00O bepnnH-Xemu/A. MeHapnHn

MNOATBEPKJIEHHE COOTBETCTBH

Ne [1C-13547A

Toprosoe HaMMEHOBaHHE Jlepkamen® 20

MexayHapoaHOe HEMaTeHTOBAaHHOE HAMMCHOBAHHE JlepkaHHIUITHH

(rpynIMpoBOYHOE HIIH XMMHYECKOE)

JlekapcTBeHHaA Gopma TabJICTKH TTOKPHITHIE IVICHOYHOM

000J104KOH
Jo3upoBKa 20 Mr
®dopmMa BBINTYCKa 10 mt., 6ucTeps! (6 1WIT.) , MayKa
KapTOHHas

HomMep cepu (mapTHH): 13547A

O0BbeM cepyH(IIapTHH) 26 520

JlaTa BeIIIyCKa 01.08.2021

ToneH o 01.08.2024

HaumMenoBanne u azgpec npouspoautens (¢ | Ilpoussoautenn-

yKa3aHHEeM CTaJHi IPOH3BO/ICTBA) bepiun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Beinyckaomui KOHTPOJb KAa4YecTBa-
Bepmun-Xemu AIN, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep 1 1ata perucTpallHOHHOIO YAOCTOBEPEHHS JICP-006976/08 ot 01.09.2008
(mata 3amens! 15.01.2020)

Homep 1 1aTa HOPMAaTHBHOH JTOKYMEHTalHMH JICP-006976/08-150120

HaumeHoBaHue " azpec nepxkatens | ObmiecTso c OrpaHHYEHHOH

PETHCTPALIMOHHOTO YAOCTOBEPCHHS oTBeTcTBeHHOCTBIO  "Bepnuu-Xemu/A.
Menapunu", r. Mocksa, IIpecHeHckas
HabepexkHas, 1.10

HacTosamuil JOKYMEHT MOATBEPKIACT:

-NlaHHBI JleKapCTBEHHBIN Mpermapat cooTBeTcTBYeT 61-®3 «O6 ob6pallleHHH JIEKapCTBEHHBIX

CPEACTB...»;
-cepusl JICKapCTBEHHOTO TpenapaTa COOTBETCTBYET TPeOOBAaHHSM, YCTAHOBJICHHBIM MPH €ro
rocyJapCTBEHHOM perucTpaltu

R
£—==""TCokonos B.J.  12.11.2021
(moAmHCh) (nata)

000 “BepnuH-Xemwn/A. MeHapuHK"

HOpuauqeckuin agpec: Poccun, 123317, r. Mocksa, MpecHerckan HabepexHasn, 4. 10
MovTtoesiit agpec: Poccun, 123317, . Mocksa, lNpecHeHckan HabGepexHasn, a. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru






Analysenzertifikat

MpoaykT:

Koa npoaykTa:

Ne cepumn: 13547A

[ara naroToenexua: 08/2021
[ara suinycka cepun: 19/10/2021
HopmaTuBHasa AOKyMEHTALIWA:
NexapcreeHHas dopma:
[ehcTeyouee BelWecTso:

MpouasoauTeNs ABWCTBYIOLIErO BellecTea:

Obvem cepumn (KONUYECTBO):

MNoka3larene
Onucanue

CpeaHsn macca
OAHOPOAHOCTE MAcchl
OAHOPOAHOCTEL A03UPOBAHUA

PacnaaaemocTb
PacTtsopeHne
MoanuHHoCTe (BIXX)

PoacTeeHHble NPpUMECH

MNpumecs 1

Mpumece B

Mpumecs 3

Cymma HenaeHTUULIMPOBaHHBIX

npumecen

Cymma npumecei
MukpoBuonoruieckan YucTorTa

Obuiee yucno aapobHbIX

MWKDOODraHUIMOoB

Ofuiee YUCNO APONOKEBLIX M NNECHEBbIX

rpubos

Escherichia coli

KonwuecTseHHOe onpejenexve
nepkaruaunuKa rapoxnopua (BAXX)

Ynakoska

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

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

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

ngpuameuo 20
F137804

lopew ao: 08/2024

NICP-006976/08-150120
TabneTku NOKpLITLIE NNEHOYHON 060noYkon, 20 Mr

TNepkannaunuu

Recordati Ireland Ltd., Ireland

26520

Cneundukayus Peaynurar
Kpyrnbie ABOSKOBBINYKIbIe TAGNETKN, NOKPLITLIE Kpyrnbie ABORKOBLINYKNbIE

TabneTkn, NOKPLITHIE NNEHOYHOR
oB0oNnoYKoHl, KpacHoBaTo-po3oBoro
LBeTa, C PUCKOR Ha OAHOW CTOPOHE,
Bra Ha H3noMe: CBeTNO-XENTOro
usera.

NNeHo4Ho’ 060N0YKOH, KPaCcHOBATO-pO30BOTO
LBETa, C PUCKOI Ha oAHOM cTopoHe. Bua Ha
M3NoMe: CBETNO-KENTOoro useTa.

