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1o Iopanky npoeenenns excnepTusn
peecTpailiiiHuX MaTepianiB Ha JikapceKi
3ac00M, 110 MONAKTECS HA JIEPKABHY
peecTpaito (nepepeecTpailiro), a TAKOK
€KCIEPTH3H MaTepialliB npo BHECEHH:
3MiH /10 peecTpauiinix Marepianis
MpOTAroM Jii peectpauiiiHoro
NOCBiTUEHHA

(nyHkT 4 posniny 1V)

3BIT

Npo JOKMIHIYHI JocaiTKeHHs

1. Hasga nikapcekoro 3acoby (3a
HaABHOCTI - HOMep peecTpaniiHoro
MOCBiAYEHHS ):

[perabanin-Tapuuus, po3unn opaibHuii,
20 mr/ma

1) Tun nikapcekoro 3acofy, 3a IKUM
MpoBo/iMacs abo NIaHyeThesl peecTpallis

I'enepuunuii nikapeokuii 3acid

2) NpoBeAeHi JOCiKEHHS

[] Tax B wi  sKwo Hi, 06rpyHTYBaTH
Obepynmyeanna: lle reHepuuHuii  nikapchKuii
3aci®. Bianosiguo o Bumor posainy 111 IMopsaaky
MPOBEJICHHS eKCNEePTU3H peecTpauiifHux
MaTepiajiB Ha JiKapchbki 3aco0u, 1O N0AAI0TECS HA
JIepKaBHY peecTpallito (IepepeecTpaltit), a TAaKox
CKCIIEPTH3H MaTepialiB TNMPO BHECEHHS 3MiH [0
peecTpauiiHuxX ~ MaTepianie  mpotsrom  aif
peecTpauiiinoro noceixueHHs (Hakaz MinictepcTsa
OXOpOHHM 370poB’ s Ykpaiuu Bix 26.08.2005 Ne 426
(31 3MiHamM, uyMHHA pejakuis) Ta crarri 10.1
Hupektueu 2001/83/€C poxniniuni gocnimxeHHs
He BUMAararoThbCs.

2. Dapmakosioris:

1) nepBuHHa papmakoauHaMiKa

2) BTopHHHa (hapMakoAMHAMiKa

3) dbapmaxkosioris 6e3nexu

4) papmakoguHaMiuHi B3aeMoil

3. dapmakoKiHeTHKa:

1) aHaniTHYHI METOAMKY Ta 3BITH LIO/0 iX
Baniganit

2) BCMOKTYBaHHS

3) poznoain

4) Metabosmizm

5) BHBE/IEHHS

6) hapMaKoKiHETHUHI B3aeMoii
(oKITiHIYHI)

7) inwi papMakoKiHETHUHI A0CTIKEHHS

4. Tokcukonoris:




1) TOKCHUHICTB Y pa3i 0IHOPa30BOIo
BRE/ICHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX BBE/ECHD

3) FreHOTOKCHYHICTB:
in vitro

in vivo (BKJI0Yal04YH J0JIaTKOBY OLIHKY 3
TOKCUKOKIHETHKH)

4) KaHIePOTeHHICTh:

IOBFOCTPOKOBI AOC/IKEHHS

KOPOTKOCTPOKORI IOCTiIXKEHHS
00 J0C/IiZKEHHS CepeHbOT TPHBAOCTI

MOATKOBI JOCIIIAKEHHA

5) penpoyKTHBHA TOKCHYHICTh Ta
TOKCHMYHMH BIJIMB HAa PO3BHTOK
MOTOMCTBA:

BILIMB Ha QEePTHIILHICTE i paHHii
eMOpioHaNbHKI PO3BUTOK

eMOpIOTOKCHYHICTE

[peHaTajbHa | [I0CTHATA/IbHA TOKCHYHICTh

NOCTIZKEHHS, IIPH SKUX NpenapaT
YBOJHUTBLCS TIOTOMCTBY (HECTATEBO3PIIMM
TBapUHaM) Ta/abo OLIHIOETHCS BiggaieHa
1ist

6) MiclieBa IEPEHOCHMICTB

7) 10JATKOBI AOCHIKEHHSA TOKCHYHOCTI:

AHTUIeHHICTh (YTBOPEHHS aHTHTIJ)

