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(Etoricoxib 120 mg)
DE xa tam tay tré em
Doc ki hurdng déin sir dung trurdre khi ding
Thude ndy chi diing theo don thudc
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1-Tén thubc; FLEXIDRON™ 120

2- Thiinh philn cdng thire thulic: M vithn nén bao phim ehia:

Thimh phin hoot chdi; Etricorib 120mg

Thanh phiin t8 duge: Calllose wi tinh thé 101, dicalcl phosphat Whan, croscarmellose natri, magnesi stearat, hypromeliose 2910,
polyethylen glycol 000, titan dicxyd, tale, brilliant blue, oxyd sit vang.

3- Dgng bebo chif: Vidn nén bao phim

4-Mb th sdnphim

Vién nén bao phim mauxanh, tron, mjt mttron, mdtmdtcd khc chirG.

§- Chidinh

FLENIDROM mﬂw:dllﬂinnﬂnmumllhﬂvémanhm&ninhinlstuﬁl

- L g i hirog clsa vid KD, viém khém dang thiip vh vidm 48t s8ng dinh khatp
ﬁi&ndauﬂmﬁuhhnémduvﬂmkwﬂﬂmsmdp

- GHim con dau c3p bao ghm 4 Kinh hit

- Dl tr) nglin han cbe com dau vim l!ﬂquinm&\phlulhult ring .
Quykt dinh ké dom chit dre ché ehon loe COX-2 phai dua trén vide ddnh gid toan b cic nguy co A8 v tirmg bénh nhin (xem “Ching chi
dinh” vi “Cinh bio va thin trong khi ding thubic®).

G- Libu diing v clch dling

@ UBuding
Vi che aiguy cor tim mach €6 thé thng theo by ding vA thbi glan ding thubic, do 46 niin ding thuds trong thei glan nglo nhat cng 1t i
dng iBu higu qua hing ngdy thip nhadt. Ndn dlnh gid lal dinh iy nhu ciu v gidm triku chimg vis dip tng diku tri, dic bigt & bénh nhan
el widomig kharp,

Wi xuromg khdp
Liku khuyén cha 14 30 mg nghy 1 8n, &f mdr s8 binh nhdn gidm tridu chirng chura hiu qud, ting 8u 50 mg mdi ngy c6 thé ting hiku qui.
Trong truteng hop hidu qud didu tri khéng ting, nén xem xit cic va chgn didy trikhac.

Vigm khihp dgng thip wi vidm dét s8ng dink kidp
LB khuyn cho 13 60 mgnghy 100, O me s bénh nhan gidm tridu chimg chura hidtu qud, ting Hummnﬂns;vﬁflhiﬂwhﬁuuul

MGt khi bEnh niniin 80 dinh vé mit lm sang, co thi gism I2u 60 mg mdt lin méi ngay. Trang trutmg {khéng ting, nén
o wbt cie e chon @B t khie.

Do clp tink va doubyng kinh nguyba phat

Ui khuydn cho 1 120 mg ngly 1 1n. Chindn ding etoricosib trong gial doan co tridu chirng cip thnh, vén thei gian diu tr 151 da 4 B nghy:
Viém khdip théing phang cip tinh

Litw khuyén céo 3 120 mg ngay 1 Hn. Trong thir nghidm Km sang didu tr vidm khirp thiing phong c3p, etoriconib duec dlng trong B ngay.
Pau sau phiu thudtnhe khog

LiBu khiryén caa B 90 mg ngay 130, 1 da 3 ngéy. Ngodi etoricowb, mdt s6 bdnh nhan od thé cin diing thém thudc gidm dau trang 3 ngay
dikutri,

Céc l@u cae hom iy khuyén céo cho mdi chi dinh trén lin khong Jm tSng thim hidu Iye e0s thuse hode vin chua duere nghlénciru. Do do:
Uik dling trong vikm xisong khirp khdng vurgt qud 60 mg mbi ngay.

- il diing trong vidm khinp diang thap va viém ddt sing dinh khér khdng vingt qua 80 mg mi ngy.

- iy diing trong bénh thiing phong clip khéng dugre viron qué 120 mg nghy 1 Min, v the gisn dibute|16i da 1 8 ngy.

- Lit diing trong dau sau phdu thudt nha khoa khing dugc vurgt qud 90 mg mSi ngiy, vi thivl gian didu tri t8i da i 3 nghy.

- Lidu diing trong dau ciip tinh vi dau bung kinh nguyén phit khing Sugc vargt gud 120 mg/ngay.

Noguod coo tudl

Khiag ciin didu chinh ligu & nguii cao tui. Min thin trong khi sir dung & nguini cao tudl,

Suy gan

ﬂb&ﬁnhlnawpnﬂn{mlmsﬂmld-l‘qhs-sl,l! -] g b qud S0mg nghy 1 M. (Tbdah nhin suy gan trung bink (difm

& Child-Pugh 7-3), khng nén vt qua B 30 mg ngay 1150,
Chi thiin trong ihi ol dyng die bidt & bénh nhkn sy gan trung binh vi kink nghidm m sang con han chi. KhAnE oo tal gy 4m siing khi
diing thubc & bénh nhin suy ganndng (didm 56 Child-Pugh 2 10). vi viy ching chidinh & nhimg bénh nhén nay.

Suy thin

Knhitng cin chinh 12U & banh nhan Sury thn vl hé 58 thanh thi irv 2 30 mi/phit. Chiéing chi gjnh dung etoricoxib & bénh nhin o6 hé
sfithanh thai creatinin <30 mifiphar.

