Jonatok 29

J0 Iopsaaky npoBeaeHHS eKCIIEPTU3H
peecTpaiiiifHiux MarepiaiiB Ha JIKapchKi
3aco0H, IO TOJAIOTHCS Ha IEPKaBHY
peecTparlito (IepepeecTpariio), a TAaKOX
€KCIIEpTH3HU MaTepialiB PO BHECCHHS
3MiH JI0 peecTpaliifHuX MaTepialiB
HOPOTIroM Ail peecTpanifinoro
MOCBiYEHHS

(myHkT 4 pozainy IV)

3BIT

PO JOKJIHIYHI TOCTIIKEHHS

1. Ha3Ba nikapcpkoro 3aco0y (3a
HAJBHOCTI - HOMEP PEECTPALIiTHOTO
[MOCBiTUCHHS):

MAKCILIMH®, xoHIIEHTpAT I PO3UHHY I
iHpy3iit, 400 Mr/20 M

1) Tun nikapchkoro 3acody, 3a IKUM
MpOBOTIIIAcs ab0 IIAHYETHCS PeECTpalist

['i6puaHUi (OZHOKOMIIOHEHTHHH)

2) IpOBEEHI TOCTIIKECHHS

TaK Hi SKIO Hi, OOIpYHTyBaTH
Jlokimimiuai BHIPOOYBaHHS JIIKAPCHKOTO 3acody
MAKCIIUH®, xoHumeHTpar I PpoO3YdHYy I

indys3iit, 400 Mr/20 M1 He MPOBOAUINCH, OCKIIBKH

peecTpariiiiHe JOChE€ MICTHTh IIOCHJIAHHA HA
peectpariitny iHdopMartiro pedepenTHOTO
JiKapchkoro 3acoly, 30KpemMa Ha pe3ylIbTaTd

JNOKJIIHIYHUX TOCIIIXEHE.

2. ®apMakoJIoris:

1) mepeuHHA hapMaxoJUHAMIKA

2) BTOpHHHa (hapMakoHaAMIKa

3) papmaxomnoris 6e3nexu

4) bapMakoIuHAMIYHI B3aEMOJIIT

3. dapMakOKiHETHKa:

1) aHATITHYHI METOUKY Ta 3BITH MIOAO iX
BaUTiTaIii

2) BCMOKTYBaHHs

3) po3noain

4) MeTaboiizm

5) BUBEIEHHSA

6) bapMakoKiHETHYHI B3aEMOJIIT
(MOKJTIHIYHI)

7) inmmi papMaKoKiHETHYHI JOCITIKESHHS

4. TOKCUKOIOTIS:

1) TOKCHYHICTB Y pa3i OTHOPa30BOTO
BBC/ICHHS

2) TOKCHYHICTH y pa3i IOBTOPHHUX BBEICHD

3) reHOTOKCHYHICTB:
invitro




invivo (BKJIFOYal04YH JIOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTE€HHICTB:

[TOBrOCTPOKOBI JTOCIII>KEHHS

KOPOTKOCTPOKOBI ZIOCTiIKEHHS
abo JOCITIHKEHHS CepelHbol TPHBATIOCT]

O1aTKOBI MOCHIOKEHHS

5) pernpoIyKTHBHA TOKCHYHICTD Ta
[TOKCUYHUH BILUIMB Ha PO3BHTOK OTOMCTBA!

BILTAB Ha QEPTUIBHICTD 1 paHHIl
eMOpioHaIBHUH PO3BHTOK

eMOpPIOTOKCHYHICTD

IIpeHaTaIbHa 1 mocTHATAIbHA TOKCHYHICTD

IIOCITiDKeHHS, PH SKUX IIpenapar
YBOJHTHCS IIOTOMCTBY (HECTATEBO3PLINM
TBapHHAM) Ta/abo0 OIHIOETHCSA BiLIalIeHa
mist

6) MicIieBa IEPEHOCUMICTD

7) IOMATKOBI JOC/IIKEHHS TOKCUIHOCTI:

AQHTUTCHHICTH (YTBOPEHHS aHTHUTLI)

IMYyHOTOKCHYHICTB

MOCIIKEeHHS MEXaHi3MiB aii

liKapchKa 3aJIe)KHICTh

TOKCHYHICTH META0OIITIB

TOKCHYHICTH JOMIIITOK

iHIIE

5. BucHOBKY 11010 JOKJIIHIYHOIO
BHBUYCHHS

I'onoBHuii paxisenn
3 peryJisiTOpHHX
NPOEKTIB

TOB «XOpia-®apm»




