3BIT

npo AoKJiHIYHI gocnig>keHHs

1. HasBa nikapcbkoro 3acoby (3a HasBHOCTI -
HOMep peecTpaLiiiHOro NocBig4YeHHs):

dPochpomiymH-TeBa
nikapcobka dpopma Ta A03yBaHHA: rpaHynun Ans
OpaNnbHOro PoO3YMHY Mo 3 1

1) TN nikapceKoro 3acoby, 3a AKMM
npoeojunaca abo NnaHyeTLCA peecTpawis

leHepuUHW NikapCbKKIA 3aci6

2) NnpoBeseHi AOCNiAXEHHS

TaK Hi X AKLWWO Hi, 06rpyHTYBaTW

3rigHO  BMMOI  MDKHapOAHMX  KepiBHWUTB Ta
YKpalHCbKOro 3akoHofaBCTBa [J0  [JaHOro  TuUny|
nikapcbkoro  3acoby (reHepuuHwiA)  pesynbTaTu
BNACHUX AOKNIHIYHUX AOCNIAKEHb HE BMMArakwTbCs
Ta npeActaeneHi Bi4NOBIg4HWUM M LaHUMK
ony6nikoBaHoi HayKoBOIl niteparypwu
(3aranbHogocTynHa iHpopMaLis).

2. ®apmakonoris:

1) nepBuHHa dapmakogmMHamika

He BMMaraeTbCs A5 FeHepUYHOro NiKapCcsKoro
3acoby BiANOBIAHO A0 BUMOT Mi>KHaPOAHMUX
KepiBHULTB Ta YKPaiHCbKOro 3aKoHO4aBCcTBa

2) BTOpUHHa papmakogmHamika

He BMMaraeTbCa 419 reHepuyHoro NikapCkKoro
3acoby BigMOBIAHO 4,0 BUMOT MiXXHapO4HUX
KepiBHWLTB Ta YKPaIHCbKOro 3aKoHO4aBCTBa

3) dapmakonoris 6esneku

He BUMaraeTbCs A1 reHepyu4HOro NikapcsKoro
3acoby BigMoBif4HO 40 BUMOT MDKHapo4HUX
KEPIBHWLTE Ta YKPaIHCbKOro 3aKoHoAaBCcTBa

4) bapmakogHaMiuHi B3aemoga;i

He BUMaraeTbCs A1 reHepUYHOro NikapcsKoro
3acoby BiANOBIAHO A0 BUMOT MDKHaPOAHUX
KEPIBHWLUTE Ta YKPaiHCbKOro 3aKOHO4aBCTBa

3. ®apmakokiHeTuKa:

1) aHaniTUYHI METOAMKMK Ta 3BITK LLOAO iX
Banifauii

He BMMaraeTbCs ANA reHepyyHoro Nikapcskoro
3acoby BiAMNOBIAHO A0 BUMOT MiXKHapOAHNX
KepiBHULTB Ta yKpaiHCbKOro 3aKoHO4aBCTBa

2) BCMOKTYBaHHS

He BUMaraeTbCa ANA reHepUYHOro NikapcbLKoro
3acoby BiAMNOBIAHO A0 BUMOT MiDXXHaPOAHNX
KEePIBHMUTE Ta YyKpPalHCbKOro 3aKoHOAaBCTEa

3) po3noain

He BUMaraerbCsa ANs reHepUYHOro Nikapcbkoro
3acoby BigNOBIAHO A0 BUMOT MiXXHAPOAHUX
KepiBHULUTB Ta yKpaiHCLKOro 3aKoHO4aBCTBa

4) meTabonism

He BMMAaraeTbca ANA reHepUyYHOro NikapceKoro
3acoby BiANOBIAHO A0 BUMOT MiXXHaPOLHUX
KepiBHWLTE Ta YKPalHCLKOro 3aKoHo4aBCTBa

5) BUBEAEHHS

HEe BMaraeTbCsa 418 FreHePUYHOro NikapCbKoro
3acoby BiANOBIAHO A0 BUMOTI MiXKHapPOAHNX
KepiBHULUTB Ta yKpalHCbKOro 3aKoHO4aBCTBa

