Honatox 29

1o llopsaaxy mpoBeneHHs eKcriepTH3H
peecTpaniiiHuX MaTepialiB Ha JiKapchKi
3aco0u, 110 MOIAI0ThCS Ha JIePKABHY
peecTpaniio (epepeecTpariio), a TakoxK
EKCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 PeeCTpauifiHuX MaTepiais
NPOTArOM Aii peecTpaniiioro

IOCBITYCHHS
(myHkT 4 posminy [V)
3BIT
NpOo JOKJIIHIYHI J0CTiIKeH s
1. Ha3sa mikapcekoro 3aco0y (3a I'emuuTabin ®aPec
HasBHOCTI - HOMEp peecTpamiiioro
[IOCBI/TYEHHS):

1) Tun jikapcekoro 3aco0y, 3a AKUM |'eHepHyYHU JliKApCHKHUi 3aci6
MPOBO/IMIIACS a00 IIAHYEThCSI
peecTparis

2) IpOBECHI JOCIIJUKEHHS TaK Hi AK1WO Hi, 00IpyHTYBATH

3riaso nakasy Ne 460 MO3 Vkpaiuu Big 23.07.2015 a1s reHepukiB He HaIarOThCs pe3yibTaTH
BIACHHX TOKCHKOJOIIYHMX Ta (papMakojoriuumx BunpoOyBab. Tokcukomoriuni Ta
thapmakonoriubi BUIPoOyBaHHs ONMCAH] ¥ 4 MOJYJI PeeCTPamiifHOro J0Cke 3 BUKOPHCTAHHAM
HAYKOBUX JITEPATYPHHX JDKEpeIl.

2. dapmakosoris:

1) nepeunHa apmakouHamika 3rifHO JiTEepaTyPHUX [KEPEN
2) BTOpHHHA (hapMakoMHaMika 3rigHo JiTepaTypHHX JUKEPE
3) dapmaxosioris Oe3nexu 3rifHO NiTepaTypHHX IKEpe
4) bapmaxomnnamiyni B3aemMoil 3rimgHo miTepaTypHHX IPKEpel

3. ®apmMakoKiHETHKA:

1) aHaniTHYHI METOMKH Ta 3BITH LIOAO [3TiHO JiTEPATYPHUX IKepes
ix BaJiiganii

2) BCMOKTYBaHHS 3rifgHo JiTepaTypHUX KEpe




3) po3moain

3rigHO JiTepaTypHHX IKepe

4) MeTabomism

3rifHO JTiTepaTypHUX JUKEPET

5) BUBEICHH

3riZHO TiTepaTypHUX JKepel

6) bapmakokiHeTHYHI B3aeMOMil
(IoKJIIHIYHI)

3rigHO NiTepaTypHUX JDKEpe

7) 1111 (papMakokiHeTHYH]
TOCI/DKEeHHS

SriHO JIITepaTypHHX JDKEpe

4. Toxcukonoris:

1) ToxcHuHICTB Y pa3i OAHOPA30BOTo
BBEICHHS

3riHO MiTepaTypHUX IKEpe

2) TOKCHYHICTD y pa3i HOBTOPHUX
BBE/ICHb

STiHO JIiTepaTYPHHX IKEpEI

3) TeHOTOKCHYHICTh:
in vitro

3riIHO JTiTepaTypHUX IKEpe

in vivo (BKJIFOYAOUH JTOJATKOBY OLIIHKY
3 TOKCHKOKIHETHKH )

3rigHO JiTepaTypHHX IKEpe

4) KaHIIEPOI'CHHICTD:

3rifHo miTepaTypHHX IKepe

TOBTOCTPOKOBI JTOCII1KEHHSI

KOPOTKOCTPOKOBI JOCIIIKEHHS
abo JOCIIPKEHHS CepeIHBOI TPUBAIIOCTI

3riJHO JiTepaTypHHUX IKEPE

ITODATKOBI JTOC/IIIKEHHST

3rigHO JTiTepaTypHUX IKEPEI

5) penpoAyKTHBHA TOKCHUHICTD Ta
TOKCHYHMH BIUIMB HA PO3BHTOK
MTOTOMCTBA:

3riHO JiTepaTypHHX JPKepell

BIUIMB Ha (PePTUIBHICTE 1 paHHiH
eMOPIOHATBHUH PO3BHTOK

3rigHo JiTepaTypHUX IHKEpe

eMOPIOTOKCHYHICTE

3riHO JiITepAaTyPHUX DKEpe

MpeHaTalibHa 1 IOCTHATAIbHA
TOKCUYHICTD

3rifHO JITEepaTypPHUX JDKEPEN




MOCTTIDKeHHS, IIPH SIKUX [perapar
YBOOHTLCA [NOTOMCTBY
(HecTaTeBO3pIJIAM TBapUHAM) Ta/abo
OLIHIOETHCS BiJLIaIeHAa JIis

3riHO JiTepaTypHUX KEPE

6) MiclieBa IEPEHOCHMICTh

3rifgHo MiTEepaTYpHHX MKepell

7) 1OJATKOBI JOCIII DKEHHS
TOKCHYHOCTI:

3rigHo miTepaTypHHX JPKepel

AHTHUTCHHICTH (YTBOPEHHS aHTHTIL)I)

