OO0 bepsinH-Xemu/A. MeHapmuHn

NOATBEPKJIEHHUE COOTBETCTBHUSA

Ne [I1C-14013A

Toprosoe HaHMEHOBaHHE bpomrekcHH 8 bepnun-Xemu
MexnyHapoaHoe HelaTeHTOBaHHOE HAUMEHOBaHHE bpowmrekcun
(TpYNIIHPOBOYHOE WIH XHMHYECKOE)

JlexapcTBeHHas popMa TabneTku MoKpEITEIE 0000YKOH
Jlo3zupoBka 8 Mr

®opma BhITycKa 25 wit., 6auctep (1), nauka KapToHHas
Howmep cepuu (maptum): 14013A

O06bem ceprH(napTHH) 130 176

JlaTa IpoM3BOJICTBA 01.10.2021

I'ogen no 01.10.2024
HauMeHoBaHMe W ajapec npou3BoauTens (c IIpon3BoauTeab-bepiauH-
yKa3aHHEM CTaJHH IPOHU3BOJCTBA) Xemu Al',I'epmanus(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinyckaomuii KOHTPOJIb KA4ecTBa-
bepinun-Xemu AT, 'epmannsa(Glienicker
Weg 125, 12489, Berlin, Germany

HoMep u nata perHcTpalilHOHHOIO YI0CTOBEPEHHS I1 NO015546/01 ot 08.05.2009
(Jata nepeodopmuenus 30.11 2020)
Homep 1 1ata HOpMaTHBHOHN AOKYMEHTALIHMH ITNO015546/01-301120
HaumeHoBaHHe U azpec JepxKaTens bepnun-Xemu AT',['epmanus
PETHCTPaLlMOHHOTO YAOCTOBEPEHUSA Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimuii 1J0KyMeHT NOATBEPIKAAET:

-JIaHHBIA JICKapCTBEHHBIA Ipemapar cooTBeTCTBYeT 61-D3 «OO6 oOpallleHHH JIeKapCTBEHHBIX
CPEICTB...»;

-CepHsl JICKAPCTBEHHOIrO IMperapaTa COOTBETCTBYeT TpeOOBaHHAM, YCTAHOBIEHHBIM IPH €ro
roCy/lapCTBEHHOM perucTpaluu

»__f——e==Coxomo B.J.  21.01.2022
- (mozmnuck) (nara )

000 “BepnuH-Xemun/A. MeHapuHu"

Opuauyecknia agpec: Poccun, 123317, r. Mockea, MNpecHeHckana HaGepexHasn, 4. 10
MovtoBein agpec: Poccua, 123317, r. Mocksa, lNpecHeHckan HabepexHasn, 4. 10
Tenedon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

Mpoaykr:

Koa npoayxTa:

Ne cepun: 14013A

Aata uaroroenexus: 10/2021

[ara sbinycka cepui: 15/12/2021
HopmaTueHan AOKYMeHTaLUMA:
lNexapcTeenHan dopma:

NeicTeyOlLee BELECTBO:

Mpon3soauTeNb AEACTBYIOWEro BewecTsa:
OBwem cepun (KONUHECTBO YNAKOBOK):

Mokasarens
Onucaxune

(oanuHr
B3XX

Yo-cnextpohoToMeTpra

CpepHAR macca
PacnapaemocTts
Pacrteopenne

Poncreennbie npumech
MNpumecs E
Nwban eanHndHan
HEWAEHTM(EULUPOBAHHAR NPUMECH
Cymma HemaeHTUhMLUMpPOBaHHBIX
npumecen
Cymma npumecedn
MuxkpoBuonorvyeckan yncrora
Obujee yucno aapobHbix
MUKPOOPraHW3MOB
Obwee 41CNo APOXOKEBLIX M NNECHEBbIX
rpuboe
Escherichia coli
OAHOPORHOCTE AO3UPOBAHUA

KonuyecteenrHoe onpeaenenue (BIXX)
BpomrekcuHa ruapoxnopua

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Versitzender), 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).

MENARINI

Certificate of Analysis

Bpomrexkcur 8 Bepnux-Xemu
F139729

M N015546/01-301120

Tabnetkw, NoKpbITbIe 0GONOYKON 8 Mr
BpomrekcuHa ruapoxnopua

OAAC Numuren, UHana

130176

Cneundnkaumn

Tabnertku, NoKkpbITLIe 0BONOYKON OT XENToro A0
3eneHoBaTo-KEeNTOoro LBeTa cnerka
ABOAKOBbLINYKNbig € NoYTH BenbiM RApoOM.

Bpema yaepxuBaHWA OCHOBHOTO NUKa Ha
XpPOMarorpaMme MCNbITYEMOro pacTeopa AOofmKHO
COOTBETCTROBATE BPEMEHN YASPXUBAHUA OCHOB-
HOrO NWKa Ha XpPOMaTorpaMMe CTaHAapTHOrO
pacTeopa GpomrexkcuHa ruapoxnopuaa.

Y® — cnekTp nornoweHna UCnsITyemoro pacTeopa B
obnactu or 220 a0 400 HM [OMMKEH UMETL
MaKkCUMyM NOrNoLEHWA NpU ANUHE BONHLI 248 + 2
HM.

