Honatox 29

1o [lopsiaky npoBe/IeHHs EKCIIEPTH3H
peecTpauiiHiX MaTepialiB Ha JiKapchKi
3aco0H, 110 MOJAITHCS HA JepiKaBHY
peecTpaltiro (mepepeecTpaiio), a Takox
eKCIIEPTH3H MaTepiajiB IPO BHECEHHS
3MIH JI0 peecTpaliifHux MaTepiaiis
IIPOTSArOM Jiii peecTpaniifHoro
IIOCBITYEHHS

(myHKT 4 po3uiny IV)

3BIT

npo AOKJIiIHIYHI J0C/TiIKeHHA

1. Haspa nikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEP PeeCTpaIiitHoro
TOCBITUEHHS )

Hucnnatun @aPec

1) Tum sikapcpKoro 3acoly, 3a sKUM
pOBOHIIACS a00 IIaHy€eThCH
peecTparis

["eHepHUYHHIi JTIKapCchKHi 3aci6

2) mpoBesieH] OCTIHKEHHS

HAYKOBUX JITEPATYPHUX JDKEpell.

3rigHo makazy Ne 460 MO3 Vipainu Bix 23.07.2015 mist reHepuKiB HE HAXAIOTBCS PE3yIIbTATH
BIACHHX TOKCHKOJIOIIYHMX Ta  (apMakojoridyHux BunpoOyeaHb. TOKCHMKOIOIIYHI T
(apmaxosioriuni BUmpoOyBaHHI OMUCaHi Y 4 MOIYJ PeECTPaLlifHOro I0Che 3 BUKOPHUCTAHHSIM

TaK Hi SKILO Hi, OOIPYHTYBaTH

2. dapMakoIoris:

1) nepsuina papMakogMHaMIKa

3rijIHO JIiTepaTypHUX KEpe

2) BropuHHA (hapMaKouHaMiKa

3rigHo JiTepaTypHUX DKEPE

3) dapmakosoris 6e3nexn

3rigHo JiTepaTypHHUX JUKEpPe

4) papmaxomuHAMiTHI B3aEMOJIIT

3rigHo MiTepaTypHHUX JUKEpE

3. dapmMakoKIHETHKA:

1) aHamiTHYHI METOJIMKHU Ta 3BITH IIOA0
1x Bayizauii

3rifHo JIiTepaTypHUX JHKEpe

2) BCMOKTYBaHHS

3rijiHo JiTepaTypHUX TKepel




3) posmozin

3rijiHo IiTepaTypHHUX JKEepel

4) MeTaboumi3m

3riaHO JiTepaTypHHX JDKEPE

5) BuBenenHsa

3rigHo JiTepaTypHUX JDKEPET

6) hapMakoKiHeTHYHI B3a€MOIii
(TOKITiHIYuHI)

3rizHO JiTEpaTyPHUX JKEPEI

7) inmi (papMaKoKiHETHYHI
OCTIDKEHHS

3rigHo JiTepaTypHUX [DKEpel

4. TOKCUKOIOTISA:

1) TOKCHYHICTE y pa3i 0JIHOPa30BOTrO
BBEJICHHS

3rigHO JMiTEpaTypHHUX JMKEPe

2) TOKCHYHICTH y pa3i MOBTOPHHUX
BBEIICHD

3rifHO JTiTEepaTypHUX IKEPEI

3) reHOTOKCHYHICTB!
in vitro

3rigHo TiTepaTypHUX JLxKepell

in vivo (BKJIFOYAIOYH JOJATKOBY OIIHKY
3 TOKCHKOKIHETHUKH)

3rigHO JiTEpaTypPHHUX JKEPE

4) KaHIIePOTeHHICTB!

3rigHo miTepaTypHUX JKepel

TOBFOCTPOKOBI JIOC/IJIKEHHS

KOPOTKOCTPOKOBI J10CII1JDKEHHS

a00 JOCIIDKEHHS cepe/IHbOI TPUBATIOCTI

3riHo JiTepaTypHUX HKEPEN

TOIATKOB1 JOCIIDKEHHS

3rigHO JiTepaTypHUX AKEPE

5) penipoiyKTHBHA TOKCUYIHICTh Ta
TOKCHYHMH BIUIMB Ha PO3BHTOK
MOTOMCTBA:

3rigHo NiTEpaTyPHHUX JDKEpPE

BILUIMB HA (DEePTUIBHICTE 1 paHHIH
eMOpioHaIBHHI PO3BUTOK

3rigHO JiTEpaTypHUX JUKEPE

eMOPIOTOKCUYHICTE

3rigHo NiTepaTypHUX JDKEPE

[peHaTalibHa i MocTHaTaIbHA
TOKCHUYHICTH

3riHo IiTEepaTypHUX JDKEPE




NOCIIDKEHHS, IIPY SIKUX IIpenapaT
YBOAUTBCS [IOTOMCTBY
(HecTaTeBO3PLIMM TBApHHAM) Ta/ab0
OLIHIOETHCS BiAIaneHa mis

3rifHo JIiTepaTypHUX KEpe

6) MiclieBa EPEHOCHMICTD

3rifiHo JiTepaTypHUX JDKEpe

7) D0ATKOBI JOCIIDKEHHS
TOKCHUYHOCTI:

3rigHo JiTepaTypHHX JKEPEN

AHTUTEHHICTh (YTBOPEHHS aHTHTLI)

