Honarok 30

no [opsanky npoBe/ieHHs eKCrIepTH3N
peecTpalifHuX MaTepiaTiB Ha JIiKapehKi
3aco0u, IO MOJAIOTECS HA IEPIKABHY
peecTpalliio (mepepeecTpaiiio), a Takox
€KCIIEPTH3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTpauiiHuX MaTepiaiis
NpPOTAroM Jii peecTpamiinoro
IIOCBIIYCHHSA

(nyHKT 4 pozainy IV)

3BIT

Npo KJAiHiYHe BUNPOOYBAHHSA

1. Ha3sBa nikapcepkoro 3aco0y (3a HassBHOCTI -
HOMEP PeECTPaLiifHOro MOCBiIYCHHS)

Keiinexc In'exT, po3uun nus in' exuii
25 Mr/mJ1, o 2 MII B aMITyJi, 1o 5 amiys y
Omnicrepi, o 1 Guictepy B naumi

2. 3asgBHUK

IIpuBaTHe aKLiOHEpPHE TOBAPHCTBO
«JIexxiM-XapkiB»

3. BupoOuuk

IIpuBaTHe akuioHepHe TOBAPUCTBO
«JIekxim-XapkiB»

4. [IpoBeneni 1oCiKeHHS:

[Jrak @A Hi SKINO Hi, OOIPYHTYBaTH

Jlani Mmoymo Hajaui y gopmi Ornsay KmiHIYHHX
JaHUX y 3B'SA3Ky 3 THM, IO MaTepiaiu
peecTpamifHOrO J0Che Ha JiKapchkHi 3acid
Kefinexe In'exkt, po3uuH maa  id'ekmiii
25 mMr/ma, o 2 mu1 B aMmmydi, mo 5 aMmmyn y
Omicrepi, mo 1 Omictepy B maumi momaHo Ha
IepXKaBHY PpEECTpallil0 OJHHM H THM CaMHM
3aBHHKOM Il IHIIOK HAa3BOIO JIKapCHKOTO
3aco0y Jlecker, po3unn ajs i’ exkuii 25 mr/ma,
no 2 MJI B amMmyJi, mo 5 ammyn y 6mictepi, mo
1 abo 2 GumicTepn y madili, 110 € TEHEPUKOM IO
pedepenTHOTO JKapchKOro 3acoly
JEKCAJITTH® ITH’€KT, 50 mr/2mi, po3dyun
IUIS iH €KITi.

1) Tun nikapcbkoro 3acofy, 3a IKUM
npoBoauiacs abo IIaHy€ETHCSA PEECTpaLlis

['eHepuYHHM JTiIKApCHKUH 3acio,
OJHOKOMITOHEHTHHH

[Ipouenypa: nep»aBHa peecTpallis Ml iHIIOK
Ha3Bow Jikapcekoro 3aco0y Keiimexe IH'ekT,
po34yHH s iH'ekuii 25 mr/ma, mo 2 M B
amnyJni, mo 5 amnyn y 6aicrepi, no 1 Gmicrepy B
nauri (MepBHHHA peecTpaiis mia Hazsoo Jdecker,
po3YHH s iH’ekmiii 25 mr/ma, mo 2 Mo B
ammyni, no S5 ammyn |y Omcrepi, 1o
1 abo 2 Guictepu y nayigi).

5. IloBHa Ha3Ba KIiHIYHOrO BUIPOOYBaHHS,
KOJIOBAaHUIH HOMEp KJIIHIYHOTO
BHIIPOOYBaHHS




6. ®a3a KIiHIYHOrO BUIIPOOYBaHHS -

7. Ilepiox mpoBeaeHHS KIiHIYHOrO 3 o
BUIIPOOYBaHHS

8. Kpainu, ne npoBouiIoCs KiIiHIYHE —
BHIIPOOYBaHHS

9. KinpkicTb H0OCHi Ky BaHHX RalIaHOBaHAa:
(axTHyHa:

10. Mera Ta BTOpHHHI LTI KIiHIYHOTO -~
BUITPOOYBaHHSA

11. Tu3aiis KIHIYHOTO BUIIPOOYBaHHS -

12. OcHOBHI KpHTEPil BKIFOYCHHS -

13. locnimxyBanuit mikapcekuit 3acio, -
croci® 3acTocyBaHHs, CHJia il

14. [IpenapaT mopiBHAHHS, /1034, CIIOCIO -
3aCcTOCYBaHHS, CHIIa il

15. CynyTust Tepariis -

16. Kpurepii oninku eheKTHBHOCTI -

17. Kpurepii oninku 6e3nexu -

18. CraTHCcTHYHI METOIH .

19. lemorpadiyni mokasHUKH
ITOCITI Ky BAaHOT ITOMY Al (cTaTh, BiK, paca,
TOILIO)

20. Pesynsrati eeKTHBHOCTI -

21. Pesynbratu Ge3nexu -

22. BUCHOBOK (3aK/IFO4YEHHS) -

3asgBHUK (BIaCHHK ) NS //;/
i . gt e WO
peecTpaniifHoro nocBiA4CHH) Koecnikos JMuTpo JIMAFpoBHY.
(L. 1. B.)

