M 000 bepnnH-Xemn/A. MeHapyHH

MNOATBEPXKAEHUE COOTBETCTBUS

Ne T1C-12534A

Toproroe HaMMEHOBaHHE L-Tupokcun 100 bepnun-Xemu
Mesk/yHapO/IHOE HEMATEHTOBAHHOE HAMMEHOBAHHE JIeBOTUPOKCHH HATpHA
(rpynmnupoBOYHOE MIIH XUMHYECKOE)

JlekapcTBeHHas dopma TabJIeTKH

Jo3upoBKa 100 mkr

®dopma BblITyCKa 25 ., GmucTepsl (4 WT.), KOHTYpHas

syeiKoBas yraKoBKa,
nayka KapToOHHas

Homep cepun (napTum): 12534A

O06beM cepuu(rapTHH) 39 600

Jlata Mpou3BOACTBA 01.06.2021

["opeH no 01.06.2023
HaumeHoranue 1 agpec  npoussoautens (¢ | Hponssoaurenn-bepaun-Xemn Al
yKa3aHWeM CTaui NPOU3BOCTBA) I'epmanus (Tempelhofer Weg 83, 12347,

Berlin, Germany)
Beinyckawmuii KOHTPOJIb KayecTBa-

bepnun-Xemu AT, I'epmanust
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u 1ata perucTpallMOHHOrO YI0CTOBEPEHUA I1N008964 ot 28.02.2011
( mara 3amensl PY ot 05.11.2019)

Homep u 1aTa HOPMaTHBHOH JIOKYMEHTALIUH ITN008964-051119

Haumenosanue H azpec aepskarens | bepnun-Xemu Al I'epmanus

PErHCTPallMOHHOTO YA0CTOBEPEHHUS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosiuquii JOKYMeHT NMOATBEPKIAALT:

-JaHHBIA NeKapcTBeHHBI npenapar cooTBeTcTBYeT 61-03 «O6 obpauieHuy NTeKapcTBEHHBIX
CPEICTB...»;

-CEpHs JIEKapCTBEHHOr0 IpenapaTta COOTBETCTBYET T]DEGOBHHHHM, YCTAHORBJIEHHBIM IIpH €O
rocyJapCTBEHHOH perucTpaLuy

eHaApUHMY 4 ‘75 | Py3anora T.B. 06.09.2021

(noxmuce) (mata)
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000 “Bepnun-Xemn/A. MeHapnun”

HOpuguyeckni agpec: Poceus, 123317, r. Mocksa, lNpecHeHckan HabepexHas, o. 10
Moutoseid agpec: Pocecun, 123317, r. Mockea, MpecHeHckan HabepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruchukar ananusa
NpoaykT: L-Tupokcun 100 Bepnun-Xemu
Kop npoaykra: F132426

Ne cepum: 12534A

Nara narotoBnexus: 06/2021
[ara seinycka cepumn: 06/08/2021
HopmartusHan A0KyMEHTaLUUR:
NekapcreexHan gopma: Tabnetku, 100 mkr
HeicTeylouiee BeLlecTeo: eBOTUPOKCUH HATPUA
MpousBoAuTENk ABACTBYIOWEro BewecTea:  [Mentuao MubX, Mlepmanng

logen go: 06/2023

T N0O08964-051119

O6bem cepuu (KONWMHECTBO YNAKOBOK): 39600
Nokasarens 'Cﬂeumpuxauml Pesynerar
Onucanme Kpyrnble cnerka seinyknble Tatnetku ot 6enoro  Kpyrnsie cnerka Bbinyknbie Tabnetku

no Benoro co cnerka MenToBaTbiM OTTEHKOM Benoro o cnerka XenToBaTbiM
LBETA, C PUCKOM ANA AEeNeHNA Ha OAHOW CTOpOHE OTTEHKOM LBETa, C pUCKoM Ana

W TUCHeHWEM "100" Ha Apyron LENEHWA HA OAHOW CTOPOHE U
TucHernem "100" Ha apyrod

104.00mMr+7.5% 105.58 wmr
MapameTp npuemnemocTy Ans 10 egunny % 2.0
AocanposannA < 15.0. MNapameTp NpUEMNEMOCTH

ana 30 eaunuy ao3vpoBanunsa < 15.0 U HK oaHa

13 eANHNL A03MPOBaHKUA He meHee 0.75 v He

CpeaHxsna Macca
OaHOpPOAHOCTE A03MpoBaHNA

Gonee 1.25 M
PacnagaemocTs He Gonee 10 mMuHyT 3. MuH
PactsopeHue He menee 75 % (Q) neBOTUPOKCUHA HATPURA OT 98. %
3aABNEHHOrC CoAepXanua Yyepes 30 MUHYT
""" MMoTeps B Macce NpU BbICYLWMBAHWA He bonee 7.5 % 33 %

