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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Vién nang citrng USARCOXIB
THUOC BAN THEO PON
DQOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SY HOAC DUQC SY

NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
1. Cong thire: Mdi vién nang cing chira:

CRICOXID . oo ivrmsarssmsnmsasonssrasssmonsesmsmssssssssmsssnssssssasinsniasissssivss SO0 M ”‘/b

T4 dugc: Lactose monohydrate, Tinh bdt sin, Natri croscarmellose, Povidon K30, Magnesi
stearat, Colloidal silicon dioxid, Nang rdng s6 1 (Tréng — tring).

2. M6 ti sin phim:

Vién nang ciing s6 1, thdn mau tring, ndp mau tring, bén trong chira bt thuéc mau tring, khong
mui.

3. Quy cach dong goi:

Hop 03 vi x 10 vién nang clg kém t& hudéng dan sir dung thudc.

4. Thube ding cho b¢nh gi?

Diu trj triéu ching thodi hoa khép, viém khop dang thip va viém cot séng dinh khép & ngudi
16m.

5. Nén dung thude nay nhw thé nao va liéu lwgng?

Liéu diing

Céc nguy co véi tim mach cua celecoxib c6 thé ting theo liéu va thoi gian diing thudc, nén ding
lidu thap nhét trong thoi gian ngén nhét ¢6 higu qua. Tuy theo nhu ciu va déap g didu trj cua
bénh nhan, can duoc dénh gi lai theo dinh ky, dic biét 1a & nhitng bénh nhén bi viém xuong
khop.

Thodi héa khép: Lidu khuyén cdo hang ngay théng thudng 12 200 mg/ 1an/ ngay hodc 100 mg x 2
1an/ ngay. O mot sb bénh nhan khong thuyén giam triéu chimg, ¢6 thé ting lidu 200 mg x 2 lan/
ngdy dé ting hiéu qua diéu tri. Trong truong hop tinh trang bénh khong duoc cai thién sau khi tri
li¢u trong 2 tudn, can xem xét lua chon liéu phap diéu tri khac.

Viém khop dang thap ¢ nguoi 1om: Liéu khuyén céo thong thudng la 100 — 200 mg x 2 lan/ ngay,
liéu diing cao hon 400 mg x 2 1an/ ngay khong c6 tac dung tt hon liéu 100 — 200 mg x 2 1an/
ngay.

Viém cét song dinh khép: Lidu khuyén céo hang ngay thong thuong 1a 200 mg/ lan/ ngay hoic
100 mg x 2 1an/ ngay. O mot sé bénh nhan khong thuyén giam tridu chimg, ¢6 thé tang liéu 400
mg/ lan/ ngay hodc 200 mg x 2 lan/ ngay dé ting hiéu qua diéu tri. Trong trudng hop tinh trang



https://trungtamthuoc.com/

bénh khong duogc cai thign sau khi trj li¢u trong 2 tudn, can xem xét lya chon lidu phép diéu tri
khac.

Liéu diéu trj t6i da hang ngay 12 400 mg cho tit ca céc chi dinh trén. "

Nhom bénh nhén dic biét: M

Bénh nhan cao tudi (> 65 tuéi): Liéu khuyén céo ban dau 1a 200 mg/ 1an/ ngay. Néu cin thiét, ¢6
thé ting 1én dén 200 mg x 2 14n/ ngdy. Cin dic biét than trong & bénh nhan cao tudi cé trong
lugng co thé dudi 50 kg.

Tré em: Celecoxib khong duoc chi dinh ddi véi tré em.

Bénh nhdn chuyén héa CYP2C9 kém: Bénh nhan da biét hodc nghi ngdy ¢6 chuyén héa CYP2C9
kém dua trén tién sir kinh nghiém véi cac co chat khac cia CYP2C9 nén than trong khi dung
celecoxib vi nguy co téc dung phu phu thudc vao liéu ting 18n. Nén xem xét viée bit dau véi mot
nira lidu khuyén cdo.

Bénh nhan suy gan: Dung celecoxib theo liéu bing mot nira liéu khuyén céo cho céc bénh nhan
suy gan vira c¢6 ndng do albumin trong huyét trong tir 25 — 35 g/I. Chua ¢6 cac nghién ctru trén
bénh nhan suy gan ning.

Bénh nhan suy than: Can than trong khi diéu trj celecoxib ddi véi cac bénh nhén suy thén nhe
hodc vira.

Cdch diing:

Celecoxib ¢6 thé duogc ding ciing véi thirc n hodc 1a khong. Vi bénh nhan khé nudt vién nang,
¢6 thé cho lugng thube trong vién vao sinh t tdo, chéo, sita chua hodc chudi nghién nat dé uéng
cung. Khi d6, phai cho toan bd lugng thudc vao khoang mét thia nhd nude sinh th tao, chao, sira
chua hodc chudi nghién nat & nhiét do phong va phai uéng ngay véi nude. Lugng thude da tron
véi nude sinh td tdo, chdo hodc sita chua 6n dinh trong khoang 6 gid khi bao quan trong ti lanh
(2°C-8°C). Khdng dugc bao quan trong ti lanh lwong thude da tron véi chudi nghién nat va phai
udng ngay.

6. Khi nao khong nén dung thudc nay?

Bénh nhan c6 tién sir qua man véi celecoxib hodc bat ky thanh phan nao cia thuée.

Bénh nhén ¢6 tién sir qua man véi sulfonamid.

Bénh nhan loét da day — té trang, xuét huyét tiéu héa.

Céc bénh nhan c6 tién st hen, mé day hodc c6 cac phan (mg kiéu di Ung sau khi dung
acetylsalicylic acid (ASA [aspirin]) hodc céac thu6c chdng viém khong steroid khac (cdc NSAID),
bao gdm cac thudc (e ché dic hiéu cyclooxygenase-2 (COX-2) khéc.

Phu nit mang thai hodc dang cho con bu.

Bénh nhén rdi loan chirc nang gan (ndng do albumin huyét thanh <25 g/ | hogc chi sé Child-Pugh
>10)

Bénh nhén c6 dd thanh thai creatinin <30 ml/ phat

Bénh nhan viém dudng rudt.
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Bénh nhén suy tim sung huyét

Bénh nhan dang mic bénh tim thidu mau cuc bg, bénh dong mach ngoai bién.

7. Tac dung khong mong mudn khi sit dung thube?

Nguy co huyét khdi tim mach (xem thém muc 13. Nhitng diéu than trong khi str dung thude nay)
Rat thuong gap, ADR > 1/10

R&i loan mach méu: Tang huyét 4p (bao gdm cao huyét p nang hon). M
Thuong gap, 1/100 < ADR < 1/10,

Nhiém tring: Viém xoang, nhiém triing dudng ho hép trén, viém hong, nhidm tring duong tiét
ni¢u.

R6i loan hé théng mién dich: Qué mén.

R6i loan tam than: Mét ngu.

R&i loan hé thén kinh: Chéng mit, ting truong luc, nhirc dau.

Réi loan tim: Nhdi mau co tim

Réi loan hd hdp, 16ng nguc va trung thit: Viém mili, ho, khé thé

Réi loan tiéu héa: Budn non, dau bung, tiéu chay, kho tiéu, ddy hoi, non, khé nudt

Da va cdc rdi loan md dudi da: Phat ban, nglra

Co xwong khép va rdi loan mé lién két: Dau khép

R&i loan toan than va tai chd: Phu ngoai bién, phi mt, bénh gidng cam.

Khéng thuong gap, 1/1000 < ADR < 1/100,

Mau va rdi loan hé bach huyét: Bénh thiéu mau

R&i loan chuyén héa va dinh dudng: Tang kali méu.

R&i loan tdm than: Lo 4u, trAm cam, mét moi

R&i loan hé than kinh: Nhoi mau ndo, di cam, budn ngu

R&i loan méit: Tam nhin mo, viém két mac

R&i loan tai va tai trong: U tai, tang thinh luc.

R&i loan tim: Suy tim, danh trong nguc, nhip tim nhanh

R&i loan hd hip, 16ng nguc va trung that: Co théit phé quan

R&i loan tiéu héa: Tdo bon, viém da day, viém miéng, Xudt huyét tiéu hoa, ¢ hoi

R&i loan gan — mat: Chirc nang gan bét thuong, ting men gan (ké ca tang SGOT va SGPT)
Da va céc rdi loan md dudi da: Mé day, bam mau

Co xuong khép va rdi loan mo lién két: Co thét co (chudt rat ¢ chan)

R&i loan than va hé tiét nidu: Ting creatinin huyét, tang uré huyét.

