OO0 beprnH-Xemu/A. MeHnapunn

IOATBEPXKJIEHUE COOTBETCTBHUS

Ne T1C-13518A

Toprosoe HanmeHoBaHHe L-Tupokcun 50 Bepaun-Xemu

MexnyHapoaHoe HenaTeHTOBaHHOE HaHMEHOBAHHG JleBOTHpPOKCHH HaTpHs

(rpynmupoBoYHOE MTH XUMHYECKOE)

JlekapcTBeHHas Gpopma TabJIeTKH

Jo3upoBka S0 MKr

dopma BeINycKa 25 wr. - 6aucTepsl (2 WT.) - nagyku

KapTOHHBIE

Homep cepuu (maptun): 13518A

O6wem cepun(naprum) 153 216

Hara npousBoacTea 01.06.2021

I'ogen no 01.06.2023

HaumenoBanne wu ampec  npoussoauTens (c | HpousBoauTen-

YKa3aHHEM CTalHi NPOU3BOICTBA) Bepnun-Xemu AT, Iepmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Beinyckaommuii konTpoas kauecrsa-
Bepnun-Xemu AT, [epmannus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u nata perncrpannontoro YAOCTOBEPEHHS [T N008963 ot 28.02.2011
Hara nepeodopmuenns 22.01.2021

Homep 1 nata HopMaTHBHOH 0KyMeHTauK I1N008963-220121

HaumenoBanue H ajapec Acpxatens | bepnun-Xemu AT, epmanus

PETHCTPALIHOHHOIO YIOCTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii nokymenr MOATBEPKAAET:

-JlaHHBIH JICKapCTBEHHEIH Ipenapar cooTBeTCTBYeT 61-03 «O6 obpalleHHH JeKapCTBEHHBIX
CPEJCTB...»;

~CCpHA JICKapCTBCHHOTO TIpenapata COOTBETCTBYET TpeGOBaHHSM, YCTaHOBICHHBIM HOpPH €ro
IOCYy1apCTBEHHOM perucTpanuu

b;iﬂxonoa BJ.  07.10.2021
(moamucs) (Ad1s)

000 “BepnuH-XeMmu/A. MeHapuHu”

KOpuaudeckuii agpec: Poceus, 123317, r. Mocksa, NpecHeHckan HabepexHas, Aa. 10
MoyToesint agpec: Poccus, 123317, 1. Mocksa, MpecHeHxckas HabepexHas, 4. 10
Tenedbon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

Mpoayxkr:

Kop npogyxra:

Ne cepumn:  13518A

Hata uarotoeneHun: 06/2021

Aara eeinycka cepun; 10/09/2021
HopmaTtveHas aokymeHTaums:
NekapcTeexxan dopma:
[eicTayiolLee BELLECTBO:
MpownssoguTens AedcTBYIOWErO BeLecTea:
OBbem cepun (KONMUECTBO YNAKOBOK);
Mokasarens

Onucanue

CpeaHsn macca
Pacnagaemocts
Pacteopexve

MoTeps B Macce Npw BbICYLUMBAHWMA
OpHOpPOAHOCTL A03MPOBAHUA

MognunHocTs NesoTupokeuH (BAMX)

PogcreenHbie npumeci (BIMXX)
3,5-[IMAOATUPOHUH
NnoTupoHuH
3,3,5"-TpuioaTMPOHNH
3,3',5,5-TerpanoaTupoykcycHan
KMcnoTa
3,3',5,5-TerpainoaTupomypassuHas
Kucnota
NioBas egunnuHan
HengeHTnhuyMpoBaHHan
npumecs
CyMMa HeneHTMDHUMPOBAHHBIX
npumecen
Cymma Bcex npumecei
MukpoGuonoruyeckan yucToTa
ObBuwee 4ncno aspobHeix
MUKPOOPraHn3Mos
O6Lyee 44Cno [POXOKEBbIX M NNECHEBbIX
rpubos
Escherichia coli
KonuuectseHHoe onpeaeneHue
JleBOTUPOKCHH HATPUA

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Be

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupokcux 50 Bepnun-Xemu
F139874

N N008963-220121

Tabnetku, 50 mkr

NesoTpokcun HaTpus

MNentuao MmbX, Mepmanun

153216

Cneuwu n

Kpyrneie cnerxa sbinyknsie TaBnetku ot Genoro Ao Genoro

CO Cnerka XenToBaTbiM OTTEHKOM LBETA, C PUCKOW ANA AENeHWA
Ha OAHOW CTOPOHE U TUCHeHUeM "50" Ha Apyroi

52.00Mr£7.5%

He Gonee 10 munyT

He meHee 75 % (Q) NeBOTUPOKCHHA HATPUA OT 33ABNEHHOTD
copepxaHuA Yyepes 30 MuH,

He Gonee 7.5 %

Mapamerp npuemnemoctu 4ns 10 eguHuy AQINPOBAHUA

< 15,0; NapameTp npuemnemoctu aAns 30 eAMHUL AOIUPOBAHMS

5 15,0 v H¥ OAHE M3 @4UHUY AOIMPOBAHMA He MeHee 0,75 M u He
Gonee 1,25 M

Bpewmn yaepxusanna OCHOBHOrO Nuka Ha XpoMarorpamme
MCNLITYEMOro PacTBOPA AOMKHO COOTBETCTBOBATL BPEMEHN
YAEPXUBAHWRA OCHOBHOMO NUKA HA XPOMATOrPAMME CTaHABPTHOIO
pacTsopa NeBOTUPOKCHUHA,

