000 bepsmH-Xemn/A. MeHapmnHn

NOJATBEPXJIEHHUE COOTBETCTBHSA

Ne [IC-14515A

Toprosoe HaMMEHOBaHHE L-Tupoxcun 150 bepaun-Xemu
MexayHapoaHOe HelaTeHTOBaHHOE HAaUMEHOBaHHE JIeBOTUPOKCHH HATPHS
(rpynmMpoBOYHOE HIH XMMHYECKOE)

JlekapcTBeHHas opma TabNeTKH

Jo3upoBKa 150 Mkr

dopma BbINIyCKa 25 mrt., 6nucTeps! (4 IIT.), KOHTYpHas

s4elKoBas yIlakoBKa,
Iayka KapToHHas

Homep cepus (apTHu): 14515A

O6beM ceprH(napTHH) 26 400

JlaTa mpoH3BOJCTBA 01.10.2021

T'oneH 1o 01.10.2023

HaumenoBanue W ajapec npoussoautens (c | IlpoussoauTesn-

yKa3aHHEM CTaIHil IPOM3BO/ICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BoinmycKalmui KOHTPOJIb KayecTsa-
bepiuH-XeMH AT, ["'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u 1aTa perucTpalHOHHOTO Y0CTOBEPCHHU JICP-001484/08 ot 14.03.2008
Jlata nepeodopmnenns 11.11.2019

Homep u 1ata HOPMaTHBHOM JOKYMEHTALMU JICP-001484/08- 111119

HaumeHoBaHHe " azpec nepxarens | bepnuu-Xemu Al',I'epmanus

PErucTPaLlHOHHOIO YA0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimuuii JOKyMeHT MOATBEPKAAET:

-JaHHBI JIeKapcTBeHHbIH mpenapar cootBeTcTByeT 61-®3 «O6 oOpallieHHH JIeKapCTBEHHBIX
CPEeACTB...»;

-cepHsl JIEKAPCTBEHHOTO IIPErapaTa COOTBETCTBYET TPCOOBAaHHAM, YCTaHOBJCHHBIM IIpH €ro
roCyAapCTBEHHOH perHCTpaluH
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IOpuamnyeckuia agpec: Poceus, 123317, . Mockea, MpecHeHckas HaBepexHas, 4. 10
Moutoesiid anpec: Poccun, 123317, r. Mockea, lNpecHeHckan HabepexHasn, A4. 10
Tenedoh: +7 (495) 785-01-00, gakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat
MpoaykT:

Koa npoaykTa:

Ne cepun:  14515A

[ata warotoenexus: 10/2021
[ara soinycka cepuu. 08/12/2021

HopmaTueHas AOKYMEHTaLus:
NexapcTeeHHan opMa:

[eAcTeyiouiee BEWECTBO:

MpouasoauTeNs AEACTBYIOLIErD BELLECTBA:
OGvem cepum (KONUYECTBO YNAKOBOK):
Mokazarent

OnucaHue

MoanuHHocTs (BIXX)

CpeaHas macca
PacnapgaemocTs
PacTteopeHue

MoTepA B Macce NPy BbICYWWBAHWK
PopacTeeHHbie npuMmecuH
3,5-AMAOATUPOHKH
NUOTUPOHWUH
3,3, 5'-TpUADATUPOHUH
3,3',5,5'-reTpanoaTUpOYKCYyCHanA
xucnoTa
3,3'5,5'-TeTpanoaTMPOMypaBbLUHaR
Kkachota
nwoban eguHUYHan
HewaeHTudUMpoBaHHanA NpUMech
CYMMa HEMABHTU(RHULUMPOBaHHbIX
npumMecen
Cymma scex npumecen
MukpoBuonoriuyeckan YncToTa
O6uiee yucno aspobHeix
MWKPOOPraH1amoB
Obuwee YUCNo 4 PONOKEBbLIX U NNECHEBbIX
rpuboe
Escherichia coli
OAHOPOAHOCTL A03MPOBAHWUA

KonuuecTeeHHoe onpeaenermne (BIXX)

Ynakoska

MENARINI

Certificate of Analysis

L-TupoxkcuH 150 Bepnun-Xemu
F139879

NICP-001484/08-111119

Tabnetku, 150 mkr

JleBOTUPOKCUH HaTpUs

Nentuao MMGEX, MFepmanus

26400

Cneuwdukauma

Kpyrnsie, cnerka ebinyknbie TaneTxu ot 6enoro Ao
Genoro co cnerka XenToBaTbiM OTTEHKOM LBETa, C
PWUCKOR ANA ABNEHWA HA OAHOA CTOPOHE W TUCHEHWEM
«150» Ha apyrof

BpemA yaep»1BaHva OCHOBHOIO NKKa Ha XpoMarorpamme
WCNbITYEMOro pactaopa AOMm«H0 COOTBETCTEOBATL BPEMEHWU
YAGPHMBAHWA OCHOBHOIO NKWKA Ha XpomaTorpamMme
CTaKapTHOrO pacTeopa NeBoTHPOKCHHA.

0.156r+7.5%

He Bonee 10 MuHYyT

He meHee 75 % (Q) NesOTUPOKCUHA HATPUs OT
3aABNEHHOro CoAEpXaHWA Yepea 30 MuH.

