000 bepnnr-Xemn/A. Menapunu

INOATBEPXKJIEHUE COOTBETCTBUSI

Ne T1C-04024A

Toprosoe HanmeHoBanue Hebuner®

Me:xkiyHapoiHOe HeaTeHTOBaHHOE HAHMEHOBAHHE Hebugonon

(rpynnupoBOYHOE HITH XHMHYECKOE)

JlekapcTBennas gopma TaONeTKH

Jo3upoBka SwMr

@opma BeIycKa 14 wr., 6aucrepst (1), HaYKK KAPTOHHbBIE

Howmep cepuu (naptun): 04024A

O6bem cepun(naprum) 135357

Jlarta npou3sBojicTBa 01.12.2020

lonen no 01.12.2023
Hanmenosanue u anpec npoussoaurens (c IIpousBoauTens-bepnun-

YKa3aHHEM CTaJui MPOU3BOJICTRA) Xemu AT ,I'epmanus(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beimyckarwmmii KoHTpoIs KauecTBA-
bepnun-Xemu AT, [epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata peructpaunosHoro yaoctosepeHus IINO11417/01 ot 10.08.2009
(3amena PV 05.02.2020)
Homep u nata HOpMaTHBHO# 1OKyMeHTaLUK IINO11417/01-050220
Haumenosanue H azpec Jeprxarens Bepaun-Xemn/Menapunu ®apma
PErucTpalMOHHOrO Y10CTOBEPEHHS I'm6X,I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimmii JoKyMeHT noaTBep:IaeT:
-AaHHBEIH JIEKAapCTBEHHBIA Mpenapar cooTBeTcTBYeT 61-B3 «O6 obpameHun NMEKAPCTBEHHBIX
CPEJICTRB...»;

-CCpHsA JIEKAPCTBEHHOIO Mpernapara COOTBETCTBYET TpeGOBaHHAM, YCTAHOBIEHHBIM IIPH €ro
rocy1apcTBCHHOH perueTpalmu

SR

NoMEIY, =" Coxonos BJL  20.04.2021
(nmoamnucs) (nara)

000 “Bepnun-Xemu/A. MeHapuuu”

HOpuauyeckwii agpec: Poccusi, 123317, r. Mocksa, MpecHeHckas HaBepexHas, g. 10
MouTtosbin agpec: Poceun, 123317, r. Mockea, MNpecHeHckas HabepexHas, a. 10
Tenedpon: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoaykT:

Koa npoaykra:

Ne cepuu: 04024A

Lata warotoenexHus: 12/2020
[Nata Buinycka cepun: 18/03/2021
HopmaTuBHanA [LOKYMEHTaUWA:
TekapcTeeHHas gropma:
[HencTeyiollee BeWeCTBO:

MpowssoauTens AENCTBYIOLLErc BEWECTBA!

O6wem cepun (konuecrao);
Moxkazarens
Onucanue

CpepaHss macca Tabretkn
PacTteoperue
OAHOPOAHOCTL A03MPOBAHUA

NoANUKHOCTL
- HeBusonon (B3XKX)

- HeGusonon (Y ®-crnektpooTomMeTpus)

- Xnopuasl
PosacreenHble npumecu (BIXKX)

- Nubasn eanHnyHan
HEUASHTAPUUMPOBAHHAA NPUMECh
- Cymma npumecen
Mupobuonoruieckan YucToTa
Obiee KonuyecTso aapobHeix
MUKDPOOPTraHuaMoB
Obuiee KONUYECTBO APONOKEBBIX U
nnecHesblx rpubos
Escherichia coli
KonuuecTeenHoe onpeaeneHue (BEMXX)

YnakoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Hebuner ®
F134413

M N011417/01-050220

rabnetky, 5 mMr

Hebusonon

Kapguna ®apmacbeiotukans Jita, MHaun
1356357

Creundmkaunn

Kpyrnbie gsoskoBeinyknbie TabneTku

noyti Benoro ueeTa ¢ KpecToobpasHon

HaCeykol AnA AeneHnA Ha Of4HOW CTOPOHE
230.00mr£ 5 %

He meHee 75 % (Q) yepea 45 mMuH

MapameTp npremnemocTu ana 10 eguHny
AoaupoBaHuna £ 15.0. MapaMeTp NprUeMneMocTu Ang
30 eguHULY AcanpoBanus S 15,0 1 HW oaHa U3

OTAENBHBIX €ANHALL 103MPOBaHNA He MeHee 0,75M n

He Bonee 1,25M
Bpemsa yaepxusarisi OCHOBHOrO Nika Ha XpoMaTorpamme

MCNbITYEMOrO PacTBOPa AOMMKKO COOTBETCTEOBATL BPEMEH!

YACPKMBAHUA OCHOBHOTO NKKa Ha XpoMaTorpamme
CTaHA3PTHOrO pacTeopa HeBusonona rugpoxnopusa

Y@ — CnekTp NOrnouweHna rensITYEMOro PacTBopa A0NKeH
MMETL MAKCHMYM NOTNOLLEHWA NPU CAHOW W TOW Xe ANuHe
BONHbI YTO ¥ YP-CNEKTP NOrMOLEHWA CTaHRaPTHOO
pacTeopa HeGueonona rugpoxnopuaa

OBpasyeTtca Genviit TBOPOKMCTLIA OCAA0K, KOTOPbIR

pacteopreTca npu npuBaBneHuy pasGaBneHHoro pacTeopa

amMMmuaka
He Gonee 0.2 %

He Gonee 0.5 %

He Gonee 10°KOEB 11
He Gonee 10° KOE B 1 1

OTcyrerenve s 17
95.0 % - 105.0 % Hebuponona e Tabnevke oT
JARBNEHHOTO COAEPKaHUA

Mo 14 Tabrnerok B KOHTYPHOW AYEAKOBON ynakoske
(6nuctep), [NBX/donsra anomiunresas).

