Jomatox 30

1o IlopsiiKy NpoBeieHHS €KCIEPTH3H
peecTpaniifHux MaTepialliB Ha JIIKapChKi
3acobu, [0 HOJAIOTECS HA JIEPIKABHY
peecTpariiio (epepeecTpairiio), a TaKoxK
€KCIIEPTH3H MaTepialiB PO BHECEHHS
3MIH JI0 peeCTpaliifHuX MaTepiasiB
MIPOTATOM Jil peecTpaliiHOro
[IOCBITYCHHS

(mynkt 4 posniny IV)

3BIT

Npo KJiHIYHe BHIIPOOYBaHHSI

1. Ha3ga nikapcekoro 3aco0y (3a
HasIBHOCTI - HOMEpP PeECTpaIlifHOTO
MMOCBITUYCHHS)

Mowmeric
Jlikapceka dopMa Ta 103yBaHHS:
CIIpel HazaabHHH, H030BaHHH, S0 MKI/mo3y

2. 3asBHUK

TOB «BAJIAPTIH ®APMAY, Ykpaina

3. BupoOHuk

TOB «Mikpodapm», Yipaina

4) mpoBeneH1 T0CIiHKeHHS

Tak O HI l SIKIIO Hi, OOIpYHTYBaTH

JI3 peecTpyeThes sk riOpuIHAN JIIKapChKHil Ipenapar.
dapmarieBTHYHA €KBIBAJICHTHICTE Y IOPIBHAHHI 3
pedepentHrM npenapatoMm Hazonexce®, cripei
HasaTpHUH, mo3oBanuit 50 MKr/o3y Ta HazoHekc®
CHHYC, clipeil Ha3allbHUH, no3oBaHu# 50 MKI/m03y
noseiera y Moy 3 ponin 3.2.P.2. dapmarieBTHYHA
eKBIBAJICHTHICTH IIperapariB NiATBEPIKYE:

-0JHAKOBHIT AKICHHH Ta KIIBKICHHH CKJIaJ aKTUBHHX
pevoBHH 00X mpenapatis: 1 103a MicTHT 50 MKI/103y
MOMETa30HY (ypoary MOHOTipaTy (MiKpOHI30BAHOIO)
y KUIBKOCT1 €KBiBaJIeHTHIH 50 MKI MOMETa30HY
bypoary (6e3B01HOTO);

-0JIHAKOBA JIIKapchbKa (OopMa Ta IUISX BBEAECHHA-
crpeii HazaJlbHHi 030BaHHH,

-OHAKOBUH AKICHHH 1 KUIbKICHHH CKJIal[ 3 TOYKH 30Dy
NONOMIKHHX PEUOBHH (33 BHKITFOYECHHSM 3aMiHH
nojicopbary 80 na momicopdat 20);

O,I[HaKOBi TIOKa3aHHA IJId 3aCTOCYBaHHA.

1) THI JTiKapchKOro 3acody, 3a IKHM
npoBoarIacs abo IIanycThCs
peecTpartis

['i0puanuii TiKapchKuii 3acid




5. IToBHa Ha3Ba KJIIHIYHOTO -
BUIIpOOYBaHHA, KOJOBAaHHI HOMEp
KIIHIYHOTO BHITPOOYBAaHHS

6. ®a3za KIHIYHOTO BUIPOOYBaHHA

7. Ilepion npoBeAeHHS KIIHIYHOTO

3 o
BUITPOOYBaHHS
8. Kpainu, 1e mpoBoaunocs KilHIYHE
BRUIIPOOYBaHHA
9. KiIbKICTh JOCHIDKYBaHUX
3arIaHOBaHa: -
(daxkTHYHAa:

10. Mera Ta BTOpHHHI LTl KJIIHIYHOTO
BUIIPOOYBAHHS

11. Jla3aiia kiaiHIYHOTO BHIIPOOYBaHHS

12. OcHOBHI KpHTepii BKIIOYCHHS

13. JTocmimkyBaH#uii JlikapchbKuH 3acif,
criocib 3acTocyBaHHs, cHIa Jil

14. Ilpenapat nopiBHsHHS, J103a, CIIOCIO
3aCTOCYBaHHS, CHJIA Mii

15. CynyTtHs Teparis

16. KpuTepii omiHKH eeKTUBHOCTI

17. Kpurepii ominku Oe3nexkn

18. CraTHCTHYH]I METOTH

19. Jlemorpadiusi MOKa3HUKH
ToCIiKYBaHOI omyJIsiiii (cTarh, BIK,
paca, TOIIO)

20. Pe3ynpraT e(peKTHBHOCTI

21. PesynpraTH O€3MEKH

22. BUCHOBOK (3aKJIIOYEHHH)

3agBHHUK (BIACHUK
peecTpanifHOTo OCBITYeHHS )
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Jlonatox 29

