Jonarok 29

no Ilopsaaky npoBe/ieHHs €KCIIEPTH3H
peecTpalliiiHuX MaTepiajiiB Ha JiKapChKi
3aco0H, 110 OJAIOTHCS HA IePyKaBHY
peecTpalliio (epepeecTpalliio), a Takox
EKCIIEPTHU3H MaTepiaiB PO BHECEHHS
3MIH JI0 peecTpaliffHuX MaTtepiaiiB
IPOTATOM il peecTpaiiftHoro
MOCBITYCHHS

(myHKT 4 po3aity IV)

3BIT

PO JOKJIIHIYHI JOCTIKEHHS

1. Ha3pa nikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEP PeecTpamiiHoro
MOCBITYCHHS):

HEUPOITUTHH C®, 100 Mr/M, po3us opasibHHi

1) Tin JiikapceKoro 3acoly, 3a AKUM ['enepuuHmii
1pOBOIUIACs a00 MIAHYEThCS PEECTPALIis
2) npoBeaeHi JOCITIIKEHHS TaK Hl SKINO Hi, OOTpyHTYBaTH

JloxTiHiuHI BUIPOOYBaHHS TiKapCHKOTo 3aco0y
HEMPOILIMTUH C®, 100 mr/m, PO3UYHH OpaIbHUH
HE IPOBOMIINCDH, OCKIIBKH peecTpalliiiHe JOChe
MICTHTH [TOCHJIAHHS Ha peecTpaiiifny iHpopmariio
pedepenTHOTO JTiKapCcHKOTro 3aco0y, 30KpeMa Ha
pe3yJabTaTH JOKIIHIYHUX JOC/IIKEHb.

2. ®apmakooris:

1) nepunHa hapMako HHAMIKa

2) BTOpHHHA (hapMaKkoIuHaMiKa

3) papmakosoris Ge3nexu

4) dapmako HHaMIYHI B3a€MOIIT

3. dapMaKoKiHETHKA:

1) aHATITHYHI METO/IMKH Ta 3BITH OO0 1X
BaJTi Al

2) BCMOKTYBaHHs

3) poznoi

4) Metabomnizm

5) BUBeACHHS

6) ¢papmMakoKiHETHYHI B3aeMOJIIT
(moKTiHiYHi)

7) 1H111 (papMaKOKIHETHYHI JOCITiIKEHHS

4. Tokcukomorig:

1) TOKCHYHICTE Y pa3i 0/IHOPA30BOTO
BBCJICHHA

2) TOKCHYHICTD y pa3i HIOBTOPHHUX BBEJIEHb

3) reHOTOKCHYHICTD:
in vitro




in vivo (BK/IIOYAIOYH TOATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOT€HHICTh:

JTOBIOCTPOKOBI JOCITIKEHHS

KOPOTKOCTPOKOBI JIOCTI HKEHHS
200 TOCTIHKCHHS CePeAHBOT TPUBAIOCTI

TOTATKOBI JOCIIIKEHHSI

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHUH BIUTHB HA PO3BUTOK
[IOTOMCTBA:

BILIMB HAa (PepPTUIBHICTE i paHHii
eMOPiOHATEHHH PO3BHTOK

eMOpPIOTOKCHYHICTh

MpeHaTaJbHa i MOCTHATAIbHA TOKCHYHICTh

JIOCIIIPKEHHS, TIPH SAKHUX TIpenapat
YBOJAHUTBCA IIOTOMCTBY (HECTATEBO3PI/IUM
TBapHHaM) Ta/abo0 OLIHIOETHCSA BifaieHa
ist

6) MiceBa NePeHOCHMICTh

7) DOAATKOBI JOCII1/UKEHHSA TOKCHYHOCTI:

AHTUTEHHICTH (YTBOPEHHS aHTUTLI)

IMYHOTOKCHYHICTh

TOCTIDKEHHS MEXAaHI3MIB i1

IliKapChka 3a/IeKHICTD

TOKCHYHICTL METaDOITITIB

TOKCHYHICTE JIOMIIIOK
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Honarok 30

1o [lopsaaxky npoBeeHHS eKCTIepTH3H
peecTpanifHUX MaTepialiB Ha JTiKapChKi
3aC00H, 10 MOJAIOTHCS Ha JIePIKaBHY
peecTpariiio (nmepepeecTpaiiiro), a Takox
€KCIIEPTH3H MaTepialliB Npo BHECEHHS
3MIH JI0 peecTpaliiiHuX MaTepiais
IPOTATOM il peecTpartiiHoro
[OCBiJYEHHS

(nmyHkT 4 pozainy IV)

3BIT

Npo KJIiHIYHE BHIPOOYBAHHS

1. Ha3sa nikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEP PEECTPALIITHOTO TOCRITYEHHS)

HEﬁPOHHTHH C®, 100 Mr/M, po3udH OpabHHIA

2. 3as1BHHK

3. Bupobuuk

4. ITpoBeneHi nocmimKeHHS:

Tak Hi  SIKIIO Hi, OOIpyHTYBaTH

Krniniuni BUnpoOyBaHHs TiKapcbKOTro 3aco0y
HEﬁPOHHTHH C®, 100 mr/Mm, po34iH OpaJibHUI
HE [IPOBOJIMJIMCH, OCKITIBKH peecTpallifiHe JJ0Che
MICTHTB ITOCHJIAHHS Ha peecTpauiiny indopmariio
pedepenTHOrO NMiKapehHKOro 3acoly, 30KpeMa Ha
pEe3yIbTaTH KIIIHIYHHX JOCIiKEHb.

1) Tun nikapceKoro 3aco0y, 3a AKUM
[1POBOAMIIACS ad0 MJIAHYETHCS PeeCTpallis

5. TloBHa Ha3Ba KJIIHIYHOIO BUIIPOOYBAHHS,
KOIOBaHHH HOMEP KJIIHIYHOIO
BUTIPOOYBaHHS

6. daza KIIHIYHOTO BHIIPOOYBAHHS

7. Ilepion npoBeeHHs KIiHIYHOTO

3 1o

BUIIPOOYBaHHSA

8. Kpaiuu, e npoBouiiocs KiiHiuHe

BUIIPOOYBaHH:

9. KinpKicTh H0OCITi Ky BaHUX 3aIlIaHOBAHA:
(bakTHUHA:

10. MeTa Ta BTOpuHHI 111 KJIIHIYHOTO
BUIIPOOYBaHHI

11. JTuzaitd KJIiHIYHOTO BUNIPOOYBAHHSI

12. OcHOBHI KpUTepii BKIFOUCHHS

13. JocmimkyBaHuit mikapchkuii 3acio,
crioci 3acTocyBaHHs, CHIA il

14. IIpenapar nopiBHAHHSA, 1034, CIIOCIO
3aCTOCYBaHHS, CHIA Til

15. CynyTHs Teparis

16. Kputepii oninku eekTHBHOCTI

17. Kpurepii oninku 6e3nexu




18. CTaTHCTHYHI METOIH

19. JlemorpadiuHi nokasHHKH
MOCTIKYBaHOT MOMYJIALIT (cTaTh, BiK,
paca, TOI10)

20. Pesynbrati eheKTUBHOCTI / :
21. PesynbraTu Oe3nexku ~

22. BUCHOBOK (3aK/IIOUEHHs) d ﬂ\\ /
3asBHHUK (BTACHHK /
peecTpaniiHOro HOCBIYEHHS) pepeer |, .
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