3BIT PO AOKTIHIYHI AOCIIKEHHSA

1. HasBa slikapcbkoro 3aco0y (3a HasBHOCTI — CYKCAMETOHIH-BICTA, nopomok
HOMED peecTpaLifHOTO TOCBITYCHHS): AT pO3YMHY 18 iH’ ekl ado indy3iit no
100 mr
1) Tun nikapeskoro 3acody, 3a kUM npoBoauiacs [ iGpu/Hui Tikapebkuil 3aci6 3riHO MyHKTY
abo IIaHyeThCs peecTpaiis 1 (migmyuxty 1.3) pozainy I [opsaxy
Hakasy MO3 Ykpainu Bix 23 munuas 2015
poky Ne 460.

2) npoBeseHi OCTiKeHHS o Tak +/ Hi AKIIO Hi,

0OTpyHTYBaTH

Bracui JokmiHiYHI OCTI/DKEHHST HE HANAIOTHCS, OCKLILKH JIKApPChKHI 3acid € reHepHKOM i3
JIOBEICHOIO  (papMaleBTUYHOIO  eKBIBAJICHTHICTIO 110  BIAHOIIEHHIO 10 ped)epeHTHOro
nikapebkoro 3aco6y JlmeTeHon", MopomoK st po3unHy Ajs in’ekuiii mo 500 mr, Takena
I'm6H, Himeuunna  (3rizHo BuMor [lopsiky MNpoBeNeHHS E€KCHEPTH3H peecTpallifHuxX
MartepiaziB Ha JiKapchKi 3ac00H, 10 MOAAIOTHCA HA AEPKABHY peecTpallito (IepepeecTpaniio). a
TAKO’K €KCIEPTU3H MATepiajliB PO BHECEHHs 3MiH J0 peecTpaiiiHuX MarepiajiB IpoTAroM Aii
peecTpaliiHoOro IOCBIAYEHHS. 3aTBEPKEHOr0 HakasoM MiHicTepcTBa OXOPOHH  37I0pOB’ S
Yxpainu Bijx 26 cepmnusa 2005 poky Ne 426 (y penakuii Hakasy MO3 Ykpainu Bijg 23.07.2015 Ne
460).

2. Gapmakosoris: &
1) neperuHHa (hapMakoHHAMIKA -
2) BTOpHMHHA (papMaKoIHHaMIKa -
3) hapmakostoris 6e3neKu -
4) papmako/MHaMiuHI B3aEMOIIT -
3. dapmakoKiHETHKA:

1) aHaTITHYHI METOIMKH Ta 3BITH 11010 1X 2
BaJTiIamii

2) BCMOKTYBaHHS d

3) po3noain .



4) meTadoJ1i3m

5) BUBEACHHS

6) hapmakokineTHYHI B3aeMOIT (TOKIiHIUH])

7) inmi GpapMakoOKiHETHUHI JOCIHKEHHS

4. Toxkcukomnoris:

1) TOKCHYHICTD y pa3i 0JHOPA30BOTO BBEACHHS

2) TOKCHYHICTh y pa3i MOBTOPHUX BBEJICHD

3) FreHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAKOYH J01aTKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTh:

JIOBTFOCTPOKOBI JIOCI1JIDKEHHS

KOPOTKOCTPOKOBI JIOCHIDKEHHS a00 H0C/iKEHHS
CepeIHLOT TPHBAJIOCTI

JIOJIATKOBI TOCTIKEHHS

5) penpoayKTUBHA TOKCHYHICT Ta TOKCHYHUH
BILIMB Ha PO3BUTOK MOTOMCTBA:

BIIJIHB HA (DePTHILHICTE 1 paHHil eMOpioHaIbHHIT
PO3BHTOK

eMOPIOTOKCHYHICTh

[IpeHaTalbHa | MOCTHATAIbHA TOKCHUYHICTh



JIOCIIKCHHS, TIPH SKHX MPEMApaT yBOAHTHCS
MOTOMCTBY (HECTATEBO3PITNM TBapuHaM) Ta/abo
OLIHIOETHLCS BijIaneHa [ist

6) MicIleBa IepPeHOCHMICTE

7) 10AaTKOBI JOC/IIZKEHHS TOKCHUHOCTI:

AQHTUTEHHICTh (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTB

JOCIIZKEHHA MEXaHI3MIB T

NiKapehKa 3aIe/KHICTD

TOKCHUYHICTH MeTadoJIiTiB

TOKCHYHICTB JOMILIIOK

1H1IIE

5. BUCHOBKH 111010 JIOKTIHIYHOTO BUBYEHHS

3asgBHUK Wt -
(BIacHUK tamac)” /¢ |
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3BIT PO KJIiHIYHE BUIPOOYBAHHS

1. HasBa nikapcekoro 3acofy (3a HassBHOCTI — HOMep CYKCAMETOHIN-BICTA,
peecTpanifHOro moCBiJYeHH) NOPOIIOK A PO3UMHY f i’ eKuiii
a0o0 ingys3iit mo 100 mr

2. 3asBHUK MicTpan Kemnitan MeneKMeHT
Jlimiten, Aurmis

3. BupoOuuk BYAD ®apwma a.c., Yechka Pecriybiika
4. IlpoBeaeHi A0CIIiKEHHS: 0 TaKk  Hi SIKIIIO HI,
o0IpyHTYBaTH

Brachi kiiHidHI ZOCIIKEHHS He HAZAIOTHCS, OCKINBKM JiKapchkuil 3aci6 € remephkom i3
IOBE/ICHOI0  (papMALCBTHYHOK — €KBIBANCHTHICTIO 10  BIAHOWIEHHIO 10  pedyepeHTHOro
Jikapebkoro 3acody Jluerenon”, MOPOIIOK /I PO3YHHY Jia iH’ekuiii mo 500 mr, Takexa
['m0H, Himewunna (3rizmo Bumor [lopsaKy TpoOBeeHHS eKCIePTH3H peecTpaniinux
MatepialliB Ha JiKapchKi 3aco0H, 1110 MOAAIOTHCA HA JIEPKABHY PeccTpallito (epepeecTpaiio), a
TAKOXK SKCIICPTH3H MaTepialiB Npo BHECCHHS 3MIH JI0 PeECTpalliiiHuX MaTepiamiB mpoTsIrom ii
peecTpalifHOTO TMOCBIIYEHHS 3aTBEPKEHOr0 HAKA30M MinicTepcTBa OXOPOHH 310pOB s
Ykpaiuu Bix 26 cepnns 2005 poky Ne 426 (y penaxuii nakasy MO3 Ykpainu Bix 23.07.2015 Ne
460).

1) Tvn JiKapehbKOro 3aco0y, 3a SIKHM HPOBOAKIACS ['1OpuaHmii Tikapeekuil 3aci6 3rizHo
a0o MIIaHY€ThCs peecTparlis nyHKTY 1 (mianyskry 1.3) posainy 111
[Topaaky nakasy MO3 Vkpaiuu Big 23
munag 2015 poky Ne 460.

5. IloBHa Ha3Ba KJIIHIYHOTO BHIIPOOYBAHHS, -
KOJOBaHHH HOMEP KJIIHIYHOTO BUNIPOOYBAHHS

6. da3za KAHIYHOTO BUHIIPOOYBaHHS -

7. llepioa npoBeeHHS KITHIYHOTO BUNPOOYBAHHS 3 o

8. Kpainu, 1e npoBOHIOCS KIiHIUHE BHIIPOOYBAHHS -

9. KisbKicThb 10oCTiIKyBaHHX 3arjaHOBaHa:
(akTHyHa:

10. Mera Ta BTOpHHHI LTI KIIHIYHOTO -
BUIIPOOYBaHHS

11. Jluzaiin KIiHI9HOTO BHIIPOOYBAHHS -



12. OcHOBHI KpHTepii BKIIOYEHHS

13. ocnimxkyBaHuii JIikapchKHii 3aci0, crmocid
3aCTOCYBaHHS, CHIIa JIii

14. Ilpeniapat nopiBHAHHS, /1034, CMOCi0
3aCTOCYBaHHS, CHIIA il

15. CynyTHs Teparis

16. Kputepii ouinku edeKTuBHOCTI

17. Kpurepii ominku Oe3mnexn

18. Crartuctiuni MeTo 4

19. Jlemorpadiusi noKa3HUKH JTOCIIKYBAHOT
HonyJsuii (cTark, BiK, paca, TOLIO)

20. Pe3ynbTaty eeKTHBHOCTI

21. PezynbraTu 6e3nexku

22. BUCHOBOK (3aKJTIOUCHHS)

3a9BHUK

(BJIaCHHK
peecTpariiitHoro
MOCBITUEHHS )

¥



