3BIT

Npo AoKNiHIUHI AocnigKeHHs

1. Hasga nikapcbkoro 3acoby (3a HasBHOCTI -
HOMEep peecTpayiinHoro NocBig4YeHHs):

BiH6nacTuH-TeBa
nikapceka popma Ta Jo3yBaHHSA: PO3UMH ANS iH'eKLilA,
1 Mr/mn

1) TMn nikapcbKoro 3acoby, 3a AKKUM
NpoBoAMNacs abo NNaHyeTLCA peecTpaLis

FeHepuY4HWiA nikapcbKNiA 3aci6

2) npoBegeHi AoCnipKeHHS

Tak Hi X AKLLO Hi, 0BrpyHTYBaTH

3riAHO  BUMOr  MIKXHapoAHUX  KepiBHWUTB Ta
YKpPalHCbKOro  3aKOHOAABCTBA A0  AAHOr0  TWNY
nikapcekoro  3acoby (reHepuuHWil)  pesynbTaTy
BNacHWX J[OKAIHIYHUX [OCNIAKEHb He BMMAaratThbCs
Ta npeacTaBieHi BignoBigHUMN JaHnMK
onybénikoBaHoi HayKoBoI nitepatypv
(zaransHogocTynHa iHpopmalyis).

2. ®apmakonoris:

1) nepBuHHa dapmakoanHaMmika

HE BUMAaraeTbCa AN reHepryHoro nikapcbKoro
3acoby BiANoBIAHO 40 BUMOI Mi>KHAPOAHWX
KepIBHULITB Ta yKpaiHCbKOro 3aKoHO4aBCTBa

2) BTOpVHHA papmakognHamika

He BYMaraeTbCs N8 reHepUYHOro Nikapcbkoro
3acoby BiAMOBIAHO A0 BUMOT MiXXHAaPOAHNX
KEpIBHUUTE Ta yKpaiHCbKOro 3aKOHOAaBCTBa

3) ¢papmakonoris Gesneku

HE BMMaraeTbCs A8 reHepUYHOro fikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MidXKHapPOAHWX
KEPIBHUUTE Ta yKpaiHCbKOr0 3aKOHOAaBCTBa

4) hapmakoavHamiuHi B3aeEMOAI

He BMMaraeTbCa 418 reHePUYHOTo NiIKapCbKoro
3acoby BiANoBIAHO A0 BUMOT MXKHAPOAHMX
KePIBHWLTE Ta YKpaiHCLKOro 3aKOHOAaBCTBa

3. ®apmakokiHeTuka:

1) @aHaniTUUYHi METOANKM Ta 3BITK LOAO0 iX
Banigauii

He BYMaraeTbCa AN8 reHepUYHOro Nikapcbkoro
3acoby BiAMOBIAHO AO BUMOT MiXKHaPOAHMX
KEPIBHULTB Ta YKPaiHCbKOro 3akoHo4aBcTea

2) BCMOKTYBaHHS

HE BUMaraeTbCsl N8 reHepUYyHOro NikapceKoro
3acoby BiANOBIAHO 40 BUMOT MXKHAPOAHMX
KepiBHULTB Ta yKPaiHCLKOro 3aKOHOAABCTBa

3) posnogin

HEe BUMaraeTbCs 419 reHepUYHOro Nikapcskoro
3acoby BiANOBIA4HO 40 BUMOT MiXKHAPOA4HMX
KepiBHWLTE Ta YKPaiHCBKOro 3aK0HO/4aBCTBa

4) meTabonism

He BYMAaraeTbea 415 reHepUYHOro Nikapcbkoro
3acoby BifNOBIAHO A0 BUMOT MIDKHAPOAHMX
KEPIBHMLTE Ta YKPaiHCLKOro 3aKoHO4aBCTBa

5) BuBegeHHs

He BUMAaraeTbca AN reHepUYHoro Nikapcbkoro
3aC06y BIANOBIAHO 40 BUMOT MiXKHAPOAHMX
KEPIBHULTB Ta YKPAiHCbKOro 3aKOHOAABCTRA

