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Rx Thudc ban theo don

: '-"jE\ICelecoxib 200 mg
'-;-_-'| Vién nang cing

- Hoat chét:
Celecoxib ..'.'__.

- Td dugc. Lactose monohydrat, croscarmellose natri, natri lauryl sulfat, povidon K30, magnesi stearat.

MO TA SAN PHAM:

Vién nang clng, ¢d nang s6 1, mau tréng siia, trén ndp va than déu c6 chil “OPV” miu tring trén bing mau

vang, bén trong nang chia bét thudc mau tring

DUCC LUC HOC:

Celecoxib 12 thudc chong viem khong steroid cé tdc dong chong viém, gidm dau va ha sot trén cac md hinh

thit nghiém & dong vét. Co ché tac dong clia Celecoxib 1a do (ic ché su tong hop prostaglandin, chii y&u do Gc

ché enzym cyclooxygenase-2 (COX-2). G néng do tri litu trén ngudi, Celecoxib khdng Gc ché enzym

cyclooxygenase-1 (COX-1). Trong cac md hinh thyc nghiém gay khoi u & rupt két trén dong vat, celecoxib lam

gidm ty 18 xudt hién va so lugng cac khai u. 3

DUGC DONG HOC: yAY4

Celecoxib dugc hép thu t6t, nong do dinh trong huyét tuong dat dugc sau khodng 2 — 3 gi. Usng véi thic an 7|

(bia &n nhiéu chat béo) 1am chdm hdp thu khodng 1 gid. Thdi gian ban hily cla thudc khodng 8 - 12 gis. |2\

Nong do on dinh trong huyét tuong dat duoc trong vong 5 ngay diéu tri. Khoing 97% Celecoxib lign két voi

protein huy&t tuong.

Celecoxib dugc chuyén hoa chll yéu qua trung gian cytocrom P450 2C9. Céc chat chuyén héa khong cb tac

dong Gc ché COX-1 hodc COX-2.

Celecoxib dudc dao thai chil y&u bdi chuyén héa qua gan véi ty I8 thudc khong bi bign déi dugc tim thay trong

phan va nuéc tiéu 13 dudi 3%. Sau khi udng liéu duy nhat, khodng 57% liéu dung dugc bai ti&t qua phan va

27% dugc bai tigt qua nudc tiéu. Chat chuyén hoa chinh trong nuéc tiéu va phén 12 chdt chuyén héa co goc

acid carboxylic (73% liéu dung).

CHI DINH:
Lam gidm céc ddu hidu va tridu ching cla thodi hoa khép, viém khdp dang thap & ngudi 16n. i
Diéu tri dau c4p, k& ca dau sau phau thudt, nhd rang. Diéu tri théng kinh nguyén phét. ,.:l

CACH DUNG - LIEU DUNG:
Piéu tri thodi héa khép, uéng ngay 1 I&n hodc chia 1am 2 I4n bng nhau. Piéu tri viém khép dang thip, nén
dung liéu chia déu thanh 2 In. Liéu t6i 200 mg/lan x 2 Ian/ngay, c6 thé khong cdn chil y dén biia n; liéu cao
hon ( 400 mg/lan x 2 Ian/ngay) phai udng vao bifa &n dé céi thién hap thu.
— Thodi hoa khop: Liéu théng thutng 6 ngudi I6n 200 mg/lan x 1 lan/ngay hodc 100 mg/lan x 2 lan/ngay.
— Viém khop dang thap & ngudi 16n: Liéu thong thuding & ngudi I6n 100 mg — 200 mg/lan x 2 1an/ngay.
— Pau cdp tinh va théng kinh: Liéu théng thudng & ngudi I6n: 400 mg udng 1 Ian, ti€p theo 200 mg néu cén,
trong ngay ddu. D€ tiép tuc gidm dau, dung liéu 200 mg ngay uéng 2 1an, néu can.
— Ngudi cao tudi: Khong cin diéu chinh lidu.
Suy gan, suy than: Chua dugc nghién cliu va khong khuy&n cdo cho ngudi suy than, suy gan.
CHONG CHi DINH:
- Man cdm v6i cac thanh phan clia thudc.
- Suy tim ndng, suy than ndng, suy gan nang, bénh viém dai trang.
- Di ting vGi cac sulfonamid.
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- Hen suy&n, may day hay di (ng voi aspirin hodc dj (ing v6i cdc thuc khdng viém khong steroid. Nhiing
phan (ng tuong tu nhu s6c phan vé xay ra sau khi st dung céc thudc khéang vigm khong steroid da duoc ghi
nhan & nhiing bénh nhin co tién st cdc bénh néu trén.

