000 bepnnH-Xemn/A. MeHapmHH

MOATBEPXKJIEHUE COOTBETCTBHA

Ne TIC-14517A

ToproBoe HaHMEHOBaHHE L-Tupoxcuu 150 bepimu-Xemu
MexayHapoJHOe HeaTeHTOBaHHOE HAHMEHOBAHUC JIeBOTMPOKCHH HaTpHA
(rpyNmHUPOBOYHOE MIH XHMHYECKOE)

JlexapcTBeHHas opma TabJIETKH

Jlo3upoBKa 150 MKT

dopMa BhIITyCKa 25 mwT., 6aucTeps! (4 1T.), KOHTYpHAs

siueKoBasl yIakoBKa,
nmayka KapTOHHas

Homep cepuH (apTHH): 14517A

O6BeM ceprH(apTHH) 24 334

JlaTa npoU3BOJCTBA 01.11.2021

ToneH 1o 01.11.2023

HanmeHoBanue ® azgpec  npoussojurens  (c | IlpoumssoanTenn-

yKa3aHHeM CTaJIHil MPOU3BOJICTBA) Bepmun-Xemu Al',['epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BpINyCKAMHA KOHTPOJIb Ka4ecTBa-
Bepnun-XeMH AT, [epManus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HoMep ¥ 1aTa perucTpallHOHHOTO yIOCTOBEPCHHA JICP-001484/08 ot 14.03.2008
Tata nepeodopmiecnus 11.11.2019

Howmep u nata HOPMAaTHBHOH JOKYMEHTalHH JICP-001484/08- 111119, uam.Nel

HaumeHoBaHHE " azipec nepxkarens | bepmun-Xemu AL, I'epmanus

PETHCTPALIMOHHOTO YAOCTOBEPEHUS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosinHi TOKYMEHT MOATBEPKIAET:

-JAHHBIH JIEKApCTBEHHBIH TpenapaTr COOTBETCTBYET 61-®3 «O6 obOpalieHHH IIEKapCTBEHHBIX
CPEACTB...»;

-cepusl JIEKApCTBEHHOI'O Ipernapara COOTBETCTBYCT TpeGOBaHUAM, YCTAHOBICHHBIM TIPH €ro
rocyapCTBEHHOH perucTpalHi

&Menapumny__£——==_ Coxonos BJI.  22.03.2022

(moamuce) (maTa)

mu/A.MeHapHHu»

gD
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000 “BepnuH-XeMu/A. MeHapuHu”

Opuauyeckun agpec: Poccus, 123317, r. Mockea, MNMpecHexckan HaGepexHasn, a. 10
MouToesit appec: Poccun, 123317, r. Mocksa, MpecHeHckan HaGepexHan, A. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat
NpoaykT:

Koa npoaykTa:

Ne cepuu:  14517A

DNara uarotoenenus:  11/2021
DNara Bbinycka cepun:  17/02/2022

HopmaTtWBHan AOKYMEHTaUMUA:
NexapcreerHan opma:

[encTeyruiee BeWecTso.

MpoussoauTeNns AEHCTBYIOLIErD BELECTBa:
OBbeM cepri (KONMHECTBO YNaKoBOK):
Noka3sarens

Onucanuve

MNoanunHocTs (BIXX)

CpegHan macca
PacnajgaemocTts
PacrsopeHue

MoTeps B Macce NpW BbICYLUMBAHUK
PopcreeHHbi@ NPUMEcH
3,5-AROATUPOHKH
NUOTUPOHUH
3,3, 5'-TPUAOATUPOHUH
3,3',5,5-TeTpanoa TMPOYKCyCHas
KucnoTa
3,3',5,5'-TeTpanoATUPOMYpaBbHan
kucnota
noban eguHUMHaR
HEWAEHTUDUUUPOBaHHARA NPUMECE
CyMMa HEUASHTUDULUPOBAHHBIX
npumMecen
CyMmma Bcex Npumecei
MWKpOBMONOrM4eckan YncToTa
O6wiee yncno aapobHbix
MWKPOOPraHuamos
ObLwee YMCNo APOXOKEBLIX U NNECHEBbLIX
rpubos
Escherichia coli
OAHOPOAHOCTE A03MPOBAHUA

KonudecTeeHHoe onpeaeneHue (BIXX)

Ynakoseka

Vorsitzender des Aufsichtsrates: Dr. Albert
Dr. Attilio Sebastio, Dr. Claudia Abel - Postans

MENARINI

Certificate of Analysis
L-TupokcuH 150 Bepnux-Xemu
F141026

NICP-001484/08-111119 ¢ nam. Ne1 ot 16.06.2021
Tabnetku, 150 mkr

NeBOTUPOKCHH HaTPWA

MNentugo MMEX, MepmaHua

24334

c UK

Kpyrnbie, cnerxa esinyknsie TabneTkw ot 6enoro Ao
6enoro co Cnerka XenTosaTtkIM OTTEHKOM ueeTa, C
PUCKOR ANA AENEHUA Ha O4HOW CTOPOHE U TUCHEHUEM
«150» Ha Apyron

BpemMs yAEPHMBAHUR OCHOBHOTO NUKA Ha XpOMATOrpamme
WCNLITYEMOro PacTeopa AOMDKHO COOTBETCTBOBATL BPEMEHH
YAEPKUBAHNA OCHOBHOIO MKKAa Ha XpoMaTorpamme
CTaHAAPTHOrO PacTBopa NeBOTUPOKCHHA,

0.156r+75%

He 6onee 10 MUHYT

He menee 75 % (Q) nesoTMPOKCMHA HATPWA OT
3aABNEHHOrO COAEPXaHWA Yepes 30 MUH.