6) bapmakokiHeTWUHi B3aemogii (goKniHIYHI)

HE BUMaraeTbCs A8 reHepu4YHOro Nikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MiXXHAPOAHMX
KepiBHWULITB Ta YKPaiHCLKOro 3aK0HO4aBCTRa




7) iHLWi papMakoKiHeTUUHI 40CNifKEHHS

He BUMaraeTbCa ANA reHepuYHOro NikapceKoro
3aCoby BiAMNOBIAHO 40 BUMOT MiXXHAPOAHWX
KEPIBHUUTE Ta yKpalHCbKOro 3aKOHO4aBCTBa

4. Tokcukonoris:

1) ToKCUYHicTb y pasi oa4HOPa3oBoro
BBEAEHHS

He BUMAaraeTbCa ANA reHepuyHOoro Nikapcbkoro
3acoby BiANOBIAHO 40 BUMOT MiDKHAPOAHUX
KepiBHWULTE Ta YKPaiHCBLKOro 3aKoHo4aBCTBa

2) TOKCUYHICTL Y pasi NOBTOPHUX BBEAEHb

He BYMaraeTbCs AN reHepruyHoro NikapcbKoro
3acoby BIAMNOBIAHO 40 BUMOT MiXXHaPOAHMX
KepiBHWLTE Ta yKpaiHCbKOro 3aKoHOAaBCTBa

3) reHOTOKCUYHICTL:
in vitro

HE BMaraeTbCsa N8 reHePUYHOro NikapcsLKoro
3acoby BiAMNOBIAHO 40 BUMOT MiXKHAPOAHWX
KEPIBHULTE Ta YKPaiHCbKOro 3aKoHOAaBCTBa

in vivo (Bkntoyaroum 4ogaTkosy OLiHKY 3
TOKCUKOKIHETNKI)

HE BUMaraeTbCa ANs reHePUYHOro NikapcbKoro
3acoby BiAMOBIAHO 0 BUMOT MiXXHAPOAHWX
KEPIBHWLTB Ta YKPaiHCbKOro 3aKOHOAaBCTBa

4) KaHUEeporeHHicTb:

HEe BUMaraeTbCs 419 reHepUYHOro NikapcbKoro
3ac06y BiANOBIAHO A0 BUMOT MiDXHAPOAHMX
KepiBHULTE Ta yKpaiHCLKOTro 3aK0HO4aBCTBa

AOBroCTPOKOBI A0CNIAXKEHHS

He BUMAaraeTbCs A1 reHepuyHoro Nikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MDKHAPOAHMNX
KePIiBHUWLTE Ta yKPaiHCbKOro 3aKoHoAaBCcTBa

KOPOTKOCTPOKOBI A0CNIAXEHHS
abo AoCnipKeHHs cepeAHbOIl TPUBANOCTI

He BUMaraeTbCa AN8 reHepuYHOro JikapcbKoro
3acoby BiANOBIAHO 40 BUMOT MDKHAPOAHMX
KEPIBHWUTE Ta YKPaiHCbKOro 3aKOHOAaBCTBa

AOAATKOBI AOCNIAKEHHS

He BUMAaraeTbCa A4/19 reHepUYHOro NikapcbKoro
3ac06y BiAMNOBIAHO 40 BUMOT MiXXHAPOAHWX
KepPiBHULTB Ta YKPAiHCbKOro 3aKOHOAaBCTBa

5) penpogyKkTUBHA TOKCUUHICTL Ta

TOKCWMYHWIA BNKB Ha PO3BNTOK NOTOMCTBA:

HE BUMaraeTbCs A5 FreHEPUYHOIo NiKapcbKoro
3acoby BiANOBIAHO A0 BUMOT MiXXHAPOAHUX
KEPIBHWLTB Ta YKPaiHCbKOro 3aKOHOAaBCTBA

