3BIiT npo gokniniumni AOCTI/IZKEHH S

1. Haspa nikapcbkoro sacoGy boden 600, Tabnerkn BKpuTI MITIBKOBOIO 000510HK010, 110 600 M

(32 HasABHOCTI - HOMEP

peecTpantifiHoro nocpizuenHs);

1) T nikapeskoro 3aco6y, 3a ["eneprunuii ikapenkuii 3aci6

SKHM [IPOBO/IHJIacs abo

TUIAHYETBCSI PeeCTpartist R

2) npoBejieH] 10CIi JDKeHHSI 0 TaK I+ Hio SIKIIO «HI1», OOTPYHTYBATH
Y BianosizHocti 3 TlopsykoM mposenenus CKCHEPTH3H PEECTPALifiHMX MaTepialiB Ha JKapebKi
3aCO0H, 1110 N0/IAI0ThCS HA JePKaBHY peecTpaiito (mepepeecTpario), a Takox CKCIIEPTH3U Marepiajis
PO BHECCHHA 3MIH 10 peecTpauifiHux Marepiainis MPOTArOM Aii peecTpamnifiHoro moceigueHHs
saTBep/ukeHnM Hakasom Minictepersa oxopown 3710poB'st Ykpainu Bix 26 cepuusa 2005 p. No 426
(y pemaxuii nakasy Minicrepcrsa oxoponu 310poB's Ykpainu Bix 21 cepnus 2020 p. Ne 1948),
JKapchKuil 3acif ¢ remepuunnM Ta He noTpedye MPOBEJEHHS BIACHHX AOKMIHIYHHUX J0C/iKCHD
eexTHBHOCT] Ta HCLIKIUTHBOCTI.

2. @apmakoorisi:

1) nepeuHHa apmakoaunamixa JlocTi ke s He IpOBOIMTHCS

2) BropuHHa (apMakoHHaMiKa Hocniukenns ne nposommmes
3) bapmaxonoris Gesnexn _ Hocnimkenns ne npososnnes e
4) apmakomHamiuHi B3aemotii _ Jlocnimkenns ne mpoBowmCs

3. ®apmakokiHeTHKa:

1) ananiTHUHI METOHKH Ta 3BITH 111010 X JlocniiKeHHs He IPOBOIMIIHCS

BT AT - B R e —

2) BOMOKTYBalIHs - [locnimxenns He nposomumes
3) posnostin - _ _ Hocimkenus ne npoBogumcs

4) metabosizm . _Jlocaipkenns He 1poBoUIHMCs

5) BUBCNCHH ) Hocutiukenns He npoBomcs
6) dbapmakokineTHyHi B3aemoii JlocaimxenHs e TIPOBOHITHCS

(HoKJIHIYHI) e _ rCup - _
7) inmi papmakokineTHyHi A0c/KeH s JIOCIIiKeH s He IIpOBOIHCS
4. Tokeukooris: _ . _ " e LRI o
1) ToKeHuHicTh Y pasi ojHOpa3zoBoro JlocmiKeHHs! He 1poBOJHITHCS
BBCACHHS . - | s B —

2) TOKCHUHICTB y pasi [IOBTOPHUX BBe/IeHbJloCHiKeH s He IIPOBOJIMJIHCS]

3) FCHOTOKCHYHICTD: Jocakensst He TIPOBO/IMIIHCS

in vitro _ _ = :

ID Vivo (BKIIOYAKOUH JI0IATKOBY OLIHKY 3 JOC/IKeHH s HE IPOBOJIHITHCS

TOKCUKOKIHETHKH)



4) KaHUEPOreHHICTh:

