Homartox 30

1o TTopsaaky IpOBEICHHS EKCIEPTH3H
peecTpaLifHuX MaTepiaiiB Ha JiKapehKi
3acobu, 110 MOJAIOTHCS Ha IEPXKABHY
peecTpanito (IepepeecTpario), a Takox
eKCIIEpTU3¥ MatepialiB PO BHECCHHS
3MiH JO peecTpalliifHAX MaTepiaiiB
MPOTATOM Jii peecTpaiifHOro
MOCBITYEHHS

(myHKT 4 po3ziny 1V)

3BIT

npo KJiHiYHEe BHNPOOYyBaHHS

1. HazBa sikapchkoro 3acofy (3a HasBHOCTI -
HOMEp PeecTpaliifHOro MOCBiAYCHHS)

CAHAKOM, posuns i in'exnii 10 mr/ma,
o 1,5 M1 B ammnyJti, 1o 5 amirys y 6xictepi, mo 1
6micrepy B mayili

2. 3agBHUK

IIpuBaTHE aKLiOHEpHE TOBAPHCTBO
«JIexximM-XapkiB»

3. Bupobruk

IIpuBaTHE aKLiOHEpHE TOBAPUCTBO
«JIexxim-XapkiB»

4. TIpoBeIeHi OCITIIKEHHS:

Ortaxk Mu  gxmo Hi, 0OIpyHTYBaTH

Jlani Moxymo HagaHi y popmi Orany KJIIHIYHUX
JAaHMX y B3B’A3Ky 3 THM, INO Marepiand
peeCTpallilHoro J0Che Ha JIKApChKUA 3aci6
CAHAKOM, po3uun s in'exuii 10 mr/mi,
mo 1,5 mu1 B amMmyJii, O 5 aMIyn y onictepi, 1O
1 Omictepy B Naulmi MOJAHO Ha JCPXKaBHY
peecTpallilo OfHUM W THM CaMMM 3asBHUKOM nin
iHINOX0 HA3BOIO Jikapchkoro 3acoby Imdaamin,
posunn Aus iH'exuiii 10 mr/ma, mo 1,5 ma B
aMIyJi, IO € TEHEPUKOM JI0 pPedepeHTHOTO
nikapcekoro 3acofy Mopaxic®, posuuH s
in'exnii 15 mr/1,5S ma B ammyJiax.

1) Tn nikapcpKoro 3acofy, 3a SKUM
npoBojEIacs abo MIaHy€eThCA peecTpalis

[enepudnuii ikapchKui 3acio,
OJTHOKOMIIOHEHTHHH

[Iporenypa: AepikaBHa peectpalis i 1HLIOKO
wazpoto Jikapcskoro 3acoby CAHAKOM,
posumn and in'ekuii 10 mr/ma, no 1,5 ma B
ammyJii, 0o S5 aMmmyn |y onmicrepi, 10O
1 Gmicrepy B mauui (mepBHHHA peecTpatiis Mg
Haspolo Mosanic®, po3umu s in'exuiii
15 mr/1,5 MJ1 B amMImyJ1ax).

5. TloBHA Ha3Ba KJIIHIYHOTO BUTIIPOOYBaHH,
KOJOBaHHIT HOMED KJIIHIYHOIO
BUIIPOOYBaHHS




6. ®aza KJIIHIYHOTO BUIIPOOYBaHHS

7. Ilepion poBeIeHHS KITIHITHOTO 3 1o

BHIIPOOYBaHHS

8. Kpainu, fe mpoBOIHUIIOCS KIIHI9HE -

BUITPOOYBaHHA

9. KinpKicTh HOCHIKyBaHUX 3amniaHoBaHa:
(akTuaHa:

10. MeTa Ta BTOpHHHI [T KITIHIYHOTO
BHIIPOOYBaHHA

11. Jlu3aig KIiHIYHOTO BHIIPOOYBaHHS

12. OcHOBHi KpUTepii BKIFOUECHHS

13. JlocmimKyBanuii JikapchKui 3aci0,
crioci® 3acTOCYBaHHS, CHIA Jii

14. TIpenapar OpiBHAHHSA, 1034, CIIOCIO
3aCTOCYBaHHS, CHa Aii

15. CymyTHs Teparis

16. Kpurepii oriHK# edeKTHBHOCTI

17. Kputepii o1tinku 6e3nexu

18. CraTucTUYHI METOIH

19. lemorpadidHi HOKa3HUKA
JIOCITI UKy BaHO1 oIy AL (CTaTh, BIK, paca,
TOILO)

20. Pesynbraty e)eKTUBHOCTI

21. Pesynsratu 6e3neku

22. BHCHOBOK (3aKITIOUCHHS)

3agBHUK (BIaCHHUK
peecTpaniffHoro IoCBiAYCHHS)

T,

(nimnuc)

(T1. 1. B)

TI'osioBa npaBJ/liHHA

(nmocapa)




Jogatok 29

10 [lopsiaKy IpoBeAEHHS EKCIIEPTH3H
peecTpaliiinux MaTepiaiis Ha JiKapchKi
3aco6H, 10 TOJAIOTHCS Ha JIEPKABHY
peecTpailito (IIlepepeecTpaiiio), a TakoxK
EKCIIEPTH3HM MaTepialiB NpO BHECCHHS
3MiH JI0 peccTpaliifHuX MaTepiaiB
NPOTArOM [l peecTpaiiiHoro
MOCBiTUEHHS