R6i loan toan than: Phi mit, dau nguc

Hiém, 10000 < ADR < 1/1000,
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Mau va réi loan hé bach huyét: Giam bach cdu, giam tidu ciu

R&i loan tAm than: Trang théi lu 13n, 4o gide

R&i loan hé than kinh: M4t diéu hoa vén dong, loan vj gidc

R&i loan mit: Xuat huyét mét

R&i loan tim: Chirng loan nhip tim

R6i loan mach méu: Téc phdi, do birng mit M

R&i loan hé hip, 16ng nguc va trung that: Viém phdi

Roi loan tiéu héa: Xuat huyét da day - rudt, loét ta trang, loét da day, loét thue quan, loét rudt,
thang rudt; viém thuc quan, phéan den, viém tuy, viém dai trang.

R6i loan gan — mat: Viém gan siéu vi

Da va céc rbi loan mé dudi da: Phit mach, rung toc

R&i loan than va hé tiét niéu: Suy than cép tinh, giam natri huyét.

R&i loan sinh san va tuyén va: Réi loan kinh nguyét

Rdt hiém gdp, ADR <1/10,000

Mau va rdi loan hé bach huyét: Giam toan thé huyét cau

R&i loan hé thong mién dich: S6¢ phan vé

R&i loan hé than kinh: Xuét huyét ndi so (bao gdm xudt huyét ndi so gy tir vong), viém mang
ndo vo tring, dong kinh (bao gom ca dong kinh nang), mat vi giac, giam khiru giac.

R&i loan mét: Thc dong mach vdng mac, tinh mach tic vong mac

R&i loan mach mau: Viém mach

R&i loan gan — mat: suy gan (d6i khi gy tir vong hodc yéu cdu ghép gan), viém gan kich phit
(mbt s6 ¢6 tir vong), hoai tir gan, (r mat, viém gan & mét, vang da

Da va cac rdi loan md dudi da: Hoi chiig Stevens-Johnson, hong ban da dang, hoai tir biéu bi
nhiém ddc, phan tng do thudc kém theo ting bach cdu wa eosin va céc tridu chimg toan than
(DRESS hodc hdi chimg qua mén), ngoai ban mun mi toan than cép tinh (AGEP), viém da tréc
vay.

Co xuwong khép va rdi loan mo lién két: Viém co

R&i loan than va hé tiét niéu: Viém than k&, hoi ching than hu, viém ciu than tén thuong

Chuca ré tdn sudt xuat hién.

R&i loan sinh san va tuyén vi: V6 sinh & ni.

Théng bdo cho bdc sy hodc dwgc sy nhitmg tac dung khong mong muon gdp phai khi st dung
thuoc

8. Nén tranh ding chung v6i nhirng thude hodc thue phim gi?

Thuée chong dong mau: Viée sir dung ddng thoi cac NSAIDs véi thude chbng dong mdu dudng
ubng 1am ting nguy co xuét huyét va cin dugc sir dung than trong. Céc thude chong dong mau
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dudng udng bao gdm cac thude dang warfarin/coumarin va céc thudc chéng dong mau dudng
udng thé hé méi (vi du: apixaban, dabigatran va rivaroxaban). D3 ¢6 béo céo vé trudng hop chay
mdu nghiém trong trén cac bénh nhan dang dung dong thoi véi warfarin hodc cac chét tuong tu,
trong d6 c¢6 mot s6 trudng hop gly tir vong. Do di c6 bdo céo vé tang thoi gian prothrombin

(INR), téc dung chong dong/INR cén dugce theo ddi & nhitng bénh nhan ding thuéc chéng dong

dang warfarin/coumarin hogc chinh lidu sau khi bat dau diéu tri bing celecoxib.

Thuée chong tang huyét dp: NSAIDs ¢6 thé 1am giam hiéu qua cta céc thude chong ting huy
ap bao gdm cdc thude (re ché men chuyén angiotensin (ACEI), thudc déi khéng angiotensin II
(con dugc goi la thudc chen thu thé angiotensin, ARB), cac thudc loi tiéu va céc thude chen beta.
Déi v6i NSAIDs, nguy co suy than cdp tinh (ma thuong 1a hdi phuc), c6 thé ting 1én & mot sb
bénh nhén c6 chirc ndng thén bj ton thuong (nhu bénh nhén bj mit nu6e, bénh nhan ding thude
loi tidu, hodic bénh nhén cao tudi), khi diing dong thoi véi thude e ché ACE, thudce ddi khang
thy thé angiotensin 11, thude loi tiéu duogc két hgp voi NSAIDs, bao gdm celecoxib. Do dé, khi
str dung két hop ndy can than trong, dic biét 13 & bénh nhén cao tudi. Bénh nhén cin duoc ubng
nude ddy di va nén can nhic theo ddi chirc ning than sau khi sir dung dong thoi 2 thude va tién
hanh kiém tra dinh ky.

Ciclosporin va tacrolimus: Dung dong thoi cac thude NSAIDs va ciclosporin hodc tacrolimus ¢6
thé 1am tiang tac dung giy doc trén than cua ciclosporin hodc tacrolimus. Chirc ning than nén
dugc theo ddi khi str dung két hop celecoxib véi cac loai thude nay.

Acid acetylsalicylic: Celecoxib c6 thé dugc sir dung véi acid acetylsalicylic & liéu thdp nhung
khong phai 1a mot thay thé cho acid acetylsalicylic dé du phong bénh 1y tim mach. Trong cac
nghién ctru, nhu véi cdc NSAIDs khéc, sir dung két hop celecoxib véi acid acetylsalicylic & lidu
thap c6 thé lam tang nguy co viém loét dudng tiéu hoa hodc céc bién chimg tiéu hoa khac so voi
str dung don tri liéu celecoxib.

Twong tic vé dwoc dong hoc:

Anh hwéng ciia celecoxib dén cdc thubce khdc:

Thude tre ché CYP2DG6: Celecoxib 1a mot thude (e ché CYP2D6. Nong do trong huyét tuong cia
céc thube dugc chuyén hoa boi CYP2D6 ¢ thé duoe ting lén khi sir dung dong thoi voi
celecoxib. Cac thubc duoc chuyén héa bdi CYP2D6 1a thude chéng trdm cam (tricyclics va
SSRIs), thudc an than, thudc chdng loan nhip tim...can giam liéu luong cuia cac thude 1a co chét
cia CYP2DG6 khi bit ddu didu tri bing celecoxib hodic tang liéu khi ngung diéu tri bing
celecoxib.

Str dung ddng thoi celecoxib 200 mg x 2 lan/ ngay din dén viéc tang lan luot 2,6 I4n va 1,5 lan
ndng do dextromethorphan va metoprolol trong huyét twong (co chét cia CYP2D6). Viéc ting
lén nay la do su trc ché cuia celecoxib 1én sy chuyén héa co chét cia CYP2D6 qua CYP2D6.

Thudc tre ché CYP2C19: Nghién clu invitro di cho thidy mot sé kha ning celecoxib trc ché
CYP2C19. Y nghia ldm sang trong ong nghiém invitro khéng rd. Cac thuoe chuyén héa
CYP2C19 la diazepam, citalopram va imipramine.

.
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Methotrexat: Khong quan sat thay tuong tac dugc dong hoc va lam sang quan trong ndo trong
nghién clru ldm sang giita celecoxib va methotrexat. Tuy nhién, can theo ddi day du doc tinh
methotrexat khi két hop celecoxib va methotrexat.

Lithium: O ngudi khde manh, khi st dung ddng thoi lidu celecoxib 200 mg x 2 1an/ ngay véi lidu
lithium 450 mg x 2 1an/ ngdy dan dén ting trung binh 16% Cmax va 18% AUC cua lithium. Do
d6, cac bénh nhan cén dugc theo ddi chit ché khi sir dung dong thoi celecoxib va lithium.

Cdc thudc tranh thai dwong uong: Trong mot nghién clru tuong tac, celecoxib khong c¢6 tac dong
rd rang trén lam sang véi duge dong hoc cua thude tranh thai dudng ubng loai két hop (Img
norethindron/0,035mg ethinyl estradiol)

Glibenclamide/ tolbutamide: Celecoxib khong anh huéng dén duge dong hoc cua tolbutamide
(chit nén CYP2C9), hoic glibenclamide.