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

He Gonee 1.0 %

He 6onee 0.5 %

He Gonee 2.0 %

He 6onee 5.0 %

He Gonee 10° KOE B 11
He Bonee 10°KOE s 1r1

OrtcytctBueB 11
980 — 105 % or 3aaBneHHOro coaepXaHnA
(oT 45.0 MKr 40 52.5 MKT NEBOTUPOKCUHA HATPUA B Tabnetke)

Mo 25 TabneTok 8 KOHTYPHYIO AYEAKOBYIO YNakoBKy
(6nwcTep) [donbra anioMuHnesas/donsra anloMuHMesas).
Mo 2 BnucTepa € MHCTPYKUMEN NO NPUMEHEHMIO B
KapTOHHOW nadke.

Ceprugpukar ananusa

lonen po: 06/2023

Pesynerar
Kpyrnbie cnerka sbinyknsie Tabnetku
ot Genoro 4o 6enoro
€O CNerka }enToBaTbiM OTTEHKOM
UBETA, ¢ PUCKOH ANA AENEHHA Ha
OAHOW CTOPOHE U TUCHEHWEM "50" Ha
APpyro#
54.50 mr
3. MuH

99. %

33 %
9.2

MonoxurensHo

< 015 %

0.2 %
< 015 %
< 013 %

< 015 %

0.18 %

0.2 %
0.4 %
< 10. KOEB 11
< 10. KOEB 1T
CooTeeTcTByeT

103. %

Coorsercrayer

Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
rlin-Chemie AG, 12485 Berlin - Tel. +43 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle),



Analysenzertifikat Certificate of Analysis
MNpogyxr: L-Tupokcun 50 Bepnun-Xemu

Kea npoaykra: F139874

Ne cepuu: 135184

Mapkuposka

1) Nepeuynan ynakoska

Ha 6nucrepe 1 KOM R3bIKE YKA3bIBAKOT:
HanMmeHoBaHWe dUpPMbI-NpoMaBoauUTens

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuye)
TOprosoe HauMeHoBsaHve npenapara

MEeXAYHapoaHOe HenaTeHToBaHHOe HaumeHoBaHue
nekapcTeeHHyro dopmy

Ao3upoBKy

Ne cepui:  13518A

Fonew go: 06/2023

HEBUAMMBIA 3HaK 3aLWUTLI

2) BropuyHas ynakoska

Ha kapToHHoi nauk M 1K BAIOT;
HaumeHoBaHue Q)upubr-npowaao.qwrenu. CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuye)
TOproBoe HaumeHoBaHWe npenapara

MEXAYHapOAHOE HenaTeHToBaHHoe HanMeHoBaHue
NeKapcTeeHHyro copmy, A03MpoBKY

konuuecTso TabneTok B ynakoske

€Nocob npumeHeHs

COAepxarue geicTayroLlero Beulecrsa s og4HoW TabneTtke

YCNOBMS XpaHeHUA

"Cobnicaats MHCTPYKUMIO No NPUMereH1o npenapara, KOTOpan HaXORWTCA BHYTPM ynakosku"

"lNekapcTeenHoe cpeacraa XPaHWUTb B HEACCTYNHOM ANRA feTei mecral"
PEr1CTPaLMOHHBIA HoMep

YCNoBuA oTnycka

Ne cepum; 13518A

Aara narotosnenus: 06/2021

lonew go: 06/2023

WTPUX-KO4

HEBUAUMBIA 3HAK 38LLMTHI

NPOV3BOACTBEHHBIN KOQ

3TUKETKA KOHTPONA NEPBOTO BCKPBITUA

CPEACTBA MABHTUMKALMN CUCTEMDI MOHUTOPUHIa ABMKEHUA NEKAPCTBEHHBIX npenaparoe

XpaHeHune
Cpok rogHocTu

Cepruduxar:
BoilieykasakHas cepus oteeuaet Tpeoeannam HopMaTHBHO ACKYMEeHTaLUM,

r. Tibor Miké

YnonHomouerHoe nuuo

BERLIN-CHEMIE
MENARINI

Ceptucpukar anannsa

Pesynerare

Bepnun-Xemu Ar
BERLIN-CHEMIE/MENARINI
L-Tupokeuk 50 Bepnum-Xemu
lleBotupokcuH HaTpuA
Tabnetkn

50 mkr

nMeerca

Bepnun-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
L-TupoxcuH 50 Beprun-Xemu
TNesotvpokeut Hatpus
Tabnerku, 50 mkr

50 rabnetok

Ana npuema BHYTPb

B 1 raGnetke copepxurcs
NeBoTUPOKCHHA HaTpus 0,05 mr,
XpakuTb npu Temnepatype He Bbiwe 25°C
yKkazaHo

ykasaHo

M N008963

Mo peuenry.

umeeTca
MMEeTCA

nmMeeTcs

He UMeeTcR

MMeeTcA

Mpu TemnepaTtype He Buiwe 25°C
2ropa

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 (Ze

ntrale), Fax +49 30 6707-2008 (Qualititskontrolile),



