M 000 BepnnH-Xemn/A. MeHapHHH

MOJATBEPKAEHUE COOTBETCTBHSA

Ne TIC-12533A

Toproeoe HaMMeHOBaHHE L-Tupokcun 100 bepiun-Xemu
Mesk1yHapoHOe HeNaTeHTOBaHHOE HAMMEHOBAHHE JIeBOTHPOKCHH HATPHs
(rpyTMUpOBOYHOE MM XMMHYECKOE)

JlexapcTBeHHas dopma TabNETKH

Jlo3upoBKa 100 MKr

dopma BeINYCKa 25 wr., 6idcrepsl (4 WT.), KOHTYpHast

A4yeiikoBas ylaKkoBKa,
rayka KapToHHas

Homep cepuu (MapTHH): 12533A

O6bem cepun(mapTHH) 39 840

JlaTa MpOM3BOICTBA 01.06.2021

[oneH 10 01.06.2023
HauMenosanue W ajapec  npoussoaurens (¢ Mpoussoauteab-bepaun-Xemu AT,
yKa3aHWeM CTa/uii POH3BOACTBA) I'epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Brinyckawoumuii KOHTPOJIb KayecTBa-

bepnun-Xemu AT, ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u JaTa perucTpaliHOHHOTO YA0CTOBEPECHUSA [1N008964 ot 28.02.2011
( nata 3amens PY ot 05.11.2019)

Homep ¥ 1aTa HOPMAaTHBHO#M JOKyMEHTALUK I1N008964-051119

HaumMeHoBaHue " ajzpec nepxartens | bepnun-Xemu Al I'epmannus

perucTpalMOHHOTO YA0CTOBEPEHH Glienicker Weg 125, 12489, Berlin,
Germany

HacTrosimuii JOKYMeHT NOATBep:KAaeT:

-JAHHBIH JleKapCTBEHHEIH mpernapar cooTBeTcTByeT 61-03 «06 obpaieHun J1eKapCcTBEHHBIX
CPENCTB. ..

-cepusi JIGKAPCTBEHHOTO MIPerapaTa COOTBETCTBYET TPeOOBAHWAM, YCTAHOBJICHHBIM TpH €ro
rocyapcTBEHHOH perucTpaluy

20.08.2021
(nara)

HoeepeHHOC

"' '!}v‘ B
Ne 6/u ot 07 '

183020 " VIERiL I
7 i

000 “BepnuH-Xemu/A. MeHapnHn”

Opuaouqeckmia anpec: Poccua, 123317, r. Mocksa, MNpecHerckan HabepexHas, 4. 10
MouToBbii agpec: Pocows, 123317, . Mocksa, MpecHexckan HabepexHas, a. 10
Tenedon: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

poaykT:

Kopn npoayxTa:

Ne cepumn:  12533A

[ara warotosnenua: 06/2021

[aTa seinycka cepuun: 28/07/2021
HopmarueHas QOKyMEHTaUuMA:
NekapcTeerHan opma:
[leAcTByiOLIEE BELWECTBO!
MponasoauTens AEACTBYIOWENO BELECTBA:
Obbem cepum (KONU4ECTBO YNakoBoK):
MokalaTtens

Onucanue

Cpenmsa macca
OAHOPOAHOCTE A03MPOBAHNA

PacnagaemocTb
PacteopeHue

[oTeps B Macce nNpu BbICYLWWBAHANA
oANUHHOCTL NeBoTUPOKCUH (B3XKX)

PoacTBEHHbBIE NPUMECH
3,5-[IniAoaTUPCHIUH
NUOTUPOHUH
3,3, 5-TpuiAoATMPOHUH
3,3',5,5-TeTpaloaTUPOYKCYCHaR
KucnoTa
3,3'.5,5-TeTpaioATVpOMYpaBLUHAA
KucnoTa
Noban egnHndHan
HeWeHTUDULMPOBaHHAA
Cymma HenaeHTUPHULMPOBAHHBIX
npumecen
CyMma BCEeX NpUMecei
Mukpobuonoriueckan YucToTa
Obuee 4ucno aapobHeix
MUKPOOPraHW3MOB
OfLlee YACNo APOXIKEBLIX U
nnecHesbix rpubos
Escherichia coli
KonuiecTeeHHoe onpeaeneHne
NTeBOTUPOKCUH HATPUS
YnakoBska

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

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

L-Tupokcun 100 Bepnun-Xemu
F132426

1 N0O0B964-051119

Tabnetku, 100 mxr

NeBOTUPOKCUH HATPUA

Nentupo M'mbX, Nepmanus

39840

Cneundmkaums

Kpyrnsie cnerka ebinyknsle Tabnetk ot Benora
40 Genoro co CNerka KenTosaTsIM OTTEHKOM

Ceprudmkar anannsa

lopex po: 06/2023

Peaynkrar

Kpyrnbie cnerka seinyknbie Tabnetku
Henoroe co CNerka XenToBaTbiM

LUBeTa, C PUCKOA ANs AENEHNA Ha OHON CTOpOHE OTTEHKOM LBETA, C PUCKON ANA

¥ TMcHenrem "100" na apyron

10400 Mr £ 7.5 %

NapameTp npuemnemoctu ansa 10 eauHul
npoauposaHus € 15.0. MNapameTp NpueMnemocTy
Anm 30 epunuy ao3vpoBanns s 15.0 v HY oaHa
13 EAVMHWL A03MPOBaHNsa He meHee 0.75 v He
Gonee 1.25 M

He Gonee 10 MuHyT

He meHee 75 % (Q) neBoTMPOKCHHA HATPUA OT
33ABNEHHOTO copepxaHus Yepea 30 MuHyT

He Gonee 7.5 %

Bpems yAepK1BaHUA OCHOBHOIO NKKa Ha
XpoMaTorpaMmMe UCnbiTyeMOoro pacteopa AONXHO
COOTBETCTBOBaTH BPEMEHU YAEPKUBAHWA OCHOBHOIO

nUKa Ha XPOMATOTPaMMe CTaH4apTHOro pacTBopa
NEBOTUPOKCUHA.

