Jlonarox 30

210 TTopsaxy mpoBeieHHs eKCIePTH3H
peecTpaiiiHuX MaTepialiB Ha TKapehKi
3aco0H, 10 NOJAIOTHCS HA JACPIKABHY
peecTpaliio (IepepeecTpaiiio), a TakoxK
€KCIIEPTU3H MaTepiasiB PO BHECEHHS
3MiH 10 peecTpaniiiHux Matepianis
NPOTArOM Aii peecTpamiifnoro
ITOCBIYCHHSA

(mynkr 4 po3niny IV)

3BIT

Npo KJIiHiYHe BUNPOOYyBaHHS

1. Ha3ga nikapcbkoro 3aco0y (3a
HasIBHOCTI - HOMEP peecTpaniifHoro
MOCBITYCHHS )

Miocmin-I'ecnepuann-JTapHuns, TadieTkH, BKpUTI
IIIBKOB O 000,10HK010, 110 1000 Mr

2. 3asBHUK

ITpAT «®apmauesruuna dipma «lapauigy, Ykpaina

3. Bupobuuxk

IIpAT «®apmaneBtuuna dipma «Japauisi», Ykpaina

4. ITpoBesieni lociIKeHHs:

[] rax Hi KO Hi, OGTPYHTYBATH
Ob6ipynmyeanns: Ue JIKapchkuil 3acid 3 mobpe
BUBUEHUM MEIHYHHM  3acTocyBaHHsAM  (iroua(i)
pedyoBHHA(H) TiKapcbKoro 3acofy 3 100pe BUBYCHHMH Y
pamkax €Bpomelickkoro cor3y Ta/abo YkpaiHu
TeparneBTHYHUMHU BIIACTHBOCTAMH NpUHaiMHI
npotsaroM 10 pokiB Mana(u) BU3HaHY e(eKTHBHICTH Ta
NpUHHATHUNA piBeHb 0e3neKH y OyIb-AKHX JIKapChKHX
dopmax).

Bigmosimno mo Bumor posminy Il Tlopsaky
IIPOBEJCHHS EKCIIEPTH3H PeecTpallifHuX MaTepiaiB Ha
JiKapcbki 3aco0M, LI0 MOJAKOTHCS HA JepPiKaBHY
peectpaniio (mepepeecTpailiio), a TaKoXK EKCIEepTH3H
MarepiagiB Mpo BHECEHHs 3MiH 10 peecTpallifiHuX
MaTepiaaiB IpPOTAroM JIii peecTpaliffHOro nocBiueHHs
(naka3 MiHicTepcTBa OXOPOHH 3JI0poB’st YKpaiHH BijJ
26.08.2005 Ne 426 [31 3MiHaMM, YMHHA pejakiis]) Ta
crarti 10.a QupektBu 2001/83/€C  npoBeneHHs
BJIACHUX KIJHHIYHUX [JOCHDKEHbL [UIS TAaKOro THILY
JHKapChKOro 3aco0y He BUMAracThbCsl.

1) Tamn JiKapchKOro 3acody, 3a KuM
poBoIMIacs ado MIaHy€eThCs
peecTpailis

Jlikapcekuii 3aci6 3 1oOpe BUBYCHUM METHYHUM
3aCTOCYBaHHSM

5. [ToBHA HAa3Ba KJIIIHIYHOI'O
BUIIPOOYBaHHS, KOJOBaHHH HOMED
KJIIHIYHOTO BHITPOOYBaHHS

6. @aza KIiHIYHOIO BUIIPOOYBaHHS
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7. Ilepioa mpoBeCHHS KIIiHIYHOTO
BUIIPOOYBaHHS

8. Kpaiuu, e mpoBomiiocs KiiHidHe
BHIIPOOYBaHHS

9. KiIbKiCTh DOCTIIKYBaHHX

10. Meta Ta BTOpHHHI i/ KJIIHIYHOTO
BAIIPOOYBaHHS

11. JIn3aiis Ki1iHIYHOTO BHIIPOOYBaHHs

12. OcHOBHI KpHTEPii BKIIOYEHHS

13. locnipkyBaHU#H JIIKApCHKHii 3acib,
crioci0 3acTocyBaHHs, CHiIa Jil

14. ITpenapar nopiBHIHHSA, 1034,
croci0 3acTocyBaHHS, CHIIA il

15. CynytHs Teparis

16. Kputepii oninku egekTuBHOCTI

17. Kpurepii oninku 6e3nexu

18. CratucTuuni MeTonu

19. emorpacdiui MOKa3HAKH
MOCITIKYBaHO! MOMY AT (CTaTh, BIK,
paca, TOoIIO)

20. Pe3ynbraTn epeKTHBHOCTI

21. PesynbraTu 6e3nexu

22. BUCHOBOK (3aKJIFOUYEHHS)

3asgBHUK (BJIAaCHHUK
peecTpaliifHOro MoCBiTUeHHS)

Cropinka 2 3 2



Honarok 29

no Iopsanky npoBeneHHs ekclepTH3H
peecTpalifiHUX MaTepiajiB Ha JTKapchKi
3ac00H, MO MOJAIOTHCS Ha JePiKaBHY
peecTpalio (mepepeecTpaiio), a TaKoxK
€KCIIEPTH3U MaTeplaiiB PO BHECEHHS
3MiH 10 peecTpauiifHuX MaTepianis
IPOTATOM Aii peecTpaliiHoro
NOCBiTICHHS

