000 bepnnu-Xemn/A. Mernapmum

HOATBEPKJIEHHE COOTBETCTBHS

Ne [IC-11515A

Toprosoe HauMeHOBaHKE

JlepkameH® 20

(TpynnupoBOYHOE HIIH XHMHYECKOE)

Memyﬂapo,uﬂoe HCIIATCHTOBAHHOC HAHMEHOBaHHE

JlepKaHH IUNTHH

JlexapcTBeHHas ¢popma

TabJIETKH MOKPHITHIE IJIEHOYHOIH

yKa3aHHeM CTaJHil IPOU3BOJICTRA)

obonoukoi
Jo3upoBka 20 Mr
®opma BeITycKa 10 mr., Gnucteps! (6 T.) , Mauka
KapTOHHas
Homep cepuu (maptum): 11515A
O6beM cepun(napTum) 26 400
[lara BbImycka 01.04.2021
TI'ogeH mo 01.04.2024
HaumeHoBanne u  ajgpec mpomsBomurens (c | Ipon3BoauTen-

bepnun-Xemu AI,I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Beinmyckalommii KOHTPoIb KavecTsa-
Bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u jaTa perucTpallnoOHHOIO yI0CTOBEPEHHS

JICP-006976/08 ot 01.09.2008
(mata 3amMeHBI 15.01.2020)

Homep u 1aTa HopMaTHBHO# TOKYMEHTALHH

JICP-006976/08-150120

HauMeHoBaHHE H ajpec
PETHCTPAlHOHHOTO YIOCTOBECPCHHA

JepxKares

O6mecTBO c OrpaHHYEHHOH
OTBETCTBEHHOCTBIO  "BepnuH-XeMH/A.
Menapunu", r. Mocksa, [IpecnHenckas
HabeperkHas, 1.10

HacTrosmuii 10KyMeHT NOATBEPKIAET:

-IAHHBIH JICKapCTBEHHbIA MpenapaT cooTBeTcTBYeT 61-P3 «O6 obpalleHMM JeKapCTBEHHBIX

CPENCTB...»;
-CepHs JIKApCTBEHHOIO Iperapara COOTBETCTBYET TpeGOBaHHAM, YCTAHOBIEHHBIM TPH €ro
rocy/JapcTBEHHOH perucTpaniu

fapyEly === Cokonos B.Jl.  08.07.2021

000 “BepnuH-Xemu/A. MeHapuHu”

$ .

(moamnuce)

(nata)

KOpupuyeckuin agpec: Poccus, 123317, r. Mockea, MNpecHerckas HabepexHas, 4. 10
MoyTosein agpec: Poccun, 123317, r. Mockea, MNpecHexckasn HabepexHas, A4. 10
Tenedon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpogyxr:

Koa npoaykra:

Ne cepun: 115154

HAarta uarorosnenus: 04/2021
fara swinycka cepuu: 14/06/2021
HopmartusHas gokymeHTaums:
NexapcrsexHan dopma:
He#ncreylouee sewecTeo:
MpoussoauTens aeicTeyowero sewecTsa:
OGwvem cepum (kenuuecTao):
Nokasarens

Onucanue

Cpeanss macca
OaxopoaHocTe Maces
OAHOPOAHOCTL A03MPOBAHMA

Pacnagaemocts
PacTeopenve
MoanunHocTs (BIMXX)

PoacTeeHHbie npumec

Mpumecs 1

Mpumecs B

Mpumecs 3

Cymma HenaeHTHDULMPOBAHHbIX

npumecen

Cymma npumecen
MukpoBuonoruveckas yucrora

Ob6wee yncno aapobHbix

MUKDOODraHW3IMOB

Obuwiee YNCNo APONOKEBLIX 1 NNECHEBbIX

rpubos

Escherichia coli

KonuuectseHHoe onpeaeneHue
nepkaHuaunuHa rugpoxnopua (BAXX)

Ynakoska

Vorsitzender des Aufsichtsrates: Dr. Alberte Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci {Vorsitzender), E

Dr. Attilio Sabastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle).
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BERLIN-CHEMIE
MENARINI

Certificate of Analysis

ﬂepxamouo 20
F137904

Ceprucpukar ananunsa

loaex ao: 04/2024

NCP-006976/08-150120
TabneTkn NOKPLITLIE NNEHOYHOI oBonoukon, 20 Mr

Nepkanuaunux

Recordati Ireland Ltd., Ireland

26400

Cneyudukaumn Pesyneray

Kpyrnbie ABOSKOBINYKNLIE TabneTkM, NoKpbIThie  Kpyrnsie pAsoskosbinyxnse

NNeHoNMHOoW 0B0NOoMKOI, KPacHoBaTo-po30BOro
UBETA, C PUCKOW HA OAHOW CTOpoHE. Bug Ha
H3NIOME. CBETNO-XKeNToro ueera.

