3BIT MPO JOKIHIYHI JIOCIIJPKEHHS

1. Ha3Ba nikapcekoro 3aco0y (3a HagsBHOCTI — HE®EIIIM-BICTA, NopomoK /i

HOMEP PeecTpaliifHoro moceiueHHs): po3unHy aasi in’ekuiii a6o indysiii mo
1000 mr ado 2000 mr

1) Tun JlikapcbKoro 3aco0y, 3a sIKAM IIPOBOIHIACS [enepuunuit nikapcbkuii 3acid 3rigHo

a0 IUIaHy€eThCA peecTpartisa nyukty 1 (miamyskry 1.3) posaimy 11

[Topsinky nakazy MO3 Ykpainu Bijg 23
munHs 2015 poxy Ne 460.

2) npoBeeH1 IOCTIKeHHS o TaK vy~ HI SIKIIO Hi,
0OrpyHTYBaTH

BnacHi JOKIIHIYHI JOCITI/UKEHHS HE HAJAIOThCH, OCKUIBKH JIIKAPCHKMH 3aci0 € reHepuKoM i3
JIOBEJICHOK  (papMalleBTHYHOK  €KBIBAJIEHTHICTH) 110 BIJHOIUEHHK) 10 pe(epeHTHOro
niKapebKoro 3acody Makcunim, nopowiok ona in’exkuin ado inghyziit no 1000 m2 aéo 2000 me,
Epicmon-Maiiepc  Crkeioo, CILIA (3rigno Bumor [lopsaky mnpoBeeHHS  €KCHEPTH3H
peecTpaliifHuX MaTtepialiB Ha JiKapchKi 3aco0H, IO TMOJAKTHCS HA JEPIKaBHY PEECTpALliio
(mepepeecTpailito), a TAaKOXK EKCHePTH3M MaTepialiB MpO BHECEHHS 3MiH JI0 peecTpariifHux
MarepiasiiB MPOTATOM [(ii peecTpamiiHOro MOCBII4EeHHs 3aTBEPUKEHOr0 HakKa3oM MiHicTepcTBa
OXOpOHH 370poB’a YKkpainu Bijx 26 cepna 2005 poxy Ne 426 (y pemakiii nakasy MO3 Vkpaiau
Big 23.07.2015 Ne 460).

2. ®apmakonoris: -

1) nepBuHHa (papMakoMHAMIKA -

2) BTOpHHHA (papMaKouHaAMIKa -

3) dapmakonoris 6e3nexu -

4) (hapMaKkoIMHAMIYHI B3aeMOJIIT -

3. @apmakoKiHETHKA:

1) aHaniTHYHI METOIUKH Ta 3BITH MO0 1X -
Basifanii

2) BCMOKTYBaHHSs -

3) poznoain -



4) metaboJtizm

5) BUBEJICHHS

6) hapMakoKiHeTUYHI B3aeMOiT (JOKITIHIUHI)
7) iHmi GpapMakOKIHETHYHI JIOCITJPKeHHS

4. TokcHKOIOris:

1) TOKCHYHICTE Y pa3i 0IHOPA30BOTO BBE/ICHHS

2) TOKCHYHICTD Y pa3i MOBTOPHHX BBE/IEHb

3) reHOTOKCHYHICTb:
in vitro

in vivo (BKJIIOYAKOYH JIOJATKOBY OLIIHKY
3 TOKCUKOKIHETHUKH )

4) KaHIIEpOTEHHICTE:

JIOBTOCTPOKOBI JOCITIKCHHS

KOPOTKOCTPOKOBI JIOCIIUKEHHS a0 TOCIIIKSHHS
Cepe/IHbOI TPUBAIOCTI

JI0JIATKOBI TOCTI7KEHHS

S) penpoayKTHBHA TOKCHYHICTH Ta TOKCHYHHI
BILIMB HA PO3BUTOK ITOTOMCTBA:

BILIUB Ha (PePTUIILHICTD 1 paHHIH eMOpiOHATbHHIA
PO3BHTOK

eMOpIOTOKCHYHICTh

IpeHaTta/ibHa 1 mOCTHATa/IbHA TOKCHYHICTD



JOCIIKEHHS, TIPH SKUX TIPErapat yBOUThCS -
IIOTOMCTBY (HECTaTeBO3PIINM TBApHHAM) Ta/abo
OLIHIOCTLCS BiaiieHa Jis