Anh hwéng ciia cdc thude khdc dén dwoc dpng hoc cuia celecoxib:

Bénh nhdn chuyén héa CYP2C9 kém: O céc ¢4 nhan ¢ chuyén héa CYP2C9 kém va da duoc
chimg minh ting nguy co tic dung phu véi celecoxib. Khi diéu tri dong thoi véi cac thude trc ché
CYP2C9 nhu fluconazol c6 thé gia ting hon nita nguy co nay. Vi vdy nhirng phdi hop nay nén
trénh & nhitng bénh nhén c6 chuyén héa CYP2C9.

Thuée tkc ché va gdy cam img CYP2C9: Celecoxib duoc chuyén hoa chi yéu bai CYP2C9, nén
celecoxib dugc sir dung véi liéu bing mét nira liéu khuyén cdo & bénh nhan dang dung
fluconazol, chit trc ché CYP2C9. Ding dong thoi fluconazol liéu 200mg, 1 1dn/ngdy lam ting
60% Cmax 60% va 130% AUC cua celecoxib. Str dung celecoxib dong thoi véi cac chat cam
mg CYP2C9 nhu rifampicin, carbamazepin va barbiturat c¢6 thé din dén viéc giam ndng do
celecoxib trong huyét twong.

Ketoconazole va cdc thuée khang acid: Ketoconazole hodic céc thude khang acid khong anh
hudng dén dugc dong hoc cua celecoxib.

Tré em: Nghién clru twong tac thude chi dugce thuc hién trén ngudi 16n.

9. Cin lam gi khi mdt 1in quén khong ding thude?

Uéng ngay 1 liéu khi ban nhé ra minh da quén ubng thudc. Nhung néu thoi gian nhé ra gin liéu
ké tiép thi bo lidu dd quén va udng nhu theo thoi gian quy dinh. Khong duge udng gip doi lidu
trong trudng hop quén dung thude.

10. Cén bdo quén thube nay nhw thé nao?

Béo quan noi khé thoang, trdnh 4nh sang, nhiét do dugi 30°C

11. DAu hiéu (triéu chirng) khi ding qua li¢u?

Qué liéu cac thude chdng viém non-steroid c6 thé gdy ngu lim, ngi lo mo, budn ndn, non va dau
thuong vi; cdc ddu hiéu ndy thudng phuc hdi voi viée diéu tri nang d&. Ciling xay ra chay méau
dudng tiéu héa. Cac biéu hién xay ra hiém hon 1 tang huyét 4p, suy thén cép, trc ché ho hap va
hon mé. Céc phan tng kiéu phan vé da duoc thong béo véi lidu didu tri cua céc thude chong
viém non-steroid va c6 thé xay ra khi qua liéu.
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12. Cén phai lam gi khi dung thubc qu4 lidu khuyén cio?

Piéu trj qua liu thudc chdng viém non-steroid bao gdm diéu tri triéu chirng va nang do; khong
c6 thude giai doc dic hiéu déi voi thude chdng viém non-steroid. Trong 4 gid diu sau dung qua
lidu, li¢u phap gdy ndn v&/ hodc cho than hoat (60 — 100 g cho nguoi l6n, hodc 1 -2 g/ kg cho tré
em) v&/ hoic mot thude tdy thim thdu c6 thé c6 ich dbi voi nhiing ngudi bénh di c¢6 biéu hién
bénh ly hodc dd uéng mot lugng thude qué 16n. Khong biét celecoxib ¢é duge loai bd bing thim
tach méau hay khong, nhitng thudc gin vao protein véi ty 1€ cao goi y sir dung cac bién phap bai
nigu cudng birc, kiém héa nude tiéu, thim tach mau c thé khong hidu qua loai bo luong 16n
celecoxib khdi co thé.

13. Nhirng diéu thin trong khi sir du ng thube nay?

Tdc dong lén duong tiéu héa: Thung dudng tiéu héa trén va dudi, loét hodc chay mau c6 thé dan
dén tir vong d xay ra véi céc bénh nhan dung celecoxib. Nhitng bénh nhan c6 nguy co cao nhét
bi nhing bién chimg dudng tiéu héa loai nay khi diing céc thuéc NSAIDs bao gdm: ngudi cao
tudi, bénh nhén bi cac bénh tim mach, bénh nhén dang dung aspirin, cic glucocorticoid hoic cac
NSAIDs khéc, bénh nhan ding thirc udng c6 cdn hodc bénh nhan c¢6 tién sir hodic dang bj céc
bénh dudng tiéu héa tién trién nhu loét, cac tinh trang chdy mau hodc viém dudng tiéu hoa.
Nguy co gia ting cao cac tac dung phu trén dudng tiéu hoa (loét tiéu héa hodc bién chimg tiéu
héa khac) khi sir dung dong thai celecoxib vai acid acetylsalicylic (ngay ca & lidu thép).

Str dung dong thoi véi cdc thuéc NSAIDs: Can tranh ding ddng thoi celecoxib véi mot thude
NSAIDs khong phai aspirin.

Tdac déng lén tim mach: Celecoxib c¢6 thé gy ting nguy co céc tic dung phu trén tim mach
nghiém trong, chi yéu 13 nhdi mau co tim, di dugc bdo cdo trong mdt nghién ctru didu tri
celecoxib & lidu 200 mg x 2 14n/ ngdy va 400 mg x 2 1an/ ngay so v6i miu placebo.

Céc nguy co tim mach c6 thé tiang theo lidu diing, thoi gian dung va céc yéu té nguy co tim mach
& bénh nhan. P& giam thiéu nguy co c¢6 thé xay ra tac dung khong mong mudn trén tim mach &
bénh nhén diéu trj v6i celecoxib, nén dung lidu thip nhét c6 hidu qua trong thoi gian ngin nhat
¢6 thé. Nhu cdu va dép tmg diéu trj tridu chimg ciia bénh nhan cin duoc danh gi lai theo dinh
ky, dac biét 1a & nhitng bénh nhan bi viém xwong khép.

Bénh nhan c6 yéu td nguy co tai bién tim mach (ting huyét 4p, mau nhiém md, déi thio duong,
hit thude 14) can than trong khi bat dau diéu tri véi celecoxib.

Celecoxib khdng phai 1a mgt chat thay thé cho acid acetylsalicylic trong du phong céc bénh téc
nghén huyét khdi tim mach do thiéu tac dong trén chirc ning tiéu cdu. Bdi vi celecoxib khong trc
ché sur két tap tidu cdu, khong nén ngirng cc tri liéu khang tiéu cu.

Nguy co huyét khéi tim mach: Céc thube chéng viém khong steroid (NSAIDs), khong phai
aspirin, dung duong toan than, ¢ thé 1am ting nguy co xuét hién bién cb huyét khdi tim mach,
bao gdm ca nhdi mau co tim va dot quy, c6 thé din dén tir vong. Nguy co nay ¢6 thé xudt hign
sém trong vai tudn dau dung thubc va co thé ting 1én theo thdi gian dung thude. Nguy co huyét
khéi tim mach dugc ghi nhan chi yéu & liéu cao.
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Béc sT can dénh gié dinh ky sy xudt hién cta céc bién ¢d tim mach, ngay ca khi bénh nhan khong
¢6 triéu chimg tim mach trude d6. Bénh nhan can dugce canh béo vé cac triéu ching ctia bién cb
tim mach quan trong va cin tham kham béc sT ngay khi xuét hién cac triéu chirng nay.

Dé giam thiéu nguy co xut hién bién cb bét loi can sir dung USARCOXIB ¢ liéu hang ngay
thap nhat ¢ hiéu qua trong thdi gian ngéin nhat ¢6 thé.

U dich va phii: Ciing giéng nhu céc thude 6 tac dung trc ché tdng hop prostaglandin, phti né va
&r dich da gap trén mot sé bénh nhan dung celecoxib. Do d6, cdn theo ddi chit ché bénh nhén bi
suy tim sung huyét, r6i loan chirc ning thét tréi, cao huyét ap hodc bénh nhén bi phil né vi bt ky
ly do nao tir trude. Nén dung celecoxib thén trong cho cdc bénh nhan da bi ton thuong chirc ning
tim, phd hodc céc tinh trang c¢6 kha niing trd nén trim trong hon do @ dich va phu bao gém
nhimg ngudi dung thude loi tiéu, hodc ¢6 nguy co giam thé tich mau.

Cao huyét dp: Ciing nhu tit ca cac NSAIDs, celecoxib ¢6 thé 1am khoi phat con cao huyét ap
hozc 1am tinh trang cao huyét ap vén c6 ning thém, ca hai yéu td nay déu c6 thé lam tang bién cb
tim mach. Nén than trong khi ding cdc NSAIDs, ké ca celecoxib trén bénh nhan cao huyét ap.
Cén theo ddi huyét 4p chat ch& khi bét dau diéu tri véi celecoxib cling nhu trong sudt thoi gian
diéu tri.

