OO0 bepnnn-Xemmn/A. MeHapmuHn

INOJATBEPXKJIEHHUE COOTBETCTBUSA

Ne TIC-13522A

ToproBoe HaMMeHOBaHKe L-TupoxkcuH 50 bepnun-Xemu

MexnyHapoaHoe HellaTeHTOBAaHHOE HAUMEHOBaHHE JIeBOTHPOKCHH HaTpHsl

(rpynnupoBOYHOE WIH XUMHYECKOE)

JlexapcTBenHas ¢opma TabJaeTKU

Jlo3supoBka S0 MKr

®opmMa BeITyCKa 25 wT. - 6aMcTephl (2 WIT.) - Ma4YKH

KapTOHHBIE

Howmep cepuu (naptuu): 13522A

O6neM cepHH(TMapTHH) 157392

Jlata mpousBoicTBa 01.08.2021

I'oneH 1o 01.08.2023

HanmenoBanne u  azgpec mnpousBoxaurens (c | Ipon3soaureib-

yKa3aHHeM CTaJIHil IIPOM3BO/ICTBA) bepnun-Xemu AT’ ,I'epManus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Boinyckaomui KOHTPOJIbL Ka4yecTBa-
bepnuu-Xemu Al', 'epmanns
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep H 1aTa perucTpallHOHHOrO YAOCTOBEPEHHS ITNO08963 or 28.02.2011
Jlata nepeodopmienus 22.01.2021

Homep u 1aTa HOpMaTHBHOMN JOKYMEHTALHH I1 N008963-220121

HanmMeHoBaHue H azpec nepxatens | bepnun-Xemu Al',I'epmanus

PErHCTPalHOHHOTO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimuii 10KyMeHT NOATBEPKAAET:

-IaHHBIH JICKapCTBEHHBIH Mpenapar cooTBeTcTByeT 61-P3 «OO6 obpamieHHH JeKapCTBEHHBIX
CPEICTB...»;

-CCpHA JICKAPCTBEHHOI'O Mpernapara COOTBETCTBYET TpeOOBaHHMSM, YCTAHOBJICHHBIM IIPH €ro
rocy/lapcTBEHHOM perucTpaiuu
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£——== Cokonos BJI.  10.12.2021
(noxmuce) (nara)

000 “BepnuH-Xemu/A. MeHapuHu"

HOpugwuyeckunia agpec: Poccun, 123317, r. Mockea, NpecHeHckan HaGepexHas, 4. 10
MoyTosbi agpec: Poccua, 123317, r. Mockea, MNpecHeHckan HabepexHan, 4. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MpoayxT:

Koa npoaykra:

N¢ cepum: 135224

[ara narotoeneHua: 08/2021

Qara ewinycka cepun: 17/11/2021
HopmatusHan fokyMeHTauus:
lNekapcrBexnan dopma:
Aewncrayowiee BewecTso:
Mpou3asoanTens ABICTBYIOLEro BeLecTsa:
O6bem cepum (KONMYECTBO YnakoBak):
Nokazarene

Onucanue

CpeaHsna macca
Pacnagaemocts
Pacteopenue

MoTeps B Macce Npu BbiCyLIMBaKUM
OaHOPOAHOCTE A03UPOBAHMA

MoanuHHoCTs (BIXX)
NesoTupokcuH

PopcTeeHKbie npumMeck (BIXX)
3,5-lunoaTvpoHuH
NuoTrMpoHuH
3,3, 5'-TpUACATUPOHUH
3,3',5,5'-TeTpanoatupoykcycHas
KucnoTta
3,3',5,5-TetpaitioaTupoMypaBbuHan
KkacnoTa
TNioBas eguHudHan
HEMABHTUPUUMPOBaAHHARA
npumecs
Cymma HeuaeHTUDULIMPOBaHHbIX
npumecein
Cymma Bcex npumeceit
MukpoBuonoruyeckas uucrora
Obuiee ymcno aspobHeix
MWKPOOPraHuaMos
ObLee HYMCNo JPONOKEBbIX U NNECHEeBbIX
rpuboe
Escherichia coli
KonuyecrseHHoe onpeaenexve
JleBoTUPOKCUH HaTpUa

¥YnakoBka

Vorsitzender des Aufsichtsrates; Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Dr. Claudia Abel « Postanschrift: Berlin-Chemi

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupokcun 50 Bepnun-Xemu
F139874

M N008963-220121
Tabnetku, 50 Mxr
lleBoTupokcun HaTpus
Mentugo MM6X, Mepmanus

157392
Cneundukayus

Kpyrnbie cnerxa swbinyknbie Tabnetku ot 6enoro Ao Genoro
€O Cnerka XenTosaThiM OTTEHKOM LBETA, C PUCKOW ANR AENeHUA
HB OAHOW CTOPOHE W TUCHEHHeM "50" Ha Apyroi

52.00Mr+7.5%

He Gonee 10 MunyT

He meHee 75 % (Q) NeBOTMPOKCUHA HATPUA OT 38ABNEHHOMO
coaepxaHna Yepea 30 MUH.

