M 000 BepnuH-Xemu/A. MeHapuHH
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MNOJATBEPXKXIEHUE COOTBETCTBH S

Ne T1C-22042A

Toprosoe HaUMEHOBAHHE Ocnymnsan L
MexayHapoaHOe HEaTeHTOBaHHOE HAUMEHOBAHNE CHUMETHKOH
(rpyNIMpOBOYHOE HIIH XHMHYECKOE)

JlekapcTBeHHas popMa 3MyJIbCHS IS IpHeMa BHYTpb
JlozupoBKa 40 mr/mi

dopma BBIITYCKa 30 M1, (pnakoH-KameabHULBI TEMHOTO

crekia (1), B KOMIUIEKTE ¢ KOJITAYKOM
MEPHbIM, [1a4KH KapTOHHBIC

Howmep cepun (apTu): 22042A

O0BeM cepHH(napTHH) 85 920

JlaTa mpou3BOACTBa 05.2022

Tojien fo 05.2025

HaumenoBanue u  aapec npousBoautens (¢ | Ilpoussoaurenb-bepanH-

yKasaHHeM CTa Uil IPOU3BOJICTRA) Xemu AT',Tepmanus (Tempelhofer Weg

83, 12347, Berlin, Germany)
Boinmyckawiuid KOHTPOJIb Ka4yecTBa-
Bepmun-Xemu AT, T'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep ¥ J1aTa perucTpalliOHHOI0 YIO0CTOBEPEHHS IT N013354/01 ot 07.09.2007 (nara
nepeoopmwienns 20.03.2019)

Homep 1 1aTa HOpMAaTHBHOH JOKYMCHTAIIHH I1 N013354/01-200319, wusm.Nel,2 ot
05.10.2021

HaumeHoBanue H ajipec nepixkatens | bepnun-Xemu AT, I'epManust

PErHCTPALHOHHOTO YA0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosiiuii J0KYMEHT MOATBEPKAAET:

-JIaHHBIl JIeKapCTBEHHBIH Npenapar cooTBeTcTBYeT 61-P3 «OO0 oOpallieHHH JICKapCTBEHHBIX
CpPEJICTB...»] ‘
-cepus JIEKapCTBEHHOTO [IperapaTa COOTBETCTBYET TpeOOBaHHSAM, YCTAHOBICHHBIM MPH €ro
rocyJapcTBEHHOH perucTpaiuu
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o —==="""Coxo0B B 04.07.2022
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IOpuauvdeckuin agpec: Poccus, 123317, r. Mockea, MNMpecHeHckan HabepexHas, a. 10
MoyTtosem agpec: Poccus, 123317, r. Mockea, MNpecHenckan Habepexxasn, a. 10
Tenedhown: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoayxT:

Koa npoaykra:

Ne cepum:  22042A

[ata uarotosnenus. 05/2022
Hara ewinycka cepuu:  03/06/2022
HopMaTtuBHan AOKYMEHTaUMA:
lNekapcreerHan dopma:
AevicTeyroulee sewecTso:
MpouseoauTens pehcTeyoWwero
BELIECTBA:

OBvem cepum (KONUMECTBO YNakoBoK):
Nokasarens

Onucanue

NoapurHoCTL
Nonupgumetuncunokcar (NAMC)
(MK-cnexTpomeTpus)

Kpemnus guokeug (UK-cnekrpometpus)

CopBurosan kucnora (BAXX)

pH
OTHoCcUTEeNbHAaR NNOTHOGTL
JuHamudeckas BAIKOCTL
CrabunbHOCTE 3MyNbCHMM
CnocobHOCTL K NEHOTALUEHMIO

Waenexkaembiit ofvem
Cpeanuit nasnekaemoid obnLem

Wasnekaemblin 06BEM M3 UHAUBUAYANEHOTO

hnakoHa
MukpoBuonoruueckas yucTota

KonwdecreenHoe onpegenexue
OB6umn cuMeTKoH
Nonuawmetuncunoxkca (MNAMC)

KpemHus guokena
CopBunosasn kucnoTa

Ynaxkoska

MapkupoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Jenymuaan ® L
F142844

