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CEPTH®UKAT CEPHH/ CERTIFICATE QF COMPLIANCE

nIpoxykTa
JlexapcTBennag topma/

KABHHTOQH® / CAVINTON®
KOHLUEHTpar mng TPHroTOBNE HMY Pacteopa mig HHDYy3uit /
concentrate for solution for infusion

Dosage form:
moa POBKa / Streng !ﬂhcne ] M
.EHEMEM\ BHHNONETHH / Vinpocetine
Pasmep 1 Tun ynakoska Pack size;
-'\Hom cepur/ Batch No.: A0B1294A
Alata nponssozcres) Manufactaring dars _
Tonen no/ Expi date:
\Hamcmaam&e ADC/ Name of the API: BUHNIOLETHH / Vinpoe eline
_{om P ceprrt ADC/ Batch No. of APT:
HpOHBBOJICTBeHHﬂ.ﬂ

nnomanka ADC/
Manufacturing facility of the APT:
CrpaHa-umnoprep Importi
Homep peructpanmo
Marketing authorizat
Hpomaom:rneunaa
Anpec/ Address:

OAO «Tegeon Puxtepy, Benrpug /
Gedeon RichterPlc., Hunga
Poccus/ Russig

1 N014725/02/ p N014725/02
OAQ «I'egeon Puxtepy / Gedean Richter Plc,
yn. Némpén, 19-21, Bynanemrr, 1 103, Benrpug./
Gy6mréi 1t 19-21,, Budapest, 1103, Hungs

Homep nuuenspy Ha npousBoncTro/
Manufacturing and 1m portation Authoris
Homep CepTHHKaTa GMP/

Certificate of GMp compliance:
Ipouece npouseoacTaa/
Process of manufacturing:

ation number:

01407/20/HU,
1/9446-6/2019
CooTBeTCTRYeT/

GMP-
OGYE
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F'EzEOH Puxrep

Ehinatrne & O w7y

CEPTH®HUKAT KAYECTBA

Hawmenosanye NpoayKra;

KABUHTOH®

Jlexapcreennas tbopma:

Ho3uposka:
Homep cepun:

AOB129A

Hara TIPOH3BOACTRA!

[ 112020

Tonen no:
XpaHenue:

11 2025
B opurunanphof YNaKoBKe (KapTOHHOH naux

€) 14 3amuTe] ot
BO3zeHcTBuS cBeTa npy TEMIEpaType He Brime 25°C,

TECTBI TPEBOBAHUS] HAHHEIE AHATU3A
OITMCAHUE: Becuseruiit uny CJIeTKa 3€N1EHOBATHIj NPO3pavHkIit pacTee COOTBETCTRYeT
[IOJTHHHOCTE. O Ha XpoMaTorpamme HCTIBITYeMoro pacteopa 1o
TCX: TIONOXKEHHIO, HHTeHCHBHOCTY TornoueHns B V®-cpere y
BETHYHHE fomxHo COOTBETCTBOBATE TATHY BHHMOUETHHA Ha
XpoMaTorpamme CTaHAapTHoro pacTaopa, cooTBeTCTRYeT
YO .- be-cnekrpu HCnbITYeMoro u CTaHJapTHoro pacreopos
CrekTpodoTomeTpu: ZOTOKHEI HMETh MaKcHMyMr TIPH ONMHAKOBBIX ATHHAX oy, COOTBeTCTBYET
IIPOBPA‘-IHOCTL: Ilpenapar aomken OBITh Mpo3paumEIM, COOTBETCTRYET
LBETHOCTb: Hpenapa"r A0IKeH 6T GecLBeTHBIM WIH BhlgepsxcuBaTy
CPaBHEHHe ¢ 3TanonoMm GYs COOTBETCTRYET
H3BJIEKAEMB] Jns o6rema 2 my - HE MeHee cymMmp; HOMHUHANEHBIX 06Bemop
OBBEM: HCCNenyemMBIX yrakosok COOTBETCTBYeT
H: O13,0104,0 [33
MEXAI-IW{ECKP[E
BKIIFOYEHK Mexanuyeckue BKJIIO4YeHHS (BHAHMBIe HaCTHUBI) KOMKHbT
BHIMMBIE YacTHIg! OTCYTCTBOBATS, COOTBETCTRYET
CKHE Yucno vacruy
BKITIOYEHH 5. = Pa3Mepom = 10 mkm: ye 6onee 6000 B onoii aMTIy e, 11/ammyy
HEeBHIHMEIe JaCTHLIbI - Pa3MepoM > 25 mim: He Gonee 600 OnHOH ammyre. 1/amnyn
POICTBEHHEBIE B nepecuere ua BHHIOLETHH; * Ilpu ey cke npenapara
[TPUMECH*; STUNOBBIH 3GUD BUHKaMMHORO} KHCNOTBI: He Gonee 1,5 %, HCTBITAKHe Ha
€ONHHYHay HEHACHTHMLMPOBANHAS MprMeck: ne Gonee 0,5 9 POACTBEHHEIE MpUMecH we
CYMMa npumecei: He Gonee 2,0% MPOBOLHTCSA, 0HaKo Hx
co,f{cp‘»ra HHe perynspﬂo
onpenenserca B Xone
HCITBITAH KL craﬁu.nmocm,
BO BCEM HCMBITaTennhom
BpeMeHH, Komnanus
TAPaHTHPYeT Kauectpg no
.EIHHHOMY noxaaaremo.
BAKTEPHAIIBHHE
BH,IIOTOKCI/IHBI: He 6onee 25 E3/Mmn <1,2 E3/mn |
CTEPPU]BHOCTL: Ipenapar JOMKEeH GbITh cTe HJIBHEIM, COOTBETCTRYET

CcTp. 1 u3 3
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TEZEOH PUXTEP

A seteng & 27 4 &4
CEPTHOHKAT KAYECTBA '
_—
Hanmenoranye NpoaykTa; | KABUHTOR®
J'Iekapcrnenﬂax ¢opma: KOHUEHTpar ang NpUroTornenus PacTBOpa nis un
Zo3uposka: | 5 Mr /mn
Homep cepup:; | AOB129A
Hara npoussogcraa: | 11 2020
Tonen no: | 112025
Xpanenue: B opurunansuoi ynaxonsxe (kapToHHoii Na4ke) Ui 3auTs] or
BO31€HCTBHA cBeTa MIPH TeMnepaType He BBILIE 25°C,
TECTBI | TPEBOBAHILA | JAHHEIE AHAJIM3A
KOJIMYECTBEHHOE
OIPENENEHUE: V. 5,0 Mr£ 5% (4,75 - 525 MT) BUHIIOLIETHHa B | py 5,012 mMr/mn
cneKkTpogoTomMeTpus (95,0 - 105,0%) 100,2%
Buunoneruy:
Bensunossri CTHpT: 10,0 Mr+ 10% (9,0-11,0 Mr) 6eH3unoBoro Crvpras I Mn | 10,3 mr/ma
Tasopas (90,0 - 110,0%) 100,3%

XpoMatorpacus
Hatpug BUCYnbGUT:
B3XX

He menee 0,2 Mr/mn
(20,0% ot HOMHHATLHOrO ConepikaHug),
ITo 2 Mn, 5§ M am 10 Mn fpenapara s ammnynax u3

0,943 mr/mn
94,3%

2 M1 npenapara p aMIyJIax u3
KOpHYHEBOro cTekna |
THIOPONHTHYECKOrO Knacca ¢
TOYKOH 114 painoma, § ammnyn
B IUTACTHKOBOM nogaone.

