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1o [opsiKy npoBeJeHHS eKCIIePTH3H
peecTpauifHIX MaTepiasiB Ha JIIKapChKi
3aco0u, 10 MOJAI0ThCS Ha JIePXKaBHY
peecTpalliio (MepepeecTpari), a TaKoK
CKCIEePTU3U MATEPialliB PO BHECEHHS
3MiH JI0 peecTpaliffHuX MaTepiais
IPOTATOM il peecTpaliifHoro
MOCBiTYEHHS

(myHKT 4 posainy IV)

3BIT PO JOKIIHIYHI JOCITiIHKEHH

1. Ha3zga yrikapchkoro 3aco0y (3a HagsBHOCTI — KBIMIJIOH,
HOMED peecTpaniifHOro MOCBiAYeHHS): PO34HH 1A iH’€Kniii, 5 Mr/ma

1) Tn nikapceKoro 3aco0y, 3a KM NpoBoMIacs | eHepUYHHIA JIiKapehKuil 3aci6 3riHO MyHKTY

abo miaHyeThCs peecTpalis 1 (migmynkry 1.3) posainy III ITopsiiky Hakasy
MO3 Vkpainu Big 23 mumus 2015 poky Ne
460.
2) npoBeeHI JOCTIKeHHS 0 Tak  Hi AKIIO Hi,
00TpyHTYBaTH

BuiacHi 10KiHIYHI JOCTIIKEHHS HE HAIAIOThCS, OCKLIBKH JIIKapChKHMii 3aCi0 € reHepHKoM i3
JIOBEICHOKO D10EKBIBATIEHTHICTIO 110 Bi/JHOIEHHIO 710 pe()epeHTHOro TiKapchKoro 3acoby
Dormicum ® 5 mg/ml solution for injection (3rizHo BuMor [Topsiiky mpoBeeHHs eKCepTH3H
peecTpaliifHuX MaTepialliB Ha JiKapchKi 3aco0u, 10 MOAI0THCS HA AEPIKABHY PEECTPALIiIO
(mepepeecTpalliio), a TakoXk eKCIEePTH3M MaTepialiB MPpo BHECEHHS 3MiH JI0 peecTpaliiiHuX
MaTepiaiiB IPOTATOM JIii peecTpalliifHOro OCBiAYeHHS 3aTBEPIKEHOT0 Haka3oM MiHicTepeTBa
OXOpOHH 370poB° g YKpainu Bin 26 cepnus 2005 poxy Ne 426 (y penaxuii nakazy MO3 Vkpainu
Big 23.07.2015 Ne 460).

2. ®apmakoJoris: -
1) nepBunHa (hapMakoIHHAMIKA -
2) BTOpHHHA (apMaKoIMHAMIKa -
3) ¢papmakodoris Oe3mexn -

4) papmakoaHMHAMIYHI B3acMO/Iil -

3. ®apMakoKiHeTHKA:



1) aHamiTHYHI METOAMKH Ta 3BITH IMIOI0 IX
Bastiganii

2) BCMOKTYBaHHS

3) po3noain

4) merabounizm

5) BUBEICHHS

6) GapmaxkokiHeTHYHI B3aeMOIT (JIOKJIiHIYHI)

7) iHmi papMakoKiHETHYHI JOCTIDKeHHS

4. Toxcukomnoris:

1) TOKCMYHICTh Y pa3i 0JIHOPA30BOTO BBEICHHS

2) TOKCUYHICTh Y pa3i MIOBTOPHHUX BBEJCHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKIIOYAKOYH J0/IaTKOBY OLIHKY
3 TOKCUKOKIHETHKH)

4) KaHIIEPOTEHHICTh:

JIOBrOCTPOKOBI AOCTiKEHHS

KOPOTKOCTPOKOBI JOCII/PKeHHS ab0 J0CTIKeHHS
CepeJIHbOI TPUBAJIOCTI

JOJATKOBI JIOCIIDKEHHS

S5) penpoayKTHBHA TOKCHYHICTh TA TOKCUUHUI
BILJIUB HA PO3BUTOK IIOTOMCTBA:



BILIUB HA (DepTUIIBHICTH 1 paHHii eMOplOHAIBHUI
PO3BHUTOK

eMOpIOTOKCHYHICTh

nmpeHaTajlbHa 1 TOCTHATATbHA TOKCHYHICTD

JOCIIKEHHS, IPH AKHX MPerapaT YBOIUThCA
MOTOMCTBY (HECTAaTE€BO3PLJIUM TBApUHAM) Ta/abo
OLIHIOETHCSI BiijasieHa Jis

6) MiclieBa MepeHOCHMICTh

7) IODATKOBI TOCITiKEHHS TOKCHYHOCTI:

