Mpoayxr;

Koa npoaykra:

Ne cepum: 21517A

Hara varoTtoenenus: 02/2022
Aarta Bbinycka cepun: 27/06/2022
HopMaTUBHAA BOKYMEHTAUMA:
NekapcrsexHan dopma:
[eicTeyloulee BELWECTBO;

MNpouasoaunTens AERCTBYIOWEro BELEcTRa:

Ofbem cepum (KONUYECTBO YNAKOBOK):
MNokazarens
Onucanve

MoanuHHocTk (B3XKX)

CpenHns macca
OAHOPOAHOCTL A03UPOBAHUSA

PacnapaemocTs
PacTteopenue

lNoTeps B Macce Npu BLICYLUMBAHWN
PoacreeHHbie npuMech
3,5-AMN0ATUPOHUH
NUGTUPOHUH
3,3, 5"-TpMROATMPOHUH
3,3',5,5-TeTpaitoaTUpoyKCyCcHas
KvicnoTa
3,3',5,5'-TeTpaioATUPOMYpaBbUHaR
KMcnoTa
nwoban eguHUYHan
HewaeHTuUUMpoBaHHan
CYMMa HeuaeHTUDULMPOBAHHBIX
npumecen
cyMMma Bcex npumecei
MukpoBuonorudeckan qucrora
O6uwee yicno aspobHbIx
MUKPOOPraHU3MOB
Obuee Y4cno ApOiNOKEBbIX W
nnecHeBs.IX rpubos
Escherichia coli
KonuyecTseHHoe onpeaenexue
JleBOTUPOKCUH HATPUA

Ynakoska

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupoxkcun 100 Bepriuu-Xemu
F140972

1 N008964-051119 ¢ nam. Ne1 ot 16.06.2021
TabneTku, 100 Mkr

JleBOTMPOKCHH HaTPUA

MNenrtugo M'mbX, MNepmarun

78768

Cneuundukayun

Ceprudpukar ananusa

lopeH po: 02/2024

PesynsTar

Kpyrnbie cnerka soinyknbie TaGnetku or Genoro  Kpyrnble cnerka Beinyknbie Tabnetku

A0 Benoro co cnerka KenToBaTLiM 0TTEHKOM

Genoro co cnerka XenToBaThiM OTTEHKOM

UBETa, C PUCKOMA ANA IENEHIS HA OAHON CTopoHe UBETA, C PUCKOR ANA AENEHNS Ha OAHON

1 ThcHeHuem "100" Ha apyron

Bpems yAepXuBaHUA OCHOBHOTO NiKa Ha
XPOMATOrpamMmme WCNbITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BPEMEeHU YASPHUBAHUA OCHOBHOIO
N Ka Ha XpPOMAaTorpamMMe CTaHAapTHOrO pacTeopa
NeBoTHPOKCHHA.

10400 mMr£7.5 %

MNapameTp npuemnemoctu ana 10 eavnny
AoavpoeaHus < 15.0. MNapameTp npreMnemocTi
ansa 30 eavHuy fo3avposamns < 15.0 u Hu oaHa
W3 eAUHUL, A03MpoBaHUs He MeHee 0.75 u He
Gonee 1.25M

He Gonee 10 muHyT

He mexee 75 % (Q) neBOTUPOKCMHA HATPUA OT
3aRBNEHHOTO COAEPXaHWA Yepea 30 MuHyT

He Gonee 7.5 %

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

He 6onee 1.0 %
He Gonee 0.5 %
He Gonee 2.0 %

He Gonee 5.0 %

He Gonee 10° KOEs 1r
He Gonee 10°KOEB 1T

OrtcyTtctBue B 11
90 — 105 % OT 3aRBNEHHOr0 COAEPXaHWA
(o1 90.0 po 105.0 mkr / Tabn.)

Mo 25 TabneTok B KOHTYPHOW AYEMKOBOWM
ynaxoske (6nmcrep) [bonera anlomuHuesasn /
chonera anoMuHUeBas).

