OO0 bepnnn-Xemmn/A. Menapnrm

NOATBEPKJIEHHUE COOTBETCTBUS

Ne TIC-13544A

Toprosoe HauMeHOBaHHe

Jlepkamen® 20

(rpyNIHpPOBOYHOE HIIH XUMHYECKOE)

MC)KJIYHBPO,[[HOC HCITAaTCHTOBAHHOEC HAUMECHOBAaHUE

JlepkaHUAUTIHH

JlexapcTBeHHas Gopma

TabJIeTKH NOKPBITHIC ICHOYHOM

000104K0H
Jlo3upoBka 20 Mr
®opmMa Beinycka 14 wt., 6aucTepsl (2 10T.) , Nauka
KapTOHHas
Homep cepun (maptum): 13544A
O6weM cepuH(TIapTHH) 55 800
JlaTa npou3BoacTBa 01.08.2021
Tonen no 01.08.2024
HaumeHoBanne u  agpec mnpousBomutens (¢ | MpousBoguTen-
yKazaHHeM CTaJHH IpOM3BOACTBA) bepaun-Xemu AT’ ,I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BeimycKanmuii KOHTPOIb KavecTBa-
bepmun-Xemu AI', I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep u 1aTa perHcTpallHOHHOIO YIOCTOBEPEHHA JICP-006976/08 ot 01.09.2008
(naTa 3aMensl 15.01.2020)
Homep 1 1aTa HOpMAaTHBHOH JOKYMEHTAIMH JICP-006976/08-150120
HaumenoBanue H azpec naepxartens | ObuiectBo c OrpaHUYeHHOH
PErUCTPALHOHHOTO Y/I0CTOBEPEHHS OTBETCTBEHHOCTbIO  "BepiauH-XeMu/A.

Menapunn", r. Mocksa, IpecHeHckas
HaOepexxHast, 1.10

Hacrosmmuii J0OKyMEHT NOATBEpPKIAeT:

-JlaHHBIH JIEKapCTBEHHBIH Tpenapar cooTBeTCTBYeT 61-O3 «O6 obpalieHHH JeKapcCTBEHHBIX
CPEICTB...»;
-CepHs JICKapCTBCHHOI'O IIperiapaTa COOTBETCTBYET TPeOOBaHHAM, YCTAHOBJIEHHBIM MpPH €ro0
rOCY/IapCTBEHHOH perucrpauuu

®
Jlosepentoc - dig
Ne 6/u o1 07.09° 820k

000 “BepnuH-XemMu/A. MeHapuHu”

)/%%ﬁxonw BA. 12113031
(moamuce)

(mata)

HOpunuyeckuin agpec: Pocecua, 123317, r. Mocksa, NpecHenckan HaGepexHas, 4. 10
MoyToBeit agpec: Poccun, 123317, r. Mockea, MNpecHeHckan HabepexHasn, a. 10
Tenedpon: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MNpoaykT:

Koa npoaykra:

Ne cepun:  13544A

[ara warotoenenus: 08/2021
[ara sbinycka cepun: 21/10/2021
HopmaTuBHan AOKYMEHTaLuA.
fNekapcTeeHHan gopma:
[ercTeyOLLEE BELWECTBO:

Mpou3eoauTeNb AEWCTBYIOLLEID BEWECTBaA:

Ofbem cepum (KONUYecTBo):

MNokazatens
OnucaHwue

Cpeannas macca
OpHOPOAHOCTL MacChl
OAHOPOAHOCTL A03MPOBAHUA

PacnagaemMocTb
PacTeopeHve !
MognurHocTe (BIHX)

PoacreeHHbie NpuMecH

Mpumecs 1

Mpumecs B

MNpumeck 3

Cymma HenaeHTUDULMPOBaHHBIX

npumecei

Cymma npumecei
Mukpobuonoriuueckas Yicrora

O6ee yucno aspobHeix

MUKDOODIaHW3IMOB

Obwee YACNO APOXHOKEBbIX U NECHEBbLIX

rpubos

Escherichia coli

KonudecteeHHoe onpejeneHue
nepkaHuaunuHa ruapoxnopua (B3MX)

Ynakoska

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

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Cepru¢pukar aHanusa

J‘Iopxanen” 20
F137903
logen po: 08/2024

NCP-006976/08-150120
TabneTkv NnoKpbITLIE NNEHouYHoW oGonoukow, 20 Mr

TNepkaHnaunux

Recordati Ireland Ltd., Ireland

55800

Cneumndmkauun Peaynbrart

Kpyrneie AB0osKoBbINyKNble TabneTku, NOKpbiTLIe Kpyrneie ABOAKOBLIMYKNbIE

TabneTkK, NOKPLITLIE ANEHOYHOW
ofonoukoi, KpacHoBaTO-pO3NBOT0
UBeTa, C PUCKOW Ha OAHOW CTOPOHS.
Bua Ha nanome: CBETRO-XENTOro
usera.

nneHo4Hon 0G0N0OYKOM, KpacHEBATO-PO3NBOrO
uBeTa, ¢ pUCKOW Ha OAHOW cTopoHe. Bua Ha
Manome: CBETNO-XKeNToro LBeTa.

