re

000 BeprnH-Xemu/A. MeHapHHH

NOJATBEPKJIEHUE COOTBETCTBHA

No [IC-22542A

Toprosoe HAHMEHOBAHHC

Jleprkamen® 20

(rpyIIHPOBOYHOE HIIH XHMHYECKOE)

MC}I{I{YH&pOIIHOE HenaTeHTOBaHHOE HauMEeHOBAHHEC

JlepKaHHIUITHH

JlexapcrseHHas Gopma

TAGIETKH IOKPBIThIE IUICHOTHOH

060104KOH
Jlo3upoOBKa 20 Mr
dopmMa BBIITYCKa 10 wt., GipcTtepsl (6 WT.) , Nayka
KapTOHHasl

Homep cepnn (ITapTum): 22542A

O6beM cepHH(TIapTHH) 25920

JlaTa BBIDYCKA 04.2022

Tojen 10 04.2025

HauMeHoBaHHe H  aApec  MPOH3BOAUTEIA (c | IIpou3BoaAHTE/Ib-

yKa3zaHHEM CTaJHil IIPOM3BOJICTBA) Bepmnu-Xemu Al I'epmaHid
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Beinyckaroumuii KOHTPOJIb Ka4uecTsa-
Bepmn-Xemu AT, I'epmanmsi(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep U 1ata pericTPallHOHHOTO yI10CTOBCPCHI JICP-006976/08 ot 01.09.2008
(nata 3amens! 15.01.2020)

Howmep 1 J1aTa HOPMaTHBHOII IOKyMEHTALUH JICP-006976/08-150120 B

HauMeHoBaHNE 1 azipec nepikaters | ObuecTBo c OrpaHUYEHHOMN

PEeruCTPalliOHHOTO YIOCTOBCPCHIS oTBeTCTBeHHOCTBIO  "BepnuH-XeMi/A.

Menapunu", r. Mocksa, IpecneHckas
HabGepesxnas, 1.10

HacTosiumii T0KYMEHT MOATBepPRAAeT:

-JaHHBIl JIeKapCTBEHHBI MpermapaT COOTBEICTBYET 61-®3 «O0 obpaimeHuH J1eKapCTBEHHBIX
CPEICTB...»;
-cepHs JIEKapCTBEHHOTO Mperapara COOTBETCIBYCT TpeGOBaHUIM, YCTAHOBICHHBIM TIPH €r'o
rocy/lapcTBEHHOM perucTpalti

000 “Bepnun-Xemu/A. MeHaputu”

KOpuavsdeckuin agpec: Poccus, 123317, r. Mockea, MNpecHeHckas HabepexHas,

Moutoesit anpec: Poceus, 123317, r. Mocks
Tenedon: +7 (495) 785-01-00, dakc: +7 (49

= —z===""Coxkonos B.J1.
(1O/ITTHC)

19.07.2022
(mara)

a. 10
a, MpecrHerckan HabepexHan, A. 10
5) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruthukar ananusa

Mpoaykr: l'h;apxamemelz 20

Koa npopaykra; F141820

Ne cepuu; 22542A

[lata warotosnexun: 04/2022 lopew go: 04/2025

[ava suinycka cepum: 16/06/2022

HopmaTtueHas gokymeHTaumsa: NCP-006976/08-150120

llekapcrseHnan opma: TaGneTkn nokpbIThle ANeHoUHOR aGonoukoi, 20 Mr

HedcTByioWwee BEWECTBO: NepkanuaunuH

lNpowssoautens AeicTeyiowero Belwectsa:  Recordati Ireland Ltd., lreland

Obbem cepum (KonNu4ecTso): 25920

MNokazarens Cneuudmkayun Peaynerar

Onucanue Kpyrnbie gBosikoBbinyknbie TabneTiu, nokpeiTeie Kpyrnsie ascskossinyknsie TaGnersy,
NAEHOYHOW 06ONOYKON, KPacHOBATO-PO30ROrD  NOKPBITLIE NNEHONHORA Oﬁfﬂo**mﬁ. kpacHogaro-
UBETA, C PUCKOI Ha OAHOR CTopaHe. Bua Ha ;éoaoaoro u.aeag, C PUCKOA Ha O[HON CTOPOHE.
U3NOME! CBETNO-KENTOrD usera. W/l Ha M3INOME. CBETNO-XENTOro usera.

MoanuHHocTe (BOXKX) Bpema yaepxuBaHus 0CHOBHOTO NUKA Ha MonoxuTtensHo

XPOMaTorpamme WCMbLITYEMOro pactsopa 2
AOMKHO COOTBETCTBOBATH BPEMEHN
YACPKUBAHUA MMKa NEPKaHUAKNNHE
rUApOXNopKAa Ha XpomaTorpamme
CTaHjapTHoro pacreopa 6.

Cpennss macca 206.0mMr+7.5% 206.6 mr
OnaHOpoAHOCTE Macchl 18/20£7.5%; 2120 + 15 % CooTseTcreyeT
OaHOPOAHOCTE AO3UPOBAHUA MNapameTp npuemnemocty ans 10 eguniny 1.9

Aoauposanua < 15.0. MapameTp npuemnemocTi
Ans 30 eaunny fosvposanns < 15.0 u HK ogHa
W3 eAnHULY A03KMpoBaHnA He menee 0.75 M u ne

6onee 1.25 M
PacnapaemocTs He Bonee 15 muH 6. MuH
Pacreopenue He meree yem 70 % (Q) oT sansneHHoro 96, %