Tdc dong trén gan va thdn: Ton thuong chirc niang than hodc chirc ning gan va dic biét 1a rbi
loan chirc niing tim ¢ nguy co xuét hién cao & bénh nhan cao tudi. Do d6 cin giam sét khi bit
dau diéu tri celecoxib & nhitng bénh nhén nay.

Céc NSAIDs bao gdbm celecoxib c¢6 thé gdy doc cho than. Céc thir nghiém lam sang véi
celecoxib da chi ra cac tdc dong tuong tu nhu véi cdc NSAIDs khéc dugce so sanh. Bénh nhén ¢6
nguy co nhiém ddc than cao nhit 12 ngudi suy chirc ning than, suy tim, suy chirc ning gan, dang
dung ddng thoi véi thude lgi tidu, thude (e ché ACE, thude dbi khang thy thé angiotensin 11 va
bénh nhén cao tudi. Cin theo ddi cdn thin nhimg bénh nhan nay khi diéu tri bing celecoxib.

Mot sb truomg hop tac dong trén gan nghiém trong, bao gdbm ca viém gan kich phat (mot sb
trudng hop gdy tir vong), hoai tir gan va suy gan (mot s6 trudng hop gdy tir vong hodc can phai
ghép gan), dd dugc béo céo khi diéu tri vi celecoxib. Trong cac bao cdo theo ddi thoi gian diéu
tri, hdu hét céc tac dong gan nghiém trong déu xuét hién trong vong 1 thang sau khi bét dau diéu
tri celecoxib.

Néu trong qué trinh didu tri, cac chirc nang hé théng co quan ctia bénh nhan tré nén xdu di, can
ngung diéu tri celecoxib va thay thé bing liéu phap diéu tri khéc thich hop hon.

Diing dong thoi véi cde thudc ike ché CYP2D6: Celecoxib cho thdy cé kha ning tre ché CYP2D6
& mirc trung binh. Pdi véi nhing thudc duogc chuyén hoa boi CYP2D6, c6 thé cin phai giam lidu
trong thoi gian bt dau diéu trj bing celecoxib.

Bénh nhdn chuyén héa CYP2C9 kém: Can than trong khi sir dung celecoxib & bénh nhan c6
chuyén héa CYP2C9 kém.

Cdc phdn tmg qud man nghiém trong trén da: Céc phan tng qua man nghiém trong trén da, mot
s6 din dén tir vong, bao gdm viém da tréc vdy, hdi chimg Steven-Johnson, va hoai tir biéu bi

-] (=TS - N Y

RS WA —E



'https_://trungtamthuoc.com/

nhiém déc, da duge bao cdo nhung rit hiém gip trong sir dung celecoxib. Bénh nhan thuong co
nguy co cao véi cac bién ¢ nay trong giai doan sém cua qua trinh diéu tri, cc truong hop nay
xay ra chii yéu trong thang ddu tién cua tri liéu. Cac phan (mg qua min nghiém trong (bao gém
phéan tng phan vé, phit mach, phét ban v6i bach ciu ua eosin, phan (mg qua mn toan than hoic
héi chimg qua man) da duge bdo cdo & nhitng bénh nhén ding celecoxib. Bénh nhan c6 tién sir
di tmg sulfonamide hodc bat ky di img véi cac thude khac déu c6 nguy co c¢6 phan (g trén da
hogc phan (mg qué man nghiém trong. Cin ngung dung celecoxib ngay khi xudt hién mén do da,
ton thuong niém mac, hodc bét ky dau hiéu qua man no.

Téng quan: Vi tac dung giam viém, celecoxib c6 thé lam mo cac déu hiéu chn doén, vi du nhu
triéu chimg sdt trong chan doan nhiém triing.

Sir dung véi thuée chong dong mdu dieong uong: Viée st dung ddng thoi cac NSAIDs véi thude
chdng déng mau dudng udng lam ting nguy co xuat huyét va can dugce sir dung thén trong. Céc
thudc chéng dong mau dudng udng bao gdm céc thudc dang warfarin/coumarin va cac thude
chéng dong mau duong udng thé hé méi (vi du nhu apixaban, dabigatran va rivaroxaban). Da ¢6
béo cdo vé truong hgp chay méau nghiém trong trén céc bénh nhan dang dung dong thoi véi
warfarin hodc cac chét tuong tu, trong d6 c6 mot sd trudng hop gdy tir vong. Do di cé bao cdo
vé tiang thoi gian prothrombin (INR), tdc dung chéng dong/INR cén dugc theo ddi & nhitng bénh
nhan dung thudc chdng déng dang warfarin/coumarin hodc chinh liéu sau khi bat dau diéu tri
bing celecoxib.

Lactose: Dbi v6i nhitng bénh nhén khong dung nap véi mot sb loai dudng, nén thong béo cho
béc s§ true khi sir dung thue nay. Cin thén trong vi nhitg bénh nhan ¢6 vén dé di truyén dan
dén khong dung nap hoic kém hip thu dudong. Cén than trong v6i nhitng bénh nhén dai thao
duong

Anh huwéng ciia thude dén kha niing sinh sin:

Dua trén co ché hoat dong cua thude, stir dung NSAIDs, bao gom celecoxib, co thé gay tri hoan
hodic ngdn chin v& nang budng trimg gdy nguy co v sinh & mot s6 phu nit. Tinh trang ndy s&
phuc hdi khi ngung diing thude.

Phu ni ¢6 thai:

Mot sé nghién ctru trén dong vat cho thdy c6 doc tinh trén sinh san. Uc ché tong hop
prostaglandin cé thé anh huéng xdu dén thai nhi. Dir ligu tir cdc nghién ctru dich t& cho thay
nguy co say thai tu phat ting lén sau khi dung cac thudc trc ché téng hop prostaglandin trong giai
doan sém cia thai ky. Chua c6 cac dir liu tuong duong trén nguoi. Celecoxib, cung nhu céc
thuc trc ché tdng hop prostaglandin khac, c6 thé gay vd luc co tir cung va déng sém dng dong
mach chii, khdng nén dung celecoxib vao 3 thang cudi cua thai ky. Chdng chi dinh celecoxib dbi
v6i phu nit ¢6 thai hodc dang nghi ngd mang thai.
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Phu nir cho con bu:

Nghién ctru trén chudt cho thdy celecoxib dugc bai tiét qua sita véi ndng do tuong duong vdi
ndng do trong huyét twong. Trén phu nir cho con bu dung celecoxib, rat it celecoxib xuét hién
trong sira. Phu nir dung celecoxib khong nén cho con bu.

Téc dung ciia thude khi ldi xe va vin hanh may moc: M

Bénh nhén c6 thé bi chéng mit, hoa mit hodc budn ngu trong khi diing celecoxib nén tranh l4i xe
hodc van hanh may méc.

14. Khi nao cin tham vén béc si?

Khi giip phai nhitng téc dung khong mong mudn khi sir dung thudc va khi dung qué lidu quy
dinh.

Néu can thém thong tin xin hoi y kién bac sy hodc dugce s¥.

15. Han dung:

36 thang ké tir ngay san xuit.

16. Tén, dia chi, biéu twong (néu c6) ciia nha san xuit:

Sén xudt tgi: CHI NHANH CONG TY CO PHAN DUQC PHAM PHONG PHU - NHA MAY
SAN XUAT DUQC PHAM USARICHPHARM

Dia chi: L6 12, BPuong s6 8, Khu cong nghi¢p Tan Tao, Phuong Tan Tao A, Quén Binh Tan,
Thanh pho Ho Chi Minh.

17. Ngay xem xét, sira ddi lai ndi dung hwéng din sir dung thude cho bénh nhéin

HUONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

1. Cac dic tinh dwge lue hoe, dwge dong hoc :

a) Duwgec lye hoc :

Nhém diéu tri : Thude khang vién non-steroid cé tinh chon lgc.

Mi ATC: MO1AHO1

Co ché tic dung:

Celecoxib 1a mdt thude khang viém khong steroid ¢6 tac dong khang viém, ha sot va giam dau
trén cdc md hinh thir nghiém & dong vat. Co ché tac dong cua celecoxib 1a do irc ché su tong
hop prostaglandin, chti yéu do tre ché enzym cyclooxygenase-2 (COX-2). O nong do tri ligu trén
ngudi, celecoxib khong e ché enzym cyclooxygenase-1 (COX-1). Trong cidc md hinh thyc
nghiém gdy khéi u & rudt két trén dong vit, celecoxib lam giam ty 1¢ xudt hign va sb lugng cic
khéi u.

