SAN Do A Novartis ®opma:  CepTudikar cepii [N3
Division Bepcis:  44064703.070716-0685. 1 Bugao:

NEK C.A., Nonblya

CEPTUDIKAT BI.D,I'IOBID,HOCTl CEPII

G \ " Kpaina npusHaueHHs:
UA/4401/01/02 44064703 YkpaiHa

wi: il Bug _ BunyuieHa kinbkictb (v
KU8029 KU8029 47285

3UPOGH . NpuwpatHun go:
08.06.2020 ' 05/2025

Nek C.A.

95-010 Ctpukos, Byn. logninie, 16, MNonbwa

Bupo6Huua niyeHsin Ne: 064/0095/15
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SAN Do A Novartis ®opma:  Ceprudikar cepii FN3
Division Bepcin:  44064703.070716-0685.1 BugaHo:

NIEK C.A., MonbLya

DBUHH( ~ Appeca:
INlek C.A. - 95-010 CrpukoB, Byn. Moaninie, 16, Nonbwa

ek C.A. 95-010 Ctpukos, Byn. NMoaninie, 16, NMonbwa

/ B npoueci Bupo6HULTBa Ta nakyBaHHA He Byno BiaXuneHb, siki MOXYTb
BNNUHYTU Ha BUNYCK NPOAYKTY.

B npoueci BupobHuLTBa Ta NakyeBaHHA Byno 3atikcoBaHO HACTYMHI
BUOXUMNEHHRA, ANB. HXYE (peecTpaLiiHUiA HOMED BigXUNEHHA B
eneKTPOoHHIn cuctemi obnixy):

BiaxuneHns Ne (TrackWise): 2

udikauito:
Lium niaTBepAXyl0 [OCTOBIPHICTL Ta TOYHICTe BulleHaBeaeHo! iHdopmauil. Lis cepis nikapcbkoro 3acofy Gyna
BUrOTOBIEHA, BKITHOYHO 3 YNaAKOBKOW/MapPKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULLEHaBEAEHUX BUPOOHUYUX AiNbHULAX
y NOBHI#A BiANOBIAHOCTI A0 BUMOr GMP MicLeBux perynaTopHuX opraHis, a Takox Ao cneuucbikauii PeecTpauiiHoro
[ocke kpainu imnopTepa abo danny crneuudikauil gocnifxysaHoro nikapcbkoro 3acoby. [lari npo BUroTOBREHHS,
ynakoBky Ta aHanisu cepil Byno nepesipeHo Ta nigTeep/KeHo iX BiANOBIAHICTL cTanaapTam GMP,

Tun Bunyck

OnA PUHKY 18.09.2020

YnoBHOBaxeHa ocoba Agnieszka Czech

/EnekmponHul nidnuc/ 21.09.2020 09:28:45 +02'00'
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SANDO

dopma:
Bepcis:

CepTudikar cepii M3
44064703.070716-0685.1

A Novartis
Division

CEPTU®DIKAT AHANI3Y

BunaHo:
JNIEK C.A., Monbwa

KR2011

3oBHiWHiIh Burnan

Hiametp

CepepnHsa maca

OaHopigHicTbL
HO30BaHUX OAUHULb

PoO34uHHicTL

Po3napnaHnus

BwmicT BOAM

CrintkicTb go
po3anaBnioBaHHA

laenTudikauis:
Biconponony (remi-)
dymapar

lneHTUdiKaLin:
Tutany piokcua*

lneHTudikauin:
Okeung 3anisa »xosTuin*

ABpukocosoro  konbopy  kpyrni  TabneTk,
BKPUTI NNiBKOBOIO 0BOMOHKOIO, 3 HAaCiHKaMu no
TNy «snap tab» Ans posgineHHs Ha uoTupu
4acTuHK 3 Binbutkom «BIS10» 3 ogHoro 6oky

6.9-7.2mm

177.0 Mr £ 5%; (168.2 - 185.9) mr

€p.®. 2.9.40 lMoBUHHO BiAMOBIAATY KPUTEPIAM, WO NPURHATI

8 €Bp.®. 2.9.40

Nonari / 50rpm /
900 mn /0,1 N HCI

= 80% (Q=75%) 3a8BNEHOT KiNbKOCTI vyepes 30
XBUNUH (USP <711>)

€8p.®. 2.9.1 < 30 xBunuH

MeTop Kapna <4%

diwepa

€8p.®. 298 40-110N

BEPX Bianosinae cranpapty

XimiyHa peakuis Bianosinae crangapry

XimiuHa peakuis Bianosiaae craHaapty

Cropinka 33 4

BianoBinae

71

MM

174,80

mr

Bianosigac

97,

4 %

( 94,1

101,8) | %

XB

1,4

%

73

Bianosigae
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SAN Do A Novartis ®opma:  Ceprudikar cepii 3
Division Bepcis:  44064703.070716-0685.1 Bugano:
NEK C.A., Monbwa

