M OO0 bepnnH-Xemmu/A. MeHapuHm

INOATBEPKJIEHHUE COOTBETCTBUS

Ne [IC-21511A

Toprosoe HauMeHOBaHHe L-Tupokcun 100 bepann-Xemu
MexnyHapoaHoe HEAaTEHTOBAHHOEC HAUMEHOBAHHUE JIeBOTMPOKCHH HATpHs
(rpynImMpoBOYHOE WIH XHMHYECKOE)

JlekapcTBeHHas dopMa TabJIETKH

Jo3npoBka 100 MKT

®opma BbIlyCcKa 25 wrT., 6aKcTepHI (4 UT.), KOHTYpHas

sYEHKOBas YIaKoBKa,
rayka KapTOHHas

Howmep cepum (naptumn): 21511A

O6beM cepun(napTin) 39720

Jara npousBoacTBa 01.01.2022

T'ozieH 1o 01.01.2024
HamvenoBanne wu  agpec  mpomssoautens (c | [poussoantenn-Bepaun-Xemu AT,
YKa3aHHEM CTaui IPOH3BOJICTBA) ['epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
BpinycKamuii KOHTPOIb KadecTBa-

bepmun-Xemu AT, I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HoMmep 1 nata perucTpallHoHHOro YI0CTOBEPEHHUS ITNO08964 ot 28.02.2011
(nara 3ameHsl PY ot 05.11.2019)

Homep 1 gaTa HOpMaTHBHOMH IOKYMEHTALUH [T NO08964-051119, m3m.Nel

HaumenoBanue H anpec aepxatens | bepmun-Xemu Al I'epmanus

PErHCTPalHOHHOTO YI0CTOBEPEHMS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosiuuii 10OKyMeHT H0ATBEPKIALT:

-JIaHHBIH JICKapCTBEHHBIH Tpemapar cooTBeTcTBYeT 61-B3 «O6 obpameHun JIEKapCTBEHHBIX
CpEeICTB...»;
-CepHs JICKapCTBCHHOIO Mperapara COOTBETCTBYET TpeGOBaHHAM, YCTaHOBJIEHHBIM HPH €ro

rOCyJapCTBEHHOH perucTpautu

22
£ —e=Cokonos BJl.  31.03.2022
(TTo/HCH) (nata)

000 “BepnuH-Xemu/A. MeHapuHu"

KOpunuueckuia agpec: Poccus, 123317, . Mocksa, MpecHeHckas HabBepexHas, g. 10
MouToeeit agpec: Poccun, 123317, . Mockea, MNpecHeHckas HabBepexHasn, . 10
Tenedon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MpoaykT:

Koa npoayxra:

Ne cepum: 21511A

Aata warotoenenus; 01/2022

[ara sbinycka cepuu: 10/03/2022
HopMartusHas A0KyYMEHTaUMA:
NekapcTeeHHan gopma:
fAeAcTeylollee BELWECTBO;
MpoussoauTent AeicTBYyIOWEro BELLecTBa:
OBbem cepun (KONUYECTBO YNakoBok):
Mokasarens

Onucanue

MoanuHHOCTL (B3XKX)

CpeaHsia Macca
OaHopoaHOCTL 403UPOBAHUA

PacnaaaemocTs
Pacteopetne

MoTepsa B Macce Npu BICYWWBEHWN
PoacteenHble npumecu
3,5-AMAOATUPOHKH
NOTUPOHWH
3,3', 5-TpUiAoATUPOHUH
3,3',5,5"-TeTpatog TupoykcycHan
kucnorva
3,3'.5,5'-TeTpaitoaTMpoMypasbuHan
KacnoTa
nwobas eagMHUYHARA
HeuaeHTUDULMpOBaHHARA
CYMMa HeUAEHTUMULMPOBAHHBIX
npumecei
CyMMa BCEX NpuUMecen
MukpoGuronoruyeckas yncroTa
O6Liee Yucno aapobHbix
MUKPOOPraHnamoB
Obuwee YMCNo APONCKEBLIX U
nnecHeBbix rpuGoB
Escherichia coli
KonuyecTteeHHoe onpeaeneHve
IleBOTUPOKCUH HaTPUA

