3BiT npo JOKIAIHIYHI JOCTIKEHHA

1. Ha3pa nikapcebkoro 3aco0y (3a HasisBHOCTI — BICTA30.1,
HOMEp peecTpariifHoro mocBiT4eHHs): KOHUEHTPAT /I Po3unHy A4 iHdys3iii,
4 mr/ 5 mua,
no 5 M (4 mr) y gaakoni, no 1 gpaakony

B Mavui
1) T JIIKApCHKOTO 3aco0y. 3a AKUM ["enepuunuii nikapcbKkuii 3acid 3rijgHo 3
IPOBOIHIACS ad0 IUIAHYETHCS peecTpallis nynktom 1 (migmyukroMm 1.3) posaury 11

[Topsaky Hakasy MO3 Ykpaiuu Bia 23 nunss
2015 poky Ne 460.

2) mpOBeJIEH1 J1OCII1/KEHHS 0 13K | o | = SKIIO Hi,
OOrpyHTYBaTH

O6rpynTtyBanns: Lle renepuunuil Jikapebkuil 3aci6. Bianosiguo no sumor posmity I Topsaky
TIPOBE/ICHHS EKCIIEPTH3M peecTpaliiiHuX MaTepiaiiB Ha JKapchki 3aco0M, IO MONAIOTHCS Ha
JIepKaBHY PEECTpPAIlilo (IEPEPEECTPallifo), & TAKOXK eKCIePTH3H MaTepiajliB Mpo BHECCHHS 3MiH 10
peecTpaliiiHux MaTepiagiB MpoTaAroMm il peectpailiiiHoro mocigueHHs (Hakas MinicTepcTsa

OXOPOHH 3710poB’st Ykpainu Bix 26.08.2005 Ne 426 [3i 3minamu. ynnHa penakuis]) ta crarri 10.1
Jlnpextusu 2001/83/€C nokniHIYHI JOCTIKEHHS HE BUMAratOThCs.

2. dapmakoJoris: .

1) nepBuHHa (papMaKoMHAMIKA -

2) BTOpHHHA (papMaKoAHHaMiKa -

3) gapmaxooris Oe3neku 5

4) (papmaxoHaMiuHi B3aCMOIT -

3. dapmakoKiHeTHKA:

1) aHaITHYHI METO/IMKH Ta 3BITH MOJ0 IX -
Basiganii

2) BCMOKTYBaHHs -

3) po3noai -

4) meTtabouizm -



5) BUBE/IEHHS

6) (papMaKOKiHETHUHI B3aeMOJIT (JIOKIIHIYH])

7) inuni (papMakOKiHeTHYHI JOCIIKEHHS

4. TokcHKOIOTIA:

1) TOKCHYHICTB Y pa3i 0JIHOPa30BOro BBEJACHHS

2) TOKCHYHICTh Y pa3i HOBTOPHUX BBEAECHD

3) FEHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOUYAOYH JIOJATKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) KaHLEPOTeHHICTh:

JIOBFOCTPOKOBI JIOCIIIKEHHS

KOPOTKOCTPOKOBI 10CI1UKeHHs abo
JIOCTIKEHHS CePeIHBOT TPUBATIOCTI

JI0IATKOBI TOC/IKEHHS

5) penpoayKTHBHA TOKCHYHICTh Ta TOKCHYHHIA
BILUTHB Ha PO3BHTOK ITOTOMCTBA:

BILIUB Ha (pepTHIIBHICTD 1 paHHIH
eMOpioHaIBHUH PO3BHTOK

eMOpPIOTOKCHYHICTD

npcHaTajlbHa 1 HOCTHATA/IbHA TOKCHYHICTD

JOCITI/KEHHS, TTPH IKHX NpernapaT yBOAHTLCS
MOTOMCTBY (HECTaTeBO3PIINM TBApHHAM) Ta/ado
OLHIOETBCS Bij1asieHa ist



6) mMicLEeBa IEPEHOCHMICTh

7) 101ATKOBI JOCIIIIKEHHS! TOKCUYHOCTL:

AHTUTEHHICTH (YTBOPEHHS aHTUTL)