Mo 2 6nuctepa € MHCTPYKLMER NO NPUMEHEHUIO
npenapara B KAPTOHHOW Navke.

CTOPOHE 1 TUCHEHWEM "100" Ha Apyroi

MonoxuTtensHo

104.44 wr
2.2

2. MUH
98. %

2.7 %

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

017 %
0.21 %
08 %
0.8 %
< 10. KOE/r
< 10. KOE/r
CootseTtcTByeT

100. %

CootsetcTByeT

Vorsitzender 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 (Qualititskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpoayxT: L-Tupokcun 100 BepnuH-Xemu
Koa npogyxra: F140972

Ne cepumn: 21517A

Mapkuposka

1) Mepsuunan ynakoBka NekapcTBEHHOTO Npenaparta
Ha 6nucrepe Ha pycckom a3bIke YKaIbBaloT:
HauMeHoBaHUe (PUPMbI-NpoK3BoAUTENS

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
TOProBOE HAUMEHOBaHWe npenapaTa

MEX/YHapOAHOE HENATEHTOBaHHOE HAUMEHOBAaHWE
nekapcTBeHHyo opmy

AO3UPOBKY

Ne cepuun: 21517A

lonex no: 02/2024

HEBUAMMBIA 3HAK 3aLLUTHI
2) BropuyHan ynakoBka

Ha kapTOHHOM Nayke Ha PYCCKOM R3bIKE YKAILIBAKOT:
HauMeHOBaHNEe (DUPMbI-NPOUIBOAUTENSA, CTPAHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
TOProBOE HAUMEHOBAHWE Npenapara

MEXAYHAPOAHOE HENAaTeHTOBAHHOE HAMMEHOBAHKWE
NEeKapcTBeHHY0 (hopMy, A03UPOBKY

konuuectso TabneTok B ynakoske

cnocob NpUMeHeHus

COAEpXaHNe AeCTBYILIEro BellecTsa B oaHOW TabneTtke

YCNOBUSA XpaHeHUs

«CobnioaaTs MHCTPYKLMIO N0 NPUMEHEHUIO Npenapara, koTopan
HaXOUTCA BHYTPW YNAKOBKUY»

«JlexkapcTBEHHOE CPEACTBO XPaHUTL B HEJOCTYMHOM ANA AeTeR mectel»
PErCTpaumMoHHbIA HoMep

yCnoBus oTnycka

Ne cepum: 21517A

[ara warotosnenun: 02/2022

lonen po: 02/2024

LITPUX-KOA

HEBUAWMBIA 3HAK 3aLUThI

HpOHaBO,ﬂ,C‘I’BEHHhIﬁ Kog

3TUKETKa KOHTPOMNA NEPBOro BCKPLITUA

CpeAcTBa MAEHTU(MKELIMN CUCTEMbBI MOHUTOPUHIA ABUWKEHUA

nNeKkapcTeeHHbIX NpenapaTos

XpaHeHue

Cpok rogHocTH

Ceprudpmkar:
BuilweykasanHas cepua oTeevaeT TpeboBaHUAM HOPMaTUBHON AOKYMEHTaLWA,

. Tibor Miké

YnonHomMo4YeHHoe Nuuo

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

Ceprucpuxar ananunsa

Pesynbrar

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
L-Tupoxcun 100 BepnuH-Xemu
NesoTupokcuH HaTpus
TabneTtku

100 mkr

uMmeeTcs

Bepnun-Xemu Al MNepmanus
BERLIN-CHEMIE/MENARINI
L-Tupokcun 100 Bepnun-Xemn
NeBoTUPOKCUH HATpUA
Tabnetku, 100 mkr

50 TabneTok

ANA npuema BHYTPb

B 1 rabnetke cogepxurca
neBoTUpoKcKUHa Hatpusa 0,100 mr
XpaHuTh NPy TeMmnepaTtype He Bbiwe 25°C
yKkasano

ykazaHo
N NO08g964
Mo peuenty

WMEETCA
wMeeTCH
MMEETCA
HE uMmeeTcH
nMeeTcs

Mpu Temnepatype He Bbiwe 25°C
2roga

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