6) bapmakokiHeTUUHi B3aeMoaii (A0KNIHIYHI)

He BYMaraeTbCs A8 reHepUYHOro NikapCeKoro
3acoby BifANOBIAHO [0 BUMOT MiDXHapO4HNX
KepiBHULUTB Ta YKpPaiHCbKOro 3aKoHOo4aBCTBa




7) iHWi papMakoKiHETUYHI AOCHiAKEHHS

He BUMaraeTbCa 4Ns reHeprM4HOro Nikapcokoro
3acoby BiANOBIAHO A0 BUMOT MiDKHAPOAHWX
KepiBHULTB Ta YKPaiHCbKOro 3aKOHO4aBCTBa

4, Tokcukonorisi:

1) TOKCWYUHICTL y pasi o4HOpPa3oBoro
BBe/|eHHS

He BUMaraeTbCs 4NA reHepmMyHoro ﬂfKapCbKOI'O
3acoby BiANOBIAHO 0 BUMOT MiDXKHapOAHNX
KepiBHULTB Ta YKPalHCbKOro 3aKOHOAaBCTBA

2) TOKCMYHICTb Y pasi MOBTOPHWUX BBEAEHb

He BUMaraeTbCsa 415 reHEePUYHOro Nikapcbkoro
3acoby BiANOBIAHO A0 BUMOF MiXKHapOA4HMNX
KepiBHWLTB Ta YKPaiHCbKOro 3aKkoHo4aBCTBa

3) reHOTOKCHUHICTL:
in vitro

He BUMAaraeTbCs 419 reHepuYHOro NikapcbKoro
3acoby BigNOBIAHO 40 BUMOT MibKHapPOAHWX
KepPiBHWLITE Ta YKPAiHCbKOro 3aKoHO/AaBCTBa

in vivo (BKaOUaOUM 40AaTKOBY OLHKY 3
TOKCUKOKIHEeTUKM)

He BUMaraeTbCs 4158 reHepryYHoro NikapcbKoro
3acoby BignNoBi4HO A0 BUMOT MIDKHAaPOAHUX
KepPIiBHWLUTE Ta yKPaiHCbKOro 3aKoHOAaBCTBA

4) KaHUepOreHHICTb:

He BUMAaraeTbCs ANA reHepUyYHOro NiKapcbLKoro
3acoby BiAMNOBIAHO A0 BUMOT MidKHapPOAHWUX
KepiBHULUTB Ta YKpalHCbKOro 3aKoH04aBCTBa

JLOBroCcTPOKOBI fOCAIfKEHHSA

He BUMaraeTbCa 415 reHepuYHOro NiKapcekoro
3acoby BifNOBIAHO 40 BUMOT MiXXHAaPOAHMX
KepIiBHULTB Ta YKPalHCbKOro 3aKoHOAaBCTBa

KOPOTKOCTPOKOBI AOCNIAXKEHHS
abo focnipKeHHs cepefHbOol TPUBANOCTI

He BMMaraeTbesa AN reHepuyYHoro NikapcbKoro
3acoby BiAMOBIAHO A0 BUMOF MiXKHAPOAHUX
KepIBHULTE Ta YKPaiHCbKOro 3aKOHOAABCTBA

AOLATKOBI AOCNIAXKEHHSA

He BUMaraeTbCsa ANa reHepuyHoro Nikapcekoro
3acoby BiANOBIAHO A0 BUMOT MDKHapPOAHUX
KEPIBHWLUTE Ta YKPaiHCbKOro 3aKoHOAABCTEA

5) penpoayKTVBHA TOKCUYHICTL Ta

TOKCWUYHUWIA BNAWB Ha PO3BUTOK NOTOMCTBA:

He BMMaraeTbCa AN8 reHepuyHoro NikapcsKoro
3acoby BigNOBIAHO 40 BUMOT MibKHapOAHUX
KepiBHWLTE Ta YKpaiHCbKOro 3aKoHoaBCcTBa

