Honatok 29

1o IlopsiaKy mpoBeieHHS €KCIIEPTH3H
peecTpaniiHuX MarepialiB Ha TiKapchKi
3ac00H, 10 MOJAIOTECA HA AEPKABHY
peecTpalio (mepepeecTpaniio), a TaKox
eKCIIepTH3H MaTepiasiB Mpo BHECCHHS
3MIH JI0 peecTpaliifHux Marepiais
IPOTSTOM Jii peecTpaiifHoro
IIOCBITUEHHS

(myskT 4 posainy IV)

3BIT

Npo JOKJIHIYHI J0Cai/KeHHA

1. Ha3Ba nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEpP PEeeCTPALiifHOTr0 MOCBITYEHHS):

I'EPIIEMLI AYO

1) Tun npikapcbKoro 3acody, 3a KM
1IpoBOAHIACS aD0 IITAHYEThCS peecTpallis

TIBPUIHUI JIKAPCBKHII 3ACIB

2) NpOBeIeHI JOCTiTKEHHS

TaK Hi KO Hi, OOIPYHTYBATH

Ockinbkn aikapebknii 3acio TEPITIEMIJI YO
ABJIsI€ c00010 TIOpHAHMI JiKapchKHi 3ac¢i0 10
JikapcbKkoro 3aco0y 3osipaxce /Iyo, kpem
(ZOVIRAX DUO CREAM), BupoOHHIITBA
kommanii GlaxoSmithKline Consumer Healthcare

Limited, ApcTpais,

BJIACHI JOKJIHIYHI JOCTIIKeHH He
npoBoaAMJAHes. Y MaTepiaaax peecrpauiiinoro

J10Ch€ HAAKTHCS JIiTepaTypHi aaHi.

2. @apMakooris:

1) nepBuHHA apMaKoIMHAMIKA

2) BTOpHHHA (hapMakoMHaMiKa

3) papmakosnoris Oe3nexku

4) papmaxkoMHaMiYHI B3aEMOIT

3. @apmaKkoKiHeTHKA:

1) aHaTiTHYHI METOAMKH Ta 3BITH MO0 iX
BasIi Al

2) BCMOKTYBaHHs

3) po3momin

4) metabonizm

5) BUBEIICHHS

6) hapMaKOKIHETHYHI B3aEMOIT
(moxiHIYHI )

7) iami papMaKOKIHETHYHI JOCTIIHKEHHS

4. TOKCHKOJIOTIS:

1) TOKCHYHICTP Y pa3i 0JIHOPa30BOro
BBEIICHHS

2) TOKCHYHICTD y pa3i IOBTOPHHX BBEICHb




3) TeHOTOKCHYHICTH:
in vitro

in Vivo (BKII0YAI0UH JOJATKOBY OIIHKY 3 |—
TOKCUKOKIHETHKH )

4) KaHLIepOreHHICTh: =

TOBrOCTPOKOBI TOCTIKEHHS —

KOPOTKOCTPOKOBI JOCIII/PKEHHSI -
a0 JOCIIIKEHHS Cepe/lHbOl TPHBAIOCTI

101aTKOBI I[OCHilIH(eHHH ==

5) penpoayKTHBHA TOKCHYHICTH Ta —
TOKCHYHHI BILUTHB HAa PO3BUTOK ITOTOMCTBA:

BIUIMB Ha (PEPTUIILHICTH | paHHIH —
eMOpiOHANLHUIH PO3BHTOK

eMOpPIOTOKCHYHICTh =

IpEHATAIbHA i OCTHATATTPHA TOKCHYHICTh [—

ITOCTKEHHS, TIPH SIKHX IIpernapar —
YBOIMTHCS IIOTOMCTBY (HECTaTeBO3PiITUM
TBAapHHAM) Ta/abo OIIHIOETHCS Bijy1aieHa
st

6) MicIieBa IEPEHOCHMICTE —

7) NONATKOBI AOCTIHKEHHS TOKCHYHOCTI:  [—

AHTUICHHICTH (YTBOPEHHS AaHTHTL) —

IMYHOTOKCHYHICTE —

TTOCIIHKCHHA MEXAHI3MIB il —

TiKapCchKa 3aJIeKHICTh —

TOKCHUYHICTH MeTa00JIITIB o

TOKCHYHICTDH JIOMIIIIOK —

1HIIEe -

5. BUCHOBKHY MO0 JOKIIHIYHOTO —
BHUBUCHHSA 7

3asBHHUK (BIACHHK
peecTpaliifHoro
IIOCBiTUEHHS) (mimmuce)
E€pmormuaa Onena JIMUTpiBHA
(1. 1. B.)




