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1o ITopsiiky poBeIeHHs EKCIIePTH3H
peecTpaliifHIX MaTepiaiiB Ha JIiKapchKi
3acobu, 110 MOJAIOTHCS Ha JEpKaBHY
peecTparrifo (IepepeecTpaitiio), a TAaKoxK
eKCIIePTH3H MaTepialiB IIPO BHECEHHS
3MiH JI0 peccTpaniiftHux Martepiaiis
IIPOTSATOM JIii peecTpaniifHoro nocBigYeHHs
(myHkT 4 posainy IV)

3BIT

npo JOKJiHIYHI JocaiIKeHHS

1. Ha3sBa nikapcekoro 3aco0y (3a HassBHOCTI -
HOMEp peecTpariifHoro NoCBiTYeHH):

®EHTAHIJI PEAKT, po3uns ais in’exuiif 50 Mxr/mon,
0 2 MJI B aMITyJIi, 110 5 aMITyJI y IJTaCTHKOBOMY JIOTKY,
no 1 a6o 2 noTka y KapTOHHil mauli, 3assHuk TOB
«PEAKT®APM», Vkpaina, Bupobuuk BEJIKO
OAPMA, Inais

1) Tan gikapchKoro 3aco0y, 3a SKUM
npoBoIHiIacs abo IIaHYEThCS peecTpallis

["eHepuyHMii ikapchkuid 3acid

2) IpoBeAeHI JOCIiHKEHHA

tak N Hi gKIIO Hi, OGIDYHTYBATH

3rigno 3 Bumoramu posaity 111 [Topsiaxy mpoBeneHHs
eKCIIEPTH3H PeccTpaliifHiX MarepianiB Ha JTiKapchKi
3acobu, IO  MOJAIOTECS  HA  peecTpalliio
(mepepeecTpalliio), a TAKOXK EKCIIEPTH3H MaTepialiB
NpO BHECEHHS 3MiH 1O PEECTpaliffHHX MaTepiaiB
NpoTsroM  Jii  peecTpamifHOro  IOCBiTYEHHS,
sareeppkeHoro Haxazom MO3 Vkpainu Ne460 Bin
23.07.2015 Ta BiONOBINHO OO THIY JIKAPCBKOrO
3acoby (I'enmepuyHuii Jikapcekuit 3aci6 y BHIAI
posumMHy JUIs  iH’eKiif) BiacHi  JOKJIiHIuHI
JIOCIIIIPKEHHSI HE IPOBOJIAIIACH, 10 MaTepialiB JOChE
BKIIOYEHO  MaTepiald  [OA0  MiJTBEpIKEHHS
(dapManeBTAYHOI  EKBiBAJICHTHOCTI  JIIKAPCHKOTO
3aco0y, 1[I0  peecTpyerbcs,  pedepeHTHOMY
mikapchKoMy 3aco0y, a TakoX IOKIAJHY HAyKOBY
6i6miorpadiro, MO MICTUTE BCI aCIEKTH OIIHKH
Oe3nekd, TMOCHJIAHHS HA OIJISA  BiAMOBiAHOT
mitepaTypH Ta Komii omyOmiKoBaHOI HAyKOBOI
JiTEeparypH.

2. ®apmakooris:

1) nepBuHHA papMaKoJHHAMIKA

JliTeparypHi naHi

2) BropuHHa (hapMakoIHHAMIKa

JliTeparypHi gaHi

3) (hapmakosioris 6e3nexku

JlirepaTypHi JaHi

4) hapmMakoHaAMiYHi B3aeMOJil

JlirepaTypHi 1aHi




3. GapMaKoKiHETHKA:

1) aHaniTHYHI METOVMKH Ta 3BiTH IIOJO 1X

JlitepaTypHi naHi

2) BCMOKTYBaHHS

JliTepaTypHi naHi -

3) po3nozin

JlitepatypHi naHi

4) metabolizm JliteparypHi 1aHi
5) BUBEIEHHS JliTepaTypHi HaHi
6) hapMakokiHeTH4HI B3aemoii (mokiiniyni) [JliteparypHi nai

7) inmmi hapMaKoKiHETHYHI JOCITIPKEHHS

JlitepatypHi JaHi

4. TokCHKOIIOTIA:

1) TOKCHYHICTB Y pa3i 0IHOPa30BOro JliTepaTypHi maHi
BBEICHHS
2) TOKCHYHICTh Y pa3i moBTOpHUX BBeAeHs  [JliTeparypHi JaHi

3) FeHOTOKCHYHICTE: in Vitro

JliteparypHi nasi

in vivo (BKJIFOYAIOUH J0JATKOBY OLIHKY 3 JlitepaTypHi fani
TOKCHKOKIHETHKH )

4) KaHIIepOTeHHICTh:

JTOBrOCTPOKOBI JOCJIiJKEHHS JlitepaTypHi faHi
KOPOTKOCTPOKOBI JIOCIi JUKEHHS JlitepaTypHi faHi
TOIaTKOBI JOCIIIPKEHHS JliTeparypHi faHi
5) penpoIyKTHBHA TOKCHUYHICTE Ta TokcHuHuiAJliTepaTypHi naHi
BILTHB Ha PO3BUTOK IIOTOMCTBA:

BILIHB Ha (DEePTHIIBHICTE i paHHIH JlitreparypHi gaHi
eMOpIOTOKCHYHICTB JlitepaTypHi maHi
peHaTanbHa | HOCTHATABHA TOKCHYHICTE  [JliTepaTypHi laHi

JTOCITiDKeHHS, TIPU SKHUX [IpenapaT yBOIUTECH
[IOTOMCTBY (HECTATEBO3PLIMM TBApHHAM)

