000 bepnnH-Xemn/A. MeHapmHn

IIOJITBEP)K/IEHUE COOTBETCTBHS

Ne [IC-14558A

Topropoe HaMMEHOBaHHE L-Tupokcun 100 bepnuu-Xemu
MexayHapoJHOe HelTaTeHTOBAHHOE HAUMEHOBAHHUE JleBoTHpOKCHH HATpUs
(rpynmupoBOYHOE WK XHMHYECKOE)

JlexapcTBeHHas dopma TabJEeTKH

Jlo3upoBka 100 Mkr

dopma BeINTyCKa 25 wrt., GnucTepsl (2 WT.), KOHTypHas

STYECHKOBas YIIaKOBKa,
IMa4dyKa KapTOHHAasA

Howmep cepu (mapTiH): 14558A

O0beM cepHH(TTapTHH) 79 056

JlaTa mpOU3BOACTBRA 01.10.2021

Ionen no 01.10.2023
HaumenoBanne U aapec npoussoautens (c | Ipoussoaurens-bepann-Xemn AT,
yKa3zaHHEM CTaJHH NPOM3BOJCTBA) I'epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Brinyckawmui KOHTPOIb KAa4eCTBa-

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

Homep u nata perucTpalildOHHOTO Y0CTOBEPEHUSA [1 N008964 ot 28.02.2011
( nata 3amensl PY ot 05.11.2019)

Howmep 1 jaTa HOpMAaTHBHOH JOKYMEHTAlLHH I1 N008964-051119

HauMenoBaHue H ajzipec nepsxatens | bepmun-Xemu Al I'epmanus

PETUCTPAIIHOHHOTO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimuuii J0KYMeHT MOATBEpPKAAeT:

-MaHHBIH JIeKapcTBEHHBIH Ipenapar cooTBeTcTBYeT 61-P3 «OO6 oOpallleHHH JIEKapCTBEHHBIX
CPEICTB...»;

-CepHsl JIEKapCTBEHHOIo Mpenapara COOTBETCTBYET TpeOOBaHHMSM, yCTAHOBJIECHHBIM IPH €ro
rocyJapcTBEHHOH perucTpalui

—
Napurny__&——<== CokonoB BJI.  10.01.2022
(moanuce) (nara)

000 “bBepnuH-XeMmu/A. MeHapuHu”

KOpuguyeckuin agpec: Poceus, 123317, r. Mockea, MNpecHeHckan HabepexHasn, a. 10
Moutoebin agpec: Paccun, 123317, r. Mocksa, lNpecHeHckan HabepexHan, a. 10
Tenedon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

Mpoaykr:

Koa npoaykra:

Ne cepuu: 14558A

[Hara warotoBnenus: 10/2021
Hara seinycka cepun: 03/12/2021
HopmaTtueHan AoKkyMeHTauus:
NexapcTeeHHan copma:
Hencreylee BelWeCTBO:

MpoussoanTEND AENCTBYIOLLENO BELECTBA:

Obbem cepum (KONUHECTBO YNakoBOK):
Mokasarens
Onucanve

Cpenwss macca
OpHOpPOAHOCTE A03MPOBAHWSA

PacnapaemocTs
Pacreopenne

MoTepa B Macce Npu BhICYLUMBAHWM
MoanuHHoCT NleBOTUPOKCUH (B3XKX)

PoacTeeHHbIE npuMecKH
3,5-IWA0ATUPOHUH
TNMOTUPOHUH
3,3",5-TpuioaTUPOHUH
3,3'.5,5-TerpakoATUPOYKCYCHas
KMucnoTa
3,3'.5,5-TerparoaTMpoMypaBbrHasn
KnucnoTa
Nwbas eanHnHan
HEMJEeHTU(OULMPOBAHHARA
Cymma HeMAEHTUPULMPOBAHHBIX
npumeced
Cymma Bcex npumMecei
Mukpobuonoruyeckas uncrota
Ofwee yncno aspobHbIx
MUKPOOPraHU3MOB
Obuwee Yncno APONOKEBBIX U
nnecHesbix rpubos
Escherichia coli
Konu4ecteeHHoe onpeaenexve
NeBOTMPOKCKHH HATpUsA

Ynakoseka

Versitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastie, Dr. Claudia Abel - Postanschrifi: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Ceprudmkar ananunsa

L-Tupokcnn 100 Bepnun-Xemu
F139876

lopen po: 10/2023

M N00B964-051119

Tabnetkun, 100 mkr

NesoTupokcyH HaTpua

Mentupo MMBX, Mepmanua

79056

Cneuudpuxaymn Pesynerar

Kpyrnele cnerka sbinyknble Tabnetkk o1 6enoro  Kpyrnsie cnerka BbiNyknbie Tabnetku
A0 Benoro co crerka XenToearsiM OTTEHKOM Genoro co cnerka xenToBaTbiM
UBETA, C PUCKON ANA AENEHWUA HA OAHOW CTOPOHE OTTEHKOM LUBETA, C PUCKOW ANA

¥ TucHeHuem "100" Ha Apyroi AENEHUA Ha OAHOW CTOPOHE W
TUCHEHueM "100" Ka gpyron

104.00mMr£7.5% 105.79 mr
MapameTp npremnemocTu ans 10 eanHuy 25
Ao3vposanusa < 15.0. NMapamerp npuemneMocTv

ans 30 eAnHUL A03MPOBAHKA S 15.0 W HU OaHa

M3 eAnHUY A03MpoBaHna He meHee 0.75 u He

Bonee 1.25 M

He 6onee 10 MuHyT 3. MuH
He meHee 75 % (Q) NeBOTMPOKCHHA HATPUA OT 100. %
3aABNEHHOro coaepxanna Yyepea 30 MUHYT
He Gonee 7.5 % 3.0 %
Bpems yaepxusaHua OCHOBHOTO Nuka Ha MonoxuTtensHo
Xpomarorpamme UCNBITYEMOrO pacrasopa ACKHO
COOTBETCTBOBATL BPEMEHH YAEPKHBAHWA CCHOBHOMO
NWKa Ha XpOMATOrpamMe CTaHAAPTHOro pacTeopa
NeBoOTUPOKCHHA.
He 6onee 0.2 % < 015 %
He 6onee 1.0 % < 02%
He Gonee 0.3 % < 015 %
He 6onee 1.0 % < 015 %
He Gonee 1.0 % < 015 %
He bonee 0.5 % 0.18 %
He Gonee 2.0 % 0.6 %
He Gonee 5.0 % 0.6 %
< 10. KOE/r
He Gonee 10° KOEB 1T
2 < 10. KOE/r

He Gonee 10°KOEB 1T
Orcytcene B 11 Coorsercrayer

101. %
90 - 105 % oT 3aABNEHHOr0 COABRPXKAHWA
(or 90.0 o 105.0 mkr / Tabn.)
Mo 25 TabneTok B KOHTYPHOW AYEAKOBOIA CooteetcrayeT

ynakoeke (6nucTep) [dhonbra anoMuHneBasn /
onbra anwMuHuesas),

Mo 2 BnucTepa ¢ MHCTPYKLMER NO NPUMEHEHWIO
npenapara B8 KapTOHHOW navke.
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Analysenzertifikat Certificate of Analysis
Mpoayxr: L-Tupokcun 100 BepnuH-Xemn
Kopa npoaykra: F139876

Ne cepuu; 14558A

MapkupoBka

1) MNepBuyHan ynakoBka NeKkapcTBEHHOro npenapara
Ha Bnucrepe Ha PYCCKOM A3bIKE YKA3bIBAIOT:
HauMmeHoBaHue PUPMbI-NPOU3BOAUTENR

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOProBO€ HauMeHOBaHue npenapara

MEeXAyHapOoAHOE HENATEHTOBAHHOE HaUMEHOBaHWe
NeKapcTBeHHyio hopmy

[103MPOBKY

Ne cepun:  14558A

lFopeH po: 10/2023

HEBUAWMBIV 3HAK 3aWMNTbI

2) Bropuy4Han ynakoBka

Ha KapToHHOW Nayke Ha PYCCKOM A3bIKe YKA3bIBAKT;
HaumeHoBaHue (hUPMbI-NPOU3BOANTENSA, CTPaHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOprosoe HaMMeHOBaHWe npenapaTta

MEX/AYHaPOAHOE HENAaTEHTOBAHHOE HAUMEHOBAHUE
NeKapcTBeHHYK opMy, A403UPOBKY

KONM4ECTBO TabneTok B ynakoske

cnocob npuMeHeHus

coAepXaHue AercTeylollero eewecTea B ogHon TabneTtke

YCNOBWA XPAHEHWSA
"Cobnioaate MHCTPYKUMIO NO NPUMEHEHWIO Npenapara, KoTopas
HaxOAWTCA BHYTPWU ynakoskn"

"[lekapcTeeHHoe CPeACTBO XPaHWUTL B HEAOCTYNHOM ANA AeTeil Mecte!"
PEerMcTpauroHHbIA HoMep

YCNOBWS OTNyCKa

Ne cepuu: 14558A

[ata warotosnenvs: 10/2021

lonewn po: 10/2023

WITPWX-KOA

HEBUANMBIA 3HAK 3aLMTLI

NPOU3BOACTBEHHbLIA KOA

3TWKETKa KOHTPONS NEPBOro BCKPLITUSA

CpeacTea WABHTUMUKALMK CUCTEMBI MOHUTOPWHIE ABUKEHUA
NeKkapcTEeHHbIX NpenapaTos

XpaHeHue

CpoK rogHocTH

Ceptudukar:
BeilweykasanHan cepus oTeeqaeT TpeboBaHWAM HOPMaTMBHOW A0OKYMEHTALMM.

r. Tibor Miké

YNoNHOMO4YEHHOE NULo

Vorsitzender 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).

Ceprucpuxar aHanusa

Pesynsrar

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 100 Bepnun-Xemu
JleBOTUPOKCUH HaTpUs
Tabnetku

100 mkr

uMmeeTca

Bepnun-Xemu AN, Mepmanvs
BERLIN-CHEMIE/MENARINI
L-Tupokcud 100 BepnuH-Xemun
IleBOTUPOKCWH HaTpus
TabneTku, 100 mkr

50 TabneTok

ANA NpUEMa BHYTPb

1 TaBneTke COAGPXWTCA
nesotupokcuHa Hatpus 0,100 mr
XpaHuTh Npu TeMnepartype He Boiwe 25°C
yKa3aHo

yKkasaHo
M NO08964
no peuenty

nMmeeTcs
MMeEeTCA
nMeeTcs
HE MMEETCA
nMeeTcs

Mpw Temnepartype He Bbiwe 25°C
2roaa