CEPTU®DIKAT AHANI3Y

KU8029 42029874 KR2011 08.06.2020 05/2025

KinbkicHe BEPX 95.0 - 105.0 % 9,80 mr
BU3HA4YeHHA: (9.50 - 10.50 Mr)

Biconponony dymapar

(2:1)

CynyTHi aoMiluku

[Homiwka A (E€sp.d.) BEPX makc. 0.5 % < 0,05 %
| Homiwka L (€sp.®.) BEPX makc. 0.25 % < 0,05 %
| Mowmiwka K (€sp.d.) BEPX makc. 0.5 % < 0,05 %

OauHWYHI HesinoMi BEPX makc. 0.2 % 0,09 %

AOMILLKY

Cyma HeBigomux BEPX makc. 0.5 % 0,09 %

OOMILLOK

Mikpobionoriuna uucrtoTa* BignosiaHo no €sp.d. 5.1.4

TAMC < 1000 KYO/r <10 KYOIr
TYMC €Bp.521>.621.§.12 Y 5100 kyorr <10 KYOIr
Escherichia coli BiacyTHi/r BiacyTHilr

MNpumirtku:

* - KoHTponb npoBoasTL ANs koxHoi 10-0i cepii woHalmeHwe OAUH pa3 Ha pik

17.09.2020 Agnieszka Czech

/EnekmponHull nidnuc/  21.09.2020 09:31:48 +02'00"
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F40-

HEPXJIIKCIIY)XBA
AEP)KABHA CJIY)KBA 3 JIIKAPCBKI{!X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHiBCBKII OBJIACTI

npocriekt Banepis Jlo6aroscskoro, 51, m. Kuis, 03 1 10, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Koa €ZIPTIIOV 37078774

BHUCHOBOK
NPo AKiCTL BBe3eHOro B Ykpainy sgikapcskoro 3acofy

19.10.2020 Ne 53488/20/10

BICOITPOJIOJI CAHAO3®

(HafMeHyBaHHs ikapcbKoro 3aco0y 3riHo 3 peecTpauiliHuM NIOCBiAYEHHAM)
Ta0/IeTKH, BKPHTi II1iBKOBOI0 o06os10nK010, 0 10 Mr, mo 15 Tabaerok y Gaicrepi; mo 2

OJticTepn y kapronuiii Kopooni

(dopma Bumycky, Q03yBaHHSl, BUI NTaKyBaHHA JiKapCHKOro 3aco0y)
Homep peectpaniitsoro nocsimaenns UA/4401/01/02 CTPOK Aii peecTpauiiinoro nocsimuenns 27.11.2020
Cepis nikapcrkoro 3acoGy Ne KUS029 Kinskicts BBe3enoro nikapcrkoro 3acoby 47285

BupobHuk Jlex C.A., INonsma

(HaltMenyBanus BupoGHMKa niKapcLKOro 3acoby, kpaina TIOXOJKEHHS)

Bsesero B Vpainy ToBapucTBo 3 06mMesxkenoI0 Bianmosigansuicrio "Cannos Ykpaina",

inenr. xon: 38419586 ,
(HaliMeHyBaHnS Ta xoz 3a €HIPTIOY topunuunoi ocobw abo npi3Buue, iM'a, o 6aTbKoBi Gisuunoi

0cobu - mixnpuemns, i micue TIPOXHBAHHA Ta peecTpauiitnuii Homep o6mikosoi KapTKH MIaTHHKa
nozaarkis a6o cepist Ta HOMEp nacnopra)

IpoTokoa BisyansHoro koutpouio Bix 09.10.2020 Ne 3425/1.

3a  pesynbTaTaMu jepkaBHoOro KOHTPOMO  BCTAHORNEHO, IO JMIKapChKMH 3aci6 BRezeHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOIABCTRA oo 3abe3neyeHns AKOCTI JKapChKUX 3aco6iB.
3aCTynHUK HaYaIEHMKA Biminy

€pKaBHOI CITyKOM 3 JIIKapCHKHX 3aCo6in : '
Hlep yAO! > Jlkap . - / 3ybapesa H. B.
Ta KOHTPO. ga;mp%p@ggmn y Kuiscrkiii 7/
06J1aCTj// “%\%\k ki g ‘%\‘;, 7/

(nigmuc) (iHinjanu Ta npi3Buie)
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