000 BepnnH-Xemn/A. MeHapHHH

NOJATBEPXKJIEHUE COOTBETCTBUS

Ne [1C-14026A

ToproBoe HaHMCHOBaHHE Hebunet®

MeskyHapoJHOE HENAaTEeHTOBaHHOE HAaMCHOBAHHE HebuBonon

(TpyNIHPOBOYHOE WIH XHMHYECKOE)

JlekapcTBeHHas opMa TabNeTKH

Jlo3upoBKa S Mr

dopma BbIITYCKa 14 wr., 6auctepsl (2), Na4KH KapTOHHbIE

Howmep cepuu (mapTHH): 14026A

O6beM cepiH(ITapTHH) 67 920

JlaTta npoHM3BOACTBA 01.11.2021

T'ozeH 1o 01.11.2024
HanMeHOBaHHUe U aJpec MPOH3BOANTENA (C IpoussoxuTens-bepaut-

yKa3aHHEeM CTaJHH NPOH3BOJICTBA) Xemu AT ,T'epmanusi(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinyckaommii KOHTPOJIb Ka4ecTBa-
Bepnun-Xemu AT, I'epmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep H 1aTa perHcTpallHOHHOTO YA0CTOBEPEHHUS I1NO11417/01 ot 10.08.2009
(3amena PV 26.07.2021)
Homep ¥ gaTa HOpMAaTHBHOM JIOKYMEHTAIHH IIN011417/01-050220,13M.Nel
HaumenoBanue H azpec aepxarens Menapuan HTEpHIMIIHI
PerucTpallHOHHOrO yAOCTOBEPEHHS Onepeiinins,JIrokceMOypr

(Avenue de la Care.L-1611, Luxemborg)

HacTosmuii A0KyMeHT MOATBEPKAAET:

-JaHHBI JIeKapCTBEHHbIH TpenapaT cooTBeTcTBYeT 61-P3 «OO6 obpalleHHH JeKapCTBEHHBIX
CPEICTB...»,

-CepHAa JICKApCTBECHHOT'O mnmpernapara COOTBETCTBYET TpeGOBaHHHM, YCTaHOBJICHHBIM npu €ro
roCyAapCTBEHHOM perucTpanin
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KOpuanyeckmia agpec: Poceus, 123317, r. Mocksa, MNpecHexckan HabepexHas, g. 10
MouTosei agpec: Poccua, 123317, . Mockea, [NpecHeHckan HabepexHan, a. 10
Tenedon: +7 (495) 785-01-00, cakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpukar anannsa
MNponyxr: Hebuner ®
Kop npoayxra: F141699

Ne cepuun: 14026A

[ara varotoBnenun: 11/2021
[ara ebinycka cepumn: 21/03/2022
HopmaTtuBHana A0KyMeHTauuA:
NekapcTBeHHan dopma:

lopew po:  11/2024

M N011417/01-050220 ¢ uam. Ne1 ot 26.07.2021
Tabnertku, 5 mr

Jencreyicilee BeLeCTBO. Hebusonon

Mpouasoaurens pencreyrowero sewecrsa:  Kaguna ®apmaceiotukans Nita, UHauva

Obvem cepum (konNUM4ecTso): 67920

Moka3atens c MKauMA Peaynerar

Kpyrnbie ABORKOBLINYKILI® TABNETKA
noym Senoro useTa ¢ kpecToobpaiHoi
HaceYHOA ANA ABNEBHUA Ha OAHOW CTOPOHE

Kpyrnbie aBosikoBinyKnbie TabneTku
noytu Benoro usera ¢ kpectoobpa3sHon
HACEYKOW ANA AeNEeHUA Ha O4HOM CTOPOHe

Onucanve

CpeaHnaR macca rabnertku 230.00mMr£5% 231.0 mr
PacTeopexne He meHee 75 % (Q) vepes 45 MuH 08, %
OAHOPOARHOCTD A03MPOBAHUA MapameTp npuemnemocT ANA 10 eanHUy 0.9
Ao3auposaHua s 15.0. MNapameTp npuemMneMocTv ans
30 eauHuL fAo3npoBaHiA S 15,0 v HU oaHa U3
OTAENbHBIX EAUHUL A03MPOBaHUA He MeHee 0,75M w
He Gonee 1,25M
MognuHHOCTE BpeMmna yaepXuBaHuA OCHOBHOTO NKa HA XpOMarorpaMme MonoxutensHo
- HeBueonon (B3MX) WCTIBITYEMOro PacTBOPa A0/DKHO COOTBETCTBOBATL
BPEMEHU Y/8PXHBAHUA OCHOBHOrO NiKa Ha
XpomartorpaMme cTaHjapTHoro pacreopa Hebusonona
ruapoxnopusa
- HeBusonon (Y®-cnexTpocoTomeTpus) Y@ ~ cnexTp nornowieHUs UCNbITYEMOro pacTeopa A0MKeH MonoxurensHo
HWMETh MaKCUMYM NOrNowjeHua Npu OAHDC'N v TOW we AnvHe
BOSHBI YTO 1 Y®-CNEKTP NOFNOLLEHHA CTAHAAPTHOIO
pacrsopa Hebusonona rapoxnopuga
- Xnopuabl O6pasyerca Genbii TBOPOXHCTBIA OCAATK, KOTOPbIMA [MonokuTensHo
PacTBOPAETCA Npu npuGasneHnyk pa3basneHHoro pacteopa
ammuaca
Pogcreenhpie npumecn (BIXX)
- [liobas eguHUYHaR He 6onee 0.2 % <= 01%
HEWMAEHTN(DMUMPOBAHHAA NPUMEeCch
- Cymma npumecei He 6onee 0.5 % <= 0.1 %
Mukpobuonoruy YMUCTOT
O6uwee konu4ecTso aapobHeix He Gonee 10°KOEB 11 < 100. KOE/r
MUKpPOOPraHMaMos
Obiiee kKONMYECTBO APOACKEBBIX He Gonee 10° KOEB 11 < 10. KOE/r
nnecHesbix rpubos
Escherichia coli OTcyTcteme B 11 CooTeetcreyeT
KonuuecteerHoe onpegenenue (B3XX) 95.0 % - 105.0 % Hebusonona B Tabnerke oT 100.7 %
3aABNEHHOIO COAGPXAHUA
Ynakoska Mo 14 TabneTok B KOHTYPHOW AYEKOBON YNakoBke CooTeeTtcTByeT