He Gonee 7.5 %

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

He Gonee 1.0 %

He Gonee 0.5 %

He Gaonee 2.0 %
He Gonee 5.0 %

He Gonee 10° KOEB 11
He Gonee 10°KOEB 1T

Otcytcrene s 11

MapamMeTp NnpueMneMocTi Ans 10 eanHny
Ao3vposanua < 15,0; MNapameTp npuemMnemMocTu Ans
30 equHuL A03MPOBAHUA S 15,0 U HWA OAHE U3 eAUHMY
A03MpoBaHUA He meHee 0,75 M u ve Gonee 1,25 M.

OT 135.0 mkr A0 157.5 MKr NeBOTUPOKCHHA HATPUA B
ta6netke (80% — 105 % OT 3aABNEHHOrQ COAEPNKAHWA)

Mo 25 TabneToK B KOHTYPHOW AYERKOBOM yNakoBke
(6nucTep) [bonbra anomuHueBsas/onsra
anoMuHUesas).

Mo 4 6nucTepa C MHCTPYKUWER NO NPUMEHEHWUIO B
KapTOHHOW nadyke.

BERLIN-CHEMIE

Cepruguxar aHann3a

lopex po: 11/2023

Peaynerart
Kpyrnbie, cnerka Beinyknble Tabnerku Senoro co
CNerka XanToBaATbLIM OTTEHKOM LIBETE, C PUCKON
ANA AENEeHUA HA OAHOW CTOPOHE W THCHEHWEM
"150" Ha apyrow

MonoxuTensHo

0.1580 r
2. MWH

100. %

28 %

< 015 %
< 01 %
< 015 %
< 015 %

< 015 %
0.15 %
0.5 %
0.5 %
< 10. KOE/r
< 10. KOE/r

CooTseTcreyeT
6.5

102. %

CooteeTcTayeT

o Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

chrift: Berlin-Chemie AG, 12485 Berlin + Tel. +48 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolle).



Analysenzertifikat Certificate of Analysis
NpoaykT: L-TupokcuH 150 BepnuH-Xemu

Koa npoaykra: F141026

Ne cepun.  14517A

Mapkuposka

1) NepBrUYHAA YNAKOBKA NexapcTBEHHOrO npenapara

Ha 6nu H M A3bIKE yKagbl :

HauMeHoBaHue PUPMbI-NPOU3BOANUTENA

noratun « BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
TOProsoe HauMEeHoBaHue npenapara

MEX3yHapOAHOE HeNaTeHTOBaHHOE HauMeHoBaHWe
AO3UPOBKY

Ne cepum: 14517A

lonen po: 11/2023

HEBUAWMBIN 3HAK 3aLWMTLI

2) BropuyHan ynakoBka

Ha kapTOHHOW Nayke Ha PYCCKOM A3biKe YKa3blBaKT:
HavMeHoBaHWe MpPMbI-NPOM3BOAUTENA, CTPaHy

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOProBOE@ HAUMEHDBaHWe npenapata

MEXAyHapOAHOe HeNnaTeHTOBaHHOe HauMEeHoBaHue
nexkapcTeeHHylo hopmy, A03MPOBKY

konuuecTeo TabneTok B ynakoeke

cnocob NnpuMeHeHna

CO/epXaHue AeCTBYIOWErD BELLECTBa B 0AHON TabneTke

YCNOBUA XpaHeHUs

«Co6Ni0aaTh MHCTPYKLMIO NO NPUMEHEHUK) NpenapaTa, KOTOpan HaxoaWTCA
BHYTPM YNaKoBKU»

«JlekapcTBeHHOE CPEACTBO XpaHUTL B HEAOCTYNHOM ANA ASTER MecTel»
PErMCTPaLMOHHbBIA HOMED

yCnoBWsA OTnycKa

Ne cepun:  14517A

[ara warotoBnenna: 11/2021

loaex ao: 11/2023

WITPUX-KOA

HEBUAUMbIA 3HAK 3aLUMTbI

NPOM3BOACTBEHHbIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPbITUA

CpeacTsa UAeHTUhUKALMM CMCTEMbI MOHUTOPWUHTE ABWMKEHUA
nekapCcTBEHHBIX NpenapaToe

XpaHeHue
CpOK roaHOCTH

Ceprucukar:
Bbilueyka3aHHas cepus OTBeqaeT TpeGoBaHMAM HOPMATHBHON AOKYMEHTAUMM.

Dr. Nofbelt Stang

YnonHoMo4eHRHOgINMUO

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

Ceprucukar aHanusa

Pe3synbrarsi

Bepnun-Xemu AT
BERLIN-CHEMIE/MENARINI
L-TvpokckH 150 Bepnun-Xemu
JNeBOTUPOKCHH HATPUA

150 mkr

umeeTcH

Bepnun-Xemu AT, Mlepmanua
BERLIN-CHEMIE/MENARINI

L-TupokcuH 150 BepnuH-Xemu
JleBOTMPOKCHH HaTpuA

Tabnetku, 150 mkr

100 Tabnetok

ANA NpUema BHyTPb

B 1 TabneTke CopepXUTCA NEBOTUPOKCUHE
Harpua 0,150 mr.

XpaHuTb Npu TEMnepaType He Beiwe 25°C
yKaaaHo

yKa3aHo
NCP-001484/08
no peuenty

uMmeeTca
uMmeeTcA
WMEeTCA
HEe UMEeTCA
umeetcs

Mpu TemnepaTtype He Bbiwe 25°C
2roaa