-
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b) Dwgc dong hoc:

Hap thu:

Néng do dinh trong huyét tuong cua celecoxib 1a 705 ng/mL (Cmax), dat dugc sau 2,8 gid
(Tmax) tinh tir lic bit ddu udng lidu duy nhét 200mg. Thoi gian ban hiy cta thube khoang 11,2
gio (T1/2) trong trudng hop thude duge udng khi doi. Cac nghién ciru vé sinh kha dung tuyét ddi
van chua dugc tién hanh. Thudc dat ndng d6 6n dinh trude hodic ngay ngay thir 5 dung thudc.
Anh hieéng ciia thike an:

Celecoxib khi dugc ubng trong bira n ¢6 nhiéu chit béo s& kéo dai thém thdi gian dat duoc
Cmax tir 1 t6i 2 gid va s& gia ting su hdp thu tdng cong (AUC) tir 10% téi 20%. C6 su gia ting
thap hon sur gia ting theo ty 18 tuyén tinh dbi véi Cmax va AUC néu thude duge ding khi déi véi
liéu trén 200mg. Nguyén nhén 1a do thudc c6 d hoa tan thdp trong mdi trudng than nude. Sir
dung celecoxib ddng thdi véi cac thude antacid c¢6 chira nhom va magie s& lam giam ndng do
celecoxib trong huyét twong véi Cmax gidm 37% va AUC giam 10%. O liéu 200 mg x 2
lan/ngay, celecoxib c6 thé dugce udng ma khong can phai quan tim dén thoi gian an. O lidu cao
hon 400 mg x 2 l4n/ngay, celecoxib nén duoc ubng khi an dé cai thién su hép thu.

Phdn bé:

O ngudi khoe manh véi khoang lidu ding duge khuyén céo trén 1dm sang, celecoxib lién két véi
protein huyét tuong khoang 97%. O ndng do thudc 6n dinh, thé tich phan b biéu kién khoang
400 L (Vss/F), goi y su phan b rong rai ciia thude trong céc mo.
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Chuyén héa:
Celecoxib dugc chuyén hoéa chii yéu qua trung gian cytocrom P450 2C9. Cac chét chuyén héa
khéng c6 tac dong trc ché COX-1 hogic COX-2.

Thai trie:

Celecoxib dugc dao thai chu yéu boi chuyén hoa qua gan véi ty 1& thude khong bi bién doi duge
tim thdy trong phan va nuée tiéu 1a dudi 3%. Sau khi ubng liéu duy nhdt 200 mg, khoang 57%
lidu dung dugc bai tiét qua phan va 27% dugce bai tiét qua nudc tiéu. Chat chuyén héa chinh
trong nudc tiéu va phén 1a chét chuyén héa c6 gbc acid carboxylic (73% lidu ding).

2. Chi dinh, liéu diing, cach dung, chong chi dinh:
a) Chidinh: AY
Pidu trj triéu chimg thodi hoé khép, viém khép dang thap va viém cot song dinh khép & nguoi .
16n.
b) Liéu ding — Céch dung:

Liéu diing

-

Céc nguy co véi tim mach cua celecoxib co thé tang theo lidu va thdi gian ding thude, nén dung
lifu thép nhit trong thoi gian ngén nhét ¢6 hiéu qua. Thy theo nhu cau va dép (ng diéu trj clia
bénh nhan, cin duge danh gia lai theo dinh ky, dédc biét la & nhig bénh nhan bi viém xuong
khop.
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Thodi héa khép: Lidu khuyén cdo hang ngdy thong thudong 12 200 mg/ 1an/ ngay hodc 100 mg x 2
1an/ ngay. O mot s6 bénh nhan khong thuyén giam triéu ching, ¢6 thé tang liéu 200 mg x 2 1an/
ngay dé tang hiéu qué diéu tri. Trong trudng hop tinh trang bénh khong dugc cai thién sau khi tri
ligu trong 2 tudn, can xem xét lya chon lidu phép didu tri khac.

Viém khdp dang thap ¢ nguoi 16m: Lidu khuyén céo thong thuong 1a 100 — 200 mg x 2 1an/ ngay,
licu dung cao hon 400 mg x 2 lan/ ngay khong cé tac dung tét hon lidu 100 — 200 mg x 2 lan/
ngay.

Viém cgt song dinh khép: Lidu khuyén cdo hang ngay thong thudng 12 200 mg/ 1an/ ngay hoic
100 mg x 2 13n/ ngay. O mdt s& bénh nhan khong thuyén giam triéu chimg, ¢6 thé ting lidu 400
mg/ 1an/ ngdy hodic 200 mg x 2 1an/ ngay dé tang hiéu qua diéu tri. Trong trudng hop tinh trang
bénh khéong dugc cai thién sau khi tri liéu trong 2 tudn, cin xem xét lua chon liéu phap diéu tri

khéc.

Liéu diéu trj t6i da hang ngay 1a 400 mg cho tat ca cac chi dinh trén. w
Nhom bénh nhdn ddc biét:

Bénh nhdn cao tuéi (> 65 tuéi): Liéu khuyén céo ban diu 12 200 mg/ 1in/ ngay. Néu cén thiét, c6
thé tang 1én dén 200 mg x 2 1in/ ngay. Cén dic biét than trong & bénh nhan cao tudi c6 trong
lugng co thé dudi 50 kg.

Tre em: Celecoxib khong dugc chi dinh déi véi tré em.

Bénh nhén c6 chuyén héa CYP2C9 kém: Bénh nhan da biét hodc nghi ngd ¢6 chuyén hoa
CYP2C9 kém dua trén tién sir kinh nghiém véi cac co chét khic ctia CYP2C9 nén than trong khi
dung celecoxib vi nguy co tac dung phu phu thude véo lidu tang lén. Nén xem xét viée bit dau
véi mot nira lidu khuyén céo.

Bénh nhdn suy gan: Ding celecoxib theo lidu bing mot nira lidu khuyén céo cho cc bénh nhan
suy gan vira c6 ndng d6 albumin trong huyét tuong tir 25 — 35 g/l. Chua c6 cac nghién cru trén
bénh nhan suy gan ning.

Bénh nhadn suy than: Can than trong khi diéu tri celecoxib dbi vdi cac bénh nhan suy than nhe
hoéc vira.

Cdch diing:

Celecoxib co thé duge ding ciing véi thirc dn hodc 1a khong. Vi bénh nhén kho nudt vién nang,
¢6 thé cho lugng thude trong vién vao sinh t6 téo, chéo, sita chua hodc chudi nghién néat dé udng
cting. Khi d6, phai cho toan bd lugng thube vao khoang mét thia nhd nude sinh t6 tao, chéo, sira
chua hodic chuéi nghién nét & nhiét do phong va phai ubng ngay vdi nuée. Luong thude dé tron
v6i nude sinh té tdo, chdo hodc sira chua 6n dinh trong khoang 6 gid khi bao quan trong tu lanh
(2°C-8°C). Khong dugc bao quan trong ta lanh lugng thube da tron v6i chudi nghién nat va phai
udng ngay.

¢) Chong chi dinh:

Bénh nhén c6 tién sir qua man véi celecoxib hodc bat ky thanh phin nao cua thude.
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Bénh nhan c6 tién sir qua man véi sulfonamid.

Bénh nhan loét da day — ta trang, xuit huyét tiéu hoa.

Céc bénh nhan c6 tién sir hen, mé day hoic ¢6 céc phan tng kiéu di ¢mg sau khi ding
acetylsalicylic acid (ASA [aspirin]) hoic céc thubc chéng viém khong steroid khac (cac NSAID),
bao gdm cac thudc tre ché dic hidu cyclooxygenase-2 (COX-2) khac.

Phu nir mang thai hodc dang cho con bu.

Bénh nhan réi loan chirc nang gan (nf“)ng do albumin huyét thanh <25 g/ | hoic chi sé Child-Pugh
>10)

Bénh nhan cé d§ thanh thai creatinin < 30 ml / phit M

Bénh nhan viém duong rujt.

Bénh nhan suy tim sung huyét

Bénh nhan dang mic bénh tim thiéu mau cuc bd, bénh dong mach ngoai bién.

