00O bepsimn-Xemn/A. MeHapuHn

HNOATBEPKJIEHHUE COOTBETCTBHUSA

Ne [IC-13555A

Toprosoe HauMeHOBaHKE

L-TupokcuH 100 bepnuu-Xemu

MesxayHapoaHoe HEnaTeHTOBaHHOE HaMMEHOBAHHE
(rpynmHupoBOYHOE WIH XHMHYECKOE)

JIeBOTUPOKCHH HATpHs

JlekapcTBeHHas opMma

TableTku

Jlo3upoBka

100 MKT

®opMa BeINTYyCKa

25 wr., GikcTepsl (4 MT.), KOHTYpHas
A4YEHKOBas yIaKOBKa,
Iayka KapTOHHas

Homep cepuu (maptun): 13555A

O6beM cepuu(mapTun) 39 720

/JlaTa mpou3BojcTBa 01.08.2021

I'ozeH no 01.08.2023

Haumenosanne u  anpec  npowmsomurens (¢ | [poussomurens-Bepaunn-Xemn AT,

yKa3aHHEM CTaIHii MPOM3BO/ICTBA) I'epmanns (Tempelhofer Weg 83, 12347,
Berlin, Germany)
Beinyckalommii KOHTPOJIb KauecTBa-
bepnuH-Xemu AT, ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep ¥ 11aTa perucTpaliHOHHOTO Y0CTOBEPEHHUS IT N008964 ot 28.02.2011
(mata 3aMeHel PY ot 05.11.2019)

Homep u 1aTa HOpMaTHBHO# HOKYMEHTAlMH I1 N008964-051119

HaumeHoBaHHe U azapec nepxareis | bepnun-Xemu Al Iepmanus

PEIrHCTPallHOHHOI'O YAOCTOBEPEHHUS

Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii 10KyMeHT NOATBEP/KAAET:

-IAHHBIH JIKapCTBCHHBIA MpemapaT cooTBeTcTBYeT 61-03 «O6 06palIecHHH JeKapCTBEHHBIX
CpPEACTB...»;

-CepUs JICKapCTBEHHOTO IIperapara
roCy/lapCTBEHHOH perHcTpaliu

2

—

(moamuce)

£——z=="""Coxkonos B.][.

COOTBETCTBYET Tp€60BaHI/IHM, YCTaHOBJICHHBIM IIPH €ro

22.11.2021
(mara)

000 “BepnuH-XeMu/A. MeHapuHu"

KOpuanyeckmin agpec: Poccus, 123317, r. Mocksa, MpecHeHckas HabBepexHas, 4. 10
MouTtossin agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHas, g. 10
Tenedpon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugmkar anannsa

MpoaykT: L-Tupokcun 100 Bepnux-Xemu

Koa npoaykra: F139877

Ne cepuu; 13555A

[ara warotoenenunsa: 08/2021 lopen go: 08/2023

[arta Bbinycka cepuun: 27/10/2021

HopmatusHas AoKyMEHTaUuA: M N008964-051119

NekapcteeHHan opma: Tabnetku, 100 mkr

[eAcTeylollEe BEWECTBO: JIeBOTVPOKCHH HaTpuA

MpounasoaguTens geicTeylowero sewecraa:  Mentugo MMEX, Mepmanus

Ofbem cepuu (KONUYEeCTBO YNAKoBOK): 39720

Mokasarens Cneundukaums Pesynerar

Onucanve Kpyrneie cnerka sbinyknsie TabneTtk ot 6enoro  Kpyrnsie cnerka sbinyknsie Tabneriu
A0 Genoro co cnerka XenToBaTelM OTTEHKOM 6€enoro co CNerka XenTosarsiM

LBEeTa, C PUCKOW ANA AENeHWA Ha O4HOW CTOpOHE OTTEHKOM useTa, ¢ pHcKoR ans

1 TUCHeHuem "100" Ha Apyro ABNEHYA HA OAHOM CTOPOHE U
TuCcHeHnem “100" Ha apyrow

CpeaHnas macca 104.00Mr£7.5% 105.18 mr
OAHOPOAHOCTL A03MPOBAHWA MapameTp npyemnemocty Ana 10 eanHuy 2.9
AoavposauunA S 15.0. NapameTp npueMnemocTu
Ans 30 eanHAL A03MpoBaHKUA S 15.0 1 HK ofHa
W3 eAMHUL A03WpOBaHUA He MeHee 0.75 U He

Gonee 1.25 M
FPacnagaemocTe He Gonee 10 mMuHyT 2. MWH
Pacrsopexue He menee 75 % (Q) neBOTMPOKCUHA HATPWUS OT 101. %
3aABNEHHOrO coaepxanuns yepes 30 MUHYT
MoTeps B Macce NPU BbICYLUMBAHUK He Gonee 7.5 % 3.5 %
MoanuHHocTb NesoTupokcuH (B3XKX) Bpems yAepKNBaHUA OCHOBHOTO NUKa Ha MonoxuTensHo

XPOMAaTOrpaMMe WCNbITYEMOro PacTaopa A0MKHO
COOTBETCTBOBATL BPEMEHH YAEPKUBAHUA OCHOBHOrO
NkKa Ha XpoMaTorpamme CTaHAapTHOro pacTeopa
NEBOTUPOKCHHA.

