R,
2 NUCOXIA 120
g (Vién nén Etoricoxib 120 mg)
CANHBAOPACBIET:
Chi sit dung thuéc nay theo don
Boc ky hudng ddn si dung trudc khi s dung.
Khéng ding qud liéu chi dinh.

Néucdn thémthéng tin, xin héi y kién bdc s3.

Xin théng bdo cho bdc stbiét néu xdy rabdt ky tdc dung ngoaiy ndo trong gud trinh sit dung.

Khéng ding thudc dd qud han sit dung.

Dé thudic ngoai tdm véi cia tré,

THANHPHAN:

M&i vién nén bao phim c6 chita:

Hoat chdt: Etoricoxib ... 120 mg

Td duge: Di-calci phosphat khan, lactose, cellulose vi tinh thé (Ran Q 102), croscarmellose natri, HPMC 6 cps, magnesi stearate, td dudc bao phim

instacoat green IC-U-2098. !

DUGCLYCHOQC:

Etoricoxib 12 mdt thusc khdng viém khong steroid 6 tic dung khing viém, gidm dau v2 ha nhigt. Co'ch& tic ddng cla Etoricoxib 1 do itc ché sy tdng
i y&u do e ch& enzym cyclooxygenase-2 (COX-2). Né c6 tic ddng e ch€ COX-2 manh hon nhiéu 14n so vdi COX-1.

DUGCPONGHQC: -

Etoricoxib hp thu (5t qua dudng uSag. Néng dd dinh dat duge trong huy&t itong khodng 1 gidr sau lidu udng. DY khd dung sinh hoc tuyét d8i cda thude

x&p xi 100%. Ti 1€ g&n k&t véi protein huy&t irong & ngudi clia etoricoxib khodng 92,0%. Si¥ dung ciing vdi thic in, khéng gdy ra nhitng bi€n 4di ding ké

vé mifc 46 va t6c 4§ hip thu thufe. f ‘ f v ‘

Etoricoxib duge chuyén hod chil y€u & gan bdi enzym cytochrome P, CYP3A4 thinh cde diin chit chuyén hida 6'-hydroxymethyl va 6'-carboxylic acid,

trong 46 khdng c6 chitndo c6 téc dung itc ch€ ding k€ d8i vdi COX-2 hodc COX-1.

Etoricoxib duge dio thii chi y&u bdi chuy€n héa qua gan vdi ty 18 thudc khang bi bi€n d6i duge tim thi'y trong phin vA nudc tifu 14 dudi 2%. Cic chil

chuyén héa duge thii trit chii y&u qua nudc tiéu khodng 70%, va khodng 20% qua phin.

CHIi PINH: ;

Etoricoxib dugc chi dinh d€ gidm cdc dfu hi¢u va triéu chifng cia viém khdptrong bénh giit.

LIEULUQGNG VA CACHDUNG:

Thudc diing duding uéng. Diing theo chi din clia bicsi.

Liéu théng thuding:

Nguwailon :

Viém khdp trong bénh giit : 120 mg mot in mdi ngay. Liéu rén 120 mg/ngdy chi nén diing trong thdi gian ngdn (khong qué 8 ngay) d€ im gidm triéu

ching cfip tinh.

Tré emva thanh nién: DS an todn va tinh hiéu qua & tré dudi 18 i vin chua duge ddnh gid.

Bénhnhén suy gan: khng ding qud liéu 60 mg x 1 lin/ ngay véi bénh nhéin suy gannhe. () benh nhén suy gan vira, khéng dimg qud liéu 60 mg diing cdch

ngdy, c6 thé ding liéu 30mg x 1 140/ ngay. Khéng ding Etoricoxib vdi bénh suy gan ning. Dang bio ch€ vién nén Etoricoxib 120 mg khong thich hap

diung cho bénh nhin suy gan.

Bénh nhdn suy thdn: Khong cin hiéu chinh liéu véi trudng hgp ¢6 dj thanh thii creatinin Cl, 230 ml/phét; khong ding Etoricoxib vdi nguiri ¢é Cl, < 30

mb/phiit. !

CHONG CHi PINH:

Qud mfn vdi Etoricoxib hay bitcif thiinh phiin niio ciia thufc.

Bénh nhin viém loét dudng tidu hok hodc chiy man Sng tiéu hod c4p tinh.

Bénhnhin hen, nfimay day, hay ﬁﬁng vdi aspirin hodc cic thufic khdng steroid (NSAID) khic.

Bénh nhin suy thin ning hodc suy ganniing.

Phy nif mang thai hojic nudi con bd. Tré dudi 18 tdi.

Suy tim sung huy& (NYHA IT-TV).

