00O bepnnH-Xemu/A. MeHapuHn

INOATBEPKJIEHHE COOTBETCTBUS

Ne IIC-14511A

Toprosoe HaHMeHOBaHHE L-Tupokcuu 150 Bepann-Xemu
MexnyHapoiHOe HeNIaTEeHTOBAHHOE HAWMEHOBAHHE JIeBOTMPOKCHH HaTpus
(rpynnMpOBOYHOE HWIH XHMHYECKOE)

JlekapcTBeHHasa Gpopma TabJIeTKH

JosupoBka 150 Mkr

®opma BBITyCKa 25 wit., 6nucTepsl (4 IIT.), KOHTYpHas

A4eKoBas YIIaKOBKa4,
[IaYKa KapTOHHasA

Homep cepuu (maptun): 14511A

O6neM cepun(napTHH) 25 680

Hara npou3BoAcTBa 01.10.2021

I'oxen no 01.10.2023

HaumenoBanue u anpec npomsBomurens (c | IIpomsBoamTeib-

yKa3aHHEM CTa/1il IpOM3BO/ICTBA) bepnun-Xemu AI',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BoInmyckawoummi KOHTPOIb KA4ecTBa-
bepinuu-XeMu AT, I'epmanmus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep ¥ 11aTa perucTpallioHHOTO YI0CTOBEPEHHUS JICP-001484/08 or 14.03.2008
Jara nepeodopmienns 11.11.2019

Homep 1 1aTa HOpMaTHBHOMH JOKYMEHTAIHH JICP-001484/08- 111119

HanmeHoBaHue " ajipec nepxarens | bepiun-Xemu Al I'epmanus

PETHCTPallMOHHOTO YAOCTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimmii 10KyMeHT moaTBEpKIAET:

-JaHHBIH JICKADCTBEHHBIA MpenapaT cooTBETCTBYeT 61-P3 «O6 obpamieHHH NeKapCTBEHHBIX
CPEICTB. .. »;

-CepHs JICKApPCTBCHHOrO IIperapara COOTBETCTBYET TPeOOBaHMAM, YCTAHOBIEHHBIM IIPH €ro
rocy/lapCTBEHHOH perHcTpariu

——===""TCoxonosBJ.  23.12.202]
(mara )

Josepennocts i
Ne ©/n o1 07.09.

000 “BepnuH-Xemu/A. MeHapuHu"

HKOpuawndecknia agpec: Poceun, 123317, . Mocksa, MNpecHeHckan HabepexHas, a4. 10
MouTosbin appec: Poccus, 123317, r. Mocksa, MpecHerckan HaBepexHas, 4. 10
Tenedpon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

NpoaykT:
Koa npopykra:

Ne cepum:  14511A
[ara uarotoBneHus:
Nara Bbinycka cepum:
HopmMarueHas AOKyMeHTaUWA:
NekapcTteeHHan dopma:

feicTeyouiee BELWECTBO:

MNpoussoauTens AEKCTBYIOWEND BEwecTBa:
0O6vem cepumn (KONUYECTBO YNaKOBOK):

Nokasarens
Onucanuve

MNoanuHHoCTL (BIXX)

CpeaHsan macca
PacnagaemocTs
PacrsopeHnve

MoTeps B Macce Npu BbICYLUMBaHUK
PoacTBeHHbIE NpUMecH
3,5-AMAOATUPOHMH

NWOTUPOHWH

3,3, 5'-TpUOATMPOHUH
3,3'5,5'-TeTpanoaTMPOYKCYCHAR

Knucnota

3,3',5,5'-TeTpanoaTMpoMypaBbMHan

KMCnoTa

nioban eguHiHaR
HeWaeHTUDULMPOBaHHEA NPUMECH
CYMMa HeUEHTU(NLMPOBAHHbIX

npUMECceH

Cymma BCex npumecen
MukpoBuonoruyeckan yucToTa

Obwee wncno aapobHbix

MUKPOOPraHnamos

OBfuiee YnCno APOXOKEBbIX U NNECHEBbIX

rpwGos
Escherichia coli

OAHOPOAHOCTL [03NPOBAHURA

KonuuecteeHHoe onpegeneHue (BIXKX)

Ynakoska

MENARIN

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Cepruguxar ananusza

L-Tupokcun 150 Bepnun-Xemu

F139879

FNogen go: 10/2023

NCP-001484/08-111119
Tabnetkn, 150 mxr
IleBOTUPOKCHH HaTPUA
Mentuao MMEX, Mepmannn

25680
Cneundukaymun

E!:!]IhTBT

Kpyrnbie, cnerka soinyknbie TabneTku ot 6enoro ao Kpyrnbie, cnerka seinyknsie Tabnerku Genoro co
6enoro Co Cnerka XenToBarteiM OTTEHKOM UBETA, C CRerka XenToBaTsiM OTTEHKOM UBETA, C PUCKO
PUCKOW ANA ABNEHUA Ha OHOW CTOPOHE W TUCHEHWEM ANA ABNEHWA HA OQHOW CTOPOHE U THCHEHWEM

«150» Ha apyrom *150" Ha apyroi

Bpeun YAEPHMBAHWA OCHOBHOIC NHMKa Ha xpoMarorpaMmme MonoxutensHo
MCNBITY@MOro pacTaopa A0MHHO COOTBETCTBOBATL BPEMEHH

YACPXMBAHUA OCHOBHOIC NKA Ha Xpomarorpamme

CTAHAAPTHOIC PacTBOPa NEBOTMPOKCUHA.