LUU Y VA THAN TRONG:

0 bénh nhan diéu tri voi celecoxib dd xay ra bign chiing dudng tiéu hoa trén va dudi (nhu thiing, loét hodc
xuat huyét), s6 trong dé da din dén tli vong. Cin than trong khi diéu tri 6 bénh nhan c6 nguy co tién trién
bign chiing dutng tiéu héa voi NSAID; nguti gia, bénh nhan st dung déng thoi NSAID bat ky hodc acid
acetylsalicylic, glucocorticoid, bénh nhan udng rugu, hodc bénh nhdn co tién sii bénh dubng tiéu hoéa nhu viém
loét va xuat huyét tidu hoa. Co su gia ting hon nifa nhiing nguy co tic dung phu tiéu héa (nhu viém loét dudng
tiéu hoa hodc céc bign ching tiéu hoa khac), khi st dung déng thoi celecoxib v6i acid acetylsalicylic (ngay ca
& lidu thdp). Su khac biét dang ké vé& an todn dubng tidu hoa gilia chat dc ché chon loc COX-2 + acid
acetylsalicylic vai NSAID + acid acetylsalicylic chua dugc chiing minh trong céc thii nghiém 1am sang kéo dai.
N&n tranh sl dung déng thdi celecoxib va thudc khdng viém khang steroid (aspirin).

Tang s6 lugng bién c8 bénh tim mach nghiém trong (CV), chll y&u 1a nhdi mau co tim (MI) 6 bénh nhéan
polyp dang u tuyén riéng |é dudc diéu tri voi celecoxib & ligu 200 mg/2 lan/ngay va 400 mg/2 1an/ngay so voi
gid dugc trong nghign cliu gid dudc cd kiém sodt kéo dai. Nguy co tim mach clia celecoxib c6 thé ting ciing
Vi liu va thoi gian diéu tri, nén sl dung trong thdi gian ngén nhat c6 thé va lidu dung hang ngay thap nhat
c6 hidu qua. Cin danh gia dinh ky sy cin thiét clia b&nh nhan ddi voi viéc gidm tridu ching va dap (ng diéu
tri, ddc biét 6 nhiing bénh nhan bj viém xuong khép. Bénh nhan co y&u t6 nguy co bién cd tim mach (nhu
ting huyét &p, tang lipid huyét, dai thdo dudng, hat thuc) chi nén diéu tri véi celecoxib sau khi xem xét cdn
than. Chat (c ch& chon loc COX-2 khong thay thé cho acid acetylsalicylic d6i véi du phong thuyén tic huyét
khoi tim mach bdi vi chat Gic ché chon loc COX-2 thigu hoat tinh khang tiu cdu. Do dé, lidu phap khang tiéu
cau nén tiép tuc.

Nhu véi cac thudc Gc ché tong hop prostaglandin, & bénh nhan dung celecoxib da thdy gili nudc va phi. Vi
vay, celecoxib n&n dugc sii dung thin trong & nhiing bénh nhén co tién st suy tim, rdi loan chiic ndng that
trai hodc tang huyét dp, va 6 nhiing bénh nhan phi trudc dd do bat ky nguyén nhan nio, co thé dan dén suy
giam chic ndng thin va gilt nudc do Gc ché prostaglandin. N&n than trong & bénh nhan dang diéu tri thudc loi
tiéu hodc ¢ nguy co bi gidm thé tich tudn hoan.

Nhu tdt c& NSAID, celecoxib cé thé din dén khdi phéat ting huyét 4p méi hodc xdu di tinh trang ting huy&t
ap, mot trong s6 do cd thé gop phan vao viéc ting ty 1€ mic cac bénh tim mach. Vi vay, huyét 4p nén dugc
theo dGi chat ché trong quéd trinh bat dau diéu tri vi celecoxib va trong subt qua trinh diéu tri.

