ZYCEL 100
(Vién nang ciing Celecoxib 100 mg)
CANHBAO:
Thudc bén theo don
Poc k§ hu6ng diin si dung trwéc khi diing.

Néu céin thé m thong tin, xin hdi § ki€n béc si.

Xin théng bdo cho bic sibi€t cdc tic dung khdng mong mudn trong qué trinh sit dyng.
D€ thufc xa tim tay tré em.

Khéng ding thuSc d qué han sit dung.

THANH PHAN:

M@i vién nang ciing c6 chifa:

Hogr chdt: Celecoxib 100 mg

Té dugc: Lactose, natri lauryl sulphat, povidon K-30 , magnesi stearat, cellulose vi tinh thé, croscarmellose natri.

Vé nang: nang cing gelatin c8 s '2'. : :
DUYCLYCHQC:

Celecoxib mét chit dc ch€ chon loc véi men cyclo-oxygenase (COX-2 isoform) va c6 tic dyng chfng viém. N6 c6 hiéu qui
manh gép 375 14n dudi dang chét itc ch€ COX-2 hon 12 COX-1 isoform. Tén hoé hoc clia celecoxib 12 4-[5-(4-methylphenyl)-3-
(trifluoromethyl)-1H-pyrazol-1-yl] benzenesulfonamide vA mdt pyrazole thay th€ diaryl. Cong thic phin tif clia celecoxib la
C,H,[F,N,0,8, va trong lgng phan tf 1a 381,38.

DUGCDONG HQC:

Nangdoﬁnhmhuyammguiammﬁbd;tmdpﬂ 3 gids sau mt lidu udng. Ci ndng d5 dinh trong huyét tuong (Cmax)
va dién tich dudi dudng cong (AUC) x4p xi ty 1¢ vdi liéu ding trong khodng liéu nghién cfu lim sing 100-200 mg. Vién nang
celecoxib c6 thé dugc ding khong cin chd § d€n thdi di€ém ding bifa. Thuc lién két manh vdi protein (xdp xi 97%) trong céc
khodng liéu 1dm sing. Nhifng nghién ctfu & in vitro chi ra ring celecoxib lién k&t phin I6n vdi albumin va véi mitc 46 nhd hon véi
acid glycoprotein. Celecoxib dugc chuyén héa phin 16n qua hé théng enzym cytochrome P450. Ba chit chuyén hod da dugc xdc
dinh trong huy&t tuung ngudi va 1t cd cic chit ndy déukhong hoat tinh nhu cic chit lic ch€ COX-1 hodc COX-2. Celecoxib duge
thii trir phin 16n dang chuyén hod qua gan v8i mdt lugng ft (<3%) dang thuSc khdng d8i dudc thily 3 nudc tiéu va phan. Sau khi
udngheuaunum&mxfpﬁﬁ%héummbame’zmmnva27%mba:umheomnéu.mmummfp
xi 11 gidrkhi d6i.

CHI DINH:

Gidm cdc dduhigu va triéu chitng cla viém xuong khdp va vnemkhdpdangml'pdngtﬁﬂﬂn.

LIEULUQGNG VA CACHDUNG

Thu6c diing dudng ung. Ding theo sy chi din ciia bac sidiéu tri.

Nén tim ki€m liéu thdp nhi't clia Celecoxib cho titng bénh nhan.

Viém xuong khop: D€ gidm cic dfu hiéu va trigu chifng clia viém xuong khop, liéu udng khuyén cdo 12 200 mg mdi ngdy, ding
liéudon hodc 100 mgx 2 1in/ngay. :

Viém khdp dang thdp: D€ gidm céc dfu hi€u va triéu chifng clia viém khdp dang thdp, lidu ufng khuy&n céo 12 100 mg d&n 200
mg,21in/ngdy..

CHONG CHI BINH:

Bénh nhin cé tién sit qui mlnvdmebeomh

Bénh nhin d3 c6 nhilng phn ¢ng di tng vdi sulfonamide.

Bénh nhin d mic bénh hen, may day, cdc phdn @ng ki€u dj dng sau khi ddng aspirin hodc cdc thuéc chéng viém non-steroid
(NSAID)khdc.