Tréem

Chéng chi djnh etoricoxibér trd em vl thanh thifu nign duds 161udi.

% Chchding

FLmDm’mM:dmbﬁgdmm vico théf oi 3 § g woil thific 3n. Kher phat tdc ddng nhanh hom khi ding
thudic e Byng dé, Diku ndy nén dugiccin nhdc khi ciin gidm mmmm,,

7-Chéing chidjnh

Bétnh nihin tang mdn cAm v etoriconi hay bl ki thinh phin cha thudc.
mhumwmmummmmnm
Biénh nhin di S cae NSAID bao ghm cht ire ehd COX-2 (eycloaxygenase-2), oo ti3n s oo thit phé quan, vigm mibi
clptinh, N'\rnlnﬂl phhdhmﬁﬁnﬂlﬂ!mmm mayday, holcphin img djng.
Phunuaémam:hnmm
RS loan chirc n (alt huy 25/ hode didm 38 Child-Pugh 2 10).
Nﬂum‘ltﬂimﬂnm < Mmh’phdl
Tré em via thanh thifu nién duod 16 twdi,
Bénhviém rudt
Surummhwﬂ(mmnﬂ
Bénhr &p Fin tuctdng cao trdn 140,90 mmHg vl chire duoc kiém sobt day 80,
m:mw!unﬂuuuthMﬂnmibﬂnmwmmmadmm:fhlx
8- Cinh bio vl thin trgng khi ding thuc
Tdc dyng trén tiéu hda
::mhlnﬂutdwmmmnwmbhdms:wmﬁmnnmum|:h.'.n‘,|m|wkmmmj,mﬂ.cuomedlm
tirvong.
Thin trong khi digu trj véi bénh nhin cd nguy co phat trién bin chimg dutmg tbu héa cao nhit vl NSAID; ngudi cao i, bénh nhin
diing dBng thin v bt ki NSAID hodic acid acetylsalicylic khae hode Bnh nhsn cd tien s Sénh duimg tigu hoa, ching han nhir lost vi
chidry miau tilu hda,
Thng nguy e the dyng phw trén diome tiku héa (loét hode cie bifn chirng duding tidu héa ki) khi ding d8ng thér etoricoxib wi acd
acetylsalieylic{ngay o &1Bu thidp). Sukhdc bidt turemg ddiv3 tinh an todn & da day - rudt gira phic db ding céc chit tre chi chon igc COX-
2+ acid scetyhvalicylic so woi diing NSAIDs + acid acetyisalicylic chua duge ddnh gid diy dli hir nghidm lam sang bl han.
Téic dung trén tim mgch
Mguy co huyEt kb tim mpch
Cibc thusde ching vitm khing sterold {NSAIDs), khing phi| aspirin, ding dudmg toan thin, e thé thm ting npuy co il hidn bidn o huyét
khéi tim mach, bao gban cd nhid mau cortimva a9t quy, cd thé din déntlr vong, Nguy oo ndy ¢b the xult hidn sém trong vai tulin d3u diing
thudie vhed thi ting ldn the thél gian diing thudc. Nguy oo huyet khitirm mach dugcghi nhin dhd yEu & iducao.
B¢ sTedn ddnk gid dinh by sy audt hidn cda cie bidn of tim mach, ngay ci khi bénh nhdn khiing ed cac tridu chimg tim mach trirde 46,
adnhnhin cln duee clink bao vt cac trigu chimg cda bidin cf tim mgch nghibm trgng v cin tham khim bae 5Tngay khi sulit hi8n che trigy
chirng niy.
:;:hn::‘uMwﬂ?ﬂhbﬂndhamdns&dwﬁmm'lwd‘ﬁuMn:rﬂfthﬁnhﬂdhleumdmmbl.hnuﬂn
ctithé.
Chinén ding etoricoalb sau khi cin nhic cn thin & bénh nhiln cé cée v 18 nguy co il ré 1 bifn e tim mach (nhu ting huyét ép, ting
lipie miiu, dii thao durbng, it thudc).
Cic chiit e ché chon lpc COX-2 khang phii 4 ehit thay the acid acetylsalicy!ic trong dir phong tim mach vi khdng cd téc dung ién tidu el
Viviy, khang duge rgueng cde thude khang iy o,
T dung trén thin
Cac prostaghardin sn xuit tal thin oo thé cd val trd bi didp sy duy trl il miu thin. Do 46, trong cac didu kidn gilm twl mu thin, vide
sbmmnmdbwm!ltmﬁmwmm»ppmmy:nd'mwimmmmummmwwulwummmmhm
ﬂviﬂ-Nhﬂ'uIrlnhnldnu’lﬂm:umnhkﬂppninﬂ'hgnb\ruwnﬂ.mmmmmin_wqumﬂtmmtngmbiw
gan ddng e tir trurere. Nén xem xét gidm 53t chirc ndng thin & cdc bénh nhin nhirthé.
Gidrnwdr, phinva téng huyét dp
Nhir cic thuBic krdc cf bc dung irc ché ting hop prostaglandin, tinh trang g nude, phi va thng huyt dp cong due ghi nhdn & val binh
nhin cing etariconib. T3t cd cac thude khing vitm khing steroid (NSAIDs) bao ghm cd etoricoxib cd the ign quan dlfn sy khii phat mé
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m h wem “Tae khang mang musdn®). Cin thiin treng khi sir dung & bénh nhdn cé tlén sir suy tim, 16
ﬁ::ﬁ?n:::m:i..t:;ﬂiﬂapﬂmﬂﬂn‘ﬂmﬁﬁmnmwﬂuuhikvmmnhmmrmﬂtﬁmm!itndt
5 phip thich hop bao gbm ngimg st dyng etoricoxib nélu ¢ bing chimg lam sing v dilln tién binh xfu dlin &rnhiing bénh nhin ndy
imbmﬂiﬂ\&hqpﬁnnhmmhuﬂthwwﬂﬂm#mm,wuﬁdlﬂﬂmﬁﬁdtdﬂlﬂtd‘“nmm
Ildsi:.dlcniawm&umonﬂo.rn!nI:iﬁnmmmmtptmmnhmmm:wbuMia«.u&mﬁ-a{mmnw&
40 trong qud trinh didu trf vél etoricosb, Nén theo B huyét #p trang vdng hal tuln sau khi bit Su digu trj vi dioh ki s3u d0. Néu huyét
4p ting dang ke, phai zem =t trj 1y khic thay thé.

