Homnatok 29

1o Ilopsaaxy npoBeaeHHs eKCrepTH3H
peecTpaliifHixX MaTepiatig Ha JiKkapebki
3aco0H, 110 MOJAIOTECSA HA JEP)KaBHY
peecTpaliio (epepeecTpairo), a TakoX
eKCNePTH3H MaTepialliB PO BHECEHHS
3MiH 10 peecTpauiiHuX MaTepialis

MPOTATOM /i peecTpaLiifHoOro
MOCBiI4eHHS
(mynkT 4 po3niny IV)

3BIT

Ipo JOKJIHIYHI JOC/Ti/KeHHS

1. Ha3sga nikapcpkoro 3acody (3a
HasBHOCTI - HOMEp peecTpaniiHoro
OCBiTUCHHS):

Kasnpuiro rmokonar-/lapauig (Crabinizosanuit),

PO34MH JUIs iH eKitii, 100 mr/mi

1) THII niKapcbKoro 3acoly, 3a AKUM
npoBoaMIacs abo IIAHYEThCS peecTpallis

Jlixapcpkuif 3aci6 3 100pe BUBYEHHM MEAUYHHM

3aCTOCYBaHHSIM

2) mpoBeeH1 JOCTI IKEHHS [lrak [Xui  skmo Hi, 06rpyHTYBaTH
Ob6pyumysanna: 1le nikapcekmii 3aci6 3  mobpe
BUBYCHHM  MEIMYHHM  3aCTOCYBaHHAM  (miroua(i)

pedoBHHA(H) TIKapchKoro 3acoby 3 1o6pe BUBYEHUMH Y
pamkax €Bpomneiicekoro corw3y Ta/abo Ykpainu
TepaneBTHYHUMH BIACTUBOCTSMH ITPHHANRMHI IIPOTIrOM
10 poxis mMana(m) BH3HaHy eQEKTHBHICTH Ta
NpUHHATHUH piBeHb Oe3nekn y Oyab-IKuX JHKapChbKHX
(opmax). Bignosiano mo Bumor posminy III IMopsaxy
NPOBEICHHS eKCIIEPTH3U PeecTpalifHuX Marepiaiis Ha
JiKapchKi 3aco0HM, L0 MOJAIOTHCA HA  JEPKaBHY
peecTpallito (TepepeecTpaniioo), a TaKokK EKCIEPTH3H
MaTepianiB Ipo BHECEHHS 3MiH [0 peecTpaliiHux
MaTepialiB MPOTATOM il peecTpanifiHoro nocpigueHHs
(naka3 MiHicTepcTBa OXOPOHH 310pOB’s YKpaiHH Bij
26.08.2005 Ne 426 [3i 3miHaMu, YHHHA pegakiis]) Ta
crarti 10.a JlupextuBun 2001/83/€C nposeneHHs
BIIACHUX JIOKJIIHIYHHX IOCIi/KEHb IS TaKOro THITY
JIKapChKOTo 3ac00y HE BUMAraeThCsl.

2. ®apmakoJoris:

1) nepBunHa (hapMakoHHAMIKa

2) BTOpHHHA apMakouHaMiKa

3) papmaxosioris Geznexu

4) papmakonuHaMiYHi B3a€MOIiT

3. dapMaKOKiHETHKa:

1) aHaMITHYHI METOMKH Ta 3BITH IO/ iX]
BaJtiganil

2) BCMOKTYBaHHs

3) po3noain
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4) meTabomi3m

5) BUBEJICHHS

6) hapmakokiHeTHUHI B3aeMOiT
(toxJTiHIYHI)

7) iH1I1 (papMaKOKIHETHYHI TOCIIiIKEHHS

4. Toxcukomorig:

1) TOKCHYHICTE y pa3i 0AHOPA30BOrO
BBECHHS

2) TOKCHYHICTD y pasi MOBTOPHHX
BBE/ICHB

3) TEeHOTOKCHYHICTE:
in vitro

in vivo (BKIIIOYAIOYH JI0JIaTKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTeHHICTh:

TOBrOCTPOKOBI JIOCIJDKEHHS

KOPOTKOCTPOKOBI JOCIIDKEHHS
a00 JTOCITiKEHHS cepeHbOT TPHBAIOCTI

T01aTKOBI ,IIOCJ'IiII}KeHHH

5) penpoIyKTHBHA TOKCHYHICTB Ta
TOKCHYHHH BIUIMB Ha PO3BHTOK
[I0TOMCTBA:

BIUIUB Ha epTUIIBHICTE i paHHi#H
eMOpiOHATBHIH PO3BHTOK

eMOpPIOTOKCHYHICTE

NpeHaTaibHa i mocTHaTATbHA
TOKCHYHICTh

TOCITIJDKeHHS, IPH SIKMX Tpernapar
YBOJMTBCS IOTOMCTBY (HECTaTEBO3PLITHM
TBapHHaM) Ta/abo OIIHIOETHCA BifTaicHa
st

6) MiclleBa IIepeHOCHMiCTh

7) noAaTKOBI JOCTiKEHHS TOKCHIHOCTI:

QHTUTCHHICTH (YTBOPEHHS aHTHTLI)