JIOBIOCTPOKOBI ﬂgcﬂi;[}lccﬂg__ﬂ

KOPOTKOCTPOKOBI TOCIij3KeH s a0

JOCIKEHHS CEPEJTHBOI TPHBATOCTI
JI0JIATKOBI 110C/ T /pKeHHS

5) penpoJyKTHBHA TOKCHYHICTh Ta
TOKCHYHHI{ BILIUB Ha PO3BUTOK
TMOTOMCTRBA: N
BIUTHB Ha (DEPTHIILHICTE | paHHiif
eMOPIOHAILHHH PO3BHTOK

eMOpIOTOKCHYHICTE

JocipkeHHs e npoBoIHITHES

Hoctiypkenns He npoBoHMCs

JlocmipKeHHsT He TPOBOAMINCS

Jocniprens ne IIPOBO/IHIIHCS

JlociDKeHHS He TPOBOTHITHES

Jocnimkenus e npoBouincs

o ﬂOCJ’[l,IDl(eHHF[ He HpOBOﬂHHHCﬂ

HpeHaTaana i IIoCTHAaTaJIbHA TOKCH‘[HICTBI{OCHIHHCeHHH HC IIPOBOJIHIHCS

JIOCITIJKEHHS, IIPH SAKHUX IIpenapar

YBOIIUTHCS [IOTOMCTBY (HECTATEBO3PIIHM

TBapuHaM) Ta/abo ONIHIOETHCS Bijyianena

s

6) micnera nepesocumicts

7) MOJIATKOBI JIOCITiJDKSHIS TOKCHIHOCT

AHTHTeHHICTD (YTBOPCHHS aHTHTLN)

IMYHOTOKCHYHICTD

JIOCITIJDKEHHS MeXaHi3MiB Jii
JHKAPChKA 3aJTeIKHICTD
TOKCHYHICTH MeTadoIIi TiB
TOKCHYHICTH JIOMIIIOK

iHIIIE

5. BUCHOBKH 1110/10 TOKITiHIUHOTO
EBHB‘IQH_HH __

3adBHHUK (BIACHHK peccTpaliiiHoro

MIOCBIYCHHS)

Jlocnimkenus He npoBouIHCs

ﬂOCJ‘iiI[}_K_G.:HHH HC HRQBOI{[/IH_I{[CH______
Hocnizurenns ne nposoncs
Hocxizenis ne nposoaumes
JlociiuKkeHHs He 11poBOIHIIHCS
JIOCIIIKCHHS He POBOMIHCS

Jlociimkenns He mpOBO/MIHCS

JIOCHiUKCHHS He IpOBO/IIIHCST

Jocmimkenns ne nporouamics

Jocnipkenns ne l'IpOBO,[IH HCST
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3BIT

Npo KJiHiuHe BUNpoOyBaHHHA

1. Ha3ga nikapcbkoro 3acofy (3a HasiBHOCTI
- HOMEp PeecTpaLiiiHOro MocBinyeHHs)

Boden 600, TabneTku, BKPUTI MIIBKOBOK 00OJIIOHKOI, no‘

2. 3asBHHK

3. BupoOHuk

600 mr

[TAT HBL] ((rsbpll.lal“iBCbKHﬁ XD3»
[TAT HBIJ «bopmariscekuii XD3» = |

4. llpoBeneHi AOCIIPKEHHS

TakK

npoBouiacs abo MIaHyeTbCs peecTpaLis

1) Tum mikapcbkoro 3acoly, 3a ﬂKHM'FeHepanuu JIlKapCbKHH 3acid

5. lNosHa Ha3Ba KJiHIYHOrO BUMPOOYBaHHS,
KO/JOBaHH HOMeED KJIIHIYHOTO
BHIPOOYBaHHS

«OmiHka 6ioeKBiBaJIEHTHOCTI  JTIKAPCBKHX  Npenaparis
«Boden 600», BKpUTI N1iBKOBOIO 060/10HKOW, 110 600 M,
supobuuurea [IAT HBLI «bopimariscekuit XD3» (Ykpaina)
ta «Brufeny», TabneTkH, BKPUTI TUIIBKOBOIO 0DOIOHKOIO, M0

600 wmr, supobuuurea «Mylan» (CroseHis) WAAXOM
MOpiBHANBHOTO ~ BHMBYeHHs  OiojocTymHocTi  npu  iX
OIHOPAa30BOMY  NPHHOMI  3J0POBHMH  J100POBOJBLSMH

natuie», kog KB BHFZ B-1 80]

6. Daza mmquoro BM[‘lpOGyBaHHﬂ

BioekeiBaJIeHTHICTh

7il'lep1011

28.11.2019 —21.12.2019 p.

