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Jomatok 29

1o IMopsAaKy IpOBEICHHS SKCIIEPTH3H
peecTpariftHux MaTepialiB Ha JTKapChKi
3aco0H, 0 MOJAIOTECS Ha AEPXKABHY
peecTpatiio (TlepepeecTpalliio), a TaKoK
eKCIIEPTH3H MaTepiaiiB Ipo BHECCHHS

' 3MiH JI0 peecTpaniifHuX MaTepiamiB
IPOTSTOM il peecTpalifHoro

IIOCBiTUEHHS
(myHKT 4 po3ainy IV)
3BIT
Npo AOKJIHIYHI J0CTIIKEHHS
1. Ha3ra nikapcekoro 3acody (3a TAMBPO, po3unn ajas in’€kuiii, mo 2 MJI po34yHHYy B
HasBHOCTI - HOMEp peecTpaliifHoro aMmy.Ji
MOCBITYCHHS):

1) Tan nikapcbkoro 3aco0y, 3a SKHM ["eHepuYHUiA JTiKapchkuil 3aci0
npoBouIacs abo IIaHy€eThCS
peecTpanis

2) mpoBeIeHi DOCITi IKSHHS TaK Hi AKIIO Hi, OOTPyHTYBATH

3rigHo Hakasy Ne 460 MO3 Vkpaiuu Bix 23.07.2015 i reHepukie He HAJAIOTHECS PE3yJILTATH
BJIACHHX TOKCHKONOTIYHHX Ta (apMakoJoriyHux BunpoOyBaHb. TOKCHKOJOTiYHI Ta
(apmakonorigai BUNpoOYBaHHS OIKCAHI Y 4 MOMIYI PEECTPaIiifHOro JI0CEE 3 BUKOPHCTAHHIM
HAYKOBHX JIiTEPaTypHUX JKEpell. ‘

2. ®apMaKoIoris:

1) nepBuHHa dapmMakoIMHAMIKA 3rigHO JTiTepaTypHHUX JKepell
2) BTopHHHA (hapMaKoJHHaMiKa 31‘il,uﬂo JTTepaTypHUX DKEPE
3) papmakosnoris Gesnexu 3rigHo NiTepaTypHUX JKepes
4) dapmaxoauHamiuHi B3aeMoIil 3riHO JIITEPaTyPHHUX JKEPET

3. GapMaKoKIHETHKA!

1) anamiTHYHI METOIMKH Ta 3BITH OO [3TiHO JIiTEpaTypHHX HKEpPe
X Barimanil

2) BCMOKTYBaHHS 3rigHo JiTEpaTypHUX KEpe




3) po3motin

3riJ[HO JIiTepaTypHUX IKepell

4) meTabosizm

3rifHO JITepaTypHHX IKEpesl

»

5) BHBEJIEHHS

3riIHO JIiTepaTypHHX HKepe

6) hapMakoKiHETHYH] B3aeMOIii
(moxtiHIYHI)

3rigHo MiTepaTypHHX IKepe

7) 1Hmi hapMaKoKiHETHUH]
ITOCIT DKEHHSI

3rifHO JTiTepaTypHUX IKEPEI

4. TOKCHKOIIOTIS:

1) TOKCHYHICTE y pasi 0AHOPA30BOro
BBEICHHS

3rifHO NIiTepaTypHUX JKepe

2) TOKCHYHICTE Y pa3i MOBTOPHHX
BBE/ICHD

3riJHO JTiTepaTypHUX JHKepe

3) TeHOTOKCHYHICTE:
in vitro

3rigHO NiTEPaTYPHUX HKEPEI

in vivo (BKIIOYAIOYH JI0JATKOBY OIHKY
3 TOKCHKOKIHETHKH)

3rifHo JiTepaTypHHX KEpE

4) KaHIIEPOTEHHICTh:

3rijHO JTiTepaTypHUX JKEpE

ITOBIOCTPOKOBI JOCTIHKEHHA

KOPOTKOCTPOKOBI JTOCII JUKEHHS
abo MOCHIKEHHS CepeIHbOI TPHBAJIOCTI

3rijiHO JIITEpaTyPHHUX JPKEPEIT

MOTaTKORBI OCIIHKEHHS

3rifHO JMiTEpaTYPHUX IHKEPET

5) penponyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIMB Ha PO3BHUTOK
MOTOMCTBA:

3rijHO MiTEepaTypHUX JKEpe

BILTHE Ha (DepTHIILHICTE i paHHii
eMOpiOHATBHUM PO3BHTOK

3riHO JIiTepaTypPHHX [KEPE

eMOpIOTOKCHYHICTh

3riHO JIiTepaTypHUX IHKEPEIT

peHaTalbHa i [I0CTHaTAIbHA
TOKCHYHICTH

3riHO JIiTepaTypHUX JPKEPE




JIOCITIIKEHH S, IIPH SKHX TIpenapar
YBOJIMTBCSI IIOTOMCTBY
(HecTaTeBO3piHM TBapHHAM) Ta/ab0
OIHIOETHCS BiIIaIeHa st

3rifiHO JiTepaTypHHX IKeper

6) MiclleBa IEPEeHOCHMICTE

3riHO TiTepaTypHHEX IKepe

7) MOIaTKOBI HOCIIHKEHHS
TOKCHYHOCTI:

3riIHO JiTepaTypHHUX JDKepe

AHTHI€HHICTE (YTBOPEHHS aHTHUTLII)

3rigHo JIiTepaTypHHX IKEPE

IMYHOTOKCHYHICTh

3rigHo miTepaTypHHX IKEpeI

UTOCITIIDKEHHS MEXAHI3MIB il

3riZHO JIiTepaTypHUX JKEpE

ITiKapchbKa 3aIekKHICTh

3rigHO JTiTepaTypHHX KEpE

TOKCHYHICTH MeTaboIITIB

3rifHO JiTepaTypHUX JKepes

TOKCHYHICTE JOMIIIOK

3riJHO MiTepaTypHUX JHKEpE

iH1IIE

3riHO JIiTEpaTYPHUX JHKEPE

5. BUCHOBKH 100 AOKIIHIYHOTO
BUBUYEHHSI

3riHO JiTepaTypHHX IKepe

IToBHOBAXHMH
IIpEeACTaBHUK

(nimm?]

Pumap Makcum




Honmarox 30
1o [opsinky mpoBeJeHHS eKCIIEPTH3H
peeCTpaliHuX MaTepiamiB Ha JiKapchKi
3ac00H, 0 NOIAIOTECS Ha JEPKABHY
peecTpaliio (mepepeecTpanio), a TAKoxK
CKCIIEPTH3H MaTepialiB PO BHECEHHA
3MiH JIO peecTparliifHux MaTepialis
b IPOTArOM Jii peecTpaniiinoro
[IOCBITYEHHS
(myHKT 4 po3miny IV)

3BIT
npo KJiHiYHe BUNPOOYBaHHS

1. Hasga nixapcpkoro 3aco6y (sa  [TAMBPO, PO3YMH 1a# iH’eKuHifi, mo 2 mu po3umny B
HasBHOCTI - HOMEP amMmny.Jri
[PEECTPAITiIHHOr0 IOCBI TUEHHS)

2. 3asBHHK TOB «®OPC-OAPMA JIUCTPUBIOIIH», Vkpaina
3. Bupobuuk K.T. Pombapm Kommnani C.P.JL., Pymynis
4. TIpoBeneni mocimimkeHHs: TaKk Hi  SKIIO Hi, OOIpyHTYBATH

3rigHo HaKasy Ne 460 MO3 Vxpainu Big 23.07.2015 nna reHepHKiB He HANAIOTHCS pe3yabTaTy
BIIACHHX KIIHIYHAX Jocmimkens. KimiHidai pocnimkenns mogo edextusHOCT Ta Gesmednocri
3aCTOCYBAHHS JKAPCHKOro 3aco0y ONMCAHI y 5 MOAYIIi peeCTpaliifHOro J0Che 3 BHKOPHCTAHHSM
HayKOBHX JIITEPATypHHX JDKEPET.

3rigHo 3 mosnoxenHamu KepiBHuntsa €Bpomefichkoro MEQMYHOTO areHTCTBA 3 JOCITIDKEHHS
GioeksiBanenTHOCTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocmimpkeHHs Gi0eKBiBaJIEHTHOCTI, SK]
[IPAaBUIIO, HE MOTPiOHI, AKIIO BHHpOGOByBaHHH JMKapChKUH 3aci0 BBOJAMTHCSA SK BOIHMI
BHyTpll.HHLOBeHHHH PO3YMH, IO MICTHTH TaKy K aKkTHBHY PEYOBHHY, IO i pedepeHTHHiL
nikapchKuii 3aci6.

1) Tun nikapeskoro 3acoby, 3a | 'enepuyHMi miKapcpKuii 3aci6

SIKHM IIPOBOMIIACS ab0
[IAHYEThCS PEECTpallis

5. IloBHa Ha3Ba KIIiHiYHOIO
BUIIPOOYBaHHs, KOZOBaHUH HOMED -
KJTIHI9YHOTO BHIIPOOYBaHHSA
6. @asa KJIiHIYHOrO BUIPOOYBaHHS ' -
7. Ilepion nmpoBenenHs KIiHI9HOTO
BUIIPOOYBAHHS

8. Kpaiuu, ne nposoaunocs
KIIiHiYHE BUIPOOYBaHHS

9. KispKicTh nocimkysanmux =
10. Mera Ta BTOpHHHI 11111
KJIIHIYHOTO BHIIPOOYBAHHS
11. JIuzaity KiiHiYHOTO
BUIIPOOYBaHHS

12. OcHOBHI KpuTepii BKIIOYEHHS -

13. MocnimxyBanuit nikapcrkuii
3ac10, croci6 3acTocypamns, cuila -
it




14. [penapat mopiBHsHHL, 10343,
criocib 3acrocyBanHs, cHiIa gil

15. CynyTas Teparmis

16. Kpurepii oninku
e eKTHBHOCTI

17. Kpurepii oninku Ge3nexu

18. CtatHcTHYHI MeToon

19. lemorpadiuni nokasHuku
TOCITIDKYBaHOT MOIyJIsIii (CTaTh,
BiK, paca, TOIIO)

20. Pesynbratu edexTuBHOCTI

21. Pesynbratu Gesnexku

22. BHCHOBOK (3aKJIF0O4Y€eHHS)

IloBHOBaXHHH

ad

MMpEaACTaBHHUK

F
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