IMyHOTOKCHYHICTB

TOCITIDKEHHS MEXAHI3MIB i1

TiKapchKa 3a1eXHICTh

TOKCHYHICTH META00JIITIB

TOKCHYHICTE JOMIIIIOK

1HIIIE
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5. BHCHOBKH 111010 TOKTIHIYHOTO
BUBYCHHS

3asgBHUK (BJIACHHUK
peecTpanifHoro MoCBi[4eHHS)
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Jlonatok 30

1o Iopsaaxky npoBeseHHs eKCepTH3U
peecTpauiiiHuX MaTepiaiB Ha JiKapchKi
3aco0H, 1110 MOAAIOTHCS Ha JePIKABHY
peecTpauio (nepepeecTpatiio), a TaKoK
€KCIEPTH3HU MaTepiaiB PO BHECEHHs
3MiH JI0 peecTpauiifHuX MaTepianis
NpOTAroM ail peecTpauiiiHoro
MOCBiAYEHHS

(myHkT 4 pozainy 1V)

3BIT

Ipo KJIiHiYHe BHIIPOOYBaHHSA

1. Hasga nikapcbkoro 3aco0y (3a
HasBHOCTI - HOMEpP peecTpaliifHoro
MOCB1TUEHHS)

Kanpuiro rimokonar-Jlapaunsg (Crabinizoranuii), po3unH Juist

i’ exii, 100 mr/mu

2. 3agBHHK

[[pAT «@apmanestuuna pipma «lapaung», Ykpaina

3. BupoOHuk

[IpAT «®apmanestuuna dipma «lapaunsy», YKpaina

4. ITpoBeaeHi JOCITiKEHHS:

[Jtak [ Hi SIKIIO Hi, OOIPYHTYBATH

Oo6rpynryBanns: lle mikapchkuii 3aci® 3 g00pe BHUBUEHHM
MEIUIHHM 3aCTOCYBaHHAM (miroga(i) pedoBHHA(H)
JiKapchKoro 3aco0y 3 Jgo0pe BHBYUEHHMH Yy  paMKax
€Bporelicekoro corw3y Tta/abo VYkpaiHH TepaneBTHYHHMH
BJIACTHBOCTSAMH INpHHaiMHI mnpotsarom 10 pokiB mama(u)
BH3HaHY e(eKTHBHICTh Ta NPUHHATHHH piBeHbL Oe3meKH y
Oynp-aKuX JiKapchKuX ¢opMax). BigmosimHo g0 BHMOT
posainy III [lopsaky npoBeaeHHs eKCepTH3H peecTpaliiHuX
MarepialiB Ha JiKapchbki 3aco0u, IO IMOAAKThCS Ha JIePIKaBHY

peecTpalilo  (mepepeecTpaliiio), a TaKoXK eKCIIepTH3H
MartepiauiB Ipo BHECEHHS 3MiH J0 peecTpaliiiHuX MaTtepiaiis
MpOTATOM  Mdil  peecTpaiifHOro  mocBijueHHs  (Haka3

MiHicTepcTBa OXOpPOHH 3M0poB’a Ykpaiuu Bixm 26.08.2005
Ne 426 [31 3miHamMu, uwHHa pepakuis]) ta crarri 10.a
Hupextueu 2001/83/€C npoBeAeHHs BIACHHX KJIIHIYHUX
JIOCHTIUKEHb JUIA TaKoro THIY JIKapchKoro 3aco0y He
BHMAaracTbesl.

1) Tan JiKapchKoro 3aco0y, 3a SKHM
mpoBoAuIacs abo MIaHy€eThCS
[peecTparis

Ulikapcpkuii 3aci0 3 100pe BUBUCHUM MEIHYHHUM

34CTOCYBaHHAM

5. [ToBHa Ha3Ba KJIIIHIYHOTO
BUIIPOOYBAHHSI, KOJOBAaHHUI HOMEP
KJIIHIYHOTO BUIIPOOYBaHHS

6. @aza KIiHIYHOro BUIPOOYBaHHs
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7. Ilepios mpoBeeHHS KITiHIYHOIO
BUIPOOYBaHHS

8. Kpainu, ne npoBoguiocs
KJIIHIYHE BUIPOOYBaHHs

9. KiapKicTh JOC/Ii Ky BaHHX

10. Mera Ta BTOpHHHI 11iJ1i
KJTiHIYHOTO BUIPOOYBaHHS

11. JIu3aiin KIiHIYHOTO
BAITPOOYBaHHS

12. OcHoBHI KpuTepii BKIFOYEHHS

13. locnmimKyBanuii JTiKapchKHii
3aci0, crocid 3acTocyBaHHd, CHIIA
hist}

14. Tlpenapat nopiBHSHHS, 1034,
crnoci® 3acTocyBaHHSA, CHIIA il

15. CynyTHs Teparis

16. Kpurepii omiHk#u eeKTHBHOCTI

17. Kpurepii oniHku Ge3neku

18. CratucTHuHi MeTOIH

19. IlemorpadivHi mOKa3HHKH
TOCIIKYBaHOT MOy JIALii (CTaTh,
BiK, paca, TOIIO)

20. Pesynbrat OniHKH
e(heKTHBHOCTI

21. Pezynbratu ominku Oe3nexu

22. BUCHOBOK (3aKIJTIOUEHHSH)

3adBHHK (BIIACHHK
peecTpaniifHOTO MOCBITYeHHS)
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