3BIT PO JTOKIIHIYHI TOCTIIKCHHS

1. Ha3Ba nikapcbkoro 3aco0y (3a HassBHOCTi — INAHTOMNPOTEKT, mioginizatr aas

HOMEp peecTpauiifHOro MocBiueH s ): PO34YHHY Aas iH’exkuiii  mo 40 mr
¢baakoni; mo 1 daakony B kapToHHiii
KopoOui

1) Tun sikapebKOTo 3aco0y. 3a SIKHM MPOBOIMIIACH ['enepuunuii nikapcbkuii 3acid 3rijgno

abo MIaHyeThCs peecTpallis nyHkTy | (nmignyskry 1.3) posminy 11

lopsanxy Hakazy MO3 Vkpaiuu Bijg 23
munnas 2015 poxy Ne 460.

2) IpoBeJieH] JOCTiIKeH s 0 Tak / Hi AKIIO Hi,
o0rpyHTYBaTH

Buiacni noxtinivHi JoctiKeHHS He HAZAIOTHCA, OCKITBKH JTiKapehKuit 3aci6 € reHepHKOM i3
JI0BEZICHOIO (hapMallEBTHYHOO €KBIBaJCHTHICTIO 110 BiHOMIEHHIO 10 ped)epeHTHOro
sikapebkoro 3acody PANTPAS™ 40 mg 1.V. Powder for Injection Vial, NYCOMED (sriaHo
BuMor [Topsiziky 1poBeieH s eKCIIEPTH3H peecTpalliiiHIX MaTepiaiip Ha JIiKapchKi 3ac06H, 1110
TMOJIAIOTECSA Ha JICPKaBHY PEECTPAiiO (IIEPePeeCTpaLiio), a TAKOXK eKCIIEPTH3H MaTepialiB mpo
BHECEHHS 3MiH JI0 peecTpaLliifHIX MaTepiaiiB poTAroM dii peecTpaniifiHoro mocsiquenss
3aTBEP/KEHOro Hakasom MiHicTepcTBa OXOPOHH 310poB’st Yipainu Big 26 ceprng 2005 poky Ne
426 (y penakuii Hakazy MO3 Vkpainu Big 23.07.2015 Ne 460).

2. ®apMakoJoris: -
1) nepeuHHa hapmakouHaMiKa -
2) BTopHHHA (hapMakoHHaMiKa -
3) dapmakororis Oe3nexu -
4) papmakoanHamMiuHi B3aeMO/IiT -
3. ®apMakoOKiHETHKA:

1) aHATITHYHI METO/IMKH Ta 3BITH L[00 1X -
BaJTiamii

2) BCMOKTYBaHHS -
3) po3noin -

4) meTabo1i3M -



5) BUBEIEHHS

6) hapmakoxiHeTHUHI B3aeMOJIT (1OKIIHIUHI)

7) 1Hu11 hapMaKOKIHETHYHI JIOCIII ITKEHHS]

4. ToxkcukoJoris;

1) TOKCHYHICTD Y pa3i 0JHOPA30BOTO BBE/IECHHS

2) TOKCHYHICTB Yy pa3i NOBTOPHUX BREJIEHD

3) FeHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOUAIOYH JI0/IaTKORY OLIHKY
3 TOKCHKOKIHETHKH)

4) KaHLUEPOTeHHICTD:

JIOBIOCTPOKOBI JIOCITIZKEHHS

KOPOTKOCTPOKOBI AOCIIKEHHS a00 10CIIKEHHS
CepeIHbOI TPUBAIOCTI

JOMATKOBI JTOCHI IKEHHS

S5) penpoaYKTHBHA TOKCHYHICTh TA TOKCHYHHUI
BILJIUB HA PO3BHUTOK MOTOMCTBA:

BILTUB Ha (DEPTUIBHICTD 1 paHHINA eMOpioHanbHui
PO3BHTOK

eMOpIOTOKCHYHICTE

[IpeHaTalbHa i MOCTHATAIbBHA TOKCHYHICTh

JIOCTIUKEHHS, TIPH SKUX pernapar YBOAUTHCS
IIOTOMCTBY (HECTaTEeBO3PIIUM TBaApHHAM) Ta/abo
OLIHIOETELCS Bi/yIajieHa Jist