AHTUTCHHICTE (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTb

JOCIIKEeHHS MeXaHi3MiB il

JTKapchKa 3aJeXKHICTh

TOKCHUYHICTHh MeTabOJIiTIB

TOKCHYHICTE JOMIIIOK

1HIIE

5. BUCHOBKH 1010 JOKIiHIYHOTO BUBUEHHS

3asiBHUK
(BIacHUK

peecTpariitHoro 0
HOCBITYCHHS) 1

sHTMdiKaLiv
«on 441074
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1o TTopsaKy NpoBeAeHHs €KCIEPTH3H
peecTpaLiiiHuX MaTepiajiB Ha JIKapCchKi
3aco0H, 1110 MOAAIOTHCA Ha JepiKaBHY
peecTpartito (epepeecTpatito), a TaKox
€KCIIEPTHU3H MaTePialliB PO BHECEHHS
3MiH 10 peecTpaliifHiX MaTepiajiB
IPOTArOM Aii peecTpaniiiHoro
MTOCBITUCHHS

(nyHkT 4 posainy IV)

3BiT 1po KJIiHiYHe BUNIPOOYBaHHS

1. Ha3Ba mikapchkoro 3aco0y (3a HaseHocTi — Homep KBIMIJIOH,

PEECTPALIITHOTO TTOCBITYEHHS) PO3YHH 14 iH’ ek, S Mr/ma
2. 3asaBHHK Mictpan Kemitan Menemxment Jlimiten,
AHTIIsS
3. BupobHuxk CEPPA ITAMIEC, C.A., Icnanis
4. TTpoBe/ieHi TOCTIIKEHHS: o Tak  Hi AKINO Hi,
00IpyHTYBaTH

Briacui KiiHiYHI JOCTIDKEHHS HE HAJalOTHCS, OCKUIBKY JIIKApehbkuil 3aci® € reHepukoM i3
JIOBEJIEHOK (papMaleBTHYHOIO EKBIBAJIEHTHICTIO IO BiJIHOIICHHIO 10 pe(epeHTHOro NiKapchbKOro
3aco0y Dormicum ® 5 mg/ml solution for injection (3rigHo Bumor llopsaaky mnpoBeneHHS
€KCIEePTU3W peecTpallifHuX MarepialiB Ha JIKapchKi 3acobM, 110 MOJAIOThCS Ha JAepiKaBHY
peecTpalio (IepepeecTpainil), a TaKoX eKCepTH3W MarepialiB TpPO BHECEHHS 3MiH [0
peecTpaliiHUX MaTepialmiB MPOTATOM il PeecTpalifHOTO IMOCBIAYEHHS 3aTBEPPKEHOTO HAKa30M
MinictepcTBa 0OXOpOHH 310poB’s YKpainu Bix 26 ceprnug 2005 poxy Ne 426 (y pemakuii nHakasy MO3
Vkpaiau Big 23.07.2015 Ne 460).

1) Tin nikapchKOro 3aco0y, 3a IKUM IPOBOAMIACS ["eHepuuHuii TiKapchKuii 3acid 3rifHo
a0o0 TUTAHYETHCS peecTparlist nyHKTy | (mignyskry 1.3) posainy 11
[Topsinky Hakazy MO3 Ykpainn Big 23

mumnasg 2015 poxy Ne 460.

5. IToBHa Ha3Ba KJIiHIYHOTO BUIIPOOYBAHHS, -
KOJIOBaHMH HOMEp KTiHIYHOTO BUIIPOOYBaHHS

6. ®aza KIiHiYHOrO BUIPOOYBAHHS =

7. Ilepiox mpoBeeHHS KIiHIYHOTO BUMPOOYBaHHS 3 no




8. Kpainu, jie npoBoiuiiocs KiIiHi4YHe BUIIPOOYBAHHS

9. KinpKicTh JOCIIIKYBAHUX 3aIIaHOBaHA:
(axTHuHA:

10. MeTa Ta BTOPHHHI IIiJTI KITIHIYHOTO BHIIPOOYBAaHHS

11. Jluzaiin KaiHiYHOTO BUNpOoOYyBaHHA

12. OcHOBHI KpUTEPil BKIIOYCHHS

13. JTocnipkyBaHmii mikapebkuit 3aci6, crnocid
3aCTOCYBaHHS, cuia il

14. Ilpenapat nmopiBHSAHHS, 1034, cociO
3aCTOCYBaHHS, CHIa Jil

15. CynyTHs Tepartis

16. Kpurepii oninku e(eKTHBHOCTI

17. Kpurepii orinku 6e3nexu

18. CrarucTHYHI METOIH

19. JlemorpadiuHi mOKa3HHKH JOCITIIKYBaHOT
TOMY AT (CTaTh, BiK, paca, TOIIO)

20. Pe3ynbratu e(peKTHBHOCTI

21. Pe3ynbsraru 6e3mexku

22. BUCHOBOK (3aKJIFOUEHHS)

3asBHUK
(BnacHHUK
peecTpauiffHoro
MOCBi/TUEHHS)