MoanuHHoCTb NlesoTnpokcuH (BIXX) Bpema yAEpXUBAHUA OCHOBHOTO NUKa Ha MonoxuTensHo
XPOMATOTPAMME MCNITYEMOTO PACTBOPA AOIKHO
COOTBETCTBOBATL BPEMEHW YAEDKWBAHWA OCHOBHOM
nUKa Ha XPOMATorpamme CTaxfapTHOro pacTeopa
NEeBQTUPOKCUHE.
PoAcTBEHHBIE NPUMECH
3,5-fuiAoaTvpeHnR He Gonee 0.2 % < 015 %
JINOTUPOHUH He 6onee 1.0 % < 01 %
3,3',5'-TpuiAoATUPOHUH He 6onee 0.3 % < 015 %
3,3',5,5-TetpaiioaTmpoykcycHas He Bonee 1.0 % < 013 %
Kucnora
3,3',5,5-TerpaitogTpomypassmHasn He Gonee 1.0 % < 0.18 %
KcnoTa
Noban eguHnyHan He Bonee 0.5 % 0.16 %
HenaeHTUhuuMpoBaHHan
CymMma HeneHTUdULMPOBAHHBIX He Gonee 2.0 % 0.7 %
npumMecei
Cymma Bcex npumecen He Gonee 5.0 % 0.7 %
MuxpoGuonormyeckas yvcToTa
Sﬁiﬁ:;ﬂg:i:sw“”x He Gonee 10° KOE 8 11 B s sk
g:;u;:;v:: ?;”%%Zmeabm v He Gonee 10°KOEB 11 = 10, R
Escherichia coli OtcytetBue B 171 CootseTcTeyeT
KonuuecTeeHHoe onpegenexlue 90 — 105 % 0T 3aABNEHHOr0 CoAepPXaHus 100. %
TNeBOTUPOKCHH HaTpUs (o7 80.0 go 105.0 mkr / Tabn.)
¥nakoBka Mo 25 TaneTok B KOHTYPHOW AYEAKOBOM CoorsetcrayeT

ynakoeke (6nuctep) [honera aniomuHnesas /
donera aniMuHUeBan].

Mo 4 BnucTepa € UHCTPYKUWER NO NPUMEHEHWIO
npenapara B KapTOHHOW nadke.

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucer (Vorsitzender), Edward Szybawski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abe! - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +48 30 6707-0 {Zentrale), Fax +48 30 6707-2008 {Qualitdtskontrolle)
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MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: L-Tupokcud 100 Bepnun-Xemu
Kop npogykra: F132426

Ne cepuu: 12534A

Mapknposka

1) NepauyHan ynakoska nexa; HHOTO Npenapara
Ha BnucTepe Ha pycckom A3bike yKasbiBaioT:
HAaUMEHOoBaHUe (UPMLI-Npou3BoaUTENR

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProBOEe HauMeHoBaHue npenapara

MEXAYHEPOAHOE HENATEHTOBAHHOE HAaUMEHOBaHUE
NeKapCTBEHHYK (hopMmy

A03UPOBKY

Ne cepum:  12534A

logen po: 06/2023

HEBWIMMbIA 3HAK 3aLLWUThI

2) BTopuiHana ynakoska

Ha kapTOHHO/ nauke Ha pyCCKOM ASLIKE YKa3bIBAIOT:
HaUMEHOBAHUE PUPMbLI-NPOM3BOANUTENSA, CTPaHY
norotin «BERLIN-CHEMIE/MENARINI» {Ha natwinue)
TOProBOe HauMeHoBaHWe npenapara

MEXAYHAPOHOE HENATEHTOBAHHOE HAUMEHOBaHWe
NeKapCTBEHHYI0 (DOPMY, AO3MPOBKY

Konu4ecTso TabneTok B ynakoske

cnocof npumeHeHus

cofep)KaHne NencTBYIOLWEro BeLecTsa 8 OaHOR TabneTke

YCNOBUA XPaHEHUA
"CoBnioaaTh MHCTPYKLIMIO MO NPUMEHEHMIO Npenapata, KoTopas HaxXoaWTCs BHYTPM YNakoBKH"
"NeKapCTBEHHOE CPEACTBO XPaHUTb B HEAOCTYNHOM AnA geTen mecre!”

PErMCTPaLWOHHbIA HOMEp

YCNoBUA 0TNyCKa

Ne cepumn:  12534A

[aTa warotoBneHun: 06/2021

lopew go: 06/2023

WTPUX-KOA

HEBUAMMBIA 3HAK 3aLMTHI

NPOM3BOACTBEHHLIA KOO

3TUKETKA KOHTPONA NEPBOrO BCKPLITUA

CPeACTBA UAEHTU(UKALIMM CUCTEMbI MOHUTOPWHTA ABVKEHMS NEKAPCTBEHHBIX npenapartos
XpaHenue

Cpok rogHocTH

Ceprucmkar:
BelleykaaanHan cepun 0TBEYAET Tpe6oBaHMAM HOPMATUBHO JOKYMEHTaLMM,

Dr. bért Stang

YnonHomoueHHoe huyo

BERLIN-CHEMIE

Cepruguxar anannaa

PesynsraTt

bepnunH-Xemn Al
BERLIN-CHEMIE/MENARINI
L-Tupokcuk 100 Bepnun-Xemu
lleBOTUPOKCHH HaTpKA
TabneTku

100 mkr

umeeTcs

Bepnun-Xemu A, Tepmanua
BERLIN-CHEMIE/MENARINI
L-TupoxenH 100 Bepnun-Xemu
/leBOTMPOKCHH HATPWA
Tabnetku, 100 mkr

100 rabnetok

ANA Npuema BHyTPb

8 1 TabneTke cogepxmren
NEeBOTUPOKCUHA HaTpusi 0,100 mr
XpaHuTs Npu TeMnepaType He Beie 25°C
yKasaHo

yKasaHo

M N008964

no peuenty

uMmeeTcs
nMeeTcs

umeeTca

He vmeeTcA

uMeeTca

flpu Temneparype He Bbilwe 25°C
2 ropa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attifio Sebastio, Dr. Claudia Abel - Fostanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualititskentrolie)



