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1o Ilopsnky npoBeeHHS eKCIIEPTHU3H
peecTpanifHUX MaTepiaiB Ha JIIKapChKi
3ac00H, 10 MOIAIOTECS Ha JAEPIKABHY
peecTpariio (epepeecTpaiio), a Takox
EKCIIEPTH3H MaTepiajiB IIpO BHECEHHS
3MiH JI0 peecTpaliiHuxX MaTepiain
IPOTATOM Jil peecTpaniiinoro
IIOCBITYEHHS

(myHKT 4 posziny IV)

3BIT
Npo AOKJIHIYHI Joc/IiKeHHs

1. Hasea mikapcekoro 3acofy (3a
HasgBHOCTI - HOMEp peecTpaliiiHoro
IIOCBITYCHH ):

OKCHUBPU3, cropeit Hazamsauii 0,05%,
mo 10 Ma y DoJieTHIeHOBOMY
KOHTelHepl 3 MpoOKOK-PO3IMUIIOBAYEM i
KPUIIKOKO 3  KOHTPOJEM  MEepIIoro
PO3KPHUTTS y Haulli 3 KAPTOHY

1) Tunm mikapcekoro 3acoly, 3a AKHM
mpoBouiIaca abo IUIaHYETHCS PEECTPAList

Jlikapcekuii 3aci6 3 moOpe BHBYUEHHMM
MeIUYHHUM 3aCTOCYBAHHSIM

2) npoBeneHi OOCHiPKeHHs  Tak [

Hi 4 sxmio Hi, 06rpyHTYBaTH

BinnosinHo 1o myrkry 1.4. Posainy 111 Hakasy MO3 Yxpaium Ne426 3i 3minamu ta

BIAMOBIZHO [JO CTaTTi
JOKJIIHIYHMX JIOCIIIDKEHD HE HAaJal0ThCH.

10(a) [upextuBu 2001/83/€C, pe3ynpraTu BIacHHX

2. ®apmakoJIoris:

1) nepeuHHa QapmakoaMHaAMiKa

2) BTOpHMHHA (hapMaKogHHaMIKa

3) dbapmakosioris Gesnexu

4) dbapmakorHaMiuHi B3aeMoaii

3. ®apmMaKoKiHEeTHKA:

1) aHamiTHYHI METOUKH Ta 3BITH IO
iX Baymigarii

2) BCMOKTYBaHHS

3) po3noain

4) metabomizm

5) BuBeeHHsS

6) papmakokiHeTHYHI B3aeMOIi1
(moxmiHiYHi)

7) iHmi hapMaKOKiHETHYHI JOCITIHKSHHS

4. TOKCUKOJIOIIS:

1) TOKCHYHICTB ¥ pa3i 0IHOPa30BOro
BBEJICHHS

2) TOKCHYHICTb Y pasi IOBTOPHUX
BBEJICHb

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKIIIOYAI09H JOaTKOBY OIHKY 3




TOKCHKOKIHETHKH )

4) KaHLEPOTreHHICTh: -

JIOBIOCTPOKOBI JTOCIIPKEHHS -

KOPOTKOCTPOKOBI HOCIi[)KEHHS
a0 OCITiIKEHHsI cepeIHbO] TPUBAIOCTI

JIOTATKOBI I[OCJ'[iII}I{eHHSI =

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BIUIUB Ha PO3BUTOK -
IIOTOMCTBA:

BIUIMB Ha (DePTUIBHICTS i paHHiH
eMOpiOHaIbHII PO3BUTOK

eMOPIOTOKCHYHICTh -

IpeHaTalbHa i MOCTHATAILHA
TOKCHYHICTH

JOCIIKEHHSA, IPU AKHUX TIperapar
YBOIMTHCS IIOTOMCTBY (HECTATEBO3PLIUM
TBApHUHAaM) Ta/ab0 OIiHIOETLCS BiamaaeHa
It

6) MicIieBa IEPEHOCHMICTh -

7) TOJATKOBI JOCIIIKEHHSI TOKCUYHOCTI ! E

AHTUTC€HHICTD (YTBOPEHHS aHTHUTIN) -

IMYHOTOKCHYHICTb -

JIOCJTIPKEHHA MeXaHi3MiB mil -

JiKapchKa 3aJe)XHICTh -

TOKCHYHICTE MeTab0IiTIB -

TOKCHYHICTE ,E{OMiI_IIOK -

1HIIIE -

5. BUCHOBKH IIOA0 JOKJIIHIYHOTO

BHUBYEHHS .

