000 BbepnnH-Xemn/A. MeHapnHm

IOATBEPXKJIEHHUE COOTBETCTBHUA

Ne TIC-13514A

ToproBoe HAUMEHOBAaHHE L-Tupokcun 125 bepnun-Xemu
MekayHapo/iHOe HeaTeHTOBaHHOE HAUMEHOBaHHE JIeBOTHPOKCHH HATPUs
(rpyIIHPOBOYHOE MIIM XMMHYECKOE)

JlekapcTBeHHas Qopma TabJIETKH

03UpOBKa 125 MKT

@dopma BbINYCKa 25 wrt., 6GaUcTepHI (4 WIT.), KOHTypHas

A4yeiiKoBas yIaKoBKa,
nayka KapToOHHas

Homep cepuu (mapTun): 13514A

O6bem ceprH(TTapTHH) 31440

JlaTa mpoM3BOACTBA 01.08.2021

TomeH 1o 01.08.2023
HamMenosanue u  aapec  mpomsBoautens (¢ | Hpoussoaurens-Bepminn-Xemu AT,
yKa3aHHeM CTaJHil POM3BOICTBA) I'epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Boinyckawmuii KOHTPOJIb Ka4yecrsa-

bepnuH-XeMH AT, 'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep 1 1aTa perdcTpalHOHHOTO YI0CTOBEPEHUA JICP-001807/08 ot 17.03.2008
Jlata mepeogopmienus 11.11.2019

HoMmep H jaTa HOpMAaTHBHOM JOKYMEHTALIMH JICP-001807/08-111119

HaumeHoBanHe 51 azpec nepxkartens | bepnun-Xemu Al',['epmanus

PEerHCTPallHOHHOIO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTossmMi J0KYMEHT MOATBEPKAALT:

-J@HHBIA JICKapCTBEHHBIH Mpemapar cooTBeTcTBYeT 61-P3 «OO6 oOpallleHHH JIeKapCTBEHHBIX
CPEICTB...»;

~cepHsl JIEKapCTBEHHOTO IpermapaTa COOTBETCTBYET TPEOOBaHHMAM, YCTAHOBJICHHBIM TP €TI0
rocyapcTBEHHOM pe

[Ipencrabj 7 i *
000 «be === Cokono B.JI.  16.11.2021

(moanuce) (nmara)

JloBepeHHoCTh 01 Q0 efeft/ A.Menaputn»
Ne 6/n or 07.09.2020

000 “BepnuH-Xemu/A. MeHapuHu"

HOpuaudecknia agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHas, a. 10
MouToBsbini agpec: Poccusa, 123317, r. Mockea, lNpecHeHckan HabBepexHan, a. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail; info@b-c.ru



Analysenzertifikat

MNpoaykr:

Kop npoaykTa:

Ne cepuu: 13514A

[lata uaroTOBNEHUS: 0812021

Jlata BbinycKa cepun. 21/10/2021
HopmaTueHas AOKyMEHTaUus:
fNekapcTaeHHas opma:
[lenctayouiee BellecTBo!
MNpou3asoAuTEND AEACTBYIOWENO BelecTsa:
O6bemM cepum (KONUM4ecTso yNaKkoBoK):
Nokazatenb

OnucaHue

CpepaHnas macca
OQHOPOAHOCTL AC3NPOBAHNA

PacnapaemMocTb
PacTBOpeHue

MNoteps B Macce np1 BbICYLIMBAHWA
MoANMHHOCTb [1eBOTUPOKCUH (BIHX)

PoacTEEHHbIE NPUMECK
3,5-[AMACATUPOHIH
JIMOTUPOHUH
3,3, 5'-TpUAOATUPOHUH
3,3',5,5'-TeTpanoaTMpoyKCycHas
KMcnoTa
3,3',5,5'-TeTpaf0ATVPOMYPABBEUHAR
KucnoTa
Mioban eanHUHHaR
HenaeHTHUMpOBaHHan
npumech
Cymma HenaeHTudnuMpoBaHHbIX
npumecen
Cymma BCex npumecen
MukpoGuonoruieckan yucroTta
O6wee Ycno aapobHbIX
MUKPOOPraHW3MoB
OBLWEee YMCNo APOHKEBBIX W
nnecHeebix rpuGos
Escherichia coli
KonuuecTeeHHoe onpeaenexne (BIHX)

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca L
ift Berlin-Chemie AG, 12485 Berlin - Te

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschr

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

L-TupokcuH 125 BepnuH-Xemu
F139878

NCP-001807/08-111119

Tabnetku, 125 MKr

eBOTUPOKCHH HATPWA

Mentuao MmBX, MFepmanus

31440

Cneyudukaums

Kpyrnble, cnerka Boinyknsie tabneTku oT Benoro
a0 Genoro co Cnerka XenTosareiM OTTEHKOM
LBeTa, C pUCKO ANA AeNeHUsA Ha OAHOW CTOpOHE
 TUCHeHueM "125" Ha Apyrod

0,130r+7.5%

MapameTp NpUeMNEMOCTH ANA 10 epnHAL
nosvposakns s 15.0. NapameTp npvemnemocTv
ana 30 eaunny [103MpOBaHUSA

< 15.0 ¥ HKA OAHA U3 eanHAL N03IUPOBAHUA HE
menee 0.75 v e Bonee 1.25 M

He Gonee 10 MUHYT

He meHee 75 % (Q) nesoTHpPOKCUHA HaTpuA 0T
3aABNEHHOTO COAEpXKaHuA Yepeld 30 MURYT

He Gonee 7.5 %

Bpems yAepXK1BaHWA OCHOBHOO nvKa Ha
XpOMaTorpamme UCTbITYeMoro pacTeopa ACMKHO
COOTBETCTBOBATH BPEMEHW YAEPXUBAHUA
OCHOBHOTO NWKa Ha xpomarorpamme
CTaHAapTHOro pacTeopa NeBoTUPOKCHUHA.