¥YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto G

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Ceprugpukar ananusa

L-Tupoxcun 100 Bepnun-Xemu
F140973

loaewx po: 01/2024

M N008964-051119 ¢ nam. Ne1 or 16.06.2021
Ta6netkun, 100 mkr

INeBOTUPOKCUH HATPUA

Mentugo MBX, Nepmanus

39720
Cneuudmkayma Pesynerar
Kpyrneie cnerka Beinyknsie Tabnetku o Genoro Kpyrnbie cnerka oinyknbie Tabnetku
a0 6enoro co cnerka XenToBaTbiM OTTEHKOM 6enoro co cnerka XenToeaTbiM
UBeTa, C PUCKOW ANs AENEeHWA Ha OAHOW CTOPOHE OTTEHKOM useTa, € pyckoii Ans
1 TUucHeHuem "100" Ha apyroi AENEHns Ha OAHOM CTOPOHE
TucHeHuem "100" Ha aApyroi
Bpemsa yaepxusaHua OCHOBHOIO Nuka Ha MonoxurensHo
XPOMAaTOrpaMMe UCBITYEMOrO PACTBOPA A0NKHO
COOTBETCTBOBATL BPEMEHH YAEPKWBAHWA OCHOBHOrO
nuka Ha xpomarorpamme CTaHjapTHoro pacreopa
NeBOTHUPOKCUHA.
104.00mMr+7.5% 105.81 wmr
MNapameTp npuemnemocty ans 10 eanHuL 3.5
Ao3uposanua s 15.0. MapameTp npueMnemocTv
ans 30 equHuL Ao3aupoBanus < 15.0 1 HU oaHa
M3 euHnL 403MpOBaHUA He MeHee 0.75 u He
Gonee 1.25 M
He Gonee 10 MuHyT 2, MUH
He meHee 75 % (Q) NeBOTUPOKCUHA HATPWA OT 101. %
3aABNEHHOro coaepxaHua Yyepes 30 MUHyT
He Gonee 7.5 % 31 %
He 6onee 0.2 % < 015 %
He Gonee 1.0 % < 01%
He Gonee 0.3 % < 015 %
He 6onee 1.0 % < 0.15%
He Gonee 1.0 % < D15 %
He Gonee 0.5 % 017 %
He Gonee 2.0 % ' 0.4 %
He 6onee 5.0 % 0.4 %
< 10. KOE/r
He Gonee 10° KOEB 11
2 < 10. KOE/r

He Gonee 10°KOE B 1T
Orcyrcteme B 11 CootsetcreyeT

102. %

90 — 105 % oT 3asBNEHHOr0 COAEPKAHUA
(o7 90.0 o 105.0 mkr / Tabn.)

Mo 25 TabneTok B KOHTYPHOW AYERKOBON Cooteercrayer
ynakoske (6nuctep) [bonera anlMuHuesas /

chonbra ankMUHUEBas).

Mo 4 6nucTepa € UHCTPYKUMUER NO NPUMEHEHMIO

npenapaTta B KapTOHHOW nauke.

iovanni Aleotti - Vorstand: Dr. Luea Lastrucci (Vorsitzender), Edward Szybowski, Or. Christian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707.2008 (Qualitatskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruchuxar aHanu3a
Mpoaykr: L-Tupokcun 100 BepnuH-Xemu
Koa npoaykra: F140973

Ne cepuu: 21511A

MapkupoBka

1) NepeuyHan ynakoBka NekapcTBeHHOro npenapara
Ha 6nuctepe Ha PYCCKOM S3bIKE YKA3bIBAKOT.
HauMmeHoBaHKe UPMbI-NPOU3IBOAUTENA

norotvn «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOProBoe HaMMEHOBaHue npenaparta

MEXIYHApOAHOE HENATEeHTOBaHHOE HaMMEHOBaHWE
nexkapcreeHHyo opmy

[103UpOBKY

Ne cepun: 21511A

lopen po: 01/2024

HEBUAWMBIA 3HAK 3aLUNTLI

2) BropuyHas ynakoska

Ha kapToHHOI Nayke Ha PYCCKOM A3bIKE YKA3bIBAKT:
HauMeHoBaHWe (MPMbI-NPOU3BOAUTENA, CTpaHy

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

MEXAYHapOAHOE HENaTeHTOBaHHOE HauMeHOBaHue
nekapcTBeHHy0 hopMy, A03UPOBKY

Konu4ecTeo TabneTok B ynakoske

cnocof npYMeHeHns

COAEpXaHWe AeNCTBYIOLEro BelecTea B 04HoN TabneTke

YCNOBWUS XpPaHEHWUA

«CobnioagaTe MHCTPYKLMIO MO NPUMEHEHUIO Npenapara, koTopas
HaxXOAMUTCR BHYTPW YNaKoBKWY

«[lekapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeih mectel»
perncTpaunoHHbIM HOMEpP

ycnosus oTnycka

Ne cepun: 21511A

[ata uarotoenenun: 01/2022

lopex po: 01/2024

WITPUX-KOA

HEBUAWMbBIA 3HAK 3aLLUATbI

NPoOM3BOACTBEHHBIR KOA

3TUKETKA KOHTPONS NEPBOro BCKPbLITUA

CPEACTBA MABHTUMDUKALIMKA CUCTEMBI MOHWTOPWHIA ABMKEHWA
nexkapcTBeHHbIX NpenapaTtos

XpaHeHue

CpoK rogHocTH

Ceprudukar:

BbilleykaiaHHan cepwsi oTeevaer TpeboBaHuAM HOPMaTUBHOA JOKYMEHTaUMW.

Dr."Nortrext Stang

YNONHOMOYEHHOE NULIo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 87070 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle).

Peaynbrar

bepnuH-Xemn Al
BERLIN-CHEMIE/MENARINI
L-Tupokcuu 100 Bepnun-Xemu
TleBOTUPOKCHH HaTPUS
TabneTtkun

100 mkr

wMeeTcsa

Bepnun-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
L-Tupokcud 100 Bepnun-Xemun
JleBOTUPOKCUH HATPUA
Tabnetku, 100 MKkr

100 TabneTtok

ANA Npyuema BHYTPb

B 1 TabneTke coaepxuTCs
nesoTUpoKcHHa Hatpua 0,100 mr
XpaHuTb Npu TeMneparype He ebilue 25°C
yKa3aHo

yKasaHo
M NO08964
Mo peuenty

UMeeTcs
umeeTca
nmeeTcs
HE MMEETCA
umeeTca

Mpu TemnepaTtype He Bblwe 25°C
2ropa