Viém rudt két, dau thilt ngyc, céc bénh mach nao, mach ngoai vi, suy tim tir vira dén ning.

KHUYEN CAO VA THAN TRQNG:

Ddc tinh da diy rudt ning nhu chiy méu, loét va thing da diy, rudt non hodc c6 thé xiy ra & bitky thdi diém ndo c6 hodc khong
c6 céic trigu chiing béo trudc & nhifng bénh nhin duge didu tri vai NSAID.

Céc viin 48 nhurkhé tiéu 1a thong thudng va c6 thé xdy ra & bit ky thdti diém nd o trong didu trj v8i NSAID.

Céin thin trong khi k& don céc thuSc non-steroid (NSAID) & nhilng bénh nhin c6 tién sit bénh loét hodc chiy mdu da diy rudt.
Hiuhétcdcbdocdo vé cdc bi€n chitng da day rudt giy tf vong 13 & nhilng ngudi cao tudi hodic nhifng bénh nhin suy nhugc, va do
vily cin phdi chim séc ddc bi¢t khi diéu tri nhitng bénhnhin nay. D€ han ch€ i thi€u nguy co tiém tang cho céc phin iing bt igi
dda day rudt, nén ding liéu hiéu qud thip nhit va trong thdi gian thip nhit c6 thé.

Do khong c6 s&n thong tin lién quan d€n viéc sit dung celecoxib § nhifng bénh nhin bénh thin ning, khong nén ding cho nhitng
bénhnhinnay.

Nén thit thin trong khi diing cho nhitng bénh nhén c6 céc triéu chitng vi/hoiic dfiu hiéu cho thily suy chifc ndng gan, hojic &



nhitng bénh nhin c6 phép thir gan bt thudng.
Th{n trong véi céc bénh nhin c6 tién sif suy tim, ri logn chifc ning thit tréi va c6 y&€utd nguy cd cia bénh tim mach.
Cilng nén sif dung celecoxib thin trong & nhitng bénh nhin phi, cao huy€t 4p, hodc suy tim do xudt hién phi trong mdt s§ bénh

sirwNG & PHY NUMANG THAIL CHO CON BU VA TRE NHO:

Phu nit c6 thai: Celecoxib viin chifa duge nghién citu & phu nit mang thai. Trong cdc nghién cifu & ddng vit, cho ding liéu gp hai
14n liéu tdi da & ngudi, celecoxib cho thiy c6 sy nguy hai 4€n bao thai. Vi vily chi sit dung Celecoxib cho b me mang thai khi dd
cénnhic giita l¢i ich va nguy cd ding thuéc cho bao thai.

Phy niz cho con bii: Viin chita bi€t thufc niy c6 bai ti€t qua sifa me hay khéng. Do nhiéu thudc dugc bi ti€t trong sita ngudi va do
tiém tang cdc phdn tng bit Igi nding & tré bi me do celecoxib, nén khi quy&t dinh ngitng cho tré b hodc ngitng diing thubc cdn
tinh d€n tdm quan trong clia thuc véi ngudi me.

~Sirdung dnhi khoa: D) an10an va tinh hiéu qua  tré dudi 18 woi vin chua duge ddnh gia.

ANHHUGNG TREN KHA NANG LAIXE VA VANHANHMAY MOC:

Khong thiy c6 bdo cho. Thudc c6 thé giy hoa mit, nhitc ddu vi vy nén thdn trong néu dﬁngthud'c uudang 1di xe hodc vin hanh
méy mée.

TUONG TAC THUOC:

Cdc chdt itc ché ACE: Céc bio cdo gdi ¥ ring NSAID c6 th€ lam gidm tdc dung chéng cao huyét 4p ciia cdc chit dc ch€ men
chuyén (ACE).Nén cin nhic tfdng tic ndy d nhitng bénh nhin ding celecoxib déng thdi vdi cdc chit e ch€ ACE.

Furosemid: Céc nghién cttu 1dm sdng 43 chi ra rling cdc thudc NSAID c6 thé lam gidm téc dung thdi trir Na' clia furosemid va
thiazid trong myt s6 bénh nhén. Tdc dung nay 12 do sy éc ch€ tdng hgp prostaglandin & thin.

