3BiT PO JOKTIHIYHI JOCIIIKEHHST

1. Ha3pa nikapcbkoro 3aco0y (3a HasBHOCTI — JJEBO®JIOKCAIIMH - Bictra, po34uH

HOMCD pCCCTpaHiﬁHOFO HOCBiI[T-IeHHSI): hidy {: in)y3iﬁ, oo 5 Mr/mJa

1) Trn TiKapchKOTO 3acoby, 3a AKAM TpoBoAMIacs . | eHepHdHH# TiKapchKui 3aci6 3rifHo

ab0 IIaHYETHCS peecTparis nyskTy 1 (miamyskry 1.3) poszimy I
[Topsinky Hakasy MO3 Vkpainu Bin 23

v 2015 poky Ne 460.
2) IpOBEIeHI JOCIIIKEHHS o Tak  Hi SAKIIO Hi,
0oOTpyHTYBaTH

BracHi JOKHIYHI JOCITiKEHHS HE HAJAIOThCS, OCKLIBKH JHKapChKuM 3acid € IeHepuKoM 13
JOBEICHOI0  (HapMalleBTMYHOIO €KBIBAICHTHICTIO 1O BiZHOIIEHHIO 10 pehepeHTHOro
nikapcekoro 3acoby Tapamik®, posumH s imbysi# mo 5 wmr/ma, SANOFI-AVENTIS
DEUTSCHLAND GmbH, Himeuumna (3rimHo BuMor I[lopsaky NpoBemeHHS €KCHEpTU3U
peecTpallifiHux maTepiayiB Ha JKapchKi 3aco0H, IO MOAAIOTECA HA JNEPKABHY peecTparrito
(IepepeecTpaniio), a TAKOXK €KCIePTH3M MaTepialiB PO BHECEHHS 3MIH [0 peecTpaniiHux
MaTepialiB MpPOTAroM Mil peecTpauifiHoOro MOCBiIYEHHS 3aTBEpKEHOro HakasoM MinicrepcTsa
OXOPOHH 310poB’s Ykpainu Bix 26 ceprrs 2005 poxy Ne 426 (y penakuii Hakasy MO3 Ykpainu
Bix 23.07.2015 Ne 460).

2. ®apmakonori: -

1) nepBuHHa PpapMaKoAHHAMIKA -

2) BTOpHHHA (papMaKOIUHAMIKA -

3) dapmakonoris 6e3neKu -

4) hapmakogHaMiYHI B3a€MOJIT -

3. ®apMaKoKiHEeTHKA!

1) aHaTiTHYHI METOIUKH Ta 3BITH IIOJO IX -
BasTigamii

2) BCMOKTYBaHH4 -

3) po3moain -



4) metabomnizM

5) BUBENCHHSA

6) hapMaKOKiHETHUH| B3aeMOJii (IOKITiHIIHI)

7) i papMaKoKiHETHYHI JTOCIIIKEHHS

4, TOKCHUKOJIOTIS:

1) TOKCHYHICTB Y pa3i 0JHOPa30BOI'0 BBEACHHS

2) TOKCHUYHICTh Y pa3i IOBTOPHUX BBEAEHD

3) reHOTOKCUYHICTB!
in vitro

in vivo (BKIIOYAIOYH JOJATKOBY OLIIHKY
3 TOKCHKOKIHETHKH)

4) KaHIIEpOTreHHICTB:

JOBIOCTPOKOBI JOCITIKEHHS

KOPOTKOCTPOKOBI JOCTi/KEHHS a60 JTOCIIIKEHHS
cepeHbBOl TPHBATOCTI

JIOJIATKOBI JOCIIKEHHS

5) penpoayKTHBHA TOKCHYHICTh T4 TOKCHIHHIA
BILIHB Ha PO3BUTOK IIOTOMCTBA:

BILTHB Ha GepTUIBbHICTS i paHHI# eMOpioHAIbHHUM
PO3BHUTOK

€MOpIOTOKCHYHICTE

IIpcHaTajlbHa i moCTHaTaNbHA TOKCUYHICTD



JOCITiIPKEHHS, TP IKHX TperapaT YBOJAUTEHC
HIOTOMCTBY (HECTATEBO3PLINM TBapHHaM) Ta/abo
OIIIHIOETHCS BifmaneHa mis

6) MiciieBa NEPEHOCHMICTh

7) BOJATKOBI HOCKEHHS TOKCHIHOCTI:

AHTHUTE€HHICTH (YTBOPEHHS aHTUTLI)