IMyHOTOKCHYHICTD

NOCTTI/KEHHS MeXaHi3MiB il

JiKapchKa 3aIeKHICTD

TOKCHYHICTH MeTa0OTITIB

TOKCHYHICTE TOMILIOK

1HIIIEe

5. BUCHOBKHM 1100 JOKIIHIYHOIO BHBUSHHS

[IpencTaBHUK
3asiBHHKA

(B1acHHUKa
peecTpauiiiHoro
MIOCBIIUEHHS1)




3BiT npo KiaiHidYHe BUIIPOOYBAHHS

1. Ha3ga nikapcbKoro 3acody BICTA301,
(3a HASIBHOCTI — HOMEP PEECTPALIIITHOIO KOHIEHTPAT VISl PO34HHY A9 indysiii,
MOCBLAYEHHS ) 4 mr/ 5 v,

no 5 i (4 mr) y paaxoni, no 1 piraxony

B maui

2. 3asBHHUK TOB «BYCT ®APMA»
3. BupoOuuk PAD®APM C.A., I'peuis
4. TlpoBeneHi 10CIIKEHHS: Tak  Hi SIKIIO Hi. OOIPYHTYBaTH
1) T JlikapchKOTo 3aco0y, 3a AKHM [enepuyunmii JTiKapcbKHi 3acid 3riaHo 3
npoBojmIacs abo IUIAHY€EThCSA peecTpallis nynkTom 1 (mignysxrom 1.3) posuiny [l

TMopsaaky Hakasy MO3 Ykpainu Bia 23 JiHmHs
2015 poky Ne 460.

O6rpynTyBanus: Lle renepuuHuMii Tikapebkuii 3acid. BianosiaHo 1o Bumor po3aimy III [Mopsaky
IPOBEICHHS €KCIIEPTH3H PecCTPaLiiHUX MaTepiagin Ha JiKapehKi 3aco0M. 110 MOJAIOThCS Ha
JIepIKaBHY PeecTpariio (epepeecTpalliio), a TAKOK eKCIepPTH3IH MaTepiailis PO BHECCHHS 3MiH
JI0 peecTpaniiiHuX MaTepianiB IPOTSroM il peecTpauifiHoro nocBiAueHHs (Hakas MinicTepcTBa
OXOpOHH 370poB’s Ykpainu Bix 26.08.2005 No 426 [3i 3mMiHamu. YHHHA penaxiiisi]) Ta cTarTi
10.1 Jupextueu 2001/83/€C kninivHi J0CHIKCHHA HE BUMAraroThCs

5. IloBHa Ha3Ba KIIiHIYHOrO BUIIPDOOYBaHHs., -
KO/I0OBaHHH HOMEpP KJIIHIUHOrO BHIIPOOYBaHHA

6. @aza KIHIYHOTO BUNPOOYBaHHS -

7. llepioa mpoBeieHHs KIIHIYHOTO -
BHITPOOYBAHHs

8. Kpainu, ae npoBojiocs KIiHIYHE -
BUIIPOOYBaHHs

9. KiIbKiCTh JIOCII/HKYBAHHUX -

10. MeTa Ta BTOPHHHI LT KJIiHIYHOTO -
BUIIPOOYBAHHS

11. JIu3aiin KTiHIYHOTO BUNPOOYBaHHS -
12. OcHOBHI KpUTEPIl BKIFOYCHHS -

13. JlocnimkyBaHuii Jlikapebkuii 3aci0, crocio
3aCTOCYBAHHS, CHIA il

14. IIpenapat nopiBHsIHHS, 1034, CTI0CI0 -
3aCTOCYBaHHS, cHa il

15. CynyTHs Teparist -

16. Kputepii ouinki e)eKTHBHOCTI -

17. Kpurepii oliHKH 0e31eKH -



18. CratucTUYHI METOIU -

19. lemorpadiuni moKa3HUKH J0CTIUKYBaHOT
MOMyJIAMii (CTaTh, BIK. paca, TOIIO)

20. Pe3ynbTati e(heKTHBHOCTI -
21. PesyapTaT Oe31eKn -

22. BUCHOBOK (3aKJTHOUEHHS )
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