YnoBHOBa)keHa ocoba MpeacTaBHUKA 3assBHUKA //,/%’7

(mimmuc)

[Turankosa Mapist

(ILLB)
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1o [lopsaxy mpoBeieHHS EKCIEPTU3H
peecTpaIiiHIX MaTepialiB Ha JIIKapChKi
3aco0H, 10 MOIAIOTECS Ha JIEePIKABHY
peecTpaliiio (nepepeecTpario), a TakoX
eKCIIepPTH3U MaTepiasiB PO BHECEHHS
3MIH JI0 peECTpalifHIX MaTepiaiB
IPOTATOM JIil peecTpaliifHoro
[IOCBiTYEHHS

(mynxT 4 poszity IV)

3BIT
Npo KJiHiYHe BHNIPOOYBaHHS

1. Ha3sa umikapcekoro 3aco0y (3a | OKCHUBPU3, cnpeit nazampuuit 0,05%,

HasgBHOCTI - HOMep peecTpamiiiHoro |mo 10 Moy  IOJIi€TUIEHOBOMY

MTOCBITUEHHS ) KOHTeHHepi 3 MPOOKOI0-PO3MIITIOBAYEM 1
KPUIIKOIO 3  KOHTPOJIEM  IEpIIOTro
PO3KPHUTTS Y Iaylll 3 KAPTOHY
CrinpHe yKpaiHChKO-iCIIaHChKe

2. 3asBHUK : B
nignmpuemctBo «Crepko Ykpaina

1 Bupobme CninpHe yKpaiHCbKO-iCITaHChKe

nignpueMcTBo «Crepko YkpaiHay

4., TIposeneni nocmimkenus: tak [1 wi ¥4 sxmo Hi, 006rpyHTyBaTH
Bianmosinuo o myHkty 1.4. Pozmimy III Hakazy MO3 Vkpainu Ned26 3i 3miHamu ta
BiamoBigHo 1o crarti 10(a) Jupextusu 2001/83/€C, pe3ynbTaTit BIaCHHX KITHIYHHX

,I[OCJ'IiIDKCHB HE HaOdarOTbCs.

1) Tun nikapchKoro 3aco0y, 3a SKHM
IpoBojuiacs abo IJIAHYETHCS PEECTPALLis

Jlikapcekui 3acid 3 100pe BHBYECHHUM
MeIHYHHUM 3aCTOCY BAHHAM

. [ToBna HazBa KJIIHIYHOTO
BUIIPOOYBaHHA,  KOJNOBaHHH  HOMED
KIIIHIYHOT'O BUIIPOOYBaHHS

6. @aza KIIHIYHOT0 BUITPOOYBaHHS

7. llepiom mpoBemeHHS KIiHIYHOTO
BUIIPOOYBaHHSI

8. Kpaiuu, ne mnpoBoguiiocs KIiHidHe
BUIIPOOYBaHHS

9. KiTbKIiCTh TOCIIIKYBAHHX

10. Mera Ta BTOpHHHI LI KJIIHIYHOTO
BHUIIPOOYBaHH:

11. ln3aiid KJIIHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpHUTepii BKIHOYEHHS

13. MocniuKyBaHuid Jdikapchkuii 3aci0,
CIT0Ci0 3aCTOCYBaHHS, CHIa il

14. IIpenapaT nopiBHSHHS, 1032, CHOCIO
3aCTOCYBaHHS, CHJIa il

15. CynyTHs Teparmist

16. Kpurepii ouiHku eeKTUBHOCTI




17. Kputepii omiHKu Oe3meKu -

18. CrarucTiuni MeToau -

19. Hemorpadiuni MIOKa3HUKH
JOCIIPKyBaHoI momyJislii (crarh, BIK, -
paca, ToIo)

20. Pe3ynpTaTi epeKTUBHOCTI -

21. Pe3ynbratu Oe3neku =

22. BUCHOBOK (3aKJIFOYEHHS) -

A —
V1oBHOBaXeHa 0c00a IpeIcTABHNUKA 3asBHUKA o

(mianuc)

[Turankosa Mapist

(TLLB)



