000 bepnnH-Xemn/A. MenapnHm

NOJTBEPKJEHUE COOTBETCTBHA

Ne [1C-12012A

ToproBoe HaUMCHOBAHHC Hebunet®

MesxayHapoHoe HelaTeHTOBAHHOE HAMMCHOBAHHE Heb6usomnon

(rpynmMpoBOYHOE HIK XMMHYECKOe)

JlekapcTBeHHas popma TaOJICTKH

Jlo3upoBKa 5Mr

@dopma BbIITyCKa 14 wt., 6uuctepsl (1), Na4KH KAPTOHHBIE

HoMmep cepui (MapTHH): 12012A

O6beM cepHH(TIApTHH) 132 480

JlaTa mpoHu3BOJCTBA 01.05.2021

I"onen oo 01.05.2024
HanMeHOBaHHE U aipec IPOH3BOAUTEI (C IpoussoauTennb-bepaH-

yKa3aHHEM CTail IPOM3BOCTBA) Xemu AT, I'epmannsi(Tempelhofer Weg

83, 12347, Berlin, Germany)
Boinyckaomui KOHTPOJIb Kayecrsa-
bepnun-Xemu Al I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 4 1aTa peruCTPaliMOHHOI0 YA0CTOBEPCHHA I1N011417/01 ot 10.08.2009
(zamena PY 05.02.2020)
Homep H JaTa HOpMATHBHOH JOKYMEHTalUH T1N011417/01-050220
HaumeHoBaHUE " ajipec aepiKaTens Bepinn-Xemuw/Menapuan GapMa
PErHCTPALIMOHHOTO Y0CTOBEPEHHUS I'm6X,I'epmanud
(Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosilui 10KYMEHT NOATBEPKAAET:

_NaHHBIH JEeKapCTBEHHBIH Mperapar COOTBETCTBYCT 61-®3 «O06 olpalieHHH JieKapCTBEHHbIX
CPEACTB...»;

-cepHsl JIEKapCTBEHHOTO Iperapara COOTBETCTBYET TpeGOBaHMAM, YCTAHOBICHHBIM MPH €TO
rocyaapcTBEHHON perucTpaln

apHHH)_)//{-“": = ==Cokonos B.]JI. 02.12.2021
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000 “BepnuH-Xemn/A. MeHapuHH”

KOpuandeckuii agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHasn, 4. 10
Moutoewi anpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHasn, 4. 10
Tenedbon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MNpoayxkT:

Koa npopykra:

Ne cepun: 12012A

[ara warotosnenua: 05/2021

[laTta Boinycka cepun. 21/07/2021
HopmatusHan fokymeHTauma:
lNekapcTeeHHan opma:

fencTeylowee BeLeCTsO;

MpouasoguUTens ABUCTBYIOWEro BEWEecTEa:
O6bem cepuu (konudecTso):

MNokazatens
Onwucanune

CpeaHnan macca TabneTku
Pacreopexue
OAHOPOAHOCTL AO3MPOBAHWA

NoanuHHoCTL
- Hebusonon (B3XX)

- Hebusonon (Y®-cnekrpochoTomeTpus)

- Xnopuasl
Peacreentbie npumecy (BIMX)

- Nlioban eguHuyKan
HEWABHTU(MUMPpOBAHHAA NPUMECH
- Cymma npumecein
Mukpobuonoruyeckan yncrora
OBLiee KONWYeCTBO aapobHbIx
MUKPOOPraHUIMoB
Oblee KONKUHECTBO A PONOKEBLIX 1
nnecHesbix rpuGos
Escherichia coli
KonuuectseHHoe onpegenerne (BIXX)

Ynakoska

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 (Qualitatskontrolle).

MENARINI

Certificate of Analysis

HeBuner ®
F134413

1 N011417/01-050220

Tabnetkn, 5 mr

HeBusonon

Kapguna ®apmacsiotukana fiva, MHaua
132480

Cn MKAUWA

Kpyrnble ABOSKOBbINyKNbie TabneTku

noyT Genoro ysera ¢ kpecroobpasHon

Hace4kon ANA AeneHus Ha OQHOM CTOpPOHE

230,00 mr £5 %

He meHee 75 % (Q) yepea 45 MuH

MapameTp npuemnemacty aAna 10 eguHuy
Aosupcaanna s 15.0. MapameTp npueMnemoctv 4ns
30 eauHuL nosmposanua < 15,0 M Hu oaHa 13

OTAENbHbLIX BAMHUL A03UPOBaHUA He MeHee 0,75M u

He Bonee 1,25M

Bpeua YAEPXUBAHUA OCHOBHOIC NWka Ha xpoMarorpaMme
MCNbITYEMOro pacTeopa A0/MKHO COOTBETCTBOBATL
BPEMEHH YAEPKUBAHWA OCHOBHOTO NUKa Ha
XPOMaTorpaMme CTaHAapTHOro pacTeopa Hebusonona

Y@ — CNeKTR NOrNOLEHWA UCNBITYEMOrO PACTBOPA AOITKEH

MMETL MaKCHMYM NOIMOLYEHWA NPY OAHOW W TOW Xe ANuHe
BOMHbI YTO WM YO-CNEKTp NOrnoleHA cTaHAapTHOrQ
pacTeopa Hebusonona rugpoxnopuaa

O6pa3syeTca Genbil TBOPOKHCTHLIA 0CAA0K, KOTOPLIA

pacTsoprercs npu npubasnenun pasbaenenHoro pacteopa

ammuaka
He Gonee 0.2 %

He Gonee 0.5 %

He Gonee 10°KOE® 1
He Gonee 10 KOEs 11

Orcyrcreves 11
95.0 % - 105.0 % nebusonona s TabneTke oT
38ABNEHHONO COABPXAHUA

Mo 14 TaGneToK B KOHTYPHON AYEIMKOBO yNakoBke
(6nucrep), [NBX/donbra anoMuHuesan).