3. Cic trwdomg hop cin than trong khi ding thude:

Tac dong lén dwong tiéu héa: Thing dudng tiéu hoa trén va dudi, loét hodc chay mau cé thé dan
dén tir vong da xay ra v6i cac bénh nhan dung celecoxib. Nhitng bénh nhan c6 nguy co cao nhit
bi nhitng bién chimg duong tiéu hoa loai nay khi dung céc thudc NSAIDs bao gdm: ngudi cao
tudi, bénh nhan bi cac bénh tim mach, bénh nhan dang dung aspirin, cac glucocorticoid hodc cac
NSAIDs khéac, bénh nhan dung thic uéng ¢ cdn hodic bénh nhéan c6 tién sir hodc dang bi cac
bénh dudng tiéu hoa tién trién nhu loét, cic tinh trang chay méau hodic viém dudng tidu hoéa.
Nguy co gia ting cao cac tic dung phu trén dudng tiéu hoa (loét tiéu héa hodic bién chimg tiéu
héa khéc) khi sir dung ddng thoi celecoxib véi acid acetylsalicylic (ngay ca & liéu thip).

Str dung dong thoi voi cdc thuée NSAIDs: Can tranh ding dong thoi celecoxib véi mot thude
NSAIDs khong phai aspirin.

Téc dong lén tim mach: Celecoxib c6 thé gdy ting nguy co cic tic dung phu trén tim mach
nghiém trong, chu yéu 1a nhdi mau co tim, di dugc bdo cdo trong mot nghién ciu diéu tri
celecoxib & lidu 200 mg x 2 1an/ ngay va 400 mg x 2 1an/ ngay so v6i mau placebo.

Céc nguy co tim mach c6 thé ting theo lidu diing, thoi gian dung va cac yéu té nguy co tim mach
& bénh nhan. D& giam thiéu nguy co c6 thé xay ra tac dung khong mong mudn trén tim mach &
bénh nhan didu trj véi celecoxib, nén dung liéu thap nhit ¢ hiéu qua trong thoi gian ngén nhat
c6 thé. Nhu cdu va dép tmg diéu trj triéu chimg cta bénh nhan can dugc dénh gia lai theo dinh
ky, déc biét 1a & nhirng bénh nhan bi viém xuong khép.

Bénh nhén ¢6 yéu t6 nguy co tai bién tim mach (ting huyét 4p, mau nhi€ém md, déi théo dudng,
hat thude 14) can than trong khi bét dau diéu tri v6i celecoxib.

Celecoxib khong phai 1a mot chat thay thé cho acid acetylsalicylic trong dy phong céc bénh tic
nghén huyét khdi tim mach do thiéu tac dong trén chire niing tiéu cau. Boi vi celecoxib khong e
ché sur két tap tidu cau, khong nén ngimg cic trj liéu khang tiéu cau.
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Nguy co huyét khoi tim mach: Cac thube chéng viém khong steroid (NSAIDs), khong phai
aspirin, ding dudng toan thén, ¢6 thé lam ting nguy co xudt hién bién cb huyét khdi tim mach,
bao gdm ca nhdi mau co tim va dot quy, ¢6 thé din dén tir vong. Nguy co ndy c6 thé xuét hién
sém trong vai tudn dau dung thudc va cé thé tang Ién theo thoi gian ding thudce. Nguy co huyét
khdi tim mach duoc ghi nhén chi yéu & lidu cao.

Béc si cin danh gia dinh ky su xudt hién cta cac bién ¢ tim mach, ngay ca khi bénh nhan khong
¢6 triéu chimg tim mach truéc d6. Bénh nhan can dugc canh bio vé céc triéu chimg cua bién ¢b
tim mach quan trong va can tham kham béc sT ngay khi xuét hién cdc tridu chimg nay.

Dé giam thiéu nguy co xuét hién bién cd bat lgi can sir dung USARCOXIB & liéu hang ngay
thap nhét c6 hiéu qua trong thoi gian ngén nhit 6 thé.

U dich va phii: Cling giéng nhu céc thudc ¢6 tac dung tre ché tdng hop prostaglandin, phil néd va
tr dich da gip trén mdt sd bénh nhan dung celecoxib. Do do, can theo ddi chit ché bénh nhan bi
suy tim sung huyét, rbi loan chirc niing thét trai, cao huyét 4p hodc bénh nhan bi phii né vi bat ky
Iy do nao tir truée. Nén diing celecoxib than trong cho cac bénh nhan da bi tén thuong chirc ning
tim, phit hodc céc tinh trang c6 kha ning tré nén trdm trong hon do @ dich va phii bao gom
nhitng ngudi ding thude loi tiéu, hodic ¢6 nguy co giam thé tich méu.

Cao huyét dp: Ciing nhu tit ca cac NSAIDs, celecoxib ¢ thé 1am khéi phat con cao huyét 4p
hogc 1am tinh trang cao huyét 4p vén c6 niing thém, ca hai yéu té nay déu c6 thé lam tang bién cb
tim mach. Nén thén trong khi diing cdc NSAIDs, ké ca celecoxib trén bénh nhén cao huyét 4p.
Cén theo dBi huyét ap chat ch& khi bét dau diéu trj vdi celecoxib ciing nhu trong suét thoi gian
diéu trj.

Tdc dgng trén gan va thgn: Ton thuong chirc ning than hodic chirc ning gan va dic biét la roi
loan chirc ning tim c6 nguy co xuét hién cao & bénh nhan cao tudi. Do d6 can gidm sat khi bt
dau diéu trj celecoxib & nhirg bénh nhan nay.

Cac NSAIDs bao gdm celecoxib c6 thé gy doc cho than. Céc thir nghiém lam sang vdi
celecoxib da chi ra cc tdc dong tuong tu nhu v&i cac NSAIDs khéc dugce so sanh. Bénh nhén c6
nguy co nhiém doc thén cao nhét 13 ngudi suy chirc ning than, suy tim, suy chirc ning gan, dang
dung ddng thoi vai thube loi tidu, thude Ge ché ACE, thubc ddi khang thu thé angiotensin 11 va
bénh nhén cao tudi. Cn theo ddi cén than nhitng bénh nhan nay khi diéu tri bing celecoxib.

Mot s6 truong hop tac dong trén gan nghiém trong, bao gdm ca viém gan kich phat (mot sb
trudng hop gdy tir vong), hoai tir gan va suy gan (mdt s6 truong hop gay tir vong hodc can phai
ghép gan), da dugc béo cdo khi didu tri véi celecoxib. Trong cac bdo céo theo ddi thoi gian diéu
tri, hdu hét cac tic dong gan nghiém trong déu xuét hién trong vong 1 thang sau khi bat dau diéu
tri celecoxib.

Néu trong qué trinh didu tri, cac chirc niing hé théng co quan cuia bénh nhan tré nén x4u di, can
ngung didu trj celecoxib va thay thé bing liéu phap diéu tri khac thich hop hon.
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Ding dong thoi véi cdc thuéce tec ché CYP2D6: Celecoxib cho thdy c6 kha nang trc ché CYP2D6
& mirc trung binh. Ddi véi nhing thude duge chuyén hoa bai CYP2D6, ¢6 thé can phai giam liéu
trong thoi gian bit diu diéu tri bing celecoxib.

Bénh nhdn cé chuyén héa CYP2C9 kém: Cén than trong khi sir dung celecoxib & bénh nhin co
chuyén héa CYP2C9 kém.

Cdc phan img qud man nghiém trong trén da: Céc phan (mg quéa min nghiém trong trén da, mot
s6 din dén tir vong, bao gdm viém da tréc vdy, hdi chimg Steven-Johnson, va hoai tir biéu b
nhiém ddc, da duge bao cdo nhung rit hiém gip trong str dung celecoxib. Bénh nhan thudng cé
nguy co cao véi cac bién ¢ nay trong giai doan sém cua qué trinh diéu tri, c4c trudong hop nay
xdy ra chi yéu trong thang dau tién cua tri lidu. Céc phan tmg qua mén nghiém trong (bao gdm
phén (g phan vé, phit mach, phét ban v6i bach ciu wa eosin, phan img qua min toan than hodc
hoi chimg qua man) da dugc bao cdo & nhitng bénh nhan ding celecoxib. Bénh nhan c6 tién sir
di tmg sulfonamide hodc bat ky di img véi cac thube khac déu c6 nguy co ¢6 phan irng trén da
hoic phan (mg qua man nghiém trong. Can ngung duing celecoxib ngay khi xudt hién man do da,
tdn thuong niém mac, hodic bit ky ddu hiéu qua man no. M

nhu

Tong quan: Véi tac dung giam viém, celecoxib c6 thé 1am m& cac ddu hiéu chin doan,

triéu chimg st trong chan doan nhiém tring.