BMAVB Ha GepTUNLHICTL | paHHii
embpioHanbHWn PO3BUTOK

HE BUMAaraerbca 418 reHepuyHoro nikapcbKoro
3acoby BiANOBIAHO A0 BUMOT MDKHAPOAHWX
KEPIBHWLUTE Ta yKpaiHCLKOro 3aKoHOAaBCTBA

eMBpIOTOKCUYHICTL

He BUMaraeTbCs ANA reHepuyHoOro nikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MDKHAPOAHMX
KepiBHMUTE Ta yKpaiHCLKOro 3aKoHOAaBCTBa

npeHatanbHa i NocTHaTanbHa TOKCUYUHICTL

He BUMaraeTbCs 415 reHepUYHOro NiKapcbKoro
3aco6y BiANOBIAHO 40 BUMOT MiXKHaPOAHWX
KEPIBHMLTB Ta YKpaiHCbKOro 3aKOHO/1aBCTEA

AOCNIPKEHHS, NPY AKUX Npenapart
YBOAMTLCS MOTOMCTBY (HecTaTeBo3pinum
TBapuHam) 1a/abo OUIHIETHCA BigsaneHa

aist

He BUMAaraeTbcs AN reHePUYHOro NiKapcbKoro
3acoby BiANOBIAHO A0 BMMOI MiXKHAPOAHMX
KepIBHMLTB Ta yKpPaiHCbKOro 3aKOHOAaBCTBa

6) MicLieBa NepeHoCMMicTb

HE BMMaraeTbCa A8 reHepuyHoro Nikapcbkoro
3acoby BiANOBIAHO A0 BUMOT MiDKHAPOAHWX
KEPIBHWLUTE Ta yKpaiHCLKOro 3aK0HO4ABCTBA

7) BLOAATKOBI AOCNIANKEHHS TOKCUUYHOCTI:

He BUMaraeTbCs 419 reHepuyHoro NikapcbKoro
3acoby BiANOBIAHO A0 BUMOT MDKHAPOAHMNX
KePIBHWLITB Ta yKPaiHCbKOro 3aKOHOAABCTBA




aHTUreHHICTL (YTBOPEHHA aHTWTIN)

He BUMaraeTbCs A1 reHepuYHoro Nikapcbkoro
3acoby BIANOBIAHO A0 BUMOT MiDKHAPOAHWX
KEPIBHULTE Ta YKPalHCLKOro 3aKOHO4aBCTBa

iMYHOTOKCUYHICTL

HE BIMAaraeTbCa AN reHePUYHOro NikapcbLKoro
3acoby BiANOBIAHO 40 BUMOI MiKHapOAHWX
KEPIBHWLTB Ta yKPaiHCbKOro 3aKOHOAaBCTBA

NOCNIAXKEHHS MEXaHI3MIB Ail

He BUMaraeTbCa Ans reHepuyHoro Nikapcskoro
3acoby BIANOBIAHO [0 BUMOT MDKHAPOAHX
KepiBHMUTE Ta yKpaiHCbKOro 3aKOHOAaBCTBa

niKapcbka 3anexHicTb

He BMMaraeTbCs AN reHepryHoro NikapcsKoro
3acoby BiAMOBIAHO A0 BMMOT MDKHAPOAHMX
KePIBHMLTE Ta YKpaiHCLKOro 3aKoHO4aBCcTBa

TOKCUYHICTb MeTaboniTie

HE BUMaraeTbCa ANs reHePUUHOTO NiKapCbKoro
3acoby BiANORBIAHO A0 BUMOT MIDKHAPOAHMX
KepiBHULTB Ta yKPaiHCbKOro 3aKOHOAaBCTBA

TOKCUYHICTb A4OMILLIOK

HE BMMAara€eTbCa 418 reHepuYHOro Mikapcbkoro
3acoby BiANOBIAHO 40 BMMOT MDKHAPOAHMWX
KePIBHULITB Ta YKPaiHCLKOro 3aKOHO4aBCTBA

iHLWe

HE BMMAaraeTbCa 419 reHepuyHoro ikapcbKoro
3acoby BiANOBIAHO A0 BUMOT MDKHAPOAHMWX
KePIBHWLTB Ta YKpaiHCLKOro 3aKoHO4aBCTEa

