3BIT

PO AOKJIIHIYHI J0CHiKeHHS

1. HasBa nikapcbkoro 3aco0y (3a
HAsIBHOCTI - HOMEp peecTpariifHoro
MOCBI/TUeHHs )

Jesnopataaun-Tesa
JiKapcbka (opma Ta J03yBaHHs: PO3UMH OpaibHUH
0,5 mr/mn

1) Tun nikapebkoro 3aco0y, 3a KM
nposoauaacs abo niaHyeThes peecTpatlis

["eHepuuHmii Jikapebkuii 3acid

2) MpoBeJIeHI A0CTiHKEHHS

TaK
3rilHo  BHUMOT

Hi X KO Hi, o0IpyHTYBaTH
MIDKHAPOJAHHUX  KEPIBHULTBE T4l
YKpalHCbKOro 3aKOHOJABCTBA JIO JIAHOTO  THMY
nikapcpkoro 3aco0y (reHepuuHHit) pesynbTaTH
BJIACHUX JIOKJIHIYHUX JIOC/I/UKEeHb HE BUMAratoTbes
Ta npeacTaBicHi BiJIMOBRITHUMHU JaHUMH
ony0JiKoBaHot HayKOBOT nireparypu
(3arasbHOIOCTYIHA iH(OpMaLLis).

2. ®apMakojioris:

1) nepeuHHa dapmMakoMHaMiKa

HEe BUMAraeTbes 7151 TeHEPUYHOTO JIIKapChKOro
3aco0y BiJMOBIAHO 10 BAMOT Mi?KHApPOJAHUX
KEpIBHMLTR Ta YKPaiHCBLKOI0 3aKOHO1aBCTRA

2) BropuHHa (apmakoMHaMika

HE BUMAraeThCs sl TeHEPUYHOrO JIIKapChKOro
3aco0y BiJMOBIHO 10 BUMOT MiZKHapOJAHHX
KEpiBHULTE Ta YKPAalHCBKOIO 3aKOHOABCTBA

3) dapmaxonoris 6e3nexku

HE BUMAraeThCs JU1s FTeHEPUYHOI0 JIIKApChKOro
3aco0y BiJMOBIZHO /10 BUMOT MiXKHAPOJAHUX
KEPiBHUIITB Ta YKPATHCHKOI'O 3aKOHO/IaBCTRa

4) dpapmakoMHaMi4YHi B3aeMOIT

HE BUMAraeThest JUIsi FEHEPUYHOIO JIiIKapChKoro
3aco0y BiAMOBIHO 40 BUMOT MiKHApOIHHX
KEepiBHULTB Ta YKPATHCLKOIO 3aKOHO/IaBCTBA

3. @apmaKoKiHeTHKA:

1) aHaniTHYHI METOAMKH Ta 3BITH LOJO TX
panigauii

HE BUMAraeTbes U1 FEHEPHYHOIO J1iIKapeChKOro
3aco0y BIJMNOBiAHO 10 BUMOT MiKHAPOAHUX
KEPiBHULITB Ta YKPAaTHCHKOIO 3aKOHO/IaBCTRA

2) BCMOKTYBaHHA

HE BUMAaraeTbCs 7151 TEHEPHYHOTQ JIiKapChKOro
3aco0y BIAMNOBIHO 10 BUMOT MiMKHAPOIHUX
KEPiBHULITB Ta YKPATHCHKOI0 3aKOHOJIABCTRA

3) po3nosin

HE BUMAracToCsa nJs FGHCPH‘IHOFO IliKElpCbKOFO
3aco0y BiMNORIIHO O BUMOT MIMKHAPOIHUX
KEPIBHULTB Ta YKPaiHCLKOI0 3aKOHOJaBCTRA

4) meTabonism

HE BUMAraeThesi /U1 FeHEPUYHOTO J1iKapChKOro
3aco0y BIJINOBIAHO 10 BUMOT Mi?KHAPOAHUX
KEePIBHULTE Ta YKPATHCHKOIO 3aKOHOIABCTEA

5) BUBEEHHA

HEe BUMAaracThes /Ui FeHepUUHOro JiKapebKoro
3aco0y BiJINOBIIHO 10 BUMOT MIXKHAPOIHUX
KepIBHULTB Ta YKPaTHCLKOTO 3aKOHOaBCTRA

6) hapmakokiHeTH4HI B3aeMomil
(mokniHiuHi)