1o TTopsiiKy TpoBeIeHHS eKCIePTH3H
peecTpariiHuX MaTepiaiiB Ha JIKapCchKi
3aco0H, 1110 OJAF0THCS HA JIEPIKABHY
peecTpaitiio (mepepeecTpariio), a TakoxK
eKCIIEPTH3U MaTepialliB IIPO BHECCHHS
3MIH JI0 peeCcTpaliiiHuX MaTepiaiiB

" IIPOTSTOM [ii peecTpaliiiftHoro

THOCBITUEHHS
(mysxr 4 pozauny 1V)
3BIT
Npo AOKJiHIYHI J0CTiKeHH
' MowmeTic
1. Ha3zga nikapcekoro 3aco0y (3a .
: . Jlikapceka opma Ta 103yBaHHs:
HAsIBHOCTI - HOMEP peecTpaniiiHoro = N =
; cripeii Ha3aIbHUIL, Ho3oBaHuH, S0 MK/ 103y

OCBITUCHHS):

1) Tin JikapceKoro 3acody, 3a AKUM [iOpuaHuit TiKkapebkuii 3acid

npoBoMiiacs ado IIaHyeThes

peecTpartis

2) mpoBeIeH] JOCIKEHHS Tak O Hi I SIKIIO Hi, OOTpYHTYBaTH

3riHO BUMOI MDKHAPOIHHX KEPIBHHITB Ta YKPAiHCHKOI'0 3aKOHOJABCTBA [0 TAHOTO THITY
ItikapceKOTo 3aco0y (TIOPH/HIIA) pe3yIbTaTH BIaCHUX KIIHIYHMX JOC/I/DKEHb HE BAMAraloThCs
Ta [IPeJICTABICH] BiAMOBIIHAME JaHHMH OIyOIiKOBaHOT HAYKOBO] JIITEpaTypH 3arajibHo
nocrynsa iHdpopmaitis)

2. dapmakonoris:

He BuMaraeTscs Ui TiOpHIHOTO JIKAPCHKOIo 3ac00y
BIJITOBIHO 710 BAMOT MIXXHAPOJTHHUX KEPIBHHUIITE Ta
YKPaTHCHKOI'0 3aKOHOJaBCTBa

1) mepBuHHA papMakoMHAMIKA

He BuMaraeThbes IUis FiOpHIHOTO JIIKapCHKOro 3acody
BIJUIOBIIHO O BUMOT MiKHAPOJHHX KEPIBHHUITB Ta
YKpaiHCBKOT'O 3aKOHOJaBCTBA

He BuMaraeThbes A FiOpUIHOTo JiKapchbKoro 3acoly
BiIMOBITHO 10 BUMOT MiKHAPOIHHX KEPiBHULTB Ta
YKpalHCBKOTO 3aKOHOIaBCTBA

2) BropuHHa QapMakoauHaMiKa

3) ¢apmaxosoris Oeznexu

He BuMaraeThbes U8 FiOpHIHOTO JIKapChKOro 3aco0y
BiZIOBIZHO 10 BUMOT MIKHAPOIHHX KEPIBHUIITB Ta
YKpaiHCHKOTO 3aKOHOJABCTBA

4) papmaxomuHaMIYHI B3aEMOJIIT

3. @apmMakoKiHETHKA:

He BuMaraeThes IUisl TIOPHIHOTO JTIKapChKOro 3acody
Bi/UIOBIIHO 0 BAMOI MDKHAPOJHHUX KEPIBHUITE Ta
YKpalHCHKOTO 3aKOHO/IaBCTBa

1) aHaMITHYHI METOAMKH Ta 3BITH II0JI0
ix Bayijamii

He BuMaraeThes UL TIOPHIHOTO JTIKApCHKOTo 3acoly
BiIIIOBIIHO /IO BUMOT MDKHAPOIHHX KEPIBHUIITB Ta
YKpalHCBKOTO 3aKOHOJaBCTBA

2) BCMOKTYBaHHSA




3) po3momin

He BuMaracTres 18 riOpHIHOTO JTiKapchLKoro 3acoby
BIJIITOBITHO 70 BUMOT MIKHAPOTHHX KEPIBHHITE Ta
YKpaiHCBKOTO 3aKOHOIABCTBA

