000 BepnnH-Xemn/A. MeHapuHH

MOJATBEPKJIEHHE COOTBETCTBHUA

Ne [1C-14584A

ToproBoe HaMMEHOBAaHHE JlepkameH® 10

MexyHapoIHOE HENaTeHTOBaHHOC HAHMCHOBAHHE JlepkaHHIUITHH

(rpynmHpoBOYHOE WIH XMMHUYECKOE)

JlexapcTBeHHas Gopma TaBIeTKH MOKPHITHIE ITICHOUHOH

000104KOH
Jlo3upoBKa 10 Mr
dopma BbINIyCKa 15 1., 6aucTepsl (4 WT.) , Mavka
KapTOHHas

Homep cepuH (TapTHH): 14584A

O6beM ceprH(apTHH) 51 800

Jlata MpoH3BOACTBA 01.11.2021

T"ozeH /10 01.11.2024

HaumeHoBaHHe M ajapec  TPOH3BOIHTE]A (c TMpou3BoauTeEIb-

yKa3aHHEeM CTalHi IPOU3BOJICTBA) Bepnun-Xemu Al',I'epMaHus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BuinycKaUMi KOHTPOJIb KauecTBa-
Bepnun-Xemu Al, Iepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMmep 1 JaTa perHCTPALIHOHHOTO YI0CTOBEPCHHSA JICP-007057/09 ot 07.09.2009
(nata 3amensl 30.12.2019)

HoMmep M J1aTa HOPMAaTHBHON JOKYMEHTAIHN JICP-007057/09- 301219

HaumeHoBaHHE %) ajipec neprkarens | O6uiecTBo C OrpaHHYEHHOH

PErvCTPallMOHHOTO YIOCTOBEPEHHS oTBercTBeHHOCTbIO  "Bepmun-XeMu/A.
Menapunu", r. MockBsa, [IpecHeHCKas
HaGepexxHas, 1.10 B

HacTosmui J0KYMEHT MOATBEPAKIACT:

-laHHbIHA JIeKapCTBEHHBIN Ipernapar COOTBETCTBYET 61-d3 «O6 obpalleHHH JeKapCTBEHHBIX
CPEJCTB...»;

-cepHsl JIEKapPCTBEHHOTO [MperiapaTa COOTBCTCTBYET TpeGOBaHHAM, YCTaHOBICHHBIM IIPH €ro
rocyiapcTBEHHOM perucTpanum

25.02.2022
(nata)

Ne 6/n or 07.09.2020

000 “BepnuH-XeMu/A. MeHapuHKu”

KOpuamndeckuia agpec: Poccus, 123317, r. Mockea, MNpecHerckan HaGepexHas, 4. 10
Moutoesiid anpec: Poccun, 123317, r. Mocksa, MNpecHeHckan HabepexHas, 4. 10
Tenecpo: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugmxar ananusa
MpoaykT: Nepkamen ® 10
Koa npoAykTa: F137902

Ne cepuu: 14584A

[Nara uarotoBnenus. 11/2021
[ara sbinycka cepun: 04/02/2022
HopmaTuBHas A0KYMEHTaUuA:
NexapcTeeHHan gopma: TabneTkun NoKpbITbie NNEHOMHOR obonoykod, 10 mr
[eiicTByOLiEe BELLEeCTBO: JlepxanuaunuH

MpoussoauTens AeiicTeylowero sewecrea: Pekopaatu Mpnanans Jita., Upnangua

lFopeH go: 11/2024

NCP-007057/08-301218

Obbem cepuun (KONMYECTBO YNAKOBOK): 51800
MNokasarens Cneundwukaumsa PeaynLrar
Onucaxue Kpyrnbie ABOAKOBLINYKNbIe TaBneTku, NokpbiTeie  Kpyrnbie ABOAKOBbINYKNbIE TabneTkw,

NOKpPbITbIE NNEHoYHOU oBonauykoi, ot BneaHo-
KENTOro A0 CBETNO-KENTOro Useta C puckon
Ha oAHOW cTopoHe. Bua Ha uanome. ceeTno-
XKenToro useta

nnexHo4Hoi o6onoYkoi, ot GnesHo-XxenToro
[0 CBETNO-XKEeNnToro UseTa c pUCckodt Ha OAHOR
cTopoHe. Bua Ha vanome. CBETNO-XENTOro usera

103.0mMr27.5% 102.3 mr
18/20£ 7.5 %; 2/20 £ 15 % CoorsercrayeT
MNapameTp npuemnemoctu Ansa 10 eavHuy 2.0
AoanposanuA < 15,0; MapameTp npuemnemocTu

