Honarox 29

no Iopsanaxy npoBeneHHs eKCIEPTH3H
peecTpaliiHuX MaTepialiB Ha JIiKapchKi
3ac00H, IO MOJAIOTHCS Ha ACPIKaBHY
peecTpaltio (IepepeecTpaio), a TAKOK
EKCIIEPTU3H MaTepialliB PO BHECEHHS
3MIH JI0 peecTpaniiHux Martepiajis
IIPOTATOM i1 peecTpaliiiHoro
IIOCBITYCHHS

(myHKT 4 po3niny IV)

3BIT

PO JOKIIHIYHI T0C/Ti/KeHHs

1. Ha3Ba nikapcskoro 3aco0y (3a
HAssBHOCTI - HOMEP peecTpaniiiHoro
[OCBIAUCHH):

KA3EKCA, xonnenTpar Juis po3yuny s indysiit, 60 Mry
1,5 mi (40 Mr/mi), y KOMIUIEKTI 3 PO3YHHHUKOM

1) Tumn nikapebKoro 3acoby, 3a IKHM
[IpOBOIMIacs abo IJIaHY€EThCS
peecTpanis

reHepHYHHH JiKapcbKHii 3acid

2) IpoBENEHI TOCIIIIKEHHS

TaK VHI  gxmo Hi, OOIPyHTYBaTH
TeHePHYHHIl JiKkapcbKuii 3acid

(0151 2eHepuUKi@ He HAOAIOMbCIA Pe3yIbMamy 6/1ACHUX
MOKCUKONO2THHUX MA (hapmaroro2i4HUx 6unpobyeans)

2. ®apmMakoiorisi:

OI[IHKY 3 TOKCHKOKIHETHKH)

1) nepBuHHA (hapMakoMHaMIKa Hi
2) BTOpHHHA (hapMaKoIuHaAMIKa Hi
3) dapmakonoris 6e3nexku Hi
4) dbapmakoguaamiuni B3aeMoil Hi
3. @apMaKOKiHETHKA:

1) aHamiTHYHI METOHMKH T4 3BITH Hi
II0I0 1X Basimamii

2) BCMOKTYBaHHS Hi
3) po3nomin Hi
4) merabotizm Hi
S5) BUBEIEHHS Hi
6) hapMaKOKiHeTHYHI B3aeMOIii Hi
(JloKTiHIYHI)

7) inmm (papMakoKiHETHYHI Hi
ITOCITI KEHHSI

4. Toxcuxomoris:

1) TokcuuHICTE y pasi ogHopasosoro [Hi
BBEIICHHS

2) TOKCHYHICTE Y pa3i MOBTOPHUX Hi
BBCICHb

3) reHOTOKCHYHICTb: Hi
in vitro

in vivo (BKITIOYAIOUH TOJaTKOBY Hi

4) KaHLIEPOTeHHICTh:




OBIOCTPOKOBI JTOCIIi IPKEHHS Hi

KOPOTKOCTPOKOBI JIOCII IPKEHHS Hi
abo0 mociimKeH s cepeaabol

TPHBAJIOCTI

JTOIaTKOBI HOCIIKEHHS Hi

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCHYHHH BILUIUB Ha PO3BHTOK

[I0OTOMCTBA:
BILTHB Ha (HepTHILHICTE 1 paHHiii Hi
eMOpIOHATBHHMN PO3BHTOK
eMOpPIOTOKCHYHICTE Hi
[IpeHaTalbHa 1 MOCTHATAIBHA Hi
TOKCHYHICTh

UIOCITI/UKEHHS, IIPH AKUX mpenapar  |Hi
YBOJMTBCS IIOTOMCTBY
(HecTaTeBO3piIUM TBapuHaM) Ta/abo
OINHIOETELCS Bi/ylaIceHa [is

6) MiclieBa I1epeHOCHMICTh Hi

7) mOIaTKOBI JOCITIIKEHHS Hi

TOKCHYHOCTI:

AHTHI€HHICTh (YTBOpeHHs antutin)  [Hi

IMyHOTOKCHYHICTB Hi

NTOCITI/DKEHHS MEXaHI3MIB Ail Hi

JTiKapChKa 3aIeXKHICTh Hi

TOKCHYHICTE META0O0IIITIB Hi

TOKCHYHICTE JOMIIIIOK Hi

HIIIE Hi

5. BUCHOBKH I[OZ0 JOKJIIHIYHOTO Henocrynso
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{ITopsnok momoBHEHO HOBUM J[01aTKO
1528 pinx 27.06.2019}