HE BMMAaraeThcs Ui FeHePHUHOTO JiKapchKoro
3aco0y BiANOBIAHO [0 BUMOT MIKHAPOIHUX
KEepIBHULTR Ta YKPAiHCHKOTO 3aKOHOIABCTBA




7) i1 GapMaKOKIHETHUHI IOCIJIKEHHS

HE BUMAaraeThes J1J1sl FeHePUYHOTO JIiKapehbKOro
3aco0y BiINOBITHO 10 BUMOT MIXKHAPOAHUX
KepPIBHULTE Ta YKPaTHCBKOIrO 3aKOHOAABCTBA

4. Tokcukosoris:

1) TOKCHUHICTBL ¥ pasi 0AHOPA30BOTrO
BBEJICHHS

HE BUMaraceTrncs JJjid reHepH4YHOro J'li}{apCbKOFO
3aco0y BIJNOBIHO 0 BUMOT Mi3KHAPOIHHX
KepIBHULTE Ta YKPATHCLKOrO 3aKOHO/IaBCTBA

2) TOKCHUHICTB Y pa3i MOBTOPHUX BBE/IEHb

HE BUMAraeThes U1 FEHEPUUYHOI0 JIIKAPCHKOro
3ac00y BIAMOBIHO 10 BUMOT MiXKHAPOHNX
KEPIBHULTB Ta YKpaTHCLKOrO 3aKOHO/IaBCTBA

3) reHOTOKCUUHICTE:
in vitro

HE BUMAraeThest U1 NFeHEPUUHOro JIIKapChbKoro
3aco0y BiMOBIHO 10 BUMOT' MIKHAPOJHHX
KEPIBHUIITE Ta YKPaiHCHKOTO 3aKOHOIaBCTRA

In VIvo (BKJIIOYAIOYH J101aTKOBY OLLIHKY 3
TOKCHMKOKIHETHKH)

HE BUMAraeThes /U718 TEHEPUYHOTO JTIKapChKOro
3aco0y BiJNOBIAHO 10 BUMOT MI3KHAPOJIHHX
KEPIBHUUTE Ta YKPATHCLKOI'O 3aKOHOIaBCTBA

4) KaHLEePOreHHICTh:

HE BUMAraeThes /i1 FeHEPUUHOTO JIIKapChKOro
3aco0y BiAMOBIJHO 10 BUMOI MIKHAPOAHHX
KePiBHMITB Ta YKPaTHCBKOIO 3aKOHOIAaBCTBA

JOBrOCTPOKOBI 1OCTIIKEHHST

HE BUMAraeTbCs [UIsl FeHEPUUHOrO JIIKapChKOro
3aco0y BiANOBITHO 10 BUMOT MiKHApPOJHUX
KepiBHULITB Ta YKPaTHCLKOr0 3aKOHOIaBCTBA

KOPOTKOCTPOKOBI JOCIIJIZKEHHS
abo JocIliIZKEHHs cepe/IHbOT TPUBAJIOCTI

HE BUMaracTbes U1 FEHEPHUYHOIO JIIKAPChKOro
3aco0y BIJMOBIAHO 10 BUMOI MiKHAPOAHUX
KePIBHULTB Ta YKPATHCHKOI0 3aKOHOIaBCTBA

JIOJIATKOBI JIOCITI/IKEHHS

HE BUMAraeThes /U TEHEPUUHOTO JIIKapChKoro
3aco0y Bi/IMOBIIHO 10 BAMOT MiZKHAPOIHHX
KEPIBHUIITB Ta YKPAaiHCbKOrO 3aKOHOJaBCTRA

5) penpoJyKTHBHA TOKCUYHICTE Ta
TOKCHYHHMH BIIJIUB Ha PO3BUTOK
MOTOMCTBA:

HE BUMAraeThes /U1 TeHEPUYHOTO JIIKapChKoro
3ac00y BiAMOBIAHO O BUMOT MiKHAPOHUX
KEePiBHULITB Ta YKPATHCBKOIO 3aKOHOIABCTBA