3rifHo MiTEpaTYPHUX MKEPEI

IMYHOTOKCHYHICTh

3rigHO JiTepaTypHHX DKEpPE

TTOCIIIDKEHHS MEXaHi3MIB ait

3rigHO JITEPATYPHUX DKEPET

JIIKapChKa 3a/IekKHICTh

3rifHo JmiTepaTypHUX JDKepell

TOKCHYHICTH MeTaDO0IIITIB

3riIHO JIITEPATYPHUX JDKEPE

TOKCHYHICTD JIOMIIIIOK

3rigHo JIiTepaTypHHUX JDKepe

1HIIE

3rigHo JiTepaTypHHUX JpKepe

5. BUCHOBKH 111010 JOKIIHIYHOTO
BUBUEHHS

3rifHo JiTepaTypHUX JDKEpen

2

/o

[ToBHOBaNKHMIA
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Honatok 30

1o [Topsiky mpoBeieHHSI eKCIIEPTH3H
peecTpauiiHuX MaTepianiB Ha JTiKapchki
3aco0u, 1110 NOAAIOTHCA HA IEPIKaBHY
peecTpariio (mepepeecTpariio), a TaKox
CKCIIePTH3H MaTepiasiB Ipo BHECCHHS
3MIH JI0 peecTpaliiHuX MaTepiaiis
HOPOTATOM il peecTpaliiHoro

[IOCBITUEHHS
(myHKT 4 po3ainy IV)
3BIT
Npo KJiHiYHe BUNIPOOYBaHHS

1. Hassa nikapcekoro 3acody (3a ['emuuTabin daPec
HasBHOCTI - HOMED peecTpaliifHoro
[HOCBITYCHHS)
2. 3asBHHK Koneriym c.p.o., CroBampka Pecriy0iika
3. Bupobuux Ipenyco @apmaceiotika Ap. Enten ang Con I'moX,

HimeuunHa (BTOPHHHE TaKyBaHHS);

Tumoopran ®apmanie I'mOX, Himeuunna
(BUPOOHHUIITBO 3a TOBHUM LIMKJIOM)

4. IlpoBeneHi JOCITIKEHHS: TaKk HI KOO Hi, OOIPYHTYBATH

3rigro Hakaszy Ne 460 MO3 Vkpaiuu Big 23.07.2015 mis reHepHKiB He HAJAKOTHCA PE3yILTATH
BJIIACHUX KJIIHIYHMX Jociipkenb. Kiniuai mocnmimkeHHs mono eeKTHBHOCTI Ta 6e3medHOoCTi
3aCTOCYBAHHS JIIKAPCHKUX 3ac0o0iB 3 AIFOUOI0 PEUOBHMHOK €MipyOilMHY TiIPOXIOPHI Y JIO/ICH
orucaHi y 5 Moyl peecTpauifiHoro I0ChE 3 BAKOPHCTAHHSIM HAYKOBHX JIITEPATYPHUX JIKEPEIT.

3rigHo 3 nonoxeHHsMH KepiBHuITBa €BpONEHCHKOr0 MEIMYHOTO Ar¢HTCTBA 3 AOCITIIKCHHS
GioekBiBasienTHocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocnimkenns 6i0eKBiBaJIEHTHOCTI, K
[paBWIO, He MOTPiOHI, SIKIIO BUMPOOOBYBAHHH INiKAPCEKHH 3aci® BBOJAMTHCS K BOJIHUIMA
BHYTPINIHBOBEHHHI PO3YHMH, 10 MICTHTh TaKy X AKTHBHY PEYOBHHY, II0 i pedepeHTHHIH
TiKapchKuii 3acio.

1) Tan JlikapceKOro 3acoly, 3a skuM  (['eHepUUHHE NiKapchKuii 3aci0
IpOBOAMIACS ad0 IIAHYETHCS
peecTpanis

5. IToBHa HA3Ba KIIHIYHOTO -
BUIIPOOYBaHHS, KOJIOBAHUN HOMEP
KIIHIYHOTrO BUIIPOOYBaHHs




6. ®aza KIHIYHOrO BUIPOOYBaHHSA

7. llepion nmpoBeeHHS KIIIHIYHOTO 3 1o

BUIIPOOYBAHHS

8. Kpainu, ae mpoBoauIocs KiIiHIYHE
BANIPOOYBaHHA

9. KinbKicTh JOCTIHKYBAHUX 3anaHoOBaHa:
(hakTHUHA:

10. MeTa Ta BTOPUHHI LTI KJIIHIYHOTO
BUNPOOYBAHHA

11. Juzaiin KIiHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpuUTEpii BKIIOYCHHS

13. HocnimkyBaHuii TikapchbKuii 3acio,
croci6 3acTocyBaHHs, cHia dil

14. [Ipenapar mopiBHSHHS, 1034, CIIOCIO
3aCTOCYBaHHS, CHIA il

15. CynyTHs Teparis -

16. Kputepii ominku edexTuBHOCTI

17. Kputepii orinku Oesnexu -

18. CraTHcTHYHI METOIH -

19. lemorpadivyai NoKa3HHKH -
ITOCTIIKYBAHOI OMYJIAIT (CTarh, BiK,
paca, TOIo)

20. PesynpraTu eheKTHBHOCTI -

21. Pesynpratu 6e3mnexu -

22. BUCHOBOK (3aKJIFOYEHHS) -
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