00O BepnunH-Xemu/A. MeHapmun

INOATBEPXXJIEHUE COOTBETCTBHSI

Ne [IC-13519A

TOpTOBOB HaHMECHOBaHHE

L-TupokcuH 50 Bepnun-Xemu

MexnyHapoaHOe HElTaTEHTOBAHHOE HAMMEHOBAHHE
(rpyNIHpOBOYHOE HIH XMMHYECKOE)

JIeBOTHPOKCHH HaTpHs

YKa3aHHEM CTaJlH{ IPOH3BOICTBA)

JlekapcTBeHHas Gopma TableTKH

Jlo3upoBka 50 MKr

®opMa BBINTyCKa 25 wr. - 6ucTepsl (2 IIT.) - NaYKH
KapTOHHbIE

Homep cepun (maptuu): 13519A

O6neM cepun(napTum) 152 783

JlaTa npoM3BOCTBa 01.06.2021

lonen o 01.06.2023

HammenoBanue u  ampec mnpoussoamTens (c IlponsBoaureib-

Bepnnn-Xemu AT',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Beinyckawummii KOHTPO/IL KadecTBa-
Bepiun-Xemu AT, [epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HoMmep u aTa perucTpaliMoHHOro yIocTOBepEHHS

II NO08963 ot 28.02.2011
Hata nepeodopmnenns 22.01.2021

Homep 1 1aTa HOpMAaTUBHOM OKyMEHTaLMH

ITN008963-220121

HaumeHoBaHHe " anpec
PErHCTPALHOHHOTO YIOCTOBEPEHHS

JAepKaTeid

bepnun-Xemu AT, ['epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosiumii 10KyMeHT MOATBep:KaaeT:

-JaHHBIH JICKapCTBEHHBIH IIperapar cooTBEeTCTBYeT 61-03 «06 o0pallleHHH J1eKapCTBEHHBIX
CPEICTB...»;
~CCpHAL JICKAPCTBCHHOIO NpemapaTa COOTBETCTBYET TPEOOBAHHAM, YCTAHOBIEHHBIM IIPH €ro
rocy1apcTBEHHOH pericTpalHy

000 “BepnuH-Xemu/A. MeHapuHKu"

2P
— == Coxonos B.JI.  15.10.2021
(moamuck)

(nara)

HOpuaudeckuin agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HabepexHas, a. 10
MouTosewiit anpec: Poceun, 123317, . Mockea, MNpecHeHckan HaGepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpoayxkr:

Kopa npopykra:

Ne cepun:  13519A

Hara uaroroenenun; 06/2021

[ara seinycka cepun: 17/09/2021
HopmaTueras gokymenTauus:
NekapcteeHHan dopma:
[encreyowee sewectso;
MpouasopuTent peiicTeyowero sewecTsa:
Obvem cepun (konuuecTso YNakosok):
Nokaszarens

Onucanune

Cpeannn macca
Pacnagaemoctb
Pacreoperne

lMoTeps B Macce npw BeiCyLLMBaHUM
OAHOPOAHCCTE A03UPOBAHIMA

MNoanukHocTs NeaoTupokenH (BIXKX)

PoacreenHeie npuMeck (BAXX)
3,5-[lnAoaTvPOHKH
JIMOTUPOHKH
3,3, 5-TprioaTUPOHMH
3,3'5,5-TetpaioaTMpoykcycHan
kacnoTa
3,3',5,5-TerpaioaTupomypaBbuHan
Kucnota
NioBas eAnHUYHaA
HeuaeHTuuuMpoBaHHan
npuMecs
Cymma HemaeHTUEMLIMPOBaHHbIX
npumecen
Cymma Bcex npumecen
Mukpobuonoruueckan yucrota
O6wee 4ricno aapobHeix
MMKPOOPraHu3IMoB
OBuwiee 4MCNO APONOKEBbLIX U NNECHEBbIX
rpubos
Escherichia coli
KonuyectaenHoe onpeaenenve
NeBoTupokeuH HaTpus

Ynakoska

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

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupoxcun 50 Bepnun-Xemu
F139874

N N008963-220121
Tabnetxu, 50 mkr
NesoTHpokeuH HaTpus
Mentuao MMEX, Mepmanus

152783
Cneundukauun

Kpyrneie cnerka Bbinyknbie Tabnetku or 6enoro ao Genoro
CO Cnerka XenTosaTtsiM OTTEHKOM UBETA, C PUCKOR ANA AENEHWRA
Ha OAHOW CTOPOHE U TUCHEHWEM "50" Ha apyroi

52.00 Mr+£7.5%

He Gonee 10 MunHyT

He menee 75 % (Q) nesotmpokcuna HaTpUA OT 38RABNEHHOrO
coaepxaHuna yepes 30 MuH.

He Gonee 7.5 %

Napamertp npuemnemocti ANns 10 eAuHNL 403IMPOBaHUA

< 15,0; NapameTp npuemnemocti gna 30 @ HHUL, AOIUPOBEHUA
S 15,0 ¥ M OAHE U3 €AUHUL AO3UPOBAHNUA HE MeHee 0,75 M u He
Gonee 1,25 M

Bpemn yaepxusanua 0cHOBHOrO Nuka Ha xpoMaTorpamMme
VMCLITYEMOrO PacTBOPa AQMKHO COOTBETCTEOBATL BPEMEHH
YAGPXUBAHUA OCHOBHOrO NUKA Ha XPOMATOrPAMME CTAHAAPTHOMD
pacTaopa NesoTYpOKCHHA.