Bénh nhén cao huy&t 4p vdi huyét dp lién tyc trén 140/90 mmHg vi chua kiém sodt dugc. Bénh nhin bj bénh tim thi€u méu cuc bd, bénh djng mach

ngoai bién va/hodc bénh machnio.

KHUYEN CAO VA THAN TRONG:

Péc tinh da day ru§t ning nhu chdy mdu, loét va thing da diy, rudt non hoiic c6 thé xdy ra & bit ki thoi di€m ndo c6 holickhdng 6 cdc riéu ching bdo

trude d nhitng bénh nhin duge didu trj voi NSAID.

Nén thin trong khi k& NSAID & nhitng bénh nhin c6 tién sif bénh loét hodic chdy mdu da day rudt. Hiu hét cdc bdo cdo vé cdc bi€n chitng da day rudtgiy

tif vong I & nhitng ngudi cao tudi hodc nhitng bénh nhin suy nhuge, va do vy cin phii chim séc diic biét khi diéu tri nhifng bé nh nhin niy, P€ han ché

18 thiéu nguy cdtiém ting cho cdc phén ing bitlgi & da diy rudt, nén diing liéu hiéu qua thdp nhit va trong thisi gian thip nhdtcd thé.

Céin gidm sdt chitc niing thin & nhitng b&nh nhéin thi€u ndng thin. Cin s dung thin trong cdc thudc chéng ting huy&t 4p khi bénh nhiin c6 bi€u hign suy

tim, suy gidm chifc néing tim thit trfii va phi) né trude d6. Khéng diing Etoricoxib cho bénh nhéin suy thinnidng.

Cénthitthin trong khi diing cho nhitng bénh nhin cé céc triéu ching va/hodc d&u hiéu cho thiy suy chiic ning gan. Khong diing cho bénh nhén suy gan

niing.

Thin trong & nhitng b&nh nhén phil, hen va tién sit bj hen.

Céc nghién ctiu cho thily nhém e ch€ COX-2 chon loc co thé giy nguy co huy&t khdi (ddc biét 12 nhdi miu cd tim vA 46t quy). Nguy cd niy thuding ting

1&n khi diing liéu cao vi thdi gian diéu tri kéo dai. Cin ddnh gid lai nbu cu bénh nhin theo triéu ching va ddp dng difu trj & tiing giai dogn, dic biét vdi

https:/ftrungtamthuoc.com/




bénh nhén bi viém xuang khdp man.

Cin sif dung thin trong v8i ngudi ¢6 nguy cd b bénh tim mach (nhif cao huy&t &p, suy tim do xudt hién phd, lipid méu cao, tidu dudng, nghién thudc..).
Ciic thudc e ch&€ COX-2 chon loc khong thay the acid acetylsalicylic d€ phdng ching huy&t khdi nghén mach bdi vi nhém ndy khdng o6 tic dung chéng
ti€ucdu. Do viy, khong nén ngifng s dyng céic thuc chong ti€u cdu.

Antodn vi hiéu qud clia thudc & tré em chua dugc xdc dinh.

ANHHUGNG PEN KHA NANG LAIXEHOAC VANHANHMAY MOC:

Ngudibénh sif dung thuic cin thin trong khi 14i xe hodc vin hinh miy méc vi thudc cé thé gy dau ddu, hoa mit, chéng mat, ngd gi...

SUDUNG CHO PHYNU CO THAI VA CHO CONBu :

Phu nif mang thai: Etoricoxib vin chira dugc nghién cifu ddy a0 trén phy nf mang thai, Gidng nhy cdc thuffc ¢6 tdc dung ite ch& tdng hap prostaglandin
khdc i bi€l, ding etoricoxib cho phu ni 8 3 thing cudi 3 thai ky vi cé thé gy ra déng Sng ddng mach sém. Vi viiy khéng diing thubc cho phy nif mang
thai.

Phy nif cho con bii: Etoricoxib dude bii i€l qua sifa & ddng vit, tuy nhién vin chira biét thudc o6 biii ti€t qua sita 3 ngudi me hay khéng. Do cé ritnhidu
thu@c bai tiét qua sita me va do nhilng tdc dung 6 hai c6 thé ¢6 cla cdc thudc e ché prostaglandin 467 vdi ré dang bi me, vi viy ngudi me khong s
dung Etoricoxib khi dang nudi con bt hoic ngitng cho con b khi phii diing thuéc.

TUGNG TAC THUGC:

Warfarin: & nhifng bénh nhin dd diéu trj duy tri 8n dinh biing Warfarin, sit dung liéu etoricoxib 120mg hing ngay c6 th€ diin tdi sy ting khodng 13%
lifgng prothrombin. Cin theo ddi chitché khi bt ddu didu tri biing etoricoxib hoge khi chuyén sang diéu trj bing etoricoxib, dfic biét 12 vio nhitng ngay
dduti&n, khi b&nh nhin dang st dung warfarin hodc cde chit urong nr.