He Gonee 7.5 %

He Gonee 0.2 %
He Gonee 1.0 %
He Gonee 0.3 %
He Gonee 1.0 %

He Gonee 1.0 %

He Bonee 0.5 %

He Gonee 2.0 %
He Gonee 5.0 %

He Gonee 10° KOEB 1T
He Gonee 10°KOEB 1T

OTcytcTBue B 11

NapameTp npremnemocTy AnA 10 eanHiL
AosuposaHua S 15,0, NapameTp NpueMneMocTu AnA
30 eguHuy Ao3upoBaHmnA S 15,0 U HK 0AHE M3 8aMHAL
[A03UpOBaHWA He meHee 0,75 M u He Gonee 1,25 M.

OT 135.0 Mkr 40 157.5 MKr NEBOTUPOKCUHA HAaTPUA B
Tabnetke (90% — 105 % OT 3aRBNEHHOr0 COAEPXKAHUA)

Mo 25 TaBneTok B KOHTYPHOR AYEAKOBON ynakoBke
(6nuctep) [honsra aniomMuHuesas/gonera
anwMuHuesas).

Mo 4 6nucrepa ¢ MHCTPYKUUER N0 NPUMEHEHUIO B
KapTOHHOM nauvke.

BERLIN-CHEMIE

Cepru¢guxar ananunsa

lopeH ao: 10/2023

Pe TaT
Kpyrnuie, cnerxa swinyknbie rabnerku Genoro co
CNErka )enToBareiM OTTEHKOM LBETa, C PUCKOR
ANA AENEHUA Ha OAHOW CTOPOHE W TUCHEHWEM
"150" Ha Apyron

NonoxuTensHo

01575 r
2. MUH

101. %

3.0 %

< 015 %

< 01 %
< 015 %
< 015 %

< 015 %
0.22 %
0.7 %
0.7 %
< 10. KOE/r
< 10. KOE/r

CooTeeTcTayeT
41

101. %

CooTeetcrayer

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Algotti - 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).



Analysenzertifikat Certificate of Analysis
MpoaykT: L-Tupoxkcun 150 Bepnun-Xemu

Koa npoayxra: F139879

Ne cepun:  14515A

MapkupoBka

1) MepenyHan ynakoBKa NekapcTseHHOro npenapara

Ha 6au Ha M A3bIKE yKasbl 3

HauMeHoBaHWe (PUpMbI-NpoU3BoAUTENA

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHmue)
TOProsoe HauMeHoBaHue npenapara

MeX(ayHapoaHOe HenaTeHToBakHoe HauMeHoBaHue
A03UPOBKY

Ne cepun:  14515A

lopeH po: 10/2023

HEBUAMMBIA 3HAK 3aLLUTbI

2) Bropu4Han ynakoeka

Ha kapTOHHOW NaJyke Ha PYCCKOM A3biKe YKa3biBatoT;
HaUuMeHOBaHWE (DMPMbI-NPOUIBOANTENRA, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
TOProBoe HauMeHoBaHWe npenapara

MEXyHapOAHOE HENaTeHToBaHHOe HaUMEHOBaHUe
NEeKapCTBEeHHYIO (OPMY, AC3UPOBKY

konudecTeo TabneTok B ynakoBke

cnocob npumeHeHus

coaepxaHue AeiCTeyOLero sewecTea B oqHon Tabnetke

YCNOBWUA XpaHEeHUA

«CoBNiAaTs UHCTPYKUMIO NO NPUMEHEHKUIO NPpenapaTa, KOTOPan HaxCAWTCA
BHYTPM YNakoBku»

«/lexapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil mecTel»
PErucTpauuoHHbIA HOMEp

YCNOBUA OTNYCKa

Ne cepuu:  14515A

DNarta uarotosnenms:  10/2021

Mopew go: 10/2023

LUTPUX-KOA

HEBUAWMbIA 3HAK 3aLUMTI

NPOVW3BOACTBEHHBIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITURA

CpeacTea WAEHTUDUKALMN CUCTEMbI MOHWTOPUHTE ABWKEHMA
NeKapCTBEHHBIX NPenaparos

XpaHeHne

Cpok rogHoCTH

CepTudukar:
BbileykasaHHas Cepun oTBeqaeT TpeGoBaHWAM HOPMATUBHOA AOKYMEHTaLMK.

Dr. Samy S¢Rwandt

YNONHOMOYEHHOe 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. +48 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).

BERLIN-CHEMIE
MENARINI

Ceprug¢ukar ananuza

PesynbTaThi

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI
L-TupokcuH 150 Bepnux-Xemu
JleBOTMPOKCUH HATPURA

150 mkr

UMeEeeTCA

Bepnun-Xemu A, Fepmanuna
BERLIN-CHEMIE/MENARINI

L-TupokcuH 150 Bepnux-Xemu
NeBOTUPOKCHH HAaTpHA

Tabnetku, 150 mkr

100 rabneTtok

AN Npuema BHYTpb

8 1 TaBneTke COAEPXUTCA NEBOTUPOKCUHA
HaTpua 0,150 mr.

XpaHWTb NPy TeMnepartype He sbiwe 25°C
yKasaHo

yKa3aHo
NCP-001484/08
no peuenty

WMEETCA
MMEEeTCA
UMeeTca
HE UMEETCH
WUMEeTCH

Mpwu TemnepaType He Bbile 25°C
2ropa