0.156r+7.5% 0.1580 r
He Gonee 10 MuaHyT 2. MuH
He mexee 75 % (Q) neBOTUPOKCHHA HATPUA OT 103. %
3aABNEHHOro coaepXaHus Yepea 30 MUH.

He Gonee 7.5 % 3.0 %
He Gonee 0.2 % < 015 %
He Gonee 1.0 % < 02%
He Gonee 0.3 % < 015 %
He Gonee 1.0 % < 015 %
He Gonee 1.0 % < 015 %
He Gonee 0.5 % 2o
He Bonee 2.0 % 08 %
He Gonee 5.0 % 0.6 %
He Gonee 10° KOEB 1 r < 10. KOE/r
He Bonee 10°KOEB 11 < 10. KOE/r
Orcytcremes 1r CootseTcTeyeT
NapameTtp npuemnemocTu AnA 10 eguHMY 3.6
noavposanuna S 15,0, MNapameTp npuemnemocTu gns

30 eauHWy A03npoBaHKA S 15,0 U HM 0aHA M3 eANHKL

AoavposaHua He meHee 0,75 M n He Gonee 1,25 M.

OT 135.0 Mkr Ao 157.5 MKr NeBOTUPOKCHMHA HATPHA B 102. %
Tabnetke (90% — 105 % OT 328ABNEHHOIO COAEPXAHNS)

Mo 25 TabneTok B KOHTYPHOW AYEAKOBOH ynakoeke CooteetcTayeT

(Bnucrep) [bonbra anomurmesas/gonsra

aniomvHuesas),

Mo 4 BnucTepa € MHCTPYKUWER NO NPUMEHEHUIO B

KapTOHHOW nauyke.

Vorsitzender des Aufsichtsrates: Dr. Aiberto Giovanni Aleotti -
Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle).

Varstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpuxar ananusza
NpeaykT: L-Tupokcun 150 Bepnun-Xemu

Koa npopykra: F139879

Ne cepun:  14511A

Mapkuposka PeayneTatsi

1) MepBUYHAR YNaKOBKa NeKapcTBEHHOrO npenapara
Ha 6nucTepe Ha pycckom a3vike YKa3bIBAKT,
HauMeHoBaHWe MUPMbI-NPOM3BOAMTENR

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
TOProBOE@ HAaMMEHOBAHKe npenaparta

MEXQYHapOoAHOE HENATEHTOBaHHOE HauMeHoBaHKe
AO3NPOBKY

Ne cepumn:  14511A

lopex go: 10/2023

HEBUAWMbBINA 3HAK 3aLLMTHI

2) Bropuunas ynakoska

Ha kapToxHo# nayke Ha DYCCKOM R3bike yKa3blBaoT;
HaUMEHOBaHME (hUPMbI-NPOUIBOJUTENS, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natusuye)
TOproBoe HauMeHoBaHWe npenaparta

MeXAyHapOAHOE HENaTEHTOBAHHOE HaUMEHOBaHME
NekapcTBeHHYIO (hOPMY, A03UPOBKY

KONWYECTBO TabneTok B ynakoske

cnocof npuMeHeHus

CoaepxaHve QeRCTBYIILLEro BELecTsa B OAHOM TaneTtke

YCNOBUA XpaHEHUA
«CoBNAaTE MHCTPYKLIMID NO NPUMEHEHWIO npenapara, KoTopas HaxoguTca
BHYTDH YNakoBKW»

«J/lexapcTeeHHoe cpeacTso XPaHUTL B HEAOCTYNHOM ANA geTen mecrel»
PErvcTpaumoHHbln HoMep

YCNOBWA OTnycka

Ne cepumn:  14511A

[arta usrotosnenun: 10/2021

loaen po: 10/2023

LUTPUX-KOA

HEBUAWMBIA 3HAK 3aLLMTLI

NPOW3BOACTBEHHbIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPbLITUA

CPeACTBa MABHTUIUKALMKM CUCTEMbI MOHUTOPUHTA ABHKEHUS
neKkapcTBeHHsIX NpenapaTos

XpaHeHwe

CpoK roaHocTH

CepTudpukar:

BolweykasarHan cepus 0TBEYaeT TPeBOBaHUAM HOPMATUBHON AOKYMEHTAUMM.

. Tibor Miké

YNONHOMOYEHHOE NULe

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),

Bepnun-Xemn Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 150 BepnuH-Xemu
NesoTupokciH HaTpus

150 mkr

nmeercs

Bepnun-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI

L-TupokcuH 150 Bepnun-Xemu
NeBOTUPOKCHH HaTpUA

Tabnetku, 150 mxkr

100 Ttabnetok

ANA NpUeMa BHyTPb

8 1 TabneTke COAEPKUTCA NEBOTUPOKCHHA
HaTpua 0,150 mr.

XpaHuTb Npu TEMNepaType He ebiwe 25°C
yKasaHo

ykasaHo
NCP-001484/08
no pewuenty

uMmeeTca
umeeTca
nMmeeTcs
He uMeeTca
AMEeTCA

Mpu Temnepatype He Boiwe 25°C
2ropa