BMJIMB HA (DepTHILHICTD | paHHiH
eMOpioHaNbHHI PO3BUTOK

HE BUMAraeThbes /7151 FEHEPHUYHOI 0 JIIKAPChKOro
3aco0y Bi/IMOBI/THO 10 BUMOT MiXKHAPOAHUX
KEPIBHUITB Ta YKPATHCLKOrO 3aKOHO1aBCTBA

eMOPIOTOKCHYHICTD

HE BUMAraeThes 17151 TEHEPHUHOIO0 JIIKapChKOro
3aco0y BiJMOBIHO 1O BUMOT MiXKHAPOJAHUX
KEepiBHHUTB Ta YKPaTHCLKOIO 3aKOHOIaBCTRA

[peHaTajbHa i NOCTHAaTAIbHA TOKCHYHICTD

HE BUMAracThes U1l FEHEPUUYHOTO JIIKaPChbKOTo
3aco0y BiAMOBIHO 10 BUMOT MiZKHapOJAHUX
KePiBHULITE Ta YKPaTHCLKOrO 3aKOHOJaBCTRA

JIOCIIIKEHHS, NPH SKHX Tpenapar
YBOJIUTBCS MOTOMCTBY (HECTATEBO3PIJIMM
TBapuHaMm) Ta/abo OLiHIOETBCS BijianeHa
ais

HE BUMAaraeThesl [U1sl FEHEPUYHOTO JIiKapehKoro
3aco0y Bi/INOBITHO 10 BUMOI' MiI)KHAPOAHUX
KEpPIBHUITB Ta YKPATHCLKOrO 3aKOHOIaBCTBA

6) micliera nepeHoCUMICThb

HE BUMAraeThes ISl TEHEPUUHOTO JIIKAPCHKOIro
3aco0y BIAMNOBIAHO /10 BUMOT MiZKHAPOJAHHX
KepiBHMLTE Ta YKPaTHCHKOTO 3aKOHO/1aBCTBA




7) noJaTKOBI JOCIIMKEHHS TOKCHYHOCTI HE BUMAra€eThesA JUIs FeHEPUYHOTO JKApPChKOIo

3aco0y BIAMOBIHO /10 BUMOT MiXKHAPOJIHHUX
KEPIBHUUTB Ta YKPATHCHKOTO 3aKOHO1aBCTRA

AHTUIeHHICTb (YTBOPEHHS AHTHTII) HE BUMAraeThCs /71 N'EHEPUYHOIO J1iIKapChKOro

3ac00y BIZANOBIHO JI0 BUMOT MIKHAPOJIHHUX
KEPIBHHUIITB Ta YKPATHCHKOIO 3aKOHOIaBCTBA

IMYHOTOKCHYHICTh

He BUMAracTbesl 17151 FTeHEPUUHOrO JIIKapChKOro
3ac00y BIAMOBIIHO 10 BUMOT MIZKHAPOJAHUX
KEPIBHHUIITB Ta YKPATHCHKOIO 3aKOHO/IaBCTBA

JOCIIKEHHS MexaHi3MiB ail

HE BUMAraeThes JUlsl FEHEPUYHOIO JIiKapChKOro
3ac00y BIAMOBIZHO 10 BAMOT Mi3KHAPO/IHHX
KEpPIBHULITE Ta YKPATHCLKOTO 3aKOHO/1aBCTRA

NiKapebka 3aleKHICTh

HE BUMAraeTbesl U1 FEHEPUYHOTO JIKapchKoro
3aco0y BiAMOBIAHO 10 BUMOT Mi3KHAPOAHUX
KEPIBHULITB Ta YKPATHCLKOI'O 3aKOHO/IaBCTRA

TOKCHYHICTb MeTaboJiTiB

HE BUMAraeTbes /111 FeHEPHYHOIO J1IKapchKoro
3aco0y BiZINOBIJHO 10 BUMOT MIBKHAPOHUX
KEPIBHULITB Ta YKPaiHCHKOro 3aKOHO/IaBCTBA

TOKCHYHICTh JIOMITUOK

HE BUMAraeThbes JI71sl FEHEPUYHOIO JHIKAPChKOro
3aco0y BiANOBIHO 10 BUMOT MiKHAPOIHUX
KEPIBHUUTE Ta YKPATHCHKOIO 3aKOHOIABCTBA

IHLIE HE BUMaraeTbeCs U1l TEHEPUUYHOIO JIIKAPCHKOTO
3aco0y BiANORIIHO 10 BUMOT MI>KHAPOIHUX
KEPIiBHULITB Ta YKPATHCLKOTO 3aKOHOIaBCTRA

5. BUCHOBKH 111010 JIOKiHIYHOTO 3riHO BUMOT" MiXKHAPOHHUX KEPIBHULITE Ta

BHBYEHHS YKpPaTHCHKOro 3aKOHOABCTBA A0 AAHOTO THITY

JiKapcLKoro 3acoly (reHepHUHMi) pe3ybTaTH
BJIACHHUX JOKJIHIYHHX AOCTiKEHb HE BUMAraioTbes
Ta NMPe/CTARICH] BIIMOBIAHUMHU TaHUMH
ony061iKkoBaHOT HAYKOBOT JliTeparypu
(3aranbHOIOCTYTIHA iH(pOpMaLlis).