(myHKT 4 po3ainy V)

3BIT

PO AOKJIHIYHI T0CTi/TZKeHHS

1. Ha3pa nikapcekoro 3acoby (3a
HasBHOCTI - HOMEp peecTpaLifiHoro
MOCBI/TYEHHS ):

Hioemin-I'ecnepuaun-dapanus, Ta0/IeTKH,
BKPHTI IL1iIBKOBOI0 000/10HK010, 10 1000 Mr

1) Tun nikapceKoro 3acoby, 3a AKHM
poBO/IMIIacst a00 ITAHYETHCS PeecTpailist

Jlixapcpkuit 3aci® 3 100pe BHBYEHHM MeIHYHHM
3aCTOCYBAaHHSAM

2) mpoBe/ieHi A0CITKEHHS

(] rax X mi sxmo Hi, 06rpyHTYBaTH
Obipynmysannsa: 1e nikapchkuit 3acid 3 mobpe
BUBYEHUM MEIWYHUM 3acTOCYBaHHSM (miroya(i)
peyoBHHa(H) Jikapcekoro 3aco0y 3 J00pe
BHBYCHHMH Y paMkax C€BponeHcbKoro comw3sy
Ta/abo YKpaiHH TepaneBTHYHHMH BIACTHBOCTIMH
npuHaiiMHI npotsaroM 10 pokiB Mana(u) BH3HaHY
e(EKTHBHICTh Ta NPUHHATHUH piBeHb Oe3leKH y
Oyab-gKuX miKapchkuxX opmax).

Binnoeizno po Bumor posainy I Tlopsaky
IIPOBE/IeHHS eKCIIePTH3H peecTparifHIx
MaTepialliB Ha JIKapchKi 3aco0u, 0 MOAa0ThCs Ha
JepIKaBHY peecTpaliio (epepeecTpariiio), a Takomx
eKCMIePTH3H MaTepialiB MpPO BHECEHHS 3MiH 0
peecTpaliiHUX ~ MarepiajiB  OpoTAroM il
peecTpaniifHoro mocBiq4eHHs (Haka3z MiHicTepcTBa
oxopoHH 370poB’ s Ykpainu Bixg 26.08.2005 Ne 426
[31 3mimamu, ymHHA pemakmis|) Ta crarti 10.a
HupextuBu 2001/83/€C mnpoBeneHHs BIAcCHUX
NOKJIIHIYHUX JOCHDKEHb JUIS TaKOro THIY
JKapChKOro 3aco0y He BUMAraeThesl.

2. @apMakonoris:

1) nepeunHa dapmakoMHaAMiKa

2) BTOpHHHA (hapMako uHaMiKa

3) papmaxosnoris 6e3nexu

4) papmakoguHaMivHi B3aEMOZIl

3. dapMaKkoKiHeTHKA:

1) aHaMITHYHI METOAMKH Ta 3BITH IIOJO 1X
BaJIigaii

2) BCMOKTYBaHHS

3) poznozin
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4) MmeTadboui3zm e
5) BUBEICHHS _
6) dpapmakoKiHETHYHI B3aeMOIil —
(MOKTiHI9Hi)
7) iHmi (papMakoKiHeTHUHI JOCIIPKEHHSA .
4. Toxcukomnoris:
1) TOKCHYHICTB y pa3i 0IHOPA30BOIO —
BBE/ICHHS
2) TOKCHYHICTb Y pa3i MOBTOPHUX BBE/ICHD —
3) reHOTOKCHYHICTh: —
in vitro
in vivo (BKIIOYar04u 10JaTKOBY OIHKY 3 ——
TOKCUKOKIHETHKH )
4) KaHIEPOreHHICTB: —
JIOBrOCTPOKOBI JOCIPKEHHS —
KOPOTKOCTPOKOBI JTOCITi IDKEHHS —
a00 JOCIiPKEHHS cepeHb01 TPHBAJIOCTI
OJATKOBI TOCITI IDKEHHS —

5) penpolyKTHBHA TOKCHYHICTE Ta —
TOKCHYHHH BIUIHB Ha PO3BHTOK
MOTOMCTBA:

BIUIMB Ha (epTHIIBHICTE 1 paHHii —
eMOpioOHAIbHHI PO3BHTOK

eMOpIOTOKCHYHICTH —
NpeHaTajIbHa i MOCTHATAIbHA TOKCHYHICTh —
MOCJIDKEHHS, [IPH SKUX Ipenapar —
YVBOJHTHCS IIOTOMCTBY (HECTATEBO3PLIHM
TBapHHAaM) Ta/ab0 OLIHIOETHC BianeHa
mist

6) MiclieBa IEPEHOCUMICTh —
7) 10JIATKOB1 JOCTI/KEHHSI TOKCHYHOCTI: —
AHTHT€HHICTH (YTBOPEHHS aHTHUTIN) —

IMyHOTOKCHYHICTB =
TOCTiDKEHHS MeXaHi3MiB JIii —
TiKapchKa 3a1€KHICTh =
TOKCHYHICTh MeTabOJIITIB -
TOKCHYHICTH JOMIIIOK -

iHIIIE —
5. BHCHOBKH 111010 JIOKJIIHIYHOTO S —
it St e
BHBYCHHA \OHP’\E\ “f}:\
4 O

&7

3asBHUK (BIIaCHUK
peecTpanifHoro
TIOCBITYEHHS )
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