3BiT npo goKIinIYHI JoCaiTKeHHS

1. Hazpa nikapcekoro 3aco0y (3a 30HIK, po3uun opanbawmii, 20 Mr/mi
HassBHOCTI — HOMEp peecTpaniiHoro

MOCBITIECHHS )

1) Tun nikapcwkoro 3acofy, 3a IKUM ['eHepuuHuil nikapcbkuii 3aci6
PoBOIMIacs ad0 MJIAHYEThCS peecTpallis

2) npoBeeHi TOCIiIKEHHs Vi g.TaK SIKILO HI, OOIPYHTYBaTH

Jlikapcbki 3aco6u 30HIK, posunn opansuuit, 20 mr/mi, Bupo6uunTea TOB
«KYCYM ®APM», Yxpaina ta LYRICA 20 mg/ml oral solution BupoGHMITBaA
Pfizer Service Company, Hoge Wei 10, B1930 Zaventem, Belgium e
(hapMalleBTMYHO ~EKBIBaJCHTHHMH, OCKUIbKH OOMABA TIperapaTtd € BOXHHMHU
pO3YMHAMM, MAIOTh OJIMH 1 TOH caMMi CHOCIO 3aCTOCYBaHHs, a TAKOXK TeHepUYHHI
JIKapChKUi 3aci0 MICTHTH Ail04y pevYoBHHY B Takidl ke KOHIEHTpalii, gK i
pedepeHTHHI TIKapChKHii 3aci0.

OckinbKH JKapchbki 3aco0H (hapMaleBTHYHO €KBIBaJEHTHI 1 € BOIHHMH
pO34YMHaMHU [Jis OpajibHOr'0 3aCTOCYBaHHS, TO y BiAnorigHocti 1o Hacranosu CT-H
MO3Y 42-7.4:2022 «Jlikapceki 3aco6u. JlocnimkeHHS O010eKBiBaJIEeHTHOCT» Ta
Guideline on the Investigation of Bioequivalence CPMP/EWP/QWP/1401/98 Rev.1
BOHHU PO3IIIANAKOTECS K €KBIBaJIEHTHI 0e3 HeoOXiJHOCTI MPOBEAEHHs JOCHiHKEHHS
OioexsiBasienTHOCTI. lle M03BOJISIE €KCTPAmoOMIOBATH pPEe3YJIbTATH MOKTIHIYHHAX |
KJIHIYHUX JOCHKeHb, MPOBEAeHUX I pedepeHTHOro JiKapchbKoro 3acody, Ha
TeHepUYHUN Jlikapchkuil 3aci6. Tomy JOKIIHIYHI JOCHIUKEHHS s JIiKApChKOTO
3aco0y 30HIK, po3unn opanbuuii, 20 mr/mn sBupobuunrsa TOB «KYCYM ®APMy,
Ykpaita He npoBoaunucs. JloaaTkoBi HayKOBi JiTepaTypHi JlaHi 11010 eeKTUBHOCTI
Ta Tpodino Oesneku Ail040] PeYOBHHH HANAIOTHCA Y BiamosigHux posginax CTJI
JIOCBE.

2. Gapmakosoris:

1) nepBunHa dapmMakoguHamika He 3aCTOCOBHO
2) BTopuHHa (hapmakoauHaMika HE 3aCTOCOBHO
3) papmakosoris Oe3nexu HE 3aCTOCOBHO
4) papmakoanHaMIuHI B3aEMOIIT HE 3aCTOCOBHO

3. ®apMaKkoKIHETHKA:

1) aHaniTHYHI METOAUKH Ta 3BITH OO

i . HE 3aCTOCOBHO
1X Baialaalill

2) BCMOKTYBaHHS HE 3aCTOCOBHO

3) poznoain HE 3aCTOCOBHO




4) meTaboiizm

HE 3aCTOCOBHO

5) BUBeleHHS

HE 3aCTOCOBHO

6) GapmMakoKiHeTH4HI B3aeMO/Iil
(JroxJTiHIYHI)

HE 3aCTOCOBHO

7) iumi papMaKOKiHETHYHI JOCIIKEeHHs

HE 3aCTOCOBHO

4, TOKCUKOIOTIA:

1) TokcHUHICTB Y pa3i 0qHOPa30BOTO
BBE/ICHHA

HE 3aCTOCOBHO

2) TOKCHYHICTD Y pa3i HOBTOPHHUX
BBEJICHb

HE 3aCTOCOBHO

3) reHOTOKCHYHICTB:

HE 3aCTOCOBHO

1n vitro

HE 3aCTOCOBHO

1N VIVo (BKITFOUAKOYH JI0JIATKOBY OIIIHKY 3
TOKCUKOKIHETHKH )

HE 3aCTOCOBHO

4) KaHIIEepOT€HHICTh:

JIOBTOCTPOKOBI TOCTIJPKEHHS

HE 3aCTOCOBHO

KOPOTKOCTPOKOBI JIOCIIIKEHHS a00
JIOCTIIPKEHHSA CepeHBOT TPHBAIOCTI

HE 3aCTOCOBHO

I[O,HHTKOBi JOCIIIKEHHS

HE 3aCTOCOBHO

5) penpoayKTHBHA TOKCUYHICTE Ta
TOKCUYHUH BIUIMB HA PO3BUTOK
MOTOMCTBA:

HeE 3aCTOCOBHO

BIUIMB HA (PEPTUJILHICTD 1 paHHIH
eMOpioHaIbLHUH PO3BUTOK

HE 3aCTOCOBHO

eMOpPIOTOKCHYHICTh

HE 3aCTOCOBHO

npeHaTalbHa 1 IoCcTHaTalbHa
TOKCHUYHICTDL

HE 3aCTOCOBHO

JOCTKEHHS, IPH SIKUX Npenapar
YBOJIMTBCS TOTOMCTBY (HECTAaTEBO3PLIUM
TBapHHaM) Ta/abo OLIHIOETLCS Bijl1alleHa
| ais

|
[

HE 3aCTOCOBHO




6) MiclieBa [epEeHOCUMICTE HE 3aCTOCOBHO
7) 1OJATKOBI TOCIIUKEHHS TOKCHYHOCTI, | HE 3aCTOCOBHO
aHTUIeHHICTb (YTBOPEHHS QHTHUTIN) HE 3aCTOCOBHO
IMYHOTOKCHYHICTB He 3aCTOCOBHO
TOCIIIKEHHST MEXaHI3M il HE 3aCTOCOBHO
TKapchKa 3aJIeKHICTh He 3aCTOCOBHO
TOKCHYHICTE META0O0IITIB HE 3aCTOCOBHO
TOKCHYHICTE JIOMIIIOK HE 3aCTOCOBHO
1HIIIE He 3aCTOCOBHO
5. BUCHOBKH 11010 JOKJIIHIYHOTO

B— He 3aCTOCOBHO

3asBHUK (BIIaCHUK peecTpaliiiHOro

(s]
2P

‘:)

TIOCBITYCHHS )




3BIT npo KAiHiYHe BUNIPOGYBAHHS

1. Hazga nikapcpkoro 3acofy (3a HasBHOCTI — 30HIK, po3uun opanbauii, 20 Mr/Mi
HOMED PECCTPALiiiHOr0 OCBIIYeHHS)

2. 3a8BHHK TOB «lJIEA®APM JITI», Ykpaina

3. BupoGnuxk TOB «KYCYM ®APM», 40020, VYkpaina,
Cymcebka obutacte, M. Cymu, By Ckpsbdina, 54

4. npoBeaeHi DOCTIIKEHHS v Hi TaK SKIIO Hi, OOIpyHTYBATH

Jlixapepki 3acobu 30HIK, posuun opanshuii, 20 mr/mi, supobuuntea TOB «KYCYM
®APM», Vkpaina ta LYRICA 20 mg/ml oral solution supoGuunrea Pfizer Service Company,
Hoge Wei 10, B1930 Zaventem, Belgium € ¢apManeBTHYHO e€KBiBaJEHTHHMH, OCKIIBKH OOH/BA
npenapaTd € BOJHHMH PO3YMHAMH, MalOTh OJHH i TOH caMuil croci® 3acTocyBaHHsA, a TaKOXK
TeHepUYHHI JIIKApPChKMH 3aci® MICTHTBH Jil04y peYOBHHY B TaKiii jke KOHIIEHTpamii, sK i
pedepeHTHHH NiKapchKHii 3aci6.

