Honatok 29 \
1o Ilopsaky npoBeleHHs eKCIEPTH3H
peecTpaniifHUX MaTepianiB Ha JIIKapChKi

3aco0H, 10 MOJAITHCA HA IEPHKABHY
peecTpario (IepepeecTpartito), a TaKoK
eKCIIePTU3U MaTepialiB PO BHECCHHS

3MIH JI0 peecTpalifHUX MaTepiaiB

HOPOTATOM il peECTpaIiitHOro

[IOCBITYEHHS
(myHKT 4 po3aity 1V)
3BIT
PO AOKJIHIYHI JOCHiIKEeHHS
1. Ha3ga nikapcekoro 3aco0y (3a TEBTOHA, po3uun a3 i’ exuii, 500 mr/4 mi abo
HasBHOCTI - HOMEP pPeecTpaliifHOro 1000 mr/4 mn
MOCB1IYEHH): \

1) Tun nikapceKkoro 3aco0y, 3a skuM  [['eHepuyHMI TikapchKuii 3aci0
poBO HIIACS a00 IUIAHYETHCS

peecTpanis

2) IpOBEAEH1 TOCITIIKEHHSA TaK Hi AKIIO Hi, OOIPYHTYBAaTH

3rigao Hakasy Ne 460 MO3 Vkpaiuu Bix 23.07.2015 mia reHepukiB He HAJAIOTHCSA Pe3yIbTaTH
BIIACHHX TOKCHKOJOTIYHHX Ta (hapMakojoriyHuX BHIPOOyBaHb. TOKCHKOIOTIUHI Ta
(apmakosoridai BUIpoOyBaHHs ONKCaH1 ¥ 4 MOJYJI peecTpaliifHoro DOCkE 3 BUKOPHCTAHHAM|
HAyKOBHX JIITEPATYPHHUX JDKEPEL.

2. dapMaKosIoris:
1) nepBuHHa hapmakoTHHaAMIKa 3riHO NITEPaTYPHUX JDKEpe
2) BTOpUHHA (hapMaKOIUHAMIKA 3riJiHO MTEpaTypHUX JDKepell
\
3) papmaxkororis Oesrexn 3r11HO JTiTEpaTYPHUX JKEpen
4) hapmakoMHAMIUHI B3aEMOII| 3r1HO JITEpATyPHHUX JIKEpel

3. ®apMaKOKIHETHKA:

1) anayIiTHYHI METOAMKY Ta 3BIiTH OO [3TiAHO JITEPaTYPHHUX IKEPET
iX BaIimarii

2) BCMOKTYBaHHSI 3riJIHO JITEPATyPHUX JKepel




3) po3momin

3riIHO JITEpaTyPHHUX KEpe

4) meTaboJtizm

3r1IHO JIITepaTypHHUX Kepe

5) BUBeIEHHS

3T1IHO JITEPATyPHHX JKepe

6) dhbapMakOKIHETHYHI B3aEMOJIi{
(oxmiHIYUHI)

3riIHO JITEPATYPHUX DKEPET

7) iHWIi hapMaKOKiHETHIHI
TOCIIi IKEeHHS

3rigHO TiTepaTypHUX JKepel

4. Toxcukomoris:

1) TOKCHYHICTB y pa3i 0IHOPa30BOTO
BBE/ICHHA

3rifHO JTEpPaTypHUX IKEPET

2) TOKCHYHICTb y pa3i MOBTOPHUX
BBEIICHD

3TiIHO JITEPaTYPHUX DKEPET

3) reHOTOKCHYHICTE!
in vitro

3rifHO NiTEpaTypHHUX JXKepel

in vivo (BKIIIOUAIOYH JOJATKOBY OILIIHKY
3 TOKCHKOKIHETHKH)

3rigHO JTiTEpPaTypPHHX JIKEpe

4) KaHLIEpOTEHHICTB:

3rifHO JIITEPaTyPHHUX HKEPEI

ITOBIOCTPOKOBI JOCTIIIKEHHS

KOPOTKOCTPOKOBI JIOCIIIJDKEHHS
a00 JIOCHIPKEHHS cepeHbO1
TPHUBAIIOCTI

3rigHO JiTepaTypHHUX JKEpel

TOIATKOBI TOCIIHKCHHSA

3riIHO JITepaTypHHUX IKeper

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHYHHUH BIUIMB HAa PO3BHUTOK
IOTOMCTBA:

3rifHO JITepaTypHUX IKEeper

BILIMB Ha DEPTUIBHICTD 1 paHHIH
eMOpiOHATEHHE PO3BHTOK

3riIHO JITEpaTypPHUX IKEPE

eMOpPIOTOKCHYHICTh

3riZHO JIITEpPaTypPHUX JIKEpeIl

MpeHaTajabHa 1 MOCTHATAIbHA
TOKCHYHICTE

3TriHO TITEPaTypPHUX IKEPET




TTOCII1JDKEHHS, IPH SIKUX TIperapar
YBOJIUTHCS IOTOMCTBY
(HecTaTeBO3PUIMM TBapHHAM) Ta/abo
OIIIHIOETLCH BiTAJIEHA [is

3riHO NiTepaTypHUX JKeper

6) MicLieBa IEPEHOCUMICTD

3rigHO JTiTepaTypHUX JKepel

7) IOAATKOBI JOCIIIKEHHS
TOKCHYHOCTI:

3riJIHO JIITEPATYPHUX JDKEpe

AQHTHUTEHHICTh (yTBOPEHHS aHTHTLI)

3riIHO JIiTepaTypPHHUX JIKEPE

IMYHOTOKCHYHICTB

3TriIHO NITepaTypHUX JIKEpen

TIOCHI/DKEHHS MEXaHI3MIB a1l

3riIHO JiTepaTypHHUX IKEpen

IIKapChKa 3aJIe/KHICT

3rigHO JTiTepaTypHHX KEPEN

TOKCHYHICTE METabOoJIiTIB

3riJIHO JIITEPATYPHUX JDKEpe

TOKCHYHICTE JOMIIIIOK

3riHO JITEpaTypHUX JIKEPET

1HIIIE

3riZHO NITEpPaTypPHUX JDKEPEN

5. BHCHOBKH 11010 TOK/IIHIYHOTO
BHBYCHHS

3riHO JIiTepaTypHUX IKEpel
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Honarox 30

1o IMopsnky npoBeieHHs eKCIIEPTH3H
peecTpalifHuX MaTepiaiis Ha JTiKapchbKi
3aco0H, O MOJAIOTHCA Ha JEPXKABHY
peecTpaliro (nepepeecTpariio), a TAKOXK
eKCIIEPTU3M MaTepiaiB Mpo BHECEHHS
3MIH JI0 peecTpalifHuX MaTepiaip
IPOTArOM Jii peecTpaniifuoro
MOCBiYEHHS

(myHKT 4 po3nimy IV)

3BIT
Npo KJiHiYHe BUNPOOYyBaHHs

1. Hasga sikapcekoro 3aco0y (3a [TEBTOHA, posuun s in’ekniit, S00 mr/4 M abo
HAABHOCTI - HOMED 1000 mr/4 mn

€ECTPaLiHHOTO TIOCBiAYEHH)
2. 3assBHUK TOB «®OPC-ODAPMA TUCTPUBIOIIH», Ykpaina
3. BupoOHuk K.T. Pomgpapm Komnani C.P.JI., Pymynis
4. IIpoBeneni qOCTiKeHHS TaKk Hi  AKIO Hi, 0OIpyHTYBaTH

3rigso nakasy Ne 460 MO3 Yxpainu Bix 23.07.2015 s reHepuKiB He HaoAIOTHCS Pe3yILTATH
BIIACHUX KJIHIYHKMX focimimkensb. Kiniuni gocmimkenns mono epekTHBHOCTI Ta Ge3medHOCTi
3aCTOCYBaHHs JIKapChKHX 3aco0iB 3 AiF0Y0I0 pedoBHHOIO citicolinum (mutukominy) y moneit
ONHCaHi y 5 MOy PEECTPaNliffHOTO TOCkE 3 BAKOPUCTAHHSIM HayKOBHX JIITEPATyPHHX JDKEpeIL.

3rizHo 3 nmonoxeHHaMH KepiBHunrea €BponeichbKOro MeIUYHOIO AreHTCTBA 3 AOCITIIKECHHS
bioexsiBanenTHOCTI (CPMP/QWP/EWP/1401/98 Rev. 1) mocnimkenns 6ioekBiBaieHTHOCTI, SIK
NpaBujIo0, HE MNOTPiOHI, SKIO BHIPOOOBYBaHHH IiKapCchKHi 3aci6 BBOJMTHCA SK BOIHHIMA
BHYTPILIHLOBEHHUH DPO3YMH, IO MICTHTh TaKy > aKTHBHY DPEYOBHHY, IO i pedepeHTHHIA
iKapchKHit 3acib.

1) Tan sikapcekoro 3acody, 3a ["enepuyHMii TikapchbKuii 3aci6

SKMM IpoBoauaacs abo
[UIaHYETBCS PeECTpallis

5. [loBHa Ha3Ba KIIIHIYHOrO
BHIPOOYBaHHS, KOJOBaHUA HOMEp -
KITIHIYHOTO BHIIPOOYBaHHS

6. ®a3a KIiHIYHOTrO
BUIPOOYyBaHHA

7. Ilepiox NpOBEACHHS KIiHIYHOTO
BHIIPOOYBaHHSA

8. Kpainu, ne npoBoauiocs
KJIiHIYHE BUIIpOOyBaHHS

9. KinbKicTh JOCITIKYBaHHX —

10. Meta Ta BTOpHHHI i
KITIHIYHOTI'O BUIIPOOYBaHHS

11. Jluzaits KIiHIYHOrO
BUIIPOOYBaHHs

12. OcHOBHI KpHUTEPIi BKIIOYCHHS =




13. JlocnimxyBanuii TikapchKuii
3acid, crioci6 3acTocyBanus, cuia
i

14. TIpenapat nopiBHAHH, 1034,
croci6 3actocyBaHHs, cuia il

15. CynyTHs Tepamis

16. Kpurepii oninku
eeKTUBHOCTI

17. Kpurepii oninku Gesnexu

18. CratucTruni MeTomu

19. lemorpadiuni nmoxasuuku
TOCIT Ky BaHOT Oy ISl (CTaTh,
BiK, paca, Tomio)

20. Pesynbrat epexTHBHOCTI

21. Pesynpratu Gesnexku

22. BHCHOBOK (3aKIIFOYeHHA)

IoBHOBaXKHMI

NPeICTABHAK




