Hoxarox 29

no TTopsaaxy npoBe/ieHHs eKCIICPTH3H
peecTpauiiiHux MaTepianis Ha JiKapchKi
3aco0¥, O MOIAI0TECS Ha AePKaBHY
peecTpaniio (epepeecTpaniio), a Takox
eKCIIEPTH3H MarepialiB [Ip0 BHECCHHA
aMiH 0 peecTpauiiiHuX MaTepianis
mpoTAroM il peecrpauiiinoro

IOCBITYeHHA
(nyHxT 4 posgimy IV)
3BIT
npo AoKJiHivYHi AOCHiIKeHHS
1. Haspa nikapcbkoro 3aco0y (3a MITPEHET, Taé/1eTKH, BKPHTi 060JI0HKOX0,
HagBHOCTI - HOMep peecTpaniiHoro o 50 mr; 100 mr
IOCBi{4eHHA):

1) THH nixapebKoro 3acody, 3a AKMM T exepuaHHil JTiKApCHKHI 3acid
nposogmiacs abo IIaHy€ETbCA
peecTpanis

2) nmpoBeeHi JOCTIUKEHHA TaK Hi sKIoO Hi, O0TPYHTYBATH

Buacui qoxainigni DogikeHHS He HAXAKOTECA,
oCKIJIBKH TaHMi JikapebKHil jaci® BigHoCHTHLCH A0
reHEePHYHNX JiKApChKHX 3aco0iB.

2. GapMaKoJoris:

1) mepBRHHA (hapmaxo/MHAMIKa He 3acTOCOBYETHCA JUIA JAHOTO JIKapCHKOro 3acoly
2) BTOPHHHA dapMaKogHHAMIKa He 3acTOCOBYETHCH 1A JIAHOTO JIKAPCHKOTO 3acoly
3) hapmaxonoris Oe3nexu He 3acTOCOBYETBCA JUTA JAHOTO JIKAPCHKOTO 3acody
4) papmaxoauHaMiTH] B3aeMoxnil He 3aCTOCOBYETHCA 1A IAHOTO JIKAPCHKOTO 3aco0y

3. papMaKoKiHETHKA:

1) aHaniTHYHI METONUKH Ta 3BITH MO0 He 3acTOCOBYETBCS ISt IAHOTO IKAPCHKOTO zaco0y
ix Bayiganii

2) BCMOKTYBaHHA He 3acTOCOBYETHCA VI JAHOTO IMIKAPCHKOTO 3acoly

3) poznozin He 33cTOCOBYETHCA IS J(@HOTO JIKapCHKOTO 3acoby

4) meTabosi3M He 3aCTOCOBYETHCS [ IAHOTO JIKAPCHKOTO 3acoly




5) BUBEICHHS

He 3acTOCOBYETHCA JUIst HAHOTO JIIKAPCHKOTO 3acoly

6) hapMaKOKiHeTHYH] B3a¢MOMI]
(moxminiyni)

He 3aCTOCOBYETHCA MU JAHOTO NIKAPCHKOTO 3ac06y

7) inti dapmakoKiHeTHYHI
nocaimKeHHS

He 3acTOCOBY€TECA I JAHOTO TiKapehKoro 3acoby

4. TOKCHKONOTiA:

1) TOKCHYHICTB Y pa3i OZHOPa30BOTO
BBEIECHIA

He 3acTOCOBYETHCA s NAHOTO JIIKAPCHKOTO 3aco0y

2) TOKCHUHICTB Y pa3i MOBTOPHHX
BBENCHB

He 3acTOCOBYETHCA JUIsl JAHOTO JIiKApCHKOro 3acoby

3) reHOTOKCHYHICTb!
in vitro

He 3acTOCOBYEThCA ANIst JAHOTO JIKapCHKOTO 3acoby

3 TOKCHKOKIHETHKH)

in vivo (BKmIOYAIOUH I0JATKOBY oliHKy [He 3aCTOCOBYETHCA 1A HAaHOTO Aixapcbkoro 3acoby

4) xaHueporeHHICTE:

OBrOCTPOKOBI JOCIIGKEHHA

He 3aCTOCOBYETHCS U1 JAHOTO JIiKapChKOTO 3acoly

KOPOTKOCTPOKOBI IOCTIOKSHHS

a60 HOCITiKEHHS CEPEIHBOT TPHBAJIOCTI

He 3aCTOCOBYETBCA AN JAHOTO JIKapChKOro 3acoly

nopaTkoBi HoCTiIKEHHS

He 3acTOCOBYETECS ISl JAHOTO JIKapCHKOTo 3acoby

5) penpoXyKTHBHA TOKCHYHICTD T2
TOKCHYHHH BIUTHB HA PO3BHTOK
IOTOMCTBA.