COAePXKaHWA Yepea 45 MuH
PoaCTBEHHbIE NpUMECK

Mpumecs 1 He Bonee 0.20 % < 015 %
Mpumecs B He Gonee 0.20 % < 015 %
Mpumecs 3 He Bonee 0.30 % < 015 %
Cymma HenaeHTUpUUMPOBaHHbIX He Gonee 0.20 % < 0.15 %
npumMecedn
Cymma npumecen He Gonee 0.75 % < 015 %
MukpoGuonoruieckas yncrtota
Obuwee yucno aspobHeix He Bonee 10° KOE B 1+ < 10. KOE/r
MUKPOOPraHusMos
Obuwee YMCNo APOXCKEBbLIX U NNECHEBLIX  He BGonee 10° KOE s 1r < 10. KOE/r
rpubos
Escherichia coli Otcytctene B 11 Coorsercrayer
KonuuecteeHHoe onpegenesue
nepxkanuannuia rmapoxnopug (B3XX) OT119.0 po 21.0 mr & TabneTke 20.3 mr
(95.0 — 105.0 % ©T 3a#BNEHHOIC COABPKAHUA)
YnakoBka Mo 10 Tabnerok B GnucTep [Henpoapaunas NBX- Coorsercteyer

nnexka/onsra anoMuHuesas).

Mo 6 (ne 10 TabneTok) GrucTepos ¢
VHCTPYKLMEN N0 NPUMEHEeHUO Nnpenapara s
KAPTOHHON Nauke.

Varsitzender des Aufsichtsrates: Dr. Alherto Giovanni Aleotti » Vorstaned: Dr. Luca Lastrucei (Vorsitzrander), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Bertin « Tel. +49 30 §707-0 {Zentralel, Fax +49 30 6707-2008 {Qualitiitskontrolle).



Analysenzertifikat Certificate of Analysis
Mpoayxr: TNepkamen® 20
Kop npoaykra: F141820

Ne cepumn: 22542A

MapkupoBka

1. lMepsBuyHan ynakoBKa NeKapcTBEHHOro npenapara
Ha 6nucTepe Ha PYCCKOM A3bIKe YKa3bleaioT:

TOProBoe HaumeHoBanue npenapara®

MEXAYHAPOAHOE HENaTEHTOBaHHOE HAUMEHOBaHWE
AA03MPOBKY

nexkapcTBexHylo opuy

HauMeHoBaH1e (IMPMbI-NTPOM3IBOAUTENS

norotun «BERLIN-CHEMIE/MENARINI» (Ha natvHuue)
Ne cepun: 22542A

lonex po: 04/2025

HEBWAWMBIA 3HAK 3aUUTbI

2, Bropu4Has ynakoBka

Ha kapToHHOI NaYke Ha PYCCKOM H3bIKE YKA3LIBAIOT:
HaumeHoBaHue UPMLI-NPOMIBOAUTENS, CTPaHyY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natunnye)
TOPFroBOE HauMeHosanue npenapata®

MENYHAPOAHOE HENATEHTOBAHHOE HAUMEHOBAHNE
AO3MPOBKY

KOnuiecTso Tabnerok B YNakoske, NekapcrseHnyo hopmy

coaepxanue Agicteyroulero sewectea 8 1 Tabnetke

"[inA npuema BHYTpb"

Yecnosus oTnycka

"CoBnioaTe MHCTPYKLMIO N0 NPUMEHEHWIO Npenapara, koTopas
HAXOAUTCHA BHYTPU YNakosku"

"JleKapCTBEHHOE CPEeACTBO XPaHWTL B HEAOCTYNHOM ANA JeTei mecTte!”
"ConepxuT naxkrosy”

yCcnosus XpaHeHus

Ne cepun; 22542A

Hara warotosnenus: 04/2022

MNopen po: 04/2025

PErMCTPALMOHHBIR HOMEP

WITPUX-KOZ,

"Mo nuyenavwu RECORDATI"

"[INA NEUeHNs apTepuansHoONl runepTexann’”

HEBWUMBIA 3HAK 3aLLUNThI

NPOUIBOACTBEHHBIA KOA

ITUKETKA KOHTPONA NEPBOIo BCKPbLITUR

CPEACTBA MABHTU(IMKALIMN CUCTEMbBI MOHUTOPHHTE ABUXKEHUA
NekapcTeEHHbIX Npenaparos

XpaHeHue

CpoK rogHocTH

Cepruduxar:

BbilueykasaHHas cepua otsevaeT TpefoBaHAM HOPMAaTUBHOM AOKYMEHTaLMK,

. Tibor Miké

YnonHoOMO4eHHOE UL

BERLIN-CHEMIE
MENARINI

Cepru¢pukar aHanusa

PeaynsTarhb

Jlepramen® 20

Nepkanuaunud

20 mr

TabneTku NoKPbITuIE NNEHOYHoR oBoNoYKoRA

bBepnun-Xemu Al
BERLIN-CHEMIE/MENARINI

uMeeTCH

Bepnux-Xemu Al, Fepmanus
BERLIN-CHEMIE/MENARINI

Nepramen® 20

flepkaHuannuH

20 mr

60 TabneToKk NOKPLITEIX NNEHOYHOA 0BONOYKON

B 1 rabneTke, NOKPLITON NNEHCHHOR
OGONCUKON, COAEPKUTCR NEpKaHUAKNHA
ruppoxnopuaa 20 Mr

umeeTca

Mo peuenTty.

YKA3aHO
YK&3aHo
yKaiaHo
XpaHuTs Npy Temnepartype He soiwe 30°C

NCP-006976/08
uMeeTcs
UMeeTcs
yKasaHo
UMeeTCA
WMEETCR

He umeeTes
MMEETCA

Mpwu Temnepartype He Bbiwe 30°C
3 ropa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucei (Vorsitzander), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +48 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitétskontrollie).



