3BIT MPO JOKIIHIUHI JOCTIIKEeHHS

1. Haspa nikapcbkoro 3aco0y (3a HasBHOCTI — E30NPOTEKT
HOMED peecTpaniifHoro nocpiJ4eHHs):

1) Tn nikapceKoro 3aco0y, 3a SKUM [poBoawIacs | eHepHUHHI ﬂiKapCBKuﬁéaciﬁ 3riIHO

a00 MIaHyeThCs peecTpartis nyHKTY | (mianyskry 1.3) posainy 111
lopsaaky nakasy MO3 Ykpainu Big 23
s 2015 poxy Ne 460.

2) mpoBeIeHI IOCITIIKESHHS 0 Tak + Hi SKIIO Hi,
OOIpyHTYBaTH

Obrpyntysanns: Ile renepuunuii mikapeskuit 3aci6. Bigmosigao no sumor posainy 111 Mopsiaky
NPOBE/IEHHS] €KCIIEPTH3H peccTpallifHUX MaTepiaiB Ha JiiKapchKi 3aco0H, 1O MOMAIOTHCS Ha
JIepKaBHY PEECTpalliio (MepepeecTpaliio), a TakokK eKCIepTH3M MaTepialiB IIpo BHECCHHS 3MiH
JI0 peeCTpalifiHiX MaTepiajiiB NpoTsroM Iii peecTparifHOro nocsiquenHs (Hakas MinictepeTpa
OXOpOHH 3710pOB’ s Ykpainu Bia 26.08.2005 Ne 426 [3i 3minamu, unHHa penakiuis]) ta crarri 10.1
Jupexrusu 2001/83/€C noximiHivHI HOCTIKEHHS HE BAMArarOThCSL.

2. @apmakooris: -
1) nepBunHa (papMakouHaMiKa -
2) BTOpHHHA (hapMaKouHaMiKa -
3) papmaxomnoris Gesnexu -
4) papmakoguHaMiUHI B3aeMOJIIT -
3. dapmMakoKiHETHKA:

1) aHaMTHYHI METOIHKH Ta 3BITH 040 iX -
BaJTimamii

2) BCMOKTYBaHHSA 4
3) po3moin -

4) meTabomizm -



5) BUBE/IEHHS

6) papmakoKiHeTHYHI B3aeMOi1 (MOK/IIHIYHI)

7) iHuni (hapMaKoKiHETHYHI JOCITIKEHHS

4, Tokcukomnoris:

1) TOKCHYHICTB Y pa3i 0IHOPA30BOro BBEIECHHS

2) TOKCHYHICTD y Pa3i MOBTOPHHUX BBEJIEHD

3) F€eHOTOKCHYHICTD:
in vitro

in vivo (BKJIIOYAIOYH JOJATKOBY OIIIHKY
3 TOKCHKOKIHETHKH )

4) KaHLEPOreHHICTB:

JOBIOCTPOKOBI JIOCIIIKEHHS

KOPOTKOCTPOKOBI JOCIII/PKEHHS a00 J0CIIiIKEHHs
CepeHbOI TPUBAIOCTI

JIOJIATKOB1 JOCIILIKEHHS

5) penpoIyKTHUBHA TOKCHYHICTE Ta TOKCHYHMI
BIUIUB Ha PO3BUTOK MOTOMCTBA:

BILIMB Ha (pepPTUIIBHICTE 1 paHHiit eMOpioHAIBHHI
PO3BHTOK

eMOpIOTOKCHYHICTH

NpeHaTalbHa i MOCTHATAIBHA TOKCHYHICTD

JOCIIKEHHS, TP SIKKX MpenapaT yBOJAHTHCS
IIOTOMCTBY (HECTaTeBO3PIIUM TBApHHAM) Ta/abo
OLIIHIOETHLCS BIIAJICHA i



0) MicLiEBa IEPEHOCUMICTh

7) NOJATKOBI JIOCIIIKEHHS TOKCHYHOCTI:

AHTUTCHHICTH (YTBOPEHHS aHTHUTLI)

IMYHOTOKCHYHICTE

JIOCHIKEHHS MEXAHI3MIB i1

JiKapchbKa 3aeKHICTh

TOKCHYHICTh META0O0IIITIB

TOKCHYHICTE JOMIIITOK

1HI111E

4
"OAPMALIEBTHYHA \ =

3agBHAK

(BIaCHHUK
peecTpariitHoro
TIOCBI/[YEHHS )




3BIT Mpo KJIiHIYHE BUIPOOYBAHHS

1. Ha3ga sikapcbKoro 3acody
(32 HasABHOCTI — HOMEP peECTpamiiHoro
MOCBITUCHHS)

2. 3asgBHUK

3. BupobGuuxk

4. [IpoBeaeHi noCaiKEHHS:

1) Tun sikapeeKoro 3acody, 3a KM
npoBoauIacs adbo MIaHYEThCS peecTparlis

5. IToBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHs, KOJIOBaHHI HOMED
KJTiHIYHOTO BUIIPOOYBaHHS

6. @a3a KIHIYHOTO BUIIPOOYBaHHS

7. llepioa npoBeIeHHs KIIHIYHOTO
BUNPOOYBAHHS

8. KpaiHnu, /ie npoBoauniiocs KiiHiuHe
BUINPOOYBaHHS

9. KiibKiCTh JOCTIIKYBaHHX

10. MeTa Ta BTOpHHHI IiJ1i KJIIHIYHOTO
BUIIPOOYBaHHS

11. JluzaiiH KJIiHIYHOTO BUIIPOOYBaHHs
12. OcHOBHI KpUTEpii BKIFOYCHHS

13. JlocnijukyBaHuii likapcbKHii 3acio,
crocid 3acTocyBaHHs, CHIa il

14. Ilpenapat nopiBHsiHHS, /1034, CIIOCIO
3aCTOCYBaHHA, CHJIA Jii

15. CynyTtHs Tepartis

16. Kputepii omiHku epeKTHBHOCTI

E3OMPOTEKT

Mictpan Kenitan Menemxment JlimiTen, Auriis

BupoObuunrBo  rotoBoi  JIKapchKoi

dhopmu,

NEepBHHHA Ta BTOPHHHA YIIAKOBKA, KOHTPOJIb Cepil,

BHITYCK cepii:
BEM Inau Can. Be Tik. A.C., Typeuunna

Tak Hi

SKINO Hi, O0TpYHTYBaTH

['enepuunuit nikapebkuii 3acid 3rigHo nyHkry |
(nignyukry 1.3) posainy I [Mopsiaky Hakazy MO3

Ykpaiuu Bia 23 munast 2015 poky Ne 460.



17. Kputepii onlinku 0e3mexn -
18. CratHcTHYH]I METOIH -

19. Jlemorpadiuni moKa3HHKH =
JOCTIDKYBAHOT MOMYJIALIT (CTaTh, BIK,
paca, To1110)

20. Pesyabrat e(peKTHBHOCTI -

21. Pe3ynwratu Oe3rneku

22, BUCHOBOK (3aKJIIOUEHHS)

"GAPMALEBTHYHA
= | KOMIARIS-Bres:

3asgBHUK

(BIacHHUK

pGECTFpaHifIHOl‘O B W:/
TIOCBITUEHHS ) H=E