Ton thuong chiic nang thdn hay gan va dic biét 1a rdi loan chiic ndng tim c6 nhiéu kha ning & ngudi gia. do
d6 nén duy tri gidm sét y t€ phl hop. Cac NSAID, bao gdm celecoxib, cd thé gay ddc tinh than. Thii nghiém
ldm sang vai celecoxib dd cho thdy anh hudng than tuong tu nhu véi NSAID. Bénh nhan ¢ nguy co I6n nhat
doi véi doc tinh trén than [a nhiing ngudi co chic ndng than suy giam, suy tim, réi loan chiic ning gan, dang
dung thuc loi tiéu, thudc Gc ché enzym chuyén, thusc doi khang thu thé angiotensin I, ngudi gia. Nhiing bénh
nh&n nay né&n dugc theo ddi cdn than trong khi didu tri voi celecoxib. DA cé béo cdo mdt sb trutng hop phan
{ing gan nghiém trong, bao goém ca viém gan t0i cdp (mdt s8 trudng hop tli vong), hoai tli gan va suy gan
(mGt sb trutng hop tif vong hodc phéi ghép gan), di véi celecoxib. Trong s6 céc trudng hop duoc bao cdo tai
thoi diém khoi phat, hdu hét cac tac dung phu nghiém trong & gan tién trién trong vong mot thang sau khi
bdt ddu diéu tri vGi celecoxib. Trong qué trinh diéu tri, néu bénh nhan suy gidm chiic ning clia co quan bét ky
nhu m t& G trén, cin thuc hién céc bién phap phl hop va ngung diéu tri celecoxib nén dugc xem xét.

-



https://trungtamthuoc.com/

Celecoxib tic ché CYP2D6. Mac du nd khéng phai 1a chat dc ché manh enzym nay, gidm liéu dung c6 thé cin

thigt ddi voi thusc dugc chinh liéu theo tling ngudi bénh, dudc chuyén hoéa bai CYP2D6.

Nén diu trj than trong & bénh nhan dugc bit 1 chuyén héa kém bdi CYP2CS.

Da co béao cdo rat hiém phan Ung da nghiém trong, mot s trutng hop ti vong, bao gbm viém da troc vay,

hoi chiing Stevens-Johnson, hoai tif bigu bi nhiém doc c6 lién quan véi viéc sii dung celecoxib. Bénh nhan cé

vé cG nguy cd cao nhat doi véi nhiing phdn Ging sém nay trong qua trinh diéu tri: Khoi phat cla phan Gng xay

ra trong da s6 trubng hop trong thédng ddu tién diéu tri. Cac phan (ng qud man ndng (bao gdm phan (ing

phan v8, phl mach va phéat ban véi tdng bach cdu ua eosin va triéu ching toan than, hay hoi ching qua

man), da duoc béo céo 6 nhiing b&nh nhan dung celecoxib. B&nh nhan co tién sii di ing sulphonamid hoic di

(ing thudc bat ky co thé co nguy co cao phan (ing da nghiém trong hodc phan Gng qud min. Nén ngung

celecoxib khi Ian ddu xudt hién phat ban da, ton thuong niém mac, hodc bat ky dau hidu khac clia qua mén.

Celecoxib c6 thé che 1&p s6t va céc dau hiéu khac clia viem.

Da cb bao cdo bign cb xuat huy&t nghiém trong, mot sd truding hop ti vong & bénh nhan diéu tri déng thoi voi

warfarin. Ba c6 bdo céo ting thai gian prothrombin (INR) khi digu tri ddng thoi. Vi vdy, diéu ndy cin duoc

theo d6i chat ché 6 bénh nhin dang dung thufc chéng déng warfarin /chéng dong loai coumarin dudng udng. 305"
ddc bigt 12 khi bit ddu diéu tri v6i celecoxib hodc thay déi liéu celecoxib. Si dung ddng thdi cic chat chéng - o
ddng v6i céc NSAID cé thé 1am ting nguy co xudt huyét. Can than trong khi phoi hop celecoxib véi warfarin
hodc cdc thudc chéng déng dubng ubng khéc, bao gom cé thubc chdng déng mau mai (vi du nhu apixaban, © ¥
dabigatran, va rivaroxaban). 5
Cefalox 200 chiia lactose. Khdng nén ding thudc nay & bénh nhin c6 van dé v& di truyén hi€m gdp khéng *“’f
dung nap galactose, thigu Lapp lactase hodc kém hip thu glucose-galactose. .
Poi v6i phy nif co thai: Celecoxib chua dugc nghién ciu ddy dl trén phu nif ¢6 thai. Chi nén ding celecoxib &

phu nif cé thai khi lgi ich vugt qué nguy co tiém &n d6i v6i thai nhi. Khong dung celecoxib & 3 thang cudi clia

thai ky, vi cdc chat (ic ché tong hop prostaglandin c6 thé co tac dung xau trén hé tim mach clia thai.

