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1. Hazsa nikapcskoro 3acody (3a HassBHOCTI — DOCPOKOK,
HOME]: PEECTPALiHHOIO MIOCBIAYEHHS): | FPAHYJM JJH OPAJIBHOI0 PO3YMHY 10 31

1) Tun nixapeekoro 3aco0y, 3a sKkuM popoxmiacs | eHepuuHnii JmKapcbKUit 3acid 3rigHo 3

abo IUTAHYETRCA peecTpallia nyHkToM 1 (mianysaktoM 1.3) posziny 111
[Mopsanky Hakazy MO3 Ykpaiuu Big 23
mamHg 2015 poky Ne 460.
2) npoBeneH JOCTIHKEHHS 0 Tak | v | HI SKINO Hi,
OBTpYHTYBATH

ObrpysryBanus: Bignosimao go sumor posminy III Ilopaaky npoBeneHHS eKCIEpTH3H
peecTpaniffHIX MaTepiaNmiB Ha MIKapchki 3acodm, MIO IIOJANOTRCA Ha IEpIKaBHY peecTpariio
(mepepeecTpallito), a TaKOK EKCIEPTH3H MaTepialiB Npo BHECEHHHA 3MIH A0 peecTpauiftHux
MaTepiajiB IpoTAroM il peecTpauilfHOro nmocrigueHHs (Hakaz MiHiCTepcTBa OXOPOHH 3/I0POB’S
VYxpainu Big 26.08.2005 Ne 426 [3i 3minamu, yunHHa pepakuis]) ta crarri 10.1 JupexruBd
2001/83/€C snacHi JOKAIHIYHL AOCTIIpKeHHA He HATAIQOTEC.

2. dapmMaxonoris: -

1) nepeunna gapmMaxosuHamiKa -

2) BTOpHHHA (hapMaKoJHHAMIKA -

3) papmakonoris Ge3rexn -

4) papMakoauHaMiUHi B3aeMOMIT -

3. ®apmaxokineTHKa:

1) aHaNiTHYHI METOAMKH Ta 3BITH L0I0 1X -
Bainait

2) BCMOKTYBaHHs ' -

3) po3noain -

4) meTabonizm -

5) BHBELEHHSA -

6) hapMakoKiHeTHYHI B3aeMoil (IOKMiHIuH]) -

7) inmi hapMaKoKiHETHYHI JOCTIKEHHS -

4, TOKCHKOIIOTIS;

1) ToxcuuHicTE ¥ pa3i 0JHOPa3OBOIO BBEJCHHS -

2) TOKCHYHICTE y pasi IIOBTOPHUX BBEIEHB -

3) FEeHOTOKCHYHICTB: -




a5

in vitro
4
g

in vivo (BKJIIOYAIOYH JIOJAATKOBY OLIIHKY -
3 TOKCHKOKIHETHKH )

4) KaHLIEPOTEHHICTh: B
JIOBIOCTPOKORBI JIOCII/IKEHHS -

KOPOTKOCTPOKOBI JIOCIIUKEHHS a00 JIOCITIJUKEHHS -
CepeIHbOT TPHBAIOCTI

JI0JIaTKOBI JIOCIIIKEHHS -

5) penpolyKTUBHA TOKCHYHICTh Ta TOKCHYHHI -
BIUIMB Ha PO3BUTOK MOTOMCTRBA:

BILUTUB Ha (PepTHIBHICTH | paHHii emMOpioHanbHUH -
PO3BHTOK

eMOpIOTOKCHYHICTh -
npeHaTajibHa 1 MOCTHATAIbHA TOKCUYHICTh -

JIOCTIJDKEHHSI, TIPH SAKUX Mperapar yBOIUThCs -
IIOTOMCTBY (HECTaTeBO3PUIUM TBapHHAM) Ta/abo
OLIHIOETLCS BiIIaIeHA JTist

6) MiciieBa NEPEeHOCHMICTh -

7) MOJATKOBI JOC/I/UKEHHS TOKCHYHOCTI: -
AQHTHUTECHHICTD (YTBOPEHHS aHTHUTILN) -
IMYHOTOKCHYHICTD -
JIOCITIJDKEHHS MeXaHi3MIB Jiil -
JKapchKa 3a1e)KHICTh -
TOKCHYHICTh METadOIIITIB -
TOKCHYHICTH JOMIIIIOK -
1H1IEe -

5. BUCHOBKH 111010 ,IlOKﬂiHi‘{HOFO BHUBYCHHA #

IIpencraBuuk
JasBHUKA (BJIACHHKA
peecTpauiiftHoro
MTOCBI/TUEHHS )
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3BiT Mpo KJiHiYHe BUNIPOOYBAHHS