5. BUCHOBKM LLIOA0 AOKNIHIYHOrO BUBYEHHS

3riiHO BUMOT MDKHapPOAHWX KEPIBHULTE Ta
YKP&iHCbKOro 3aK0OHOAaBCTBa 40 AAHOTM0 THMy
NiKapcbKoro 3acoby (reHepuYHWiA) pesynstatin
BAACHWX [OKNIHIYHMX AOCNIJKEHb He BUMaratoTbes
Ta NpeAcTaBneHi BignosigAHUMK AaHUMMK
ony6nikoeaHoi HayKkoBOi niTepatypn
(3aransHopocTynHa iHpopmaujs).
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3BiT Npo KniHiYHe BUNpPo6yBaHHA

1. HasBa nikapcbkoro 3acoby (3a HasBHOCTI -

HOMep peecTpaLiiHoro NocBig4eHHs)

BiH6nacTuH-TeBa
nikapceka popMa Ta A03yBaHHA: PO3YMH ANS IH'EKLNA,
1 Mr/mn

2. 3a8BHUK

TOB «TeBa YkpaiHa»

3. BUpobHunk

®apmaxemi b.B. (Pharmachemie B.V.)
Byn. CeeHcBer 5, 2031 GA Xapnem, HigepnaHaw
(Swensweg 5, 2031 GA Haarlem, the Netherlands)

4. MpoBeaeHi focnigxeHHs:

O TakK Hi AKLLO Hi, 06IpyHTyBaTU
Nikapceknii 3acié BiH6nacTnH-TeBa, po3ynH Ans
iH'€KUil, 1 Mr/mn, € apMaLeBTUYHO eKBIBaNEHTHUM A0
nikapcekoro 3acoby Ben6, 10 Mr, NOPOLLOK AN PO3YMHY
Ang iH'ekuiii. loBeaeHHs 6ioekBiBaNeHTHOCTI
BOCNIKEHHAMK 6iOAOCTYNMHOCTI HE BUMaraeThCs
BiANOBIAHO 40 BUMOr HacTaHOBM «/likapCkki 3aco6u.
AocnigxeHHs 6ioekBiBaneHTHOCTI» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),

1) TMN nikapcbKkoro 3acoby, 3a AKUM

nposogunaca abo NNaHyeTLCA peecTpalyis

FeHepuYHMiA nikapcbknii 3acié

5. MoBHa Ha3Ba K/iHIYHOro BUNPOBYBaHHS

KOZOBaHWNA HOMEP KNiHIYHOro
BUNPOBYBaHHA

r

He BMMaraetbCs BifNoBIAHO A0 BUMOI MiXXHaPOAHUX
KepiBHULUTB Ta YKPAiHCbKOro 3aKOHO4aBCcTBa

6. ®a3a KniHiYHOro BUNpo6yBaHHA

He BUMaraeTbes BiAMNOBIAHO 40 BUMOT MiXKHAPOAHMX
KepiBHULITB Ta yKPaiHCbKOro 3aKOHO4aBCTBa

7. MNepiog npoBegeHHs KAIHIYHOroO
BUNPOBYBaHHS

He BMMaraeTbCs BigNoBIAHO 40 BUMOI MiXHapOAHMX
KepiBHWLITB Ta YKPaiHCLKOro 3aKOHOA4aBCTBa

8. KpaiHw, ge npoBoagunocs KniHiuHe
BUNPOBYBaHHA

HE BUMAaraeTbCsa BigNoBIAHO [0 BUMOT MiDKHAPOAHMX
KEPIBHWLTB Ta yKpaiHCbKOro 3aKoHoAaBCTBa

9. KinbkicTb gocnigxyBaHmx

He BUMAaraeTbes BiAnoBiAHO A0 BUMOT MDKHAPO4HWNX
KePIBHWLTB Ta YKpaiHCbKOro 3aKoHoAaBCcTBa

