3BIT Npo 10K ITiHIuH] JIOCIIIKEHHS

1. Ha3Ba nikapcebkoro 3aco0y (3a HasiBHOCTI — AMIKALMH-BICTA,
HOMED peecTpaniiinoro MOCBITYEHHST): PO3MH 1s iH’eKuiii, 250 Mr/su

1) Tun nikapeskoro 3ac00y, 3a sikum npoBogmutacs | CHEPUUHMIA JTiKapchKuit 3aci6 3rinmo 3

a0o IIaHyeThCs peecTpartis nyHkrom 1 (miamyrkrom 1.3) po3zainy II1
Hopsaky nakazy MO3 Ykpaiuu Big 23
Jmnnst 2015 poky Ne 460,

2) mpoBejieHi nociimkenns o Tak " Hi SIKIIO Hi,
OOIpyHTYBaTH

ObrpynTyBanus: 1e TeHCPHYHHH TiKapchKuii 3acio, Bianorixno 10 Bumor posainy III Tlopsiaxy
TIPOBEICHHS €KCNIEPTH3H peecTpariinmux MaTepiamiB Ha Jikapchki 3aco6m. 110 TOJArThCS Ha
ACPXKABHY peecTpariio ( [I€pepeecTpaiio), a Takoxk excrepTH3M MatepiatiB opo BHeCEHHs 3MiH
A0 peecTpalifHux Matepianis MPOTATOM i peecTpariiinoro IIOCBITUEHHS (HAKa3 Minicrepcrpa
OXOPOHH 3/10pOB’s1 YKpaiuu Bix 26.08.2005 Ne 426 [31 3MiHaMH, ynHHA penaxuis]) ta crarri 10.1
HMupextuu 2001/83/€C nokminiymi JOCITIKEHHS HE BUMATAIOThCAL

2. ®apmakororis: -
1) nepeunna papmarommnamixa -
2) BTOpHHHA (hapmakomHAMiKa -
3) dbapmakonoris 6e3mexu -
4) bapmakogunaMiyni B3aeMOJIiT -
3. ®apmakoKiHeTHKA:

1) ananituuni Metomuky Ta 3pitH 1OI0 iX -
BauTiTanii

2) BCMOKTYBaHHS 5
3) posnozin .

4) metabomism "



5) BUBE/ICHHS

6) papMakokiHeTHUHI B3aeMOIT (JOKITiHiUHI)

7) inmi GpapMakoOKiHETHYHI AOCIKEHHS

4. TOKCHUKOIO0I1:

1) TOKCHUHICTB Y pa3i 0/JHOPa30BOT0 BBEJICHH

2) TOKCHYHICTh Y pa3i MOBTOPHUX BBEJIEHD

3) FeHOTOKCUYHICTD!
in vitro

in vivo (BKJIKOUYAKOYH JT0JATKOBY OIIHKY
3 TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTh!

JIOBFOCTPOKOBI JOCHIIKEHHS

KOPOTKOCTPOKOBI J0CTiKeHHs a00 JOCIIIKEHHS
cepeaHbOl TPHBATOCTI

JIOIATKOBL JOCIIKEHHS

5) penpoAyKTHBHA TOKCHYHICTh Ta TOKCHYHHH
BILUIMB HA PO3BUTOK IOTOMCTBA:

BIUTHB Ha (pepTHIBHICTB 1 paHH1H eMOpiloOHAIBHUH
PO3BUTOK

eMOpIOTOKCHYHICTh

IpeHaTajibHa 1 MOCTHATAIEHA TOKCHYHICTD

JIOCIIIKEHHS, IPH AKHX MPerapaT YBOIUTHCS
MOTOMCTBY (HECTATeBO3PLINM TBapHHaM) Ta/adbo
OLIIHIOETHCS BiiaicHa aist



6) MiclieBa IePEHOCHUMICTh

7) 101aTKOBI A0CIIKCHHST TOKCHYHOCTI:

AHTUTEHHICTH (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTD

JOCTKEHHS MeXaHi3MiB il

AiKapchKa 3a1ekKHICTh

TOKCHYHICTH METa0OTITIB

TOKCHYHICTH JIOMIIIIOK

1HI1IE prm—

5. BHCHOBKH MO0 JOKJIIHIYHOTO BUBYE

3asBHHK 642519 /4
(BJIACHUK \oo ¥ (miange)
peecTpaltiiiHoro s %
[IOCBI{YEHHS) Pappunko O.A.

{1 b)



3BiT PO KJIIHIYHE BUIPOOYBaHHA

1. Hasga sikapcekoro 3aco0y
(3a HaIBHOCTI — HOMEp peecTpauiiinoro
[TOCBITUYCHHS )

2. 3asBHUK

3. BupoOuuk

4. IIpoBeaeH1 IOCTIIIKEHHS:

1) Tun nikapcbKOro 3acofy, 3a AKHUM
npoBo/uacs ado IaHyeThCA PeecTpalis

5. IloBHa Ha3Ba KJIIHIYHOIO BUIIPOOYBaHHS,
KOIOBaHUH HOMEP KJIiHIYHOIO BUIIPOOYBaHHs

6. ®a3a KIHIYHOTO BUIIPOOYBaHHS

7. Tlepio/i MpoBeEHHS KIIHIYHOTO
BUITPOOYBaHHS

8. Kpainu, J1e mpoBOIHIIOCS KIIIHIYHE
BUIIPOOYBAHHS

9. KinbKicTh 1OCTIKYBAaHHX

10. MeTa Ta BropHHHI 11 KJIiHIYHOTO
BUITPOOYBAHHS

11. JTuzaiid KIiHIYHOrO BUNIPOOYBaHHS
12. OcHOBHI KpHTepii BKIKOYEHHS

13. JlocaipKyBaHuii TiKapchKHit 3aci0, crocid
3aCTOCYBaHHS, cHa Jil

14. TIpenapat mopiBHSHHS, /1034, CNOCI0
3aCTOCYBaHHS, cuia il

15. CynyTtHs Tepamnis

16. Kpurepii oninku e)eKTHBHOCTI

17. Kputepii ouiHku Oe3nexku

18. CtatucTu4Hi METOIH

AMIKAIIMH-BICTA,
PO34YHH A9 iH’ €Ki, 250 mr/ma

Mictpan Kemitan Menemkment  Jlimiten,
Awurunis

BupoOHHIITBO TOTOBOI  JiKapchkoi — (opMHu,
NepBHMHHA Ta BTOPUHHA YNAKOBKA. KOHTPOJb
cepii. BUITYCK cepii:

Andapm Xemtac C.A, I'penis

Tak " HI SIKIIO Hi, OOIPYHTYBaTH
["eHepuuHHii JTikapcbKuil 3acid 3riHO3 IYHKTOM

1 (migmyaktom 1.3) pozainy I Hopsaaxy nakasy
MO?3 Vkpainu Big 23 munas 2015 poxy Ne 460.



19. Temorpadiuni MOKa3HUKM JOCTIDKYBAHOT -
[IOMy AT (CTaTh, BiK, paca, TOLIO)

20. Pe3ynbTaTh e(peKTHBHOCTI -
21. PesynbraTtu Oe3neku
22. BUCHOBOK (3aKJIIOUEHHH)

3asBHHK

(BJIACHUK
peecTpariifnoro
[MOCBITUEHHS)