IMyHOTOKCHYHICTh

TTOCTiIKEHHS MEXaHI3MiB i

JiKapchka 3aJexHICTh

TOKCUYHICTH METa00IIITIB

TOKCHYHICTE JOMIIIIOK

igIe

5. BHCHOBKH MO0 TOKJIIHIYHOTO BUBYCHHS

3agBHUK

(BIACHHUK
peecTpaniifHoro
[OCBIIYEHH)




3BIT PO KITiHiYHE BUIPOOYBaHHA

1. Ha3Ba nikapckkoro 3aco0y (3a HasBHOcTi — Homep JIEBO®JIOKCAITUH - Bicra,
PeECTPALiiHOrO MOCBIAYCHHS) po3uuH A4 indys3iii, mo 5 mr/mi
- 2. 3asiBHHK Mictpan  Kemitan  MeHeIKMEHT

JlimiTen, AHTisA

3. Bupo6Huk IngoPJlaiid CA, llBeiinapis
4. IlpoBeneHi QOCIiIKESHH: o Tak / Hi SKIIO Hi,
OOTpYHTYBaTH

BracHi KIiHIUBi AOCTIUKEHHS HE HAJAIOThCA, OCKUIBKH JIKApchKuil 3aci6 € remepukom i3
[OBEIEHO  (apMAleBTHYHOIO €KBIBAICHTHICTIO MO  BiJHOIIEHHIO O pedhepeHTHOro
nikapepkoro 3acoby Tapamik®, posumH Kmt iHQy3id mo 5 wr/min, SANOFI-AVENTIS
DEUTSCHLAND GmbH, Himeuuuna (3riggo Bumor Ilopsdnky IIpOBENCHHS €KCIEpTU3H
peecTpallifiHuX MaTepiajliB Ha JIKAapChKi 3aco0u, LIO MOJAIOTHCS HA JIEPXKABHY peecTpariito
(IepepeecTpaiio), a TaKOX EKCHEPTU3HM MarepialiB Mpo BHECEHHsS 3MiH MO DPEECTpallifiHKX -
MaTepiayiiB IPOTATOM Ail peecTpalifHOTO MOCBIAYEHHs 3aTBEP/DKCHOTO HAKa30M MiHicTepcTBa
OXOpPOHH 3710poB’s Ykpainwu Bin 26 ceprrs 2005 poxy Ne 426 (y penakuii Hakasy MO3 Ykpainu
Bix 23.07.2015 Ne 460).

1) T JikapchbKOro 3aco0y, 3a SKMM MPOBOAMIIACS [eHepuunmil TiKapchkuii 3aci6 3rigHo
a60 IMIAHYETHCS PeECTpaLlis nyukty 1 (manyskry 1.3) posairy 1T
IMopsinky Hakazy MO3 Ykpainu Bix 23

munHs 2015 poxy Ne 460.

5. IToBHa Ha3Ba KITIHIYHOTO BUIIPOOYBaHH:, -
KOJOBaHMH HOMEP KJITHIYHOTO BHIIPOOYBAHHS

. 6. ®aza KIHIYHOTO BUIPOOYBaHH 5

7. Iepioa npoBeieHHs KNIHIYHOTO BUIPOOYBaHHS 3 o

8. Kpaiuwu, ne mpoBOAMIOCS KIiHIYHE BUIPOOYBaHHS -

9. KinpKicTh JOCIIIKYBAaHUX 3alIaHOBaHA!
(axTHYHA:

10. MeTa Ta BTOpPUHHI I[iJTi KNIHIYHOTO -
BHITPOOYBaHHS



11. J{u3aiiy KIiHIYHOTO BUIPOOYBaHH

12. OcHOBHi kpHTepil BKIIOYEHHS

13. JlocmimkyBsaumii likapcbkuit 3aci6, croci6
3aCTOCYBAHHS, CHNIA JIii

14. TIpemapar nopiBHAHHSA, 1034, CIOCIO
3aCTOCYBaHHA, CHIA Jil

15. CymyTHs Teparmis

16. Kputepii oiHKH eeKTUBHOCTI

17. KpuTepii ominku 6e3nexu

18. CrarucTuuHi MeTOOH

19. Jlemorpadiuni mOKa3HUKA JOCILIKYBAHOT
IOyl (CTaTh, BiK, paca, TOIIO)

20. Pesynbratu ebeKTUBHOCTI

21. PesynbsTatu Ge3nexu

22. BrcHOBOK (3aKITFOYECHHS)

3agBHHK

(BITIACHHK
peecTpalliifHoro
OCBiTUeHH)




