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Hopatox 29

no llopanky nposeieHHs eKCIEPTHIH
peecTpauiifHuX MaTepiaiis Ha JiKapehKi
3aco0H, 110 NOJIATECS HA JepHaBHY
peecTpaiiio (nepepeecTpanii), a Takox
EKCIIEPTH3H MaTeplaliB [P0 BHECCHHA
3MIH 710 peecTpallifiHiX MaTepianis
NpOTATOM Jii peecTpalifHoro
[OCBLIMEHHS

(nyukT 4 pozginy IV)

3BIT

NMpo JOKJTIHIYHI JOCiKeHHS

1. Hazga nikapcekoro sacody (3a
HAABHOCTI - HOMEp peecTpalliiiHoro
NOCEITYEHHA):

MOMETA3ZOH
Jlikapceka opma Ta 103yBaHHS:
CIpei HasaneHEH, To30BaHHil, 50 MKT/ o3y

1) THII NiKapeLKOTo 3acoby, 3a SKAM
npoBoaMiacs abo nIaHyeTses
peecTpainis

["i6puanuil nikapeskuii 3acio

2) npoBeIeH] DOCTiKeHHA

JlocTyIHa iHgopMaitis)

TAK O HI . AKINO Hi, 00T PYHTYBATH

3riano BHMOT MIAKHAPOTHHX KEPIBHHIITE Ta YKPATHCHKOIO 3aKOHOIABCTEA 10 JaHOTO THITY
nikapebKOro 2aco0y (ridpuHMIl) pe3yIkTATH BIACHHX KIIHIYHHX JOCTITKEHE HE BHMATAIOTEHCH
Ta NpeCTaRIeH] BIINOBIIHAMHE JaHHMH onyOnikoBaHO! HAYKOBOT JITEparypH 3araibHo

2. GapMakonorig:

1) nepeitHa (hapMakoIHHAMIKA

He BuMaraeThbes s ribpuaHOro JiKapesKoro 3acofy
BIIMOBIAHO 10 BAMOT MUKHAPOIHHX KepiBHHIITB Ta
VKPAaTHCBKOI0 33KOHO/IABCTRA

2) BTOpHHHA (hapMaKoIHHaMIKa

He BumaraeTbesa and ribpHIHOrO MiKapehbKoro 3acoby
BIITIOBITHO 10 BHMOT MIKHAPOIHUX KepiBHHUIITE Ta
VKPaTHCBEKOTO 3aKOHOIABCTBA

3) papmakonoria Heznexn

He BumMaraeTtres a8 ribpuIHoro Jikapeekoro 3acofy
BUINOBIIHO 10 BHMOT MIKHAPOIHHX KEPIBHHIITE Ta
VKPATHCBKOTO 3aKOHOIABCTRA

4) hapmakogHHAMIUHI BIacMOJIT

He BumaraeTtbes ang ribpuaHoro aikapcekoro 3acody
BIATIOBITHO 10 BHMOT MIKHAPOIHHX KepiEHHIITE T4
VKpPalHCBKOIO 3aKOHO/JABCTRA

3. bapmakokiHeTHKa:

1) aHATI THYHI METOIHKH TA 3BITH IHOI0
ix Baninanii

He BuMaraeThes 11s ribpuaHoro Iikapeekoro 3acody
BIAMIOBITHO 10 BHMOT MUKHAPOIHUX KepiBHHMIITE T4
VEpPAiHCBKOTO 3aK0OHO/IABCTRA

2) BCMOKTYERAHHA

He BumaraeTses ana ribpuHoro gikapeskoro sacody
BIJTIOBIIHO 0 BHMOT MIFKHAPOIHHX KepIRHHIITE T4

VKPalHCEKOTO 3aKOHOJABCTRA
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3) poznoain

He suMaracThes Juis riOpHaHOTO MKapehKOTro 3acoly
BIIMOBLIHO JI0 BUMOT MIKHAPOJHHX KEPIBHHIITE Ta
VEPAIHCBKOID 3aKOHOaBCTRA

4) metabomnism

He BumaraeTses uis ribpHaHOro Nikapeskoro 3acody
BiAMOBIIHO 10 BHMOT MIXHAPOIHHX KEPIBHHIITE Ta
VEPAIHCBKOTO 3aKOHO/IABCTRA

