OO0O Bepnnn-Xemmn/A. Menapurn

INOATBEP)XJIEHUE COOTBETCTBUS

Ne TIC-21502A

ToproBoe HauMeHoBaHHe Jlepkamen® 20 ]

MesxnynaponHoe HenmaTeHTOBaHHOE HaUMEHOBaHHE Jlepkanuaunun

(rpynnupoBoyHoOe WnH XUMHYECKOE)

JlekapcTBeHHas Gpopma TabJICTKH MOKPBITHIE [IEHOYHOM

000104KOH
Jlosuposka 20 Mr
Dopma BbIITyCcKa 14 wir., 6aucrepst (2 wr.) , nauka
KapTOHHas

Howmep cepun (maptum): 21502A

O6beM cepun(napTum) 55400

Hata npousBoncTsa 01.01.2022

Ilonmen mo 01.01.2025

HanmenoBanne wu  anmpec npoussonuress (c | MpoussoauTenn-

YKa3aHHEM CTalHH MPOU3BOJICTBA) Bepmun-Xemn AT, I'epManns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boinyckaomuii konTpoas kauecrna-
bepnun-Xemu AT, Tepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata peructpansuontoro YIOCTOBEPEHHS JICP-006976/08 ot 01.09.2008
(mata 3ameHE! 15.01.2020)

Homep u nata HopmatHBHOH foKyMeHTaImu JICP-006976/08-150120

HaumenoBanune H azpec aepxkarens | ObiecTBo ¢ OrpaHHYeHHOMH

PETHCTPAHOHHOTO YI0CTOBEPEHHS OTBETCTBEHHOCThIO  "bepaun-Xemu/A.
MeHapunn", r. Mocksa, Ilpecrenckas

| HabepexknHas, 1.10

Hacroamuii AOKYMEHT MOATBEPKIACT:

-laHHBIH JICKapCTBEHHBIH Ipernapar COOTBETCTBYET 61-P3 «O6 0bpalueHHH JeKapCTBEHHBIX

CPEOCTB...»;
~CCpHA JICKAPCTBEHHOIO TIpenapata COOTBETCTBYET TpeGOBaHHSM,
roCyapcTBEHHOH perHcTpaluH

OO0O0 “BepnuH-Xemu/A. MeHapuHu”

YCTaHOBJICHHBEIM IIpH €ro

S
MKOHOB B.JI.  30.03.2022
(moxmuce) (nara)

KOpuaudeckuin agpec: Poccus, 1233
MouToesiit agpec: Poccus, 123317,

17, r. Mockea, MNpecHeHckas HabepexHasn, g. 10

r. Mockea, NpecHeHckasn HabepexHas, g. 10

Tenedpon: +7 (495) 785-01-00, chake: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpoaykr:

Koa npogykra:

Ne cepun: 21502A

[ara warotoenenus; 01/2022
fata sbinycka cepuu: 07/03/2022
HopmaTusHas aokymenraums:
lNexapcrsennan opma:
leicreyiouiee sewecTso:
NpowasoauTens aeicTeyiowero Beulecrea;
Obbem cepum (KonuuecTso):
Nokazarens

Onucanue

CpeaHsa macca
OAHOPOAHOCTL Macchl
OAHOpOAHOCTL A03MpOBaHUS

Pacnapgaemocts
Pacteopenue

MoanunHocTs (BIXKX)

PoacTseHHbIe npumecu
Mpumecs 1
Mpumecs B
Mpumecs 3
Cymma HenaeHTUDULMP OBaHHLIX
npumecen
Cymma npumecesn
MukpoBuonoruueckas yuctota
OBwee yncno aspobHbIx

MUKDOODIraHN3MoB
Ofbwee 4MCNO APOXOKEBLIX U NNECHEBbIX

rpubos

Escherichia coli

KonuyecreseHHoe onpeaenenve
NepkaHnannuHa rugpoxnopua (BIXX)

Ynakoeka

Vorsitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastia, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitétskontrolie).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Ceprugpukar ananuza

Nepkamen® 20
F141819

FoaeH po: 01/2025

NCP-006976/08-150120

TabneTku NOKpbITLIE NNEHOYHON oGonoukor, 20 mr
Nepkannaunux

Recordati Ireland Ltd., Ireland

55400

Cneundukaumun

Kpyrnble asosikosbinyknsie TabneTku, NOKpLITLIE
nneHouHol 060noyKkoM, KpacHoOBaTO-pPO30EOrD
LBETA, C pUCKOi Ha OAHON cTopoHe. Bug Ha
Wnanome: CBETNO-XENTOro saTa.

Pesynwrar

Kpyrneie aposkosbinyknsie Tabnerxu,
NOKpLITLHIE NNEHOYHOR 0BonouKoR,
KpacHOBaTO-pO30BOro UBETA, C PUCKONR
Ha 0AHOW cTopoHe. Bug Ha nanome:
CBET/NO-XENTOr Usera.

206.0Mr £ 7.5 % 205.5 mr
18/20£ 7.5 %, 2/20 £ 15 % CooTseTtcTayer
MapameTp npuemnemactu ans 10 eAnHUY 2.3
Ao3upoeanmna € 15.0

MapameTp npuemnemocth ans 30 eanHuy

A03MpoBaHUA = 15.0 U HU 0AHA U3 OTABNBHBIX

EAuHUL A03upoBaHKA He MeHee 0.75 M 1 He Gonee

125 M

He Gonee 15 mun 7. MUH
He meHee yem 70 % (Q) oT 3aseneHHoro 96. %
CoaepxaHua Yyepes 45 Mun

Bpems yaepxusanus ocHoBHoro nuka Ha MonoxuTensHo
XpoMaTorpamMme UCnbLITYeMOro pacTesopa 2 AoNKHO

COOTBETCTBOBATL BPEMEHM YAEPKMBAHWSA NKKa

NepPkaHUAMNMHA MMAPOXNopMAa Ha XpoMaTtorpamme

CTaHpapTHoro pacTeopa 6.

