3BIT PO TOKITIHIUHI JOCTI/KEHHS

1. Ha3ga sikapebkoro 3acofy (3a HassBHOCTI — JEKCMEJIETOMIJIUH-BICTA,

HOMEp PeecTpaLliifHOro MoCBiHeHHS): KOHLEHTPAT 1A po3unHHy Aas indys3iii
100 Mkr/mui; mo 2 Mul KOHUEHTPATY B
ammyai; mo 5 a6o mo 25 ammya R
KapTOHHii Kopo6ui

1) T JikapcbKoro 3acody. 3a SKUM MPOBONIIACS l'enepuunnii nikapeekuii 3aci6 3rigHo
abo naHy€eThCs peecTpallis nyHKTy 1 (mianyskry 1.3) posainy 111
Iopsinky Hakazy MO3 Vkpaiuu Big 23

nunHs 2015 poky Ne 460,

2) IPOBE/ICHI JI0CTiIKEHHS o Tak / Hi AKLIO Hi,
OOIpyHTYBATH

BracHi nokmiHiuHi ZOCTiKEHHS HE HAMAIOTHCA, OCKITBKH NIKapchKHii 3aci0 € reHepHKoM i3
JIOBENICHOIO (papMALIeBTHYHOK €KBIBATICHTHICTIO 110 BIIHOWIEHHIO 10 pedepeHTHOro
nikapepkoro 3acoby Dexdor 100 micrograms/ml Concentrate for solution for infusion, Orion
Corporation, Finland (3rizno Bumor Ilopsky nposeaenns excreptasu peecTpauiifnux
MaTepialiB Ha TiKapchKi 3aco0H, 1O MOJAKTHCS HA IePIKABHY peecTpalliio (mepepeectpariro), a
TaKO7K CKCIEPTH3H MaTepiasliB PO BHECCHHs 3MIH 0 peecTpaliitHixX MaTepiaiis MIPOTSITOM Jii
PeecTpariifHOro NOCBiNYEH s 3aTBEPIKEHOr0 HakasoM MiHicTepeTsa OXOPOHH 3JI0POB 4
Yxpaiuu Bia 26 ceprrs 2005 poxy Ne 426 (y pemaxiii nakazy MO3 Vipainu ix 23.07.2015 No
460).

2. Gapmakosoris: -
1) nepBunHa (hapmakoHHAMiKa -
2) BTOpUHHA (papMaKkoanHaMiKa -
3) papmakonoris Gesnexu -
4) hapmakoanHaMiuHi B3acMOi| -
3. PapMakoKiHETHKA!

1) aHaNi THYHI METOMKH Ta 3BITH MIO/10 iX -
BaJTi 1Al 1

2) BCMOKTYBaHHSA -



3) posnoain

4) meTaboti3M

5) BUBEJIeHHSI

6) papMakoKkiHeTHUHI B3aeMOiT (JOKIIHIYH])

7) inun (papMakOKiHETHYHI JIOC/TI PKEHHS

4, ToxkcukoJoris:

1) TokcHuHICTB y pa3i 0AHOPA30BOro BBEICHHS

2) TOKCHYHICTD y pa3i MIOBTOPHUX BBEJICHb

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAKOYH J0IATKOBY OLIHKY
3 TOKCHKOKIHETHKH)

4) KaHIIEPOreHHICTh:

JOBI'OCTPOKOBI JOCIIIKEHHS

KOPOTKOCTPOKOBI JOCIII/UKEHHs ab0 JOCIIiKEeHHS
Cepe/IHbOT TPHUBAJIOCTI

JOJATKOBI JOCIIIKEHH

5) penponyKTHBHA TOKCHYHICTD TA TOKCHYHMIA
BILJIMB HAa PO3BUTOK MOTOMCTBA:

BITHB Ha (pepPTHIILHICTD 1 paHHiil eMOpioHaIBHUI
PO3BUTOK

eMOpPIOTOKCHYHICTE



lpeHaTalbHa 1 MOCTHATA/IbHA TOKCHYHICTD -

JIOCITIKEHHS., IIPH SIKUX [IPENapaT YBOIHThCS -
MOTOMCTBY (HECTATEBO3PLIUM TBapHHAM ) Ta/abo
OLIHIOETHCA BijlIaneHa ist

6) MicIieBa NIEPEHOCHMICTh -

7) MOAATKOBI JIOC/I/PKEHHS TOKCHYHOCTI: -

AQHTUTEHHICTh (YTBOPEHHS aHTHTLI) -

IMYHOTOKCHYHICTh ’