10. MeTa Ta BTOPWHHI Lini KNiHiYHOro
BUMNPOBYBaHHA

He BVMMAaraetbCa BiANOBIAHO A0 BUMOI MDKHAPOAHMX
KepiBHMLTB Ta yKpalHCbKOro 3aKoHO4aBCTEa

11. An3aiiH KniHiYHOro BUNpPo6yBaHHS

He BMMAaraeTbCs BiAMNOBIAHO A0 BMMOI MiKXHAPOAHWUX
KepiBHWLTB Ta YKpaiHCbKOr0 3aKOHO4aBCTBa

12. OcHOBHI KpUTEpIi BKNHOYEHHS

HE BMMaraetbCa BiAMNOBIAHO A0 BMMOT MiXHapPOAHWUX
KepiBHWLTE Ta YKPaiHCLKOro 3aKOHOaBCTBa

13. AocnigpkyBaHWia nikapcbKuia 3aci6,
Crnocib 3acTocyBaHHsA, cuna gii

He BMaraeTbCcs BiANOBIAHO A0 BUMOT MiXHapOAHMX

KepiBHWLTB Ta yKpaiHCbKOro 3aKoHOAaBCTBa




14. MNpenapat NopiBHAHHA, 4034, Croci6 He BUMaraeTbCsl BiANOBIAHO A0 BUMOT MiXXKHapOAHWX

3acTocyBaHHA, cuna gii

KepiBHWLTB Ta yKpaiHCbKOro 3akoHOAaBCTBa

15. CynyTHa Tepanis

He BMMaAaraeTbCs BiANOBIAHO A0 BUMOI MiXHApPOAHWX
KepiBHMLTB Ta YKpaiHCbKOro 3aKOHOAaBCTBa

16. Kputepii ouiHkK1 epekTMBHOCTI He BUMAraeTeCa BIAMNOBIAHO A0 BUMOTI MiDKHaPOAHWX

KepiBHWLITB Ta YKPaiHCbKOTr0 3aKOHO4aBCTBa

17. KpuTepii ouiHKK 6e3nekn

He BUMAaraeTbCa BiAMNOBIAHO A0 BUMOTr MiDKHAPOAHMX
KepiBHWLTB Ta yKpaiHCbKOro 3aKoHOAAaBCTBA

18. CraTMCTUYHI MeToam

He BWUMAaraeTbCs BI4NOBIAHO 4O BWUMOT MiXHapOAHWX
KepiBHWUTB Ta yKpaiHCbKOro 3aK0HO4aBCTBa

19. lemorpadiyHi nokasHUKN
JocnigxysaHoi nonynauji
(ctaTb, Bik, paca, ToLLO)

HE BUMAaraerbCcs BinoBigHO 40 BUMOT MiXKHapOAHMNX
KepiBHWLTB Ta yKpalHCbKOro 3aKkOHOAABCTEA

20. Pe3ynetatv eQekTMBHOCTI

He BMMAaraeTbCs BiANOBIAHO 4O BUMOT MiXHapOAHMX
KepiBHWLTB Ta YKpaiHCLKOro 3aKoHOaBCTBa

21. Pe3ynbTtatv 6e3neku

He BWMaAaraeTbCs BigNOBIAHO A0 BWUMOI MiXHapoAHUX
KePIBHWLTB Ta yKpaiHCbKOro 3aKOHOAABCTBA

22. BcHoBOK

Nikapcekuid  3acié6  BiH6nacTuH-TeBa, po3uMH  Ans
iH'EKUiA, 1 Mr/mn, € papMaUEBTUYHO eKBiBaJEHTHUM
40 nikapcekoro 3acoby Ben6, 10 mr, nopowok Aans
po3unHy Ansa iH'ekuii. JoBeseHHA BioekBiBaNEHTHOCTI
JocnipkeHHAMM  BioA0CTYNHOCTI HE  BUMaAraeTbCs
BiAgNoOBiAgHO A0 BMMOr HactaHoBw «/likapcoki 3acobu.
JocnigxeHHs 6ioekBiBaneHTHOCTI» Ta Guideline on the
investigation of bioequivalence
(CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **),
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