Ana 30 eauHuy fo3upoBaHuA S 15,0 U HU ofHa U3

OTAENbHbIX 84MHUL A03MPOBaHUA He MeHee 0,75

M u He Bonee 1,25 M

CpeaHas macca
OAHOPOAHOCTL MACCHI
OAHOPOAHOCTE AO3VNPOBAHWA

PacnagaemocCTb He 6onee 15 MuH 7. MUH
Pacteopenue He menee 70 % (Q) yepes 45 muH oT 95. %
38ABNEHHOrO CoAepPXaHna
MOANMHHOCTE NEPKaHWAWNKMHE FMAPOXNOPKA Bpema yAepXUBaHUA OCHOBHOMO N1Ka Ha MonoxuTensHo
(BIWKX) XPOMATOrpamMMe MCrbiTYEMOro pacTeopa 2 AOMKHO
COOTBETCTBOBATL BPEMEHN YAEPKUBAHWA NKUKa
NEepKaHUAWNWHE MAPOXNOPMAA Ha XpoMaTorpamme
cTaHaapTHoro pacreopa 6
PoacTeBeHHbIE NpUMECH
MNpumecs 1 He Gonee 0.20 % < 014 %
Mpumecs B He Gonee 0.20 % < 014 %
Mpumecs 3 He 6onee 0.30 % < 014 %
CymMMa HeuaeHTUULMPOBaHHbIX He Gonee 0.20 % < 014 %
npumecei
Cymma npumecei He 6onee 0.75 % < 0.14 %
MukpoBuonoruyeckan ducrora”
O6wee 4ncno aspobHbix He 6onee 10° KOEB 1T < 10.
MUKPOOPraHU3MoB
O6Lwee YUCNO APONOKEBbLIX U He 6onee 10°KOE g 1r < 10.
nnecHesblX rpubos
Escherichia coli Orcytcteue B 11 CooreercreyeT
KonuuecTBeHHoe onpejeneHune oT 9,5 40 10,5 Mr nepkaHuaunuHa ruapoxnopuaa 9.9 wmr/rab.
nepkaHuaMNuHa ruapoxnopua (BIXX) B 0AHOIA Tabnetke (95 % -105 % oT 3aABNEHHOro
COfEpKaHnA)
YnakoBka Mo 15 Tabnetok B GnucTep [HenpospayHas MNBX- CooTeeTtcrayeT

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -

nnexka/qonsra anoMuHuesas).
Mo 4 (no 15 TabneTok) 6nucTepa ¢ UHCTPyKUnei
No NPUMEHEHUIO NpenapaTa B KapTOHHOMA navke.

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 {Qualitédtskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis

Nepkamen ® 10
F137902

MpoaykT:
Koa npoaykTa;
Ne cepuu: 14584A

MapkupoBka

1) MepeuyHan ynakosKa NekapcTBEHHOro npenapara
Ha 6nucTepe Ha pycCcKOM A3biKe yKasbiBaT:

Toprosoe HaumeHoeaHwe npenapata®

MeXAyHapoAHOe HenaTeHTOBaHHOe HAUMEHOBaHWe, A03UPOBKY
NeKkapcTeeHHyio opMmy

Ha3saHwe hUpMbI-NPOUIBOAUTENA

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepumn: 14584A

loaen Ao: 11/2024

HEBUJNMbIW 3HAK 3aWUTbI

2) BropudHas ynakoeka

Ha kapTOHHO Na4ke Ha PYCCKOM A3bIKe YKa3blBaloT:
HauMeHoBaHWe (PUPMbl-NPON3BOAUTENRA, CTPAHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
Toproeoe HaumeHoBaHwe npenaparta®

MexXayHapoAHOe HenaTeHTOBaHHOe HauMEHOBaHMe, A03UPOBKY
konuuecTeo TabneTok B ynakoBke, NeKapcTBEHHYI hopmy
coaepxaiue AeACTBYIOWEro BellecTea B 0aHoH TabneTke

«[nA npuema BHYTpb»

YCNOBWUA OTNycKa

«CobniogaTte MHCTPYKLUUIO NO NPUMEHEHKIO Npenapara, KoTopas HaxOAUTCH BHYTPU yNakoBKu»
«JlekapcTBeHHOE Cpe/ACcTBO XPaHWTL B HBAOCTYNHOM ANA AeTel MecTe!»

«CopepxuTt nakroay»

YCNOBUA XPAHEHUA

Ne cepuu: 14584A

[ara warotoenenuna: 11/2021

lopeH po: 11/2024

pEerucTpauuoHHbIA HoMep

WITPUX-KOA

«Mo nuuyeHsun RECORDATI»

«[lNA NeYeHUn apTepuansHOR rMNepTeH3nu».

HEBUANMbBIA 3HAK 3aLMUThI

NPOW3BOACTBEHHbIA KOA

3ITUKETKA KOHTPOMNS NEpPBOra BCKPbITUA

CpeAcTBa MAGHTUDUKALMKA CUCTEMBI MOHUTOPWHIA ABWKEHNA NEKapCTBeHHBIX Npenapartos

XpaHeHue
CpOK rogHOCTH

Cepruduxar:
BbileykasaHHas Cepua oTBe4aeT TpeGoBaHUAM HOPMATUBHON AOKYMEHTaLUN.

. Tibor Miké

YnonHoMo4eHHoe Nnuuo

Ceprugpukar anannsa

Pesynerars!

Nepkamen ® 10

Nepkauuaunud 10 mr

TaBneTky NOKPLITHIE NNEHOSHOK 06ON0YKOH
BepnuH-Xemu Al
BERLIN-CHEMIE/MENARINI

WMmeeTca

Bepnun-Xemu Al, Fepmanun
BERLIN-CHEMIE/MENARINI
NepkameH ® 10

Nepkanngunux 10 mr

60 TabneToK NOKPLITLIX NNeHo4YHo! oBonoykon
B 1 tabneTke, NOKPLITOW NNEHOYHON
0B0ONOUKOW COAEPKUTCA NEPKaHUANNMHE
rugpoxnopuaa 10 mr.

yKasaHo

Mo peuenTy.

yKasaHo

ykasaHo

yKasaHo

XpaHuTb Npu TemnepaType He Builwe 30°C

NCP-007057/09
nMmeeTcs
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yKa3aHo
umeeTcs
UmeeTcs

HEe uMeeTcA
umeeTcs

Mpu Temneparype He Bbiwe 30°C
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Vorsitzender des Aufsichisrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemis AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle).