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

He 6onee 1.0 %

He Gonee 0.5 %

He 6onee 2.0 %

He Gonee 5.0 %

He Gonee 10° KOEB 1T

He Gonee 10°KOEB 1T

Orcytcreue B 171

90 — 105 % OT 3aABNEHHOTO COAEPHKAHWA

(ot 112,5 p0 131,3 mkr / Tabn.)

Mo 25 TabneToxk B KOHTYpHOW A4eAKoBOM
ynaxkoske (6nuctep) [donsra anioMuHvesan |
chonbra anioMuHreBan).

Mo 4 Gnuctepa C MHCTPYKUMEN NO NPUMEHEHWIO
npenaparta B KapTOHHOW naqke.

astrucci (Vorsitzender), Edward Szybowski,
|, +49 30 6707-0 (Zentrale), Fax +49 30 6707-20

Cepru¢puxkar aHannsa

foaeH Ao: 08/2023

Pe3ynerar
Kpyrnbie, Cnerka Boinykneie
raGnetku Genoro co cnerka
KEenToBaThiM OTTEHKOM UBETa, ©
pUCKOR ANSA AENEHUA Ha OAHOM
CTOpOHE U TUCHEHHEM "125" Ha
Apyro
0.1324 r
2.0

1. MUAH
100. %

33 %
MonoXWTeNBHO

< 015 %
< 01 %
< 015 %
< 013 %
< 015 %

0.18 %

05 %
0.5 %
< 10, KOEIr
< 10. KOEIr

CooTseTcTayeT
101. %

CooTBeTcTByeT

Dr. Christian Matschke,
08 (Qualititskontrolle).




MENARINI

Analysenzertifikat

Mpoaykr:
Koa npoaykra:
Ne cepum: 13514A

Certificate of Analysis

L-TupokcuH 125 BepnuH-Xemu
F139878

MapkupoBka

1. NepeuyHan ynakoBKa NexapcTBeHHOro npenapara
Ha BnucTepe Ha pyCCKOM A3bIKE YKa3LIBAKOT:

HalBaHve (PUPMbI-NpoM3BOAMTENA

norotun « BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOProsBoe HauMeHoBaHWe npenapara

MEXAYHapoAHOe HeNaTeHTOBAHHOE HaUMEHOBaHWe
AO3INPOBKY

Ne cepun: 13514A

lopen go: 08/2023

HEBUANMbIWA 3HAK 3aLMTbl

2. BropuuHas ynakoseka

Ha kapTOHHOW Nayke Ha PYCCKOM A3LIKE YKA3LIBAIOT;
Ha3BaHue (PUpMbI-NPONIBOANTENS, CTPaHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBoe HauMeHoBaHwWe npenapara

MEX/yHapOAHOe HENATEHTOBAHHOE HaMMEHOBAHUe
AO3NPOBKY

konuuecTso TabneTok B ynakoBke, NekapcTBEHHYK hopMa
cnocob npumeHeHus

cojepaHue AencTBYIOLLIEro BELeCTsa B oaHoM TabneTtke

YCNOBWA XpaHeHns
"CobniofjaTe MHCTPYKUMKO NO NPUMEHEHUIO Npenapara, KOTOpPas HAXOAWTCA BHYTPH yNaKoBku®
"/lekapcTBEHHOE CPEACTBO XPaHTh B HEAOCTYNHOM ANS AeTeil mecre!”

PErMCTPaUUOHHBIN HOMED

YCNOBUA OTNyCKa

Ne cepun: 13514A

[aTta waroroenenns: 08/2021

loaen no: 08/2023

WTpUX-KOA

HEBUAUMBIA 3HaK 3aLMUThI

NPOV3IBOACTBEHHBLIN KOA

ITUKETKA KOHTPONA NEPBOr0 BCKPLITHA

CPeACTBa WABHTU(PHKALMW CUCTEMbBI MOHWTODWHIA ABWKEHWA NEeKapCTBEHHLIX Npenaparos
XpaHeHue

CpoK rogHocTh

Ceprucukar:
BobllweykadaHHan cepus oTeedqaeT TpeboBaHUSAM HOPMATUBHOW AOKYMEHTALMM,

Drlyor Stang

YNONHOMOMEHHOE]| NMLLO

Vorsitzender des Aufsichisrates: 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 {Qualitdtskontrolle).

BERLIN-CHEMIE

Ceprughukar ananusa

PesynbTarthl

Bepnur-Xemu Al
BERLIN-CHEMIE/MENARINI
L-Tupokcuk 125 BepnuH-Xemu
NeBoTUPOKCHH HaTpus

125 mkr

uMeeTca

Bepnun-Xemu AT, M'epmanun
BERLIN-CHEMIE/MENARINI
L-TupokcuH 125 BepnuH-Xemu
NeBOTUPOKCHH HATpUA

125 MKr

100 rabnetok

AnA npuema BHYTPb

B 1 rabnerke cogepxurcs
NEBOTUPOKCHHE HAaTPWRA 0,125 mr,
XpaHWTb Npy TEMNEpPATYpe He Bbiwe 25°C.
yKaiaHo

yKaszaHo

NCP-001807/08

no peuenTy

vmeeTcs
nmeeTca

mmeerca

He umeeTcs

uMeeTca

Mpu Temneparype He Bobiwe 25°C.
2roaa