M N013354/01-2003189, nam. Ne1, Ne2

3MYNBLCWA ANA NpUeMa BHYTPL, 40 Mr/mn

CUMETUKOH

AU-AN-NK Crnewmanti SnekTpoHuk Matupnans K0 3¢ 9,
3n-3n-Cu, CLUA

85920

Cneuundukauma
Cnrerka BAskan sMynbcua MonovHo-6enoro useTa ¢ 3anaxom
Baxana

WK-CnekTp NornowweHUs UCNbITYEMOro pacTeopa, CHATRIA B
AManasoHe ANuH eank ot 1350 oM ™' no 1200 cu™, nomwen
COOTBETCTEORATS CNEKTPY NOrMOWEeHWA CTaHRapTHOM
pacteopa

MK-crnexTp nornoLeHns UCAbITYeMOoro pacTeopa, CHATLIA &
AuanasoHe AnuH Bonk ot 1400 cm ™' A0 800 v, nomken
COOTBETCTBOBATL CREKTPY NOFMOLUEHUA CTaHAAPTHOMG
pacTeopa

Bpemena yaepusanus OCHOBHOMG NUKa Ha XpOMAaTorpaMme
MCNBITYEMOTO PACTBOPAa OMTKHO COOTBETCTBOBATH BPEMEHM
YAEPKMBAHUA OCHOBHOTD NIXKA Ha XpOMaTorpamme
CTaHhapTHOIO pacTeopa copGuHOBOR KMCNOTBI

or4.8 052

1.060 £+ 0.020

or 90 go 150 mNa¢c

He pomkHo Beime pasaeneHus das

He menee 80 %

He MeHee 30 mn
He meHee 27.3 mn

OKAM: He Bonee vem 10° KOE/mn
QKA He Gonee vem 10" KOE/mn
Escherichia coli: OrcyrereyioT 8 1 Mn

ot 37.0 40 43.0 mrimn

95 ~ 105 % ot Teoperudeckoro cogepxarna NAMC B
CUMETUKOHE, YTO cocTasnser 38.4 mrimn (ot 36.48 no 40.32
mrimn)

He Bonee 2.7 mrimn

70 — 110 % OT 3a8BREHHOMO COABPKAHUA

(ot 0.74 ao 1.17 mrimn)

Mo 30 Mn BO hNaKoKb! TEMHOTO CTEKNE, CHABKEHHBIE
KanenbHULEeNn-403aTOPOM, 3aBUHYMBAIOWEHCH KPBLILLKOW C
CUCTEMOM KOHTPOINA NEPBOrO BCKPLITUA U MEPHLIM KONMAuKOM.
Mo 1 hnakoHy ¢ MHCTPYKUMEN NO MPUMEHEHUID B KAPTOHHOM
nayke.

1) NepBr4Han ynakoBka NEKapcTBEHHAro npenapara
Ha atukeTke (pnakoHa Ha pPyCCKOM R3bIKE YKalbiBaloT:

TOProeoe HaumeHosaHwe npenapata®

MexAyHapoaHoe HenaTeHTOBaHHOE HauMeHoBaHWe
HaumeHoBaHne PUPMbI-NPOM3BOAKTENR, CTPaHY

NEKapCTBEHHYI OpMY, KOHUEHTPaLMIO

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

Ceprugukar ananusa

lopen qo.  05/2025

Pesynwrar

Chnerxa Baskan amynacvs
MOMOYHO-58NI0ro LBeTa
3anaxom Banana

NONOXUTENBHO

NONOMUTENLHO

NONOKATENBHO

5.0
1.060
110. mla-c
cooTBETCTBYeT
100. %

31, Mn
COOTBETCTBYET

< 10. KOE/mn
< 10. KOE/mn
COOTBETCTRYET

40.8 mr/mn
100. %

2.3 Mrimn
98. %

cooTeeTcTRyeT

PeayneTaTthl

Senymuaan ® L

CumMeTuKoH

Bepnun-Xemu Al', Mepmanus
IMYNLCHA AANA NPUeMa BHYTPb, 40
mrimn

Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Beriin - Tel. +49 80 6707-0 (Zentralel, Fax +49 30 6707-2008 (Qualititskontrolle).
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Analysenzertifikat Certificate of Analysis
Mpoaykr: Aenymuaan ® L
Kon npoaykra: F142844

Ne cepun:  22042A

MapkupoBska
cofepKaHve AeACTBYIOLLEro BEWecTaa B 1 MN aMynbCum (=25 kanens)

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

Ne cepun:  22042A

Fopgew no:  05/2025

Nara warorosnenun; 05/2022

YCNOBUA XpaHeHWua

"CobnraaTe NPUNOKEHRYIO UHCTPYKLMID N0 NPUMEHEHUID npenapara"
"Mepen ynotpebnexuem pabanToiBats!"