5

nm 1% bénh nhin trong cic thir nghiém I3m sing dng etoricaxib 30, 60, vh 90 mg mAi ngay kéo dii ddn 1 nim 43 tang alanin
aminotransferase |ALT) vi/hodc aspartat aminctransferase (AST) (xfp:d 2 3 in mirctSida binh thudme).

Can theo i bt ky benh nhin ndo otk tribu chimg vi/holic dfis hidu goi ¥ réi loan chire ndng gan, hodic & nguil 48 oo wét nghibm chire
néing gan bit thudmg, Phil ngueng tr b etoricoxib néu xudt hidn cc dfu higu suy gan, hode néu xét nghidm chise niing gan bt thutmg
Ii#n tyc (gp 3 (n mire v da binh thutmig).

Tding qudt

W cic biah nhin ¢ dibn tiEn béah iu din tremg e didutr, phdl thye hién nhimg bién phip phis hop, bso gdm ngung trilidu. CAnduy tri
st gidm satthich Pop vl mBty t8 khi st dyng etorieoxib & nguii cao tudi va & nhmg bnh nhan bi suy thin, gan holie 1l logn chirc ndng tim.
Cain thiln trong khi bt du trf Iy etoricont & binh nhan cd tinh trang mit nude. Nin bii nute cho bénh nhin trude khi bt d3u ding
etoricaxil,

Trang gidm st hau mal, it hifm co cic béo céo v nhimg phin img dz nghibm trgng, mavai phin img cé thi gdy tirvong, bao gbm viémda
o viby, hai chimg Stevans-johnsan va hog! 1ir bifu bi nhilm déc xdy ra khi ding NSAIDS vt vai chift i chd chon loe COX-2. Hinh nhur bignh
nhin 6 nguy cor can nhét g3p chic phin img ndy sdém trong qud trinh diéu tri- phiin I cac trutmg hop oo phin tmg khdi phit trong thang
Tau didu b DI od che bibo <30 nhiling phiin (g min edm ning (nir phin img phan v va p h) & biénh nhin di riccoib. MOt val
chit ire ch chon loc COX-2 thusimg phii hep vk ting nguy co phin tmg da & bénh nhn cd tin cin &l ingbét oy logi thude ndo. CAnngumg
1r} 1 etordcasib ki bdr B o6 bifu hign phit ban & da, cic 1n thiamg nkm mac hae bitky ddu hidu khde elia phindmg qudmd
Eroricoxib et thE che &y tribu chimg s5t, i dSu higu cira bénh nhidm triing,
Ménthdn trgng khi dung dbng thet riarin b fc ching dibng dang ulng.

Khéng kivsyn cdo ding etoricoxib i bt ki thubc nde duve bidt 13 irc chi Wng hop cyclooxygenase/prostaglandin & phy nir dang cf
gingthythai,

8- Sirds e cho phvy i ¢t thisi v chy B

Sn?dunl;u&dnﬁlunﬂ'dulhdmtodﬂ'mlbnwtﬂ!nphunn':BMI.Ckmﬂhtﬁutﬂnﬂmmﬂlmlﬂvﬁcﬂm!n
khi nangsinh sin. Chua i nguy cortrén nguir. Whur cac thudc khic oé tic dyng e chif téng hop prostag ' athé glyglam
mmn:ram‘mnﬂqmﬂngdommuhmmwmmﬁniatmiht&\htﬂdinhmmumuﬁmnbmmﬂwﬂmi
ngimg etoricaxit nfu mang thai trong qud trinh didutr.

547 dyng thubc cho phy nir cho con bit: Churm ) etaricoxib b bl 1t vio st nguir hay khing, Etericoxib dugrc bai tit trong st chude
me. Khéng durge che con bi néu sir dung etoricob.

10- Anh hirdng clia thud 3 ndng 141 me, vin himh miy mic

Bénhnhind timg chéng m8t, bubn ndn hode budn ngld ki diing etari i e iy vin hiinh miy.

