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1o Iopsnky npoBeneHHs eKCIepTH3H
peecTpalifHuX MaTepialiB Ha JiKapchKi
3ac00u, 10 NOJAIOTHCS Ha JIEPIKABHY
peecTpaniio (mepepeecTpaliiio), a TaKoXK
EKCIIEPTU3U MaTepiaiB PO BHECEHHS
3MiH JI0 peecTpallifHAX MaTepiasip
NPOTATOM Jii peecTpamifinoro
IOCBITUCHHS

(mysKT 4 posniny IV)

3BIT
Npo JOKJIiHIYHI KoCiKeHHA

1. Hasa mikapcekoro 3acoby (3a
HasBHOCTI - HOMEp peecTpalliiiHoro
IIOCBiTYEHHs):

OKCUCIIPEH, cupeii HazanpHuH 0,05%,
mo 10 wmnm y nonieruneHoBomy
KOHTeHHepi 3 NMpOoGKO-pO3MHIIIOBaYEM i
KPUIIKOKO 3  KOHTPOJIEM  IEpIIOro
BIIKPHTTS y Ia4Lli 3 KAPTOHY

1) tunm nikapcekoro 3acofy, 3a sIKUM
IPOBOAMIIACS a00 MIIAHYEThCS PEECTPAITist

Jlikapcpkuii 3aci6 3 no6pe BUBYEHHM
MEIHYHUM 3aCTOCYBAHHIM

2) mpoBeneHi foCHimKeHHs — Tak [

Hi 4 saxmo Hi, 06rpyHTYBaTH

Binnosinzo no myukry 1.4, Pozminy 111 Hakasy MO3 Vkpaiau Ned26 3i 3minamu ta
BiAMOBinHO J0 crarti 10(a) J{upexTusu 2001/83/€C, pesynabTaTH BIacHHX

I[OKJIIHI'—IHHX JIOCJII,I[}KCHI: HE HANarThCA.

2. ®apmakoJoris:

1) nepBuHHA hapmakogHHAMIKA

2) BTOpHHHA (hapMaKoJMHAMIKa

3) dpapmakonoris Gesnexu

4) papmakonuHamiuHi B3aeMoIii

3. @apMakoKiHeTHKa:

1) amaniTHaHI MeTOOWMKY Ta 3BiTH 1110710
X Bajijgamii

2) BCMOKTYBaHHS

3) posroain

4) metaboizm

5) BUBEICHHS

6) bapmakokineTHYHi B3aemoii
JOKIIIHITHi)

7) i hapMakoKiHeTHYH] HoCTimKeH S

4, TokcukoJoris:

1) ToxcmuHicTs y pasi omHOpasoBoro
BBEJIEHHS

2) TOKCHYHICTE y pasi MOBTOpHUX
BBeJIEHb

3) reHOTOKCHYHICTE:
in vitro




in vivo (BKJIIOYaOYH JOAATKOBY OLHKY 3
TOKCUKOKIHETHKH)

4) KaHIIEPOreHHiCTE: -

JIOBCOCTPOKOBI JIOCIIi JPKEHHS -

KOPOTKOCTPOKOBI JIOCIIIIZKEHHS
ab0 IOCIi/PKeHHS CepeIHboi TPUBAJIOCTI

JIOAATKOBI JOCIILIKEHHS -

5) penpoayKTUBHA TOKCHYHICTH Ta
TOKCHYHHH BILIUB HA PO3BUTOK -
IIOTOMCTBA!

BIUIMB Ha (DEPTUIIBHICTE 1 paHHiii
eMOpioHaIBHIH PO3BUTOK

eMOpIOTOKCHYHICTE -

IpeHaTaJIbHa 1 IOCTHATaIbHA
TOKCHYHICTH

JOCITIJPKEHHS, TIPH SIKUX NpernapaT
YBOJIUTHCS MTOTOMCTBY (HECTAaTEBO3PI/IUM
TBapHHaM) Ta/abo0 OIiHIOETHCS BinnaieHa
st

6) MicIIeBa IEPEHOCUMICTE -

7) JOAATKOBI JIOCHI/DKEHHS TOKCHYHOCTI: -

AHTHI'eHHICTh (YTBOPEHHS aHTUTILN) -

IMYHOTOKCHYHICTh -

JOCIIDKEHHS MEXaHI3MIB mif .