Mo 1 6nucTepy € MHCTRYKUWER NO NPUMEHEHHUIO
npenapara B KAPTOHHOW Navke.

Cepruchurar ananusa

lopen po: 12/2023

Pesynerar

Kpyrnbie ABoRkoabinyknsie Tatnetki
nouTy Genero usera ¢ kpecroobpasnon
HACeYKOWN ANA ABNEHWUA HA OAHOW CTOPOHE

230.8 mr
100. %
1.6

MonoxuTensHo

MonoxurensHo

MonoxuTeNbHO

<= 0.1%
<= 0.1 %

< 100. KOE/T
< 10. KOE/r

CooTseTcTBYET
100.1 %

CooteeTcTBYET

. Chris
), Fax +49 30 6707-2008 (Qualitat

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Luca | astrucel (Vorsitzender), Edward Szybowski, (
Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift; Berlin-Chernie AG, 12485 Beriin + Tel. +49 30 6707-0 {Zen




a3z

Analysenzertifikat Certificate of Analysis
MpogyxT; HeGuner ®
Kopn npoaykra: F134413

Ne cepuu: 04024A
Mapkuposka

1) MepsuyHan ynakoska NekapcTBEHHOro npenapara.
Ha 6nvcTepe Ha pycckom Asbike YKasbLIBaAKOT:

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

TOprosoe HauMeHoBaHue npenapata ®
MeXAYHapo4HOEe HeNaTeHTOBaHHOE HAUMEHOBaHWE
NEKapCTBeHHYI0 hopMy, A03UPOBKY

Ne cepuu: 04024A

lopen go. 12/2023

HeBnaUMbBIA 3HaK 3aLmTh

2) BTopuyHas ynakoska

Ha KapTOHHOW Nadvke Ha PYCCKOM A3bIKE YKA3bIBAKT!

HauMeHoBaHWe (UPMbI-NPCU3BOAKTENA, CTpaHy

HauMeHoBaHWe PUPMbI, OCYLLECTENAKILLEN BbINYCKA WM

KOHTPOMNb Ka4ecTsa (B CNy4ae OTnu4mns oT (pHpMM-ﬁpomaeonmenﬂ).crpany

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

TOProsoe HanMeHoBaHue npenapara ®

MEXAYHaPOAHOE HENATEHTOBAHHOE HAUMEHOBaHWE
NEKapcTBEeHHYI0 OpMY, A03UpOBKY

KONU4eCcTBO TabneTok B ynakoske

«[inA npuema BHYTpb»

COAepXaHve NeACTBYIOILEro BeLecTBa B 04HO TabneTke u
COOTBETCTBYIOLLEE KonuiecTso HeBusonona

YCNOBUA XPAHEHNSA
«Coaep)uT NakToay»

«Cobnioaars MKCTPYKUMIO NO NPUMEHEHIUI npenapara,

KOTOpPas HaXOAWUTCA BHYTPH YNaKosKv»

«JleKapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM AN AeTen MecTel»
PEMCTPAUMOHHLIA HOMED

YCNOBUA 0TNycKa

Ne cepun: 04024A

[fata uarotoBnexun: 12/2020

Foaex po: 12/2023

"B1-aApeHOBNOKATOP CENEKTUBHBIR"

«Mo nuueHsun «SAHceen ®apmavestuka H.B.», Benbrusy

LITPUX-KOA

HesuguMbli aHak 3awmTe

MpeuaBoacTBEHHLIA KOg

3TUKETKa KOHTpONA nepeoro BCKpbITUR

CPEACTBA MABHTU(PMKALMM CUCTEMBI MOHMTORMHIA ABUKEHWUA
NeKapCTBEHHbLIX Npenaparos

XpaHeHHe Mpu TemnepaType He Boiwe 25°C
Cpok rogHocTw 3ropa
Ceprucuxar:

BbilueykasaHHan cepus oTeevaeT TpeBoBaHUAM HOPMATUBHOM JLOKYMEHTaLMM,

My @ BBt
1Y 15y - N alat
YNONHOMOYEHHOE NuLo LT odmy ocnwanci

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleott] - Vorstand: Dr. Luca Lastrucgi (Vorsitzeroems: :
Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskonts.

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin

BERLIN-CHEMIE
MENARINI

Ceprudurar anamusa

Pesynbrar

BERLIN-CHEMIE
MENARINI
Hebunet ®
Hebusonon
Tabnetku 5§ mr

UMEETCA

BepnuH-Xemu AT, Mepmanus
He umeeTca

BERLIN-CHEMIE
MENARINI
Hebunet ®
Hebusonon
TabneTkn 5 mr
14

yKa3aHo

8 1 rafineTke CoepHMUTCH HEBUBONONa MYPOXNOPKAa
MHUKPOHU3UPOBAHHOID - 5,45 Mr (akersanenTHo 5,00 ur
Hebuaonona)

XpaHUThL NpU Temnepartype He sbille 25°C
yKkadaHo

yKa3aHo

yKkasaHo
M N011417/01
Mo peuenty

yKasaHo
ykasaHo
umeeTcs
wMeercs
umeeTcs
HE UMeeTCH
UMeeTcn