JOCITIJIKEHHS MEXAHI3MIB miT =

NIKapchKa 3aIeXKHICTh -

TOKCHYHICTE MeTa0O0TITIR -

TOKCHYHICTE JIOMILIOK -

iHIIIE L
o ,/,.,::;.T ?“-H

5. BHCHOBKH 1010 JIOKITIHIYHOTO BUBUEHHS 7o o -
3asiBHUK
(BJIACHHUK InexThdikauiHni kon !
peecTpalliifHoro 376842513 /o)
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3BIT PO KITiHiYHE BUIPOOYBAHHS

1. Hasga nikapcekoro 3aco0y (3a nasisHocti — Homep JTEKCMEJETOMIIUH-BICTA.,

peecTpaniiHOro MOCBiTUeHHS) KOHUEHTPAT /ISl PO3UHHY /JIst indy3iii
100 mMKr/mi; mo 2 M1 KOHUEHTpPATY B
amnyJi; mo 5 ado mo 25 ammya B
KapToHHIii Kopooui

2. 3asBHUK Micrpan Kenitan MeHepKMeHT
Jlimiten, Aurmis
3. BupoOuuk AJITAH ®APMACBIOTIKAJI3, C.A.,
Icnanis
4. IlpoBesieH1 1OCTiKEHHS: 0 Tak + Hi AKILO Hi,
OOIPYHTYBATH

Butachi KkmiHi4HI JOC/IKEHHS HE HANAKOTBCS, OCKIMBKH Jlikapchkuil 3aci6 € reHepuxom i3
JIOBEJICHOIO  (DApMALICBTHYHOKO ~ €KBIBAJIGHTHICTIO 1[0  BUIHOWIEHHIO [0  peepeHTHOro
nikapebkoro 3acody Dexdor 100 micrograms/ml Concentrate for solution for infusion, Orion
Corporation, Finland (3riano sumor [Ilopsiaky mHpoBe/leHHST €KCIEPTH3M peecTpalliiiHiX
MaTepiaiB Ha JKapchKi 3aco0H, MO MOJAIOTHCS Ha JepKaBHY peccTpalio (epepeecTpariio). a
TAKOJK CKCIEPTH3H MaTepialiB Mpo BHECEHHs 3MiH 10 peecTpauiiiHux maTepianiB MpoTsarom Aii
peecTpauifHoro IMOCBiTYEHHS 3aTBEP/PKEHOr0 HakasoM MiHicTepeTBa OXOpOHH 3I0pOB’s
Ykpainu Bix 26 cepnasa 2005 poky Ne 426 (y penaxuii naxazy MO3 Ykpaiuu Bix 23.07.2015 No
460).

1) Tun nikapcbKoro 3aco0y, 3a IKUM IPOBOINIIACH I'enepuunuii nikapcepKuii 3acid 3rigHo
a0o IIaHyeTLCS peecTpartis nyHkTy | (manyskry 1.3) posainy 111
Iopsiaky nakazy MO3 Ykpainu Bijx 23

munHd 2015 poxy Ne 460.

5. [ToBHa Ha3Ba KIIHIYHOTO BHIIPOOYBAHHS, -
KOJOBaHHH HOMEp KJIIHIYHOTO BUTIPOOYBaHHS

6. @asa KIHIYHOTO BUNIPOOYBAHHSA -

7. llepion npoBeeHHs KIIHIYHOTO BHIIPOOYBAHHS 3 110

8. Kpainu, 1e npoBoAWIocs KIiHiuYHE BUIPOOYBaHHS -

9. KinpkicTb Z0CTIKYBAHHX 3arjaHoBaHa:
(dakTHyHa:

10. MeTa Ta BTOPHHHI il KIIHIYHOTO -
BUITPOOYBAHHS



11. JIn3aiin KJIiHIYHOTO BUTIPOOYBAHHS

12. OcHOBHI KpuTEpil BKIIOYEHHS

13. JocnimxyBanuii gikapebKuii 3acio. crocio
3aCTOCYBaHH. CHJIa il

14. Ilpenapar nopiBHsHHSL, 034, CIIOCIO
3aCTOCYBAHHS, CHIIa JIii

15. CynyTHs Tepanis

16. Kputepii oLliHKH epeKTHBHOCTI

17. Kpurepii ouinku Oe3neku

18. CtarucTiudi MeTOIU

19. lemorpadivuni noka3HUKH JTOCII KYBAHOT
HOMyJsILil (CTaTh, BiK, paca, ToLo)

20. PezynbraTi e)eKTHBHOCTI

21. Pesynbratu 6e3nexu

22. BUCHOBOK (3aK/THOUYEHHS )

3assBHUK
(BIacHHUK
peecTpauiiftHoro
MOCBITYEHHS )

HOVTLAHIZ S