Dadi véi ba me cho con bii: Chua bit celecoxib bai i€t qua siia me hay khong, nén ngung cho con bd hodc -
ngung dung thudc vi khd ning nguy hiém trén tré ba me. \
Téc dong cha thudc khi 14i xe va van hanh may mde: Thudc co thé gdy chong mat, nhiic ddu. Cin than

trong khi lai xe hay van hanh may méc. y
TAC DUNG KHONG MONG MUGN: - Ly
Thudng gdp, ADR > 1/100: "
Tiéu hoa: Dau bung, tiéu chay, kho tiéu, day hai, bubn non.

Ho hdp: Viém hong, viém mii, viém xoang, nhiém khudn dudng ho hip trén.

Hé than kinh trung uong: M&t ngl, chéng mat, nhiic dau.

Da: Ban.

Hiém gép, ADR < 1/1000:

Tim mach: Ngét, suy tim sung huy&t, rung that, ngh&n mach phéi, tai bign mach méu ndo, hoai thu ngoai

bién, viem tinh mach huy&t khdi, viém mach.

Tigu hoa: Tac rudt, thiing rudt, chay méau dubng tidu hoa, viém dai trang chay mau, thiing thuc quan, viém tuy.

Gan mat: Bénh sdi mat, viem gan, vang da, suy gan.

Huy&t hoc: Giam lugng tiéu cAu, mat bach cdu hat, thifu méau khdng téi tao, giam toan thé huyét cdu, giam

bach ciu.

Chuyén héa: Giam glucose huyét.

Hé than kinh trung uong: Mat diéu hoa, hoang tudng tu sat.

Théan: Suy than cép, viém than ka. 274

Da: Ban do da dang, viém da troc, hdi chiing Stevens-Johnson.
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Chung: Nhigm khudn, chét dot ngdt, phan (ng kiéu phan vé, phu mach.
Théng bao cho béc si nhifng tac dung khéng mong muén gdp phai khi st dung thudc.

. TUGNG TAC THUOC:
Celecoxib 1am giam tac dung ha huy8t ap cla cac thudc Gc ché men chuyén.
Nén dung thudc Celecoxib véi litu thdp nhat & bénh nhin dang ding fluconazol.
Celecoxib dugc chuyén hda chli yéu qua trung gian cytochrom P450 isoenzym CYP2C9. Dung chung véi nhiing
thuéc ma Gc ché hodc dugc chuyén hoa bdi isoenzym ndy cé thé thay déi ndng do cla celecoxib trong huyét
tuong.
Celecoxib 1& chat (ic ché isoenzym CYP2D6, vi vay tic dong I&n nhiing thubc dugc chuyén héa bdi enzym nay.
Lam gidm tdc dung ting bai tigt natri niéu clia thudc Ioi tiéu furosemid va thiazid.
Dung déng thoi véi aspirin c6 thé dan dén tang ty I8 loét dudng tiéu héa hodc cac bién ching khac.
Lam giam su thanh thai qua than cla lithi, ddn dén ting ndng d lithi trong huy&t tuong.
Céc bién ching chdy méu k&t hop véi ting thdi gian prothrombin da xdy ra & mgt s6 ngudi bénh (chd yéu
ngudi cao tudi) khi ding celecoxib ddng thoi véi warfarin.
Ciclosporin va tacrolimus: Dung déng thoi thusc NSAID va ciclosporin hodc tacrolimus ¢ thé 1am ting tic
dung gdy doc cho thin clia ciclosporin hodc tacrolimus. Theo ddi chiic nZng than khi diung k&t hop celecoxib
vai bat ky cac loai thudc nay.
NSAID: Nén trénh sii dung dong thoi celecoxib va thubc khang viém khong steroid.
QUA LIEU VA XU TRi;
Triéu ching: Ngl lim, ngli 16 mo, budbn nén, nbn, va dau viing thugng vi. Cling xay ra nhung hiém: chay mau

dudng tiéu hoa, tang huy&t ap, suy than cap, Gc ch& hd hdp, hon mé va cac phan (ng phan vé. AV
XU tri- Digu tri trigu ching va diéu tri hd trg. C6 thé gay ndn hoic dung than hoat tinh (60 — 100 g cho ngﬂ@’ﬂ
I6n, hodc 1 dén 2 g/kg cho tré em). 124
TRINH BAY: S

Hop 1 vi x 4 vién nang cing.

Hop 4 vi x 7 vién nang ciing.

Hbép 1 chai 100 vién nang clng.

BAO QUAN: Bao quan & nhiét do dudi 30°C, nai kho réo, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngay san xudt. Khong ding thudc khi qua han sit dung.
NGAY XET LAl TG HUGNG DAN SU DUNG:...

DE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH ¢
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.
Nha san xudt:
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