3BIT

PO JOKJIIHIYHI JOC/iuKe HHsE

1. Hassa nixapcskoro 3acoGy (3a HasgBHOCTI
- HOMEp peecTpalifHoro nocsiqyeHHs):

IbYIIPOHEKC

1) T nikapeskoro 3aco6y, 3a sxum
IPOBOMIIACS ab0 IUIAHYEThCS peecTparis

['enepuunnii nikapepkuit 3aci6

2) mpoBeieHi TOCITipKeH s

TaK Hi  fKIIO Hi, OOrpyHTYBaTH

HC 3aCTOCOBYETBCS U1l FEHPHYHOTO JIIKAPCHKOT0
3aco0y

2. ®apmakosioris:

1) nepBunHa apmakoxnHaMika

2) BropuHHa (hapmaxouHaMika

3) bapmaxosoris Ge3mexu

4) bapmakomuuamiyni B3aemoii

3. ®apmakoKiHeTHKa:

1) anamiTHYHI METOMMKY Ta 3BiTH 1010 X
BaJTi anii

2) BCMOKTYBaHHs

3) posmopin

4) meTaboiam

5) BUBeIeHHSA

6) hapMakoKiHeTHYH] B3aeMOii
(moxuTiHivHI)

7) inmi hapMaKOKiHeTHYHI TOCTiHKCHHS

4. Toxcukonoris:

1) TOKCHYHICTE Y pasi 0AHOPA30BOTO
BBE/ICHHS

2) TOKCHYHICTP Y pasi MOBTOPHUX BBEJIEHE

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOUH JI0/IATKOBY OLIHKY 3
TOKCHUKOKIHETHKH )

4) KaHIIEPOT€HHICTE:

JOBI'OCTPOKOBI JIOCIIJPKEHHS

KOPOTKOCTPOKOBI JOCIIIKEHH S
ab0 OCIiIKEHHsI CepeIHBOI TPHBATIOCTI

MOJIaTKOBI ILOCJli,I[}KCHHH

5) penpoLyKTHBHA TOKCHYHICTD Ta
TOKCHYHHM BILUTUB HA PO3BHTOK ITOTOMCTBA!




BILTHB Ha (epTHIBHICTE i panHiit ---
eMOpiOHATEHHH PO3BUTOK

eMOPIOTOKCHYHICTE

PEHATaNbHa 1 TOCTHATAILHA TOKCHUHICTD |---

JIOCITIZUKEHHS, TIPH SIKUX TIpernapar ---
YBOIAUTECA NOTOMCTBY (HECTATEBO3PIIHUM

TBapUHaM) Ta/abo OLiHIOEThCS BigtaneHa
s

6) MicIieBa IEPEHOCHMICTS ---

7) MOJATKOBI TOCIi/KEHHS TOKCHYHOCTL:  |---

AHTUTCHHICTH (YTBOPEHHS aHTHTIN) ---

IMYHOTOKCHYHICTB ---

JOCITIDKEHHs MEXaHI3MIB il -

JiKapceKa 3aIeKHICTh

TOKCHYHICTE MeTaboJIiTIB

TOKCHYHICTH JOMIIIIOK o

1HI11Ee .

5. BUCHOBKH 1OJ0 JOKIIHIYHOTO -——
BHBUECHHS

I"onosa npasninus [IpAT ®® «BIOJIA»

./‘\ ’Ir 4
YIOBHOBa)KEHHH ITPEICTABHUK 3asiBHUKA . .
(BTaCHWKA PEECTPALIHHOTO TIOCBIIYEHHS) B
Vipaiui

Onexcannp YAHYUKOB



3BIT

Npo KJAiHIYHe BHNPOOYyBaHHSA

1. HasBa nikapcekoro 3aco0y (3a HasgBHOCTIL

- HOMEp pEECTpaliifHOro IOCBIYEHH)