5) BUBEICHHA

He sumaraerses s FiOpHIHOTO TiKapcEKOro 3acody
[BLAMOBITHO 10 BUMOT MIKHAPOIHHX KepPIBHHITE Ta
VKpaiHCBKOTO 3aKOHOIaBCTRA

6) hapmakoKiHETHYHI B3a€MOIT
( moKmiHigHi)

He sumaraerses g ribpugHoro mikapeskoro sacofy
BIAMOBIAHO 10 BHMOT MIHAPOJAHUX KePiBHAIITE Ta
VKpalHCBEKOTD 3aKOHOIaBCTRA

7) iHun apMakokiHeTHYHI JOCTIKCHHS

He umaraeThes nus ribpuiHoro gikapeskoro sacody
BIIMOBIIHO 10 BAMOT MUKHAPOIHHUX KepiBHHITB Ta
VKPalHCEKOTO 3aKOHOIABCTRA

4. Toxcuxkonoris;

1) TOKCHYHICTE ¥ pasi 0JIHOPa3oROTO
[BBEICHHA

He BuMaracThed U4 riOpHIHOTO TKAPCRKOTO 3acoby
BIJUTOBLIHO [0 BHMOT MIMKHAPOIHHX KEPIBHHIITE T4
VEPATHCBKOI0 3aKOHO/IABCTEA

2) TOKCHYHICTB ¥ pa3i NOBTOPHHUX
BEE/IEHB

He BumaracThbes Uis riOPHIHOTO NIKapChKOTo 3acody
BIZIOBIIHO 10 BHMOT MIXKHAPOIHHX KEPIBHHUIITE Ta
YKPaTHCBKOTO 3aKOHOJaBCTRA

3) TEHOTOKCHYHICTh:
in vitro

He Bumaraerses st NiOpHIHOTO NiKapCEKOro 3acofy
BiANOBIIHO J0 BHMOT MIXHAPOJHHX KepiBHHUIITE Ta
VEpPalHCBKOTO 3aKOHOIABCTRA

in vivo (BKIOHAI04H JIOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

He BuMaracThbes Ji1s TipHAHOIO JiKAPCHKOro 3acody
BI/ITTOBIIHO 10 BAMOT MUKHAPOAHHX KEPIBHULTB Ta
Iy;cpa'mcmmm 3aKOHOIABCTBA

4) KaHIIePOTeHHICTh:

NOBrOCTPOKOBI JAOCTIIKEHHA

He BEMaracThes 115 TIOPMAHOTO JiKapehKoro 3acoby
BiANOBIIHO S0 BHMOT MIZKHAPOJIHHX KEPIBHHIITE Ta
VKPaiHCBKOr0 3aKOHOJaBCTBa

[KOPOTKOCTPOKOBI 10CTi ke HHS
00 TOCTIKEHHS cepeTHBOT TPHBATOCTI

He umaraeTees Uis NiOpHIHOTO JTIKAPCHKOTO 3ac00y
RIZIMOBIHO 10 BHMOI MIKHAPOJIHUX KEPIBHHIITE T4
VKPalHCHKOI'0 3aKOHOJaBCcTBa

MOAATKOR] TOCTIKCHHS

He pumaraeThes JUis TiOPHIHOTO MTIKAPCHKOTO 3ac00Y
[BIATIOBIAHO 10 BUMOI MUKHAPOAHHX KEPIBHULITB Ta
YEKPaiHCEKOTO 3aKOHOIABCTRA

5} PENpOIYKTHEIA TOKCHMHICTh T4 TOKCHYHHI BIUTHB Ha PO3BHTOK [IOTOMCTEA.

BILTHB Ha (JepTHIBHICTE | paHHIi
eMOpiOHaNBHHUH PO3BUTOK

He BuMaraeTses 178 ribpuaHoro gikapepkoro 3acofy
RiZIMOBIIHO 10 BHMOT MIKHAPOIHHX KepIBHHIITE T4
YKPATHCEKOTO 3aKOHOJABCTRA

eMOpIOTOKCHYHICTD

He sumaracTbes s MiOPHIHOTO NIKapehKoro 3acody
RIZMOBIAHO /10 BHMOT MIAKHAPOAHHXY KePIBHHIITE Ta
[YKPaiHCBKOTO 3aKOHOIABCTRA

NpPEeHATAIEHA i IOCTHATATEHA

He sumaraetses s ribpuaHOro NiKapeeKkoro 3acody
[BiNIOBIAHO 10 BUMOI MiZKHAPOIHHX KEPIBHUITE Ta




