OO0 bepsmnH-Xemn/A. MeHapmHmn

NNOATBEPKJIEHUE COOTBETCTBHUSA

Ne [IC-14023A

Toprosoe HaUMEHOBaHHE Hebunet®

MexayHapoaHoe HElaTeHTOBAaHHOE HAUMEHOBaHHE Hebusonon

(rpynmupoBoYHOE WIH XHMHYECKOE)

JlekapcTBeHHas (opMa TabneTKH

Jlo3upoBka 5 mr

DopMa BeITyCKa 14 wt., 6aucrepsl (1), NauKH KAPTOHHBIE

Howmep cepuu (IapTHH): 14023 A

O6BeM cepun(napTHH) 60 480

JlaTa mpou3BOACTBA 01.10.2021

I'oseH 10 01.10.2024
HaumenoBanue 1 agpec npou3BoauTed (c IlponsBoauTens-bepnun-

yKa3aHHEeM CTaJHH MPOH3BO/ICTBA) Xemu AT',I'epmanus(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinyckammuii KOHTPOJIb KA4ecTBAa-
bepmun-Xemu AI', I'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep u nata perucTpaliliOHHOIO yIOCTOBEPEHHS I[I1NO011417/01 ot 10.08.2009
(3amena PV 05.02.2020)
Howmep 1 1aTa HOPMaTHBHOM JOKYMEHTAIUH ITINO011417/01-050220, u3m.Nel
HaumeHoBaHue 51 aapec JepxKarens Menapuau UaTepHamHn Onepeiniss
PErUCTPALIHOHHOTO YAOCTOBEPEHHUA JlrokcemOypr C.A.
(1, Avenue de la Care. L-1611.
Luxemburg)

HacToamui 10KYMEHT NOATBEpPKIaeT:

-JIaHHBIH JeKapCTBEHHBIH mpemapaT cooTBeTcTBYyeT 61-O3 «OO6 obpamieHuu IeKapcTBEHHBIX
CPEICTB...»;

-cepusl JIGKapCTBEHHOTO IIpelapara COOTBETCTBYET TpeOOBaHUAM, YCTaHOBICHHBIM TIPH €ro
rocy1apCTB€HHOH perucTpaluH

=

==""Cokonos B.Jl.  27.04.2022
(IoamHCH) (mata)

—

000 “BepnuH-XeMmu/A. MeHapuHu”

KOpuanyecknin agpec: Poceun, 123317, r. Mockea, MNpecHeHckan HabGepexHasn, Aa. 10
Mourtoesin agpec: Poccuna, 123317, r. Mockea, lNpecHeHckan HabepexHasn, a. 10
TenedpoH: +7 (495) 785-01-00, dhaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoayxT:

Kopn npoaykra:

Ne cepuu:  14023A

Nara uarotoenenuns: 10/2021

[ara Beinycka cepun: 04/04/2022
HopMmarveHas AOKYMEHTaUWR:
NekapcreeHHan copma:

[eicTeyKolLiee BELLECTBO:

MpouasoauTens AEWCTBYIOLIErO BELLECTBa:
O6vem cepuu (KONUYECTBO):

n Ten
Onucaxve

CpepaHss macca Tabnetku
PacreopeHue
OAHOPCAHOCTL AC3KPOBaHUA

MoanVHHOCTL
- HeBusonon (BOXX)

- HeGueonon (Y®-cnekrpooToMeTpus)

- Xnopuabl

B BEHHbIE NDPUM BIXX
- MoGan eanHU4Han
HeWeHTURUUMPOBAHHAA NPUMECH
- Cymma npumecei

Mugk, Bl wucToTa
Obuee konu4ecTso aspobHbix
MUKPOOPraHu3mMoB

Obuwee KONMYBCTBO [ PONCKEBLIX W
nnecHesbIx rpuGos
Escherichia coli

KonuuecteeHHoe onpeaenenmne (B3XX)

Ynakoska

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 (Qualitidtskontrolle).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Cepruguxar ananunsa

Hebuner ®
F141700

Mopew po:  10/2024

I N011417/01-050220 ¢ nam. Ne1 ot 26.07.2021
TabneTku, 5 mr

He6usonon

Kaguna ®apmacbrotvkana Jlva, MHaus

60480

Peaynerar
Kpyrnkie ABORKOBLINYKNLIE TAONETKM
novTw Genoro yseta ¢ kpectooSpasHoi
Hace4Ykon ANA AGNSHMA HA OQHOW CTOpOHE

Cneuudukauus

Kpyrnbie ABOAKOBbINYKNbie TabneTku
noyTu Genoro ysera ¢ kpecroobpa3aHoi
HACeYKON ANA ANBHWA HA OAHON CTOPOHE

230.00 mr+ 5% 230.3 mr
He meHee 75 % (Q) yepea 45 MuH 94. %
NapameTp npuemnemoct AnA 10 eAnHUY 4.4

Aoauposanus S 15.0. MapameTp npuemMnemMocTy 4ns

30 egunny gosvposakus £ 15,0 v HK ofHa 13

OTAENbHbIX 8AVHWL A03MPOBAHUA He meHee 0,75M u

He Gonee 1,25M

Bpema yaepkuBaHua OCHOBHOTO NUKA Ha xpomarorpamme  [onoxuTensHo
MCMbITYEMOro pacTeopa A0IDKHO COOTBETCTBOBATL