11- Tworng tic wéi chc thudc khic va clc dgng tuomg i khic

Toodching oy dong g

&wtmanm#;muhmmmmmm. phée a3 etoricaxit 120 mg mbi ngly thuring fién kit voi tng khodng 13% ti 56 chulin
Maeuﬁcﬁ\éw;‘uﬂpre!hmbinllw,N&-mﬂﬁiﬂlknh!ckmvimlymMn.akhiuItmnldlngﬁrmd‘unhnhh
diing cie thude ching d8ng dang ubng hodc thay di iR v etoriconb,

Cic i i, o ché Fupdr i (ACE) o thude d&i khdng angiotensin i

NSAIDS cé thé 13m gidm Ridu Iyc ciia cac thude kel tifu v e thulic diu tri ting huydt 4p khac, O mdts8 bénh ahsn gidm chir ndng thin
{nlwmnhuumﬁ-:n.!mnqmnhnmmahwmunm:u&muumd-acnmmwmdung&n;wdcmmﬁm
murwwmmnm»wunithnmmnmmmm,&nmmm:mdnmu:mgmmmmh!
phiac hii, Nén 0€ j dén sy trong tac niy khi diing etoricodd cing lie viri cic logi thude ndy. Do 86, nén ciin thiin khi phdi hop cic thubc,
i bidt g cao 1w, Bink thian nén duge bi nuéc dly 0l va oy thea d5i chire nang thin sau khi ikt u diky tr| dbing thén, wa dink
kysauda.

Acetylsalicylic Acid

Trong nghin cins & nguris khde manh, értrang thal bin vilmg, etoricoxib 120 mg ngdy 1130 khdng L 88ng 1én hoat tinh khing tiéu chu elia
acid acetylsalicylic 8y thip (81 mg ngdy 1 f&n). Co thé ding etoricoxib cing hic var acid acetylsalicylic (i thip && dy phong biénh tim
mach. Tuy nhién, ding acetylsalicylic acid léu thifip d8ng thél wir etoricods thm thng v 1§ lodt dubmg tidu hda holdc cic bifn chimg khic
kehi 50 wéi disng etaricoxib don 1 gy (xem “Thin trong vl canh bao khi ding thudc").

Ciclasporan vé tocrofimus

Mic dil turong tac nay chua dunos nghidn ciru vid etoricaxib, nhung ding 8bng thii ciclosporin hobe tacrolimus wi bilt ky NSAID nao co
thé tam ting tac dung giy 8dc cho thin ciia ciclosporin hode tacralimus. Nin thea 68i chire ndng thin khi shéi hop etoricoxib vl mét
trong hai thifie néy.

MSAIDS lam gidm thi trir ithium qua thin vi vi viy Bim ting ndreg 9 lithium rong huyEL tuong, Néu cin, theo ddi chjt ché ndng di
fethium trong mau va digy chinh Bu lithium khi ding phai hop hoge ngimg NSAIDS.

Methatrevat

€6 2 thir nghifm nghilin airu tic déng cia etoriconib iy 60, 90 hodc 120 mg ding ngéy 1 1an trong 7 ngly 0 bénh nhan dang ding
methotrexat ligu 7,5 — 20 mg tulin 1 (S0 dé diu tri viém khdp deng thip. Eroricoxib i@y 60 vi 90 mg khdng dah hudmg dén ndng d
methatrennt trong huyét tremg hade i thanh ehisi thude qua thin. Trong 1 thirnghidm, etoricoxib 120 mg khéng tie ddng 38n nding di
methatrexat trong huyét twomg (ddnh gha qua AUC) holic syrthanh thii thudc qua thin, trong thir nghidm cbn lal. etoricoxib 120 mg lam
1ng nling 3 methotrexst trong huydt tuong J8n 28%va lam gidm thaoh thil methotrexat qua thin dn 13%, Nén gidm s3tkhi ning gy
A lién guan A6 h kh: diing dBng thei iconibvi h 3

Vién udng tranh thai

Etoriconib 60 mg ding cing 1c virl viin uBng trdnh thal chita 35 meg ethingl estradicl va 0,5 -1 mg notethindrone trong 21 ngdy &3 lam
t8ng AUC D— 24 gits cla ethinyl estradiol & trang thii bin ving dén 37%, AUCO - 24 gidr ciia ethiny estradiol & trang thei ban vimg @3 tirg
dén 50 - 60% khi erorieouih 120 mg ding eing lie hode eich 12 gity wii Iogl vikn ufing tranh thai nay. Cin tinh dén sy gla ting nBng 45

ethinyl estradiol khi lya chon logl vién udng trdnh thai di Tiing tifp xic hegng ethinyl € lam ting ty
W8 caic tie dung bt lot therbmg Nin kit i dng cac vidn udngtranh thal [nhorcac bign o huyst khi the finh mach & phy nirco nguy co).
Trf lidu they thé harmon

Etoricoxib 120 mg ding cng vod tri figu thay thE b chiracic gen lién hop (0,625 mg PREMARIN™) trong 28 ngay, 42 lam ting
AUCO-24 gity trung binh & trang thai bln wimg cua estrone kivding lin hop [41%), equiin (78%) vi 17-B-estradiol (11%), Thc ddng cla céc
iU etorivoxib khuyin cao (30, 60 va 90 mg) ding keo dai chara duge nghién ciru, Tac ddng cle etonicoxil 120 mg ién niing dé (AUC O -
24h) cde thinh phlin estrogen nby trang PREMARIN™ thi kém hon phin i so v the ddng quan sdt duge khi diing PREMARIN™ dam dée
v khi liu thudc ting 100,625 dén 1,25 mg. Vin chira bidt i y nghlta lm sang clia cc sy gia ting ny vé vin chua cb nghiBn ciru vE phac
o phéi hoy PREMARIN™ iy ean hown i etaricaxib. NEn tinh 8 s gia thng ning A9 cir estrogen khi chon luratry (iu thay theE hormon

sau man kinh dE ding vi lim ting nbing 4§ oestrogen o6 thé lam ting nguy co tde dung bt 1o khi tr lidu thay thi horman.
Predmisone/prednisalone