OcKinbKH TKapchKi 3aco0H (hapMaleBTHUHO €KBiBANEHTHI i € BOJHHUMH PO3YMHAMH LIS
OpaTBHOTO 3aCTOCYBaHHs, TO y BiAnosiHOCcTI 10 Hactanosu CT-H MO3Y 42-7.4:2022 «JlikapehKi
3acodu. Jlocmpxenns GioexsiBaneHTHOCTI» Ta Guideline on the Investigation of Bioequivalence
CPMP/EWP/QWP/1401/98 Rev.l BoHH po3misiiaioThes sK eKBiBaIEHTHI 0e3 HeoOXigHocTi
MPOBE/IEHHS JOCIHUKEHHS OloekBiBaneHTHOCTI. Ile H03BOMSIE EKCTPAMONIOBATH pe3ylIbTaTH
JOKIIHIYHMX | KIIHIYHHUX JOCHiJKeHb, IPOBEJCHHX UL pe)epeHTHOro JliKapehKkoro 3acody, Ha
renepuunuii nikapcekuii 3aci6. Tomy xminiusi pocmimkenHs s jikapcekoro 3acody 3OHIK,
po3unH opanbuui, 20 mr/vit BupodauTBa TOB « KYCYM ®APM)», YKpaiHa He IPOBOIHIIICS.

1)  Tun  mikapcekoro  3aco0y, 3a  akuM | ['eHepuuHwmii nikapcebkuil 3acio
IIpoBO/IMIIAcs ado IUIaHYETHCA PeeCTpartis

5. lloBHa Ha3Ba KJIIHIMHOTO BUIIPOOYBaHHs,

- 3 HE 3aCTOCOBHO
KOJOBMI HOMEP KJIIHIYHOTO BHITpOOyBaHHs

6. daza KIAHIYHOTO BUNIPoOyBaHHS HE 3aCTOCOBHO

7. Ilepion npoBeieHHS KJIIHIYHOTO
BUIIPOOYBaHHs

HEC 3aCTOCOBHO

8. Kpainu, Jie npoBo/uIiocst KIiHiuHe

- HE 3aCTOCOBHO
BUIIPOOYBaHHsI

9. KinbKicTh 0CII/UKY BAHHX HE 3aCTOCOBHO

10. Mera Ta BTOpUHHI 1i71 KIIHIYHOTO

~ HE 3aCTOCOBHO
BUIIPOOYBaHHs

1. JIu3aiin KiaiHiuHOTO BUNIPOOYBaHHS HE 3aCTOCOBHO

12. OcHoBHI KpUTEpPIT BKIFOUSHHS HE 3aCTOCOBHO

13. JlocniypkyBaHuii JikapebKHi 3acio, crocid

HC 3aCTOCOBHO
34aCTOCYBaHHA, CHJIa 111

14, Tlpenapar nopiBHsHHS, J103a, c11ocid ks AdETREGRR




3aCTOCYBaHH4, cuJja Jii

15. CymyTtHs Teparris HE 3aCTOCOBHO
16. Kputepii ominkn eekTuBHOCTI HE 3aCTOCOBHO
17. Kputepii oninku 6e3nexu HE 3aCTOCOBHO
18. Cratuctrudi metoau HE 3aCTOCOBHO

19. Jlemorpadivni moxasHuku 10¢iaKyBanoi

) HE 3aCTOCOBHO
oIy AUl (CTaTh, BIK, paca, TOLI0)

20. PesynwraTti edekTHBHOCTI HE 3aCTOCOBHO
21. Pezynbratu Oe3neku HE 3aCTOCOBHO
22. BUCHOBOK (3aKITIOUCHHS) He 33aCTOCOBHO

3agBHHK (BTaCHHUK peecTpariiHoro

IIOCBITICHHA)