He Gonee 7.5 %

MNapamertp npuemnemoctu ans 10 eauHuy AO3MPOBaHKUA

5 15,0, NapameTp npuemnemocT ans 30 eauHuy AO3MPOBAHURA
< 15,0 v HK OAHa N3 BANHKL AOINPOBAHKA HE MEHee 0,75 M u He
Gonee 1,25 M

Bpems yaepkuBaHUA DCHOBHOIO NUKa Ha XPOMATOrpaMME
UCMBITYBMOro pacTBOpPa A0MKHO COOTBETCTBOBATL BPEMEHM
YABPXUBAHWA OCHOBHOTO NMKA HA XPOMATOTPAMME CTaHAAPTHOMD
pacrTaopa NesoTHPOKCUHA,

He Gonee 0.2 %
He Gonee 1.0 %
He Gonee 0.3 %
He Bonee 1.0 %

He Gonee 1.0 %

He Gonee 0.5 %

He Bonee 2.0 %

He 6onee 5.0 %

He Gonee 10° KOEB 11
He Gonee 10°KOE B 11

Oreytcteme s 1
90 ~ 105 % OT 3aABNEHHOTO COABPHKAHUA
(0T 45.0 mkr fo 52.5 MKr NEBOTMPOKCHHA HATPUA B TabneTke)

Mo 25 rabneTok B KOHTYPHYIO AYEIMKOBYIO yNaKOBKY
(6nwcrep) [bonbra anoMuHnesas/donsra anlMuHuesas).
Mo 2 GnucTepa ¢ MHCTPYKUMEN NO NPUMEBHEHMIO B
KapTOHHOW Nauke.

Ceprucpukar ananunsa

Fonen no: 08/2023

E elynbrar

Kpyrneie cnerka soinyknoie Tabnetku
ot Genoro a0 6enoro
CO Cnerka XenToBaThiM OTTEHKOM
UBeTa, C puCKOM ANA AEeNeHnA Ha
OAHOW CTOPOHE W TUCHEHUEeM "50" Ha
Apyroi
52.99 mr
3. MUH

99. %

35 %
36

NonoxwrenoHo

< 015 %
< 01%
< 015 %
< 013 %

0.16 %

021 %

04 %

0.6 %

< 10, KOEe1r

< 10. KOEe 11

Coorsetcreyer
102. %

Cooreercrayer

Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
e AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitdtskontrolle).



MENARINI

BERLIN-CHEMIE

MENARINI

Analysenzertifikat

Mpoaykr:
Koa npoaykra:
Ne cepum: 135224

F139874

Mapkuposka

1) NepBuyHan ynakoska

H H KOM A3bIKE YK
HaUMeHOoBaHWE (DUPMbI-NPOU3BOAUTENS
norotun «BERLIN-CHEMIE/MENARINI» (Ha natmHuye)
TOprosoe HauMeHoBaHWe npenapara

MEXAYHApPOAHOE HENaTEHTOBAHHOe HauMeHoBaHue
nexapcTeeHHyro opMmy

[03UPOBKY

Ne cepun:  13522A

lopeH po: 08/2023

HEBUAUMBIA 3HAK 3aLLMUThI

2) Bropuynan ynakoeka

Ha kapToHHoW nadke Ha KOM R3IbIK | T
HaumeHoBaHWe hupMbI-npoussoauTens, cTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtukHuye)
TOproBoe HauMeHoBaHWe npenaparta

MeXAyHapoaHOe HeNaTeHTOBAHHOE HauMeHoBaHWe
NeKkapcTBeHHyI0 (DOPMY, A03UPOBKY

KonuyecTeo TabneTok B ynakoeke

cnocob npumeHeHus

coaepxaHue AeCTBYKLLIEro BeLLecTsa B opHou TabneTke

T

YCNOBUA XpaHeHUA

«CobnioaaTts MHCTPYKUMIO MO MPUMEHEHMIO npenapara, KoTOpas HaXOAWTCA BHYTPU YNakosKku»

«JlexapcTeeHHoe CPEACTEO XpaHWTL B HEACCTYNHOM ANA aeTei
PerucTpaunoHHbIA HoMep

YCNOBUA OTNyCKa

Ne cepuu:  13522A

Nata uaroroenenus: 08/2021

lopen po: 08/2023

WITPUX-KOg

HEBUAUMbIV 3HAK 3aLMTbI

NpPOUIBOACTBEHHLIA KOA

3TUKETKA KOHTPONR NEPBOro BCKPLITUA

CcpeacTea ABHTUMKALMK CUCTEMBI MOHUTOPUHra ABMXEHWUA nNakapcTeeHHbIX NnpenapaTos

XpaxeHune
Cpok roaHocTu

Ceprudmkar;

Certificate of Analysis

Ceprugmkar ananusa

L-Tupokcuu 50 Gepnuu-Xemu

Pesynurartni

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARIN!
L-TupokeuH 50 BeprvH-Xemu
lesoTupokciH HaTpua
TabneTku

50 mkr

uMeeTca

Bepnuu-Xemu AT, Mapmanus
BERLIN-CHEMIE/MENARINI
L-Tupokcux 50 BepnuH-Xemu
TleBoTUpOKCUH HaTpua
rabnetkun, 50 mkr

50 TabneTok

Angs nprema sHyTpL

B 1 rabnerke cogepxurca
nNesoTMpoKkcuHa watpus 0,05 mr.
XpaKuTe Npu Temneparype He Boiwe 25°C
yxa3aHo

yKkazamo

1 N008963

Mo peyenry.

mecrel»

umMeeTca
WMEeeTcA

umeeTca

He umeeTcs

uMeeTca

Mpw Temnepatype He Bbiwe 25°C
2ropa

BbiweykasaHHan cepus 0TeeYaeT TPeBOBAHUAM HOPMATUBHOM AOKYME@HTaLMM,

Dr. Nerbelt Stang

¥YnonHomoueHHoe uyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Gio vanni 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).