TOKCHUHICTE

}"K]}E.?HCLKDF‘J FAKOHOIABCTED

NOCIUKEHHA, IPH AKHX IpenapaT

i

VBOJHTLCSH MOTOMCTBY (HECTATeBOIPITHM
TBApHHAM) Ta/abo OLIHIOETBCA BlUlAIeHa

He pumaraeThes Ui ri0pHIHOro NiKapesKoro 3acody
BIZIMOBITHO 10 BHMOT MIAHAPOHHX KEPIBHMLITE Ta
VKPATHCRKOTD 3aKOHOIABCTRE

6) MiclieRa NepeHOCHMICTE

He pumaraetses g ribpuaHoro nikapeskoro sacoly
BUIIOBIIHO 10 BUMOT MUKHAPOIHHX KEPIBHHIITE Ta
VEPATHCBKOTO 3aKOHOJIABCTRA

7) A0AaTKOBI JOCTHiIKeHHS TOKCHYHOCTI:

AHTHIEHHICTE (YTBOPEHHS aHTHTIN)

He sumaraeTses 114 ribpuaHoro aikapeskoro 3acody
BIAMIOBIIHO 10 BHMOT MUKHAPOIHUX KepIBHHUIITE Ta
VEpaTHCBKOTO 3aKOHOIABCTBA

IMYHOTOKCHYHICTE

He BHMaracThea a1s riOpHAHONO MKAapeeKoro sacoby
RIZIMOBIHO JI0 BHMOT MisKHAPOJIHHX KEPIBHHIITE Ta
YKPaiHCBKOT0 3aKOHOJABCTRA

NOCIHIHEHHS MeXaHi3MIB il

He suMaraeThes Ui riOpHAHOrO JiKapebKoro 3acody
Bi/IMOBIIHO 10 BHMOT MUKHApOJHHX KEPIBHHLTE Ta
VEpalHCEKOTO 3aKOHOIABCTRA

MTKAPCHKA 3aTEMHICTD

He Bumaractses g ribpHIHOTO JIKapCehKOro 3acody

Kpﬂ'i.HCLKDI'D SEKOHOIABCTRA

TOKCHYHICTL MeTaboIiTis

Eji,tmoﬂinﬂu 710 BHMOT MIZHAPOJIHHX KEPIBHHIITB T4

He umaraerses JUTs TiOPHAHOTO JIKAPCHKOTO 3aC00y
BiITOBIIHO 10 BAMOI MIMKHAPOAHHX KEPIBHHUITB T4
VKPATHCBKOTO 3aKOHO/IABCTRA

TOKCHYHICTE TOMITIIOR

He BumaraeThes A8 riOpHIHOTO JTIKapehKoro 3acody
BIIMOBIIHO 10 BAMOT MUKHAPOJHHX KEPIBHHIITE Ta
VEPalHCBKOI0 3aK0HOJaBCTBA

1HITIE

He puMaraeThes U8 NiOpHAHOTO TKAPCEKOIo 3aco0y
BIINOBIAHO 0 BHMOT MIKHAPOJHHX KepiBHHIITB Ta
YKPATHCBKOTO 3aKOHOIaBCTRA

5. BHCHOBKH 100 JOKIIHIYHOTO
[BHBUYEHHH

3riHO BHMOT MIKHAPOIHHX KEPIBHUIITE T4
VEKpaiHCEKOTO 3aK0OHOIABCTEA 10 JaHOT0 THILY
TiKapckkoro 3acody (ridpuaHMil) pesynsTaTH BIACHHX

KTHIYHEX JOCTLpKEHL He BHMAaraloTeCs Ta
[peacTaBIeHi BIAMOBUHHME JaHAMH Oony0IiKoBaHOl
HaYKOROI JiTepaTypH (3arajibHo 10CTYHA

3asBHHK (BIACHHK
peccTpariiHoro

indopmaitig)
rF i
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NOCEITIeHHA )
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Honarox 30

a0 Ilopanxy npoeenenns eKCIepTHIH
peccTpallifiHix MaTepiaiiB Ha MKapchki
3ac00H, 110 NOJAIOTLCS HA JePKABHY
peecTpaitiio (nepepeecTpaniio), a TaKox
EKCIIEPTHIN MaTepiaiiB Mpo BHECEHHHA
3IMIH [0 PEECTPALIHHMX MaTepiaiip
NPOTATOM Jii peccTpalliiHoro
MOCBIIHEHHSA

