3BIT PO AOKIIHIYHI JOCTIUKEHHS

1. Ha3pa nikapcbkoro 3aco0y (3a HasiBHOCTI — Mokcuduokcanun-Bicra, posunn auas

HOMEp pPeeCTPaLiHHOIO MOCBIYEHHS ) ingysiii  no 400 mr/ 250 ma no 250 ma y
¢aaxkoni; mo 1 dguaakony B kaproHHiii
Kopooui

1) Tum siKapebKOro 3aco0y, 3a AKUM MPOBOIHIACS ['enepuunuii nikapcekuii 3aci6 3rigHo

a0o IUIaHYETHCS peecTpaitis nyHkry 1 (miamynxry 1.3) posaimy III

Hopsnky nakazy MO3 Yikpaiuu Big 23
munHs 2015 poky Ne 460.

2) IpoBeeH1 JOC/TiIIKEHHS o TAK | o/ | Hi SIKIIO Hi,
o0rpyHTYBaTH

BracHi JIOKTiHIUHI J0CTIDKEHHS HE HAJAKOTHCS, OCKITLKH TiKApChKHil 3acif e IEHEPHKOM 13
JIOBEJICHOIO  (DAPMAUEBTHYHOIO ~ €KBIBAIGHTHICTIO M0  BiAHOWEHHIO 10  pedepeHTHOro
nikapepkoro 3acoby AVELOX" posuun aas indysiit 400 mr/ 250 v, Baitep AT, Himeuunna
(3riano Bumor IlopsanKy HpoBeleHHs eKCIEPTH3W pEeeCTpaliftHUX MarepiagiB Ha MKapChKi
3aC00H, W10 MOJAIOTHCSA Ha JEPKaBHY PEECTPALi0 (IepepeecTpallilo), a TAaKoXK eKCIepTH3U
MaTepialiB PO BHECEHHs 3MiH 10 peecTpaliiiHEX MaTepianiB MpoTAroM il peectpamiiiHoro
MOCBIAYCHHS 3aTBEPIUKEHOTO Haka3oM MiHicTepcTBa 0XOpOHHU 310poB’ s Yipainn i 26 ceprus
2005 poky Ne 426 (y penakuii nakazy MO3 Vkpainu Bix 23.07.2015 Ne 460).

2. dapMaKoIoris: -
1) nepBunHa apmakoHHaMiKa -
2) BTopuHHA (papMakoIuHaMiKa -
3) papmako:ioris Gesneku -
4) papmakoHaMiUHI B3aeMOIiT -
3. ®apmakoKiHeTHKA:

1) aHAMITHYHI METOUKH Ta 3BITH 11010 1X -
BaTiganii

2) BCMOKTYBaHHS -

3) po3mo/iin .



4) metabomizm

5) BUBeIeHHS

6) papMakoKiHeTHYH] B3aeMOIIT (TOKITiHIYHI )

7) 1111 (papMaKOKIHETHYHI TOCTiPKEHHS

4. TOKCHKOIOTISA:

1) TOKCHYHICTB y pa3i 0AHOPA30BOIO BBEACHHS

2) TOKCHYHICTH Y pa3i MOBTOPHUX BBEIEHD

3) TeHOTOKCHYHICTD:
in vitro

in vivo (BKIIIOYAIOYH J0/IaTKOBY OLIHKY
3 TOKCUKOKIHETHKH )

4) KaHLEPOTEHHICTE:

JIOBTOCTPOKOBI JAOCTIKEHHS

KOPOTKOCTPOKOBI JIOCIKEHHS 200 JOC/iTKEHHs
cepeIHLOT TPHBAIOCTI

JOIATKOBI JOCHiKEHHS

5) penpoayKTHBHA TOKCHYHICTH Ta TOKCHYHHI
BIUTMB Ha PO3BUTOK IIOTOMCTBA:

BIIJIMB HA (DEPTHIIBHICTE 1 paHHil eMOpioHATBHEI
PO3BUTOK

eMOPIOTOKCHYHICTh

npeHaTajlbHa 1 NOCTHATa/IbHA TOKCHYHICTD



JOCIIZKEHHS, IIPH AKUX MPenapar yBOJHThCS
IIOTOMCTBY (HECTATEBO3PLIUM TBapUHAM) Ta/ab0
OLIIHIOETRCH Bi/U1aieHa ais

6) MicIieBa IIEPEHOCHMICTD

7) IOJATKOBI AOCIIPKEHHS! TOKCHUHOCTI:

AHTUTEHHICTH (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTE

JNOCIIKEHHS MEXAHI3MIB il

NiKapchKa 3aJIeKHICTE

TOKCHYHICTL METa0OTITIR

TOKCHYHICTE JOMIIIOK

1HIIIE

3asBHUK

(BMacHHUK
peecTpauifHoro
MOCBi{UEHH )

KOMITAHI(BITRUC) |

IperRTHQIKaLIEHHA KOA




3BiT OO KITiHIYHE BUNIPOOYBAHHS

1. Hassa nikapebkoro 3acody (3a naserocti — Homep Mokendaokeannn-Bicra, PO3YHH 1A

peecTpaniifHoOro MoCBiTUeHHS ) indysiit o 400 mr/ 250 mut o 250 ma
y duakoni; mo 1 ¢uakony B
KAPTOHHII Kopooiti

2. 3aABHHUK Mictpan Kenirtan MenemxmeHT
Jlimiten, Aurmis

3. BupoOuuk BEM Inau Can. Be Tik. A.C., Typeuunna
4. IlpoBeneHi JOCHTI I3KEHHS: 0 | Tak | « | Hi AKIIO Hi.
00IpyHTYBaTH

Biachi IiHIYHI DOCTI/UKEHHS He HAZAIOTHCS, OCKIMBKM JiKApchKuii 3aci6 € reHepukom i3
JIOBEJICHOI0  (pApPMALEBTHYHOIO  €KBiBAGHTHICTIO 110  BIAHOWIEHHK 10  pedepeHTHOro
nikapebkoro 3acoby AVELOX"® posuns s ingysiit 400 mr/ 250 mu, Baitep AI', HiMewyunna
(3ritno Bumor Ilopsiiky HPOBENEHHS EKCNEPTH3H peecTpalifiHHX MarepiatiB Ha JKapChKI
3ac0o0H, II0 MOJAKOTHCS HA JEPKaBHY PEECTpAIiio (MepepeecTpartiio), a TaKok eKCHepTH3H
MaTepialiB MPO BHECEHHs 3MiH [0 peecTpawiiiHuX MaTepianiB MPOTArOM Jii peecTpamiifiHoOro
NOCBITYCHHA 3aTBEPIKEHOr0 Haka3oM MiHicTepeTBa 0XopoHH 310poB’s YipaiHu Bix 26 CepmHs
2005 poky Ne 426 (y penaxuii Hakazy MO3 Vkpainu Bix 23.07.2015 Ne 460).

1) Tun nikapcekoro 3acody, 3a SsKUM NPOBOIHIACH ['eHepuuHumii TiKapceKHii 3aci6 3rigHO
a0o TUIaHY€ThCs peecTpallis nyskTy 1 (mianynkry 1.3) posainy 111
ITopaaky nakasy MO3 Vkpaiuu Big 23

munHsg 2015 poky Ne 460.

5. IToBHa Ha3Ba KINiHIYHOrO BUIIPOOYBAHHS. -
KOJOBaHHH HOMEP KJIIHIYHOTO BHIIPOOYBaHHS

6. ®a3za KIHIYHOrO BUIIPOOYBaHHS -

7. Ilepioa npoBeeHHS KIIHIYHOTO BHMPOOYBaHHS 3 1o

8. Kpainu, Jie npoBoIuiIocs KiiHIYHE BUIPOOYBAHHS -

9. KinpkicTh gociipKyBaHuX 3arIaHoBaHa:
bakTiuna:

10. MeTa Ta BropuHHi 1ii KJIIHIYHOTO -
BUIIPOOYBaHHs



11. Jluzaitn k1iHI9HOTO BHIIPOOYBaHHs

12. OcHoBHI KpuTepii BKIIOYEHHS

13. JlocnikyBaHuii TikapchbKHii 3aci, crnocio
3aCTOCYBAHHS, CHJIa JIii

14. TIpenapat nopiBHAHHS, 1034, CII0CIO
3aCTOCYBaHHS, CHJIa il

15. Cynyrust Tepartis

16. Kputepii ouinku edexkTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CtatucTiyuHi MeTOIH

19. JlemorpadivHi MOKa3HHKH JOCIIKYBAHOT
nonyJisiuii (crars, BiK, paca, TOIIO)

20. PesynbraTu epeKTUBHOCTI

21. Pesynbratu 6e3nexu

22. BUCHOBOK (3aKTIOUCHHS )

3asBHUK

(BIacHUK
peecTpaninHoro
MOCBI/TYEHHS )