3asABHUK (BIACHUK
peecTpaliifHoro nog

0 pe J(ééoﬂﬂﬂl\{l npoextam TOB «TeBa Ykpaina»

a1 )

-

AL 7

~(mifinuc) /

Kyxapcbka 0.6.
(M.1.B) \/

Kepienuk peryasropuoro sigginy TOB «Tesa Ykpaina»
(nocana)

Jdata: 9 yepsns 2021p.




3BiT Npo KNiHiuHe BUNpPoO6yBaHHA

1. Ha3sea nikapcbkoro 3acoby (3a HassBHOCTI -

HOMep PeeCTPaLiiiHOro NoCBiAYeHHS)

AeznopatapguH-TeBa
nikapceka ¢opMa Ta A03yBaHHSA: PO3YWNH OpanbHWUiA
0,5 mMr/mn

2. 3asBHUK

TOB «TeBa YkpaiHa»

3. BUpoBHUK

BankaHpapma-TposiH AT (Balkanpharma-Troyan AD),
Byn. KpaiipeuHa 1, TposiH, 5600, Bonrapis (1 Krayrechna
Str., 5600 Troyan, Bulgaria)

4. NpoBegeHi gocnigKeHHA:

O TaK B i AKLLLO Hi, OBIPYHTYBATH
Jlikapcekuia 3aci6 [lesnopataguH-Tesa, PO34nH
opansHuii 0,5 mr/mn, € bapmaLeBTUYHO
eKBiBaNeHTHUM A0 Nikapcbkoro 3acoby Epiyc®, po3umH
opanbHwii 0,5 Mr/mn. loBeseHHs 6ioekBiBaneHTHOCTI
pocnigpxeHHAMY 6io40CTyNHOCTI HE BUMaraeTbea
BignoBigHO Ao BMMOr HactaHoBw «J/likapcebki 3acobu.
JocnigpkeHHs 6ioekeiBaneHTHOCTI» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),

1) TMN NikapcbKoro 3acoby, 3a AKUM

npoBoAvnaca abo NiaHyeTbLCA peecTpauin

reHepuYHMIA NikapCbKWii 3acié

5. MoBHa Ha3Ba KNIHIYHOro BUNPOBYBaHHS,

KOAOBaHWIA HOMep KAiHi4YHOro
BWNPoByBaHHSA

He BMMAara€TbCs BiAMOBIAHO A0 BUMOI MiXHapPOAHUX
KepiBHULUTB Ta YKpaiHCbKOro 3aKoHOaBCcTBa

6. ®asa kniHivHoro BUNpobyBaHHA

He BYMaraeTbCs BiANOBIAHO A0 BUMOT MidKHaPOAHWX
KepiBHWLTB Ta YKpaiHCbKOro 3akoHoZaBCTBa

7. MNepiog npoBefeHHS KNiHIYHOrO
BWMNPOBYBaHHSA

He BMMaraeTbCA BiANOBIAHO A0 BUMOT MiDXKHaPOAHWX
KepiBHWLTB Ta yKpaiHCbKOro 3aKOHOAaBCTBa

8. KpaiHu, ae npoBoAnnocs KaiHi4YHe
BUNPOBYBaHHSA

He BYMaraeTbCca BiANOBIAHO A0 BUMOT MiDXKHaPOAHUX
KepiBHWLTB Ta YKpaiHCbKOro 3akoHo/aBCTBa

9. KinbkicTb gocnigxysaHunx

He BMMara€TbCa BiANOBIAHO A0 BUMOT MiDKHApPOAHWX
KepiBHWULUTB Ta yKpaiHCbKOro 3aKOHOAaBCTBa