MpOBEAECHHS KJIiHIYHOTO
BUNPOOYBaHHS |
8. Kpainu, nae mnporoaunocs —KiiHiuHe YKpaiHa
LBHl‘lpO6yBaHHH 1

9. KijibKicTh JOCHiIKyBAHMX

30 cyG'exTiB 3aKkiHuMAM KIiHIYHY (asy AOCHIIKEHHS, 1X

Bcroro 6yno paHﬂOMiaosauo 30 300poBHX 10OPOBOJIBLIB.

nani GyJid rpoaHasi3oBaHi, i Ha OCHOBI OTPHMaHHX JAAHHX
Gy 3podiieHi CTaTHCTHYHI BUCHOBKH. ‘

10. MeTta Ta BTOPHHHI [iJTi KJIiHIYHOrO
BUNpOOYBaHHS

1600»,

Ouinka GioekBiBanenTHOCTI JKApChKUX npenapaTIB «Eod)eﬂ’
BKpPUTI TUIiBKOBOIO ofoJioHkowo, mo 600 wr,
supoOuuurea [TAT HBIL «bopmariscekuii XP3» (Ykpaina)
ta «Brufen», Tabnerku, BKPHUTI MIiBKOBOIO 000J0HKOIO, MO

600 wmr, BupobuuurBa «Mylan» (Cnopenif) wIAXOM
MOpiBHANLHOTO  BUBUeHHs  OiogoctymnocTi  npu x|
OJIHOpPa3oBOMY  MpPUHOMI  3[0POBMMH  J100POBOMLLAMH
HaTLIe. |
[11. Iuzaiin kiiHiYHOrO BUMpoOyBaHHA Binkpure, TMOpiBHA/NBHE, pPaH/OMI30BaHe, IEPEXpecHe
KJIiHiyHe  JocipKeHHs OiOEKBIBAJIGHTHOCTI 3 JBOMA
nepiofamMM Ta JBOMA TOCHIZIOBHOCTAMHM, 3 [EpiojioM

BiiMMBaHHA 7 ai6 MK mpuiioMaMH  J0CHTiDKYBaHMX
npenaparis. |

[12. OcHOBHI KpuTepiT BKIIOYEHHS

macu Tina (IMT) B nianasoni Big 18,5 kr/M® 10 30 Kr/m’

B KB 6ynu BKJIIOYEHI 3;[0p0131 ﬂopocm ﬂ06p030nbu1 060xi
crareii, BikoM Bin 18 no 45 pOK]B (BKJ'IK)‘-IHO) 3 IHHGKCOM|

Jocaimkysani Oynd paHaoMisoBaHi B JOCHI/PKEHHA Mic/s
MPOXO/PKEHHS MPOLEIYPH CKPHHIHTY Ta OUIHKH BiANOBIJHO

113. JocnimkysaHuil  JliKapchbKuii  3acib,

croci6 3acTocyBaHHs, cuna aii

‘Cnocid

110 KPUTEPIiiB BKIIOUEHHS/ HEBKJIIOYEHHS.

Tecropannii JikapceKHHA npenapar (T):

«boden 600», TabraeTkH, BKPUTI [UTIBKOBOK 000JIOHKOIO, 110
600 mr, supobuuurea [NAT HBL| «bopuariscekuii XD3»|
(Ykpaina).

nepopajbHo, TabeTky
i sanuBasim 200 mn

3aCTOCYBAHHIA:
MPOKOBTYB&IH, HE PO3XKOBYHOYH,
HEerazoBaHol CTOJIOBOI BOJIH.

micTuTs iGynpodeny — 600 mr.