JiKapchKa 3aJIeXKHICTh -

TOKCHYHICTh MeTaboJIiTiB -

TOKCHYHICTE JIOMIIIIOK 5

1HIIIE R

5. BUCHOBKH 11010 AOKITIHIYHOIO

BUBYEHHS

YoBHOBa)XkeHa 0co0a IpeCTaBHUKA 3asBHUKA ///// il

(mmiamc)

[TuraskoBa Mapis

(ILLB)
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1o Iopsnky nposenenms excrepTusn
peecTpanifHuX MaTepiaiiB Ha JliKapchKi
3ac00H, IO MOJAOTECS HA JAEPIKABHY
peecTpalliio (IepepeecTpaliiio), a TaKoxK
CKCIIEPTU3H MaTepialiB Mpo BHECEHHS
3MiH JI0 peecTpaliitHiX MaTepiain
HPOTATOM Jii peecTpanitnoro
IOCBIIYEHHS

(myHKT 4 po3miny IV)

3BIT
npo KJiHiYHe BUNIPOOYBAHHS

OKCHUCIIPEH, crpeit HazanpHuit 0,05%,

1. Haspa mikapcekoro 3acoby (3a|mo 10  wmm Yy  IOJieTHIEHOBOMY

HasgBHOCTI - HOMEp peecTpauiiiHOro | KoHTelHepi 3 IIPOOKOIO-PO3IMITIOBAYEM i

MIOCBI{YECHH) KPUIIKOKO 3  KOHTPOJEM  IEPLIOro
BIIKPHUTTS y [1a4Lli 3 KAPTOHY
CrinpHe yKpalHCHKO-iCIaHChKe

2. 3asBHUK : i
mianpuemMctBo «Criepko Ykpaina
CrinbHe yKpaiHChKO-icTaHChKe

3. BupoOuuk YXP

nianpueMcTBo «Criepko Vkpainay

4. Ilposeneni pocmimienns: Tak [ mi M sxwo i, o0IpyHTYBaTH
Bignosigao no myskry 1.4. Pozainy III Hakazy MO3 Vkpainu Ne426 3i 3minamu ta
BifmoBiHO 1o crarti 10(a) Jupexturu 2001/83/€C, Pe3yNbTaTH BIACHUX KIIHIYHHX

,I[OCHI,I{}KCHB HE HaTarOThCA.

1) Ttun nmikapcekoro 3acofy, 3a sikuM
NPOBOMIIACS a00 IIaHY€EThCS peECTpallist

Jlikapcekuii 3aci6 3 n0o0pe BHBYEHHM
MEUYHUM 3aCTOCYBaHHIM

3 IloBHa Ha3Ba KJIIHIYHOTO
BUNIPOOYBaHHS,  KOZOBaHMH  HOMep
KIiHIYHOTO BUNIPOOYBaHHS

6. @asza KIiHIYHOro BUIPOOYBaHHS

7. Ilepiom mpoBefeHHS KIIHIYHOIO
BUITPOOYBaHHA

8. Kpainn, nme npoBommnocs ximiniume
BUIIPOOYBaHHA

9. KinpKicTb mocmijkyBaHuX

10. Mera Ta BropuHHI mimi KiiHiuHOrO
BUIIPOOYBaHHA

11. Jluzaiin KiiHiYHOrO BUMPOOYBaHHs

12. OcHOBHI KpuTepii BKITIOUEHHS

13. MocmimxyBanuii nmikapcekuii 3aci6,
CII0Ci0 3acToCyBaHHs, cuia il

14. Tlpenapat nopiBHsHHS, 1033, croci6
3aCTOCYBAaHHS, CHJIA il

15. CynyTHs Teparmis




16. Kpurepii omiHku e(heKTUBHOCTI -

17. Kpurepii orinku 6e3neku -

18. CratucTHYHI MeTOIH -

19, Hemorpadivni MIOKa3HUKH
JOCIKyBaHO! momynsmii (cTaTh, BIK, -
paca, To1o)

20. Pesynpratu edexTuBHOCTI -

21. PesynwTaTn 6esnexu -

22. BUCHOBOK (3aKJIIOYEHHS) -

YmoBHOBaXkeHa 0coba Ipe/ICTaBHIKA 3aIBHHKA Py //

(migmmuc)

[Murankora Mapis

(ILLB)



