Jlonatox 29

no [lopsaxky npopeneHHs eKCIIEpTH3H
peecTpanifHuX MaTepialiB Ha JiKapchbki
3aco0u, 1110 IOIAIOTHCS HA IEPIKABHY
peecTpaniio (IepepeecTpaiio), a TAKOX
EKCIIEPTH3H MaTepiajliB PO BHECEHHHA
3MIH JI0 peecTpauifHuX MaTepiais
HPOTArOM Jii peecTpaliifHoro

NOCBITUEHHS
(mynxr 4 pozainy IV)
3BIT
Npo JOKJIHIYHI J0CTIKEeHH S
1. Haszga nikapcpkoro 3aco0y (3a Jlinokaimu,
HasABHOCTI - HOMEp peecTpariiHoro po3unH s in'exkniii 20 mr/ma mo 2 ma B
IIOCBIIYCHHS ) ammyJax Ne 10
1) Tun nikapesKoro 3aco0y, 3a AKHUM I'enepuunnii JikapcbKuii 3aci6
npoBoanIacs abo IIaHYEThCS PeecTpallis
2) npoBezeni JociKkeHHs TaK Hi v SKIIO Hi, 00TPYHTYBaTH
TaK HI V

JIOKIIHIYHI 10CIIDKEHHS HE TPOBOIMIIACE.

Jlikapenkuii 3aci6 Jlinokain, posuns a4 in'exuiit, 20 Mr/moL, 1o 2 MI1, B ammynax Ne 10 € Bogaum
PO3UHHOM [UIs [TADCHTEPATbHOrO 3aCTOCYBAHHS, SKHH Mae TOH caMmmii peskuM J103yBaHHS,
MICTHTE Ti % caMi {104y Ta JA0IOMIKHI PEUOBHHE B OJHAKOBIi MOJISIPHIM KOHIEHTpALIl, 110 i
pedepenThuii Tikapebkuii 3aci6 Kewnnokain, posumns s in ekl 20 mMr/mo («Aspen Pharma
Trading Limited», Ipn.).

Jlinoxain, posunn nus in'exmii, 20 Mr/Mi € GapMaleBTHYHO eKBIBAIEHTHUM IO TKapChKOro
3aco0y Kentokain, po3unn s in’exiiit 20 mr/mn («Aspen Pharma Trading Limited», Ipm.).
Tomy  Bimmosimno 1o  Bumor  Hacramosu  «Jlikapeski — 3acoGu.  J{ocmimkeHHs
OioekiBanenTHoctiy. CT-H MO3Y 42-7.2:2018» ta Hakasy MO3 Vkpaiau Ne 426 (i3 3MiHaMH)
«Ilpo  sarBeprkenns Ilopsaky mpoBeIeHHS eKCIEpPTH3H peecTpalifHuX MaTepianiB Ha
JKapebKi 3aco0H, IO MOJAAIOTBCS Ha JepiKaBHY peecTpaniio (mepepeecTpaiirn)y HeMae
HEOOXIZAHOCTI Y TIPOBEJICHH] BIACHHUX JOKTIHIYHEX ((apMAKOIOTIUHUX Ta TOKCHKOTOTIIHUX
JOCITJI7KEeHb.

2. ®apmaxostoris: =

1) nepsunna GpapmakoguHamika =

2) BTopHHHAa (hapMakorHamMiKa -

3) dapmakomorist Oe3nexn =

4) papmaxkoauHaMiuHi B3aeMoil -

3. ®apmakoKiHEeTHKA:

1) aHasIi THYHI METOJIMKHM Ta 3BITH MIOI0 IX =
BaJIiarii

2) BCMOKTYBaHHS =

3) po3noain =

4) metabomizm -

5) BUBC/IEHHSI =




6) GpapMakoKiHeTHYHI B3aeMOIIT
(moxTiHIYHI)

7) iH1 (papMaKOKIHeTHYHI JTOCH[KEHHSI

4, ToKCHKOJIOTIA:

1) TOKCHYHICTE Y pa3i 0HOPA30BOTO
BBEJIEHHS

2) TOKCHYHICTh Y pa3i NOBTOPHUX
BBCJICHbL

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOYH JOIATKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTCHHICTE:

JOBrOCTPOKOBI JOCIIJKEHHS

KOPOTKOCTPOKOBI JIOCIIPKEHHS
abo JIOCIIJDKEHHS Cepe/IHbOT TPUBAIOCTI

JIOJIATKOBI JIOCITIKEHHS

5) penpo/lyKTHBHA TOKCHYHICTB Ta
TOKCHYHHI BIIJIAB Ha PO3BUTOK
MIOTOMCTBA:

BIUIMB Ha (DEePTHIIBHICTD 1 paHHiN
eMOpIOHAJILHUH PO3BUTOK

eMOpIOTOKCHYHICTE

npeHaTtaibHa i MoCTHATATLHA
TOKCHYHICTD

JOCIIDKEHHS, IPH KX IIpenapar
YBOJMTHCS II0TOMCTBY (HECTATEBO3PIITHM
TBapuiaM) Ta/ado OLIHIOEThCS Bi1aIeHa
JUist

6) MiclieBa MIEPEHOCHMICTB

7) 10JATKOBI JIOCIDKEHHS TOKCHYHOCTI:

AHTUTEHHICTh (YTBOPEHHS aHTHUTLN)

IMYHOTOKCHYHICTB

JIOCIHIJKEHHS MeXaHi3MiB il

JNIKApChKa 3aJ1eKHICTh

TOKCHYHICTH METa0OIITIB

TOKCHYHICTH ILOMiHIOK

1HIIEe

5. BucHoBKH 111010 JOKJIIHIYHOTO
BHUBYCHIHS

3asBHUK
(BIaCHHK peecTpaliifHoOro MoCBiI4EHH)




Honarox 30

no [lopsiky npoBe/ieHHs €KCIIEPTH3H
peecTparifiHiX MarepiaiiB Ha JKapChKi
3aco0H, 110 MOJAIOTECS Ha JIePIKABHY
peecTpalliro (IlepepeecTpario), a TakKox
€KCIIEPTH3U MaTepialliB [1pO BHECEHHS
3MIH JI0 peecTpalifHuX MaTepiain
IPOTATOM JIil peecTpariitHoro

[IOCBITUEHHS
(myHkT 4 pozainy IV)
3BIT
Npo KJiHiYHEe BUNIPOOYBaHHS

1. Hassa nikapcekoro 3aco0y (3a Jlinokain,
HasgBHOCTI - HOMEp peeCTpariiHoro pPo34HH s iH'exnii 20 Mr/mia o 2 ma B
IIOCBI/TYEHHS) ammyaax Ne 10
2. 3asiBHUK TOB «DPAPMACEJI», Ykpaina
3. Bupobuuku TOB «DPAPMACEJl», Ykpaina
4. I1poBeneHi NOCTIKEHHS: Tak  Hi v SKIIO Hi, 0OIPyHTYBATH

Koiniuni BUIpoOyBaHHSs HE IPOBOIHIIHCA.

Jlikapcekuit 3aci6 Jlijjokain, po3uns s in'ekiiif, 20 Mr/MiL, mo 2 M1, B ammynax Ne 10 € BOJJHUM
PO3YHHOM JUIsl [APEHTEPAILHOTO 3aCTOCYBAHHA, SKHH Mae TOH caMHH peXHM J03yBaHHS,
MICTHTb Ti 3K cami JII09y Ta JOTNOMIDKHI PEYOBHHH B OJHAKOBIH MONAPHiH KOHIEHTpaIlii, mo i
pedepentanit nikapepkuit 3acié Kenmokain, po3dnd s in’exmiit 20 mr/ma («Aspen Pharma
Trading Limited», Ipi.).

Jlimokain, posunn mns id'exuiit, 20 mMr/mn, mo 2 mu, B ammyiax Ne 10 e (hapmaneBTHYHO
CKBIBAJICHTHUM JI0 JiKapehkoro 3acoby Kennokain, posunn s in’exuiit 20 mr/mi («Aspen
Pharma Trading Limited», Ipi.).

Towmy Binmosinno 1o umor Hakasy MO3 Vipainu Ne 426 (y penakuii Big 10.11.2020 p.) Hemae
HEOOXIZIHOCTI Y MPOBEJEHH] JOCTIHKEHHS 010€KBIBATICHTHOCTI Ta IHIIHX BIACHHUX KJIHIUHHX
JIOCITIKEHE.

1) Tun nikapebkoro 3aco0y, 3a SKUM ['enepuunuii nikapcekuii 3acid
IpoBo/IMIIacs abo MIAaHYETBCS peecTpailis

5. IloBna Ha3Ba KIIHIYHOTO -
BHIIPOOYBaHHS, KOJZOBaAaHUH HOMep
KJIIHIYHOTO BHIIPOOYBaHHS

6. ®asa KIiHIYHOrO BUIIPOOYBaHHS -

7. Ilepiost npoBelleHHS KIITHIYHOTO 3 1o
BUIIPOOYBAHHS

8. Kpainu, ne npoBojmiiocs KiiHigHe =
BUIIPOOYBAHHS

9. KinbKicTs Z0CTIHKYBAHUX 3arUiaHoBaHa:
GaxkTHYHA:

10. MetTa ta BTOpUHHI LI KIIHIYHOTO -
BHIIPOOYBaHHsI

11. Jluzaiin kiiHI9HOTO BUIPOOYBAHHS =

12. OcHoBHI KpuTepil BKIIIOUEHHS -

13. JloemipKyBanuii TikapcehKuii 3acio, -
crocid 3acrocyBaHHs, cHila il




14. IIpenapar nopiBHsHHS, 1034, crIocio
3aCTOCYBaHHsA, CHJIA il

15. CynytHs Teparis

16. Kputepii olliHKH eeKTHBHOCTI

17. Kpurepii oninku Ge3nexu

18. CrarucTHydl METO/H

19. Jlemorpadiuni nokasHUKA
JIOCIIJIKYBAHOT nonyJsiii (ctartk, BiK,
paca, Tol1o)

20. PesynbraT e(peKTHBHOCTI

21. PesyapraTn Oe3nexu

22. BHCHOBOK (3aKJIFOUEHHS)

3asiBHUK
(BIIACHUK peecTpaliiifHoro MOCBIYEeHHS)