206.0Mr£7.5% 206.2 mr
18/20£ 7.5 %, 2120+ 15 % CooteertcteyeT
MapameTp npuemnemoctu ans 10 eauHuy 36
noauposanus S 15.0. NapameTp npueMNeMocTyr

Ans 30 egunny goaupoeanua S 15.0 u HKM oaHa K3

euHUL A03upoBaHna He MeHee 0.75M unu u He

Gonee 1.25M

He Gonee 15 muH 8. MWH
He menee yem 70 % (Q) wepes 45 muH 96. %
Bpems yaepwuBaHUs OCHOBHOrO NWKa Ha MonoxuTensHo
XpOMaTOrpaMMe UCNbITYEMOro PacTBopa 2 A0/MKHO

COOTBETCTBOBATb BPEMEHWU YAEPXKUBAHUA NKKa

nNepKaHWAMNUMHA MTMAPOXNOPUAS HA XpOMaTorpamMme

craHaapTHoro pacteopa 6.

He Gonee 0.20 % < 015 %

He Gonee 0.20 % < 015 %

He Gonee 0.30 % < 015 %

He Bonee 0.20 % < 015 %

He Gonee 0.75 % < 0.15%

He Gonee 10° KOE B 11 < 10. KOE/r
He Gonee 10° KOEB 11 < 10. KOE/r
OrcyTcreme s 11 CootsercTeyeT
OT119.0 ao 21.0 mr B Tabnetke 201 mr
(95.0 — 105.0 % OT 3aABNEHHOTO COAEPKAHMNA)

Mo 14 Tabnetok B 6nucTtep [HenpospayHas MBX-  CooTseTtcreyeT

nnewxka / onera anoMmHuesas].
Mo 2 (no 14 Ta6neTtok) GNUCTEPA C MHCTPYKLMER
No NPUMEHEHMIO NpenapaTta B KApTOHHOW nauke.



Analysenzertifikat Certificate of Analysis
MpoaykT: Nepkamen® 20
Kop npoaykTa: F137903

Ne cepuu:  13544A

Mapkuposka

1. MepBMuyHan ynakoBKa NeKapcTBEHHOrO npenapara
Ha 6nucTepe Ha PYCCKOM A3biKe YKa3biBAIOT!

TOpProBoe HauMeHoBaHue npenapara®

MeXaAyHapoAHOe HenaTeHTOBaHHOE HaUMEHOBaHWe
A03MPOBKY

nekapcTBeHHyK hopmy

HauMeHoBaHWe (PUPMbI-NPOU3BOAUTENA

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepuv:  13544A

lopen ao: 08/2024

HEBMAUMBIA 3HEK 38T

2. BropwyHan ynakoBka

Ha kapToHHOW Nayke Ha PYCCKOM A3bIKE YKa3biBaKT:
HauMeHoBaHwWe (MPMbi-NPOUIBOAWTENS, CTPaHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
Toprosoe HaWmeHoBaHue npenapata®

MEXyHapoAHOe HENaTeHTOBaHHO® HAUMEHOBaHWE
[03UPOBKY

KOnM4ecTBo TaBNeToK B yNakoBKe, NEKapCTBEHHYIO chopmMy

coaepxaHue aeicTeylowero sewectsa B 1 TabneTke

“Ilns Apuema BHyTpL"

Ycnosusa otnycka

"CobnioaaTe MHCTPYKLUMIO NO NPUMEHEHWIO Npenapara, KoTopas
HaXOAMTCA BHYTPU YNakosku"

"MekapcTBEHHOE CPEACTBO XpPaHUTb B HEAOCTYNHOM ANA Aeten mecte!”
"CoaepxuT naxkToay”

YCNOBWUS XpaHeHWUs

Ne cepun:  13544A

[aTa waroroeneHus; 08/2021

Nopex po: 08/2024

PerncTpauMoOHHbIA HoMep

WTPMX-KOA

Mo nuueHaun RECORDATI"

[N NEYeHUs apTepuansHoi rMnepTeHani”
HEBUAUMbIA 3HAK 3aLLNUTLI
NPON3BOACTBEHHbBIN KOA

3TUKETK3 KOHTPONS NEPBOro BCKPbITUA
CPEACTEA MAEHTU(DMKALMIA CUCTEMEI MOHUTOPUHTA ABUKEHWA
NekapcTBEHHBLIX Npenapares

XpaHeHue
CpoK roaHoCTH

Ceprudmkar:
BbiweykadaHHas cepus oTBedaeT TpeGoBaHuam HOPMATWBHOWN AOKYMEHTaLMK.

Dr. Nor Stang

YNonHOMOYeHHOE UL

BERLIN-CHEMIE
MENARINI

Ceprucpuxar ananunsa

Pe3ynuTtarei

Nepkamen® 20
NepkaHuaunuH

20 mr

TabneTku NoKpbITbIE
nNneHo4Hon 060No4KoN
Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI

uMeeTcH

Bepnun-Xemu AT, Fepmanun
BERLIN-CHEMIE/MENARINI
Nepkamex® 20
NepkaHnannuH

20 mr

28 TabneToK NOKPbITbIX
nneHouHow o6onouKon

B 1 TabneTke, NoKpbITOMK
NNEHOMHOR 0BOMOYKORA,
COREPXUTCA NepPKaHUaUNUHa
rugpoxnopuaa 20 mr

UMeeTCA
Mo peuenTy.

yKa3saHo

yKasaHo

yKasaHo

XpaHuTb Npu Temnepartype
He Bhiwe 30°C.

NCP-006976/08
uMmeeTcs
UMeeTcs
yKa3aHo
WMeeTca
UMEeTCA

He nmeeTca
vMeeTcA

Mpw Temnepatype He Bbiwe 30°C
3 ropa

) 5
p a'“ﬂ . T!\'“
eg 135 . 13

Vorsitzender des Aufsichisrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci {Vorsitzender), Edward SzyDmo —~{77. 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).



