3BiT Npo AokaiHiyHi JocaimKeHHA

1. Hazpa nikapcekoro 3aco0y (3a HagsBHOCTI — JAEKETA, po3unn aas in’ekniii, mo 50
HOMED PeECTPALiIHOTO TOCBIAYEHHS): MI/2 mJ

1) Tin nikapebkoro 3aco0y, 3a SKUM [IPOBOIMIIACS ["'enepuynuii nikapcewbkuii 3acid 3rigHo
abo MmIaHyeTbCs peecTpaiis nyHkty 1 (miamyskry 1.3) posmimy 11

[opsaxy nakazy MO3 Vkpainu i 23
qunHA 2015 poky Ne 460.

2) nmpoBeeHi AOCIiKEHHS 0 Tak +/ Hi SKIIO Hi,
OOIpyHTYBATH

Bracmi nokmiHiuHi J0CTiKeHHS He HAJAK0ThCA, OCKITBGKH JTiKApCHKHI 3aci6 e I'EHEPUKOM 13
JOBEICHOK  (papMalleBTHYHOK  EKBIBAJIGHTHICTIO 10  BiJHOIIEHHIO 0 pedepeHTHOrO
JKapCLKOTo 3acody Apeenec, posuun oaa in’exuiit, 50 m2/2 ma (Menapini Inax Canaii ¢e TIK
A.C., Typeuuuna) (3rinno pumor Ilopsaky nposeleHHs eKCIEPTH3H peecTpauiiiHux matepiaiin
Ha JIKAapChKi 3ac00M, 1O MONAIOTHECS HA JEPIKABHY PEECTPALiIo (mepepeectpalliro), a Takox
eKCNEPTH3H MaTepialiB MpoO BHECEHHS 3MIH [0 pPEECTpALlifHUX MaTepiamiB MpOTSroM ii
peecTpPaLiiHOro MOCBITYCHHA 3aTBEPIKEHOTO Hakazom Minictepersa OXOPOHHU 3JI0POB’S
Ykpaiuu Bia 26 ceprasa 2005 poky Ne 426 (y penaxuii makazy MO3 Vkpainu Big 23.07.2015 Ne
460).

2. dapmakosoris: -
1) nepBunHa papmakoauHaMiKa -
2) BTOpHHHA (hapMakoHHaMiKa -
3) ¢apmaxosoris Oe3neku -
4) papmakouHamMivHi B3aeMoIii -
3. ®apmMakoKIHEeTHKA:

1) aHa/ITHYHI METOUKH Ta 3BITH 11010 iX -
BasTiaanmii

2) BCMOKTYBaHHS "

3) po3nojin -



4) metabomi3zm

5) BUBECHHS

6) dbapmakokiHeTHYHI B3aeMOIil (HOK/IiHIUHI)

7) inmni (papMaKkoKiHETHYHI JOCITI IKEHHS

4. Tokcukomnoris:

1) TOKCHYHICTB y pa3i 0JIHOPA30BOr0 BBEACHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX BBE/IEHb

3) FeHOTOKCHYHICTD:
n vitro

in vivo (BKJIKOYAIOUH T0IaTKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHLIEPOTEHHICTh:

JOBFOCTPOKOBI JIOCIIIXKEHHSI

KOPOTKOCTPOKOBI OCTI/DKeHHsI a00 JOCIIiKEHHs
CepeHBOI TPUBAIOCTI

JOJATKOBI JTOCIiKEHHS

5) penpoayKTHBHA TOKCHYHICTH Ta TOKCHYHHIA
BILIMB Ha PO3BHTOK IIOTOMCTBA:

BILIMB Ha (DePTHILHICTB 1 paHHiN eMOpioHanbHMI
PO3BHTOK

eMOpPIOTOKCHYHICTE

Imp€HaTajlbHa 1 MOCTHATA/ILHA TOKCHUHICTh



JOC/TIKEHHS, TIPU SIKHX MPENapar yBOAUThCS
MOTOMCTBY (HECTATEBO3PLINM TBapHHAM) Ta/abo
OLIIHIOEThCS BifaasIcHa Jiis

6) MicIieBa mepeHOCUMICTh

7) DOJATKOBI JIOC/IIKEHHSA TOKCHYHOCTI:

AHTUTE€HHICTH (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTB

JIOCITIDKEHHS MEXaHI3MiB il

JTiKapehKa 3aIe/KHICTh

TOKCHYHICTH METa0O0JIITIB

TOKCUYHICTB JIOMIIIIOK

111

5. BUCHOBKH 110/10 JIOKIIHIYHOTO BHBUYSHHS

3asBHHK
(BJIACHHK
peecTpaniiiHoro
MOCBI/TYCHHS)




3BIT Mpo KITiHIYHE BUNIPOOYBAHHS

1. Hazga nikapcbkoro 3aco6y (3a HagsBHOCTI — HOMep JAEKETA, po3zunn nas in’exniii, mo
peecTpauiifHoro noceiueHHs) 50 Mr/2 ma

(8]

. 3asIBHUK MicTpan Kenirtan MenemxmenT
Jlimiten, Auris

3. BupoOHuk BEM Inau Can. Be Tik. A.C., Typeuunna
4. IIpoBeneHi ToCiKeHHS 0 Tak + Hi SKIIO Hi,
O0IPYHTYBATH

BiiacHi kmiHiuHi J0CHIUKEHHS HE HAXAIOTLCA, OCKINBKM JKApChKHil 3aci6 € T€HEPUKOM 13
JIOBEJICHOIO  (papMalleBTHYHOIO  €KBIBAJCHTHICTIO [0  BiJHOMICHHIO J10 pedepentrHoro
JNiKapChKOro 3aco0y Apeenec, pozuun 0aa in’ekuiii, 50 mM2/2 ma (Menapini Inax Canaii ¢e TIK
A.C., Typeuuuna) (3riguo sumor Ilopsky npoBeeHHS eKCIEPTH3H peecTpaLiiiHuX MaTepiais
Ha JIKApChKi 3aco0M, IO MOJAIOTHCS HA JIEPKABHY PEECTPALiFO (mepepeecTpailiro), a TAKOMK
€KCNIEPTH3H MaTepialiB PO BHECEHHS 3MiH 0 peecTpauilfiHuX MartepiaiiB MpOTAroM mii
PeECTpaifHOro NOCBITYEHHs 3aTBEPUKEHOro Hakazom MiHicTepcTBa OXOpOHH 310pOB’si
Yxpainn Bix 26 cepnus 2005 poxy Ne 426 (y peaakuii Hakasy MO3 Yipainu Big 23.07.2015 Ne
460).

1) Tun pikapebKoro 3acofy. 3a SKHM [TPOBOIHIIACS ['enepuyHuii nikapebkuit 3acio 3rigHo
a0o MJIaHyeThCs peecTpariis nyukry 1 (miamyskry 1.3) posainy 111
[Topsanky Hakazy MO3 Vkpainu Big 23

manHg 2015 poky Ne 460,

5. IloBHa Ha3Ba KIIHIYHOTO BHIIPOOYBAHHS, -
KOJIOBaHMI HOMEP KJIIHIYHOTO BUIIPOOYBaHHA

6. @a3za KJIHIYHOTO BHIIPOOYBAHHS -

7. llepiox nmpoBeAeHHS KIIHIYHOTrO BUIIPOOYBAHHS 3 1o

8. Kpaiuu, /e npoBoaunocs KiiHiuHe BUTPOOYBaHHS -

9. KinbKicThb oc/imKyBaHuX 3aIIaHOBaHA:
(axTHuHA:

10. MeTa Ta BTOpHHHI LI KJIIHIYHOTO -
BUITPOOYBaHHs

11. JIn3aiid KJIiHIYHOTO BHITPOOYBAaHHS -



12. OcHoBHI kpuTepii BKIIOYCHHS

13. locniaxyBanuii TikapchKkuii 3aci, crocio
3aCTOCYBaHHS, cHIa JIif

14. Ilpenapat mopiBHSHHS, /1034, CIIOCIO
3aCcTOCYBaHHs, CHIIA JiT

15. CynyTHst Tepamist

16. Kpurepil ouinku eeKTHBHOCTI

17. Kputepii oiHku Oe3nexu

18. CtatucTHuHI MeTOIH

19. lemorpadivni mokasHuKH JOCITIIKyBaHOT
HOIYJIALIT (CTaTh, BiK, paca, TOIIo)

20. Pesynbtatu epeKTHBHOCTI

21. Pesynbratu Oesmnexn

22. BHCHOBOK (3aKJIIOYEHHS )

3asBHHUK

(BMacHHK
peecTpaliiHoro
TOCEIIUeHHS)