Trong nghin curu turemg 1, e1oricaxib khiing od the ddng lim sing quan Trong rén duge dong hoc ciia prednisone/prednisclone.
Digoxin

Ding etoricoxib 120 mg lin/ngay trong 10 ngdy & nguti tinh nguyén khie manh khiing lam thay 6 AUC 0 - 24 gi&r & trang thal bén vimg
hodc thil triy digoxin qua thin. Cd sy gia ting € clia digowin [khodng 33%). Sir gla ting nby thuting khéng quan trong & hdu hét bénh
ﬁn-mvﬂn.n!nﬂnﬁdﬂlbﬂmnhlnmwwﬂ:dﬂmmﬁmlnwmmmmmﬂdﬂm.

fopvs 2 - ﬁ.j_lllhl‘:h_'klll A i
Etoricoxit |3 mét ehdt e ché hogt tinh sulfetransterase & nguin, dic bidt Ia SULTTEY, i 48 dugre churng minh s Bm thog ning dé ething!
estradio! trong huyfft thanh. Miic di dir lidu hign cd v téc dyng clia nhidu sulfotransferase chn hgn chi v thc dyng trén Lim sang déi vén
nhiku loal thufsc vin dang Suoc kiim tra, tuy nhién Cin thin trong ki ding dBng this| et o4 thude khac duoc chuyén héa chis
yifu béri céc sulfotransferase & ngudh {vi dy- salbutamol vi minowidil uding),
"",' adi veicdc thude chuyén hoo bé cyYp
Dira trlin cde nghbin ciru in witro, etoricoxib khéng thi hikn de ché cybochrom PASO (CYP) 1A2, 209, 2019, 208, 2E1 hodc 3Ad, Trorg mét
nghidn clu & cac ddi nrong khie manh, ity etaricoxib 120 mg hang ngay khbng lam thay 0di hogt tinh CYPIA4 cla gan khi duge dinh gid
béri wét nghiém hodl thiy erythromycin
Anty hiing cia cae s A i duire ddng hos cda etonceit,
Con dirbmg chuyén héa chinh el leonib phy thude vho enzym CYP. CYPAA4 ed thi gép philin vso sif chuyén hoa cita etoricoub trong i
vive, Cic nghién ciru in vitro chl ra ring CYP2DE, CYP2CY, CYPLAZ va CYP2C19 oling & thif xic tdc cho con dudmg chuyén hda chinh,
nhumg vaitrd dinh lwonig ola ching chua duge nghién clru trong in wivo.

Keroconoao!

Ketoconazol, mdt chit irc chd CYP3AA manh, liBu 400 mg mdi ngly mpt [in trong 11 ngay chovnhimg nguii tinh nguyén khde manh khing
&6 bty tic Shng s ot 1130 38 vl dugc 8hng boc cla lidu don B0 mg storiconib (AUC thng 43%),

Vorfconarol viymiconarol

Diing $bng thisi etoriconlb v voriconazul dang ubing holc gel ung miconazol tai chil, 13 cac ch Bt e ché CYP3A4 manh 13m ting nhg nbing
1 etoricowib, nhumg khdng dugt col 1 c6 ¥ nghlatim shng dva trén dirligu hign cd,

Rifampicin

Dung etericoxib clng e wel rifampin, mét chit gly cim (ng manh enzym CYP 03 lam gidm 65% nBng 40 etoricoxdb trong huylt tuong.
Turerng e ndy £d thi din dén tai phit tribu chimg khi ding dBng thin etoricouid win rifampicin, Mac 00 diu ndy co thif T8 ngh| mét s
1Ang By, tuy Ahibkn liku storetadb I Bitn 50 v liBu dlng 4 Bét ki trong trng chi dinh chua Sugre nghiba e khi ding phii hap vol
rifampicinva do do khidng dugc khuyén cio.
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mu&wnuumwu:&mnmmmdmdm hoc lim shng cua etoricoxib.
12-The dyng Ga thuse

'I'dm!ﬂrﬂdl"@umm

Tinh an todn cilia etoricoxib durge dénh gis trong nhimg thir nghiém km sing trén 9295 cd thil, bao gBm 6757 bénh nhan bjviém wrong
kharp, vidm khép dang thilp hodc dau thit lumg man tinh hodc vidm a6t s8ng dink khép [l xi 500 bénh nhan bj vibm xurong khip hodc
vikm khig deng thip duge diutr| 1 nim hobic 15y han).

Dir iéu the dyng bkt lyi trang cic nghidn ciu 15m sdng tuemg ty nhaw & bénh nhdn bi viém xsong khép holic vidm khdp dang thip duge
diéu trj vén etoricodib trong 1 ndm hodc 13uhon.

Trang Mt nghién cir 1am sang cda vidm khap thang phong cp, bénh nhan dugc didy trj bing etoricoxib 120 mg mbi nghy | Bin rong &
ngiy. D idu te dyng bt Igi trong nghién ciu nary ndi chung 1 turong tr nhir @3 bdo cao trong nghién ain két hop viém wang khép,
viibm khip dang thip vis dau thit lumg man tinh.

mmmﬁnmm:mwmmmmﬂmmﬂm b gBm 614 bibnk nhdn diroe dibu tri biing etoricoxib (S0 mg
hojc 120 mg), phin dng b iy therng turomg ty nhis trong biko cio cla e nghién ciru vilm xuremg khép, viem
khop dang thip hojc dau thit lung min tinh,

