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10 TlopsinKy mpoBeleHHS eKCIIEPTH3H
peecTpaniifHuX MaTepiaiB Ha JTiKapehKi
3aco0H, 10 0JAl0ThCs Ha JAepiKaBHY
peecTparito (epepeecTpaiiro), a TakoxK
CKCIIEPTH3H MaTepiajiB PO BHECCHH
3MiH JIO peecTpallifHuX MaTepialiB
IIPOTSTOM Ail peecTpauiifHoro

MOCBIYEHHS
(myHKT 4 po3niny IV)
3BIT
Npo KJIiHiYHe BHNPOOYyBaHHS

1. Ha3Ba nixapcekoro 3aco0y (3a Oxcanimatu Jxeredapm
HAsIBHOCTI - HOMEp peeCTpaliitHoro
[OCBITYCHHS)
2. 3asBHUK Jxenedapm C.A., I'penis
3. BupoOHuk Jlxenedapm C.A., I'penis
4. [IpoBeneni qoCiKeHHS: TaK Hi  SKWOIO Hi, OOTpyHTYBaTH

3rigno naxazy Ne 460 MO3 Vkpaiuu Bix 23.07.2015 s reHepukiB He HAJAIOTHCA PE3yJIbTATH
BIIACHUX KJIHIYHMX JocmijkeHs. KumiHiuni mocrmipkeHHs moa0 eheKTHBHOCTI Ta Ge3reyHocTi
3aCTOCYBAHHS JIIKApCHKHUX 3aco0iB 3 JiI0Y0I0 PEYOBHHOIO OKCAIIIUIATHH y JIFOJAEH OmucaHi y 5
MOJIyJIi PEECTPAIIHHOIO JOChE 3 BUKOPHCTAHHSIM HAyKOBHX JIITEPATYPHHX JUKEPEL.

3rifHo 3 monoxeHHsMH KepiBHuIITBA €BpONEHCHKOr0 MEIMYHOIO areHTCTBA 3 JOCHIUKEHHS
OioekBiBasieHTHOCTI (CPMP/QWP/EWP/1401/98 Rev. 1) mocmimkenHsa 6ioeKBiBaIeHTHOCTI, SK
NpaBHIO, HE INOTPiOHI, SKIO0 BHIPOOOBYBaHHH JKapChKHH 3aci0 BBOJHTHECA AK BOIHHM
BHYTPIIUHBOBEHHHH PpO3YHMH, L0 MICTHTh TaKy >X aKTHBHY DPEYOBHHY, INO i pedepeHTHHI
JliKapchKuii 3acil.

1) tun mikapcebkoro 3aco0y, 3a skuM [ eHepHYHHIT TiKapChbKHi 3aci0
npoBoauaacs abo IIaHyEThCS
[peecTparis

5. IloBHa Ha3Ba KIIHIYHOTO -
BHIIPOOYBaHH:A, KOJJOBaHHH HOMeEp
KITIHIYHOTO BUITPOOYBaHHS

6. ®a3a KIiHIYHOTO BUIIPOOYBaHHS -

7. Ilepion npoBeAeHHs KJIIHIYHOTO 3 1o




BUIIPOOYBaHHS

8. Kpaium, ne mposouocs Kiiniune
BHIIPOOYBaHHS

9. KibKicTh HOCIiIKYBAaHHX

3aIlJIJaHOBaHa:
daxTHuHa:

10. MeTa Ta BTOpHHHI Il KIiHIYHOrO
BHIIPOOYBaHHSA

11. Jlu3aiin KIiHIYHOTO BAIPOOYBAHHS

12. OcHOBHI KpuTEpil BKIIOYEHHS

13. ocnimkyBaHuii JTikapchKuii 3acio,
crioci® 3acTocyBaHHs, CHIA il

14. Ilpenapat mopiBHSHHS, 1034, Cr1OCi0
3aCTOCYBAHHS, CHIIA i

15. CynyTas Teparis

16. Kpurepii oinku eeKTHBHOCTI

17. Kpurepii orinku Ge3nexn

18. CratucTruni MeToan

19. JlemorpadiyHi moKa3HHKH
MOCIIIPKYBAHOT TOMYJIALIT (CTATh, BiK,
paca, TOILO)

20. PesyneTratu edexTuBHOCTI

21. PesynbraT Ge3nexu

22. BUCHOBOK (3aKJTIOUCHHST)

[ToBHOBaXKHUH TIPEACTABHUK




Homatok 29

10 ITops Ky IpoBeJeHHS EKCIIEPTH3H
peecTpalifHuX MarepialiiB Ha JIIKapChKi
3aco0u, 10 MOAKThCA Ha AEPKABHY
peecTpaliiio (epepeecTpaliiio), a TAKOXK
EKCIIEPTH3H MaTepialliB PO BHECEHHS
3MIH [I0 peecTpariifHux Marepiais
IIPOTATOM [ii peecTpallitHoro

[IOCBiTYEHHS
(nysxT 4 pozminy IV)
3BIT
PO AOKJIHIYHI JOCTIMKEHHHA
1. Ha3sBa mixapcekoro 3acofy (3a Oxcaninnatun xenedapm, KOHIEHTpPAT [ PO3UHHY
HasBHOCTI - HOMEP PeeECTpamiiHoro st iHgy3iit, 5 Mr/ma
MMOCBITUCHHSA):

