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JAEPXIIKCITYXBA VKPATHU
AEP)KABHA CJYXKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM ¥ KHIBCHKINA OBJIACTI

npocniext Banepin JloGaroscrkoro, 5 1, m. Kuis, 03110, Ten/takc: (044) 2753030
-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOro B Yxkpainy nikapeskoro 3acoly

15.04.2020 Ne 18957/20/10

TOPACEMIJI CAHIO3®

(naiiMenysamms NiKAPCLKOTO 3ac06y 3rigmo 3 PCECTPALIHIM NOCRiAYeH M)
TabxeTkn mo 200 Mr 1o 10 TabireToxk y OJicTepi; no 2 Gaicrepu y xapronuii Kopo6ui

(dhopma BHIYCKy, NO3YBAHHA, BUA TIAKYBAHHS mikapcrkoro 3acoby)
Howmep peecrpanititoro nocsimsenus UA/9619/0 1/07 etpox mii peecrpauitinoro noceimuenns 01.01.2099
Cepis aixapcsroro sacofy N KH2948 KinskicTs BBe3eHOrO Mikapcskoro 3acoby 2296

Bupo6nux Jlex C.A., Ionsma

(naliMenyBanug BHpOGHHMKA NikapcEkoro 3aco6y, kpafna MOXOIKEHHS)

Baesero B Vipainy Tosapucrso 3 o6mesxenoro BiamosizaTeHicTIo "Canpos Ykpaina",

inenT. xon: 38419586

(na¥iMenyranns Ta kox 32 €JIPTIOY ropuanunol ocodn abo npizerme, iM's, no HaToros] tismunot
0cobH - nianpreMus, i Micue NpOXRHBAHHA T4 peecTpallifHuii HoMep 00/1ikoBoY kapTky naaTHHKA
NOAaTkiB abo cepis Ta HOMep nacropra)

portokoa Bisyassnoro kouTpome Bix 07.04.2020 N 1143/6.

3a pesymeraTamm JEPKABHOIO  KOHTpOmO BCTAHOB/IEHO, INO JKapChKHH  3acif BBE3¢HO B Vxpainy 3
JOTPHMAHHU IMOT" 3aKOHOIABCTBA T0AO 3a6e3neye s AKOCTI JIKapChKEX 3acobip,

' anpHuKa BT
KOH 3 iRap&bﬁix 3acobin
ﬁlﬁﬁfﬁxmn ¥ Kuiscrxii ; 3ybapesa H.B.
i Py .;?’ ,//
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D A Novartis @opma:  Ceprudpikat cepii I3
SAN o Division Bepcin:  44064704.220219-464.1 Buaano:

NEK C.A., Nonbua

CEPTUDIKAT Bl.[ll'IOBI,L'IHOCTI CEPII

Toproaa HazBa niKapcbLKoro 3acoby:
| TOPACEMIJJ, CAH}J,03®

_PecctpatiiiiHe nocig A5t R __ Kpaina npuaHasvensin:
UA/9619/01/07 : 44064704 Ykpaina

) Cuna guIAxruBm pPeYoBUHY: .
| Topaceminy G6ezBogHoro 200 mr

Nikapcuka thopma:
If Tabnetku, no 200 mr

{

KH2948 2296

Byn. [loMaHieBckka 50 C, Bapwasga, 02-672, Nonbwa

Bupo6Huya niyenzis Ne: 064/0095/15
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A Novartis ®opma:  CepTudikaT cepii [N13
SANDO Division Bepcin:  44064704.220219-464 1 BugaHo:

NEK C A, Monbwa

BupoGHUK «in bulkn npoaykTy: i _
Nek C.A. 95-010 Ctpukos, syn. Moaninie, 16, Nonkwa

Tepe: __Adpeca: . At SE DT
: INlek C.A. Byn. [lomaHieBcbka 50 C, Bapwaega, 02-672, Monbwa

; Knﬁééé:ﬂw T :
{ Tlek C.A. Byn. lomanieBcbka 50 C, Bapwaga, 02-672, MNonbwa

B npoueci BUPOBOHUUTRA Ta nakysaHHsA He Byno BigxuneHb, siki MOXYTh
BMIIMHYTW Ha BUNYCK NPOAYKTY. i

T

B npoueci Bupo6HuyTea Ta nakyeBaHHs Byno sadikcoBaHo HacTynHi
/ - BUAXWNEHHRA, AUB. HIK4Ye (peecTpauitHui HOMED BigXMnNeHHs B
€NeKTPOHHIA cucTemi 0bniky):

| Binxunenns Ne (TrackWise): 1697786

i Lum nigTeepaXYHO AOCTOBIPHICTE Ta TOYHICTL BullieHasedeHol iHcbopmalii, Ls cepia nikapcbKoro 3acoby Byna
| BUFOTOBNEHA, BKMIOYHO 3 ynakoekot/mMapkyBaHHsM Ta KOHTpONEeM AKOCTI Ha BULEeHaReneHNX BUPOBHMYMX JinbHULsX |

f YyNaKoBKy Ta aHanisu cepii Gyno nepesipeHo Ta nigTeepaxeHo ix BIANOBIAHICTL CTaHaapTam GMP.

| ONS PUHKY 25.02.2020

YnoBHoBaxeHa ocoba

Grazyna Kurko

/EReKkmporHUi nidnucy/ 25.02.2020 13:26:55 +01°00"

Cropinka 23 4




SANDOZ .=

Popma:
Bepcin:

CepTudikar cepii N3
44064704.220219-464.1

CEPTU®IKAT AHANI3Y

KH2948 42024032

30BHIWHIK BUIMAL -

AOiameTp -
CepenHs maca €8p.®. 2.9.5 (N=20)
OnHopigHicTL Macy €ep.9. 295

Po3unHHicTL* Cep.®.2.93

lnenTudikauin: BEPX (kinbkicHe
BU3HaYeHHs/uncTOTa)

KinbkicHe BEPX abo UV-

BU3HAYeHHs: CnekTpogoToMeTpin

CynyThi gomiwku

Oomilwka B (€8p.®)./  BEPX
A (. CLUA)*

KoxHOoT okpemoi BEPX
ACMiLLIKK

Cyma gomituok BEPX

Mikpo6ionoriuna ynucrora***
TAMC
TYMC
Escherichia colj

Cep.®. 26.12 +
26.13

BiANOBIAHO no €Bp.®,. 514

BuagaHo:
NEK CA., Monsuwa

Kpyrni Tabnetkw Ginoro abo marixe Binoro
KOMbopy 3 MepexpecHold puckol 3 oBox
Bokis

Binnosinae

11+£0,2 mm

412.0Mr+5 % (3914 — 4326 mr)

-

€8p.0.2.95

10,9 MM
4120 7 Mr
Binnosinac

]

270 % (Q) sig HOMiHarnsHoro cknagy mae

BUBINbHATUCE yepes 30 XBUMUH,

MpuinsTHI KpUTEDIT BiAnosigHo Tabnuui
O.CLWA (S1 + 52)

%
%

Yac yrpumanns Ta IHTEHCMBHICTL OCHOBHOO
niky Ha XpomaTorpamax Po34MHy 3paska Ta
NOPIBHIVBANLHOrO PO34UHY MatoTs GyTi
BiANoBigHUMM

Bignosigae

95 - 105 % BiZ HOMiHanLHoro BMICTY
Topacemiay (190 - 210 mr/Tatn.)

97,5

<£0,5%

£0,2%

£10%

%

KYO/r
K¥YOir

<1000 KYO/r [ e
£ F:

<100 KYO/r £l s

BigcyrHifr ‘ : -l-.

Lrepivka 2z 4




SANDO A Novartis Dopma:  CepTudpikat cepii I3
Division Bepcin:  44064704.220219-464.1 Buaauo:
fIEK C A, Monbwa

Nikapcekuit zacie: e

: KH23948 42024032 KE1013 ; 19.11.2019 11/2022

Mpumitkn:

* - CepegoBuwe PO3YUHEHHRA: WITYYHMIA WINYHKOBKA cik pH 1,2, nonarti, 50 o6/xs, 900 mn
. 4-[3-Merun-cpeuin)-aMiHo]é-nipununcynhtbtmami,q

“** - He pyTunHu#A TECT, KOHTPONIETLCH NPUSNU3HO KoXHa 5-a cepis

Grazyna Kurko

Cropinka 4 3 4



http://www.tcpdf.org