He 3aCTOCOBYETECS IS JAHOTO JIIKapChKOTo 3acoly

BIUIMB Ha (hepTUIBHICTE i paHHiH
eMOpionanbHUl PO3BHUTOK

He 3aCTOCOBYETHCH /IS JAHOTO JIKapChKOTO 3acoby

eMBPIOTOKCHYHICTD

He 3aCTOCOBYETECS [l JAHOTO NiKAapCHKOro 3acofy

IpeHaTaJibHa i MOCTHATaIbHA
TOKCHYHICTD

He 3aCTOCOBYETECS s JAHOTO JIKapChKOTO 3aco0y

HOCHiPKEHHS, IPH AKKHX Ipenapar
YBOAUTHCS MOTOMCTBY
(HecTaTeBO3PLAM TBapHHaM) Ta/a0o
OIiHIOETECA BifgancHa His

He 32CTOCOBYETHCS ULt JIAHOTO NiKapChKOTO 3aco0y




6) MiclieBa MePEeHOCHMICTh

He 3aCTOCOBYETBCS UIS JAHOTO JIIKAPCHKOTO 3acoby

7) MOAATKOBI TOCIIDKEHHS
TOKCHYHOCTI:

He 3acTOCOBYEThCS [Tl JAHOTO JIIKapchKOro 3aco0y

AHTHUIeHHICTD (YTBOPEHHS aHTUTLI)

He 3acTOCOBY€ETBCA ISl IAHOTO JIIKAPChKOTo 3ac00y

iMYHOTOKCHYHICTh

He 3aCTOCOBYETBCS JUIS JAHOTO JIIKAPCBKOTO 3aC00y

TOCTiKeHHs MEXaHi3MiB 1l

He 3aCTOCOBY€ETBCA JUISl IAHOTO JIKAPChKOro 3aco0y

nikapchbKa 3aeXHICTh

He 3aCTOCOBYETBCS JUIsl TAHOTO JIIKAPCHKOro 3aco0y

TOKCHYHICTH MeTaboJIiTiB

He 3acTOCOBYETBCA LISl JAHOTO JIIKapehKoro 3acoly

TOKCHYHICTH JOMIIIOK

He 3acTOCOBY€ThCSA LISl JAHOTO JIKapehKoro 3acody

iHIe

He 3acTOCOBYEThCH JUISl IAHOTO JIIKAPCHKOTO 3aC00y

5. BUCHOBKH 111010 JIOKJIIHIYHOTO
BUBYCHHS

He 3acTOCOBYETBCS YISl JAHOTO JIIKAPCHKOIo 3aco0y

3asgBHHK (BJACHHK
peectpalliiiHoro

MOCBiA4EHHA)




Honatox 30

1o TlopsaKy NpoBeJEHHs eKCIIePTH3H
peecTpalliiHuX MaTepianiB Ha TikapcbKi
3ac0o0H, 10 MOJAIOTECA Ha ASPKABHY
peecTpatiio (lepepeecTpaliio), a TaKox
eKCIIEPTH3M MaTepiajliB PO BHECEHHA
3MiH Z0 peecTpalilHuX MaTepiaiis
npoTAroM Ail peecTpauiifHoro
[IOCBITMEeHHS

(myHkT 4 posainy IV)

3BIT

upo kJinivHe BUNPoSyBaHHSA

1. Hasga nikapcbKkoro 3aco0y (3a
HagBHOCTI - HOMEp peecTpauiifnoro
IOCBiTUEHHS)

MIT'PEHET, TabaeTks, BKPUTi 000/10HKOI0,
no 50 mr; 100 mr

2, 3a7BHHK

TOB «ACTPA®APM», Ykpaina

3. BupoGuuxk

TOB «ACTPADAPM», Ykpaina

4, TIpoBeneni TOCIKSHHA:

Tak ®i  AKUIO Hi, OGIPYHTYBATH

IlinTBepAKeHHs fioexBiBaeHTHOCTI 3a
npoueaypoio GioseiiBep Ha nigcraBi BCK

1) Tum nikapeskoro 3acofy, 3a AKUM
nposofmnacs abo IIaHyeThCs
peecTpalid

[exepuunmit JikapebKuii 3acio

5, [IoBHa Ha3Ba KIiHITHOTO
BHMpoOyBaHH, KOXOBAHHH HOMED
KiiHiYHOIO BHIPOOYBAHHS

6. daza kiiHiuHOro BUIPOOYBAHHSA

7. Tlepion NpoBeAeHHA KIiHIYHOIO 3 TI0
BUIIPOOYBaHHSA
8. Kpaiuy, ie TPOBOIMIIOCA KIHIUHE
BUIIPOOYBAHHSA
l
9. KinpKicTs HOCHIIACY BAHUX 3aIiaHOBaHa!
(paxTHYHA!

10. MeTa Ta BTOPHHHI LU KIiHIYHOTO
BUIIPOOYBaHHS




11. JIu3zaiin KIiHi9HOrO BUNPOOYBaHHS

12. OcHOBHI KpUTEpil BKIIOYCHHSA

13. JlocimKy BaHui TiKapChbKU 3acio,
crioci6 3acTocyBaHHs, cua Jii

14. TIpenapar nOpiBHAHHA, 1034, CIIOCIO
3aCTOCYBaHHs, CUNa il

15. CynyTHs Tepariis

16. Kpurepii ouinku edekTHBHOCTI

17. Kputepii oliHKH Oe31eKH

18. CraTHCTHYHI METOIH

19. Jlemorpadiuni noKasHUKH
ocimpkyBanoi omy i (CTaTh, BiK,
paca, TOIIO)

20. PesysbraT e)eKTHBHOCTI

21. PesynpraTi Oe3meKH

22. BUCHOBOK (3aKJTIOUEHHS)

3asBHUK (BIACHHK
peecTpauiiHOro

nocBigueHHs)