Sir dung véi thude chong dong mdu dwong uong: Viée sir dung dong thdi cdc NSAIDs véi thube
chéng déng mau dudng udng 1am ting nguy co xuét huyét va cn duge sir dung thén trong. Céc
thu6c chéng déng mau dudng udng bao gdm cic thude dang warfarin/coumarin va cac thude
chéng déng mau dudng udng thé hé mai (vi du nhu apixaban, dabigatran va rivaroxaban). D c6
bdo cdo vé trudng hop chiay méu nghiém trong trén cac bénh nhin dang dung dong thoi véi
warfarin hodic cic chét tuong tu, trong d6 ¢6 mot s6 trudng hop gay tir vong. Do di ¢6 béo cdo
vé tang thoi gian prothrombin (INR), tdc dung chéng dong/INR cin dugce theo ddi & nhitng bénh
nhan dung thudc chéng dong dang warfarin/coumarin hoic chinh liéu sau khi bét ddu diéu tri
bing celecoxib.

Lactose: D6i v6i nhirng bénh nhan khéng dung nap véi mot s6 loai dudng, nén thong bdo cho
bac sy trude khi sir dung thudce nay. Cin than trong v6i nhitng bénh nhan c6 vén d& di truyén din
dén khong dung nap hodc kém hép thu duong. Can thin trong véi nhitng bénh nhan dai théo
duong

Anh hwéng ciia thude dén khé ning sinh sin:

Dua trén co ché hoat dong ctia thudc, sir dung NSAIDs, bao gdm celecoxib, ¢6 thé gay tri hodn
hodc ngén chdn v& nang budng trimg giy nguy co v sinh & mjt s6 phu nit. Tinh trang nay sé
phuc hdi khi ngung dung thudc.

Phu nir c6 thai:

Mot s6 nghién clru trén dong vat cho théy c¢6 doc tinh trén sinh san. Uc ché téng hop
prostaglandin c6 thé anh hudng xAu dén thai nhi. Dr liéu tir cdc nghién ctru dich t€ cho thdy
nguy co sy thai tu phat ting lén sau khi dung céc thude tre ché tng hop prostaglandin trong giai
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doan sém cua thai ky. Chua c6 céc dir liéu twong duong trén nguoi. Celecoxib, ciling nhu cac
thude (rc ché tong hop prostaglandin khac, ¢6 thé gy vo luc co tir cung va dong sém 6ng dong
mach chi, khong nén dung celecoxib vao 3 thang cudi clia thai ky. Chéng chi dinh celecoxib dbi
v0i phu nir ¢6 thai hodc dang nghi ngd mang thai.

Phu nir cho con bi: M

Nghién ctru trén chudt cho thdy celecoxib dugc bai tiét qua sita véi ndng do tuong duong véi
ndng do trong huyét twong. Trén phu nir cho con bu dung celecoxib, rét it celecoxib xuat hién
trong sira. Phy nir dung celecoxib khong nén cho con bu.
TAc dung ciia thude khi ldi xe va vin hanh may moc:

Bénh nhén c6 thé bi chéng mit, hoa mét hogc budn ngu trong khi ding celecoxib nén tranh lai xe
hodc van hanh may mac

4. Twong tdc ciia thude véi cdc thude khic va céc loai twong tic khac:

Thuéc chong dong mdu: Viée sir dung dong thoi cdc NSAIDs véi thude chdng dong mau duong
udng 1am ting nguy co xuft huyét va can dugc sir dung than trong. Cac thudc chéng dong mau
dudng ubng bao gdm céc thude dang warfarin/coumarin va céc thude chéng dong mau duong
ubng thé hé méi (vi du: apixaban, dabigatran va rivaroxaban). Da c¢6 bo céo vé trudng hop chay
mau nghiém trong trén céc bénh nhan dang diing dong thoi véi warfarin hodc cac chit tuong tir,
trong d6 c6 mot sb trudng hop gy tir vong. Do di ¢ bao cdo vé ting thdi gian prothrombin
(INR), tac dung chdng dong/INR can duge theo doi & nhitng bénh nhan ding thudc chong dong
dang warfarin/coumarin hoic chinh lidu sau khi bat dau diéu tri béng celecoxib.

Thudc chong ting huyét dp: NSAIDs ¢6 thé 1am giam hiéu qua cua céc thube chbng ting huyét
4p bao gdm cac thudc (rc ché men chuyén angiotensin (ACEI), thudc déi khéng angiotensin I
(con duogc goi la thudc chen thu thé angiotensin, ARB), céc thudce 1oi tiéu va cac thudc chen beta.
Déi véi NSAIDs, nguy co suy than cdp tinh (ma thudng 1 hdi phuc), c¢6 thé ting lén & mot s6
bénh nhén ¢6 chirc nang thén bj tén thuong (nhu bénh nhan bi mat nude, bénh nhan ding thudce
loi tiéu, hodc bénh nhéan cao tudi), khi dung df‘)ng thoi v6i thude e ché ACE, thube ddi khang
thu thé angiotensin I, thude loi tiéu duogc két hgp véi NSAIDs, bao gém celecoxib. Do dd, khi
str dung két hop nay can thén trong, dac biét 1a & bénh nhan cao tudi. Bénh nhan can dugc udng
nuéce ddy di va nén cin nhic theo ddi chic ning thin sau khi sir dung dong thoi 2 thude va tién
hanh kiém tra dinh ky.

Ciclosporin va tacrolimus: Dung ddng thoi cac thube NSAIDs va ciclosporin hodc tacrolimus c6
thé lam ting tac dung gy dc trén than cua ciclosporin hogc tacrolimus. Chirc ning thdn nén
duoc theo ddi khi sir dung két hop celecoxib véi cac loai thube nay.

Acid acetylsalicylic: Celecoxib c6 thé duge sir dung véi acid acetylsalicylic ¢ lidu thap nhung
khong phai 1a mét thay thé cho acid acetylsalicylic dé du phong bénh Iy tim mach. Trong céc
nghién ciru, nhu véi cac NSAIDs khc, sir dung két hop celecoxib véi acid acetylsalicylic ¢ lieu
thép c6 thé 1am ting nguy co viém loét duong tiéu hoa hodc cic bién ching tiéu héa khac so voi
str dung don tri li¢u celecoxib.

-
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Tuong tdc vé duwoc dong hoc: .
Anh huwing ciia celecoxib dén cdc thube khdc: M
uong cua

Thuée tzc ché CYP2D6: Celecoxib 1a mot thube e ché CYP2D6. Ndng dé trong huyét

cac thude duge chuyén héa boi CYP2D6 c6 thé dugc ting lén khi sir dung dong thoi véi
celecoxib. Céc thube dugc chuyén héa bdi CYP2D6 la thude chéng trdm cam (tricyclics va
SSRIs), thudc an than, thudc chdng loan nhip tim...cAn giam lidu lugng cua cac thude 1a co chét
cia CYP2D6 khi bit ddu didu tri bing celecoxib hoic ting liéu khi ngung didu tri bing
celecoxib.

Sir dung ddng thdi celecoxib 200 mg x 2 1an/ ngdy din dén viéc tang lan luot 2,6 1an va 1,5 lan
ndng d¢ dextromethorphan va metoprolol trong huyét tuong (co chét cia CYP2D6). Viée tdng
1én ndy 1a do sy rc ché cuia celecoxib 1én sur chuyén hoa co chit ciia CYP2D6 qua CYP2D6.
Thudc tkc ché CYP2C19: Nghién ciru invitro da cho thdy mét sé kha nang celecoxib e ché
CYP2C19. Y nghia 1dm sang trong &ng nghiém invitro khong rd. Céac thube chuyén hoa
CYP2C19 la diazepam, citalopram va imipramine.

Methotrexat: Khong quan sét thiy tuong tac duoc dong hoc va 1am sang quan trong nao trong
nghién clru 1dm sang giita celecoxib va methotrexat. Tuy nhién, can theo d&i day du doc tinh
methotrexat khi két hop celecoxib va methotrexat.

Lithium: O ngudi khoe manh, khi sir dung ddng thoi lidu celecoxib 200 mg x 2 1an/ ngay véi liéu
lithium 450 mg x 2 lan/ ngay dan dén tang trung binh 16% Cmax va 18% AUC cua lithium. Do
d6, cac bénh nhén cin dugc theo ddi chit ché khi sir dung dong thoi celecoxib va lithium.

