000 bepnnH-Xemn/A. MeHapmHm

MOATBEPXKJIEHUE COOTBETCTBUSI

Ne TIC-12530A

TOpFOBOE HaHME€HOBAHHE

JlepkameH® 20

(rpynnupoBo4HOE HIH XHMHYECKOR)

Me}KnyHapoxmoe HCMMaTCHTOBAaHHOC HAHMMCHOBAHHEC

JlepkaHHUAUITHH

JlexapcTBeHHas popma

TabJIeTKH IIOKPBIThIE IIIEHOYHOH

yKa3aHHEM CTaauil IPOM3BOJICTBA)

000J104KOH
Jlo3zupoBka 20 mr
dopMa BBIITYCKa 10 wiT., 6aucTepsl (6 1WT.) , Nayka
KapTOHHas
Howmep cepuu (maptun): 12530A
O06beM cepuH(napTuH) 27 000
JlaTa BpInycKa 01.05.2021
['ozieH 1o 01.05.2024
HammenoBanne u azpec mnpousBoautens (c | IpomsBoauTen-

bepinun-Xemu Al,'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Beinyckawmmii KOHTPOJIb KavyecTBa-
bepnun-Xemu AI', I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep 1 1aTa perncTpaliHOHHOTO YAOCTOBEPEHHS

JICP-006976/08 ot 01.09.2008
(Jtara 3ameHs1 15.01.2020)

Homcp H JaTa HOpMﬂTHBHOﬁ JOKYMCHTaluH

JICP-006976/08-150120

HanmeHOBaHHe H azpec
peruCcTPallHOHHOTO YI0CTOBEPEHHS

OEPKATEIA

O61ecTBO e OrpaHHYeHHOMN
OTBETCTBEHHOCTBIO  "bepnuu-XeMu/A.
Menapunu", r. Mocksa, [IpecHeHckas
HabGepexHas, 1.10

HacTosmmii TOKyMeHT MOATBEPIKIALT:

-JaHHBIH JIeKapCTBEHHbIH INpenapar cooTBeTcTBYeT 61-P3 «OO0 oOpalieHHH IeKapcTBEHHBIX
CPEACTB...»;
-CepHsl JIEKAPCTBEHHOI'O IIpenapara COOTBETCTBYET TpeOOBaHHAM, YCTAHOBIECHHBIM IIPH €ro
rocy1apcTBEHHOH perucTpaluy

000 “BepnuH-Xemu/A. MeHapuHK”

,/p

““Coxkonos B.JI.

(HO):[IIHCB)

06.10.2021
(mata)

HOpuauyecknn agpec: Poceun, 123317, r. Mockea, MNMpecHedckan HabepexHas, 4. 10
Moytoeein agpec: Poccua, 123317, r. Mocksa, lNpecHeHckan HabepexHan, 4. 10
TenedpoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

2
&
1
&
E ]

Analysenzertifikat Certificate of Analysis Ceprugukar anannza
MpoaykT: Nepkamen® 20
Koa npoaykra: F1379804
Ne cepuu: 12530A
[lara uarotosnenus: 05/2021 lopen go: 05/2024
[ara ebinycka cepuu: 24/08/2021
HopmaTtveHan AOKYMEHTALWA: NCP-006976/08-150120
NekapcTeeHHan opma: TabneTku NoKpbITbie NNeHouHon obongukow, 20 Mr
[leicTeyollee BEWECTBO: NepkaHuaunuH
MpoussoguTens AENCTBYIOWErO BewecTea:  Recordati Ireland Ltd., Ireland
O6vem cepun (KONMMECTBO): 27000
Noka3zarens Cneuyndunkaumn Pesynsrar
Onucanve Kpyrnbie ABOSKOBbLINYKNbIE TaBNeTkW, NOKpbITbie Kpyrnibie ABOAKOBbINYKNLIE
NNEHOMHOM 0GONOYKOH, KpaCHOBATO-PO30BOTG TBONETIH, NOKpEITLIS TINeHOUHOR

060N04KOH, KPACHOBATO-PO3OBOIO

LBETa, C PUCKOW Ha OAHOH cTopoHe. Bua Ha LBETA, C PUCKOR HA OAHOM CTOPONE.
W3INoMe: CBEeTNO-XenToroe usera. Bua Ha W3NOME; CBETNO-XEeNnToro
ysera,
CpeaHsa macca 206.0Mrx7.5% 206.1 mr
OAHOPGAHOCTL Macchl 18/20£ 7.5 %; 2/20+ 15 % CooTBeTcTBYET
OAHOPOAHOCTL A03UPOBAHWA MapameTp npuemnemoctn aAna 10 eAnHAL 1.3

noauposanuA s 15.0. MapameTtp npueMnemocT
ansa 30 eguHny goanpoBanna = 15.0 v HKU oAHa K3
eAWHUL A03UpoBaHKA He MeHee 0.75M unu u He

Gonee 1.25M
PacnapgaeMocTs He Gonee 15 MuH 5. MuH
PacTteopeHnue He meHee yem 70 % (Q) yepes 45 muH 96. %
MoanuHHocTe (B3XX) Bpemn yaepxueaH1A OCHOBHOMO NWKa Ha MonoxuTensHo