I'osioBa npaBjiiHHA

(mocana)



BIUTHB Ha (epTUIIBHICTE 1 paHHiH -
eMOpioOHAILHUN PO3BHTOK

eMOpiOTOKCHYHICTE -

MpeHaTalbHA i TOCTHATAILHA TOKCHYHICTE =

OCTIDKEHHS, TIPH AKUX IIpernapar -
YBOAUTHCS IOTOMCTBY (HECTaTEBO3PLIIUM
TBapHHaM) Ta/ab0 OIIHIOETECS BijinalieHa
mis

6) MicLieBa IIEPEHOCHMICTh -

7) IOOATKOBI TOCHTIHKEHHS TOKCHYHOCTI: -

AHTHTE€HHICTH (YTBOPEHHS aHTHTLI) -

IMyHOTOKCHYHICTE =

nocIimpKeHHs MeXaHi3MIB il -

MiKapchKa 3aJIeKHICTh -

TOKCHYHICTH MeTaDO0IIITIB -

TOKCHYHICTH JOMIIIOK -

iHIIIE -

5. BHCHOBKHY 11010 NOKIIHIYHOTO BUBUYEHHA | —

3aABHHUK (BJIIACHHK
peecTpariiifHOro MoCBIYEHHS )

(IL1.B)

I'onoBa npaB/iHHSA

(nocana)



Jonarok 29

1o Ilopsaxy mpoBe/leHHS eKCIIePTH3H
peecTpaniiHIX MaTepialiB Ha JIiKapChbKi
3ac0o0H, 10 MOJAI0THCS Ha ICPIKABHY
peecTpallito (epepeecTpalliio), a TAKOXK
€KCIIEpPTU3H MaTepialiB PO BHECEHHS
3MIH JI0 peecTpaliifHuX MaTepialis
IIPOTSAroM Jii peecTpaliifHoro
IOCBITYEHHS

(myHKT 4 posainy IV)

3BIT

MNPo JAOKJIIHIYHI JOCTiZKEeHH

1. Ha3ga nikapcekoro 3aco0y (3a HagBHOCTI
- HOMEp PEeECTPAIliiTHOTO ITOCBi TIeHHS):

Keiineke IH'ekt, po3unH aas  iH'eknii
25 mr/ma, 1o 2 Ml B aMmyii, mo 5 ammyn y
Omnicrepi, mo 1 Giicrepy B mavii

1) Tun JgikapcbKoro 3aco0y, 3a SKuM
poBoAKIIacs ado IUIAHYETHCS PEECTparlis

['enepuunuii mixapcekuil 3acio,
OJHOKOMIIOHEHTHHMI

[Iponemypa: nepskaBHA peecTpamis MiJ I1HIIOIO
Ha3BoIO Jikapchkoro 3acoly Kediaexe In'ekr,
PO3YHH s iH'eKkuii 25 Mr/mJi, 110 2 MJI B aMmInyJii
(nepBUHHA peecTpanis i HAa3BOIO
Hdexckeronpoden, po3uuH Aas  in’exknii
25 mr/ma, mo 2 MJI B aMmmyqi, mo 5 aMmmyn y
bnictepi, no 1 abo 2 Guicrepu y nmaui).

2) IPOBEIEH] TOCITI IDKEHHS

L] Tak A Hl gKmo Hi, o0rpyHTYBaTH

Hani moaymo Hamani y ¢opmi Orisioy
JIOKJIIHIYHUX JIaHUX Yy 3B’S3KYy 3 THM, IO
MaTepiaIi PEeECTPALIHHOIO JO0ChE Ha JIIKApChKHIA
3aci0 Keiinexe IH'ekT, po3uuH aas iH'ekuiii
25 mr/ma, o 2 mu B ammymi, nmo 5 ammyn y
Omicrepi, mo 1 OusicTtepy B Iauli IoJaHO Ha
JIep)KaBHY peecTpalilo OOHMM H THUM caMuM
3afBHUKOM IIJ{ IHIIOIO HAa3BOIO JIKAapCBKOTO
3aco0y decker, po3unH Juis i’ exuii 25 mr/mu,
mo 2 MJ B ammyJi, mo 5 ammyn y Omictepi, mo
1 abo 2 Omicrepu y mavili, U0 € FEHEPHKOM [0
pedepeHTHOTO TKapchbKOTO 3aco0y
JEKCAJITTH® IH’€KT, 50 mr/2ma, po3unH
4 10’ eKiii..

2. ®dapmakosorisi:

1) nepBuHHa (apMaKoIHHAMIKa

2) BTOpHHHA (papMaKoguHaMiKa




3) dapmakonoris 6e3nexu

4) bapMakoHHAMIYHI B3aeMOIii

3. @apMakoKiHETHKA:

1) aHATITHYHI METOIMKH Ta 3BITH MO0 1X
Baimamii

2) BCMOKTYBaHHS

3) posmozin

4) MeTabomi3M

5) BUBEIEHHS

6) papMakoKiHETHYHI B3aEMOIIT
(moxmiHiYHi)

7) iH1mi hapMaKOKIHETHYHI TOCTiHKEHHS

4. TokcHKONOTISA: —

1) TOKCHYHICTE Y pa3i OAHOPA30BOTO
BBEICHHS

2) TOKCHYHICTE Y pa3i IOBTOPHUX BBEICHb

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAKOYH JIOJIATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTeHHICTh:

TOBTOCTPOKOBI OCITiIKEHHS

KOPOTKOCTPOKOBI JIOCIi IPKEHHS
a0 MOCHIKEHHS CEPENHBOI TPUBAIOCTI

JIO,I[aTKOBi ,IIOCJIi,I[}KeHHH

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHUI BIUIMB Ha PO3BUTOK MOTOMCTBA:




