O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHHH 00J1iKOBHI HOMep: 0317U005081

Jep>kaBHUH peecTpauiliHuIl HOMeP: 0116U001396

Oco06J1uBi TO3HAYKHU: Binkpura

JaTa peectpamnii: 20-06-2017

II. Etran BukoHnauus JiP
Homep eramny: 1

Ha3sBa eramny: CkpuiHr 3a 3He60JI0BAIbHOIO €10 JIKAPCHKOTO 32C00Y 1JIs1 MiCLIeBOTO JIIKYBaHHS paH.
JokiHigyHe JocigKkeHHs cneuudiyHoi 3He0010BaNIbHOI aKTUBHOCTI .[IpoBeieHHS JOKJiHIYHMX TOKCUKOJIOTIYHUX

IOCIiIKeHb 6e3eKU JIIKapCbKOro 3aCO0Y.
IToyaToK eramy: 11.2015
3akiHyeHH4d eTamy: 12.2016

Bup, 3BiTHOTO JOKYMEHTA: Bes 3BiTy

I11. BinomocTi npo BukoHaBus JIiP

IloBHe HaliMeHYBaHHS IOpUAUYHOI 0coou (a60 ITIB ¢izuyHOi 0c00H): [lepkaBHe HifnPUEMCTBO

"[Jep>kaBHUI HAYKOBUII LIEHTP JIIKapChKUX 3aCO06iB i MeJu4HOI IpoyKuii"
Kog, 3a €IIPTIOY: 00482329

Micue3Haxoa KEeHHSI:

dopma ByracHOCTI:

Cdepa yIIpaBJIiHHﬂ: MiHicTepCTBO OXOPOHM 3[0POB'd YKpaiHu
InenTudikarop ROR: He zacrocosyerscs

Poamip opranisanii:

Tenedon: (057) 720-63-01

IV. BizomocrTi npo cniBBUKOHaBLiB JIiP



V. BimomocrTi npo 3amoBHHKa [IiP

IloBHe HaliMeHYBaHHS IOPHUIHYHOI 0coou (a6o ITIB ¢izuuHO0i 0c06H): HaykoBo-TEXHOMOTIIHMIT

KOMILIEKC "[HCTUTYT MOHOKpUCTaiB" HalioHanbHOI akageMii HayK YKpainu

Koz, 3a €JIPTIOY: 23759880

Micue3Haxoa>KeHHs: npocnekt Hayku 60, M. XapkiB, XapkiBcbkuii p-H., Xapkiscbka 061., 61001, Ykpaina
dopma BaacHOCTI:

Cdepa ynpaBiriHHS: HaujoHanbHa akazemist HayK YKpaiHu

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisanii:

Tenedon: 380573410170

VI. I>kepeJia, HanpsiMHu Ta oocsiru pinaHcyBaHHs JIiP

IlincraBa pjist npoBemeHHs JiP: 52 - norosip 3 BiTunsHAHOW OpraHizauiero (Opranamu MiclieBoi pau,

dboHIoM, acorijailieo, KOHIIEPHOM TOIIIO)

Hampsam (l)iHchyBaHHﬂ: 2.2 - IpUKJIaHi AOCTiIKeHHS i po3pOOKU
I>kepesia piHaHCYBaHHS

7713 - KOWTH ep>KO0I0A KeTy

Kop, nporpamuoi kiaacudikarnii BuzaTKiB i KpeagurysBaHHs (KITKBK): 2201040

dakTHyHHi 00car ¢piHaHCYBaHHS (THC. IPH.): 148.2




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

CKpUHIHT 32 3HE00JII0BaIbHOIO Ji€l0 JIikapChKOT0 3aCO0Y 117151 MiCLieBOro JIiKyBaHHS paH. JJOKJIiHiYHe 4OCiIyKeHHs
crien@iyHoi 3He601I0BaIbHOI aKTUBHOCTI .IIpoBeieHHS NOKIiHIYHUX TOKCHUKOJIOTIYHUX OCHiTKEeHb O0€31eKU

JIiKapCBhKOTo 3ac00y.

Ha3zBa po6oTH aHTIJIilICbKOIO:

Screening for the analgesic effect of a medicine for the topical treatment of wounds. Preclinical studies specific
analgesic activity. Conduction of preclinical toxicological studies of drug safety.