Danhsdch cdc tde dyng khdng mang mudn thea bing

Cic tic dung khdng mang mulin sau &y dwgc bdo cho vir 1) 1€ im hon so vii gl duort treng cdc thir nghim lm sdng & binh nhiin viem
sureng khep, vidm khdnp dang thdp, dau thit lung man tinh hodc vidm cit séng dinh khdp duge didu tri bing storicoxib 30 mg, 60 mg hode
90 mg dEn 12y khuyln cdo trong 12 tulln; trong cae nghién el MEDAL 18n 4én 3,5 ndm; cde nghidn ciru dau elip tink ngin han trong 7
nghy; ho3cdirlidu thu duoe sau khi dira thude ra th] iruiing {xem Bing 1)

Bdng1:
Hé o quan Tée dyng khang mong musn Thn saift®
Wi khudin v nbibm i sinh trimg Vidm phe nang Thirbmg gip
Vigm dy ddy rudt, nhillm triing dudmg hy hEp trin, nhilm trang duemg (it gie
|tigtnidu
R fogn hé mdu v boch huplt Thilu mdu fchd yéu idn quan dn chiy mau Sutmg tibu hda), gidm bach | it gip
S, gldm tiduclu
R fogn A midn djch Qui mln'* L0
Phis mach/phin wi/phin img phin v bao g3m s8c' Hifm 3p
Al lopn chipén hia v dinh duting Phi/glls nuére Thurtmg g39
Ting hobe gikm cAm gide thim dn, thng cin it gin
RAI ogn tdm thin Lo du, trdm cim, gidm tink thin, do gidc ' It g3
n ign", bAin chdn' Hidm gip
RSl logn hé thin kink Chéng mdt, dau f3u Thurimg g3p
R foan vi gidc, mét ngis, of cim/gidm ciim gldc, budin ngl figle
R fogn mét Nhin méy, vidm kift mac h pio
A logn tol v mé doo 0 ta, chomg mat [iate
R logn tim Banh tréng nguc, logn nhip tim' Therimg gap
| Rung tidm nhil, nhip tim phanh', suy tim sung huyé, thay ddi ECG khang 83c | It gip
hidu, dau thit ngue’, nhbi méu o tim*
Adi logn mpch Tang huyét ap Thutmg ghp
95 bimg. tal bidin mach méu o', com thid miu cye b8 thodng qua, com |t gip
téng huyt &p kich phit', viém mach'
A& logn b8 héip, Rng ngire v trung thit | Co thit phé quin® Thuimg gip
Ho, kné th, chily mdu cam It gip
R fogn théu héa |Pau burg Rét thutmg gép
Téa bén, dhy hal, viém dp divy, of nengftrda nguror acid, tibu chy, kha [ Thubmg g3p
tibu/kho chiu wing thugng vi, bubln ndn, ndn, vilm thyc quin, loét midng
Churtmig buniz. thay 88 nhw d0ng rudt, khé midng. lot da diry t trang ledt | It gip
da iy bao gm thing vi chdy mdu dudmg tigu nda, hai chimg rudt kich
thich, vikm ty/’
RS logn gon mét Tng ALT, AST Thurimg gde
Vigm gan' Hiém gip
Suy gan', vang da’ Hifm glp’
R logn do vi md dunk de B mibu Thuetmg g3
Phi; mit, ngira, phit ban, ban 48°, ndi may day" fgip
Hai chirmg Stevens-johnsan’, hasl tir bidu b nhilm 38c', hiing ban nhidm | Hiém gp’
she 18 of djnh’
Rdi logn cor xunmg wh md lén ot Chudt ri/co thit oor, dauyaimg oo meomg ft gdp
A logn thiln v tift nidy Protein nidu, tng creatinin huy Bt thanh, suy thin' (xem “Canh bio vi thin | it gip
trong”)
R logn ehung v tol v trf ding thude | Suy nhugre/mét mdl, binh gifing ahwr cim Tharimg ghp
| Bau ngve ftgip
Coc xét nghigm Thng ure méy, ting crestinin phosphok nase mau, ting kal mdy, ting acid | it gdo
uric
Gldm natri mdu Hifm gdp

*Tan sudt: Tic dung khdng mong musn duge xic dinh dus trin v 18 g8p phai trong dir Béu thir nghidm Em sing: A5t thuting gp (2 1/10),
Thisting £3p (2 1/200 88 <1/10), ftadp [ 1/1000 88n < 1/100), Hidim g4 (2 1/10.000 d&n < 171000}, RSt hifm gie (< 1/10.000).

"Phdin (mg bt gl niry durgre xde dinh qua quan sat hdu mE:. Tin sulft bdo céo durge ndc tink dira trén thn sullt cao phdt quan sit dugc trén
A lidus thir nghiden Eim sing kit hep chi dinh vl libu ding khuylin cio.

‘T8 sulit "Hin ghp” Supe e dinh theo hurdmg dln Tom tht d3c tinh sén phiim (SmPC) trén cor 5& gigh har trén wéc tinh cisa kholng tin
cdty 95% cho 0 biln cf trén 58 46| trgng duge didu tr| wi etoricoxit trong phin tich dir liku gbp gial dogn 11w IRu vi chi djnh (0 =
15.470).
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"Tan sudt “Hiém g3p” duge xic Sinh theo huéng din Tom tit djc tinh sdn phim [SmPC) trén co si gigi han trén wét tinh cia

;?49?503‘ cho 0 bién <6 trén s d6i tugng dwroc didu tri v etoricoxib trong phin tich dir liéu ]épxjgiai ;:an Til v liBu va chm::
*Qud miin bao gdm cac thudt ngi "dj img’", "dj img véi thubc”, "qua mn vér thudc”, " oA *, "phin .
Pl Shchisc”, ung qu ,"qud mBn", "qud min NOS", "phdn ing qud min" va
"Dvatr!n:écphint!d\wnq nghién ciru ldm sing cd d8] chimg hogt chiit v diing gid dugc kéo dai, cac chat (re ch& COX-2 chon lpc co lign
quan dén tang nguy cor cdc bign oB huyét khi dbng mach nghiém trong, bao gdm nhdl mu co tim va dét quy, Ting nguy co cic bifn c§
nhervdy khdng virgt qud 1% mdi ndm dua trén di ligu hién o6 (it g3p).

Céc tdc dung khng mong mubn nghiém trong sau diy d3 dugrt bdo céo iBn quan d8n viec sir dyng NSAID va khéng thé loai trir d&i voi
etoricaxib: ddc tinh trén thin bao gdm viém thdn ké v hdi chingthan hu.

Neguy o huy8t khditim mach (xem thém phin Cinhbio va thin trong)

Thbng bdo cho bic sTnhlmg tac dyng khéng mong mudin giip phai khi sir dyng thufic.

13- Qud Iidu va cdeh xir tri

Trigu chirng: Khéing c6 dc tinh déng ké xdy ra khi ding etoricoxib liBu dan dén 500mg va lidu nhilu [in d€n 150 mg/ngéy, trong 21 ngéy &
cac thirnghiém 13m sang. D3 o6 nhng bdo cao v sir dyng qud lidu etoricoxib c3p tinh, nhing khéng ¢6 bio cdo vE tic dyng bit loixdy ra &
phin Ién edc trubng horp qua lidu. Cic tic dyng bt Igl phé bi&n nhidt dute ghi nhin du phi horp véi ddc tinh an toan cla etoricoxib (nhy
cacticdyng trén dutmg tiéu hda, trén mach mdu thin),

Xir tri: Trong trurirng hot qué figu, diBu hop 12 nén dp dyung cée bign phip hd trg thuemg ding, nhu loal bd chét chura kip hip thu khai
duemg tigu hoa, theo dBi trén 4m sing va triliéu nang 4, néu cin,

Khéng thé loai b etoricoxib bing thdm phan mdu; vin chura biét ré c6 thé dung thim phdn phic mac dé loai bd etoricoxib hay khéng.
14-93ctinh dugiclychoc

Nhém durgely: Thude chng viém va thip khérp, khong steroid, nhém coxib.

MBATC: MO1AHOS

Cochétdcdung

Etoricoxib 1 chit irc ché cyclooxygenase-2 (COX-2) manh, rét chon lgc, c6 hoat tinh khi uBng trong pham vi ligu dung trén lam sang.

Trong 8t cA cac nghidn ciru duge 13m sing, etoricoxlb o6 tac dyng (e ch COX-2 phy thudc vio [Bu sir dyng ma khéng (e ché COX-1 khi
diing ligu dén 150 mg mbi ngay. Etoricoxib khang tre ch& t8ng hop prostaglandin & da déy v khng dnh hurdmg 8&n chire ndng tifu clu.
Cyclooxygenase chiju trdch nhiém tao ra prostaglandin. 83 xdc djnh duge 2 dBng phin, COX-1 va COX-2. COX-2 |3 @8ng phin cla enzym &3
durge chimg minh 1a dwroc tao ra béi céc kich thich tién viém v cd tréch nhiém chi yéu trong téng hgp cac chat trung gian cla prostanoid
giy dau, viém va s6t. COX-2 cing tham gia vao qua trinh rung trimg, ¢y ghép va déng Sng ddng mach, didu hda chirc ndng thin va chire
ndng hé thin kinh trung irong [cam (rng s&t, nhin thire dau va chire ning nhdn thirc). N6 cling c6 thé déng mét vai trd trong chira lanh vét
loét. COX-2 43 duge x4c djnh trong md xung quanh céc vt loét da day & ngudri nhung chura xéc dinh dugc md lién quan cla né vai viéc
chira lanh vEt loét,

15- B¢ tinh duge dbng hoc

Hépthu

Etoricoxib durge hdp thu 18t qua dudrng ubng. Trung binh sinh kha dyng dutng udng gin 100%. Sau khi dung iéu 120 mg ngay 1 fan cho
d&n khi dat trang thai bén vimg, nBng 6 dinh trong huyét twong (trung binh nhdn €, = 3,6 meg/mL) duoc ghi nhin dat duoce gin 1 gier
(T,.) sau khi d6i tugng ngurdi Iom udng thubc lie byng 441 Trung binh nhin AUC O - 24 gi¥ 13 37,8 meg.gié/mL. Duoc d8ng hoc cla
etoricaxib tuyén tinh véri phym vi liu ding trén lim sang.

Thire 3n (bira &n nhi®u chdt béo) khéng dnh hirdng 18n mire 86 hip thy sau khi ubng Iu etoricoxib 120 mg. TV 1 hip thu bl Anh hudmg,
din dé&n gidm C..36%va ting T thém 2 gitr. Nhirng dir lidu ndy khong duoc col 13 ¢ y nghlia 1dm sang. Trong c4c thir nghiém I3m sing,
etoricoxib dugre diing khang lign quan dén thirc 3n.