BMAMB Ha GepTUAbHICTL | paHHIi
embpioHanbHWA PpO3BUTOK

He BUMaraeTbCs 415 reHepUYHOro NikapcbKoro
3acoby BiANOBIAHO A0 BUMOT MIXXHAPOZAHNX
KepiBHWLTB Ta YKPaiHCbKOro 3aKoHOjaBCTBa

eMBpPIOTOKCUYHICTb

He BUMaraeTbCs A8 reHepuYyHOro Nikapcekoro
3acoby BiANOBIAHO A0 BUMOT MDXHAPOAHUX
KepiBHWUTB Ta YKpalHCbLKOro 3aKkoHo4aBCcTBa

npeHaTankHa i NoCTHaTanbHa TOKCUYHICTL

He BUMaraetbCq And reHepunyHoro ﬂiKapCbKOFO
3acoby BiANOBIAHO A0 BUMOT MDKHaPOAHUX
KepiBHULTB Ta YKPalHCbLKOro 3aKoHOAaBCTBa

1QOCJ'Ii,.'J,)KEHHFl, npu AKX npenapar
YBOAMTLCSA NMOTOMCTBY (HECTaTeBo3piNuM
TBapuHam) Ta/abo OUIHIOETLCS BigsaneHa
Ais

He BUMaraeTbCs 15 FTeHePUYHOro Nikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MiXXKHaPOAHUX
KepiBHULTB Ta YKPaiHCbKOro 3aKOHO/AaBCTBa

6) MicLIeBa NEPEHOCUMICTL

He BMMaraeTscs AN8 reHepuyHoro NikapcsKoro
3aco6y BiANOBIAHO A0 BUMOT MIDKHaPOAHNX
KepPIBHWLITE Ta YKPaIHCBKOro 3aKOHOAABCTBA

7) BOAATKOBI AOCNIAKEHHSA TOKCUYHOCTI:

He BUMaraeTbCa 418 FreHePUYHOTO NiKapCeKOoro
3acoby BifgNOBIAHO A0 BUMOT MiBKHaPOAHUX
KepiBHWLTBE Ta YKpaiHCbKOro 3aK0HOJaBCTBa




aHTUreHHICTb (YTBOPeHHS aHTvTiN)

HE BUMAaraeTbCa 414 reHepu4Horo Nikapcbkoro
3acoby BiZNOBIAHO 40 BMMOT MiXXHAaPOAHMWX
KepiBHULTB Ta YKpaiHCLKOro 3aKoHoaBcTBa

iIMYHOTOKCUYHICTb

He BMMaraeTbCa A8 reHepuYHOro ikapcbKoro
3acoby BiANOBIAHO 40 BUMOT MiXKHAPOAHUX
KepiBHULUTB Ta YKPaiHCbLKOro 3aKkoHo4aBCcTBa

JOCNIAXEHHS MeXaHi3miB ail

He BMMaraeTbCs ANs reHepUYHOro Nikapcbkoro
3acoby BiANOBIAHO 40 BUMOT MiXXHapPOAHMWX
KePIBHULTB Ta YKPaiHCbKOro 3aKOHOAaBCTBA

NiKapcbKa 3anexHicTb

He BMMaraeTbCa AN reHepyuYHOro NikapcbKoro
3acoby BiZANOBIAHO A0 BUMOT MiXKHapPOAHUX
KepiBHULTE Ta YKpaiHCbKOro 3aKoHOAaBCTBa

TOKCUYHICTL MeTaboniTiB

He BMMAaraetbCa A4/159 reHepuyHoro NikapcsKoro
3acoby BigNoOBIAHO A0 BUMOT MiXKHaPOAHUX
KepiBHULUTE Ta yKpaiHCbKOro 3aKoHOAaBCTBa

TOKCMYHICTb AOMILLIOK

He BMMaraeTbCA AN8 reHepUYHOro ikapCbKoro
3acoby BiANOBIAHO A0 BMMOT MiXKHapPOAHUX
KepiBHULTB Ta YKpaiHCbKOro 3akoHO4aBCTBa

iHWe

He BUMaraeTbca 419 reHepUYHoro Nikapcekoro
3acoby BiANOBIAHO A0 BUMOT MiXXKHaPOZLHMUX
KEPIBHWLTE Ta YKPaiHCbKOro 3aKoHOAaBCTBEa

