M 000 bepnnrn-Xemn/A. MeHapyvnrm

e

NOATBEPKJIEHHE COOTBETCTBUSA

Ne T1C-29037
Toprosoe HanMeHOBaHHE Hoaomapua® 100
Me:x/1yHapo/iHOe HellaTeHTOBAaHHOE HalMEeHOBaHHE Kanus iionun
(rpynnupoBoYHOE HIIH XHMHUYECKOE)
JlekapcTBeHHast hopma TablIeTKH
Jlo3upoBka 0.1 mr
®opna BoIycKa 100 mr., ¢pnakonsr (1), mauku
KapTOHHBIC
Homep cepun (ftaptuu): 29037
O0beM cepuu(napTHH) 27 064
Jlata mpousBocTBa 04.2022
I"'oxen no 04.2025
Haumenosanue u  azapec npoussojutens (c | IlpousBoguTens- Menapunu-PoH
yKa3aHHEM CTaJlui MPOH3BO/CTBA) Xeiinen I'm6X,( Leipziger Strasse 7-13,
01097 Dresden, Germany)

Boimyckawmuii KOHTPOJIbL KAa4eCcTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep 1 1ata perucTpaiMOHHOro y10CTOBEPECHHU IT NO013943/01 or 18.07.2007 (mata
nepeoopmienus 20.09.2021)

Howmep 1 1aTa HOpMAaTHBHOH JOKYMEHTAIIMH I1 N013943/01-200921

HaumeHoBanue H azpec nepxatens | bepnun-Xemu AT,'epmanus

PErHCTPALHOHHOIO YOCTOBEPEeHHU S Glienicker Weg 125, 12489, Berlin,
Germany

HacTosmmii 10KyMeHT MOATBePKIAET:

-IaHHbBIH JIeKapCcTBEHHBIH MNpenapar coorBeTcTBYeT 61-O3 «OO6 obpamieHHH JIeKapCTBCHHBIX
CPEACTB...»;

-CepHsA JIEKapCTBEHHOI'O IpenapaTa COOTBETCTBYET TPEOOBAHMSAM, YCTAHOBJCHHBIM IIPH €r0
rocyJapCTBEHHOH perucTpanuu

(TqIrmce) (mata)

:
T
STy,

T
i Bl o1 10:01,3022

000 “bepnuH-Xemu/A. MeHapuHu”

HOpuandecknii anpec: Poceus, 123317, . Mocksa, MNpecHerckan HabepexHas, a. 10
Movtosein appec: Poccun, 123317, . Mockea, MpecHerckas HaBepexHasn, . 10
Tenedpon: +7 (495) 785-01-00, dbakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoaykT:

Koa npoaykra:

Ne cepun: 29037

Nara uarotoenesus: 04/2022
[lata suinycka cepun: 15/08/2022
HopmaTusHas AOKyMEHTaLUA:
NexapcreenHan opma:
[encTeyowee seuUecTso:

MNpou3soAnTEN ASNCTBYIOLEro BEWECTBa:

OBbeM cepum (Konu4ecTso):
MNoxa3arene
Onucanune

CpegHas macca

PacnapaeMocTs

Pacreopexue

MNoTeps B Macce NPy BbiCyluueaHum
OAHOPOAHOCTL A03NPOBAHWA

NoanutHoCTh
Woana-uoH, BOXX

Kanuir-woH, KadeCTBEHHAR peakuua

MukpoBuonoruueckas YucToTa
Ofwee Yucno aapobHbix
MUKPOOPraHnamos
OBLWee YMCNo APORTKEBbLIX U
nnecHeBbix rpubos
Escherichia coli
KonudecTeexHoe onpesenexne Kanua
noana

YnakoBka

MapkupoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Wopomapu ® 100
F142879

M N013943/01-200921
tabnetku, 0,1 mr
Kanus woaua

Mepk KraA, Mepmanua
27065

Cneuudurauns

Kpyrnbie NRocKauMnMHapUieckne TabneTkm
Genoro unu nodTy 6enoro yeera, ¢ Gackon
W PVCKOW Ha OAHON CTOPOHE

0.115rt5%

He Gonee 5 muryT

He menee 75% (Q) vepea 15 MuH

He Bonee uem 3 %

MapameTp npuemnemocTy Ana 10 eauHiy
nosuposanus s 15.0. NapameTtp
npuemnemocTv ana 30 eAnHNY A03NPOBAHUA
< 15.0 1 HW OfgHAa U3 EAVHUL A03MPOBEHWUA
He mexee 0.75 v Bonee 1.25 M

Bpemn yAepHKUBaHUA OCHOBHOM NKKa Ha
XPOMaTOrpamMme UCTbITYEMOrO PAcTBOPA ACMKHO
COOTBETCTEOBATE BPEMEHU YASPKUBAHWUA N1Ka
f0AMAa HA XPOMATOrpaMmMe CTaHAaPTHOMo pacTeopa

OfipasyeTcs KenTbin KPUCTANNWUECKWIA 0CafoK

e Gonee 10°KOE 81 r
ve Bonee 10° KOE 8 11

oTcyTcTBME B 1 T

oT 95 0 105 % 0T 3aRBNeHHOro coaepkanua (0T
0,125 mr go 0,138 Mr kanus #oauAa B OfHO#M
TabneTtke)

Mo 100 TabneTok 8o (hNakoHb TEMHOTO CTEKNAE,
C NONUITUNEHOBOM LWTENCENEHON NpOGKOR ©

amopTuaatopon. Mo 1 dnakory © WHCTpYyKUmKedn
N0 NPUMEHEHVIO Npenapara B KapTOHHGI nayke.

