3BIT PO JOKIIHIYHI J0CIIKEHHS

1. Hasga nikapcbkoro 3aco0y (3a HagsBHOCTI — 30JIEAPOHOBA KUCJIOTA-BICTA AC,
HOMED PeeCcTpaLiiiHOrO MOCBIAYEHHS ): KOHUEHTPAT A/ PO34YHHY 119 iHdy3iii,
4 mr/S ma; mo S ma y duraxoni; no 1
(p1akony B KapToOHHIH KOpoOui

1) T nikapebkoro 3acoly, 3a AKUM poBoMIacs | eHepHUHHMIl TKapehKHii 3aci6 3rigHo OYHKTY

a0o0 IUIAHYETHCS peecTpaitis 1 (mianynkty 1.3) posainy 11 [Mopsaky nakasy
MO3 Vkpainu Bix 23 munas 2015 poky Ne
460.
2) IpoBe/IeHI A0CTiKEHHS 0 Tak / Hi SIKIILO Hi,
OOIpYHTYBATH

BracHi JIOKiHIYHI OCTIDKEHHS He HAZAIOTHCH, OCKUIBKH TiKapchKHH 3acif € TEHEPUKOM 13
JIOBEICHOIO (papMaleBTHIHOIO €KBIBAIEHTHICTIO M0 BIJHOLIEHHIO 10 Pe)epeHTHOr0 TIKAPCHKOTo
3aco0y 3OMETA®, konueHTpat st po3unny s iHdysii. 4 Mr/5 M1 BHPOOHHIITEA Hogapric
®apma AI', Ulseitnapis (3rizno Bumor ITopsuiKy NpOBENEHHS €KCHEPTH3M peecTpaliiiHiX
MaTepiaiB Ha JiKapchKi 3acO0H, IO MOJAKOTHCS HA JEPKABHY PEECTPAILIO (mepepeecTpaiiiro). a
TaKOXK EKCIEPTH3M MatepiayiB MPo BHECCHHS 3MiH 10 PEECTPAllifHUX MaTepiamiB mpoTsSroM i
peecTpauiiiHOro MOCBiYEHHs 3aTBeP/UKEHOr0 HakazoM MiHicTepeTBa oXOpoHH 3710poB’s YKpainu
Bix 26 ceprina 2005 poxy Ne 426 (y penakuii nakazy MO3 Ykpainu Bix 23.07.2015 Ne 460).

2. ®apmakosoris: -
1) mepBunHa papmakoMHaAMiKa -
2) BTOpHHHA (hapMako,/iHaMiKa -
3) dapmakoJoris Oe3nexu -
4) papmaxoauHaMiyHI B3aeMO/TiT -
3. @apMaKoOKIHETHKA:

1) aHamITHYHI METOAHUKH Ta 3BITH 111010 X -
Bastianii

2) BCMOKTYBaHHs -

3) po3mnoin -



4) metaboniim

5) BuUBe/IeHHS

6) papMakoKiHeTHYHI B3aeMOii (JIOKTiHiYHi)

7) inmi papMakoKiHETHYHI TOCTiKEHHS

4. TokcHKOIOTIS:

1) TOKCHYHICTB Y pa3i 0JHOPA30BOr0 BBEIEHHS

2) TOKCHYHICTB Y pa3i IOBTOPHUX BBEJIEHD

3) reHOTOKCHYHICTb:
n vitro

in vivo (BKJIIOYaIO4H J10/JATKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHIIEPOTCHHICTE:

JIOBFOCTPOKOBI TOCTITKEHHS

KOPOTKOCTPOKOBI TOCITIHKEHHS ad0 I0CIi JUKEHHS
cepe/IHbOT TPHBAIOCTI

JIOJATKOBI JOCTIKEHHS

5) penpoayKTHBHA TOKCHYHICTh TA TOKCHUYHHIA
BILTHB Ha PO3BUTOK [TOTOMCTBA:

BILUIMB Ha (DePTHIIBHICTE i paHHi# eMOpioHaIbHUI
PO3BHTOK

eMOPIOTOKCHYHICTD

npeHatajibHa i MOCTHATAILHA TOKCHYHICTE



JIOCII/DKEHHS, TIPH SKHUX Mpenapar yBOJAUTHCS
[IOTOMCTBY (HeCTaTeBO3PLINM TBapuHaMm) Ta/abo
OLIHIOETHCS BiU1aI€HA IS

6) MiclieBa IIEPEHOCHMICTh

7) IOJATKOBI JOCHIIKEHHS TOKCHYHOCTI:

AHTUTEHHICTE (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTh

JTOCJIIKEHHST MEXAHI3MIB i1

JiKapchbKa 3a1eKHiCTh

TOKCHYHICTE META0OIITIB

TOKCHYHICTh JTOMIIIIOK

iHIIE

5. BHCHOBKH 111010 JIOKJIIHIYHOTO BUBYEHHS

3asgBHUK
(BJIACHUK
peectpaiiiiiHoro

MOCBI/YEHHS)

LT B,



3BIT MO KJIiHIYHE BUIPOOYBAHHS

1. Ha3pa nikapcbkoro 3aco0y (3a HasBHocTi — HOMep 3OJIEJIPOHOBA KMCJIOTA-BICTA AC,
peecTpaniiHoro MocBiAueHH ) KOHLEHTPAT /19 PO34MHY A1 iHy3iii,
4 Mr/5 M5 o 5 ma y dguraxoni; mo 1
(J1aKoHy B KapTOHHIil KopoOui

2. 3agBHHK Mictpan Kenitan Menemkment Jlimiten,
Amnris
3. BupoGuuxk Cinron Xicnanis C.JL.. Icnanis

(BHITYCK cepi)
Cortema, Mapoxo
(BHPOOHHIITBO. NTAKYBaHHS)

=

. IIpoBeieHi fociiaKeHHs: g |'Tak  «f @ Hi SIKLIO Hi,
o0rpyHTYBaTH

Bnacui KmiHIYHI JOCHIUKeHHS He HAJAlOTBCs, OCKUIBKH JIKapchKuil 3aci® € reHepukoM i3
JOBEICHOIO0 (hapMalleBTHYHOIO €KBIBAJIEHTHICTIO IO BiJHOIICHHIO 0 pe(epeHTHOrO JiKApChKOro
3ac00y 30OMETA®. konueHTpaT 1isi po3uuHy mis iHgy3iit, 4 mr/5 mn, BupoOuuurea Hosapric
®apma AI. Ileeiinapia (3rizno BuMor [lopsaxy mnpoBeIeHHS €KCHEPTH3H peecTpalliiiHuX
MatepiaiiB Ha JIKapchbKi 3aco0M. WO MOJAIOTHCS HA JIEPIKaBHY peecTpalliio (mepepeecTpaliio). a
TaKOK EKCIIEPTU3M MaTepialiB I11PO BHECEHHs 3MiH JI0 peecTpaliifHHuX MaTepialiB mpoTarom il
peecTpaniiiHoro MOCBIYEHHs 3aTBep/DKEHOro Haka3zoM MiHicTepcTBa OXOPOHH 370poB’s Ykpainu
Bi11 26 cepriust 2005 poxy Ne 426 (y penaxuii Hakasy MO3 Ykpaiuu Big 23.07.2015 Ne 460).

1) Tun nikapcbkoro 3aco0y, 3a SIKHM ITPOBOIMUIIACA ["enepuuHuii nikapcbkuii 3acid 3rigHo
a0o I1aHy€eThCs peecTpariis nyukty | (mianyskry 1.3) posainy 111
[Mopsiaky Hakazy MO3 Ykpainu Bia 23

munss 2015 poxy Ne 460.

5. IloBHa Ha3Ba KJIIHIYHOTO BUNIPOOYBAHHS, -
KO/I0BaHHH HOMEp KJIIHIYHOTO BHITPOOYBaHHS

6. ®asza KJIHIYHOIO BUIIPOOYBaHHA -

7. llepioa npoBeneHHs KIIHIYHOTO BHIIPOOYBAHHSA 3 10

8. Kpaiuu. /1e npoBoHI0Cs KIiHIYHE BUTTPOOYBaHHA -

9. KitbKiCTh JIOC/IJIKYBaAHHX 3aniaHoBaHa:
(paxTHUHA:

10. MeTa Ta BTOpHHHI LI KITHIYHOTO BUIIPOOYBaHHS -



11. Jlu3aiin KJIHIYHOTO BUIPOOYBAHHS

12. OcHOBHI KpUTeplT BKJIKOUEHHS

13. JlocaimkyBaHuit JiKapchbKHii 3acid, cnocio
3acTOCyBaHHsA, cHa ail

14. Ilpemapar mopiBHAHHS, 1034, CIOCIO
3aCTOCYBaHHS. CHia il

15. CynyTtHs Tepaitis

16. Kputepii oniHku epeKTuBHOCTI

17. Kputepii oniHku Oe3nexku

18. CtaTucTHYHI METOIH

19. lemorpadiuHi moOKa3HUKH JOCTIKYBAHOT
MOMyJsMii (cTaTh, BiK, paca, TOLIO)

20. Pesynbrati e)eKTHBHOCTI

21. PesynbTaTi Oe3mexkn

22. BUCHOBOK (3aKJIHOUeHH )

3asiBHUK
(BMacHUK
peecTpaniiHoro
MOCBITYEHHS)

I'“aBﬁleo 0.A.
(II. 1. B.)




