3BIT PO JOKJIIHIYHI AOCITI IKEHHS

1. Ha3Ba Jlikapcbkoro 3aco0y (3a HasgsBHOCTI —

HOMEp peecTpauifiHoro mocBigueHus):

MEJIOKTAM,
PO34HH M in’ ek, 15 mr/1,5 ma

1) Tn nikapeskoro 3acofy. 3a sikim nposoaunacs [ enepuuHmit TiKapchKHii 3aci0 3rigHo

abo MmIaHyeThCs peecTpalis

2) mpoBeJIeH1 JOCITiIKEeHH s

OorpyutyBanHs: Ile renepuunuii rikapesknii 3aci6. Bignosiano 1o suMor posainy III [Mopsiaky
MPOBE/ICHHS €KCIEPTH3H peecTpalifinux marepiaiiB Ha jikapchki 3aco0H, IO MOMAOTHCS HA
AACPAKABHY PEECTPALIIO (IIEPEPEECTPAILiI0), & TAKOK CKCIEPTU3N MaTepialiB PO BHECEHHS 3MiH
IO peecTpauiiiHuX MaTepialiB MPOTATOM /il peecTpalliiiHoro MOCBi4YeHHs (HaKa3 MinicrepeTBa
OXOPOHH 3/10p0OB’ YKpaiHu Bix 26.08.2005 Ne 426 [3i 3minamu, unnna peaxuis]) ta crarri 10.1

nyHkty 1 (miamyaxry 1.3) posainy 111
[lopanky Hakazy MO3 Vkpainu Bij 23
munnsg 2015 poxy Ne 460.

0 Tak  +/ Hi AKIIO Hi,
O0IpyHTYBaTH

Hupextusu 2001/83/€C noxmiHiuni JoCTiTKEHHS He BAMAraoThes.

2. @apmakoJioris:

1) nepBuHHa (hapmako HMHAMIKA

2) BTOpHHHA (papMaKoIuHaMiKa

3) dapmakoJioris Ge3neku

4) apmakogHHAMIYHI B3aeMOiT

3. @apmaKkoKiHETHKA:

1) aHaJIITHYHI METOTMKH TA 3BITH L1010 TX
Bati1amii

2) BCMOKTYBaHHS

3) po3noain

4) merabomism



5) BUBEICHHS

6) hapmakokineTH4HI B3a€MOIiT (JOKTiHIUHI)

7) 111 (papMaKOKIHETHYHI JIOCITIIKEeHHS

4. Tokcukomoris:;

1) TOKCHYHICTB y Pa3i 0JTHOPA30BOrO BBEICHHS

2) TOKCHYHICTbD y pa3i MOBTOPHUX BBEICHD

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKIIOYAIO4H JI0JATKOBY OIIHKY
3 TOKCHKOKIHETHKH)

4) KaHLEPOTeHHICTh:

JOBIOCTPOKOBI JTOCITiKEHHSI

KOPOTKOCTPOKOBI JIOCIII/KEHHST 200 JOCITiIKEeHHs
CepeIHBOI TPUBAJIOCTI

JIOJIATKOB1 JOCIILKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta TOKCHYHUI
BIUIMB Ha PO3BHTOK IOTOMCTRA:

BILIUB Ha (DepTHIIBHICTB i paHHiil eMOpioHanbHMUi
PO3BHTOK

eMOpPIOTOKCHYHICTh

[peHaTalbHa 1 MOCTHATAJIbHA TOKCHYHICTE

JOCTIIKEHHS, TP SKHX TIpenapar YBOAMTHCS
NOTOMCTBY (HECTaTEBO3PLINM TBapHHaM) Ta/abo
OLIHIOEThCS Bi/IaJIeHa st



6) MiclieBa TIepeHOCHMICTE

7) 10JaTKOBI AOCTIIKEHHSA TOKCHYHOCTI:

AHTHUI€HHICTh (YTBOPCHHS aHTHTIN)

IMYHOTOKCHYHICTD

JIOCJIKEHHS MEXaHi13MIB mil

NiKapehKa 3ae/KHICTh

TOKCHYHICTL META0OTITIR

TOKCHYHICTh JOMIIIOK
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3BIT mpo KIiHiYHE BUIIPOOYBaHHS

1. Ha3pa nlikapcekoro 3aco0y
(3a HAsABHOCTI — HOMEP peecTpalliifHOro
[IOCBITYEHHS )

2. 3asgBHUK

3. BupoOuuk

4. [IpoBeneni TocCIiKEHHS:

1) Tin nikapcbkoro 3aco0y, 3a KAM
IIPOBOAMIIACH a0 IJIAHYETHCS peecTpallis

5. [loBHa Ha3Ba KIIHIYHOTO BUIPOOYBaHHS,
KOJOBaHH} HOMEpP KIIIHIYHOTO BHITPOOYBaHHSI

6. @a3a KIiHIYHOTO BHITPOOYBaHHS

7. Ilepion npoBejieHHs KJIIHIYHOTO
BUIIPOOYBaHHS

8. Kpaiuu, 1e npoBouiiocs KiiiHiune
BUITPOOYBaHHS

9. KinibKicTh AOCTiIKYBAaHHX

10. MeTa Ta BTOpUHHI LT KITIHIYHOTO
BUIIPOOYBAHHS

11. Jln3aiin KIiHIYHOrO BUIIPOOYBAHHS
12. OcHOBHI KpuTepii BKIIOUEHHS

13. JlocnimxyBanuii nikapebkuii 3aci6, cnoci6
3aCTOCYBAHHSA, CUJIa Jii

14. IIpenapar mopiBHSAHHS, /1034, CIIOCIO
3aCTOCYBAHHs, cHIa JIil

15. CynyTHs Teparis

16. Kputepii oninku eekTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. Cratuctiuni MeTou

MEJIOKTAM,
poO34YHH A i’ exuiii, 15 mr/1,5 ma

Mictpan Kemnitan Menemxment  Jlimitesn,
AHTis

Bupobuuureo rotoBoi mikapckkoi  Gopmu.
NEPBUHHA Ta BTOPHHHA YNAKOBKA, KOHTPOJIb
cepii, BUITYCK cepii:
Xemn C.A., I'pentisi

Tak 4/ Hi AKINO Hi, OOTPYHTYBATH
I'enepuunuii nikapebkuii 3aci6 3rigHo myHkry 1

(minmynxty 1.3) posainy T Topsiaky Hakazy
MO3 Vkpainu Bix 23 aunns 2015 poky Ne 460.



19. Jlemorpadiuni MOKa3HUKH JOCTIDKYBAHOT -
MOIyJIsIiT (CTaTh, BiK, paca, ToIo)

20. Pesynbratu edextuBHOCTI -
21. Pesynbratu 6e3nekn
22. BHCHOBOK (3aKITFOYEHHS )

3asBHUK

(BITACHHUK
peecTpaniifnoro
NOCBITYCHHSA )