1. MepBUYHAA yNakoBKa NEKapCTBEHHOO npenapara.
Ha sTukeTke hnakoHa Ha PYCCKOM R3biKe YKa3biBaloT:

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

ToproBoe HauMeHoBaHue npenapara ®

rpynnupoBoYHOe HanMeHoBaHue

NeKapcTaeHHYIo hopMy, AOIUPOBKY, KONUMECTBO TabneTok 80 chnakoHe

Vorsitzendar des Auisichtsrates: Or. Aiberto Giovanni Aleotti « Vorstand: Dr.
Dr. Attilio Sebastia - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 3

Cepruguxart aHanusa

lopex go:  04/2025

Pesynerar

Kpyrnsie nnockoUMnvHApAHeckue
Tabnetku noutu Benoro LBeTa,
ackoi 1 PUCKOW Ha OHON CTOpPOHE

0416

1. MUH

89. %
1.3 %
P

MonoMuTENLHO

MonoXxuTensHo

< 100. KOE/T

< 100. KOE/r

CooTvseTtcTBYET
99. %

CooTteeTCcTBYET

BERLIN-CHEMIE/MENARINI
Mogomapud ® 100

Kanusa foava

100 tabnetok no 0,1 mr

tuea Lastrucel (Vorsitzender), Edward Szvbowski, Dr. Christian Matschke,
0 §707-0 (Zentralel, Fax +49 30 6707-2008 {Qualitdtskontrolle).




MENARINI

Analysenzertifikat Certificate of Analysis
NpoayxT: Wopomapun ® 100
Kopa npogykra: F142879
Ne cepuu: 29037
Mapkuposka

COAEpkKaHUe AeNCTBYIOWEro BELLECTBA U COOTRETCTBYIOWES KONMYECTBO HOAA B DLHON
Tabnetke

«Cobnioaate NPUADXEHHYIO MHCTPYKUKI NO NPUMEHEBHUIO NpenapaTan

Ne cepuu: 29037

Aara warotoenenus: 04/2022

lopen po:  04/2025

«[AnA npuemMa BHYTPL»

«CofepmuT nakTosy»

«[lns npodunakTuk v neverus sabonesaHuii, CBA3ANHLIX C AechuLnToM togan
Heeugumbiil 3HaK 3aLMTHI

MpouasopcTaerHbii Kog

2. BropuuHas ynakoska

Ha kapTOHHOW NAaYke HA PYCCKOM S3bIKe YKa3bIBAIOT,

HauMeHoBaHue (PUPMbI-NPOM3BOAUTENA, CTpaHy

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

TOProsoe HaumeHoBaHue npenapata ®

rPYNNUPOBOYHOE HauMEHoBaHue

nexkapcTeeHHy0 opmy, 403MpoBKY, KonuuecTeo Tabnetok Bo dnakoke

CoAepKaHue ABUCTBYIOLEro BEUIECTBA U COOTBETCTBYIOLEE KONMYECTEO #oaa B O4HON
Tabnetke

YCNOBUA XPaAHEHUA

«CoBnioaarte MHCTPYKLMIO N0 NPUMEHEHUIO NPENapaTa, KoTopas HaXoAUTCA BHYTPH YNaKOBKU»

«JlekapcTeenHoe CPEACTRBO XPaHWUTL B HELOCTYNHOM ANA AeTeil mecre!y
perncTpaunoHHbIi HoMep

YCNOBUA OTNyCKa

Ne cepun: 28037

[Harta varorosnenunn: 04/2022

loaex po: 04/2025

LITPUX-KOA,

«[lns npuema BHyTpb»

«CoAEPKUAT NaKTO3Y»

«[Ans npohunakTukn 1 NeveHur 3abonesaHuil, CBA3EHHDLIX ¢ AeduunTomM Hogay
HeBnaumbilk 3HaK 3aWMTel

MNpou3BOACTBEHHLIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUR

CPEACTBA MABHTUDMKELIMA CUCTEMBl MOHUTOPUHIA ABUKEHUR NEKAPCTBEHHKLIX NPeNapaTos

XpaHeHue
Cpok roaHocTH

[pu Temneparype He ewiwe 25°C
3 roaa

Ceprudomkar:

Boileyka3anHan cepua oTeevaeT TpeGoBaHWAM HOPMATUBHOW JOKYMEHTaLMM.

Dr. Nbfbelt Stang

YnonHomoueHdge nuuo

BERLIN-CHEMIE

Cepruguxar aHanusa

Peaynerar

8 1 TabneTke coaepxuTca Kanus
#oauaa 0,131mr (4TO COOTBETCTBYET
0,1 mr hoga)

YKa3aHo

yKasaHo
YKa3aHo
yKasaHo
umeeTcs
umeeTcA

Menapunu - ®on XeipeH MTMEX, Mepmanus
BERLIN-CHEMIE/MENARINI
WoaomapuH ® 100

Kanus fogva

100 TabneTok no 0,1 mr

8 1 TabneTke COAEPXUTCH Kanua
#hoanaa 0,131mr (yro cooTeeTCTRYET
0,1 mr ioga)

XpaHuTs Npu TEMNEpaType He seiwe 25°C

YKa3aHo

yKaaaHo
M NO13943/01
bea peuenTa.

uwmeeTcs
yKa3aHo
yKa3aHo
YKa3aHo
UMEETCH
uMeeTca
HE UMeeTCs
umeeTca

Varsitzender des Aufsichtsrates: Dr. Alberto Giovanni Alectti - Vorstand: Dr. Luca Lastrucci {Vorsitzenderj, Edward Szybowski, Dr, Christian Matschke,
Dr. Attilio Sebastiv - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin « Tel. +48 30 6707-0 (Zentralg), Fax +49 30 6707-2008 (Qualititskontrolle).



