JHomatox 29

10 TlopsAaxKy mpoBeNeHHS €KCIIePTH3H
peECTpaliifHuX MaTepialiB Ha MiKapchKi
3aco6w, 10 MOAAIOTHCS Ha JAePKaBHY
peecTpalliro (IepepeecTpaiito), a TakoxK|
eKCIIEpTH3U MaTepialiB PO BHECEHHS
3MIH J0 PeECTpaIiiHUX MaTepiaiB
MIPOTSATOM Jil peecTpamniifioro
TOCBITYCHHA

(yBKT 4 posniny 1V)

3BIT
Npo NOKJIiHIYHI A0CTiIKEHHS

1. Hasga sikapcekoro 3aco0y (3a HasBHOCTII®EM, mopomok ajisi po3umHy MJIf il €Kuid 1o
- HOMEP PEECTPAIIfTHOrO OCBITYEHHS): 1000 mr

1) Tin JiKapchKOro 3acody, 3a AKUM reHepik
npoBoaUIacs abo IUTaHy€ETHCS PeecTparris

2) IpoBeAeH] TOCTIDKEHHS TaK Hi AKIIO Hi, OOIPYHTYBaATH
— b

JI3 peectpyeThbes K reHepUyHAE npenapat. Jiroua
pEeYOBHHA — MEPOIICHEM HE Ma€ HOBHUX
TOKCHKOJIOTIYHMX Ta HapMaKOoJIOTIYHUX
BJIACTHBOCTCH.

2. dapmakooris:

1) nepBunHa apMaKoTHHAMIKA

2) BropuHHA (hapMaKoarHaMIKa

3) dapmaxonorisa 6e3nexu

4) bapmakoarHAMIYHI B3a€MOIi

3. dapMaKkOKiHETHKA!

1) aHaMiTHYHI METOIVMKH Ta 3BiTH MO0 IX
BauTi aii

2) BCMOKTYBaHHSA

3) posmoain

4) MeTaboIi3M




5) BUBEeACHHA

6) papMaKOKiHETHYHI B3aEMOMIL
(OXIIIHIYHI)

7) immn dapMakoKiHETHYHI JOCTIKEHH

4. TOXCHKOJIIOTISA:

1) TOKCHYHICTE Y pa3i 0AHOPa30BOTO
BBEJICHHS

2) TOKCHYHICTE Y pa3l IOBTOPHUX BBEICHD

3) TeHOTOKCHYHICTE:
in vitro

in vivo (BKJIFOYArO4H JOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOT€HHICTh:

MOBTOCTPOKOBI JOCIIKEHHS

KOPOTKOCTPOKOB1 JOCIIUKEHHS
00 TOCIIiIKEHHS CepeHbOI TPUBAIOCTI

MOMATKOBI JOCIIDKEHHS

5) penpoAyKTHBHA TOKCHYHICTH Ta
TOKCHYHYH BIUIMB Ha PO3BUTOK IIOTOMCTBA:

BILIMB Ha GEepTHUIIBHICTE 1 paHHIN
eMOpiOHATBHIN PO3BUTOK

eMOpPIOTOKCHYHICTD

[IpeHATaNbHA 1 MOCTHATATFHA TOKCHYHICTh

TOCTIIIPKEHHS, IPY SKHUX IIperapaT
YBOIUTHCSI MIOTOMCTBY (HECTATEBO3PLIMM
TBapHHAM) Ta/ab0 OIIHIOETHCA BiAacHa
st

6) MicLieBa epEeHOCHMICTh




7) XOMATKOBI JOCIIIKEHHS TOKCHYIHOCTI:

AHTUTeHHICTH (YTBOPEHHS aHTHUTLI)

iIMYHOTOKCHUYHICTh

TOCIIIKEHH MeXaHi3MiB il

TiKapChKa 3aJIEXKHICTh

TOKCUYHICTH MeTabO0IITIB

TOKCHUYHICTE JTOMIIIIOK

iHIIE

5. BECHOBKY OO JOKJIIHIYHOIO
BABUYECHHS

3asBHUK (BIIACHUK i

peeCTpaniiHoro i gl
IOCBiTYeHHS) - (miAnme) =
Jkain ILK, | |

AL LBJ)
i % (&
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no Iopsimky mpoBeeHHS €KCIEPTH3H
peecTpaliifnuX MaTepiaiiiB Ha JIKapChKl
3aco6m, 00 TONAOTHCS Ha JIEPXKABHY
peecTpamino (epepeecTpario), a TakoxK
EKCIIepTH3H MaTepiajliB IIpo BHECEHHS
BMIH 10 peecTpalliffHuX MaTepianiB
MpOTArOM il peecTpanifHoro
MOCBI1IYEHHS

(nyHKT 4 pozainy IV)

3BIT

Npo KJiHiYHe BUNIPOOYBaHHSA

1. HasBa nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp PeeCTparifHOTO TOCBITYCHH)

IPEM, nopomok st po3uMHy 1Jis iH’ ekuiii no
1000 mr

2. 3aIBHHK

Ananra Menikeap JIta., Bennka bpuranis

3. Bupobrux

Bpykc JlabopaTopic Jlimiren, Inmia

4. TIpoBeneHi TOCTIIKEHH:

TaKk HI  SKIIO Hi, OOIPYHTYBaTH

JI3 peecTpyeThes K TEHEPUYHUAN IIpenapar.
dapmanehTHYHA KBIBATEHTHICTH y IIOPIBHAHHI 3
pedepeHTHUM mpenapaToM MepoHeM, TOPOLIOK
Juis im’exiii mo 1000 Mr y drakoHax, BUpOOHUIITBA
kommnanii Actpa3eneka JIta., Bemnka bpuranis.
JoBefieHa y Moayii 3 po3ain 3.2.P.2.
dapManeBTAYHY  €KBIBaJCHTHICTb
TiATBEPIKYE:

- ONHAKOBHM SKICHHMM Ta KUIBKICHMHM CKjIaj|
AKTHBHO! PEYOBHHH TIPENapaTiB — MEpOIIEHEM;-
OJTHAKOBA JIKapchka dopMa Ta IULIX BBEICHHS -
TIOPOLIOK IS PO3YUHY IS 1H €KIIIH;

- OJTHAKOBI ITOKA3aHHS JI0 3aCTOCYBAHHS;

IIpenaparie

1) Tum JikapchKoro 3acofy, 3a SKHUM
IpOBOIHIIACS 200 IIaHy€eThCS PeECTpallis

5. IloBHa Ha3Ba KJIIHIYHOTO BUITPOOYBAHHS,
KOJIOBaHU HOMEp KTiHIYHOTO
BUIIpOoOYBaHHA

6. ®a3za KIHIYHOT0 BUNpoOyBaHHSA

7. Ilepion mpoBeneHHS KIIIHIYHOTO
BUIIPOOYBaHHS




8. Kpaiuu, ne mpoBOAMIOCS KIIIHIYHE
BHIIPOOYBaHHS

9. KUIBKICTE JOCIIIXYBAHUX

3arIaHOBaHa!
dbakTHyHa:

10. MeTa Ta BTOPHHHI ITiJIi KIIHIYHOTO
BUIPOOYBaHHS

11. Jqu3aify KIiHiYHOTO BATIPOOYBaHHS

12. OcHOBHI KpuTepil BKITIOYEHHA

13. HocimimKyBasmii Tikapchkuit 3aci6,
cIIoci6 3acTOCyBaHHS, CUIIA il

14. TIpenapar MOpiBHSIHHS, 1034, CIIOCi6
3aCTOCYBaHHS, CHNa Aii

15. CynyTHs Tepamis

16. Kputepii omiHKH eheKTHBHOCTI

17. KpuTepii ouiHku 6e3n€Kl

18. CraTucTh4Hl METOIH

19. Jlemorpadiuai moKa3HUKA
nocmimKyBagol momyJsiuii (crars, BiK, paca,
TOIITO)

20. Pesynbrat €eKTUBHOCTI

21. Pe3ynpTaTu O€31eKu

22. BucHOBOK (3aKIIOYEHH)

3agBHUK (BIACHUK

peecTparifHoro MOCB1NICHHS)

(nigmic)

@15)