1. Hassa nmikapcpkoro 3acody
(3a HAsIBHOCT]I — HOMEp peecTpaliifHoro
MOCBiTUEHHS )

D®OCPOKOK,
CPAHYJIH IS OPAJIBHOr0 po3yuny no 3 r

2. 3agBHHK

Mictpan Kenitan Menemxment Jlimiten, Anrmis

3. BupoOHux

Bupo6HuITBO roTOBOI JiKapebKoi Gopmu,
ITepBHHHZ Ta BTOPHHHA YIIaKOBKa, KOHTPOJIb cepii,
BHITYCK cepil:

JlaGiana ®apmacsiorikaiic, C.JLY., lenanis

4. TTpoBeeHi OCIiIKEHHS:

i

lTaK i\/ Hi

SIKIIO Hi, 0OIpYHTYBaTH

1) Tun nikapcnbkoro 3acody, 3a SKUM
npoBoamiIacs abo IIaHYETHCA PEECTPALList

I'enepuunmit nikapcekuit 3acid 3rigHo 3 yHKTOM 1
(manyuxtoM 1.3) posniny III Tlopsiaxy Hakasy
MO3 Vkpaiuu Bix 23 jaras 2015 poky Ne 460.

5. IloBHa Ha3Ba KIiHIYHOTO
BHNIPOOYBaHH:, KOJOBaHHH HOMED
KJIiHiYHOTO BUIIPOOYBaHHA

JlocniIKeHHS He TPOBOJTUIIOCH

6. daza KIHIYHOTO BUIPOOYBaHHA

HocnimxeHHs He TPOBOAUIOCS

7. Tlepiox mpoBeacHHS KIiHIYHOTO
BHIIPOOYBaHHA

HocnrimKeHHS HE IPOBOAMIIOCH

8. Kpaiuu, e npoBoausocs KiiHiuHe
BUIIPOOYBaHHA

JocniKeHHS HE IPOBOJHIIOCH

9. KinbKICTE ZOCITIIKYBAHIX

Joc:1ipKkeH s He TPOBOIIIOCH

10. Mera Ta BTOpHHHI 1iJi KIIHIYHOTO
BHIIPOOYBaHHs

JoCHiIKEHHS He TIPOBOTHIIOC

11, JTuza#H KIMiHIYHOTO BUIPOOYBaHHA

JlocmimKkeHHs He MPOROIMIIOCH

12. OcHOBHI KpuTepii BKIIOUSHHS

JocimpkeHHs: He TIPOBOIHIOCS

13. Jocnijpxysanuii nikapcbkuii 3acib,
crmocid 3acToCyBaHHs, CHIa Aif

ILOCJ’Ii,IL)KeHHH HE NPOBOIHNOCH

14. Ilpenapar nopiBHAHHS, 1032, CIOCIO
3aCTOCYBAHHA, CHIA Tii

JocnimxeHns He IPOBOAUIIOCS

15. CynyTHd Tepamnis

| JlocnimkeHHs HE IPOBOJMIIOCH

16. Kpurepii onisku edexTHBHOCTI

HocnimKeHHs He TPOBOIUIIOCS

17. Kputepii otinkn Geznexu

i HOCJ]i,I[)KCHHﬂ HE IIPOBOANIIOCS

18. CraTtucTHuni MeTOMH

HocnijpkeHH He IPOBOIMIIOCS

19.- lemorpadiuHi NOKa3HHKH
OOCiIKYBaHOT ONyNALii (CTaTh, BiK,
paca, TOIIo)

JociKeHHS He IPOBOIMIOCS




20. Pe3ynbratu epeKTHBHOCTI
21. Pesynbratn 6e3neku

22. BHCHOBOK (3aK/IIOUEHHS)

[IpencraBHUK
3asBHHKA
(BJTacHHUKA
peecTpatiiitnoro
MOCBITYCHHSA)

JlocmisKeHHS He MPOBOIHIIOCS
Jlocnipkenns He TPOBOIHIOCH

Bignosigno jo Bumor Hakazy Misnictepersa
0X0poHH 310poB’s Ykpaiuu Bia 26.08.2005 No 426
[31 3MiHamu, 4YMHHA  peJakuis]| npenapar
OOCHOKOK, rpanymm s opajbHOro PO3YHHY
Mo 3 I MOJAETLCS HA PEECTpalliio K TeHepUUHHl
mikapebkuit  3acid, TOMY  BIacHi  KIHiYHI