1) Tun nikapceKoro 3aco0y, 3a SKUM ['eHepUyHHiT TiIKapChKUH 3aci0
POBOAMIACS a00 ITAHYETHCS
peecTpartis

2) mpoBeieH] IOCIi [DKeHHS TaK Hi 4KINO Hi, OOTPYHTYBaTH

3rigso makasy Ne 460 MO3 Vkpainu Bix 23.07.2015 1151 reHepuKiB He HAAIOTHCA Pe3Y/IBTATH
BIIACHHX  TOKCHKOJOTIYHMX Ta (apMakoJOTiYHuX BHNpoOyBaHb, TOKCHKONOTIYHI Ta
(hapmaxosoriuni BunpoGyBaHHs OmmcaHi y 4 MOy PEECTPALiHHOTO TOCHE 3 BHKOPHCTAHHAM
HAayKOBHX JIITEPATYPHUX JDKEPEIL

2. ®apMaxoJIoris:

1) nepBunHa hapMakoIHaMika 3rifiHO MiTEpaTypHUX JKepes
2) BTOpUHHA hapMakoJHHaMiKa 3TiAHO ITiTepaTypHHUX JDKepel
3) dbapmaxosoris Ge3nexu 3riTHO IiTepaTypHUX JpKepe
4) dpapmaxouHaMiuHi B3aeMoil 3rijiHO JTiTEpaTypHUX IKepen

3. ®apMakoKiHETHKA:

1) aHayiTHYHI METOIMKH Ta 3BiTH I[0/10 [3Ti/IHO JITEPaTYPHHUX IKEPE
ix Bainamii




2) BCMOKTYBaHHS

3rigHO JIiTepaTypHUX IKeper

3) po3moain

3rifIHO JITEpaTypHUX JKEPeN

4) metabosizm

3rigHo MTepaTypHHUX TKepe

5) BUBEIEHHS

3riiHO IiTepaTypHUX JpKepe

6) bapmakokiHeTHYHI B3aeMOmil
(JoKIiHIYHI)

3rijiHO JIiTepaTypHUX JKepel

7) inmi papMakokiHeTHuHi
TOCIIJDKEHHS

3rizHo miTepaTypHHUX IKepe

4. TokcHKOIOTIS:

1) TokcHUHICTE y pasi oqHOPa3oBOro
BBE/ICHHS

3rigHO JiTepaTypHUX IKepe

2) TOKCHYHICTB Y pa3i MOBTOPHUX
BBE/ICHD

3rigHo JIiTepaTypHUX KEpe

3) TeHOTOKCHYHICTE!
in vitro

3rigHO JiTepaTypHHX IKEpe

in vivo (BKIIOYAIOYH JI0/IaTKOBY OIIiHKY
3 TOKCUKOKIHETHKH)

3riHO JiTepaTypHHUX JKEpe

4) KaHIIEPOTeHHICTh:

3rifHO JiTepaTypHUX JKEpes

TOBIOCTPOKOBI JIOCITIIDKEHHS

KOPOTKOCTPOKOBI JIOCIII JKEHHS
ab0 MoCTiIKEHHS CepeIHbOT TPUBAIOCTI

3rifHo miTEepaTypHHX IKepen

TOJATKOBI JOCIIKEHHS

3riTHo JMiTeparypHHX HKEpe

5) pelpoAYKTHBHA TOKCHYHICTH Ta
TOKCHMYHHH BIUIMB Ha PO3BUTOK
IOTOMCTBA!

3riIHO JiTepaTypHHUX /HKepet

BILIHB Ha (DEePTHIBHICTD 1 panHiif
eMOpiOHATBHHUI PO3BUTOK

3rifHO TTEpPaTypHUX IKEpes

eMOPIOTOKCHYHICTE

3rigHO JIiTepaTypHHUX Kepe




[IpeHaTaabHa 1 MOCTHATAIbHA
TOKCHYHICTD

3rifHO JIiTepaTypHHUX HKepe

YBOOUTHCHA IIOTOMCTBY

OLIIHIOETHCA BiIUTaieHa is

[TOCTTIIMKEHHSI, IPH AKX [Tperapar

(HecTaTeBO3pLIMM TBapHHAM) Ta/abo

3riTHO JIITepaTypHUX JKepe

6) MiclieBa epeHOCHMICTh

3riTHO JITepaTypHUX DKEepe

7) MOATKOBI JOCIIIKEHHS
TOKCHYHOCTI:

3riHO JIiTepaTypHUX JKEpe

AHTUT€HHICTH (YTBOPEHHS aHTHTL)

3riHO JiTepaTypHHX IKeper

IMYHOTOKCHYHICTE

3rifiHO JIITEPATYPHHUX DKEPET

NOCHIPKEHH MeXaHi3MiB il

3rijiHO JiTEPaTyPHHUX DKEPET

MiKapchKa 3a1eXKHICTh

3riiHO JiTEpaTypHUX JPKEpE

TOKCHYHICTH METa0OMITIB

3riHO JNiTepaTypHUX JDKEPE

TOKCHYHICTE JIOMIIIIOK

3rifiHO JiTEpaTYpPHUX JKEpe

1HIIE

3rigHO MiTepaTypHHX JUKEpel

BHBUYCHHSA

5. BUCHOBKM MO0 JMOKITIHIYHOTLO

3riiHO NiTEpaTYpHHX JDKEpE

TToBHOBaXHMHA
[pEeJICTABHUK