IBYIIPOHEKC

2. 3agBHHK

I[IpueaTHe akioHepHe TOBAPHCTBO
@apmanesTuuna gpadpukxa «BIOJIA»

3. BupobOuuk

Codrrens Xeackep IIsT. JITI., Ingis

4. TIpoBeieHi JOCIiKEeHHS:

TaKk Hi KO Hi, 00IpyHTYBaTH

1) Tun JgikapepKoro 3aco0y, 3a SKuM

nmpoBouiacs abo MIaHyeThCs peecTparis

["eHepuaHMIA TiKapChKUH 3acid

5. lloBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBaHHA,

KOJOBaHHI HOMEP KJIiHIYHOTO
BUITPOOYBAaHHS

Single dose oral bioequivalence study of Ibuprofen
Capsules 400mg and ADVIL CAPS 400 mg, soft
capsule in healthy adult human subjects under
fasting conditions.

6. dasa kiiHiYHOTO BUNIPOOYBaHHSA

JTocuiijpkenns 010€KBiBaICHTHOCTI

7. llepiox mpoBeeHHS KIIHITHOTO
BUNIPOOYBaHHs

16.09.2022- 10.10.2022

8. Kpainu, e npoBouiocs KIiHiuHe
BUITPOOYBAHHS

Tamisg

0. KisIbKICTh JOCIIKYBAHUX

[epion 1: 42 cy6’extn
[lepion 2: 41 cy0’ ekt

10. Meta Ta BTOpHHHI L1/l KJIIHIYHOTO
BUMTPOOYBAHHSA

Ominka 6i0€KBIBaJIEHTHOCTI OZTHOPa30BO1
nepopansHoi 1034 [0ynpodeny 400 Mr kancyiu ta
pedepentroro npenapary Advil caps 400 mry
3I0POBHX AOPOCIHX JI0JICH HATIIE.

MOHITOPHHT HECHPUATIIMBUX SBUII Ta OE3MEKH
Ccy0’€KTIB JOCIIPKEHHS '

11. JTuzaitn KJIIHIYHOTO BHIIPOOYBaHHS

Binkpure, pangomizoBaHe, 3 IBOMA IepioIaMH,
TBOMA KypcaMH JIIKyBaHHsI, IBOMa
[IOCITITOBHOCTSAMH TI€pexXpecHe, 30anancoBane
MocIiKeHH 010€KBIBAJIEHTHOCTI 3 OJHOPA30BOIO -
[IepOPaLHOIO J03010.

12. OcHOBHI KpHUTEPii BKIFOUYEHHS

JTopoci 3mopoBi moau Bix 18 1o 45 pokis 3 IMT
Bix 18,5 10 30,0 kr/m?, ki BU3HAHI 3J0POBUMH Ha
OCHOBI ()i3HYHOTO OIJISAY MEPE JOCHTiHKEHHAM
(kinivHe oOCTeXKeHHS) Ta KIIHIYHUX
1a00PATOPHUX JOCIIIPKEHb

13. locnimkyBaHuii TikapchKHi 3aci0,
crioci6 3acToCyBaHHs, CHJIA 1T

Ibuprofen Capsules 400 mg
1 xancyna mictuts 400 Mr i0ynipodeny
/1711 BHYTPIIIHBOIO 3aCTOCYBAHHS

14. Ilpeniapar nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIA Mii

Advil caps 400 mg
1 kancysa mictuts 400 mr iGynpodeny
/1151 BHYTPIiIIHBOTO 3aCTOCYBaHHs

15. CynyTHs Teparis

BincyTHa

16. Kputepii ominku eheKTHBHOCTI

dapmakokinetTnyHi napametpu [Cmax, AUCH,
AUC;, Tmax, Kel, t'2 Ta %AUCextra]

17. Kpurepii oy 6e3mexku

[To6iuHi SBHINA TA KHUTTEBO BXKINBI (QYHKIIT JUIs

lycix cy0’€KTiB HOCIIKEHHS]




