Jonatok 30

1o Topsiaky mIpoBeIeHHS eKCIIEPTH3H
peecTpaliiHUX MaTepialiB Ha JTiKapehbKi
3aco0wu, 110 MOJIAI0THCS Ha JIEP/KaBHY
peecTpaltito (mepepeecTpailito), a TAKOK
CKCIIEPTH3H MaTepialliB PO BHECEHHS
3MIH JIO peECTpallifHHX MaTepialliB
MIPOTSTOM JIii peecTpaniifHoro
MIOCBITYEHHS

(myHKT 4 po3uiny [V)

3BIT

PO KJIiHiYHe BUNPOOYBaHHSA

1. Hassa mixapcbkoro 3aco0y (3a HasBHOCTI -
HOMEp peecTpaniifHoro rnocriyeHHs)

EBinonoH, po3unH s iH'exuiii 25 mr/mu o 3
MJI B aMITyJIi, 1o S amryn y Omicrepi, mo |
Onictepy B mauiii

2. 3asiBHHK

IIpuBaTHe aKuioHEpHE TOBAPHCTBO
«Jlexxim-XapkiB»

3. Bupobdnux

IIpuBaTHe aKIiOHEPHE TOBAPHCTRO
«Jlexxim-XapkiB»

4, TIpoBeeH1 HOCHIIKESHHS:

[rak UAwmi SKIIO Hi, OOIPYHTYBAaTH

Jauni moxymio Hanani y ¢popmi Orisiay KIHIMHIX
AaHHX Y 3B’SA3Ky 3 THM, 10 MaTepianu
peecTpaliifHOro JI0che Ha JKapchbkHil  3acid
Eginonon, po3uun auaa in'ekuiit 25 mr/miun no
3 mu B ammyJi, 1o 5 amnyn y Omicrepi, 1o 1
Omicrepy B madili 1 NOJAHO HA JEpKaBHY
PEECTPALIO OJIHAM H THM CaMMM 3asiBHHKOM IIiJT
1HIIOIO HAa3BOIO JHKApCBKOro 3aco0y
Jukinodenax natpiro, po3uuH A in'exniii 25
Mr/MJI, 1[0 € TeHepUKOM 10 pedepeHTHOoro
nikapeskoro 3acoby BOJIBTAPEH®, pozunn
st il ek, 75 mr/3 mut; mo 3 Mu1 B aMImy.Ii.

1) THn AiKapebKoro 3acoly, 3a sKHM
npoBopIIacs ado MIAHYEThCS peccTpartist

["eneprynuii ikapcbkuii 3acio,
O/IHOKOMITOHSHTHHUH

[Ipomemypa: aepxaBHa peecTpallis i IHIIOIO
HA3BOIO JlikapchKoro 3aco0y Epinomnon, pos3uHn
pas in'ekniin 25 mr/ma mo 3 Mo B ammyJi
(mepBHHHA peecTpaltis i1 HA3BOIO
BOJIbTAPEH®, po3uyun jpast  in'ckuiii,
75 mr/3 mut; o 3 M1 B aMIny.JIi).

S. TloBHa Ha3Ba KIIIHIYHOIO BUNPOOYBaHHS,
KOJOBaHHUi HOMEP KIJIIHIYHOTO
BUIIPOOYBAIIHS

6. @aza KIHIYHOTrO BHIIPOOYBAHHS




7. Ilepios npoBeAeHHS KITIHIYHOTO

3 110

BUNIPOOYBaHHS

8. Kpaiuu, j1e mpoBOAHIIOCS KITHIYHE -

BUIIPOOYBaHHSI

9. KisibKicThb 10CITIIKY BAHHX 3aIlIaHOBAHA!
(dhaxkTH4Ha:

10. Mera Ta BTOpHHHI L1 KIIHIYHOTO
BHIIPOOYBAHHS

11. Juzaita kIHIYHOTO BUIPOOYBaHHS

12. OcHoBHI KpUTEPil BKIIOYESHHS

13. Docnimkysanuit nikapchKuit 3acio,
crioci0 3acTocyBaHHS, cyla il

14. Tlpenapar nopiBHsSHHS, 11034, c110ci0
3acTOCYBaHHSI, CHIa Iil

15. CynyTHs Teparnis

16. Kputepii omiHku eheKTHBHOCTI

17. Kpurepii omiHkH Oe3neku

18. CraTHcTHYHI METOIH

19. JlemorpadivHi mokazHUKH
ocIipKyBaHol oy nsmnii (crars, BiK, paca,
TOIIO)

20. Pesynbratu epeKTHBHOCTI

21. Pesynbratu Oe3nexku

22. BHCHOBOK (3aKIJTFOUEHHSI)

3asgBHUK (BIACHUK

PEECTPALlIHHOTO TOCBIITUEHHS)

T"oJioBa npaBJ/IiHHSA

(mocana)




Hoxgatok 29

1o ITopsiaxy mpoBeZIeHHs eKCIIePTH3H
pEeECTpaIiiHUX MaTepialiB Ha JIKapCehKi
3acobu, 1110 MOAAIOTHCS HA JEPIKABHY
peecTpaliro (IIepepeecTpallito), a TAaKOH
eKCIIePTH3H MaTepialliB Ipo BHECEHHS
3MiH JI0 peecTpalilfHUX MaTepialiB
MIPOTATOM [lii peecTpaltiifHoro
[OCBI/{YEHHS