Phénbd

Khodng 92% ligu etoricoxib gén véi protein trong huyét tuong ngurdi khi dung trong pham vi ndng 4 0,05 - 5 meg/mL. Thé tich phin phéi
& trang thai b&n virng (Vdss) khodng 120 lit & nguéni. Etoricoxib di qua nhau thai & chudt cSng va tho, v di gua hing rdo mau-ndio & chudt

ng.
Chuyén hdo
Etoricoxib duge chuyén héa manh mé véi < 1% ligu duoe tim thiy trong nudre tiéu & dang ban d3u. Con dudmg chuyén hda chinh dé ao
dlin xust 6'-hydroxymethyl dugc thuc hién véi sy xic tée clia che enzym cytochrom PA50 [CYP), CYP3A4 durdmg nhr gép phlin vao sif
chuyén hoa cla etoricoxib trong oo thé, Cic nghién ciru in vitro cha thiy CYP206, CYP2C9, CYP1A2 v CYP2C19 cling cd the xic tdc cho
con dudng chuyén héa chinh, nhung vai trd dinh ligng cla ching trong co thé chira duge nghién ciu. BE cf 5 chit chuyén héa duge
nhin dién & nguri. Chilt chuydn héa chi yéu 13 din xult 6'-carboxylic acid clia etoricoxib duge hinh thanh tir sy axy hda din xudt 6'-
hydroxymethyl, Cic chat chuydn hda chi y8u nay bigu hién hodc khding cd hogt tinh c6 thi do luémg dugc hojdc chi cd hoat tinh yéu nhu
cécthude (e ch COX-2. Cac chdt chuyén hba ndy dBu khang tre ché COX-1.
Théitrir
Sau khi tidm tinh mach 1 ligu don 25 mg etoricoxib od gdn phdng xa cho cée d8i turgng khibe manh, 70% hoat chit phéng xa dugc tim thiy
trong nudre tifu v 20% trong phin, phin Iém & dang cac chit chuyén hda. Dudi 2% hoat chat phdng x3 duge tim thiy & dang thudc khdng
chuyén hba.
Phin lan etoricoxib duwgre thii trir chi yéu qua qud trinh chuyéin hda, sau dé qua sy bai tidt & than, Nng €6 ciia etoricoxib & trang thii bin
virng dat dvgcirong vang 7 ngiy digu trj khi dung ligu 120 mg ngiy 1 in, vérity s8tich [y gin bling 2, turang Ung vdi thivi gian bdn thai tich
Iy khodng 22 gitr. Theo wére tinh, sif thanh thai thude tai huyfttuong sau liBu tinh mach 25 mg xdp xi S0 ml/phat.
Mhikng diic tinh & bénh nhén (cdc ddn s6 dic bidt)
Nguiri coo tudi: Durge d6ng hoc & ngurifi cao tui (2 65 tubi) cing tuong ty nhu & ngutr tré tull,
Gidri tinh: Durg'e 4Bng hoc clha etoricoxib & nam va ni dBunhwnhau
Suy gan;
& bénh nhan suy gan nhe |diém s8 Child-Pugh 5-6), etoricoxib |iBu 60 mg ngay 1 [n cé AUC trung binh cao hon gdn 16% so véi di tugng
khde manh ding cung ché 44 ligu. Bénh nhin suy gan trung binh (4iém sé Child-Pugh 7-9) ding etoricoxib liBu 60 mg 2 ngay 113n di co
AUC trung binh trong ty nhir & 881 tugng khde manh ding etoricoxib 60 mg ngay 1 I3n; libu etoricoxib 30 mg ngay 1 [an chura dugc
nghién ciru trong d3n s nay, Khbng o6 13l 1iku 13m sang holic duge adng hgc khi ding thubc & bénh nhan suy gan ndng (didm 58 Child-
Pugh210)
Suy thin:
Durge ddng hoc clia etoricoxib Iifu dom 120 mg & bénh nhan suy thdn trung binh - njng va bénh nhan c6 bénh thn giai dogn cudi dang
diBu tri bing thim phin mau thl khdng khic biét ding ké sovdi dugc 3ong hoc & d6i twong khte manh, Thim phin mau khdng £6p phin
ddng ké vao vide thaitrirthudc (sy thanh thai thudc qua thim phin khodng 50 mi/phit).
Bénh nhdn tré em;
Dugre ddng hoc cla etoricoxib & bénh nhi (< 12 twdi) chua dugc nghi@n clru,
Trong 1 nghién olru dugc dong hoo (N=16] ti€n hanh trén thanh thifu nién (12-17 tudi), dugc ddng hoc & thanh thi€u nién ndng 40-60 kg
diing etoricaxib 50 mg ngay 1 vA & thanh thiu nién niing > 60 kg disng etoricoxib 90 mg ngéy 1 n thi ddu giing nhu dugc d9ng hoc &
gL 1N diing etoricoxib 90 mg ngay 1 [n. vAn chua xdc 1§p tinh an todn vA hidu qud cla etoricoxib & bénh nhan tré em.
16~ Quy cdch déng gok:
H&p 3 vix 10 vién nén bao phim.
Hop 5 vix 10 vién nénbao phim.
Hdp 10vi x 10vidn nén bao phim,
17- bidu kign béo qudn: D€ noi khd rdo, trénh dnh séng, nhiét 46 khbng qué 30°C.
18- Han diing: 36 théng k& tirngay san xudt.
19- THu chulin chit lugng: TCCS
20- Tén, dja chiclia oo sé& sdn xut:

CONG TY TNHH DUQC PHAM GLOMED
Dija chi: 56 35 Dai LH Ty Do, KCN Viét Nam — Singapore, phudng An Pha,
thanh ph8 Thudn An, tinh Binh Dwong. BT: 0274.3768823; Fax: 0274.3769095
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