4) metaboii3m

He BuHMaraeTscst 1j1s TiOpHIHOTO JTiKapChKOTo 3aco0y
BIJIIIOBIHO 10 BUMOI' MUKHAPOJAHUX KEPIBHHIITB Ta
YKpalHCHEKOTO 3aKOHOIaBCTBA

5) BUBE/ICHHSA

He BuMaraeTsest 1715 TiIOpHIHOTO JIIKapChKOro 3acody
BIIMOBIIHO 0 BUMOT MIKHAPOIHHX KEPIBHHIITB Ta
YKpaiHCEKOrO 3aKOHOIaBCTBA

6) hapMakoKiHETHYHI B3aEMO/IIT
(moKTiHIYHI)

He BuMaraeTncest 1uist riOpHIHOTO JTIKapChKOro 3acoby
Bi/IIIOBITHO JI0 BUMOT MIXKHAPOIHUX KEPIBHUIITB Ta
YKpalHCHKOTO 3aKOHOIaBCTBA

7) immn gapMaKOKiHETHYHI JIOCIPKEHHSI

He BumaraeTrcst 1is TiOpHIHOTO JIIKapchKoro 3acody
BIJMOBIHO 0 BUMOT MiXKHAPOJHUX KepPiBHHUIITB Ta
YKpalHCBKOI'O 3aKOHOJABCTBa

4. ToxCUKOIIOTIS:

1) TOKCHYHICTE Y pa3i 0THOPa30BOTO
BBEJICHHS

He BumaraeTnsest 171 TIOpHIHOTO JTIKapChKoro 3acody
BiJITOBITHO O BUMOT MIXKHAPOIHUX KEPIBHUIITB Ta
YKPaTHCHKOTO 3aKOHOIABCTBA

2) TOKCHYHICTH Y Pa3l HOBTOPHUX
BBEJlEHb

He BuMaraeTscst JJ1s TIOPHIHOTO JIIKApCHKOTO 3ac00y
BIZIIOBIIHO 0 BHMOT MIXKHAPOIHHUX KEPIBHUIITB Ta
YKpaiHCHKOTO 3aKOHOABCTBA

3) reHOTOKCHYHICTD:
in vitro

He BuMaraersest uist TiOpHIHOTO JTKapChKOTo 3aco0y
BiIIOBIAHO 10 BUMOT MIKHAPOHUX KEPIBHHIITB Ta
YKpaiHChKOT0 3aKOHO/IAaBCTBa

in vivo (BKIIFOYArOYH JI0JIATKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

He BuMaracThes s TiOPHIHOTO JIKapchKoro 3acody
Bi/IIOBIIHO /10 BUMOT MDKHAPOIHUX KEPIBHUIITB Ta
[YKpaiHCBKOTO 3aKOHOJABCTBA

4) KaHIIEpOTreHHICTh:

JIOBrOCTPOKOBI JIOCJIJKECHHS

He BumaracTbes Uis TiOpHIHOTO JIIKapChKOro 3aco0y
BiZITOBIZIHO 110 BAMOT MIXKHAPOIHHUX KEPiBHUIITB Ta
YKPalHCBKOTO 3aKOHO/1aBCTBA

KOPOTKOCTPOKORBI JIOCTIDKEHHS
a00 JOCIIDKCHHS CepeIHbOI TPHBATIOCTI

He BEMaraeThes JUis TiOpH/IHOTO JIIKapChKOro 3acoly
RIJUTOBLAHO J0 BUMOT MIKHAPOJIHHUX KEPIBHUIITB Ta
[YKpaiHCHKOI'O 3aKOHO/1aBCTBA

JIOATKOBI JOCIIIKEHHS

He BuMaraeTses JUId TIOPHAHOTO JTIKapChKOro 3aco0y
BIIOBIHO A0 BUMOT MDKHAPOJIHUX KEPIBHHIITB Ta
YKpalHChKOT0 3aKOHOJaBCTBA

5) penpoAyKTHBHA TOKCHYHICTh Ta TOKCHYHHUH BIUIMB Ha PO3BUTOK NOTOMCTBA:

BILIMB Ha (epTUIBHICTS 1 paHHiH
eMOpioHANLHUH PO3BHTOK

He BuMaraeThes I8 TiOPHIHOTO JTIKapChKOro 3acody
BiIMIOBITHO 0 BUMOT MDKHAPOIHUX KEPIBHHULTE Ta
YKpalllHCBKOFO 3aK0HOJaBCTBa

eMOpIOTOKCHYHICTh

He BuMaraeThes [Uisi FiGPHIHOTO JIIKApChKOro 3acofy
BIINOBIIHO 70 BUMOT MDKHAPOJIHUX KEPIBHHIITE Ta
YKpaiHCHKOI0 3aKOHOIABCTBA

npeHaTaabHa 1 NOCTHATAIbHA

He BuMaraeTscst [yist TIOPHIHOTO JIIKApPCHEKOro 3aco0y
Bi/IIOBiHO 10 BUMOT MIZKHAPOIHUX KEPIBHUITB Ta




TOKCUYHICTh YKpalHCHKOTO 3aKOHO/IaBCTBA

JIOCITiDKEHHS, TIPU SIKUX IIperapar He BUMaraeThes [ TiGPHIHOTO JTIKapchKOro 3acoly
YBOIMTHCA TOTOMCTBY (HECTATEBO3PIINM [BiAIOBIIHO 10 BUMOT MiXKHAPOJHMX KEPIBHHULITE Ta
TBapuHam) Ta/abo OIIHIOCTLCS BiANAICHA [yKPalHCEKOTO 3aKOHOIaBCTRA

st

He BuMaraeThbes 171 TiOpHIHOTO JTiKapchKoTro 3aco0y
BiZINOBIIHO /10 BUMOT MDKHApOJHUX KEPIBHHIITB Ta
YKpalHCBKOI'O 3aKOHOIABCTRA

6) MiciieBa IepeHOCHMICTb

7) 101aTKOBI JOCIIKEHHST TOKCHIHOCTI:

He BEMaraeThesi A71s FiGpHIHOTO JIIKapCHKOTO 3ac00y
BiMOBIIHO 10 BUMOI MIXKHAPOIHHX KePiBHUIITB Ta
YKpaiHCEKOTO 3aKOHOIABCTBA

AHTHTEHHICTH (YTBOPEHHS aHTHTLI)

He BuMaraeThes 17 TiOpUIHOTO JTIKapchKoTo 3aco0y
BiZIMOBIIHO 710 BUMOT MIXKHAPOJIHUX KEPIBHHUIITB Ta
YKpaiHCHKOT0 3aKOHOJABCTBA

IMYHOTOKCHYHICTB

He BuMaraeTbes U1 TOPHIHOTO JIIKAPCHKOro 3aco0y
BiOBIZHO 10 BEMOT MiXKHAPOIHHX KEPiBHUIITB Ta
YKPaiHCHKOI'O 3aKOHONABCTBA

TOCITKEHHA MEXaHi3MiB Jil

He BHMAaraeThest JUisl TiOPUIHOTO JIiKapChKOro 3aco0y
BIZIMOBIIHO 10 BAMOT MDKHAPOIHUX KEPIBHHIITB Ta
YKPalHCBKOTO 3aKOHO/IaBCTBA

niKapchKa 3aJIeKHICTD

He BHMaraeTses s TiOpHIHOTO JTiKapChKOTo 3aco0y
BiTOBITHO 10 BUMOI' MIKHAPOJHHX KEPIBHUITB Ta
YKpalHCHKOTO 3aKOHO/IaBCTBA

TOKCHYHICTh METa0O0IIITIB

He BEMaraeThes A5 FiOPH/IHOTO JIKapCHKOTo 3ac00y
BiMOBIIHO 10 BUMOT MIXKHAPOIHUX KEpIBHHULTB Ta
YKpaiHCEKOTO 3aKOHO/IaBCTBA

TOKCUYHICTH TOMIIIOK

He BUMaraerhes Uis FiGPHIHOTO JIIKapechKoro 3aco0y
BiIIIOBiIHO 10 BUMOT MIJKHAPOJIHUX KEPIBHUIITE Ta
YKpaiHCHKOT0 3aKOHOIABCTBA

1HIIIE

3rigHO BUMOT MIXKHAPOHAX KEPIBHULTB Ta
YKpalHCBKOTO 3aKOHO/IABCTBA JI0 IaHOT'0 THITY
nikapchbKoro 3aco0y (riOpHIHHI) pe3yIbTaTH BIACHHX
KIIHIYHUX JOC/II/DKeHb He BUMArarThCs Ta
npe/ICTaBIICH] BLATIOBIHUMH JAaHUMU ony01iKoBaHOT
HAayKOBOI JIITEPaTypH (3aralbHo I0CTyIHA

5. BHCHOBKH 11010 JOKJIIHITHOTO
BUBYCHHSI
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