Cuia jaii: 1 TabneTka, BKpHTa IUTIBKOBOIO OOOJIOHKOMO,




g

14, HpenapaT' MOPIBHAHHSA, 033, cnocif Peq)epem"nnﬁ Jikapcbkuii npenapar (R):

3aCTOCYBaHHA, CHla Jii «Brufen», TabneTku, BKpUTI MIiBKOBOO 000JI0HKO10, 110 600
| MT. |
! Bupobuuk: FAMAR S.A. /FAMAR A.V.E. ANTHOUSSA
PLANT, FAMAR S.A. /FAMAR A.V.E. AVLON PLANT

! (49th km).
, Bnacuuk  pericTpauiiioro  mocBimyenHs:  “Mylan”
| (Slovenia).
i Cnocid 32CTOCYBAHHS: MepopasIbHO, tabnerky

MPOKOBTYBAJIM, He pO3KOBYHOuM, 1 3anuBanu 200 MJli
HEera3oeaHol CTOIOBOI BOJIH. ‘
Cuaa gii:

1 Tabnetka, BKpUTa [U1iIBKOBOKO OOOJOHKOIO, MICTHTb
ioynpodeny — 600 wmr.

15. CynyTHs Tepanis He 3acTocoByBanach

16. Kpurepii oLiHKH e(eKTHBHOCTI Ouinka OioexBiBajieHTHOCTI

Jlns ouiHkK 010€KBiBalEHTHOCTI BHKOPHUCTOBYBABCA METO/,
3acHoBaHui Ha 90% poBipuoMmy iHTepBaili As BIJHOCHHH
cepenHix 3HadeHb aHaiizoBaHux @K-napamerpiB (Ciax,
AUC) 115 TECTOBAHOTO Ta pepepeHTHOrO Mpenaparis.
[lpenapatu BBaxkaloTbcA OioekBiBaJIeHTHMMH, Akuo 90 %
NOBipuMA  iHTepBal  UIS  BIJHOLUEHHS  CepejHiX
reoMeTpuuyHHX 3HaueHb AUCy, Ta C,, 3HAXOAMTBCA Y
. mexax 0,8000-1,2500 (80,00%—125,00%). 1
17. KpuTepii omiHku 6e3neku [TepeHOCHMICTE MPH OJJHOPA30BOMY MPHHOMI OLIHIOBAIH Ha
nigcTaei peectpauil noOGiyHuX peakuid / noGiYHMX SABMLLY
((ckapru  100poBOMIBLIB, pe3ynbTaTH  (i3HKAILHOIO  Ta
\nabopaTopHo-iHcTpymMeHTanbHoro obcrexxennss — EKT,
BIiTANBHI JaHi, reMaToJI0riyHmi, 6i0XiMiuHHi aHasi3u KpoBi,
o om 3arajbHUH aHanis ceui). _

18. CraTHCTHYHI METOH [Mo6ynoBa npodiie 3aneXHOCTI KOHUEHTpauii i0ynpodeny
Bifl Yacy Ui KOJKHOTO 340pOBOro NoOpoBOIbLA | Mpenapary
| B IOYATKOBMX Ta JOrapu(MIYHO NEepPEeTBOPEHHX OJMHMLAX.
% OGuucnenns BropuHHux @K-napamerpis (ot iy
KPUBHMH, KOHCTAHTH eNiMiHallil, Nepioay HarmiBBUBEIEHHS).
| OlliHKa MOKA3HHKIB OMHUCOBOT CTATHCTHKM IS OLIHIOBAHHX
®K-napametpie  (cepeane  apudMeTHUHe,  MejliaHa,
i cTaHOapTHe BiJIXWJIEHHS, koedillieHT Bapiatlif).
i Jucnepciianii  ananiz  (JIA) ®K-napamerpis. Ouinka
npuitHaTHOCTI 06€eaHaHHs 1-1 Ta 2-i rpyn 100poBobLUiE (B
KaJleHapHii nocainoBHoOCTI npuiiomy npenapartis). OuiHka
BifiMiHHOCTEH Mk ABOMa npenaparamu i nobynosa 90%-x
TOBIpUMX IHTEpPBAJIiB. |
\V akocmi npozpamnozo incmpymenmaibHo20 3acody 0yno|
GUKOPUCHAHO JIIHEH3IIHY npozpamy WinNonlin® eepcia
8.2 (Certara, L.P., CHIA). Ouinka @K-napamempisc
nposedena 3 BUKOPUCHAHHAM OeckamepHoi  modeni
pospaxyuxie «NCA Model 200» (Non-Compartmental
Analysis) dazu oanux npozpamu WinNonlin Professional.
Jlucnepciiinuii ananis o 7 dikcosanux dakropax: Group
+ Sequence + Sequence*Group + Period(Group) +
Formulation + Formulation*Group +
Subject(Sequence*Group) mms  1-i Ta 21 rpyn
no6poBobLiB (M0 KaleHAapHiil MOCHiA0BHOCTI NpUHOMY
npenapatie) BusBuB, o 11 ®K-napamerpy AUC,.
1 P-3Ha4YEHHS B3aEMOIIT «IIpenapar*['pyna»




O

(«Formulation*Group») cknano 0.4067, wo Oinbiue 331
0.05, Tobro eimmorimae kputepito p > 0.05, s OK-
napametpy Cpax p-3HadeHHs B3aemoniil «llpenapat*['pyna»|
(«Formulation*Group») criano 0.0801, wo Ginbiue 3a 0.05,)
To0TO0 BiAnoBinae kputepito p > 0.05. Takum umHOM,
00’ ennanHs 1-i Ta 2-i rpyn € NpUHAHATHHM. |

19. Jemorpadiuni

TOLIO)

NMOKa3HHKH

JoCiIKYBaHOT nomynsauiil (cTaTh, Bik, paca,

310POBI, ,aopocm ROﬁpOBOJ'th,l obox craTei, BIKOM Bin 18
10 45 pokie (BkmouHO), 3 iHAekcom Macu Tina (IMT) B
nianazowi Big 18,5 kr/m” 10 30 kr/m’.

20. Pesynbratn edpekTHBHOCTI
!

@apMaKOKIHETHYHMIT Ta  CTATUCTHYHMII  aHani3
npoBeneHuUit 3a naHumu 30 cy0'ekTiB

PapmakoKiHeTHYHI napameTpH (cepeaHi) idynpodeny:

GyB}

.HiKapCLKHFI CMan! TMBKI’.‘ L] AUC[I-!’ AUCU-;:;
npenapar HI/MJI roj roA'Hr/MJa | roa Hr/mJ
Boden 600 (T) 1,875
40728 | @301 472084 | 176109 '
5,000)
Brufen (R) 2,250
42573 | (0300} 167888 | 172578
5,000)

" — 3HAYEHHA MEMLiaH /U1 Ty TA JIAMA30H 3HAYEHD Tyxe (MIHIMYM — MAKCHMYM)
Jlikapcbrxuit AUC,,/ | tis,
npenapar AUCq..., % roa’! roa
Boden 600 (T) 97,77 0,304174 2,326
Brufen (R) 97.41 0.299992 2,361

21. Pesynbratu 6e3nexu B naHoMy JOCTIJDKEHHI He 3apeecTpoBaHi BHMAJKIB

sunukHeHHs [1P/[15 y noGpoBonbiiis.

22. BUCHOBOK (3aKJIFOUEHHS )

OIHOPa30BOI 1031 3ﬂ0}7snmn 00POBOJIBLISIMH.

['pyHTYIOUHCH Ha pe3ysbTaTax aHallizy OCHOBHHX (apmako-

kiHeTnunux napamerpiB Cp, i AUCy, 1 aomatkoBoro
napamerpa AUC;.., MoKHa 3pOOMTH BHMCHOBOK, LIO
TectoBaHuii npenapat «boden 600», Tabnerk, BKpHTI

1iBKOBOK 000sI0HKOK, Mo 600 mr BupoOuuurBa [IAT
HBI «bopiuariscbkuii XD3» (Ykpaina) OioekBiBaleHTHUH
pedepenTHomy mnpenapaty «Brufen», Tabnerku, BKpHTI
1iBKOBOIO 060s10HKO0, 1o 600 Mr, BUpoOHHULITBA «Mylan»;
(CrnoeeHis) mnpuH npuidoMi  [I€popalibHO HaTLuecepuei

3asBHUK (BJIACHHK
peecTpaliifHOro MoCRiA4YeHHs)