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 (Qualititskontrolie)

(6nucrep), [NBX/donbra anwMuHWesan).
Mo 2 6nucTepa ¢ MHCTPYKUMER NO NPUMEHEHWIO
npenapara B KEPTOHHOR navke.



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucgukar aHannza
MpoaykT: HeBunet ®

Kog npoaykra: F141699

Ne cepuu:  14026A

MapkupoBka Peaynerar

1) MepsBuuHan ynakoBKa NekapcTBEHHOro npenapara.

Ha 6nu H K | T,

nororun « BERLIN-CHEMIE/MENARINI» (Ha natuhuue) ElEEm:;SrEMIE

TOprosoe HaumeHosaHue npenapara ® Hebuner ®

MEXAYHAPOAHOE HBNATeHTOBAHHOE HauMeHoBaHWe Hebusonon

NEeKapcTBEHHYIO (hOpMY, A03UPOBKY
Ne cepumn: 14026A

lopen po: 11/2024

HeeuauMblii 3HaK 3aLMThI

2) BropuyHan ynakoBka

Ha kapToHHOW Nayke Ha PYCCKOM A3bIKE YKa3blBaKOT:

HaumeHoBaHue UPMbI-NPOUIBOAWUTENS, CTPAHY

HauMeHOBaHWe UPMbI, OCYLLECTBNAIOLLEN BbINYCKAKOWMWA

KOHTPOMb KauecTea (B Cny4Yae OTNMYMA OT (PMPMbI-NPOM3IBOAUTENA),CTPaHY

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

Tabnetku 5 mr

UMeeTCA

bepnuH-Xemu Al', l'epManva
He uMeeTca

BERLIN-CHEMIE

MENARINI
TOProBOE HaMMeHoBaHWe npenapara ® Hebuner ®
MEX(YHAPOAHOE HENATEHTOBAHHOE HAUMEHOBaHWE HeBueonon
neKapcTBeHHyIo OpMy, A03UPOBKY TabneTkn 5 mr
konuuecTso Tabnetok B ynakoeke 28
«[nA nprema BHYTPb» yKasaHo

COoAepXaHne AeCTBYIOLLEro BelecTsa B ofHoW TabneTke u
COOTBETCTBYKOWEE Konu4ecTao Hebusonona

YCNOBUA XPaHEeHWA

8 1 raBneTxe copepxurca HebGusonona ruapoxnopuna
MWKPOHWIUPOBAKHOra - 5,45 mr (akeusaneHTHo 5,00 mr
HaGusonona)

XpaHuTb Npu Temneparype He sbiwe 25°C

«CopepxuT NakTosy» yKasaHo
«CoBniopats MHCTPYKUMIO NO NPUMEHEHWIO Npenapara, —
KOTOpan HaxXOAMTCA BHYTPH YNaKOBKU»

«JlekapcTBEHHO® CPEACTBO XPaHUTb B HEOCTYNHOM ANA AeTeld MecTe!» yKka3zaHo
PEerMcCTpaunoOHHbIA HOMEP M N011417/01
YCNOBWUA OTMycKa Mo peuenty
Ne cepumn: 14026A

[ara uaroroenenus: 11/2021

logex go:  11/2024

"By-anpeHobnoKaTop CenekTUaHbIA™ yKasaHo
«Mo nuueHaun «SHcceH ®apmayesTuka H.B.», Benbruan yKasao
WITPUX-KOA UMeeTCA
Hesuaumbii 3HaK 3awWwmTsl WMeeTCA
Mpoun3soACTBEHHbIA KOA wmeerca
3TUKETKA KOHTPONA NEPBOro BCKPLITUA He umeeTcA
CPeACcTBa MABHTUMUKALMY CUCTEMBI MOHUTOPUHIa ABUXEHUS MMeeTcA

NexapcTBeHHbIX Npenaparos

Xpanenue MNpw Temnepatype He Bbiwe 25°C
Cpok rogHocTH 3roaa
Ceprudmnkar:

BbilueyKka3daHHan cepus oTeBedaeT TpeGoBaHWAM HOPMATUBHOR AOKYMEHTALMM.

Dr. @64‘5&1@

YnonHoMmoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Alaotti - 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 (Qualitatskontrolle).



