Honarok 29

1o Ilopanky npoBeeHHs €KCIIEPTH3H
peecTpallifHuX MaTepiaiiB Ha JiKapchki
3ac00, 110 II0JAI0TECS Ha JePiKaBHY
peecTpariio (epepeecTpaltito), a TakokK
€KCIIEPTH3H MATePialliB PO BHECEHHSI
3MiH JI0 peecTpaniiinyx Marepiamnir
IPOTArOM il peecTpaniiHoro
IOCBITUEHHS

(myHKT 4 posminy IV)

3BIT
PO JOKJIIHIYHI JOCTIAKeHHS

1. Hasea mikapcekoro 3acoby (3a
HasBHOCTI - HOMep peecTpamiifHoro
ITOCBIIYEHHS):

Dii0HOKCHI, crpeit Ha3aJIbHUIM,
no3oBanui 1,0 Mr/mi

1) tam nikapcekoro 3acoby, 3a SIKUM

.| I'iOpuaHuit mikapcekuii 3acio
IPOBOAMIIACS a0 IJIaHy€EThCS PEECTPALlis

2) nposesieni nocmipkersss  Tak [ Hi &4 sxwo Hi, o0rpyHTYBaTH
Bixnoizuo 1o myrkry 1.3. Posziny III Haxasy MO3 Vkpainu Ned26 3i sminamu ta
BignosimHo nmo crarri 10(3) HdupextmBu 2001/83/€C, pe3yJbTaTH BIIACHHX
JOKJIIHIYHUX OCTiIKEeHb He HATaloThCA.

2. Gapmakoioris:

1) nepBuHHA hapMakonuHaMika -

2) BTOpHUHHA (hapMaKoJHHaMiKa s

3) dapmakouiorist Ge3nexu -

4) papmakoarHAMIYHI B3a€MOIT -

3. ®apmakokiHeTHKa:

1) aHANITHYHI METOIMKY Ta 3BIiTH IIO/IO
X Bamigarii

2) BCMOKTYBaHHs -

3) po3nofin -

4) meTaboiizm -

S5) BUBEJIECHHS -

6) GapmakokiHeTHYHI B3aeMOi]
(moksiHiYHi)

7) inmi apMaKOKiHETHYHI DOCI UKeHHS -

4. TokcuKoIOTiIS:

1) ToxcuuHicTE ¥ pasi oqHOpazoBoOro
BBEJICHHS

2) TOKCHYHICTB ¥ pa3i MOBTOPHHUX
BBEJIEHD

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIrOYar04y NIOIATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTeHHICTb: -




(2" 4

JIOBI'OCTPOKOBI TOCIIIIKEHHS

KOPOTKOCTPOKOBI JTOCIIiKEHHS
abo JIOCIiDKeHHS CepeIHBOT TPHBATIOCTI

OJIaTKOBI JOCIIIKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta

TOKCHYHHH BIUIUB Ha PO3BHTOK
IIOTOMCTBA:

BIUIMB Ha (DEPTUIILHICTE 1 paHHiit
eMOpioHaTBEHHUIM PO3BUTOK

eMOPIOTOKCHYHICTE

IpeHaTalbHa 1 MOCTHATAIbHA
TOKCHYHICTB

JOCIIDKEHHS, IIPY SKHX [Iperapar
YBOJUTECS IMOTOMCTBY (HECTATEBO3PiIHM
TBapHHaM) Ta/abo OLIHIOETECS BifianeHa
s

6) MiclieBa IEPEHOCHUMICTB

7) DONATKOBI HOCIIKEHHS TOKCHYHOCTI:

aHTHI'€HHICTh (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTh

JOCIIKEHHS MEXaHI3MIB il

JIKapChKa 3aIeKHICTh

TOKCHYHICTh MeTaboJIITIB

TOKCHYHICTH JOMIIIIOK

92000 (5)

5. BUCHOBKH 111010 TOKITIHIYHOTO
BHUBYEHHS

YnoBHOBaxkeHa ocoda IIpE€aCTaBHHKA 3asiBHUKA

(i gmac)

