Jlonatok 29

1o Ilopsiiky npoBeeHHs eKCIepTH3H
peecTpaLiiHUX MaTepiasiiB Ha J1KapehKi
3ac00H, 110 MMO/IAI0THCS Ha JICPIKaBHY
peecTpaliio (nepepeecTpariio), a TaKox
eKCMEepPTH3H MaTepialiB MPo BHECEHHS
3MiH JIO peecTpalliiHuX Marepiais
IPOTAroM Jiii peecTpaltliiiHoro
MOCBITUEHHS

(myHKT 4 po3ainy [V)

3BIT

Npo TOKJIHIYHI J0CTiZKeHHSA

1. Ha3Ba mikapchKoro 3acody
(3a HAsBHOCTI — HOMEP
peecTpaliifHoro MocBiIYeHHS):

JEKCKETOITPO®EH IOPIA-®APM,
PO3YMH 1A iH’ exkuiii/indy3iii, 50 mr/2 ma

1) Tun snikapebkoro 3acody, 3a
SIKMM 11pOBO/HIIAcs abo
IUTAHY€ThCS peecTpalis

JIIKAPCBKHMM 3ACIB 3 ITPOJTYKIIIT IN BULK

2) mpoBeIEH1 JIOCIIJKEHHS

TaK Hi K10 Hi, OOTPYHTYBATH

Bignosigmo gpo posainy I, mnysxkry 1.3 Tlopsaxy
IPOBEJICHHs EKCIIEPTH3H PEECTpalliiHuX MaTtepialiB Ha
JiKapchKi 3ac00H, IO OAI0THCS Ha JEPIKaBHY PEECTPALi0
(mepepeecTpallifo), a TakoK EKCIIEePTH3H MaTtepiagiB mpo
BHECEHHs 3MIH [0 PeecTpaliiiHnX MaTepiaaiB NpoTAroM il
peecTpauiiHoro  mocBigdeHHs [Haka3 ~ MinicTepeTsa
oXopoHH 370poB’s Ykpainu Big 26.08.2005 Ne 426 (31
3MiHAMHM, YHMHHA peaakilisa)] 3asBHUKOM HE HaJaroThCs
pe3yabTaTH BJIACHHX TOKCHKOJIOTT4HHX Ta
(apmakoIoriYHuX BUNPoOyBaHb. B peecTpaniiHoOMy J10CHE
MICTATBCS JeTaIbHI MOCHJIAHHS Ha JiTepaTypHi Jukepena
pe3yJIbTaTiB JOKTIHIYHUX BHIPOOYBaHb Ipenaparis, IO
MICTSITh [iF04y PEYOBHHY JIEKCKETOIPOQEH.

2. ®apmaxkoioris:

1) nepsuHHA (hapMako[MHAMIKA

2) BropuHHa apMaKoIuHaMIKa

3) papmaxoJioris Oe3nexn

4) papmakoauHAMIUHI B3aeMOIIT

3.dapMaKkoKiHETHKA:




1) aHaTITHYH]I METOMKH Ta 3BITH
o0 1X Bangauii

2) BCMOKTYBaHHS

3) po3nomin

4) meTado.113M

5) BUBe/ICHHS

6) papMakoKiHETHYHI B3aeMOIiT
(TOKJTiHIYHI)

7) iami  dapMakKoKiHETHYHI
JLOCITJKEHHS

4. TOKCUKOJIOTIA:

1) TOKCHYHICTD y pasi
O/JHOPA30BOr0 BBEICHHS

2) TOKCHYHICTH Y pa3i MIOBTOPHUX
BBE/ICHb

3) reHOTOKCHYHICTB: in Vitro

in vivo (BKJIIOYAKOYH J0JaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

4) KaHIIEPOTEHHICTB:

JIOBFOCTPOKOBI TOCITIIZKEHHSI

KOPOTKOCTPOKOBI  JOC/I/KEHHA
abo  JOCTDKEHHS  CepeHbOl
TPHBAJIOCTI

TOATKOBI JIOCITI7KEHHS

5) pempoJyKTHBHA TOKCHYHICTBH
Ta  TOKCHUYHMH  BIIHB  HA
PO3BHTOK IOTOMCTBA!

BIUIUB HA (ePTHIIBHICT | paHHIK
eMOpiOHATBHHUI PO3BHTOK

eMOpPIOTOKCHYHICTD

NpeHaTa/lbHa 1 [OCTHATalbHA
TOKCHYHICTh

[\



JOCTIKEHHS, pu AKUX
mpenapar yBOAUTHCS MOTOMCTBY
(HecTaTeBO3PLIMM TBAPHHAM)
Ta/ad0 OLIHIOETHCH Bl 1A/ IeHA sl

6) MicLeBa NEPEHOCHMICTh

7)  J10JATKOBI  JOCIIKEHHS
TOKCHUYHOCTI:

AHTUTEHHICTh (YTBOpEHHs
AHTHUTLI)