5. BUCHOBKM LWLOA0 AOKNIHIYHOMO BUBYEHHSA | 3rigHO BUMOI MiXKHapOAHWUX KepiBHULTB Ta

yKpaiHCbKOro 3akoHOA4aBCTBa A0 faHOro TUny
nikapcbkoro 3aco6y (reHepryHNiA) pesynbTaTh
BAAaCHUX AOKNIHIYHWX AOCNILXEHb HE BUMararTbCs
Ta npeAcTaBieHi BigNoBIAHUMN AaHUMKN
ony6nikoBaHoi HayKOBOT NiTepaTypu
(3aransHogoCTynHa iHpopMmaLis).
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3BiT Npo KniHiuHe BUNpobyBaHHA

1. Ha3Ba nikapcbkoro 3acoby (3a
HasiBHOCTi = HOMEp peecTpaLiiiHoro
NOoCBigUYEHHS)

docpomiynH-TeBa
nikapcbka ¢popma Ta A03yBaHHSA: rpaHyau Ans
OpanbHOro po3YnHy no 3 r

2. 3aABHUK

3anBHWK B YKpaiHi: TOB «Tesa YkpaiHa»

3. BupobHuk

Azidapm EAL (Adipharm EAD)
6yn. CumeoHoBcko woce 130, Codis, 1700, boarapia
(130 Simeonovsko shose Blvd., Sofia, 1700, Bulgaria)

4. NpoBefeHi foCNigKeHHS:

O Tak X Hi AKLLO Hi, 06rpyHTYBaTH
Nikapceknia 3acié PocpomiumH-Tesa, rpaHynmn gnsa
OpanbHOro pos4yuHy no 3 r, € papMaLeBTUUHO
eKBiBaNe€HTHUM A0 Jlikapcbkoro 3acoby MoHypan,
rpaHynun Ans opanbHoro posyuHy no 3 r. loseseHHnA
BioekBiBaNEHTHOCTI AOCNiAXEHHAMIW 6ioA0CTYMHOCTI
He BMMaraeTbCs BiANOBIAHO A0 BUMOr HacTtaHOBMK
T«Jlikapceki 3acobu. JocnigxeHHs
6ioekBiBaneHTHOCTI» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),

1) TMN nikapcbkoro 3acoby, 3a AKUM
nposojunacs abo NNaHyeTbCA
peecTpauis

FreHepUYHMIA Nikapcbkunii 3acib

5. MoBHa Ha3Ba KAiHIYHOro
BUNPOBYBaHHA, KOAOBaHWUA HOMep
KNiHIYHOro BUNPO6YBaHHS

He BMMaraeTbCs BiANOBIAHO 40 BUMOT MiDKHAPOAHMWX
KepiBHWLTB Ta YKPaiHCbKOro 3aKoHOaBCTBa

6. ®a3a KniHiYHOro BUNpoByBaHHA

He BUMaraeTbCs BiANOBIAHO 40 BUMOT MDXKHAaPOAHNX
KepiBHMLUTB Ta YKPaiHCLKOro 3aKOHOAaBCTBa

7. Mepiog npoBeAeHHA KNiHIYHOrO
BUNpPO6YBaHHSA

He BUMaraeTbCs BigNoBigHO 40 BUMOT MiXXHapOAHWX
KepiBHWLTB Ta yKpaiHCbKOro 3aKOHOAaBCTBa

8. KpaiHw, e npoBoANNOCA KNiHiYHe
BMMNPOBYBaHHA

He BMMAaraeTbCs BiANOBIAHO A0 BUMOT MDXXKHaPOAHWX
KepiBHWLUTB Ta YKpaiHCbKOro 3aKoHO4aBCTBa

9. KinbKiCTb AOCAIAXYBAHUX

He BUMaraeTbCs BignoBigHO 40 BUMOT MiDXKHapOAHWX
KepiBHWLTB Ta YKpaiHCbKOro 3aKOHOaBCTBa