6) MicLieBa MEpeHOCHMICTh -

7) I0IaTKOBI JIOCITIIKEHHSA TOKCHYHOCTI: -

AHTHI€HHICTh (YTBOPEHHS aHTHTIJ) -

IMYHOTOKCHYUHICTh -

JIOCJIKEHHS MEXaHi3MiB il =

JiKapchKa 3aJIeKHICTh -

TOKCHYHICTE METaDOIIITIB -

TOKCHYHICTE JIOMILIOK -

1HIIIEe -

5. BHCHOBKH 11010 JOKTIHIYHOTO BUBUCHHS
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3BIT Mpo KJIiHIYHE BUIPOOYBAHHS

1. Ha3ga nikapcbkoro 3aco0y (3a HassBHOCTI — [MAHTONPOTEKT, aiodinizat aus

HOMEp peecTpaLifHOrO MTOCBI TYeHHS ) po3uHHy Aas iH’ekuiii mo 40 mr
¢uaakoni; mo 1 ¢uakoHy B KapTOHHIi
KopooOui

2. 3agBHUK Mictpan Kemitan Menemxment Jlimiten,
Amnrnis

3. BupoOuuk BEM Inau Can. Be Tik. A.C., Typeyuuna

4. IlpoBeseni gocIiKEHHS: o Tak / Hi SKIIO Hi,

o0rpyHTYyBaTH

BracHi KJIHIYHI JOCTI/DKEHHS HE HAJAOThCS, OCKUIBKM JIIKapchbKHH 3acid € reHepukoMm i3
J0BEICHOIO  (papMAlleBTHYHOIO ~ €KBIBAIEHTHICTIO MO  BIIHOIIEHHIO 10  pe(epeHTHOro
sikapebkoro 3aco0y PANTPAS® 40 mg 1.V. Powder for Injection Vial, NYCOMED (3rizuo
BuMoT [lopsiiky mpoBeaeHHST €KCIIEPTH3H PeECTpaliifHiX MaTepialiB Ha JiKapchKi 3aco0H, 1110
MOJAIOThCA Ha ACPYKaBHY pEECTpallilo (MepepeecTpallito), a TaKoK €KCIEPTH3H MaTepialiB mpo
BHECCHHS 3MiH JI0 peecTpalifHUX MaTrepiajliB MpOTAroM il peecTpaumifHoro MoCBiAYEHHS
3aTBep/KEHOro Haka3oM MiHicTepcTBa OXOPOHH 310poB s Ykpainu Bij 26 cepnus 2005 poky Ne
426 (y penaxuii nHakazy MO3 Vkpainu Bijx 23.07.2015 Ne 460).

1) THN JiKapchKOTO 3aco0y, 3a AKHM IIPOBOIXIAC ["enepuunmi JiKapchKuit 3acid 3riaHO
abo TUIaHY€EThCS peecTparis nyHkTy | (mianyskty 1.3) po3ainy 11
[Topsinky Haka3zy MO3 Ykpaiuu Big 23

munHs 2015 poxy Ne 460.

5. [ToBHa Ha3Ba KIIHIYHOTO BUIIPOOYBAHHS, =
KO/IOBaHMI HOMEP KJIIHIYHOTO BUNIPOOYBaHHS

6. dasa KIiHIYHOTO BUIIPOOYBaHHS -

7. Ilepioa npoBeAeHHS KIIHIYHOTO BHIIPOOYBaHHs 3 no

8. Kpainu, 1e npoBoui1ocs KiiHiuHe -
BUNPOoOYBaHHS

9. KinpKicTb 10CTiKYBaHUX 3al1aHOBaHa:
(daxTHyHa:

10. MeTa Ta BTOpHHHI 17Tl KJIIHIYHOTO -
BHITPOOYBaHHS



11. JIu3aiin KJiHIYHOTO BUTTPOOYBAHHS

12. OcHoBHI KpuTepii BKIIOYESHHS

13. JlocnmipkyBanuit gikapebkuit 3acid, crnocid
3aCTOCYBaHHS, cuia ail

14. Ilpenapat mopiBHsHHS, /1032, c1ocid
3aCTOCYBAHHS, CHJIA Tl

15. CynyTHst Teparis

16. Kputepii ouinku eeKTHBHOCTI

17. Kputepii oninku 0e3nexn

18. CtatHcTHYHI METOIH

19. JlemorpadyivHi MOKa3HUKH JTOCIIDKYBAHOT
nomyJismii (cTaTh, BiK, paca, TOLIO)

20. Pe3yabTaTn eeKTUBHOCTI

21. PezynbTatu 0e3neku

22. BUCHOBOK (3aK/IHOUEHHS)
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