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10 ITopaaxy poBeAeHHs! eKCIePTH3H
peecTpalliffHiX MaTepianiB Ha NKapChbKi
3acofy, 110 TOAAIOTHCA HA JIEPIKABHY
peecTpariio (TlepepeecTpaliio), a TaKomK
EKCIIEPTH3U MAaTepIaiB IPO BHECEHHA
3MiH [0 peecTpaliiiHiuX MaTepianis
IPOTSIFOM il peccTpariifHOro rOCBiT4eH s
(nyukT 4 posniny IV)

3BIT

Ipo AOKJIHIYHI JOCHIIKEHHS .

HOMED peecTPaliiHOTO TOCRITUEHHS):!

1. Hasga jikapcbkoro 3acofy (3a HassBHOCTI -

Coupr MeqnaHuii 96 %, pozuusn 96 %, no 100 may
(pJ1aKoHAX CKNAHUX abo nomiMepHNX, o 1 1, 5 o, 10
a1, 20 1y kanicrpax noaimMepuux, 3assauk: TOB
«GHAK SIKOCTUJIHOKCy, ¥Ykpaina, BHPOOHHKHM:
T «Kinadg», ¥ kpaiua, IIpAT «bBioniky, ¥Ykpaina

1) Tin MiKapcEKOro 3acoby, 3a AKUM
npoBojHiIacs abo IIaHyeThCA peecTparis

nikapchkmit 3aci6, mo BUpobIAeTECS 3TLIHO i3
3aTBEPIUKCHEM IIPOITHCOM

2) MPOBEIEeH] JOCIIKeHHS

SKITQ Hi, O6IPYHTYBATH

3rigno 3 BuMoramu [lopsaaky npoBeeHHs eKCIIePTH3H
peecTpartiiinux matepianis Ha Jikapchbki 3acolw, 1Mo
1OATOTECA Ha peecTpartilo (IepepeecTpalli), a TaKoK
eKCIIEPTH3M MaTrepiayiB  NpPO BHECEHHA 3MIH [0
peecTpanifHIX MaTepianis IPOTATOM mit
peecrpauiiftoro MOCBiAUeHH , 3aTBEPIKEHOTO
Haxazom MO3 Vkpaiun Ne 460 Big 23.07.2015 Ta
BIAIIOBIHO [0 THITY JiKapchKoro 3acoly (ikapchkui
3acif, 110 BUPOOIIETBCSA 3TITHO i3 3aTBEPIKEHHM
[POITHCOM)  Rilaclli  JOKIIHIYHI  JOCHIKEHHI HE
IIPOBOJIAJIMCE, JITEpaTy pHi AaHl He HAJalOThCAL.

rax Y Hi

2. ®apMaKoIoris:

1) nepBuHHa QapMaKoIHHAMIKa

He wanarotecs

2) BTOpHHHA (papMaxoUHaMiKa

He namaioTees

3) dapmaxonoris 6esnexu

He manaiornes

4) hapmaxoMAaMi¥HI B3aEMOJIT

He wagaroTees

3. dapMakoKiHETHKA.

1) aHawiTHUHI METOAUKHM Ta 3BIiTH L0 X
Baninaiiy

He HanawTeesa

2) BCMOKTYBaHHS

He nanaiornes

3) posnonin

He mapatoThed




4) MeTaboIizM

He namaioTnes

5) BHBEIEHHS

He napgaroTsest

6) (papMaKoKiHETHYHI B3aeMO 11 (HOKNIHIUHI)

He namaroThcs

7) 101 hapMAKOKIHETHYHI JOC IKSHHS

He nanaorses

4, ToxecrKOIOTIs;

1) TOKCHYHICTE Y pa3i 0JHOPA30BOIO

He manaiornea

2) TOKCHYHICTD ¥ pa3i IOBTOPHUX BBENEHD

He namaioThes

3) reHOTOKCHUHICTE: in Vitro

He HanatoTRes

in vivo (BKIIIOYAIOYH HONaTKOBY OLIHKY 3
TOKCHKOKIHETHKH )

He HaparoTecs

4) KaHLIEPOT€HHICTh.,

HOBrOCTPOKOBE JOCTLIKEHHS

He nanatornea

KOPOTKOCTPOKOBI AOCIIJDKEHHS!

He magaloTnes

MOAATKOBL JOCHIKEHHS

He nanaiotees

BITJIFB Ha PO3BHTOK NOTOMCTEA:

5) penpoayKTHBHA TOKCUYHICT Ta TOKCHYHHA

BIUIME Ha QepTHUIBHICTE 1 paHHif
eMOpiOHANBHHIT PO3BUTOK

He namaroToes

eMOPIOTOKCHYHICTL

He nHanaoThes

MpcHaTaIEHA 1 NIOCTHATAIBHA TOKCHUHICTE

He ganatorbes

MOCHiIKEHHS, MPH SIKUX TIperiapaT YBOAUTECS
OTOMCTBY (HECTATERBO3PLIINM TBApHHAM)
Ta/ab0 OIHIOETECS BiANAIEHA JUisl

He uanatornes

6) MICITeBa IEPEHOCHMICTh

He ganawoTeca

7) HOJATKOBI AOCHImKEHHS TOKCHIHOCT:

AHTHTEHHICTE (YTBOPEHHSI aHTUTIN)

e HapaioTbes

IMYHOTOKCHUHICTh

He pamaoTRCa

TOCHIKEeHHs MeXaHi3MiR il

He manaiorees

TiKapehKa 3aNeKHICTh

He namaioThes

TOKCHYHICTE MeTaboIniTiB

He nHapaorses

TOKCHYIICTE JOMINIOK

IHe HanaloThCs

ifme

He mamamoTecs




5. BHCHOBKHM 110/10 JOKIIIHIYHOIO BUBYCHHSI

3asgBHUK (BJIACHUK
peecTpauiiioro
TTOCBIIHEHHS)
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1o Ilopsaky npoBeseHHs eKCIePTH3H
peceTpalliifiHux MaTepialis Ha JIKapCEKi
' 3acoGH, 10 NOJAIOTECS Ha NEPIKAaBHY
peecTpaniio (IepepeecTpalliio), a TaKoK

EKCTIEPTH3H MaTepialiB Ipo BHECEHHA

3MIH 10 peecTpalliitHux MaTepialiB

IPOTATOM JiT peecTparifHOTro IOCBiTICHHS

(nmysxT 4 posgimy IV)
3BIT
npo KJIiHiuHe BHNpoOyBaHus
1. Hasea mikapceroro 3acoby (3a Coupr meauannii 96 %, poétmn 96 %, mo 100 ma y
HasBHOCTI - HoMep peecTpauifinoro  |paaxonax ckiasuHux ado nojiMepuux, no 14, 5 1, 10 1,
[IOCBiTUEHH) 20 s1 y kanicTpax noxiMepHux |
TOB «3HAK SIKOCTI JITOKCy», Ykpaina
2. 3asBHUK
3. Bupobuuku [IIT «Kinadd», Yrpaiua, I[IpAT «Bionik», Ykpaina
4, [Tposenent HOCTIIKCHHS: rak N H  SKIO Hi, OGTPYHTYBATH

3rijiHo 3 BEMoramMu TTopsiaKy IPOBEICHHS eKCIEPTH3H
peecTpauiiHuX MaTepiaiis Ha JiKapchKi 3ac00H, Mo
MONAKOTRCS HA peccTpallilo (epepeecTpaliio), a TAKoXK
EKCIEPTH3H MaTepialiB IIPO BHECEHHS 3MIH J(O
peccTpamifHUX MaTepiasis MpoTAroM Ail peecTpaulilinoro
noceiguenHs, sarpepmkeroro Hakazom MO3 YKpainu
Ne460 rin 23.07.2015 Ta BIgIOBIHO L0 THILY TIKapCHKOTO
3aco0y (mikapckkuil 3aci6, 110 BEpOGISETHCS 3TIAHO i3
haTBep DKEHHM HPOMIHCOM) BlacHi KiiHiuHi BUIpoOyBaHHs
1€ TIPOBOIINCE, JIiTEPaTypHI JaHl He HAATHCL.

1) THI TiKapehKOTO 3ac0By, 3a SIKHM  |[TiKapCchKui 3aci0, 110 BUPOOAAETHES 3TIAHO 13

npoBoRuIacs a0o IaHy€eThCs 3aTBEPMKCHUM [IPOIIICOM
peecTpartist
5, TTorHAa HA3BA KILHIYHOLO -le nagaroThCs

BUNPOOYRAHHS, KOAOBAHHH HIOMEP
KJIiHIYHOTO BUIIPOOYBaHHS

6, ®aza KIiHiYHOrO BUIPOOYBaHHA —

7. Ileplox mpoBeseHHs KIIHIYHOTO 3 o
BHIPOOYBAHHS

8. Kpaltyn, 1e IpOBOAMIOCS KIIHIYHE | --
BUTIPOOYBaHHS




9. KipKicTh DOCTIDKY BAHHX

3alUlaHOBaHa:
(hakTHyHa:

10. Meta Ta BropuHHI UL KJITHIYHOTO
BUIIPOOYBaHHS

11. Jluzaits KiiHI4HOro BUIIPOOYBaHHsI

12. OcHoBHI KpuTepil BKIIOYEHHS

13. Jlociipky Banuii jlikapebkuii 3acio,
crioci® 3acTocyBaHHs1, cuia Jii

14. Tlpenapar nopiBHAHHS, 71034,
crocid 3acToCyBaHHs, CUIA JIiT

15. Cynyrths Teparris

16. Kpurepii oiinkd epeKTHBHOCTI

17. Kputepii oninku 6e3nexu

18. Crarucruuiti MeTOIH

19. Jlemorpadiuni mokasHUKH
TTOCHLKY BAHOT ONYJISIIT (CTarh, BIK,
paca, TOIILO)

20. Pe3ynpTaTi e()eKTUBHOCT]

21. Peaynbraru Ge3nexu

22. BUCHOBOK (3aKIIOUEHH:!)

3asBHUK (BJIACHHK
peeCTPAliiHOIO LHOCBLUCHHS )
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