6) MicIeBa EPEHOCUMICTD &
7) 10AaTKOBI JOCTIKEHHS TOKCHYHOCTI: -
AHTUIEHHICTh (YTBOPEHHS aHTHTLI) &
IMYHOTOKCHYHICTB -
JIOCITI/DKEHHS MEXaHi3MiB il -
JIKapChKa 3aJI€KHICTD -
TOKCHYHICTh MeTal0OITIB -
TOKCHYHICTh JOMILIOK -
iHIIIE =
5. BHCHOBKH 111010 TOKJIIHIYHOI'O BUBYEHHS e, -

3asBHUK

(BIacHHK
peecTparliiiHoro
MOCBITUCHHS)




3BIT PO KJIiHIYHE BUIPOOYBAHHA

1. HasBa sikapebkoro 3acofy (3a nassHocti — Homep IE®EIIM-BICTA, mnopomoxk st

peeCTpaLiiiHOTO TOCBITUEHHS ) po3unny A iH €Ki a6o indysiii mo
1000 mr ado 2000 mr
2. 3asBHHK MicTpan Kemniran MeHeKMEHT

Jlimiten, Aurmig

3. BupoOuuk JIAII — JIABOPATOPIOC TOPJIAH,
C.A., Icnanis
4. llposeneni gocniKeHH: 0 Tak  Hi AKIIO HI,
0oOIpyHTYBaTH

BriacHi KmiHiYHI DOCTIKCHHS HE HAAIOTHCS, OCKIIbKM JiKapchkuii 3aci6 ¢ remepukoM i3
JIOBEJICHOI0  (papMalleBTHYHOK) ~ €KBIBAICHTHICTIO M0  Bi/IHOMIEHHIO 10  pedepeHTHOro
JIKapehKOTo 3aco0y Maxkcunim, mopoIok s in’ekuin abo ingysiit mo 1000 mr ado 2000 Mr,
Bpicron-Maitepc  Cksi66, CIIA (3rimmo Bumor Ilopsiaky TpOBEJEHHS —eKCHEPTH3H
peecTpauiiinix MartepiamiB Ha JKapchbki 3aco0H, W0 MOMAIOTHCS HA JIEPXKABHY PEECTpPALIIo
(mepepeecTpailiro), a TaKoXk CKCIHEPTH3M MaTepianiB Mpo BHECCHHS 3MiH 0 peecTpaliifHiuX
MatepialliB MpOTAroM Ail peecTpauiifHOro MoCBiMEHHs 3aTBEPXKEHOr0 HakazoM MiHicTepcTBa
OXOpOHH 3710poB’a Ykpainu Bia 26 cepnas 2005 poky Ne 426 (y penakuii Hakasy MO3 Ykpainu
Bix 23.07.2015 Ne 460).

1) Tun nikapebkoro 3aco0y, 3a SKUM IPOBOAMIIACS ["'enepuunuit nikapcbkuii 3aciod 3rigHo
abo IUIaHy€eThCs peecTparis nyHKTY 1 (mianyskry 1.3) posainy 11
Iopsaaxy nakasy MO3 Ykpaiuu Big 23

sunHs 2015 poxky Ne 460.

5. IToBHa Ha3Ba KIiHIYHOTO BUIIPOOYBAHHSL, -
KO/IOBaHHUIT HOMep KJIIHIYHOTO BHIPOOYBaHHS

6. ®a3za KIiHIYHOrO BUIPOOYBaHHA -

7. llepion mpoBeIeHHs KJIIHIYHOTO BHITPOOYBaHHSA 3 1o

8. Kpainu, ne npoBoauiocs KiiHiuHe BUIPOOYBaHHs -

9. KinpkicTb gocnimkysanux 3allJIaHOBaHa:
daxTHuHa:

10. Mera Ta BTOpuHHI i1 KJIIHIYHOTO -
BHIIPOOYBaHHS

11. JIn3aiin KIIHIYHOTO BUNPOOYBaHHS -



12. OcHoBHI KpuTepii BKIIOYEHH

13. ocnimxyBanui jikapebkuii 3acid, crnocid
3aCTOCYBaHHs, CHJia il

14. [Ipenapat nopiBHsAHHS, /1034, CTIOCIO
3aCTOCYBAHHS, CHIIA [Tl

15. CynyTus Tepartis

16. Kputepii ouiHkH epeKTHBHOCTI

17. Kputepii oniHku Oe3nexu

18. CtarucTiuHi METOAH

19. lemorpadiuti NoKa3HUKU JOCTIIKYBaHOT
MOMYJIAIT (CTaTh, BIK, paca, TOLI0)

20. Pe3ynbraTi €()eKTHBHOCTI

21. PesynbTaTn Oe3neku

22. BUCHOBOK (3aKIIOUEHHS)

3agBHUK

(BIIacHUK
peecTpaniifHoro
[IOCBIAYEHHS)