IMYHOTOKCHYHICTb

JOCTI/DKEHHS MEXAHI3MIB J1il

NiKapchKa 3aJIeXKHICTD

TOKCHYHICTE METa00IITIB

TOKCHYHICTD JOMIIIIOK

1H11E

5. BHCHOBKH MO0 JOKIIHIYHOTO
BUBYCHHS

3asgBHUK (BIACHUK
pe€cTpamiifHoro

MOCBITYEHHSA)




O ¢ bits

Honarox 30

no llopsanky mpoBeleHHS eKCHEPTH3H
peecTpallifiHUX MartepianiB Ha JiKapehKi
3aco0M, IO TOJAIOTHCS HA JIEPKABHY
peecTpanilo (mepepeecTpailifo), a TaKoXK
EKCIIEPTH3H MaTepialiB Mpo BHECEHHs
3MIH 10 peecTpaliiHUX MarepiaiiB

pOTATOM hish peecTpatiifHoro
MOCBiIYEHHS
(myHkT 4 po3ainy V)

3BIT
Npo KJiHIYHe BHNPOOYBAHHSA

1. Ha3sga jikapcbKoro
3aco0y (3a HasIBHOCTI -
HOMED peecTpaliifHoro

JAEKCKETOITPO®EH IOPISI-®APM,
po34nH 144 iH’ ekuiii/indysiii, 25 mr/ma

MMOCBITYCHHS )
2. 3asiBHUK TOB «lOpis-@apm»
3. Bupobuuk TOB «tOpis-®apm» (nakysanHs i3 ¢opmu in bulk BupoGHHKA

JIABOPATOPIOC HOPMOH, C.A, Icnanis).

4. IlposeneHi
| NOCHIKEHHS

TaK Hi KO Hi, 00IPYHTYBAaTH

Bianmosinno no posainy III, myukry 1.3 [lopsiaky npoBseneHHs
EKCIEPTH3U peecTpallifHuX MaTepiaiiB Ha JiKapcbKi 3aco0H, 1110
MI0/IAK0THCS Ha JIEP>KaBHY PEECTPALLiIO (IepepeecTpailiio), a TaKoxK
€KCIIEPTH3M MaTepiaIiB MpPO BHECEHHS 3MiH 10 peecTpaiiiHux
MarepiaiiB MPOTATOM il peecTpamiiHOro MOCBiAYEHHs [HaKas3
MinicTepcTBa 0X0opoHH 340poB s Ykpainu Bia 26.08.2005 Ne 426
(31 3MiHaMH, YHHHA peJaKilif)] 3agBHUKOM HE HAaJAThCs
pe3y/bTaTH BJIACHUX KJIIHIUHUX JAOCIHiKeHb. B peectpauiiHomy
J0ChE MICTSTBCS JIeTalbHI MMOCHIaHHS Ha JITepaTypHi JKepesa
pe3yJIbTaTiB KJIHIYHMX JOCHIUKeHb NpenapariB, IO MICTATh
JII0YY PEYOBHHY JIEKCKETONPOhEH.

1) Tun nikapesKoro 3acody,
3a AKHM I[IPOBOJAHIIACAH 360
IUIAHYEThCS peeEcTparis

['eHepuyHUii TIKAPCHKHI 3aCi0, OTHOKOMITIOHEHTHHHI

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHA, KOJIOBAaHHUH
HOMED KJIIHIYHOTO
BUIIPOOYBAHHS

6. ®a3a KIiHIYHOTO
BUIIPOOYBAHHA

7. Ilepion mpoBeaeHHs 3 o -
KJIIHIYHOTO BUNPOOYBaHHS

8. Kpainu, ne npoBoauiocs -
KJIIHIYHE BUNIPOOYBaHH

9. KinbKicTh 3aIIaHOBaHa: -
JIOCITIKY BAHHX (pakTHyHa: -




10. MeTa Ta BTOpHHHI 1T
KJIIHIYHOTO BUIIPOOYBaHHA

11. JIuzaiiH KIIHIYHOIO
BHIIPOOYBaHHS

12. OcHoBHI KpuTepii
BKJTIOYEHHS

13. Jlocsti oKy BaHUH
JiKapcbKHi 3acid, cnocid
3aCTOCYBaHHS, CHJIa Jiii

14. IIpenapar nopiBHSIHHS,
703a, crnocid 3acTocyBaHHS,
cuia Jit

15. CynyTHs Tepanis

16. Kputepii ominku
e(heKTHBHOCTI

17. Kpurepii oliHku
Oe3nexu

18. CtaTHcTHUHI METOIH

19. Jlemorpadiuni
MOKA3HUKH JOCTIKYBaHOT
momyJIAIil (cTaTh, BiK, paca,
TOIIO)

20. Pe3ynbratu
e(heKTHBHOCTI

21. Pe3ynpTaTu Oe3nexu

22. BucHOBOK
(3aKTIHOUeHHS )

3asgBHUK (BJIaCHUK
peecTpariifHoro
MOCBIIUYEHHS)

: 7
(miamuc)
KepiBHHK BiUIi/1y peryJISTOPHHX IPOEKTIB

TA B32EMOJIT 3 PeryJIsITOPHUMH OpraHaMu
TOB «HOpis-@apm»

Asina TIPOCSIHUK
(IL. L. B)




