000 Bepnnx-Xemu/A. Menapwim

INOJATBEPKJIEHHUE COOTBETCTBHUSA

Ne I1IC-13017E

Toproeoe HauMeHOBaHHE Hebuner®

MesxnyHapo/IHOe HelaTeHTOBaHHOE HaUMEHOBAHHE Hebupomon

(rpyNIHpPOBOYHOE HIIH XHMHYECKOE)

JlekapcTBeHHas dopMa TabneTku

Jo3upoBka SwMr

®opma BeInycka 14 wt., 6aucTepsl (2), NaYKH KAPTOHHEIE

Homep cepuu (maptun): 13017E

O06beM cepun(napTun) 67 680

JlaTta npousBoncTBa 01.08.2021

I'open 1o 01.08.2024
HaumeHoBaHHe U ajipec MPOU3BOAUTEN (C IIpoussoautens-bepnun-

yKazaHHEeM CTaJHi IIPOH3BO/JCTBA) Xemu AT, I'epmanusi(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beimyckaroummii KOHTPO/IL Ka4ecTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep u 1aTa perucTpallHOHHOTO YIOCTOBEPEHHS ITNO11417/01 ot 10.08.2009
(3amena PV 05.02.2020)
HoMmep  1aTa HOpMAaTHBHOM JOKYMEHTaIMH ITNO011417/01-050220
HaumeHoBaHHE %4 ajpec JepiKaTens bepmun-Xemw/Menapunu ®apma
PETHCTPAI[HOHHOI'O YIOCTOBEPEHUS I'm6X,I"epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimuuii JOKYMeHT NOATBEPKIaeT:

-JaHHBIA JICKapCTBEHHBIH TpemapaT cootBeTcTBYeT 61-®3 «O6 oGpameHHH JIEKapCTBEHHBIX
CPEJCTB...»;

-CEpHs JICKApCTBEHHOI'O IIpenapaTra COOTBETCTBYET TPeOOBAHHSIM, YCTAHOBICHHBIM TPH €ro
rocy/lapCTBEHHO perucTpannu

: P
\ounny __£——a== Cokonos B.J.  09.02.2022

(moamHcs) (mata)

=
1-Choma

A, Mopac s
RN o1 «bepiut- ChAR
Ne 6/u or IR\ GQO'U};;H_.”UH

000 “BepnuH-XeMmu/A. MeHapuHn"

FOpuauyeckuin agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HaGepexHas, 4. 10
MNoyTosein agpec: Poccun, 123317, . Mocksa, MNMpecHeHckan HaBepexHas, a. 10
Tenedon: +7 (495) 785-01-00, cakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




MENARNT

Analysenzertifikat

MpopaykT:

Koa npoaykra:

Ne cepuu: 13017E

[fara varotoBnexus: 08/2021
[ara sbinycka cepumn: 03/12/2021
HopmarusHan gokyMeHTauus:
NekapcreexHas ¢opma:
HedcTeylolwee BeWecTso:

Mpow3soauTenNs ASHCTBYIOWLEND BELLECTRA:

O6bem cepuu (KonuyecTeo):
Nokazarens
Onucaxune

Cpeanss macca Tabnetku
PactsopeHue
OAHOPOAHOCTE 03MPOBAHUA

MoanuHHocTe Hebueonon (B3XKX)

MNoanuuHocTs HeBusonon (Yo-
cnekTpodoToMeTpus)

MoANUHHOCTL XNopuakl

PoacTteenHbie npumecu (BOXX)
Nwban eanHUYHaER
HEWEHTU(MLIMPOBAHHAA NPUMECH
Cymma npumecen

Mukpobuonormieckan ynucToTa
Obuwee konuyecTso a3pobHbIx
MUKDOODraHWIMOB
ObLwee KONMMECTBO APONOKEBLIX U
nnecxHesbix rpubos
Escherichia coli

KonuuecrsenHoe onpegeneHve (BIXX)

Ynakoeka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

HeBuner ®
F134412

I NO11417/01-050220

Tabnerkn, 5 mr

Hebusonon

Kaguna dapmacsiotukana Nta, Ukavs
67680

Cneuundukauus

Kpyrnbie ABOAKOBbINYKNbe TabneTtku
novtu 6enoro useTa ¢ KpectoobpasHoir
HAace4Koi ANA AeNeHNA Ha OAHOW CTOpPOHEe
230.00mMr+5%

He MeHee 75 % (Q) yepes 45 MuH

MapameTp npuemnemocTv AN 10 eAWHWL A03MPOBAHMA

s 15.0. NapameTp npuemMnemMocTy ans 30 eaunuy

A031poBaHvA < 15,0 M HX OAHA M3 OTAENbHBLIX eANHWL

A03upoBaHvA He MeHee 0,75M u He Gonee 1,25M
Bpemn yaepXuBaHUA OCHOBHOTO NUKA HA XPOMaTorpamme

WCNbLITYEMOro pacTeopa A0MKHO COOTBETCTBOBATL BPEMEHH

YAEPXWBAHKA OCHOBHOIO NWKA Ha XpOMarorpamMme
CTaHAAPTHOrO pacTeopa HeGWBONONa rMapPoXNopuaa

¥Y® = CnexkTp NOrNOWEHUA UCMBITYEMOTO PACcTBOPA AOMKEH
MMETE MaKCUMYM NOTNOLLEHWA NPK OAHOW U TOK Xe anuHe

Ceprugukar ananunsa

loneH po:  08/2024

Pesynbrar
Kpyrnoie asonkosbinykneie TabneTku
noytv 6enoro UBeta ¢ kpecToobpaaHon
HaceuKoW ANA AGNEHWA Ha OAHON CTOpOHE
229.3 mr
96. %
3.3

NonoxutensHo

MonoxuTensHo

BOMHBI YTO M Y®-CNEKTP NOrNOLEHNsA CTAHAAPTHOrO pacTeopa

Hebusonona ruapoxnopuaa
O6pasyerca Genblit TBOPOXWUCTBIA OCAA0K, KOTOPbIMA

pacTeopaeTcA npu npuGasnesnu pasGasneHHoro pacreopa

aMMmuaka
He Gonee 0.2 %
He 6onee 0.5 %

He 6onee 10°KOEB 11
He Gonee 10° KOEB 11

Otcytcteue B 11

95.0 % - 105.0 % Hebueonona e Tabnetke oT
33RBNEHHOIO COABPKaHWUA

Mo 14 TabneTok B KOHTYPHOW AYEWKOBOW YraKkoBke
(6nuctep), (MBX/donbra anioMuHuesas).

Mo 2 GnucTepa ¢ MHCTPYKUMER NO NPUMEHEHUIO
npenapara B KapTOHHOW nayke.

MonoxurensHo

<= 01 %
<= 0.1 %
< 100.

< 10.

Coorteercrayer
99.3 %

CootseTcrayeT

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 (Qualititskontrolle).



MENARINI

Analysenzertifikat Certificate of Analysis
Npoayxr: HeBuner ®

Koa npoaykra: F134412

Ne cepuu: 13017E

Mapkupoeka

1. NepeuiHan ynakoska NekapcTBEHHOro npenapara.
Ha 6nucTepe Ha pyccKOM A3bIKe YKA3bIBAIOT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOpProBoe HauMeHoeaHue npenapara ®

MEXAYHEPOAHOE HENAaTEHTOBAHHOE HAUMEHOBaHWE
NeKkapcTBeHHyio opMy, A03MPOBKY

Ne cepum: 13017E

lopew pno: 08/2024

HeBnanMMbIA 3HaK 3aLUWTbI

2. BTopuyHan ynakoska

Ha kapToHHO nayke Ha pyccKOM A3bIKe YKaabiBaloT:
HauMeHoBaHWe PUPMbI-NPOUIBOAUTENS, CTRAHY
HaWMeHOBaHWe UPMBI, OCYLLIECTBNAIOLLER

BbINYCKaOWWiA KOHTPONb KavecTsa (B cnyyae

OTNU4MA OT PUPMbI-NPOM3IBOAMTENA),CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOprosoe HaumeHosaHwe npenapara ®

MEXAYHapOAHOE HENAaTEHTOBAHHOE HAaUMEHOBaHWe
NeKapcTBeHHYI0 (hopMy, A03MPOBKY

Konu4ecTeo TabneTtok B ynakoske

"Nlns npuema BHyTpL"

coAepXxaHve AeACTBYIOWEro BELeCTRa B

oaHon TabneTke u cooTBETCTBYIOWEE

cogepxaHvue Hebueonona

YCNOBWA XpaHeHUA

«CoAepKAT NakTosy»

«CobnoAaTh MHCTPYKLMIO NO NPUMEHEHWIO NPenapaTa, KoTOpas HaX0AUTCA BHYTPH YNaKoBKu»
«JlekapcTBeHHOe CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed Mecte!»
perncTpauuoHHbLIR HoMep

YCNOBWUA OTNycKa

Ne cepuu: 13017E

[ara warotoBnenun: 08/2021

lopeH no: 08/2024

"B1-aapeHobnoKkaTop CeneKkTMBHbIR"

"Mo nuyeHanu "AHcceH PapmauesTvka H.B.", Benbrua
LTPUX-KOA

HeBuanMbliA 3HaK 3aWUThI

Mpown3BoaCTBEHHbIA KOA

3TUKETKA KOHTPONA NEPBOro0 BCKPLITUA

CPEACTBA MAEHTU(UKALMN CUCTEMBI MOHUTOPHUHIA ABWKEHUA NEKAPCTBEHHLIX Npenaparos

XpaHeHue Mpu Temnepatype He Boiwe 25°C
Cpok roaHocTH 3 ropa
Ceprudpukar:

BbllweykasaHHan cepuna oTeedaeT TpeGoBaHMAM HOPMATUBHOMN AOKYMEHTaLIMM.

r. Tibor Miké

YNONHOMOYEHHOE NULIO0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender),
Dr. Attifio Sebastio, Or. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentral

BERLIN-CHEMIE

Ceprucuxar ananusza

Pesynbrar

BERLIN-CHEMIE/MENARINI
He6unetr ®

Hebueonon

Tabnetku, 5 mr

nMeeTcs

Bepnun-Xemu AT, Mepmanus
HE UMmeeTcs

BERLIN-CHEMIE/MENARINI
Hebuner ®

He6veonon

Tabnetku, 5 mr

28

yKasavo

8 1 Tabnerke copepwurca Hebueonona

MMAPOXNOPUAE MUKPOHUIUPOBAHHOTO - 5,45 mr
(oxsuBanenTHo 5,00 mr nebusonona)

XpaHuTb Npu TEMNepaType He Bbilue 25°C
yKasaHo

yKasaHo

yKasaHo

M N011417/01

Mo peuenty

yKa3aHo
YKaiaHo
umeeTcs
“MeeTcn
umeeTcs
HE UMeeTCcA
umeeTca

Edward Szybowski, Dr. Christian Matschke,
@), Fax +49 30 6707-2008 (Qualitdtskontrolle).