10. MeTa Ta BTOPWHHI LiNli KAIHIYHOrO
BWNPOBYBaHHA

He BMMara€eTbca BiAMOBIAHO A0 BMMOI MiXHapOAHWUX
KepiBHWLTE Ta YKPaiHCbKOro 3aKOHO4aBCTRa

11. Ainzaiin kniHivHoro BMNpPo6yBaHHS

He BWMaraeTbCA BIANOBIAHO 4O BUMOI MiDXHapPOAHWX
KepiBHWLUTE Ta YKPaiHCbKOro 3aKOHOAaBCTBa

12. OCHOBHI KpUTepii BKAOYEeHHS

He BMMaraerbCs BiANOBIAHO A0 BMMOI MiXHapPOAHWX
KepiBHWLTB Ta YKpaiHCbKOro 3aKoHO4aBCTBa

13. flocnigxyBaHuii nikapcukuia 3acib,
croci6 3acTocyBaHHSA, cuna Aji

He BUMaraeTbCsa BiANOBIAHO A0 BUMOT MiXKHapOAHWX

KepiBHWLTE Ta yKPaiHCbLKOro 3aKOHOAaBCTBa




14. MNpenapat NopiBHAHHA, 4034, cnoci6 He BUMaraeTbCs BiANOBIAHO A0 BUMOT MiXKHAPOLHNX

3aCTOCYBaHHSA, cuna 4l

KepiBHMLITB Ta yKpalHCbKOro 3aKOHOAaBCTBa

15. CynyTHa Tepanisa

He BMMaraerbca BiANOBIAHO A0 BUMOT MiXHApPOAHMX
KepiBHULTB Ta YKpalHCbKOro 3aKoHoAaBCTBa

16. Kputepii ouiHkn epekTUBHOCTI He BMMAaraeTbCs BignoBigHO A0 BWUMOF MiXHapPOAHUX

KepiBHULTB Ta YKpaiHCbKOro 3aKkOHOAaBCTBa

17. KpuTepii oUiHKM 6e3nekn

He BMMAaraeTbCa BigNOBIAHO A0 BUMOT MiXHaPOAHWX
KepiBHWLTE Ta yKPaiHCbKOro 3aKOHOAaBCTBa

18. CTaTUCTUYHI MeTOAN

He BMMaraeTbCs BiANOBIAHO 4O BMMOT MiXHapOAHUX
KepiBHWLUTBE Ta YKpPaiHCbKOro 3aKOHOAABCTBa

19. JemorpadiyuHi NoKasHWMKK
ZocnifxyBaHoi nonynauji
(ctaTb, BiK, paca, ToLo)

He BUMaraeTbCa BigNOBI4HO 4O BUMOT MiDKHAPOAHUX
KepiBHULTB Ta YKPaiHCbKOro 3aKOHOAABCTBA

20. Pe3ynbTatn eheKTUBHOCTI

He BMMaraeTbCa BigNOBIAHO A0 BUMOT MiXKXHapOAHWX
KepiBHWLTB Ta YKPaiHCbKOro 3aKOHOAaBCTBa

21. PezynbTatin 6esneku

He BWMAaraeTbCa BIANOBIAHO 4O BMMOr MiXHapoAHWX
KePIiBHMLUTE Ta yKPaiHCbKOro 3aKoOHOAABCTBA

22. BUCHOBOK

Nikapceknin  3aci6 [esnopataguH-TeBa, PO3uvH
opanbHWiA 0,5 Mr/mn, € dapMaueBTUUYHO
eKBiBaNeHTHUM A0 Nikapcbkoro 3acoby Epiyc®, po3unH
opansHuii 0,5 mMr/mn. JloBeseHHs 6ioekBiBaNeHTHOCTI
[OCNIKEHHAMY  BiOAOCTYNHOCTI  He  BUMAraerbCs
BignoBigHO fo Bumor HactaHoBu «Jlikapcbki 3acobu.
JocnigxeHHs 6ioekBiBaneHTHoOCTI» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),

3aaBHWK (BnacHuK
peecTpayjiiHoro noceigueHHs)

“ (migrwc)
Nenewyk /1.B
Y (N.L1.B)

M_eH'e,g,mep no perynatopHUm npoektam TOB «TeBa YkpaiHa»
(nocaga)

! (Rignwuc)
Kyxapcbka O.C.
(N.1.B.)

KepiBHUK perynatopHoro Bigainy TOB «TeBa YKpaiHa»
(nocapa)

faTa: 26 ciunn 2022p.