JliTepaTypHi AaHi

6) MicIieBa IIEPEHOCHMICTh JTiTeparypHi naHi
7) MOJATKOBI JHOCHiIDKEHHS TOKCHYHOCTI:

AHTUIEHHICTH (YTBOPEHHS aHTHUTLI) JliTepaTypHi naHi
iMyHOTOKCHYHICTB JlitepaTypHi aHi
NOCIIIPKEHHS MEXaHi3MIB il JlitepatypHi naHi

ITKapehKa 3aJIeXKHICTh

JliteparypHi gaHi




TOKCHYHICTh METa0OJIiTiB JlitepatypHi nai

TOKCHYHICTB JIOMIIIIOK JliteparypHi naHi

iHIIE JliTeparypHi naHi
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1o [Topsiiky IpoBe/IEHH EKCIEPTH3H
peecTpauifiHuX MaTepiaiB Ha JiKapChKi
3aco0H, IO IMOJAIOTECS Ha ICPXKaBHY
peecTpalliio (IepepeecTpalLiio), a Takox
eKCIIEpPTH3H MaTepialliB PO BHECEHHS

3MiH JI0 peecTpaliifHux MaTepiaiis
TIPOTATOM il PeECTpamifiHOro MoCBiAUECHHS
(myHKT 4 po3aimy IV)

3BIT

npo KjiHiYHe BUNPOOyBaHHS

1. Hazpa nikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEP peecTpaniiHoro
IOCBITYCHHS)

GEHTAHUI PEAKT, poszuun mis in’exuiit 50 MKr/mi, mo
2 MJI B aMITyJIi, TIO 5 aMITyJ1 y IIaCTHKOBOMY JIOTKY, 110 1 abo
2 IOTKA y KapTOHHIM mauni

2. 3asgBHHK

TOB «PEAKTO®APM)», Ykpaina

3. BupoOuux

BEJIKO ®APMA, Innis

4. [IpoBeneHi TOCTIIKEHHS:

tak  V Hi SKILO Hi, OOTpYHTYBATH

Briqmo 3 sumoramu pospiny III Ilopsnaky mnpoBeneHH:
eKCIepTH3M peecTpanifiHux MaTepianiB Ha JIKapebKi
3ac06M, 10 TTOJAIOTHCS Ha PEECTPaIlilo (TepepeecTpaiio), a
TaKO EKCIEPTH3M MaTepialiB IIpo BHECEHHS 3MiH JIO
peecTpamifHEX MaTepianiB MPOTAroM Iii peecTpaliifHoro
nocBimuenns, 3arsepmkeHoro Hakxazom MO3  Vkpainn
Ne460 Bim 23.07.2015 Ta BiAIOBiZHO D0 THIY JIIKapPCHKOTO
3aco0y (Iemepuunmii JikapchKmil 3aci6 y BUITISI PO3UMHY
s id’exmii) BiacHi  KiiHiYHI  BHOpOOyBaHHS — HE
[IPOBOJIMIINCE, JIO MarepialliB J0Che BKIOYCHO MATEpiaiy
00 TiATBEepIKeHHs (HapMAEBTHYHOI EKBiBAJIEHTHOCTI
IiKapchKOro 3aco0y, IO PEECTPYEThCS, pPedepeHTHOMY
nikapcekoMy ~3aco0y, @ TakoX JOKJIaIHy HayKOBY
Gi6miorpadiro, o MiCTHTE BCi acTIeKTH OUiHKH Ge3mexy T3
ceKTHBHOCTI, MOCHJIAHHA HA  OIJIsA BIAIIOBITHOT
niTepaTypH, 3 ypaxyBaHHsM Iepe]i- Ta IC/Is peecTpariiHiX
OCIILIKEHB Ta KOl ommy6/1iKoBaHoi HayKOBO] JliTepaTypH.

1) Tn JiKapcEKOro 3acoly, 3a SKHM
poBoAMIacs abo IIaHyEThCS
peecTpanis

[eHepUuHHii JliKapchKuii 3aci®

5. [ToBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJIOBAHUH HOMED
KJTIHIYHOTO BHIIPOOYBaHHS

JliTeparypHi naHi

6. ®asa KIiHIYHOrO BUIPOOYBaHHS




7. Ilepion mpoBeeHHS KJIIHIYHOT'O 3 1o
BUNPOOYBaHHS

8. Kpainu, ie IpoBOHIIOCS KIIiHiUHE | —
BHIIPOOYBaHHA

9. KinpKicTh AOCIIKYBaHHX 3alUTaHOBaHA: —
(akTHYHA: -

10. Mera Ta BTOpHHHI 11/ KJIIHIYHOTO | —
BUIIPOOYBaHHSA

11. Jlu3aifH KaiHiYHOrO BUNpOOyBaHHsA| —

12. OcHOBHi KpHTEpil BKIIOYEHHS =

13. locuimkyBaHmit JTikapchKui 3aci0,| —
crocib 3aCTOCYBaHHSI, CHIA il

14. Ilpenapat nopiBHSAHHA, 1034, -
croci® 3acTocyBaHHs, CHIa il

15. CynyTHs Tepamis —

o 16. Kpurepif orinku -
edeKTHBHOCTI

17. Kpurepii ominku 6e3nexu -

18. CraTucTuuni MeTOIH -

19. IlemorpadivHi moxazHUKA -
TOCTIIKYBaHOI momyJisiii (cTaTh, BiK,
paca, TOIIIO)

20. PesympTaTi €eKTHBHOCTI -

21. Pesynbratn Oe3nexu -

22. BHCHOBOK (3aKJIIOUEHH) -
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