XpOMaTorpamMMe UCnbiTYEMoro pacTeopa 2 A0MKHO
COOTBETCTBOBATL BPEMEHU YAGPKMBAHWA NUKa
nepKaHWMAUNMHA MMAPOXNOPUWAA Ha XpomaTorpamme

cTaHpapTHoro pacraopa 6.
PoaCTBEHHBLIE NPUMECH
Mpumecs 1 He 6Gonee 0.20 % < 0.14 %
MNpumecs B He Gonee 0.20 % < 014 %
Mpumecs 3 He Gonee 0.30 % < 014 %
Cymma HeuaeHTUULMPOBAHHBIX He Gonee 0.20 % < 0.14 %
npumecen
Cymma npumecen He Gonee 0.75 % < 0.14 %
MukpoBnonorvyeckas YucTora
O6uee uncno aspobHbix
A He Gonee 10° KOEB 1T < 10. KOE/r
OblLee YMCI0 APOMOKEBLIX M NNECHEBLIX  He Gonee 10 KOEB 1T < 10. KOEIr
rpuboe
Escherichia coli OTtcyTcreve B 11 CooTBeTcrayeTr
KonuuecTeeHHoe onpeaeneHwe
nepkaHuannuHa ruapoxnopua (B3XX) Ot 19.0 Ao 21.0 mr B Tabnetke 19.9 mr
(95.0 — 105.0 % OT 3aABNEHHOro COAEPKaHWUA)
Ynakoska Mo 10 Ta6netok B 6nucTep [HenpoapayHas NBX-  CooTseTtcTeyeT

nneHka / honbra anioMuHuesas).
Mo 6 (no 10 TabneTok) BNUCTEPOB C MHCTPYKLIWEH
N0 NPUMEHEHUI Npenapara B KapTOHHOW navke.

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 {Qualitatskontrolle).



Analysenzertifikat
MNpoaykT: Nepkamen® 20
Koa npogyxra: F137904

Ne cepumn:  12530A

Mapkuposka
1. MepBMyHaR ynakoska NnexkapcTBEHHOrO npenapara

Ha 6nuctepe Ha PyCCKOM si3bike yKa3bIBAKOT:
TOProBoe HauMmeHoBaHue npenapara®
MeX/yHapoAaHOoe HEMNaTeHTOBAHHOE HAaMMEHOBaHKe
A0C3NPOBKY

NnekapcTeeHHy opmy

HauMeHoBaHWe PUpMbi-NnponsBoaUTENs

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepuun:  12530A

lopen po: 05/2024

HEBUAWMBINA 3HAK 3aLLMTbI

2. BropuuyHas ynakoska

Ha kapToHHOW navke Ha pYCCKOM A3bike YKa3bIBaoT:
HaUMeHoBaHWe PMPMbI-NPONIBOAUTENS, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOpProBO€ HavMeHoBaHwe npenapara®

MEXAyHapoAHOe HenaTeHTOBaHHOE HauMEeHOBaHWe
AC3NPOBKY

KONW4eCTBO TalNeTok B yNakoBke, NeKapCTEEHHYIO $opmy

coAepkanue aeicTBYyIOLWero sewectea B 1 TabneTke

"ns npuema BHyTpL"

Ycnosua oTnycka

"CobnoaaTte MHCTPYKUMIO N0 NPUMEHEHUIO npenapara, KoTopas
HaxXOAMTCA BHYTPH ynakoBku"

“llekapcTeeHHOe CPeaCTBO XPaHWUTL B HBAOCTYNHOM ANA AeTel mecrel”
"Conepxut nakrosy"

YCINOBUA XpaHeHUA

Ne cepun:  12530A

[Nara usrotoenenws: 05/2021

logex po: 05/2024

PEerucTpaLMoHHbIA HoMep

WTPUX-KOA

"Mo nuueHsum RECORDATI"

"[ANA neveHWA apTepuansHoR rMNepTeHaun”
HEBW/AWUMBIWA 3HAK 3aLUMUTLI
NPOM3BOACTBEHHBLIA KOZ

3TUKETKA KOHTPONSA NEPBOTO BCKPLITUS
CPeACTBA UAEHTUDUKALIMW CUCTEMBI MOHUTOPUHIA ZIBKEHNS
nexkapcTBeHHbIX NpenapaTos

XpaHeHune
Cpok rogHocTH

Ceprucpukar:

BulweykasaHHan cepus oTeevaeT TpeGoBAHMAM HOPMaTUBHOIN AOKYMEHTALIMM.

Dr. ftdtbe Stang

YNonHOMGYEeHHOE LYo

Vorsitzender des Aufsichtsrates; Dr. Alberto Giavanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edwh 2V bh

Certificate of Analysis

BERLIN-CHEMIE
MENARINI

Ceprugpuxar ananusa

Peayneratei

Nepkamen® 20
Nepxkanuaunuu

20 mr

TabneTk1 nokpbiTbie
nnexHoYHol oBonoykomn
bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI

uMeeTcs

bepnun-Xemu Al', Fepmanun
BERLIN-CHEMIE/MENARINI
Nepkamen® 20
NepkannamnuH

20 mr

60 Tabnerok NOKpLITLIX
nnexroYHoi o6onoykon

B 1 tabnetke, nokpeiTol
NNEHONHOH 0BONOYKOR,
COREPXMTCA NepkaHuaunuHa
ruapoxnopuaa 20 mr

uMeercs
MNo peuenry.

yKka3aHo

yKa3aHo
yKaiaHo

XpaHWTe Npu TeMnepartype
He Bbiwe 30°C.

NICP-006876/08
umeeTcs
umeeTcs
yKa3aHo
umeeTca
uMeeTca

HE MMEeEeTCA
umeeTcs

Mpu TemnepaType He ebiwe 30°C
3 ropa

" Dr. Christian Matschke,

Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitdtskontrolle).