IMYHOTOKCHYHICTB

TOCTIKEHHA MEXaHI3MIB JiT

JiKapCchKa 3aJ1eXKHICTh

TOKCHYHICTE METabOITIR

TOKCHUYHICTE JOMIIIIOK

iHI1IEe

5. BUCHOBKM IIOJ0 JOKTIHIYHOTO
BUBUYEHHS

3asBHUK (BJIaCHHK
peeCTpalifHHOIO HOCBIAYCHHS )
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1o Iopsaky npoBe/ieHHs eKcnepTH3n
peecTpauiiiHux MaTepianiB Ha JTiKapehki
3aC00M, 1O N0JIAIOTHCS HA JIEPKABHY
peecTpairo (nepepeecTpaliiio), a TaKoxK
€KCTICPTH3H MaTepialiB Mpo BHECEHHS
3MiH /10 peecTpauiiiHux Matepianis
MpOTAroM Aii peectpauiiiHoro
MOCBiAYEHHS

(nyHkT 4 posainy IV)

3BIT
PO KJIiHIYHe BHIPOOYBAHHS

1. Ha3Ba nikapcekoro Ilpera6anin-Japunus, posunn opansuuii, 20 Mr/ma
3aco0y (3a HasiBHOCTI -
HOMED peecTpaliifHoro
[10CBIIUEHHS )

2. 3asBHUK IIpAT «®apmanestana dipma «Japaursy»

3. Bupobuuxk IIpAT «PapmaneBTnuna Gipma «JlapHuis»

4. Ilposeneni jocmipkenns: [ Tak K ui  sxmo Hi, o6rpynTyBaTH
O6rpynmyeanns: e renepuunumii nikapebkuii 3aci6. BigmosiaHo
J10 HacCTaHOBH «Jlikapcbki 3acoOu. Hocnijxkenns

OioekBiBanenTHOCTI» CT-H MO3Y 42-7.2:2020 (Jlomatox II,
naparpa «Po3umHM IS OpalBHOTO  3acTOCYBaHHS») Ta
kepipanuTBa CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBHHITBO 3 JlOoCimKeHb GiOeKBIBAJIEHTHOCTIY (Honarox 11,
naparpadp  «PosuMHM IS OpaJBHOTO  3aCTOCYBAHHS»)
0i0EKBiBAIEHTHICTE JIIKAPCHKOTO 3aco0y IIperabanin-Jlapuuns,
PO34uH opanbHui, 20 Mr/mi, pedepeHTHOMY JiKapChKOro 3acofy
0yJI0 JIOBEICHO Ha OCHOBI (hapMaleBTHYHO! eKBiBaJIEHTHOCTI.

1) Tun nikapceskoro 3acody, | 'enepuunuii nikapebkuii 3aci6

3a SKMM IPOBOUIacH abo

[JIaHY€ThCS PeecTparlis

5. IToBHa Ha3Ba KJIiHIYHOTO

BUIPOOYBaHHA, KOJIOBAHHIA

HOMED KJIIHIYHOTO

BUIIPOOYBaHHS

6. daza KIiHIYHOTO

BUIIPOOYBaHHS

7. Ilepiox npoBeeHHs

KJIIHIYHOT0 BUIIPOOYBAHHS

8. Kpainu, j1e mpoBoymiocs

KJIiHiYHEe BUIPOOYBaHHs

9. KinbkicTs

UTOCIIIJIKY BAHHX




10. Mera Ta BTOpHHHI 1iTi
KJIiHIYHOTO BHIIPOOYBaHHS

11. JIuzaiin kninigHoro
BUIIPOOYBaHHS

12. OcHoeHi kputepii
BKJIHOUEHHS

13. JHocnijxysanuii
nikapebkuii 3aci6, croci6
3aCTOCYBAHHS, CHJIA Jil

14. Ilpenapat nopiBHsHHs,
1034, c11ocib 3acTocyBaHHs,
cuma aii

15. CynyTHs Tepamnis

16. Kpurepii oninku
edekTHBHOCTI

17. Kpurepii ominku
Oesnexu

18. CratucTHyHi MeTo 11

19. lemorpagiuni
ITOKa3HUKH JIOCI1KYBaHOT
oyl (cratk, BiK, paca
TOILO)

20. Pe3ynpTati OLliHKH
e(eKTHBHOCTI

21. Pe3ynbTat oninku
Oes3nexn

22. BucHoROK
(3aKIII0YEHH)

3agBHUK (BJIACHUK
peecTpaniifHoro 1ocBiI4eHHs)
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