206.0mMr+7.5% 2071 wmr
18/20£7.5%,; 2120215 % CooTtsertcreyeT
MapameTp npuemnemocTv ana 10 eaunHny 4.1
poavposanuA s 15.0. MNapameTp npuemMnemMocTu

ansa 30 eguHuy A03MpoBanuA S 15.0 U HU oaHa U3

eAVHUL A03MPOBaHUA He meHee 0.75M nnn u He

Bonee 1.25M

He Gonee 15 MuUH 6. MuH
He meHee yem 70 % (Q) yepes 45 MuH 97. %
Bpems yAepXuBaHuA OCHOBHOMO NUKka Ha MonoxuTensHo
XpOMaTOrpamMme MCNLITYEMOro pacTeopa 2 AOMTKHO

COOTBETCTBOBATH BPEMEHW YAGPKUBAHWA NUKa

nepKaHWAMNUHAE MMAPOXIIOPUAA Ha XpomaTorpamme

craHaapTHoro pacreopa 6.

He Gonee 0.20 % < 0.15 %

He Gonee 0.20 % < 015 %

He Gonee 0.30 % < 015 %

He Gonee 0.20 % < 015 %

He 6onee 0.75 % < 015 %

He Gonee 10° KOEB 17 % 10 KOEkr
He Gonee 10° KOEB 11 < 10. KOE/r
OtcytctBue B 1 r CooTteeTtcrayeT
O719.0 ao 21.0 mr B TabneTke 20.3 mr
(95.0 — 105.0 % OT 3aABNEHHOTO COABPHAHWA)

Mo 10 Ta6neTox B 6nucTep [Henpospauyras MBX-  CooTeeTcTByeT

nnexka / honbra anoMUHUeBas].
Mo 6 (no 10 TabneTok) 6nucTepos ¢ UHCTPYKUMER
o NPUMEHEHWIO NPenapaTta B KAPTOHHOW Navke.

Ceprugpukar anannsa






BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugukar aHannsa
MpoaykT: Nepxamen® 20
Kop npogykTa: F137904
Ne cepum: 13547A
MapkupoBska Pe3dyneTath!
1. MNepBuyHan ynakoBKa NeKapcTBeHHOTO npenapara
Ha 6nucrepe Ha PYCCKOM A3bike YKa3bIBAIOT:
TOproBoe HauMeHosaHue npenapara® Nepxamen® 20
MeXayHapoAHOE HeNnaTeHTOBaHHOe HAUMEHOBaHWE TNepxaHnannu

A03upoBKY
nekapcreeHHyo hopmMy

HauMeHoBaHWe (PUPMbI-NPOU3BOANTENA

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepuun: 13547A

loaeH ao: 08/2024

HEBUAWMBIA 3HAK 3aLLMTbI

2. BropwyHas ynakoeka

Ha kapTOHHOW Na4Ke Ha DYCCKOM A3bIKE YK33blBAKT:
HaumeHoBaHWe HUPMbI-NPOUIBOAKUTENS, CTPAHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOproBoe HaumeHosaHue npenapara®

MEXAYHapOAHOE HeMaTeHTOBaHHOe HauMeHoBaHue
NO3UPOBKY

KonuuecTso TabneTok B ynakoeke, NekapcTBeHHyo hopmy

coaepxaHue aeiCTBYIOWEro BewecTsa B 1 Tabnertke

"[lnA Nnpuema BHYTpb"

Ycnosua otnycka

"CoBniAaTe MHCTPYKUMIO NO NPUMEHEHWIO Npenapara, Kotopas
Hax0AMUTCS BHYTPU yrnakosku"

"flekapCTBEHHOE CPeACTBO XPaHWTL B HEAOCTYNHOM ANA AeTen mecTel”
"CoaepxuT nakroay"

YCNoBUA XpaHeHns

Ne cepun: 13547A

[aTa warotosnenus: 08/2021

lopex po: 08/2024

pPerucTpaunoHHbIA HoMep

WTPHUX-KOA

"Mo nuueHaun RECORDATI"

“[INs NEYeHWs apTepuanbHoON runepTeHann”
HEBUAUMBIA 3HAK 3aLLUTbI
NPOU3BOACTBEHHBLIA KOA

3TUKETKa KOHTPONA NEepPBOro BCKPbITUA
CpeacTea MAEHTUDMUKALIMK CUCTEMBI MOHWUTOPUHIA ABMXEHWS
NeKapCTBEHHbIX Npenaparos

XpaHneHue
CpoK roaHocTH

Ceprudmkar:

BblweyKkasaHHas Cepua OTBEYaeT TPeBoBaHMAM HOPMATUBHOMA AOKYMEHTaLWA.

. Tibor Miké

YNONHOMOYEHHOE NTUL0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), EdWarttS
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolis)

20 mr

TabneTku NOKpbITLIE
nnexHouHon 06onoykon
bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI

WMEETCR

Bepnux-Xemu Al, Nepmanua
BERLIN-CHEMIE/MENARINI
Nepkamen® 20
Nepkannaunus

20 mr

60 Tabnerok NOKpbITbIX
nNeHoYHon oBonoYKoi

B 1 TabneTke, NOKPbLITOH
NNeHoYHON 0B0NOYKOA,
COAEPXUTCA NepKkaHuaunuHa
ruapoxnopuaa 20 mr

meeTcA
Mo peuenrty.

yKaaaHo

yKa3saHo
yKa3aHo

XpaHuTe Npu TEMNEPaTYpe
He sbiwe 30°C.

NCP-006976/08
umeeTcH
uMeeTcA
yKa3aHo
umeeTcs
MUMeeTcs

HE UMEeTCA
umeeTcs

Mpu TemMnepatype He Bbiwe 30°C
3ropa

bowski, Dr. Christian Matschke,