He Gonee 0.2 %
He 6onee 1.0 %
He Bonee 0.3 %
He Gonee 1.0 %

He bonee 1.0 %

He Gonee 0.5 %
He Gonee 2.0 %

He 6onee 5.0 %

He Gonee 10° KOE B 1T

He Gonee 10°KOE 8 11

Otcytcteue s 1r

90 — 105 % OT 3anBNEHHOI0 COAEPKAHWUA

(o1 90.0 ao 105.0 mkr / Tabn.}

Mo 25 TabneTok B KOHTYPHOM AYERKOBOR
ynakoeke (Bnuctep) [dhonbra anomunresan /
conkra anoMuHnesas). *

1o 4 BnucTepa C WHCTPYKUMER NO NPUMEHEHWIO
npenapara B KaPTOHHON nadke.

ABNEHWA HA OJJHOA CTOPOHE 1
TucHeHuem 100" Ha apyroi

104.30 mr
3.2

3. MuH
97. %

32 %
MonoxUTENbHO

< 015 %
< 01%
< 015 %
< 013 %
< 0.15%
0.16 %
0.6 %
0.6 %
< 10. KOEf
< 10. KOE/r

CoorseTcTeyeT
100. %

CoocreercryeT

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



aas:

Analysenzertifikat Certificate of Analysis
MpoaykT: L-Tupokcux 100 Bepnun-Xemu
Koa npopyxTa: F132426

Ne cepum:  12533A

Mapkupoaka

1) [lepeuyHan ynakoBka NekapcTBEHHOro Npenapara
Ha 6nucTepe Ha pyccKOM AI3bIKE YKa3biBaoT:
HAUMEHOBAHKUE (hUPMBLI-NPOU3BOAUTENA

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuhuue)
TOProsoe HauMeHoBaHue npenapara

MEeXAYHapOAHOE HENaTeHTOBAHHOE HaNMEHoBaH1e
NeKapcTBeHHyio hopmy
AO3UPOBKY

Ne cepuu:  12533A
lopew po: 06/2023
HEBUAKWMBIA 3HAK 3aLLUTDI
2) BropuyHas ynakoska
Ha KapTOHHOA Nayke Ha PYCCKOM A3bIKE YKA3biBaloT:
HaUMEHOBaHUE (PUPMbI-NPOU3BOAUTENS, CTPaHY
norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBoe HauMeHoBaHWe npenapara

MENAYHAPOAHOE HEMATEHTOBAHHOE HAUMEHOBaHWe
nekapcTeeHHyio opmy, 403UpoBky
Konu4ecrso Tabnerok B ynakoexe
cnocob npuMeHeHus

COAERXKaHWE AeNCTBYIOLIEro BellecTsa B 0AHON Tabnerke

YCNOBUA XpaHEHUA

*CobnioaaTh MHCTPYKUMIO N0 NPUMEHEHUIO NPenapaTa, KOTOPas HaXo4UTCA BHYTPU ynakoBku'"

"IlekapCTBEHHOE CPE/ICTBO XpaHuTb B HEAOCTYNHOM AnA aAeTen mecte!”
PEruCTPaUMOHHbIA HoMEp

YCNOBWA OTNyCKa

Ne cepun.  12533A

[Mara warotoenenus: 06/2021

lMopex po: 06/2023

LUTPUX-KOA

HEBUAMMBIA 3HAK 3aLLUTbI,

NPOW3aBOACTECHHLIA KOA

3TUKETKa KOHTPOMA NEPBOTO BCKPLITUA

CpeiicTBa MABHTUDMKALIMA CUCTEMBI MOHUTOPUHIa ABMKEHUS NEKApCTBEHHbLIX Npenaparos

XpaHenue
Cpok rogHocTH

Cepruadukar:
BhilieykadaHHana cepus oTeedaet TpefoBaHUAM HOPMATYBHOW 4OKyMEHTALMU.

r. Tibor Miké

YnonHomoueHHoe nuuyo

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. +48 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolie).

BERLIN-CHEMIE
MENARINI

Ceprudukar aHannsa

PesynkTar

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI
L-Tupokcun 100 Bepnun-Xemu
J1eBOTUPOKCUH HaTpUsA
TabneTtku

100 mkr

UMEETCA

Bepnun-Xemu AlN, lepmanus
BERLIN-CHEMIE/MENARINI
L-Tupokcun 100 Bepnun-Xemu
JIeBOTUPOKCUH HATPWA
Tabnetkn, 100 mkr

100 TabneTok

[ANsi NpUuemMa BHYTPb

8 1 TabneTke coaepxUTCH
nesoTupokcuHa Hatpws 0,100 mr
XpannTb npu Temneparype He eblle 25°C
YKa3aHo

yKa3aHo

N N008964

no peuenTy

nMmeeTca

umeeTcs

umeeTca

HE UMeeTcs

nmeeTca

Mpw TemnepaType He Bbiwe 25°C
2ropa