“3MyNbCUIo AO3UPYIOT KANNAMKW, BEPTUKANLHA NEPEBOpa‘MBan chnakoH rOPBILKOM 8HU3"
"JleKapCTBEHHOE CPEACTBO XPaHWUTL B HEAOCTYNHOM ANA pnerei mecrel”
KONMW4ECTBO Npenaparta 8o hnakoHe

"BeTporoHHoe CpeacTso”

HEBUAMMBIA JHAK 38LLMTLI

NPOMIBOACTBEHHBIA KOZ

2) BTopuuHan ynakoeka

Ha KapToHHOW NAYKe Ha PYCCKOM A3LIKE YKA3biBarT.
TOProBOE HaumeHoBakwe npenapara®
MEXAYHAPOAHOE HENATEHTORAHHOE HAMMEHOBaHUE

NEKapCTBEHHYIO (DOPMY, KOHLEHTPaLMK

HauMeHoBaHue (OUPMbI-NIPOM3BOAUTENA, CTPaHY
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuie)
copepKaHue AeRCTEYILEro BewecTsa B 1 Mn aMynbcum (=25 kanens)

KONWMECTRO Npenapara ao cinakoHe

YCNOBUA XPaHEHUA

cnocof npUuMeHeHus

"SMYNLCAK AOIPYIOT KANNAMK, BEPTUKANBHO NEpeBopainaan (hNakoH ropnbilukam BHU3"
“MNepen ynotpebnenvem ssbantoiBats!”

“JleKapeTBEHHOE CPEACTBO XPaHIUTb B HEAOCTYNHOM ANA AeTel mecre!”

"Mocne BCKPLITUR NakoHa Npenapar MCnonbL3osaTs B TeveHne & mecsaues”

"CoBMoAaTh MHCTPYKUMIO MO NPUMEHEHWUIO NPENapara, KoTOpas HaxoauTesa BHYTPW ynakosku”

"Conepxut copburon”

YCNOBUS OTRYCKA

[ata naroToBnexws: 05/2022

lN'oped po:  05/2025

Ne cepuu.  22042A

"MOMOraeT NPy B3AYTVK KMBOTA W KULLEYHbIX KOAMKaXxX"
"BeTporoHHoe cpeacTso”

WITPUX-KOZ

PErucTPaLMOHHbLIA HOMEP

HEBUAWMBIA 3HAK 3aLUTL!

NpoU3IBOACTBEHHLIA KOA

ITUKETKA KOHTPONS NERBOrO BCKPbITUA

€pEeACTEa UAEHTUDMKALMY CACTEMBI MOHWTOPUHIE ABMKEHUA NIEKAPCTREHHBIX NPEnapaTos

XpaHenve
Cpok roiHocT!

Ceprudpukar:
BuilueykasanHan cepua oTeedaeT TpebosaHuaAM HKOPMaTUBHON ROKYMEHTALIMM.

. Tibor Miké

YnonHoMoueHHoe niuo

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

BERLIN-CHEMIE
MENARINI

Ceprucpukar aHann3a

PesynbTaTthbl
B 1 mn amynscum (=25 kanens)
COABPXKUTCH CUMBTUKOHE 40 mr,

BERLIN-CHEMIE/MENARINI

KpanaTs npn TemnepaType He seiue 25°C.
YKa3aHo

YKA3aHO

yKaszaHo

YKa3aHo

30 mn

yKa3laHo

WMEEBTCH

UMEEeTCH

Aenymmzad ® L

CUMETUKOH

IMYNBLCUR ANSA NPUEMa BHYTPb, 40
M/

Bepnvn-Xemn A, Mepmanns
BERLIN-CHEMIE/MENARINI

B 1 mn amynscuu (=25 kanens)
COAEPKUTCA cumeaTHkona 40 wmr,
30 mn

XparuTs npu TEMNEpaType He Bbiwe 25°C.
[nsa npuema BHYTPL

yKa3aMo

yKazaHo

yKa3aHo

yKasaHo

yKa3aHo

YKa3aHO

Bes peuyenTta

YKAZAHO
yKasaHo
MMEETCH

1 N013354/01
MMEETCA
UMEETCA

HE umeeTcA
VMEETCR

MNpu Temneparype He sbiwe 25°C.
3 ropa. MNocne eekpbiTus chnakowa 6
MECHRLES

Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 30 6707-0 {Zentralel, Fax +49 30 6707-2008 (Qualitatskontrolie).




