3BIT PO AOKJIHIYHI AOCITIDKEHHS

1. Hassa nikapebkoro 3aco0y (3a HasBHOCTI — GOJIIYMA3EHLJI-BICTA
HOMEP peecTpaliiiiHoro mocBiUeHHs):

1) Tun nikapebkoro 3acoQy, 3a sIKUM MpoBoaniacs | eHepuYHHiA JlikapehKuii 3acid 3rigHo

a0 MIaHy€eThCS peecTparris nyHkTy 1 (mianyskry 1.3) posainy 111
[lopsaaky nakazy MO3 Ykpainu Big 23
munHA 2015 poky Ne 460.

2) mNpOBEIEH] TOCITIIKEHHS o Tak ¢ Hi SIKIIO Hi,
0o0IpyHTYBaTH

ObrpynryBanns: Lle redepuunuii nikapcbkuit 3aci6. BianosinHo 10 Bumor posainy 1T Hopsiaky
MPOBEJCHHs EKCIIEPTH3H PEECTPAIllifHUX MaTepialiB Ha JiKapchki 3aco0u, IO MOAAKOTHCS HA
JepKaBHY peecTpallilo (mepepeecTpariiio), a TakoK eKCIepTH3N MaTepialiB Mpo BHECEHHS 3MiH
J0 peecTpaliifHuX MatepialiiB MPOTAroM [l peecTpariiiiHoro mocsiguenHs (Hakasz MinicrepeTsa
oxopouu 310poB’st Ykpaiuu Bijx 26.08.2005 Ne 426 [31 3minaMu, unnna pejakuis]) ta crarti 10.1
Jupextusu 2001/83/€C nokmiHiuHI JOCTI/PKEHHS HE BUMAralOThCS.

2. ®apmakooris: -
1) nepBunHa (apMakoHHaAMIKa -
2) BTOpHHHA (hapMaKoIMHAMiKa -
3) papmakonoris Oe3nexu -
4) bapMakoIHHAMIYHI B3a€MOJIIT -
3. ®apMakoKiHETHKA!

1) aHaTITHYHI METOIMKH Ta 3BITH 11010 1X -
BaJTiTarrii

2) BCMOKTYBaHHS -
3) po3moain -

4) meTabomi3zMm -



5) BUBeJICHHS

6) hapMaKOKIHETHYHI B3a€MO/IT (JIOKIIIHIYHI)

7) inui (papMaKoKiHETHUHI JOCTiHKEHHS

4. Tokcukomnoris:

1) TOKCHUHICTB Y pa3i 0/IHOPA30BOTO BBEICHHS

2) TOKCHYHICTD Y pa3i HOBTOPHUX BBEJECHb

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIOHYAIOYH J0aTKOBY OLIIHKY
3 TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTh:

JIOBTOCTPOKOBI JTOCITIDKEHHS

KOPOTKOCTPOKOBI JIOCII/DKeHHs a00 JOCIIJKEHHS
CepeIHbOT TPHBAJIOCTI

OJIATKOB1 JOCIIAKCHHSA

5) penpolyKTHBHA TOKCHYHICTh Ta TOKCHYHHUI
BILIMB HAa PO3BHUTOK IIOTOMCTBA!

BIUIMB Ha (DEPTHIILHICTL 1 paHHii eMOplOHAIBHUIA
PO3BHTOK

eMOPIOTOKCHYHICTh

ImpcHaTtajlbHa 1 TOCTHATAlIbHA TOKCHYHICTE

JOCIIKEHHS, TIPH SKHX Mpenapar yBOIHThCS
MOTOMCTBY (HECTATEBO3PIIUM TBaApUHAM) Ta/abo
OIIHIOETBLCS BiIaeHa Jis



6) MiclLIeBa TIEPEHOCHMICTE -

7) 10JATKOBI JIOCTJDKEHHS TOKCHUHOCTI: -

AHTUI'€HHICTL (YTBOPEHHS aHTHTLI) -

IMYHOTOKCHYHICTB -

MOCIIKEHHS MeXaHi3MiB ail -

NIKapchKa 3a1€XKHICTD 3

TOKCHYHICTL METADOIIITIB -

TOKCHYHICTD JOMIIIOK -

iHIIE ic

5. BUCHOBKH 010 TOKJIIHIYHOTO BUBYEHHS

3asBHUK
(BIacHUK
peecTpauiinoro
MOCBITYCHHS )



3BIT PO KJIiHIYHE BUITPOOYBAHHS

1. Ha3ga nikapcekoro 3aco0y
(3a HAsSIBHOCTI — HOMEP PeeCTpaLliiHOrO
[IOCBIT4EHHA )

2. 3agBHUK

3. BupoGHuk

4. IlpoBeneHi 1OCTIKEHHA:

1) THI TiKapchKOro 3aco0y, 3a SKHM
MPOBOHIACS a00 TUIAHYETHCS PEECTpallisa

5. IloBHa Ha3Ba KIIHIYHOIO BUNPOOYBAaHHS,
KOJIOBAaHUI HOMEP KJIIHIYHOTO BUIIPOOYBaHHS

6. @asa KiHIYHOTO BUIIPOOYBaHHS

7. llepioa npoBesieHHs KIIHIYHOTO
BUIIPOOYBaHHA

8. Kpainu, 1e mpoBOaWIOCS KIIiHIYHE
BUNPOOYBaHHA

9. KiIbKiCTh JOCI/KYBAHUX

10. Meta Ta BTOpHHHI 1i7Ti KIIHIYHOTO
BUMPOOYBAHHS

11. JIn3aiH KJIiHIYHOrO BUIIPOOYBaHHS
12. OcHOBHI KpHUTepil BKIKOYEHHS

13. locnipkyBaHui JTikapebkuii 3acid, crocid
3aCTOCYBaHHSI, cUIa Jiii

14. IIpenapat nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBAHHS, CHJIA JIii

15. CynyTHs Teparis

16. Kpurepii oninku epeKTHBHOCTI

17. Kputepii ouiHku Oe3nexu

18. CtaTucTHYHI METOIN

OJIYMASEHLI-BICTA

Mictpan  Kemitan Menemrment Jlimiten,
AHrnis

BupoOHHUITBO TOTOBOI JIKApchbKoi  (hopmHu,
NepBHHHA Ta BTOPHHHA YIAKOBKA, KOHTPO/b
cepii, BHITYCK cepii:

JIABOPATOPIO PEUI' JKO®PE. C.A.

[cnanis.
Tak 4/ Hi SKINO Hi, 0O0IpyHTYBaTH
["enepuuHHil MiKapchKuii 3aci0 3rigTHO MyHKTY |

(miznyukry 1.3) posainy I Hopsaky nakasy
MO3 Vkpainu Big 23 munns 2015 poxy Ne 460.



19. lemorpaghiyni HOKa3HUKH JIOCI/HKYBAHOT
MOMYJIALIT (CTaTh, BiK, paca, TOIIO)

20. PezyneraTi e(peKTHRHOCTI
21. PesynbraTu Oesnexu
22. BiucHOBOK (3aK/IHOYEHHH )

3asiBHUK
(BIacHHUK
peecTpariinoro
[IOCBITUEHHS)
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