Mo 1 6nucTepy ¢ MHCTPYKUMEN NO NPUMEHEHWIO
npenapara B KAPTOHHOW Nayke,

BERLIN-CHEMIE

Ceprugmkar ananunsa

Mopew pgo: 05/2024

Peaynbrar
Kpyrneié ABOAKOBBINYKNbiE TaGNeTHM
nouTi Genoro useta ¢ kpectoobpaaton
HACEYKOA AN AENEHNR Ha OfIHOIK CTOPOHS

231.1 mr
95. %
1.2

MonoxuTensHo

NonoxutencHo

MonoxurensHo

<= 0.1 %
<= 01 %
< 100,

< 10.

CooTeeTcTeyeT
100.4 %

Coorsercreyer
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Analysenzertifikat Certificate of Analysis
Mpoaykr: Hebuner ®
Koa npoaykra: F134413

Ne cepuin:  12012A
MapkupoBka

1) NepeuyHan ynakoeka NekapcTBEHHOro npenapata.
Ha 6nucTepe Ha PYCCKOM A3bIKE YKa3bIBAKOT:

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

TOProBoe HauMeHoBaHue npenapara ®
mexayHapogHoe HENaTeHToBaHHOE HanMmeHoBaHue
NEeKapcTBEHHYI (hopMy, A03UPOBKY

Ne cepun:  12012A

loneH po: 05/2024

HeBWIUMbBIA 3HAK 33LWMTbi

2) BropuyHana ynakoBKa

Ha KapTOHHOM NAYKE Ha PYCCKOM ASLIKE YKA3bIBAIOT:

HaumeHosaHue HUPMbI-NPONIBOAUTENA, CTPaHY

HauMeHoBaHue (hUPMbl, OCYLLECTBNRAIOLLER BhIMYCKaLWMA

KOHTPONb KA4YECTBa (B CNy4ae OTNUYMA OT (DUPMbI-NPOM3BOAUTENR) CTPEHY

norotvn «BERLIN-CHEMIE/MENARINI» (Ha naTurunue)

TOproBoe HauMeHoBaHue npenapata ®

MENAYHAPOAHOE HENATEHTOBAaHHOE HaMMeHoBaHWe
NeKapcTBeHHYIo (hopMy, A03UPOBKY

konu4ecTeo TabneTok B ynakoske

«[INA npyYema BHYTPb»

COfEpHKAHUE [ENCTBYIOLLErD BELIECTBA B OAHOM TabneTke v
cooTeeTcTaylolWee konuuecTeo HeGueonona

YCINOBWA XpaHeHWA

«COAEPXUT NaxkToay»

«CoBniofaTts MHCTPYKLMIO N0 NPUMEHEHWIO Npenapara,
KOTOPAs HAXORUTCA BHYTPX YNEKOBKW»

«J1gKapCTBEHHOE CPEACTEO XpaHUTh B HEAOCTYNHOM ANA AETeR mecrel»
PErMCTPaLMOHHbLIA HOMEP

YCNOBUA OTNycKa

Ne cepum:  12012A

Nata warotoenenuna: 05/2021

lNopeH po; 05/2024

"B,-aApeHOBNOKaTOP CEeNeKTUBHbIA"

«Mo nuuenann «fiHccen ®apmauesTtuka H.B.», Bensrusy
WITPHUX-KOA

HesnauMbli 3HaK 3aLumTbl

MpOM3BOACTBERHBIA KOA

3TWMKETKA KOHTPONA NEPBOro BCKPLITMA

CpeacTsa WABHTUMMKALMN CUCTEMEI MOHWTOPUHIE ABIKEHUA
NEeKapcTBEHHbIX Npenaparos

XpaHeHue Mpw Temnepatype He Bolwe 25°C
CpOK rogHocTH 3roaa
Ceprudukar:

BhilueykasaHHas cepus oTBeqaeT TpeBoBaHnAM HOPMATHUBHOW AOKYMEHTaLMA.

Y NONHOMOYEHHOE NNLO

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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 (Qualitétskontrolle).

BERLIN-CHEMIE
MENARINI

Ceprugpuxar ananusa

Peaynorar

BERLIN-CHEMIE
MENARINI
Hebuner ®
Hebusonon
TabneTku 5 mr

umeeTcs

Bepnun-Xemu Al, Fepmanna
He UMEEeTCA

BERLIN-CHEMIE
MENARINI
Hebunetr ®
He6Busonon
Tabnetku 5 mr
14

yKa3aHo

B 1 TaBNeTke COAEPHMTCA HEBUBONONA MAPOXIIOPUAE
MMKPOHUIMPOBAHHOTO - 5,45 Mr (3kBrBaneHtHo 5,00 mr
Hebusonona)

XpaHuThL NpWU TEMNEPaTYpe He Bbile 25°C
yKazaHo

ykaaaHo

yKa3aHo
N N011417/01
Mo peuenTy

yka3aaHo
yKazaHo
uMeeTcA
nMeeTcs
uMeeTcs

HEe UMEEeTCR
uMeeTcR