BpemeHy yiepxuBaHna OCHOBHOIC Nuka Ha

XPOMATOrpaMMme CTaHAApTHOro pacTeopa Hebueonona

Y& — cnekTp NOTMOLUeHUA UCNLITYEMOro pacTeopa AomkeH [TonoXuTensHo
MMETb MAKCHMYM NOTMOWEHUA NPU OAHOM W TON Xe ANWHe

BONHbLI 4TO U YP-CNEKTP NOrNOWEeH!A CTaHAAapTHOrO

pacraopa HeGuBonona rMAPoXnNopuaa

OGpasyeTca Genbiit TBOPOKWCTLIA OCAAOK, KOTOPLIA NonoXxuTensHo
pacraopaeTea npu npuGasner padasneHHoro pacreopa

amMmuaka

He Gonee 0.2 % <= 01 %

He Gonee 0.5 % <= 0.1 %

He Gonee 10°KOEs 11 < 100. KOE/r
He Gonee 10° KOEs 1 r < 10. KOEIr
Orcytcreme B 11 Cootsercrayer

95.0 % - 105.0 % HebGusonona B Tabnetke ot 99.7 %
3aABNEHHOro coaepXxanua

Mo 14 TabneTok B KOHTYPHOM AdYekoBon ynakoeke  CooteeTtcTeyeT
(6nucrep), [NBX/donbra anomuHresan].

Mo 1 6nucTepy ¢ MHCTPYKUMEA NO NPUMEHEHWIO

npenaparta B KAPTOHHOW Nauke.



Analysenzertifikat Certificate of Analysis
Mpoayk: Hebuner ®
Koa npoaykTa: F141700

Ne cepuu:  14023A
MapkupoBka

1) NepeuyHan ynakoska nekapcTBeHHOro Npenapara.
Ha 6nucrepe Ha pycCKoM A3bike yKa3wLisaoT;

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuye)

TOProBoe HauMeHoBaHue npenapata ®
MEXAYHApOAHOE HEeNAaTEHTOBaHHOE HauMeHOBaHue
nexkapcTeeHHylo hopmy, A03NPOBKY

Ne cepun:  14023A

lonex po:. 1012024

HeBuanmbIv 3HaK 3awmTsl

2) BropvuHan ynakoska

Ha kapTOHHOA NaYKe HAa PYCCKOM A3bIKE YKA3LIBAIOT.

HauMeHOBaHKe (PUPMbI-NPOUIBOAMTENA, CTPaHY

HaUMeHoBaHWe UPMBI, OCYLLECTBNRIOLEN BbINYCKAOLWMA

KOHTPONk KauecTsa (B CNy4Yae oTNUUMS OT (DUPMbI-NPOU3BOAUTENS),CTPaHY

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

TOprosoe HaumeHoBaHMue npenapara ®

MEXYHAPOAHOe HENATEHTOBAHHOE HaUMEHOBAHUE
NeKkapcTBEHHYK hopMy, A03UPOBKY

KOnM4ecTBo Tabnertok B ynakoeke

«[lnA npYema BHYTpb»

COAEpXaHue AerCTBYIOLLEro BeWecTsa B O4HOW TabneTke 1
COOTBETCTBYOWES KONnWYecTeo Hebueonona

YCNOBWUA XpaHEHUA
«CoaepxuT naktosy»

«CobniopaTh MHCTPYKLMIO NO NPUMEHEHWIO Npenapara,

KOTOpan HAXOAUTCR BHYTPW YNakoBKM»

«JlekapCTBeHHoe CPeACTEO XPaHUTL B HEAOCTYNHOM ANR AeTel MecTe!»
PEricTpaUMOoHHBLIA HOMep

yCrosus oTnycka

Ne cepuu:  14023A

[ara narotoeneHun: 10/2021

logeH go: 10/2024

"By-aapeHoBnokaTop CenekTUBHLIA"

«[Mo nuueHanm «AHccen GapmauesTuka H.B.», Benbrus»

WITPUX-KOA

HeBuauMbIA 3HaK 3aWMUTbI

MponaBoACTBEHHbIA KOA

3TUKETKA KOHTPONA NEPBOre BCKPBLITUA

CPeAcTBa MABHTUUKALIMN CUCTEMBI MOHUTOPUHIA ABMKEHWUA
NeKapcTBeHHbIX Npenaparos

XpaHeHue Mpw Temnepatype He Bbiwe 25°C
Cpok rogHocTH 3 ropa
Ceprudukar:

BbiweykasanHan cepua oteedyaer TpeboBaHMAM HOPMaTUBHON AOKYMEHTaUKWKA.

D%;rbésnang

YNONHOMOYEHHOE NWLO

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 (Qualitatskontrolla).

BERLIN-CHEMIE
MENARINI

Ceprudukar ananuza

Pesynerar

BERLIN-CHEMIE
MENARINI
Hebuner ®
Hebusonon
Tabnetku 5 mr

umeeTcs

Bepnun-Xemu Al, Mepmanus
He umeeTcA

BERLIN-CHEMIE

MENARINI

HeGuner ®

Hebusonon

Tabnetkn 5 mr

14

yKazaHo

8 1 TabneTxe copepxvTCA HeGMBONONA MapoOXIopMaa
MUKDOHWIMPOBAKHOTO - 5,45 Mr (3xBuBanBHTHC 5,00 Mr
HeGuaonona)

XpaHuTL NP TEMNeparType He Bbilue 25°C
yKa3aHo

yKasaHo

yKasaHo
M NO011417/01
Mo peuenty

yKasaHo
yKasaHo
nMmeeTcA
vmeeTcs
uMmeeTcs
He umeeTca
uMmeeTcA