PedepaT ykpaiHCbKOIO:

Y CKpUHIHrOBOMY JIOCJIiI)K€HHI OO PYHTOBAaHUI ONITUMAJIbHUI CKJIAJ, Ipenapary. JlociimpkeHna cneyudivyHa
3He60J1I0104a (MiCLIeBOAHECTE3y04a) aKTUBHICTb JIIKapChKOTO 3aCO0Y IJ1s1 MiCLI€BOTO JIIKyBaHHS paH
JioxcunuH+JlinokaiH, aepo30J1b MiHHUI 32 YMOB TEPMOOOJILOBOTO ITOApa3HeHHs 1mypiB (meToy, "tail-flick").
[TokasaHe, 110 Npemnapar BUsIBJIsS€ 3HAUHUI aHecTe3ylo4uil edexT, 10 [0JIsIrae y 3pO0CTaHHi Iopory 60J1b0BOi
YyTJMBOCTi XBOCTA TBAPUH. 3HEOOJIOBANIbHUN e(PeKT aepO30JIio MPOosBIIBCS yepes 15 xB (72,3 %) Ta 3HIKyBaBCS 10
34 % 4epes 60 XB micyig HaHeceHHA. [Ipu BUBYEHHI rocTpoi TOKCUYHICTI npenapary Jiokcuaun+JligokaiH, aepo3oiib
IiHHUH, Ky BUBYEHO Ha MUIIAX i Ifypax B 103i 5,0 I'/Kr, Ha KpoJisix B 1o3i 3,0 I /Kr (3a JlikapCcbKoio (OPMOI0),
BCTAHOBJIEHO, 10 32 PiBHEM OCTPOi TOKCUYHOCTI Mpenapar BifHOCUTHCS 10 MPAKTUYHO HETOKCUYHUX PEYOBUH.
CyOXpOHIYHY TOK-CHUYHICTb Ta MiCLI€BONOAPA3HIOBAJIBHY Lil0 MPY 6araTopa3oBOMY BILJIMBi BUBYEHO HA KPOJISIX B
I060BiN 1o3i 0,3 I /Kr NIPOTAroM 2 THXXHIB, Ha LypaMm - Y foboBux nosax 1,0 r/kr i 2,5 r/kr npoTsarom 1 micsus.
MicueBoropa3HIOBaIbHY [Iil0 IIPY OJ-HOPA30BOMY BILJIMBi BUBYEHO Ha KpOJIsix B 103i 0,5 r/TBapuHy. BcTaHOB/IEHO,
1110 AOCTiI>KyBaHUM Npenapar He YUHUTh TOKCUYHOTO BIJIMBY Ta He MPOSBIISi€ MiCII€BOIIOPa3HIOBaIbHOI Iii Ha

OpraHi3m J1a60paTOPHUX TBapUH.

Pedepar aHI1iliCbKOIO:

In the screening study the optimal formulation of the drug was justified. A specific analgesic (anesthetic) activity of
topical drug for wound treatment Dioxi-dine+Lidocaine, foam aerosol has been investigated under thermal
stimulation of rats ("tail-flick" test). It was shown a significant anesthetic effect of aerosol, that was reflected in
increasing pain threshold of rat tail. An anesthetic effect of aerosol started at 15 min (72,3%) and decreased to 34%
at 60 min after application. In a study of the acute toxicity of Dioxidine+Lidocaine, foam aerosol, which was studied
in mice and rats at a dose of 5.0 g/kg and in rabbits at a dose of 3.0 g/kg (in dosage form), it was found that drug
toxicity refers to virtually non-toxic substances. Subchronic toxicity and local irritating effect with repeated
exposure has been studied in rabbits at a daily dose of 0.3 g/kg for 2 weeks, in rats at daily doses of 1.0 g/kg and
2.5 g/kg for 1 month. Local irritaiting effect with a single exposure was studied in rabbits at a dose of 0.5 g/animal.
It has been established that the study drug has no toxic effect and does not show a local irritating effect on the
organism of laboratory animals.54815481

Ingexc YIK: 615, 615.212.015+615.262:615.451.35]:615.9

Koau TemaTHYHHX PYOPHK: 34.45.15

KepiBHHKH po060TH

BiacHe IlIpizBume Im's I10-6aThKOBI: Yaiika Jieonin OnekcanpoBud
HaykoBu# CTyIiHb:

BueHe 3BaHHS:

InenTudikarop ORCID ID:



JoparkoBa iHdpopmamnist:

VIII. HaykoBa (HayKoBO-TexHiuyHa) npoayKuist (HTII)

Hassa HTII ykpaiHCBKOIO: Jlikapchkuit 3aci6 - Jliokcnauu+JliokaiH aepo3osib NiHHMIA, peecTpaliiitHa
IOKYMEHTallisl o0 creny@iyHoi aHalIreTM4HOI [ii Ta TOKCUKOJIOTIYHUX BIaCTUBOCTEN (17151 Monyis 4

PEEeCTpaLiiIHOTO AOCKE)

Ha3zpa HTII anriiicbKo10: The medicinal product - Dioxydine+Lidocaine foam aerosol, documents for

registration about specific analgesic activity and toxicological properties (for Module 4 of registration dossier)
HTII, sixy nepen6a4asiocsi CTBOPUTH:

Ipuyunu, yepes ski HTII me 0yJi0 cTBOpeHo:

OTpHMaHi p€3yJIbTaTH: JlikapcbKkuii 3acib, peecTpaliiiHa JOKyMeHTallis

l'asy3p 3aCTOCYBaHHS: $hapMaKoIoris

PeecTpanifiHuii HOMep KapTKH TE€XHOJIOTIi:

Omnuc HTII: Jlikapcekuii 3aci6 y hpopmi miHHOTO aepo30110, 10 MIiCTUTD SIK /1il09i PEYOBUHU IiOKCUIUH Ta
JIifOKaiH Ta BUSBJISIE QaHAITETUYHY Ta aHTUMIKPOOHY Iii0. PeecTpaliiiHa JOKyMeHTallis oAo crenudiqyHoi

aHaJITETUYHOI [Iii Ta TOKCUKOJIOTIYHUX BJIaCTUBOCTEN (0o Mozyrs 4 peecTpaliHOro JOCke).
ConiasibHO-eKOHOMIYHA cipssmoBaHicTs HTII:
Bnyins HTII Ha moBKiJjLs:
Bnposaaykennss HTII: He snposamxeno
ITpakTuyHa peasnisanis HTTI
IToyaToOK eTamy: mnicsist 3aBepLIeHHs IIPoLieCy peecTparii
3aKiHYeHHs eTamy:

Cno>kuBayi leO,I[yKI.li'l': NaljeHTH 3 THINHAUMU paHaMy, OIliKaMU TOMIO, IOPaHEHi il 4ac BilCbKOBUX il ab60

[IOTEPIIiJIi y pa3i HaJ3BUYANHUX CUTYaLlil
IlepcrieKTHBHI PUHKH: Vkpaina, kpainu CHJI
XapakTep cniBpoOiTHHIITBA 3 iHBECTOPOM
IToTpiOHMI 00CAT iHBECTHILiH, THC. TPH.:
IIpaBa, 0 HafAI0ThCS iHBECTOPY MiCJIsA 3aBEPIIEHHSI POOOTH:
HasaBHicTb 0i3Hec-1JIaHYy:
TexHiKO-eKOHOMiIYHE OOrpyHTYBaHHSI:
IToreH1iaIbHUE O0OCST IIPOJASKY, THUC. TPH..
OuikyBaHHI T€PMiH OKYMHOCTI (POKiB):

JoapaTtkoBa iHdpopmamuist:

IX. Bi6siorpadivyHuii onuc



X. 3aKJIlI0YHi BiTOMOCTI
KepiBHHK I0pHAHYHOI 0COOH
IlepeJtik 0Cci0O-BHKOHABIIiB
Heesa T.B.

Jli6ina B.B.

Hikitrina H.C.

Tumuenko O.B.

BigmoBigasbHUH 32 MiATOTOBKY

00JIIKOBHX JOKYMEHTIB
Tenedpon

PeecTpartop

KepiBHuk Bigginy YKpIHTEI, mpo €
BiZIOBiZaJIbHUM 3a peecTpallilo HayKOBOIi

OisIIBHOCTI

Hikitina Harasnis CepriiBHa