He Gonee 0.2 %
He 6onee 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° KOEB 1+
He 6onee 10°KOE B 11

Orcyrcteme B 11
90 - 105 % OT 3aABNEHHOrO CORePXAHUA
(o7 45.0 Mxr 40 52.5 MKr NEBOTUPOKCUHA HATPMA B TabneTtke)

Mo 25 TabneTok B KOHTYPHYIO AYEAKOBYIO YNaxkoeKky
(6nucrep) [ponwra anomMuHnesar/gonsra anlMuHuesas).
Mo 2 Bnuctepa ¢ MHCTPYKLMER NO NPUMEHEHWIO B
KapTOHHOW nauke.

Ceprugpurar ananusa

lonex go: 06/2023

Pesynerar
Kpyrnsie cnerka ssinyxnbie Tabnetk
ot Genoro g0 Genoro
CO cnerka XenToeartbimM OTTEHKOM
UBEeTa, C PUCKON ANA AeNeHWn Ha
OAHOW CTOPOHE W TUCHEHKEM "50" Ha
Apyro#
53.43 mr
2. MUH

101. %

33 %
4.5

NonoxurensHo

< 015 %

0.2 %
< 015 %
< 013 %

< 015 %

0.18 %

02 %
04 %
< 10. KOEs 11
< 10. KOEs1r
Cooteetcreyer

101. %

Cootsercrayer

Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
e AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitatskontrolle).



MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayxr: L-Tupoxcuu 50 Bepnun-Xemu

Kopa npoaykTa; F139874

Ne cepum: 13519A

Mapkupoeka

1) NepBuynan ynakoska

H Hi 1Kt | T
HaumeHoBaHWe UPMbI-Npon3BoaAUTENs

norotvn «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOproBoe HameHoBaHWe npenapara

MEXAYHapOoAHOE HeNaTeHTOBaHHOe HauMeHoBaHne
NexkapcTBeHHY hopmy

AO3NPOBKY

Ne cepumn: 13519A

Fopen po: 06/2023

HEBMAWMMbIA 3HAK 3aLMTbI

2) BropuyHan ynakoska

Ha xapToHHOW navke H A

HaUMEHOBaHNE (hPMBI-NPOUIBOAMTENA, CTPaHy
norotun «BERLIN-CHEMIE/MENARINI» (va natvnuue)
TOpProBO€ HaWMeHoBaHWE npenapara

MexyHapOAHOE HeNaTeHTOBAHHOE HAMMEHOBaHUe
NeKapcTBeHHYK hopMy, 103NPOBKY

kONu4ecTBo TabneTok B ynakoske

cnocob NPUMEHEHWUA

COAepXaHve [eliCTBYIOLLIEro BeLecTBa B OAHON TabneTke

YCnoBua XpPaHeHuna

"CoBnioaaTs MHCTPYKLMIO NG NPUMEHEBHMIO npenapara, KoTOpPas HaXORWTCA BHYTPW YNaKkosku'"
“IlekapcTBEHHOE CPEACTBO XPAHUTE B HEAOCTYNHOM ANA fAetei mecrel”

PericTpauMoHHbIA HoMep

YCNOBUS OTNycka

Ne cepumn: 13519A

[aTa uarotoenenus: 06/2021

logex go: 06/2023

WITPUX-KOZ

HEBUANMbIA JHAK 33LWMTHI

NPOM3BOACTBEHHBIA KOA,

3TUKETKA KOHTPOMA NePBOro BCKPLITUA

CPEACTBA MABHTUIMKALIMM CHCTEMBI MOHUTOPHHIE ABUKEHUA NEKAPCTBEHHLIX npenaparos
Xpanenue

Cpok roaHocTu

Ceprudmkar:
BoiweykalaHHan cepus oTBevaeT TpeboBaHMAM HOPMAaTUBHOW AOKYMEHTaLMM.

Dr./Norbery Stang

YnonHoMoueHHOBNHLIo

BERLIN-CHEMIE

Ceprucpuxar ananusa

Pelynbrarht

BepnuH-Xemu A
BERLIN-CHEMIE/MENARINI
L-TupokcuH 50 Bepnun-Xemu
Nesotupokcum HaTpua
TabneTku

50 mxr

nMeeTca

Bepnun-Xemu AT, Mepmanxma
BERLIN-CHEMIE/MENARINI
L-TupokcuH 50 BepnuH-Xemu
NesoTupokcuH Hatpua
TabneTku, 50 mkr

50 rabneTok

Ana npuema eHyTpL

B 1 rabneTke cogepxurca
nNeBoTUPOKCUHA HaTpua 0,05 mr.
XpaHuTb Npu Temneparype He suiwe 25°C
yKasaHo

yKkasaHo

N NO08963

Mo peuenry.

uMeeTca
MMBBTCA

MMeeTcR

He meeTca

nmeercs

Mpwn Temnepatype He Bbilwe 25°C
2ropa

Vorsitzender des Aufsichtsrates: Dr. Aiberto 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 (Qualitédtskontrolle).