TaBneTkH, NOKPBITLIE NNEHONHON
obaonoukon, KPACHOBATO-PO3OBOTD
LBeTa, C puckoi Ha OAHON CTOpOHE,
Bua wa nanome: caetno-mentoro

usera.
206.0mMr £ 7.5% 206.2 mr
18/20£ 7.5 %:; 2/20 + 15 % Cootsercreyer
MapameTp npuemnemocty 4ns 10 eAuHuY 1.3
Aosnposanus < 15.0, MNapamerp npuemnemMocTu
Ans 30 eanHAL A03KMpoBanus S 15.0 W HK 0AHa u3
€4AMHUL A03UPOBaHUA He meHee 0.75M unu v He
Gonee 1.25M
He Gonee 15 mun 7. muH
He meHee yem 70 % (Q) vepea 45 mun 95. %
Bpema ynepxueaHua 0CHOBHOro nuka Ha MonoxmrensHo
XpoMaTtorpamMme WCNbITYEMOro pacTBopa 2 AOMKHO
COOTBETCTBOBATL BPEMEHU YABPHMBAHKA NHKa
nepkasuaunuHa rvapoxnopuaa Ha XPDMBTDJ'DBMMB
CTaHAapTHOro pactsopa 6.
He Gonee 0.20 % < 0.14 %
He Gonee 0.20 % < 014 %
He Gonee 0.30 % < 0.14 %
He Gonee 0.20 % < 014 %
He Gonee 0.75 % < 0.14 %
He 6onee 10° KOE s 11 < 10. KOE/r
He Gonee 10° KOE B 11 < 10. KOE/r
Otcytcrene s 1r CootBercteyer
Ot 19.0 A0 21.0 mr 8 TabneTke 20.0 mr
(95.0 — 105.0 % 0T 3aABNeHHOro CoaepXaHmn)
No 10 Tabnerok 8 Gnucrep [Henpoapauxas NBX- Cootsercreyer

nnexka / gonera anioMuHkesan).
Mo 6 (no 10 Tabnerok) Gnucrepos ¢ MHCTPYKUMEr
NC NPUMEHEHUIO NPenaparta B KapTOHHOM Nadke.

dward Szybowski, Dr. Christian Matschke,



W BERLIN-CHEMIE

MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayxkr: Nepxamen® 20
Kog npopyxra: F137904

Ne cepuu:  11515A

Mapkupogka

1. Mepeuynan ynakoBka NexkapcTBEHHOro npenapara
Ha BucTepe Ha pyCcCKOM S3biKe YKadbiBaT:

TOProBoe HauMmeHoeaHwe npenapata®

MEXAYHapOAHOE HeNaTeHTOBAHHOE HAUMEHOBaHUe
[03KpOBKY

NeKapcTBeHHY0 opmy

HauMeHoBaHue QUPMbI-NPOHIBOAUTENSA

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepum: 11515A

Fopew go: 04/2024

HEBUAUMBINA 3HAK 3aLNTHI

2. BropuuHans ynaxoeka

Ha KapTOHHOM NaYKe Ha PYCCKOM AILIKE YKA3bIBAKOT:
HaUMEHoBaHWe PUPMbI-NPONIBOAUTENSA, CTPAHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuxuye)
TOprosoe HauMeHoBaHue npenaparta®

MEXIYHAPOAHOE HENaTEHTOBAHHOE HAUMEHOBAHWE
A03NPOBKY

KONW4ecTao TabneTok B yNakoBke, MeKapCTBeHHYO (opmy

coAepahve gedcTeyowero sewectea 8 1 TabneTke

"Ans npuemMa BHYTPL"

Yenosua oTnycka

"CobnioaaTe MHCTPYKLMIO NO NPUMEHEHWIO Npenaparta, KoTopas
HAXOAUTCA BHYTPH YNakoBKu"

“flekapcTBEHHOE CPEACTBO XPaHUTL B HEA0CTYNHOM ANA AeTeih mecrel”
"CoaepxuT nakrosy"

YCNOBWA XPaHEHWA

Ne cepumn: 11515A

[lara waroroenenus: 04/2021

lopew po: 04/2024

PEervcTpauMoHHbIA HOMEp

WTPHX-KOA

"Mo nuyenanun RECORDATI"

"[InA NeMeHun aprepuanbHon runepreHsng”
HEBWAWMbBIA 3HAK 3aLWNTbI
NPOU3BOACTBEHHLIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUA
CpeacTBa MAGHTU(MKALMIA CUCTEMBI MOHWTOPUHIA JBUKEHUA
NeKApCTEeHHLIX NpenapaTos

XpaHeHue

CpoK rogHocTi

Ceprudukar:

BoiweykalaHHan cepus oTeevaeT TpeGoBaHUAM HOPMATUBHONW AOKYMEHTALMM,

? Tibor Mikg
YNONHOMOYEHHOE NUU0

]

Cepruukar anannsa

Peaynerarsl

Nepkamen® 20
NepxkaHuavwnun

20 mr

Tabnerku NoKpuITLIe
nneHouHoi oBonoukoit
BeprvH-Xemu Al
BERLIN-CHEMIE/MENARINI

UMEETCA

bepnun-Xemu A, lepmanus
BERLIN-CHEMIE/MENARINI
NepkameH® 20
Jlepkannamnnian

20 mr

60 TabneTok NoKPbITLIX
nneHoyHoi oGonoukon

B 1 TabneTke, NOKPbITOR
nneHo4HoOR ofonoykod,
COAEPKMTCA NEPKaHWIMNUHA
ragpoxnopuaa 20 mr

WMEBTCR
Mo peuenry.

yKasaHo

yKasaHo
ykasaHo

XpaHuTb Npu TemnepaTtype
He ebiwe 30°C.

NCP-006976/08
umeeTcs
UMeeTcs
yKa3aHo
umeeTcs
UMEETCH

HE UMEeeTCH
umMeertcs

Mpu Temnepatype He Bbiwe 30°C
3 rona

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edwar zybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 {Zentrala), Fax +49 30 6707-2008 {Qualitdtskonirolle).