Jonatox 30

1o [opsinky npoBelieHHs eKcIiepTH3H
peecTpaiifHuX MaTepiaiB Ha JKapChKi
3aC00H, IO MOJIAIOTHCS Ha AEPIKABHY
peecTparnilo (epepeecTpartiio), a TAKoK
eKCIIEPTH3U MaTepialiB IPO BHECEHHS
3MiH JI0 peecTpallifHuX MaTepianis
IPOTATOM [ii peecTpamiiHoro
IIOCBITYEHHS

(myHKT 4 posainy V)

3BIT

Npo KJIiHiYHe BUNPOOYBaHHS

1. Haspa nikapcekoro 3acofy (3a
HAABHOCTI - HOMEp peecTparifHoro

KA3SEKCA
KOHIIEHTPAT [Ulsl po3uuHy Ui iH(ys3id, 60 Mry 1,5 M (40

[IOCBITUCHHS ) MI/MJI), Y KOMILIEKTI 3 PO3YMHHUKOM
2. 3asBHHK ['etepo JIa63 JlimiTen/ Hetero Labs Limited, Trmis.
3. BupoOuuk ["eTepo Jla63 Jlimiten/ Hetero Labs Limited, Iumis.

4. [IpoBeneni mocimimKeHHs:

v Hi

TaK AKIIO Hi, 00IpyHTYBaTH

Y 3B’s3Ky 3 THM, IO JTiKapcbka hopma IpenapaTy —
KOHILIEHTPAT JJIsl PO3YHHY IU1s iHQY3ii, To 11
IiATBEPIKEHHs eKBIBAICHTHOCTI peepeHTHOMY TIpenapary,
3asIBHUKOM OyJIM TIPOBEIEH] AOCIII[PKEHHS 3 (hapMareBTHYHOT
CKBIBAJIEHTHOCTI JIkapchKuX 3acobiB. B skocTi pedepHTHOTO
BUKOpHCTOBYBamH npenapat JEVTANA 60 mg/1.5ml (40
mg/ml) concentrate and solvent for solution for infusion,
BupoOHuITBa Sanofi Aventis.

1) THII TiKapcBKOTO 3ac00Y, 32 IKHM
poBoAMIacs abo IUIAHYETLCS
peecTparltis

3asBKa Ha peecTpallito FeHEPHIHOTO JIIKAPCHKOTO 3ac00y

5. IloBHa Ha3Ba KIiHIYHOTO
BUITPOOYBaHHS, KOJOBAHUI HOMED
KJIHIYHOTO BHITPOOYBaHHS

6. ®a3a KIiHITHOTO BHIIPOOYBAHHS

7. Ilepion npoBeieHHS KIIIHIYHOTO
BHUIIPOOYBaHHS

8. Kpaiuwm, e mpoBo miocs
KJIiHIYHE BUIPOOYBAHHSI

9. KinbkicTs 1ocii Ky BaHIX

10. Mera Ta BrOpuHHI 1imi
KJIIHIYHOTO BHIPOOYBAHHS

11. JIuzaiin xaiHigHOrO
BUNIPOOYBaHHS

12. OcHoBHIi KpuTepii BKIIOYEHHA

13. Jlocmimicy BaHuii TiKapChKHi
3aci0, croci6 3acTocyBanHs, cuiIa Al

14. Ilpenapat mopiBHAHHS, 1034,
croci6 3acTocyBaHHs, cuia il

15. CynytHs Tepamis




16. Kputepii oninku epexTuBHOCT] | -

17. Kpurepii oninku 6e3nexn A

18. CraTucTHYH] MeTOIU iy

19. Ilemorpadivsi nmoxkazHuku .
J10CITI Ky BaHO1 oMy il (CTaTh,
BiK, paca, TOIIO)

20. Pesynpraty e(peKTHBHOCTI =

21. Pe3ynbTatu Gesneku =

22. BUCHOBOK (3aKITIOUEHHS) -

3aaBHUK (BIIACHHK
peecTpaniifHOro moCBiaYeHHs)

{ITopsinox nonosreno mosuM Jloaarkom 30 srigno 3 Hakasom Mimicrepersa OXOPOHH 3JI0POB'S
Ne 1528 Bin 27.06.2019}