Rifampin: Sit dung déng thti etoricoxib véi rifampin, mt tic nhin c6 kha ning giy cdm fng men chuyén hod & gan manh, lim gidm 65% dién tich dudi
duding cong (AUC) trong huy€t ong ciia etaricoxib. Tuong tdc ndy cin dugc tinh d€n khi sif dung d8ng thdi etoricoxib va rifampin.

Methotrexate: cin gidm sdtddctinh ciia methotrexate khi sit dyng ddng thdi etoricoxib vdi lidu 16n hon 90mg hing ngay vi methotrexate.

Ciic chit ific ch& men chuy€n dang angiotensin (ACE): cdc chil ¢c ché NSAID khéng chon loc vi tfc ch€ chon lgc COX-2 c6 thé FAm gidm tdc dung
chéng ting huy&tdp cia cdc chit e ch€ ACE.

Lithium: cdc chilt i'c ché€ NSAID khdng chonloc va tic ch& chon lpc COX-2 ¢6 thé lam ting ndng df lithium huyét uang.

Aspirin: St dung ddng thii aspirin liéu thap vdi etoricoxib cé th€ din 1di k€t qud ting t6c A§ loét dubng tiéu hod va cdc bién chiing khéc so vdi diing mdt
minh etoricoxib.

Ciic thudic trénh thai duiing uing: didu tri bing etoricoxib lidu 120mg v8i thuSc udng trdnh thai chita 35meg ethinyl estradiol va 0,5 dén Imeg
norethindrone trong 21 ngdy, diing ddng thdi hay cich nhau 12 gi¢f lAm ting AUC, ,, d trang thii §n dinh cla ethinyl estradiol 1én 50 481 60%.

Ciic thufc khédc: Khong c6 twong tic duge ddng hoc nao duge phéthién vdi viéc sit dung etoricoxib ddng thdi véi cic thuic khing acid va ketoconazole.
FEtoricoxibkhéing 1am thay d8i dugc d6ng hoc cila prednisolone/prednisone hay digoxin,

TACDUNG NGOAIY

Cécticdyng ngoai § di dugc bio cdo vdi Etoricoxib bao gém:

Da day ruét: Pau bung, tiéu chdy, khé tiéu, ddy hdi, budn ndn, nén, chdn in. Céc tic dung phu nghiém trong nh chiy méu, loét va thiing da day, ruét
non hodc c6 thé xdy ra, dic biétd nhitng bénhnhin c6 tién s loéthodc chdy miu da day rudt.

Toan thdn: dau ling, phii ngoai vi, phi.

Hé thdng thin kinh frung wong va ngogi vi: hoa mit, nhic ddu.

Tdm thdn: mitngi.

Hé hdp: viem hong, viém miii, viém xoang, nhiém tring dudng ho hip wrén.

Da: phitban.

QUA LIEU:

Khong cé nhiu bdo cdo thdng ké vé& qud liéu Etoricoxib. Nhifng triéu ching qué liéu cip cla cdc thudc NSAID thudng la thiin thd, ngd g, budn nén,
n6n v dau thugng vi, nhiing triéu chitng ndy thuting phuc hdi khi c6 chim séc hd trg. C6 thé xdy ra chiy mdu da diy rut. Cao huy&tdp, suy thin cip, suy
hé hép vi hon mé c6 thé xdy ra nhing hi€m. Céc phdn fng phin vé da duge bio cdo vdi cde thube NSAID dudng udng, v c6 thé xdy ra sau qud lidu. Nén
chiim séc cdc bénh nhinbing didu tri triéu chimg va cic bién phéip hd trg sau qué liéu thusc NSAID.

Khong c6 thubc gidi djc diic hiéu. Vi Etoricoxib lién k&t nhiéu vdi protein, thim tdch 14 khéng ¢6 tic dung. Giy ndn hodic ding than hoat hodc c6 thé chi
dinh thudic x& trong nhitng bénh nhén uéng thufic trong ving 4 gidt ¢é edc triéu chiing qui liéu hodc sau ufng nhﬁym motlidu qua 16n,

TIEU CHUAN CHA T LUGNG: Nha sin xust

HANDUNG:

24 thing ké tirngay sin xudt.

5616 sdn xud't (Barch No.), ngdy sin xut (Mfg. date), han ding (Exp. date): xin xem trén nhiin hp v vi.
BAOQUAN:

Giif thudc ndi khé mét, nhiét 46 dudi 30°C. Trénh dnh sdng va m.

PONG GOI:

Hgp 10vix 10 vién

Sdn xudt bdi:

CADILA HEALTHCARE LTD.
Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa-403 115, An D§.
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