PoacTBEHHBbIE NPUMECH

3,5-nioaTUPOHUH He Gonee 0.2 % < 015 %

JIMOTUPOHUH He Gonee 1.0 % < 01 %

3,3, 5'-TpuioaTUPOHUH He Gonee 0.3 % < 015 %

3,3',5,5'-TerpaRoaTHpOyKCyCHan He Gonee 1.0 % < 013 %

KucnoTta

3,3 ,5,5-TeTpakoATMPOMYpPaBbUHARA He 6onee 1.0 % 0.19 %

KucnoTa

NMban eguHuyHan He Gonee 0.5 % 0.21 %

HEWAEHTUPULIMPOBAHHAS

Cymma HenaeHTUDULUMPOBaHHbIX He 6onee 2.0 % 0.4 %

npumecen

Cymma Bcex npumecen He Gonee 5.0 % 0.6 %
MukpoGuonoruyeckana yucToTa

OBbuee 4ucno aapobHbix < 10. KOE/r

Mw:;oopranusmoi He Gonee 10° KOE B 11

Ob6uiee 4MCNo APONCKEBBLIX 1 < 10. KOE/r

Himcimacls rpuﬁ%a He Gonee 10°KOE 8 11

Escherichia coli OtcytcTBue B 11 CooreeTcTBYET
KonuyecreeHHoe onpeaeneHue 99. %

90 — 105 % OT 3aABNEHHOTO COAEPXaHWA
(o1 90.0 a0 105.0 mkr / Tabn.)

Ynakoska Mo 25 TabneTok B8 KOHTYPHOR AYEAKOBOW CooteeTtcTeyeT
ynakoeke (6nucrep) [donera anoMuHuesan /
donbra anioMUHUeBas).
Mo 4 6nucTepa € MHCTPYKUMEN NO NPUMEHEHUIO
npenapaTta B KApTOHHOW Nadke.

fNeBOTUPOKCHH HATPHUA

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



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugukar aHanusa
Mpoaykr: L-Tupokcun 100 BepnuH-Xemu
Koa npoaykTa: F139877

Ne cepumn: 13555A

MapkupoBka Pesynerar

1) NepBUYHaAA ynakoBKa NekapcTBeHHOro npenapara
Ha 6nuctepe Ha pYCCKOM A3bike YKadbiBaT.

HaUMeHOBaHWe PUPMbI-NPON3BOAUTENS BepnuH-Xemun Al

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE/MENARINI
TOpProBoe HauMeHoBaHue npenapara L-Tupokcnh 100 BepnuH-Xemn
MEXAYHApPOAHOe HENAaTEHTOBAHHOE HaWMEeHOBaHWE /1eBOTUPOKCHH HATPUA
NEeKapcTBeHHYI0 opmy TabneTkn

NO3UPOBKY 100 mxkr

Ne cepuu: 13555A
loaen po: 08/2023

HEBHAMMbIA 3HAK 3aLNTLI UMEeeTCA

2) BropuyHas ynakoeka
Ha KapTOHMHOW Nayke Ha PYCCKOM A3bIKE YKa3blBaKT;

HaWMEHOBAHWE (PUPMbI-NPOUIBOANTENSA, CTPaHY Bepnuu-Xemu Al', l'epmanna

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

TOProBoe HauMeHoBaHwWe npenapara L-Tupokcun 100 BepnuH-Xemu

MEeXAyHapoAHOE HENATEHTOBAHHOE HAUMEHOBaHWe NeBOTMPOKCWH HAaTpua

NEeKapCTBEeHHY hopMy, A03UPOBKY tabnetkn, 100 mkr

KONM4ECTBO TabneTok B ynakoske 100 rabnetok

cnocob npuMeHeHus ANA NpUeMa BHYTPb

copepaxue aeicTaylolero BeliecTsa B oaHow Tabnetke 8 1 rabnerke copepxmrca
nesoTvpokcuHa Hatpus 0,100 mr

YCNOBUA XPaHEHWA XpaHWTb Npu TeMnepaType He ebiwe 25°C

"CobnoAaTh MHCTPYKUMIO NO NPYMEHEHWIO Npenapara, KoTopas ykasaHo

HaxX0AMTCA BHYTPW YNakoBku"

"flekapcTBeHHOE CPEeACTBO XPaHWTL B HEAOCTYNHOM ANA AeTein mecte!” yKalaHo

PerucTpauMoHHbIA HoMep M NOD8S64

YCNOBUA OTNyCKa no peuenty

Ne cepun: 13555A
[laTa warotoBnenus: 08/2021
Mopen po: 08/2023

WITPUX-KOZ, umeetca

HEBWAVMBIN 3H3K 3aWMWToI umMmeeTcn

NPOM3BOACTBEHHLIR KOQ nMmeeTcs

3TMKETKA KOHTPONA NEePBOro BCKPLITHA He umeeTca

CPEACTBA MABHTU(IUKALMU CUCTEMBE MOHUTOPUHTE ABUKEHWA UMeeTcst

NekapcTBEHHbIX Npenaparos

XpaHeHue Mpu Temneparype He Bbiwe 25°C
CpoK rogHoCTH 2ropa

CepTudcukar:.

Bbllweyka3aHHan cepva oTeevaeT TpeGoBaHUAM HOPMATUBHOM AOKYMEHTaLMK.

YNonHOMQYEHHoe N0 Dr. Samy Schwandt

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 6707-0 (Zentrale), Fax +43 30 6707-2008 (Qualitatskontroile).