ITonoxaenko Ipuna

(ILLB)



Jonatok 30

no [lopanxy npoBeneHHs eKCIiepTH3H
peecTpanifiHuX MaTepiaiiiB Ha TiKapehKi
3ac00H, IO MOAIOTHCS HA JIEPKABHY
peecTpariio (mepepeecTpariiio), a TaKosxK
CKCIIEPTH3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTparifiux Marepianip
IPOTATOM Aii peecTpanifinoro
TIOCBiTYEHHS

(myskT 4 posnimy IV)

3BIT
Npo KJiHiYHe BUNPOOYBAHHS

1. Hasea mikapcekoro 3acoby (3a . s
g s @DoHOKCHI, CIIpei Ha3aJIbHUH,
HasiBHOCTI - HOMEp peecTpaliiiiHoro 5
. no3zoBanuit 1,0 Mr/mi
IIOCBITYEHHS)
Crinbae YKpaiHCBKO-ICITaHChKE
2. 3asBHUK mignpueMctBo  «Crmepko  VkpaiHay,
VYkpauna
Coinsae YKpalHCHKO-ICITAHChKE
3. BupoOHnuk mignpueMcTBo  «Criepko  Vkpainay,
YKpauHa

4. Ilposeneni nocnimxenns: tak [ mi 4  sxmo ui, o0IpyHTYBaTH

3rigno 3 Hacranosoro CT-H MO3YV 42-7.4:2022 «JIlixapcbki 3aco6u. JlocmimkeHHs
OioexBiBanenTHoCT», Jomatox I, po3ain «Jlikapceki 3acobu MicuesBoi mii Ta
MICIIEBOTO 3aCTOCYBAaHHsS» IIKApChKUM 3aci6 MIOHOKCHI € bapmaleBTHYHO
eKBIBAJICHTHUM JIO OPHIIHAIBHOIO JiKapChKOro 3aco0y. Pesympraté BaacHHX
KJTIHIYHUX JOCTI/DKEH HE HAalalOThCA.

1) tun nikapcekoro 3acofy, 3a sSKuM

IIPOBOIMIIACS abo maHyetbes | ['Opunaumii nikapepkuii 3aci6
peecTpartis
5. IToBHa Ha3Ba KJIIHIYHOTO

BUNPOOYBAaHHA,  KOZOBaHWH  HOMep -
KJIIHIYHOI'O BUITPOOYBAHHS

6. Paza KIIHIYHOTO BUIIPOOYBAHHS -

7. TIlepiom mpoBeNeHHS KIIHIYHOIO
BUNPOOYBaHHSA

8. Kpaiuu, me mposommmocs kiiniuge
BUIIPOOYBaHHS

9. KinbKicTh HOCII Ky BaHHX -

10. Mera Ta BTOpHHHI Wil KIiHiYHOrO
BUIIPOOYBaHHS

11. Juzaiin kIiHiYHOrO BHIPO6YBaHHS -

12. OcHOBHI KpuTepii BKIIOYEHHS -

13. JlocmimkyBaHuii nikapcekuit 3aci6,
coci0 3aCTOCYBaHHS, cUia il
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14. TIpenapat nopisusHHs, K034, croci6
3aCTOCYBaHHSI, CHIIA JTii

15. CynyTHs Tepamis

16. Kputepii ouinku eexTUBHOCTI

17. Kpurepii ouinku 6e3nexu

18. Cratrctruni MeTonu

19. HeMorpadiusni IIOKa3HUKH
TOCIIIKYBaHOI HOMysii (cTars, BIK,
paca, Tomio)

20. Pesynpratu edekTUBHOCTI

21. PesynpTatu 6esnexu

22. BUCHOBOK (3aKJIFOUeHHs)

yHOBHOBa}KBHa ocoba IIpEACTaBHHUKA 3asIBHHUKA

(mimrmuc)

ITonmoxxaenko Ipuna

(ILLB)
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