He Gonee 0.20 % < 015 %

He Bonee 0.20 % < 015%

He Gonee 0.30 % < 015 %

He 6onee 0.20 % < 015 %

He Gonee 0.75 % < 015 %

He Gonee 10° KOEe 1+ < 10. KOE/r
He Gonee 10° KOE g 1r < 10. KOE/r
Orecyrcteue s 1 r Cootsercteyer

O1 19.0 A0 21.0 mr & TabneTke 19.7 mr
(95 % - 105 % oT 3assneHHoro coaep)aHus)

Mo 14 Tabnerok B 6nucTep [Henpaspaukas MNBX- Cootsetctayer

nnexka/ponsra anoMnHWeBsas).
Mo 2 (no 14 Ta6netok) 6nuctepa ¢ MHCTpyKUMEN
NO NPUMEHEHMIO Npenapara e KapTOHHOM Navke.



Analysenzertifikat

MpoaykT:
Koa npoaykra:
Ne cepuu: 215024

Nepkamen® 20
F141819

Mapkuposka

1. MepBuuHan ynakoska nexapcTBeHHOro npenapara
Ha brincrepe Ha pycckom sisbike ykassisarT:

TOproBoe HaumeHoBaHue npenapata®

MEXQYHAPOAHO® HeNaTeHTOBaHHOE HaUMeHOoBaHWe
A03UpOBKY

NeKapcTeeHHyo thopmy

HauMeHosaHWe upMbI-nponasoauTens
norotun « BERLIN-CHEMIE/MENARINI»
Ne cepun: 215024

loaex no: 01/2025

HEBUANMBIA 3HAK 3aLWUTbI

(Ha natmHuue)

2. BropuyHas ynakoBka

Ha kapTonnoi Nakke Ha PYCCKOM R3bIKE YKA3LIBAKOT:
HaumeHoBaHue PUpPMbI-NPoMaBoanTeNs, cTpany

norotun «BERLIN-CHEMIE/MENARIN|» (Ha naTuHuue)
TOprosoe HaumeHosaHwe npenapaTta®

MEXAYHApoAHOe HENaTeHTOBaHHOE HAUMEHOBaHUe
A031poBKY

konuyecteo Tabnetok B ynakoske, NekapcTeeHHyto hopmy

CoAepxaHve nedcTeyiollero BewecTsa B 1 TabneTke

«[Ina npuema sHyTpb»

Ycnosus otnycka

«CoBriofaTe UHCTPYKUMIO No NPUMEHEHUo Npenapara, KoTopas
HaX0AUTCA BHYTPW YNakoBKu»

«JlekapcTeeHHoe CpeacTRO XpaHuTh B HEeAOCTYNHOM ANA geTei
«ConepHuT nakTosy»

YCNOBUR XpaHeHus

Ne cepun: 21502A

Aara warotosnenus: 01/2022

l"ogew ao: 01/2025

PErucTpaumMoHHsIA Homep

LUTPUX-KOZ,

«Mo nuyeranu RECORDATI»

«[Ins neveHus apTepuanbHoi rMNepTeHaun»
HEBMAWMbIA 3HAK 3aWMThI
NPON3BOACTBEHHBIA KOA

ITUKETKa KOHTPONA NEPBOTO BCKPBITUA
CPEACTEA MACHTU(DUKALMW CUCTEMBI MOHUTOPUHIa ABVXKEHUS
NexkapcTBeHHbIX Npenaparos

XpaHeHue
Cpok rogHocTu

Ceprudmkar:

BbiweykasanHas cepus oTBeyaeT TpeBosaHuaM HOPMAaTUBHOI AOKyMEHTaLUM,

ﬁr%beétang

YnonHomouenHoe nuLo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti
Dr. Attitio Sebastio, Dr. Claudia Abe - Postanschrift: Berlin-Chemi

Certificate of Analysis

BERLIN-CHEMIE
MENARINI

Peaynerate:

Nepkamen® 20
NepkaHuamnuu

20 mr

TabneTkv nokpbiThie
nneHouHon oBonoykoit
Bepnun-Xemu Ar
BERLIN-CHEMIE/MENARINI

uMmeeTcs

Bepnun-Xemn Al lepmaHus
BERLIN-CHEMIE/MENARINI
Nepxamen® 20
Nepkanuaunux

20 mr

28 TabneToK, NOKpbITIX
nneHo4Hon o6onoykon

B 1 rabnerxe, NOKPbLITOR
nneHo4Hon obonoukoii,
COABDXUTCA nepkaHuaunuHa
ruapoxnopuaa 20 mr

yKaaaHo
Mo peuenty.

ykasaHo

mecrel» yKasaHo
yKasaHo
XpaHuTb npu TeMneparype He

Boiwe 30°C,

NCP-006976/08
umeetcs
yKa3aHo
ykasaHo
umeerca
nMmeertcs

He UMeeTcR
umeeTcs

Mpu TemnepaTtype He Boiwe 30°C
3 rona

Vorstand: Dr. Lueca Lastrucci (Vorsitzen
e AG, 12485 Berlin - Tel, +49 30 6707-0 (2t

Ceprugpuxar ananuza

der), Edward Szybowski, Dr. Christian Matschke,
entrale), Fax +49 30 6707-2008 (Qualitatskontrolle).