(nyHkT 4 pozaay IV)

3BIT

npo KJaiHiuHe BUNpo0yBaHH

1. Hazga nmikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEp peecTpaiifinoro
MOCBLIYEeHHS )

MOMETA3OH
Jlikapceka dopsMa T8 T03YVBAHHAS
cripeii HazaneHMIl, T030BaHuil, 50 MKr/no3y

2. 3anBHHK

TOB «BAJIAPTIH @APMA», Ykpaina

3. BupoOuuk

TosapucTBO 3 00MEHKEHOIO BLIOBIIANLHICTIO
«Mikpodapm», Yrpaina

4) npoBeIeH] JOCTIIKEHHS

rak 0 wui | sxwmo wi, o6rpynryray

J13 peectpyeTses ax ribpuHRil ikapceKUi npenapar.
[DapMaleBTHYHA CKBIBAICHTHICTh ¥ NOPIBHAHHI 3
elpepenTaim npenaparom Hazonexc®, crpeii
E&?ﬁﬂb}lﬂﬁ, nozosanuii 50 Mxr/osy Ta Hazonekc®
CHHYC, CIIpeii HazansHu#, qozosanuii 50 MKr/nosy
iroeenena v Moayni 3 poain 3.2.P.2. @apManesTHYHA
eKBIBAJICHTHICTH NPENapaTiB MaTBEPUKYE:

-0/THAKOBHIT AKICHHI Ta KLILKICHHH CKJTa] aKkTHBHHX
pedosHH 00X npenapartis: 1 no3a MicTHTE 50 MKI/103y
MOMETasony (Pypoarty MOHOTIApaTy (MIKpOHI30BAHOTO)
V KiIBKOCTI eKBiBanenTHii 50 MKI MOMeTa30Hy
(ypoary (bespoanoro);

-0/IHAKOBA JiKapchka (popMa Ta UISX BBEIEHHS-
crpeii HazanbHHUI J030BAHHIN:

-OHAKOBHIi AKICHHIT 1 KINLKICHHH CKIal 3 TOYKH 30Dy
Pnnnmimnnx PEYOBHH (38 BHKIIOUYEHHAM 3aMiHH
nonicopbaty 80 Ha nomicopbar 20);

OJIHAKORE] MOKA3AHHA 1115 3ACTOCYBAHHA.

1) Tin nikapeeKoro 3acoby. 3a AKHM
npoBoanaacs abo MIanyeThes
peecTpaLis

[iGpuanmii mikapeskuii 3acid




5. I[MosHa Ha3Ba KIIHIYHOTO
BUNPOOYBaHHA. KOZOBAHHI HOMED
KJNHIYHOTO BHIPOOYBAHHA

6. Maza KAHIYHOTO BHNPOOYBAHHA

7. Tepioa npoee/ieHHA KITHIYHOTO

¢! o
EHIpOOYBAHHA
8. Kpainn, Jie npoBoaMIocs KiiHiuHe
[EHIIpOOYBaHHS
0. KinsKicTs qoci; AHHX
’ AOCIIGR 3alIaHOBAHA: -
thaxTHuHA:

10. Mera ta BTOpHHHI il KTiHIYHOTO
BHNPOOYBaHHA

11. JIuzaits KniHivHOrO BUNIPpOOYEaHHA

12. OcHOBHI KpHTEPIT BEIHOYEHHA

13. Jlocnixyeanuii dikapebruii 3acid,
criocid 3acTocyBanHs, cuna ail

14. ITpenapar nopisusiHys, 1034, cnocid
RACTOCYBAHHA, CHIA il

15. CynryTHa Tepania

16. Kpurepii oninku edextnpHOCT

17. Kpurepii ouinku Oe3nexH

18. CraTHCTHYHI METOIH

19. Jlemorpadiuni NoKa3HHKH
TOCTIBKYBAHOT NONYNALIT (CTaTh. BiK,
paca, Tomo)

20. Peaynerat eieKTHBHOCTI

21. PesyneTati Oesnexn

22. BHCHOBOK (3aK/IHO4eHHs)

JasBHUK (BIACHHK
PEECTPALIHHOTO NOCBITYCHHSA)
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