3rijHO JiTEpaTypHHUX JUKEPEI

IMyHOTOKCHYHICTB

3riHO JIITEPaTyPHUX JIKEPEI

NOCTiKEeHHS MEXAHI3MIB il

3rigHo JiTepaTYpHHUX DKEpPell

miKapchbKa 3aJIeKHICTD

3rifHo JIiTepaTypHUX JUKEPE

TOKCHYHICTh META0OITITIB

3rifiHo JiTepaTypHUX UKEPE

TOKCHYHICTE JIOMIIIIOK

3rijHo niTepaTypHUX JIIKEPE

1HIIIe

3rifHo AiTepaTypPHUX IKEPEI

5. BHCHOBKH 111010 JIOKTiHIYHOTO
BHUBUYCHHS

3riHo NIiTepaTypHUX IKEPE
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[ToBHOBaKHMIT
peaCTaBHUK

(A nnuc)
map M.B.




Homarox 30

1o TTopsiiky TpoBeIeHHs eKCIIEPTH3H
peecTpanifiHuX MaTepialiB Ha JiKapchKi
3aco0bu, 110 MOJA0THCA Ha IEPKaBHY
peectpaiio (epepeecTpaiio), a TaKoxK
EKCIIEPTH3H MaTepialliB PO BHECEHHS
3MiH 70 peecTpaliifHuX MaTepiaip
IPOTATOM Aii peecTpariifnoro
IIOCBITYEHHS

(myuxT 4 po3ainy 1V)

3BIT

npo KJiHiYyHe BUIIPOOyBaHHA
1. Hassa nikapcekoro 3acody (3a [ucrnatun ©aPec
HASBHOCTI - HOMEp peecTpaliifHoro
[TOCBIIYESHHS )
2. 3aABHUK Koneriym ¢.p.o., CnoBamnska Pecriy0iika
3. BupoOuuk Tumoopran @apmanie I'Mo0X, HiMeuunna
4. IlpoBeneni nocTiKeHHS: TaK Hi  SKIIO Hi, OOIPyHTYBAaTH

3rigno Hakasy Ne 460 MO3 Vipainu Bijx 23.07.2015 mis reHepukiB He HAIAIOThCs Pe3y/IbTaTH
BIACHHUX KIHIYHMX J0CTimKeHs. KiiHiuni pocmipkenHs mono eheKTHBHOCTI Ta 0e3rnedHocTi
3aCTOCYBAHHS JIKAPCHKHX 3aC00iB 3 A{I0Y0K0 PEYOBHMHOIO ermipyGilMHy riapoXiopui y JrozeH
omucaHi y S MOAYTIi peecTpaniiHoro JOChe 3 BAKOPUCTAHHAM HAyKOBHUX JIITEPATYPHUX JUKEPEIL.

Brigno 3 moaokeHHAMH KepinuuTBa €BpOMEHCHKOro MEIUYHOTO areHTCTBA 3 JIOCIIZKCHHS
Gioexeisanenraocti (CPMP/QWP/EWP/1401/98 Rev. 1) pocnivkeHHs 6i0eKBiBaJIEHTHOCTI, SK
NIpaBUIIO, HE MOTPiOHI, AKINO BHIPOOOBYBAaHHMH JiKapchbKui 3aci0 BBOAMTHCH SK BOJHMH
BHYTPIIIHEOBEHHHH PO3UMH, IO MICTHTh TaKy X AKTHBHY PEHYOBHHY, WO i peepeHTHHH
ikapchKHii 3aci6.

1) Tun mikapepKoro 3acoby, 3a akuM [ eHepHYHHHM JTiKapChKui 3acid
[poBOAMIaCS ab0 MIaHy€cThCs
peecTparis

5. TToBHa Ha3Ba KJIIHIYHOTO .
BUIPOOYBaHHSA, KOJOBAaHUH HOMED
KJIiHI9HOTO BUIIPOOYBaHHS

6. Masza KIiHIYHOTO BUIPOOYBAHHS -

7. Ilepion MpOBEACHHS KIIIHIYHOT'O 3 1o
BUNIPOOYBaHHs




8. Kpaiuu, 1€ NpoBOAKIOCS KIIHIYHE
BUTIPOOYBAHHS

9. KinpKicThb DOCIIKYBaHIX

3aIUIaHOBaHAa:
(haxkTHIHA:

10. MeTa Ta BTOPHHHI LiNTi KIIHIYHOTO
BUIIpoOyBaHHA
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11. JIusaiin KJIiHiYHOrO BUIIPOOYBaHHS

12. OcHOBHI KpUTEPii BKIIIOYECHHS

13. JlocaimxyBanuii TikapceKui 3acio,
crioci6 3acToCcyBaHHs, CHa Jii

14. Ilpenapar nopiBHSHHS, 1033, CIOCIO
3acTOCYBaHHs, CHJIa il

15. CymyTHs Teparmis

16. Kpurepii OiHKH e()eKTUBHOCTI

17. Kputepii oliHKu Oe31eKH

18. CratucTHyHi METOIH

19. JlemorpadiuHi I0Ka3HAKH
nocIiKyBaHol momysanil (CTaTh, BiK,
paca, TOLIO)

20. Pesynbpratu eeKTHBHOCTI

21. Peaynsrat Oe3nexu

22. BUCHOBOK (3aKJIIOUEHHS)

7,

[ToBHOBaKHHUH NpeICTaBHUK
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(rmiamuc)

Pumap M.B.