(myHKT 4 poszniny 1V)

3BIT

npo JOKJiHIYHI J0CTiKEeHHS

1. Hasga nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEp PEeeCTPaLifHOro HOCBIMIEHHS):

CAHAKOM, pozumH pas in'exuii 10 mr/ma,
no 1,5 ma B ammy.ai, o 5 ammyn y 6uicrepi, mo 1
6nicTepy B ma4imi

1) Tun sikapchKoro 3acoly, 3a SIKUM
npoBoHNacs abo IIaHY€EThCS PEECTPallis

"enepuunuii nikapcekuif 3acio,
OIHOKOMIIOHECHTHHH

IIpouenypa: JepXaBHa peecTpallis MiA IHLIOK
Hassoto Jtikapcekoro 3acoby CAHAKOM,
po3unH masa in'ekuiit 10 mr/mu, mo 1,5 ma B
ammyni (IepBHHHA pEECTpallis T Ha3BOKO
MenoKcHKaM, po3dun Aist iH'ekniii 10 mr/mi,
o 1,5 mu B ammyi).

2) MPOBENCHI IOCIKEHHS

(] Tak A nHl s#xkmo Hi, OGIPYHTYBaTH

Jani momymo Hamami y ¢opmi Ormmy
MOKIMiHIYHUX HAHUX Y 3B’A3Ky 3 THM, IO
MaTepiany peecTpalifHOro A0Che Ha JIKapChKUH
zaci6 CAHAKOM, pozumd s in'eknii 10
mr/mia, mo 1,5 ma B ammyJii, mo 5 ammyn y
mictepi, mo 1 OGnictepy B Iaulli [OJAHO Ha
JepaBHy pEECTpaIlifo OJHAM H THM CaMuM
3a9BHUKOM IIiJi IHINOI HAa3BOIO JIKAPCHKOTO
sacoby Iadamin, pozymH s iH'exuiii
10 mr/mu1, mo 1,5 Mi1 B ammy.JIi, 1110 € TEHEPUKOM
0  pebepeHTHOro  JHKapchKkoro — 3acoly
MogaJic®, posann s in'exuii 15 mr/1,5 ma B
aMITyJaax..

2. ®apMaKoIoris:

1) nepeunna dhapmMako HHAMIKE

2) pTopuHHA (bapMaKoIHHAMIKa

3) dapmaxoinoris 6e3nexu




4) bapmaxomuHaMidHi B3aeMomii

3. ®apMaKoKiHEeTHKA!

1) aHATITHYHI METOAMKH Ta 3BIiTH IOJO iX
BaJIiarii

2) BCMOKTYBaHHS

3) po3moain

4) meTabotizm

5) BUBeIEHHS

6) hapMaKOKiHETHYHI B3a€MOZIT
(moxmiHiuHi)

7) inun GpapMaKOKIiHETHYHI T0CTIKEHHS

4, Toxkcukomorisa: —

1) TOKCH4HICTB Y pa3i 0JJHOPA30BOTO
BBEICHHS

2) TOKCHYHICTB Y pa3i IOBTOPHUX BBEACHD

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIFOUAIOUX JOJATKOBY OLIHKY 3
TOKCUKOKIHETHUKH )

4) KaHIIEPOTeHHICTB!

JTOBrOCTPOKOBI JOCTIIXKEHHS

KOPOTKOCTPOKOBI TOCIiIKEHHS
a00 HOCTIKEHHS CepeIHBOI TPUBAJIOCTI

I[OI[aTKOBi I[OCHiﬂ)KeHHSI

5) penpoayKTHBHA TOKCUYHICTH Ta
TOKCHYHUH BIUTHB HA PO3BUTOK IOTOMCTBA:

BILIMB Ha (EPTHUNBHICTD 1 paHHIH
eMOpIOHATTEHUN PO3BUTOK




eMOpPiOTOKCHYHICTh -

npeHaTaibHa 1 IIOCTHATaIbHA TOKCHYHICTH ==

TOCITI/DKEHHS, TIpH SKUX Mpernapar -
YBOIHTHCS IOTOMCTBY (HECTATEBO3PLIAM
TBapHHaM) Ta/ab0 OILHIOETHCA BiUIATCHA
st

6) MicreBa IIEPEHOCUMICTh —

7) IOMATKOBI TOCIIKEHHS TOKCUYHOCTI: —

AHTHICHHICTH (yTBOPESHHS aHTHTLI) ~

IMyHOTOKCHIHICTB -

IOCTiDKeHHS MeXaHi3MiB il -

TiKapehKa 3aeKHICTh -

TOKCHYHICTH MeTabOoJIITIB -

TOKCHYHICTB JIOMIIIOK —

[HIIe —

5. BucHOBKH IIOIO AOKJIIHIYHOIO BUBYCHHS | —

3asBHUK (BIIACHUK

peeCTpaIiiiHOTO MOCBITIEHHS)

,J‘;-:‘ ' 7/ (mizmac)
i

oB JImutpo IMHTPOBHY

(I.1.B)

TonoBa npaBJiHHA

(nocapa)