18. CratucTHuni MeTO U

®apMaKOKIHETHYHI IapaMeTPH PO3paxoByBallH 3a
ITOIIOMOT 010 IIPO(dECIHOrO MPOrpaMHOTO
3abe3neuenHs Phoenix® WinNonlin® (Bepcis
8.1.1), craTucTHUHUHE aHaAII3 POBOAMIIN I
(hapMaKOKIHETHYHUX ITapaMeTpiB 3a JOIOMOT0I0
CTATHCTHYHOIO IIpOrpaMHOro 3abesneueHHs SAS®
(Bepcis: 9.4; SAS Institute Inc., CILIA).

19. lemorpadiuni noKazHHKH
TOCTIIKYBaHOT MOyl (CTarh, BiK, paca,
TOIIIO)

Yonosiku Bix 18 10 45 pokie

20. PesynpraT epeKTHBHOCTI

3a pesynpraTamu BUpoOyBanHs 90% noBipuunii
iHTepBas JorapudmivuHo nepetBopeHux OK-
apamMeTpiB CTAHOBUTH: '

Cmax (ng/mL) Bix 88.95% no 103.30%

AUCt (hr*ng/mL) Bix 96.10% mo 101.17%
Meniana ta gianazoH I Tmax (hr):

- BunpoOyBaunuit npenapat: 1.000 (0.333 —4.000)
- pedepentHuii npenapat: 0.833 (0.500 — 4.000)

21. PesynbraTu Ge3nexu

[Tig gac gocaimkenHs He OyI0 3apeecTpoOBaHO
bKOIHOT o0iuHOT moii, cepito3nol mobivuHol moail
abo cMepTi.

[IpoTsAroM ychoro nepioay JOCHiKEHHS Oy
3apeecTpOBaHi 3 HECHPHUATIMBI Peakiii y TPHOX
cy0’€eKTiB, 11i peakilii OyJIH JTerKHMH. :
3araom ofHOpa30Ba MepopajIbHa 1034 OJHIET
Karcynu, mo Mictuth 400 mr iGynpodeny, n1obpe
[epeHoCHIacs PH BBEJCHHI HaTIIecepIIe, i
3HAYHHX IPoOIIeM 3 Oe3MeKO0I0 He BUHHKAJIO.

22. BUCHOBOK (3aKJIIO4CHHS)

CHiBBIIHOIICHHS CEPEAHBOTO
cepenHbOKBaapaTHYHOro Ta 90% noBipyi
iHTepBaId, OTPHMaHi 3a pe3yJbTaTaMH aHali3y
imorapugmiuao nepeteoperux OK-nmapamerpin
3HaxoaAThCA y Mexkax BE Bix 80% nmo 120 %.
Meniana ta gianazoH IS Tmax (hr): 2

- BunpoOysanuit mpenapar: 1.000 (0.333-4.000)

- pedepentaumii npenapar: 0.833 (0.500—4.000)
Crnoctepexse P-3navenns cxiagae 0,9067 © -
(He3HayHe), IO CBIAYHUTH IPO BIICYTHICTH CYTTEBOL
PI3HHUIN MK TeHEpHIHAM Ta pedepeHTHHM
[perapaTamH.

TakuM YMHOM, Ha iJICTaBi OTPHMAaHKX Pe3y/IbTaTiB
BunpoOyBanuii npenapat [0ynpoden 400 mr
Karcyyu € 6i0eKBiBaIeHTHUM /10 pedepeHTHOTOo
npenapary Advil caps 400 mg B ymoBax Hartuie.

I'omoBa npasainus [IpAT OO
«BIOJIA»

VTOBHOBaXEHHH ITPEICTABHUK 3asABHUKA
(BITacHHKA PEECTPALIHHOTO TOCBIIYEHH) B
Vkpaini

Ouexcanap YAHUYHUKOB |