(nyHkT 4 po3ainy IV)

3BIT

PO AOKJIIHIYHI JOCITKEHHST

1. Hasga nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEP peeCTpaLiifHOrO IOCBIIUECHHS):

EBinomon, po3uun s in'exuiit 25 mr/mut o
3 ma B ammyJai, mo 5 ammyn y Omictepi. mo |1
GuicTepy B maurti

1) Tun pikapebkoro 3aco0y, 3a sikUM
pOBOAMIIACS a0 IUIAHYETHCS peecTpaLis

["enepuuHuii Jikapebkuii 3acio,
OJJHOKOMITOHEHTHHH

[Iponemypa: nep)aBHa peecTpaiisi Iijl 1HIIOK
HA3BOIO JiKapchKoro 3acoby EBiHomoH, po3uuH
oo in'exniit 25 Mr/mu o

3 mu1 B ammy.Jai (TIepBHHHA PEECTPAIlis i HA3BOIO
Juxaodenaxk HaTPil0, po3yHH st iH' €Kil

25 mr/mu).

2) MpoBeJIeHi JOCITIJKeHHS

Ll Tax A uHl gKIo Hi, OOIPYHTYBaTH

Hami wmomymio Hamani y ¢opmi Ormsny
JOKIIHIYHUX MJaHAX Yy 3B’S3Ky 3 TUM, 110
MaTepialli peecTpaliifHoro 10che Ha JIKapChbKHH
3aci6 Esinomon, po3uunn aus in'exmiii 25 mr/mu
no 3 mu1 B ammyJii, 1o 5 ammyn y Guicrepi, mo 1
Omicrepy B mauli [OJAHO Ha JIEPIKaBHY
peECTpaniio OJHIUM H THM CaMUM 3aSBHUKOM IIiJ
HILOO Ha3BOIO JiKapchKOro 3aco0y
HMukinodenax HaTpiro, po3unH Jis in'exkuii 235
MI/MJI, 10 € TEeHEPHKOM JI0 pedepeHTHOro
mikaperkoro 3acoby BOJIBTAPEH®, pozuun
U1 in'ekuii, 75 Mr/3 mut; mo 3 Mu1 B aMITY.JIi.

2. dapmakooris:

1) neppuHHA (papMaKoMHaMIKa

2) BTOpHHHA (hapMaKoMHaMika

3) papmaxooris Oe3neKxu

4) apmakoMHAMIYHI B3a€MOIT




3. dapMakokiHeTHKa:

1) aHaMiTHYHI METOTUKH Ta 3BITH 1010 1X
Basrigarii

2) BCMOKTYBaHHS

3) po3mosin

4) MeTaboiizm

5) BUBeICHHS

6) hapMaKOKIHETHYHI B3aeMOJIIT
(moxiHIYHI)

7) inui papMakoOKiHETHIHI JOCTiKESHHS

4. TOKCHUKOJIOTIS: —

1) TOKCHUHICTB Y pa3i 0IHOPa30BOI0
BBEJICHHS

2) TOKCHYHICTD ¥ pa3i HOBTOPHHUX BBEJEHB

3) TeHOTOKCHYHICTh:
in vitro

in vivo (BKJIFOYAKOYH J0JAaTKOBY OIHKY 3
TOKCHUKOKIHETHKH )

4) KaHIepOreHHICTh!

TOBrOCTPOKOBI JIOCIIIPKEHHS

KOPOTKOCTPOKOBI JOCIIPKEHHS
a00 JI0CHTIKEHHSI CePeHBOI TPHBAIOCTI

10IaTKOBI JIOCIIJKEHHS

5) pernpoyKTHBHA TOKCHYHICTD Ta
TOKCHYHHI BILUIUB HA PO3BUTOK IIOTOMCTBA:

BIUTHB Ha (epTUIILHICTD 1 paHHIH
eMOpiOHAILHUI pO3BHTOK

eMOPIOTOKCHYHICTD




[Ip€HaTaJIbHa i mocTHATAILHA TOKCHYHICTE o

OCITiIKEHHS, TIPH AIKHUX Mpernapar -
YBOAUTLCS TOTOMCTBY (HECTATEBO3PIIIHM
TBapuHaM) Ta/abo OIIHIOETECS Bi/LaIeHa
1ist

0) MicIleBa TEPEHOCUMICTh -

7) nonaTKOBI JOCIIDKEHHS TOKCHIHOCTI: -

AHTUTCHHICTD (YTBOPEHHS aHTHUTI) -

IMYHOTOKCHUYHICTh -

TOCIIJDKEHHS MeXaHi3MiB il -

TiKapchKa 3aJIesKHICTh -

TOKCHMYHICTE META00IITIB -

TOKCHYHICTE )IOMiIHOK =

inme -

5. BHCHOBKH 11010 TOKJIHIYHOrO BUBUEHHS | —

3asaBHHK (BITACHHK
peecTpaniiHOrO IOCBIIYCHHS)

cHikoB [Imutpo IMuTposu4

(IL 1. B.)

I'osioBa npaBJIiHHEA

(mocana)