Jonatox 30

1o ITopsaaky mpoBeOeHHS eKCIIEPTH3H
peecTpaniifHux MaTepiaiiB Ha JIKapchKi
3aco0H, 10 MOJA0ThCS Ha AEPXKaBHY
peecTpaliio (TIepepeecTpanio), a Takox
eKCIIEpTH3U MaTepialliB PO BHECCHHS
3MiH 10 peecTpaliiiHux MaTepiaiiB
IPOTATOM Jil peecTpariiHoro
TIOCBITYEHHS

(myHKT 4 po3ainy IV)

3BIT

PO KJIiHIYHE BUNPOOYyBaHH:A

1. Ha3pa sikapchKoro 3aco0y (3a HasBHOCTI
- HOMEp peecTpaniifHoro NoCcBiTUYEHH)

MAKCIINH®, koHueHTpar 1Jis pO34rHy UL
inGy3ii, 400 Mr/20 mi

2. 3assBHHUK

TOB «Opis-bapm», Ykpaina

3. Bupobuuk

TOB «IOpis-¢papm», Yxpaina

4. IlpoBeneHi JOCITIKEHHS:

TaKk Hi  SKIIO Hi, OOIpyHTYBAaTH

Knminigni  BHIpoOyBaHHS — JIIKapchKOro — 3acoly
MAKCILIMH®, koHUEHTpaT [l pPO3YHHY A
indy3iit, 400 Mr/20 mi, He IPOBOAUIKCH, OCKIJTBKH
peecTpalliifie QOChE MICTHTh IIOCHJIAHHA Ha
peecTpaniiiny indopmMariito pedepeHTHOro
ikapchKoro 3acoby, 30kpeMa Ha iHdopmanito mpo
Gesmexy Ta edextuBHiCTB. BimmosimHOo 10
nonoxkens Jlomatky II HacranoBu «Jlikapceki
3aco0H. JocmmxeHHs 0i0eKBIBAIEHTHOCTD»,
imocnimkenns 6i0eKBIBANCHTHOCTI, SIK IPaBIIIO, HE €
HEOOXIJHHMH, SKIIO JOCII/DKYBaHUM I1iKapChKHH
3aci0 BBOOUTBHCS SK BOJHHUHM BHYTPIIIHbOBEHHHH
DO3YMH, 1[0 MICTUTH TaKy X aKTHBHY PEYOBHHY, 1110
i 3aTBep/UKeHMIT Ha HaHWii dYac pedepeHTHHI|
TiKapchKuii 3acib.

1) TaI JIiKapCBKOTO 3aco0y, 3a IKAM
poBO;IHIIacs abo IIIaHy€eThCs peecTpamis

['i6puHMii (0THOKOMIIOHEHTHHIH)

5. IToBHa Ha3Ba KIiHIYHOTO BUIPOOYBaHHS,
KOJOBaHH HOMED KITIHIYHOTO
BHUIPOOYyBaHHSA

6. ®a3a KJIIHIYHOTO BUNPOOYBaHHS

7. Ilepion mpoBeieHHS KIIIHIYHOTO
BHIIPOOYBaHHS

8. Kpaiuu, e mpoBoamnocs KIiHidHe
BUIIPOOYBAHHS

9. KipKicTh JOCIIKYBAaHUX

3aIJIAHOBAHA: -
(hakTHYHA:-

10. MeTa Ta BTOpUHHI L1 KJIIHIYHOTO
BHIIPOOYBaHH:

11. JIu3aiiH KIIIHIYHOTO BUIIPOOYBAHHS




12. OcHOBHI KpHUTepii BKITIOYEHHS -

13. JlocnimKyBaHwmii TikapchKuit3 acio,
criocib 3acTocyBaHHS, CHJIA il

14. Tlpenapat nopiBHIHHA, 1033, CIIOCIO
3aCTOCYBaHHS, CHJIA il

15. CymyTH# Teparris -

16. KpuTepii omiHku eheKTHBHOCTI -

17. Kputepii oniaku 6e3nexu -

18. CraTucTiudi METOIHA -

19. lemorpadiuni MOKa3HUKH -
TOCITi Ky BaHOI MOy il (cTaTh, BiK, paca,
TOIIIO)

20. Pe3ynbraté edeKTHBHOCTI -

21. PesynpTatu Oe3neKu

22. BucHOBOK (3aKJIIOYECHHS)

TI'onoBHuii ¢paxiseun
3 peryJISTOPHHX
NMpoeKTiB

TOB «IO0pin-®apm»
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