0.100r £ 15 % (07 0.085r A0 0.1157r)

He Gonee 30 MuH

He menee 70 % (Q) 6pomrexkcuHa ruapoxnopuaa
yepea 30 MUHYT

He 6onee 0.3 %
He Bonee 0.2 %

He 6onee 0.5 %

He Bonee 0.5 %

He 6onee 10°KOE B 1T

He Gonea 10°KOE e 11

OTrcytcreme B 11

MapameTp npuemnemoct Ana 10 egunny
Aocauposanua S 15,0, napameTp npueMnemMocTu 4ns
30 eanHuy poavposanna S 15,0 U HK oaHa U3
eAuHUU A03upoBaaHus He meHee 0,75 M u He Bonee
1,25 M

Ot 7.6 no 8.4 mr GpomrexcuHa ruapoxnopuaa B
TaBnetke (or 95 % Ao 105 % or 3anBneHHoro
COAEPKaHUA)

Mo 25 TaBneTok B KOHTYPHON AYENKOBOW ynakoeke
(6rmcTep) ua NBX/consra anloMuHesan

Mo 1 6nucTepy ¢ UHCTPYKUMEH MO NPUMEBHEHUIO
npenapara B KapTOHHOWN nauke.

BERLIN-CHEMIE

Ceprugpukar ananusa

lopeH ao: 10/2024

Peaynerar

TabnaeTku, NoxpbiTbie 0B0NOYKOR OT
HEATOrO A0 38NIEHOBATO-KENTOro Lyserta
Cerka ABOAKOBLINYKNLIe C NONTH Benbim
A4pomM

MonoxurensHo

MonoxurensHo

0.102 r
5. MUH

100. %

A

0.1 %
0.1 %

A

< 01%
< 01 %
<100. KOEe 1t
< 10. KOEB 11

Cooteercreyer
5.4

8.2 mr

Cootsertcrayer



Analysenzertifikat Certificate of Analysis
MNpogykT: Bpomrexcun 8 Bepnun-Xemu
Kop npogykTa: F139729

Ne cepum: 14013A

MapkupoBka

1) NepBuyHaR ynakoska nekapcTBeHHOro npenapara
Ha e H KOM A3bIKE YKa3bl

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

MEXAYHapOAHOE HeNnaTeHToBaHHOe HaUMMeHOBaHWue
NEeKapCTBEHHYIO hopMy, AC3MPOBKY

Ne cepumn: 14013A

lopen go: 10/2024

HEBUANMDINA 3HAK 3aLLMTEI

2) BropuyHas ynakoBka

Ha kapToHHOW Nauke Ha PYCCKOM A3bIKE YKA3bIBAIOT:
HaWMEHOBaHWe PUPMbI-NPOUIBOAUTENSA, CTRaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHvue)
TOProBoe HauMeHoBaHWe npenapara

MEXAYHAPOAHOE HENaTEeHTOBAHHOE HAaUMEHOBaHUe
NeKkapcTBeHHyo hopMy, AO3MPOBKY

KONUYECTBO TabNeToK B ynakoske

coaepxaHue 4erCTByIoLLero BewecTsa B ogHow Tabnetke

«CoaepxuT NakToay, caxapoay, FMIOKO3HbIN CUPON»
YCNOBURA XPaHEHWUA

«CoBnioaaTs MHCTRYKLMIO N0 NPUMEHEHWIO NPENApaTa, KOTOPAA HAXOAUTCA
BHYTPH YNaKOBK1»

«JlekapcTeeHHoe CPEACTBO XPaHWUTL B HELOCTYNHOM ANA A8Tel MecTe!»
«OTxapkuBaroLlee MyKONUTU4ECKOe CPeACTBO»

HOMEP PErMcTPaUMOHHOro YAO0CTOBEPEHWA

YCNOBUA OTNYyCKa

Ne cepuu: 14013A

[ata uarotoenenua: 10/2021

lopen po: 10/2024

LTPUX-KOA

«[INA npuema BHYTpb»

HEBMAMMDINA 3HAK 3aLLMTLI

NPOU3IBOACTBEHHbLIA KOA

3TUKETKA KOHTPONA NepBoro BCKPbITUA

CPEACTBA MABHTU(DUKALMN CUCTEMbI MOHUTOPUHIA ABUKEHUA NEKAPCTBEHHbLIX NPenapaTos

Xpanenwne
Cpok rogHocTH

Ceprtudukar:
BbilweykasaHHas cepus oTeedaeT TpeboBaHUAM HOPMATUBHON AOKYMEHTALMM,

r-Norberf Stang

YnonHoMoueHHOe NUUo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giavanni 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 {Qualititskontrolle).

BERLIN-CHEMIE
MENARINI

Ceprugukar ananusa

Peaynbrarte!

BERLIN-CHEMIE/MENARINI
BpomrekcuH 8 Bepnux-Xemu
Bpomrekcux

TabneTku, NokpeiTbie 060N0YKON B Mr

nMeeTca

Bepnun-Xemu AT, Fepmanua
BERLIN-CHEMIE/MENARINI

Bpomrekcut 8 BepnnH-Xemu

BpomrekcuH

TabneTku, NoKpbiTbie 660NOUKOH 8 Mr

25 TabneTok, NoKpPbITbIX 050NOMKON

B 1 rabnerke, NOKpbITOH 0GONOUKON, COASPMHTCA
Gpomrexcuna ruapoxnopuaa 8 mr,

yKasaHo
XpaHuTh Npu TeMnepaType He suiwe 25°C.

yKa3aHo

yKasaHo
ykaaaHo

M N015546/01
Bea peuenra

MMeaTCR
yKa3aHo
WMMEETCA
UMEeTCA

He MMeeTca
HMMEBTCA

Mpu Temnepatype He Boiwe 25°C,
3 roga.