2 mwiacTuKoBsIX nognoHa B
KapToHHOM nayke ¢
HHCTpYKLMe# no
DHMEHEHMUIO,

Ha stukerie aMNyJikl Ha
PYCCcKOM s3biKe yrasanm:
TOProROe HAHMERORAHKE

ILH O MII; N0 2 INacTHKOBEIX I04A0HA B KapToHHOl
Nayke ¢ HHCTPYKUMel o NpAMeHeHuU1o.
10 Ma1: no 1 IacTHkoBoMy TMOANOHY B KAPTOHHOM nayxe c
HHCTpyKUMeii no NpHMeHeH o,

Ha sTukerke AMIOYJIbI HA PyCcCKOM A3BiKe
YKa3BIBAIOT: TOpropoe HaUMEHOBAHHe npenapara ¢
Npexynpeaurtensnoti MapKHpOBKoif ®), MeXIOyHaponHoe

HenaTeHTOBanHoe HAMMEHOBaHHe, KOHUeHTpamuIo B Mr/ma, 2;‘:;’:?;3 fn oo
} C.
o6neM conepxumoro aMIMyJIBl B M MaPKHpOBKof ©,
MEXIyHaponHOe
HeHaTeHTOBaIﬂlOC
Tpou3BoauTeny, HOMep cepuu, naty MPOM3BOACTBA, Cpok HaHMeHoRaHe,

TORHOCTH (mata ucreyenug CpoKa ronHocTy),

KOHICHTpaLmo p Mr/mi,
TpOH3BOACTBEHHRIH Kop,

oGbeM conepxumoro aMITynp!
B MHLTHAUTpax,
TICKAPCTBEHHAA Bopma
«KORLIEHTpaT ana
NPHrOTOBNCHUS pacTsopa nng
HHY3Hity, Ha3paHue H
IMbnema MPOH3BOAHTE 14,
HOMEp cepum, nara
TPOM3BONCTBA, Cpok rogHocTy
(nara merewenug Cpoka
ronHocry),
MPOM3BOACTBEHHBIi Koy,

O €ReoH PuxTep
Mecmunxomennc: H-1103 Budapest, Gy8mréi (it 19-21., Benrpug » HNowrosoe oTaeacuue: H-[475 Budapest 10, pf 27., Benrpus
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FEZEOH Puxtep

