3BIT PO MOKTIHIYHI JOC/TI HKEHHS

1. Hazea nikapcekoro 3aco0y (3a HagsBHOCTI — CJIITOHIA, rabnetks o 2 mr, 3 Mr 1a 5 Mr

HOMEp PEECTPALIHHOTO TOCBIUEHHS): ] ) )
[To 10 Tabnetok B Omictepi, o 3 Gaictepu y

nayili 3 KapToHy

1) Tun nikapebKoro 3aco0y. 3a sIKMM MPOBOIMIIACA  3TiHO 3 TIYHKTOM | (mianyuakTtoMm 1.4)
abo MIaHyeThCs peecTparlis posainy III Mopsiaxy Hakasy MO3 Vkpaiun
B/ 23 mumast 2015 poky Ne 460.

2) npoBeieH] JOCIIKEHHS o Tak " Hi SIKIIO Hi,
O0IPYHTYBATH

O6rpynTyBanss: Jlikapebkuii 3aci6 3 106pe BUBYCHHM MeMUHMM 3aCTOCYBaHHAM. BimoBimHo
a0 sumor posgimy Il Tlopsiaky mHpoBeleHHs eKCIEPTH3M peecTpaliiHuX MaTepianiB Ha
JIKapChbKi 3aco0M. 1O I0JAIOTBCS HA JEPHKABHY pPEECTpamiio (IepepeecTpaliiio). a TakoK
CKCIEPTH3H MarepiajliB Mpo BHECEHHS 3MiH /[0 pEECTpalliiHUX MaTepialiB MpOTIroM il
peecTpatiiHoro nocsijyeHHs (Hakaz MinictepeTBa oxoponu 310poB’s Ykpaiuu Bin 26.08.2005
No 426 [31 sminamu, uunHa penakuis]) ta crarti 10.1 Jupexturu 2001/83/€C noxniniumi
JOCJII/PKEHHS HE BUMAraroThC.

2. @apmaxosoris: -
1) nepeuHHa (apMakoHAMIKA -
2) BTOpHHHA (hapMaKoJMHaAMIKa -
3) hapmakonoris Oe3nexu -
4) papmaxoauHaMiuHi B3aEMOJIIT -
3. @apMakoKiHETHKA:

1) aHAJII THYHI METOAMKH Ta 3BITH MIO10 1X -
BaJTiganii

2) BCMOKTYBaHHs -
3) po3moin =

4) metadounizm -



5) BUBEICHHS

6) papmakokiHeTHYHI B3acMO/IIT (JIOK/TiHIUHI)

7) inwi (papMaKoKiHeTHUHI JIOC/TiKEHHS

4, TOKCHKOJIOTIS:

1) TOKCHYHICTB y pa3i 0JHOPA30BOTr0 BBEICHHS

2) TOKCHYHICTP y pa3l MOBTOPHUX BBE/IEHD

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIIOYAIOYH JI0JaTKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHIEPOTeHHICTB:

JIOBFOCTPOKOBI JIOCTi JKEHHSI

KOPOTKOCTPOKOBI JIOCTI/DKEHHS ab0 JOCIIiIKEHHs
Cepe/IHBOT TPHBAIOCTI

IOJATKOBI JOCIIKEHHS

5) penpoayKTHBHA TOKCHYHICTh Ta TOKCHYUHH
BILIMB Ha PO3BUTOK [IOTOMCTBA:

BIUIUB Ha QepTUIILHICTE i panHiii eMOpioHANTBHUH
PO3BHTOK

eMOPIOTOKCHYHICTh

Imp€HaTtajlbHa 1 MOCTHaTA/IbHA TOKCHYHICTh

JIOCJIJUKEHHS, TIPU SKHX TperapaT YBOJIUTHCS
IIOTOMCTBY (HECTATEBO3PIJIMM TBapuHaM) Ta/abo
OLIHIOCTBLCS BianeHa s



6) MicIeBa IEPEHOCUMICTh

7) 1OIaTKORBI JIOCTIiPKEHHSI TOKCHYHOCTI !
AHTHUI'E€HHICTB (YTBOPEHHS aHTHTL)
IMYHOTOKCHYHICTh

JTOCTI/DKCHHSA MeXaHi3MiB JIi1

JiKapchKa 3aIekKHICTh

TOKCHYHICTH METabOIiTiB

TOKCHYHICTb JOMIIIIOK

1HIIIE

5. BHCHOBKH 1I00 JOKJIIHIYHOTO BUBUCHHS

[Tpencrapuuk =
3asBHHUKA W

(BmacHUKa - :

I : ( (minuc)
peecTpariiiHoro 1 rupnSd .
MIOCBITYCHHS) Desropenko MLA.