Aspirin: ding d8ng thdi aspirin vdi celecoxib c6 thé diin d€n ting ty 1¢ loét da day rudt hofic cdc bi€n ching khéc so véi viée sit
dung mdt minh celecoxib. :

Fluconazol: Ding déng th¥i fluconazol liéu 200 mg x 4 lin/ngay di 1Am ting ndng d) trong huy&t tong ciia celecoxib 2 lin. Viée
ting nay 1 do syt tric ch€ chuyén ho4 celecoxib qua P450 2C9 ciia fluconazole. Do d6, nén dua celecoxib & liéu ggi ¥ thdp nhit &
nhifng bénh nhin dang diing fluconazol.

Lithi: ndng @6 huy&ttwong lithi 8n dinh trung binh ting xdp xi 17% & nhifng ngudi diing lithi 450mg x 2 14n mdi ngay véi celecoxib
200 mg x 2 14n m3i ngay so v6i nhitng ngudi ding mdt minh lithi. Nén gidm sit chit ché nhitng bénh nhin dang diéu tri lithi khi
chodiing hodc ngirng diing celecoxib.

- Warfarin: Celecoxibkhong lam thay d6i tic dung chSng déng ciia warfarin dudc xdc dinh bling thdi gian prothrombin. Tuy nhién,
nén thin trong khi diing celecoxib vdi warfarin do nhitng bénh nhin ndy c6 nguy cd cao hon vé céc bi€n ching chiy méu.
TACDYNG KHONG MONG MUON:

Céc phin ing bdt 1gi dugce bdo cdo véi celecoxib bao gdm:

Da day rugt: Dau bung, tiéu chiy, khé tiéu, diy hoi, buénndn,

Toan thdn: Pau lung, phi ngoai vi.

H¢ théng thdn kinh trung womg va ngogi vi: Hoa mét, nhifc ddu.

Tdm thdn: mat ngid.

Hé hdp: viém hong, viém miii, viém xoang, nhié m tring dudng hé hip trén.

Da: Phitban.

QUALIEU:

Nhifng tri¢u chifng sau qu liéu cdp clia cdc thude NSAID thuding gidi han & thiin thdy, ngd ga, budn ndn, ndn, va dau thugng vi,
nhifng triéu ching ndy thudng phuc hdi khi c6 chim s6¢ hd trg. C6 thé xdy ra chdy mdu da day rudt. Cao huyét dp, suy thin cip,
suy hé hiip va hén mé c6 thé xdy ra nhung hi€m. Céc phdn (fng phin vé di dugce bio cdo vai udng cdc thubc NSAID, va c6 thé xdy
ra sau qud liéu. Nén chim s6é¢ cdc bénh nhin bling diéu tri triéu chifng va cdc bién phdp hd trg sau qu4 lidu thuSc NSAID. Khéng
c6 thuBc gidi ddc dic hiéu. Khdng cé sin thdng tin lién quan tdi viéc loai bd celecoxib biing cdch thfm phin méu, nhung dia trén
mifc 46 lién két protein huy&t nrong cao (>97%) thi viéc thim phan chdc chdn khéng c6 ich khi qué lidu. Gay nbn va/hodc ding
than hoat (60 4€n 100 g & ngudilén, | d€n2 g/kg & tré em) va/hodc c6 thé chi dinh thuSc nhudn tring trong nhitng bénh nhin udng
thudc trong vdng 4 gid 6 cdc tridu chiing qué lidu hodc sau udng qué mot lidu 16n. Ding thudce 1gi ti€u, kiém hod nudc tifu, thim

- phin méu ho#ic truyén dich thim phin e6 th€ khdng hitu ich do thudc lién k&t protein cao.

BA O QUAN: Bio quén dudi 30°C, trdnh dnh sdng.
DANG BAO CHE VA QUI CACHDPONG GOI:
Hop 1 vix 10 vién nang cifng.

Hop 10 vix 10 vién nang citng.

TIEU CHUAN CHAT LUGNG: Nha sin xuft
HANDUNG: 36 thing ké tirngay sin xuit.

Co'sdsdn xuétva sd hitu gidy chiing nhdn sin phdm duigc phim:
CADILA HEALTHCARE LTD
Kundaim Industrial Estate, Plot No, 203-213, Kundaim, Goa - 403 115, INDIA., An D§.
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