s & SO0 7 oty
[ CEPTHOUKAT KAYECTBA _7]
HawmeHoBaHue NpojykTa: KABHHTOH®
JlexkapcTBennas (opma: KOHUEHTPAT A/1% NPHUroTOBNCHHS PacTBOpa Ans HHOY3Hi e
Ho3uposka: 3 Mr /mn
Homep cepun: AOB129A
Zata npoussozncTaa: 112020
Conen no: 11 2025
Xpauenue: B opurunanshoi yNaKoBke (KapToHHOMH Nauke) [J1s 3aMmuTs! oT
BO3NCHCTBHA CBETA npu TEMMNEpaType He Bhilue 25°C.
TECTHI TPEBOBAHHS OAHHDIE AHATTZA ]
Ha kapromnoii nauke ng PYCCKOM si3bIKe Ha kaprounoit nauke na pycckom
YKa3bIBaKOT: TOPropoe HaHMeHoBaHHe npenapara ¢ A3bIKe yKasauk:
NPCAYNPENHTENbHOR MapKHPOBKOH ® (ay6mupyerca TOPTOBOE HAMMEHOBAHHE Npenapata e
Ha aHIMHCKOM A3LIKE), MeXIYHApoIHOS Zf;g:;’;;g&g:'gi;g:&ﬁ’gmg
HEMATEHTOBAHHOE HaMMeHOBaHUe (ay6nupyetcs na MOKIYHAPOAHOE HeMaTeRTORaMICE
aHTTHACKOM A3bike), IeKAPCTBEHHYIO (hopMy HauMmeHoBanHe (Ty6nupyercs na
(KOHLEHTPAT 15 NpHroToB/IeHHs PacTBOpa ana 2HIIHACKOM A3Like), JIEKAPCTBEHHAN
HHOY3Hity, KOHUCHTPALIHIO B MI/MIT (mybnupyercs na (bopva «xoHuenTpar 115 NpHroTOBNEHHS
@HITIHACKOM S3bIKe), CoCTaB ¢ YKa3aHHEeM Ha3BaHug U PAacTBOPa 113 HHy3Hity, KOHUGHTPALHIO B
conepxaHus neﬁc*rnyromero H BCTIOMOTaTenbHEIX MI/MIT (;{yﬁn HpYeTca Ha aurnulickom
BEIIECTB B 1 Mn mpenapara, 061em COAEPKHMOro A3BIKE), COCTAB C yka3aHWeM HasBaHus
AMIyJ1bl B MUJUTHIMTPAX, KONHYecTRO amyn B conepxanus nedctayiomero n
YNaKoBke, cnoco6 BeeneHus, npenynpenurensHsie BCNOMOraTe/IbHEIX BelnecTs B 1 M
Haanuew: «CTepunbro.», «ITepen npumenennem MpENapara, oGLem conepkumMoro am Iy NI
[IPOCHM MPOYHTATH NPHAOHKEHHYIO MHCTPYKLMIO.», 3 MIULTHITHTPAX, KOTHY€CTBO amryst B
«XpaHHTh B HeNOCTYNHOM M1% deTei mecTel», YNAkoBKe, CocoG esesenins, ,
NPeayNpeAHTeNbHbIC HATHCH:
«PactBop passongr TIepea HenoNnb30BaHHEM B «CTepinso.», llepen e —
COOTBETCTBHH ¢ MHCTPYKLMeH Mo NPUMEHEHMIO, »; MPOCHM NPOYHTATS NpHIIOACHHYI0
YCNOBHA XpaHeHHs, yeIioBus OTIycka, HoMep CepHH, HHCTPYKIIMIO.», «XpaHuTs B
AaTy npou3BoACTEA, Cpok ronnoctH («ogen R0:»), He/l0CTYNHOM st AeTeili MecTe!y,
LITPHX-KOA, HOMEP PerHcTpaLHOHHOrO «PactBop passonst nepe
yaoctosepenns («P.H.:»), naspanue (upms - HCTIONL30BAHHEM B COOTBETCTBHY ¢
TNpoM3BOAMTENS, ee KpaTkuit aznpec (ropon, CTpaHy), MHCTPYKUHE#H No npumMenenHio. », ycnosus
amMbneMy, nororun u 34UIHTHYIO ronorpammy. XPaHEHHA, ycioBuA oTmycKa, HoMep
CCPHH,NIaTa MPOU3BOACTBA, CPOK FOAHOCTH
(«Tonen no:»), ITPHX-KOA, HoMep
PeTHCTpanmnonnOro YRocToBepeHHY
(«P.H.:»), nazmamnue bupme! -
NPOU3BONHTENS, ee Kparkuit ainpec (ropoa,
CTpaHa), smOnema, noroTwm.
Hononuurensuo MOTYT HAHOCHTBCS JaHHble g
Le/Telt MOHHTOPHHra B cHcTeMe MJITIT (B a1om Ha kapronnoii nayxe YKa3aHsl laHHble
ClIy4yae 3aiHTHas rojorpaMma MosxeT He HB]—IOCHTBCH). ana MOHHTOPHHrA B CUCTEMe MHJT[]
CPOK
F'OAHOCTH: 5 ner S ner
Kauectgo Tipenapata cooTBeTCTRYeT TPeGOBaHUAM, yKa3aHHBIM B HI
Ne IT N014725/02-080617 Ham. Nel, Uam. Ne2, Uam, i\fg?», Ham. Ne4 (P N0]4725{02-1 11120)
[ 31.03.2021 crp. 3 u3 3 l VIRYIIRE Dopray PR |

OAQ «IegeoH Py
19-21., Beurpus « Mourosoe oTaCaCH
6 1 260 6650, +36 | 260 4891 «
CTONHYHOrO TpuGyHana No Cg. 01-

xTep»
Mecronaxomache: H-1103 Budapest, Gydmréi ut
Tenedon: +36 1 431 4000 » Tencgare: +3

Perucrpaunonnsiii ¢ya Bynanewrckoro 1

Snextponnas noyra:

ne: H-1475 Budapest 10,, P, 27., Benrpua

posta@richter.hy

0-040944 « Hurepyer: www.richter.hy