“von 4410308 /D)



3BiT PO KJiHiuHE BHITPOOYBAHHS

1. Ha3Ba mikapceKoro 3aco0y

(3 HAsIBHOCTI — HOMEP PeeCTpalliiiHOro

MOCBIUEHHS)

2. 3aABHHK

3. BupoOHuk

4. TposeaeHi A0CHIKEHHS:

1) Tun niKapcHKOTo 3acoly, 3a SKUM

MpoBoAHIacs abo IIAHYEThCs PeecTparis

CJITIOHISL. TabaeTku 1o 2 Mr, 3 Mr ta 5 Mr

[1o 10 TabneTok B GaicTepi, o 3 6aicTEPH Y
maurli 3 KapToHy

Micrpan Kenitan Menemkment  JlimiTen,
Auruis

Biodapm C1. 3.0.0., IlosbIma

o Tak  Hi SIKIIIO Hi, OOIPYHTYBATH
Jlikapchkuii 3aci6 3 100pe BUBYCHAM MEHIHHM
3aCTOCYBAHHAM 3TiHO 3 IYHKTOM 1
(mianynktom 1.4) posainy Il [lopsaky Hakasy
MO3 Yipaiun Bia 23 manast 2015 poky Ne 460.

O6rpynTyBants: Jlikapebkuii 3aci0 3 100pe BHBYCHUM MEJIMTHAM 33CTOCYBAHHIM. BiamositHO
no Bumor posainy III Ilopsaky npoBeIeHHs EKCICPTH3N peecTpaliiiHUX MaTepiaiiB Ha
MiKapchKi 3acO6M, MO MOJAIOTBCS Ha JEPKABHY PEECTpALLiio (nepepeecTpallito), a TaKoXK
CKCIIEPTH3M MarepiayiB Mpo BHECEHHS 3MiH [0 peecTpaliiiHux MarepianiB MmpoTAroM i
peecTpaliiitHoro moceijueHHs (Haka3 MiHiCcTepcTBa OXOPOHH 310poB’ s Ykpaiuu Bin 26.08.2005
No 426 [31 3wvimamu, unHHa penakuisa]) ta crarti 10.1 Jlupekrupu 2001/83/€C xminiuHi

,lIOCJ“Ii,Z[)KeHHﬂ He BUMararOTbCs.

5. TToBHA Ha3Ba KJIIHIYHOTO BHIIPOOYBAHHS.
KOZIOBaHM I HOMEP KJIiHIYHOr0 BHIPOOYBaHHS

6. ®aza KIiHIYHOrO BUNPOOYBAaHH

7. Tlepio/ ipoBeAeHHS KITHIYHOTO
BHIIPOOYBaHHsA

8. Kpaiuu, e poBOIUIOCS KIliHIUHE
BUIIPOOYBaHHs

9. KiJIbKiCTh JOCTIKYBaHUX

10. MeTa Ta BTOPHHHI L)1l KJIIHIYHOTO
BUNIPOOYBaHHSA

11. Iusaiid KJIIHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpuTEPii BKIIOYEHHS

13. JocnimxyBanuil Tikapchkuit 3acio. cnocid

3aCTOCYBAHHS, CyJia Jil

14. Ilpenapar mopiBHsHH, 1034, CIOCIO

3aCTOCYBaHHs, CHIa il

15. CymyTHs Teparis

16. Kpurepii oninku eGeKTHBHOCTI



17. KpuTepil ouinku Oe3neKHn -
18. CTaTHCTHYHI METO/H -

19. [Temorpadiuni MOKa3HUKH JOCIiKYBaHOL -
momysiii (CTaTh, BiK, paca, TOIIO)

20. Pe3ynpTaT e()eKTHBHOCTI =
21. PesypraTi Oe3MeKH -
27, BHCHOBOK (3aKIIIOUEHHS!) -

[IpecTaBHHK 3asBHUKA (BracHMKa
peecTpaliiHOro [TOCBiIUeHH)

wpik (miamuc)
- DEnopeHKo M.A.
(I1. L. B.)