10. MeTa Ta BTOPWMHHI Ljini KniHiYHOro
BUNpobyBaHHA

He BUMaraeTbCs BiANOBIAHO A0 BUMOT MDKHapPOAHWX
KepPIiBHULTE Ta YKPaiHCLKOro 3aKOHOA4aBCTBa

11. An3aiiH KniHiYHOro BUNpoByBaHHA

He BUMaraetbCs BiANOBIAHO A0 BUMOT MiDKHapPOAHMNX
KepiBHULTB Ta YKpaiHCbKOro 3aKkoHOAaBCTBa

12. OCHOBHI KpuTepil BKNHOYEHHSA

He BMMaraeThbCs BinoBigHO 40 BUMOT MiXHapoAHWNX
KepiBHULTB Ta YKpaiHCbKOro 3aKoHO4aBCTBa

13. focnigxKyBaHuWiA nikapcbKnia 3acib,
Cnoci6 3acTtocyBaHHA, cuna gi

He BUMaraeTbes BiANOBIAHO A0 BUMOT MDKHaPOAHNX
KepiBHULTB Ta yKPaiHCbKOro 3aKoHOAaBCTBa




14, NpenapaT NopiBHAHHSA, 1034, He BUMaraeTbCcs BigNoBigHO 40 BUMOT MiXKHapPOAHWX

€noci6 3acTocyBaHHsA, cuna g KepiBHWLUTE Ta YKPaiHCbLKOro 3aKoHOAaBCTBa

15. CynyTHa Tepanis He BMMaraeTbCs BiANOBIAHO A0 BUMOT MDKHaPOAHUX
KepiBHWLTB Ta YKpPaiHCbKOro 3aK0OHOJaBCTBa

16. Kputepii oLiHKM epekTUBHOCTI HE BUMAara€TbCs Bi4NOBIAHO 4O BUMOT MiXKHapo4HUX
KepiBHMLTB Ta YKpaiHCbKOro 3aKOHO4aBCTBa

17. Kputepii ouiHKK1 6e3nekn He BMMaraerbCs BignoBigHO A0 BUMOT MiXHapoAHWX
KepiBHULTB Ta YKPaiHCbKOro 3aKOHOAaBCTBA

18. CTaTUCTUYHI MeToAM He BMMaraeTbca BigNOBi4HO A0 BUMOT MiDKHaPOAHNX
KepiBHWLTE Ta YKPaiHCLKOro 3aKoHoJaBCTBa

19. AlemorpadiyHi MOKasHUKK He BMMaraeTbcs BiANOBIAHO A0 BMMOI MiXKHapoAHUX

JocnigxysaHoi nonyaauji KepiBHWLTB Ta YKPaiHCbKOro 3aKoHo4aBCTBa

(crats, BiK, paca Towo)

20. PesynbTatin epeKTUBHOCTI He BMMaraeTbCs BigNoBigHO 40 BUMOT MiXXHapPOAHUX
KepPIBHWLTB Ta YKPalHCbKOro 3aKOHO4aBCTBa

21. Pe3ynbTaTi 6e3neku He BMMaraeTbCsa BifNOBIAHO 40 BUMOT MiXXHapPOAHUX
KepiBHULTB Ta YKpalHCLKOro 3aKoHOAaBCTBa

22. BUCHOBOK Nikapceknia 3acié PochoMiuunH-Tesa, rpaHynun ana
OpaNibHOro po34unHy no 3 r, € papmMaLeBTUYHO
ekBiBafleHTHUM A0 NikapCbKOro 3acoby MoHypan,
rpaHyaun Ans opanbHOro po3unHy no 3 r. flosegeHHn
6ioekBiBaneHTHOCTI AOCNIAKEHHAMK Bi0A0CTYNHOCTI
He BUMAaraeTbCs BignoBigHO A0 BUMOr HacTaHOBU
«Jlikapcbki 3acobw. flocnigxeHHs
BioekBiBaneHTHocTi» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),

peecTpauiinHor
noceiguyeHHs)
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KepiBHMK perynsaTopHoro Bigainy TOB «TeBa YKpaiHa»
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