Honartok 30
1o Ilopanky npoBeieHHsS eKCIIepTH3H
peecTpaniifHiIX MaTepialiB Ha JTiKapchki
3aco0H, IO TOJAITHCS Ha JePIKABHY
peecTpaliro (mepepeecTpariio), a TAaKoxK
EKCIIepPTH3H MaTepialliB PO BHECEHHS
3MIH JI0 peecTpaliifHux Marepianis
IPOTATOM Jii peecTpaniiHoro
MIOCBITUEHHS
(myHxT 4 po3ainy IV)
3BIT
PO KJIiHiYHe BUNPOOYBAHHS

1. Ha3ga nikapchKoro
3aco0y (3a HAasBHOCTI -
HOMEp peecTpaniifHoro

TEPOEMLI YO

[IOCBITICHHS )

2. 3agBHUK Mii Xeackepe JlimiTen

3. BupoOnuk Menpo ®apmacsiotukadic [pisaT Jlimiten
4. Ilposeneni Tak Hi  AKIIO Hi, 0OTpYHTYBaTH
TOCITiKEHHS:

Ockinbku gikapesknii 3acio6 TEPIIEMIJL 1Y O sBase coGorw riopuaHumii
JikapcbKHii 3a¢id 10 dikapebskoro 3acody 3osipakc [yo, kpem
(ZOVIRAX DUO CREAM), BupobuunTea komnanii GlaxoSmithKline
Consumer Healthcare Limited, ABcTpais,

BJIacHI KJIiHIYHI Kocikenns He npoBoguancs. st nokasy
eKBiBa/leHTHOCTI pedepeHTHOMY JIIKAPCHKOMY 3ac00y MPOBOIHIHCS
AocaiKeHHS in vitro MeMOpaHHHM METOI0M.

Takok y MaTepianax peecTpamiiiHOro 10¢h€ HANAKTHLCA JiTEpaTypHi
AaHi.

1) THII TiKAPCEKOTO
3aco0y, 3a SKHM
npoBoauIacs abo
TIaHYETHCS PEECTpALlis

TIEPUTHUN JIKAPCHKUI 3ACIB

5. IloBHa Ha3Ba
KJIIHIYHOTO
BUIIPOOYBAHHS,
KOJIOBaHHH HOMEp
KJIIHIYHOTO
BUIIPOOYBaHHs

6. ®a3za KIHIYHOTO
BUIIPOOYBaHHS

7. Ilepiom mpoBeeHHS
KJIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, ne
[IPOBOJIAIIOCS KITiHIYHE
BUNPOOYBaHH:A

9. Kinpkicte
ITOCTT Ky BaHIX




10. Mera Ta BTOpUHHI
111711 KJTIHIYHOTO
BUIIPOOYBaHHS

11. Tu3aitn Ki1iHiYHOTO
BUITPOOYBAHHS

12. OcHOBHi KpuTepii
BKITFOUEHHSI

13. HocmimkyBaHuit
TiKapceKuit 3acio,
criocid 3acTOCyBaHHS,
cuna mii

14. Ilpenapat
OPIBHAHHS, /1034,
crioci0 3acTOCYBaHHS,
crra il

15. CynyTHs Tepamis

16. Kpurepii oninku
e(heKTUBHOCTI

17. Kputepii ouinku
Oe3nexu

18. CratucTryasi
METOIH

19. lemorpadivmni
MOKa3HUKHA
OCIIKYBAHOT
nomnyJsALii (crare, BiK,
paca, TOIIO)

20. Pesynbrati
ehexTHBHOCTI

21. Pesyneratu
Oe3neku

22. BUCHOBOK
(3aKIrOueHHs)

3asiBHHK (BIACHUK
peecTpalifiHoro
MOCBITUEHHS )

(rrixmEc)

€pmormmaa Onena JIMUTpiBHA
(ILLB.)




