Honarok 29

1o [lopsaky nposeieHHs EKCIEPTHIN
peecTpaniiinux Marepialie Ha TiKapebKi
3aco0M, 1110 MOJAITLCH HA JACPKaBHY
peecTpaiin (nepepeecTpaniio), a Takox
SKCIIEPTH3N MATEPIaiB PO BHECEHHSA
IMIH J0 peecTpauiifHux Marepiaiis
NPOTATOM il peecTpatiiiiHoro
[OCBiTHeHHA

(nyHET 4 pozainy V)

3BIT

npo J0KIHIMHI JocTipKeHH

1. Ha3Ba nikapcekoro 3acody
(3a HAgBHOCTI — HOMEP
peecTpaliifHoro NocBiI4eHHS):

IBY®DJIEKC,
4 mr/mua, porunn 1aa indyaiii

1) Tun nikapesKoro 3acody, 3a
AKHM [MPOBO/IHIacs adbo
MJIaHYETLCA peccTpatlis

I"esepuynui Nikapesiuit 3acil, 0AHOKOMIOHEH THHI

2) npoBeIeHl TOCTTKEHHA

Tak Hi  AKIO Hi, o0rpyHTYBaTH

Bianosiano ngo posaimy Il nynxry 1.3 Tlopsaxy
MPOBEICHHA CKCIEPTH3IH peecTpauiiiiux marepiaiie Ha
MIKapPChKi 3aco0M, [0 NOJAKTLCH HA JSPHABHY PEECTPaLiiio
(mepepeccTpalliin), a TAKOW eKCHePTH3H MaTepiantis mpo
BHECCHHA 3MiH JI0 peecTpailiiHix MaTepiais npoTarom aii
peecTpadiitnoro  nocpimvenns  [wakas  Minictepersa
OXOpoHH 30poB’s Yrpaiuu Big 26.08.2005 Ne 426 (3i
IMIHAMM, YHHHA pelaKiis)] 3asBHHKOM HE HAJalOThCAH
pesyiabLTaTh BJIACHHX TOKCHKOI0IMTHHHX Ta
thapmakonoriyanx eunpodysane. B peecrpauiiinomy nocee
MICTATBCA J€TalbHI MOCH/IaHHA Ha JiTepaTypHi JKepena
pe3yaLTATIE JOKTHIYHHX BHOPOOYBAHL [pEnaparie, mo
MICTATE A1H0MY pedHoBHHY 10yTIpodeH.

2. dapmakooria;

1) nepeunna papMakoIHHAMIKA

2) sropunna dapmakonnHamika

3) hapmakonoris Ge3nexku

4) (hapMaKo HHAMIuHI B3aeMO/LT

3. MapMakoKIHETHKA:




1) aHaniTHYHI METOIHKH Ta 3RITH
Moo ix Bamiganii

2) BCMOKTYBaHHA

3) posnomia

4) meraboniam

5) BMBeOEHHS

6) dapmakokiHeTHYHI B3aeMOIIl
(moKTiHIEHI )

7)  immi  dapmakokiHeTHuHI
JOCIILIKEHHS

4. Toxcuxonoris:

1)  Tokewumicts y  paii
OJHOPAIOBOrO BBE/IEHHS

2) TOKCHYHICTE Y pa3i HOBTOPHHX
BEEICHE

3) reHOTOKCHYHICTE: in vitro

in Vivo (BKIIOYAYH J101aTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

4) KaHICPOTeHHICTh:

NOBrOCTPOKOBL JIOCHKEHHS

KOPOTKOCTPOKORL  JIOCTIKEeHHA
abo  1ocaUIKEeHHS  cepeiHbol
TPHBAJIOCTI

JOOATKOBI JOCTIKEHHA

5) penpoayKTHBHA TOKCHYHICTH
Ta  TOKCHYHHH  BIUIHE  HAa
PO3BHTOK [IOTOMCTBA:

BILTHE Ha (hepTHILHICTE | paHHiil
eMOplOHAILHIH POIBHTOK

eMOpIOTOKCHYHICTD
npeHaTalbHa 1  NOCTHATAILHA
TOKCHYHICTE

[E¥]



JAOCKEHHA, pH AKHX —~
npenapal YBOIHTBCA MoTOMCTRY
(HecTaTeBO3pPLIHM  TBapHHaM)
Ta/ab0 OUIHIOETRCS BiIATeHA J1iA

) MiclieBa NepeHOCHMICTh =

7)  HmomaTKoBI  IOCHLIMEHHH -
TOKCHYHOCTI:

AHTHIEeHHICTE (YTBOpEHHA -
AHTHTLI)

IMYHOTOKCHHYHICTE -

IOCTKEHHA MEXAHI3MIB TIi -

JiKapebka JaiekHicTh =

TOKCHYHICTL MeTaboTiTie -

TOKCHHMHICTE AOMINIOK -

iHIE -

5. BHCHOBKH 00 JOKIHIMHOTO -
BHBYECHIA
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Honatok 30

Ao Tlopsaaky npoBeJEHHA EKCHEPTH3H
peecTpailiiiHuX Marepianis Ha JiKapcbki
3aco0M, W0 NOJAKTBCA HA JIepKaBHY
peccTpaiin (mepepeccTpaiiio), a Takox
€KCIEPTH3H MaTepialiB Mpo BHECEHHA

IMIH 10 peecTpauiiinnx  MaTepianis
MPOTATOM aii peectpauiiinoro
TIOCBIAMEHH

(myHET 4 po3ainy V)

3BIT
npo KJ1iHiYHe BHOPoOOYBAHHA

1. Hassa nikapeekoro
3aco0y (3a HAABHOCTI -
HOMED peecTpatiiinoro

IBY®DJIEKC,
4 mr/ma, po3smH 1 iHysii

NOCBIHeHHA)

2. 3aABHHK TOB «Opia-Papm»
3. BupoGuuk TOB «HOpig-Dapm»

4. [lposeneHi TaK Hi 4K Hi, OOTPYHTYBATH
JIOCTIKEHHA:

Bignoeigno ao pozginy I, nyuxry 1.3 Tlopsaaky npoBeners
EKCIEPTHIH PEeECTpallfiHMX MaTepiaiis Ha JiKapchKl 3acodH, 1o
NO/AI0THCH Ha JePAaBHy PeecTpallito (nepepeccTpaiiio), 8 Takox
EKCHEPTH3IN MaTepialiB Mpo BHECEHHA 3MIH 10 peecTpauiiinux
Marepiatis nporaroM Jii peectpaniiiHoro noceinvyenus [Hakaz
Minictepersa oxoponu 31opos’a Ykpaiuu Bijg 26.08.2005 Ne 426
(31 3MiHaMH, 4YHMHHA peJaKilid)] 3asBHHKOM HE HAJaKThCA
Pe3VILTaTH BAACHHX KJAIHIYHUX JochipkeHs, B peectpauifinomy
NOCKE MICTATLCA JCTAIbHI NOCHIAHHS HA JITEPATYpHi [uKepeia
pe3yAbTATIB KIHIYHHX JIOCHLKEHb Npenaparis, o MICTATH
aiogy pedosuny idynpoden.

1) THN nikapckKOro 3acody,
34 AKHM NTPOBOIHIACH abo
IaHY€ETBCA peecTpaltis

I'eHepuunuiii nikapeskmii 3acid, 0JHOKOMIOHEHTHHIT

5. llosHa Hazga KAIHIMHOTO
BHIPOOYBaHHA, KOJ0BaHHII
HOMEP KIHIYHOTD
BRHOPOOYBaHHA

6. asa KinHIYHOTO
BHIIPOOYBaHHS

7. Ilepion npoeenenus
KJIIHIMHOMO BHIIPOOYBaHHA

3 no

8. Kpainu, ne npoBoaniocs
KJIIHIYHE BHITPOOYBaHHA

9. KinkKicTh
JOCTIKYBAHHX

JanaaHoBaHa: =
thaxkTHUHA: -

| 10. Mera ta BropuHHi wini |

| KIIHIYHOTO BHIPOOY BaHHs




11. uzaiin xnigiyHOTO
BHITPOOYBAHHSA

12. OcHorHI KpuTepil
BKJIIOYCHHA

13. Jocnipxysanuii
nikapeskuii 3acif, cnocid
3aCTOCYBaHHSA, CHIIa Til

14. Ipenapar nopiBHAHHA,
71034, crnocid 3acTocyBaHHg,
cHia it

15. CynyTH# Teparnis

16. Kputepii ouinkn
ehekTHBHOCTI

17. Kputepii ouinkn
Denexn

18. CTardHeTHYHl MeToH

19. llemorpadpisni
MOKA3HUKH [10CTLDKYBaHOT
nomyasuii (cTars, BiK, paca,
TOWIO)

20. Pesyabraru
eheKTHBHOCTI

21. Pesyastati De3nexn

22, Bucnosok
| (3aKmoYeHHA)

3asBHHK (BIACHHK

peecTpatniiiHoro
NOCEI14eHHA)

S