Cdc thudc trdnh thai dieong uéng: Trong mot nghién ciru tuong tc, celecoxib khong c6 tac dong
rd rang trén lam sang véi duge dong hoc ctia thude tranh thai duong udng loai két hop (Img
norethindron/0,035mg ethinyl estradiol)

Glibenclamide/ tolbutamide: Celecoxib khong anh huong dén dugc dong hoc cua tolbutamide
(chit nén CYP2C9), hoic glibenclamide.

Anh hwéng cia cdc thudce khdc dén dwge dpng hoc ciia celecoxib:

Bénh nhdn co chuyén héa CYP2C9 kém: O céc ca nhan c6 chuyén hoa CYP2C9 kém vi di duge
chirmg minh tdng nguy co tac dung phu véi celecoxib. Khi didu tri ddng thoi vai céc thude tre ché
CYP2C9 nhu fluconazol ¢6 thé gia ting hon nita nguy co nay. Vi vdy nhiing phdi hop nay nén
tr4nh & nhitng bénh nhén c¢6 chuyén héa CYP2C9.

Thudc irc ché va gdy cam tmg CYP2C9: Celecoxib dugce chuyén héa chi yéu bsi CYP2C9, nén
celecoxib dugc st dung voi lidu bing mot nira lidu khuyén cdo & bénh nhan dang dung
fluconazol, chét trc ché CYP2CY. Ding dong thoi fluconazol liéu 200mg, 1 lan/ngdy lam ting
60% Cmax 60% va 130% AUC cua celecoxib. Sir dung celecoxib dong thdi véi cac chét cam
tmg CYP2C9 nhu rifampicin, carbamazepin va barbiturat ¢6 thé dan dén viéc giam ndng do
celecoxib trong huyét tuong. '

Ketoconazole va cdc thudc khang acid: Ketoconazole hodc céc thudc khang acid khong anh
hudng dén duge dong hoc clia celecoxib.
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Tré em: Nghién ciru tuong tac thude chi dugce thyuc hién trén ngudi l6m.

5. Téc dung khéng mong mudn:

Nguy co huyét khdi tim mach (xem thém muc 3. Cac trudng hop cin than trong khi dung thudc)
Rat thuomg gdp, ADR > 1/10 ._
R&i loan mach méu: Tang huyét ap (bao gdbm cao huyét ap nang hon). M
Thuong gap, 1/100 < ADR < 1/10,

Nhiém triing: Viém xoang, nhiém tring duong hd hip trén, viém hong, nhidm trung dudng tiét
niéu.

R&i loan hé théng mién dich: Qua mén.

R&i loan tAm than: Mét ngu.

R&i loan hé than kinh: Chong mat, ting truong luc, nhirc dau.

R&i loan tim: Nhdi mau co tim

R&i loan ho hép, 16ng nguc va trung thit: Viém miii, ho, kho tho

Réi loan tiéu héa: Budn nén, dau bung, tiéu chay, kho tiéu, déy hoi, nén, khé nudt

Da va céc r6i loan mé dudi da: Phat ban, nglra

Co xuong khép va rdi loan mé lién két: Dau khép

R&i loan toan than va tai chd: Phii ngoai bién, phit mit, bénh gidng cim.

Khéng thieong gap, 1/1000 < ADR < 1/100,

Méu va rdi loan hé bach huyét: Bénh thiéu mau

R&i loan chuyén héa va dinh dudng: Ting kali mau.

Réi loan tdm than: Lo 4u, trdm cam, mét moi

R&i loan hé than kinh: Nhdi mau ndo, di cam, budn ngu

R&i loan mat: Tdm nhin mo, viém két mac

R&i loan tai va tai trong: U tai, tang thinh lyc.

R&i loan tim: Suy tim, ddnh trbng nguc, nhip tim nhanh

R&i loan hé hép, 16ng nguc va trung thit: Co thit phé quan

R&i loan tiéu hoa: Téo bon, viém da day, viém miéng, Xudt huyét tiéu hoa, ¢ hoi

R&i loan gan — mat: Chirc ning gan bat thuong, ting men gan (ké ca ting SGOT va SGPT)
Da va céc rdi loan md dudi da: Mé day, bAm méau

Co xuong kh6p va rbi loan mé lién két: Co thét co (chudt rat & chan)

R&i loan than va hé tiét nidu: Ting creatinin huyét, ting uré huyét.

R&i loan toan than: Phit mit, dau nguc

Hiém, 10000 < ADR < 1/1000,

Méu va rdi loan hé bach huyét: Giam bach cau, giam tiéu cau
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Réi loan tim than: Trang théi 1a 14n, 4o gidc

R6i loan hé than kinh: M4t diéu hoa véan dong, loan vi giac

R6i loan mét: Xuat huyét mét

Réi loan tim: Chirng loan nhip tim

R&i loan mach mau: Tic phdi, do birng mat M
R&i loan hé hép, 16ng nguc va trung that: Viém phéi

Réi loan tiéu hoa: Xuét huyét da day - rudt, loét ta trang, loét da day, loét thuc quan, loét rudt
thiing rudt; viém thuc quan, phan den, viém tyy, viém dai trang.

3

R&i loan gan — mat: Viém gan siéu vi

Da va céc rdi loan md dudi da: Phu mach, rung téc

R&i loan than va hé tiét niéu: Suy thén cdp tinh, giam natri huyét.

R6i loan sinh san va tuyén va: R6i loan kinh nguyét

Rat hiém gép, ADR <1/10,000

Mau va ri loan hé bach huyét: Giam toan thé huyét ciu

R&i loan hé thdng mién dich: Séc phan vé

R&i loan hé than kinh: Xuat huyét noi so (bao gdm xudt huyét ndi so gdy tir vong), viém mang
ndo vo tring, dong Kinh (bao gém ca dong kinh ning), mat vi gidc, giam khtru giéc.

R&i loan mét: Téc dong mach vdng mac, tinh mach tic vdng mac

Réi loan mach méu: Viém mach

R6i loan gan — mat: suy gan (doi khi gdy tir vong hodc yéu cdu ghép gan), viém gan kich phat
(mdt so cé tir vong), hoai tir gan, (r mat, viém gan & mdt, vang da

Da va céc rdi loan mé duéi da: Hoi ching Stevens-Johnson, hong ban da dang, hoai tir biéu bi
nhiém doc, phan tmg do thudc kém theo ting bach cdu ua eosin va céc triéu chimg toan than
(DRESS hodc hdi chimg qua mén), ngoai ban mun mi toan than cdp tinh (AGEP), viém da tréc
vay.

Co xuong khép va rdi loan m lién két: Viém co

R&i loan than va hé tiét niéu: Viém thén k&, hoi chimg than hu, viém cau than tdn thuong

Chuea 6 tdn sudt xudt hién.

R&i loan sinh san va tuyén va: Vo sinh & nir.

6. Quad lidu va xir tri:

Tri¢u chirng:

Qué lidu cac thube chdng viém non-steroid c6 thé gay ngt lim, ngii lo mo, budn nén, ndn va dau
thugng vi; cac ddu hidu nay thuong phuc hdi véi viée diéu tri ndng dd. Ciing xay ra chay méu
dudng tiéu héa. Cac biéu hién xay ra hiém hon 1a ting huyét ap, suy than cép, tc ché ho hap va
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hén mé. Cac phan (g kiéu phan vé da dugc thong bdo vai lidu didu tri cia céc thube chdng
viém non-steroid va c6 thé xay ra khi qua liéu.

Xir tri:

Diéu tri qua liéu thudc chong viém non-steroid bao gém diéu tri tridu ching va nﬁr@ﬁ; khong
¢6 thube giai doc dic hiéu dbi véi thude chéng viém non-steroid. Trong 4 gior ddu sau diing qué
liéu, liéu phap gdy non va/ hodc cho than hoat (60 — 100 g cho ngudi 16, hodc 1 —2 g/ kg cho tré
em) v/ hodic mot thudc tdy thim thiu c6 thé c6 ich dbi véi nhitng ngudi bénh da c6 biéu hién
bénh ly hodic di uéng mot lwong thube qua 16m. Khong biét celecoxib ¢é dugc loai bo bang tham
tach méau hay khong, nhitng thude gin vao protein véi ty 1& cao goi y sir dung céc bién phéap bai
nidu cudng birc, kidm hoéa nude tiéu, thdm tach mau c6 thé khong hiéu qua loai bé lugng 16n
celecoxib khoi co thé.
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