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"/ Celecoxib 200 mg

San xuat béi:
THERAGEN ETEX CO., LTD

58, Sandan-ro 68beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-do, Han Quéc.

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE LEAFLET CAREFULLY

CEOZIME

BEFORE USE

Capsule

Celecoxib 200 mg

Composition:

Each hard capsule contains Celecoxib 200 mg.
Indication, Dosage & Mode of Administration,
Contraindication and other information:

Read the package leaflet enclosed.

Storage conditions: Store in a tight container,
below 30°C, protected from light and moisture.
Shelf-life: 36 months from the mfg. date.
Specifications: In-House.

Thanh phan:

Méi vién nang cuing c6 chia Celecoxib 200 mg.
Chi dinh, Liéu luong & Cach diing, Chéng chi
dinh va cac thong tin khac:

Xem trong t& hudng dan sif dung thude kem theo.
Piéu kién bao quan: Bao quan trong bao bi kin,
nhiét d6 dudi 30°C, tranh &nh sdng va am.

Han diing: 36 thang ké tlf ngay san xuat.

Tiéu chuan: TCCS.

Xuat xu: Han Quéc.

DNNK:

SBK/Visa No. :
LSX / Batch No,:
NSX / Mfg. Date:
HSD / Exp. Date:
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CEOZIME Capsule
Celecoxib 200 mg

Khuyén cao:

Doc k huéng dan sie dung trude khi dimg.

Dé xa tam tay tré em.

Théng bdo ngay cho bac sv hodc duoc sy nhimg tac dung khong mong muon gdp phdi khi [
sir dung thuée. Néu can thém thong tin xin hoi y kién bac sy hodc dige sy. /Z/[/
Thuoc nay chi dung theo don cua bac sy.

Thanh phan — ham lwong ciia thudc:

Madi vién nang cimg c6 chira:

Hoat chat: CelecoXib...........ccvrunvererennrennn.200 mg

Ta dwgc: lactose monohydrate, sodium lauryl sulfate, povidone K-30, croscarmellose sodium,
magnesium stearate, capsule #2.

Dang bao ché: Vién nang ciing
Quy cach dong goi: Hop 3 vi x 10 vién.

Duoge lue hoe:

Nhom tac dung dwge Iy: Thude chong viém khong steroid

Ma ATC: MOTAHOI

Celecoxib 1a mot thude chdng viém khong steroid, e ché chon loc cyclooxygenase-2 (COX-2),
c6 chc tac dung diéu tri chong viém, giam dau, ha sét. Co ché tac dung cua celecoxib 1a do trc
ché su tdng hop prostaglandin, chii yéu thong qua tic dung (rc ché isoenzym cyclooxygenase-2
(COX-2), dan dén lam giam su tao thanh céc tién chat cua prostaglandin. Khac véi phan 16n cac
thudc chdng viém khong steroid co trude ddy. celecoxib khong (e ché isoenzym cyclo-
oxygenase-1 (COX-1) véi cac nong do diéu tri & ngudi. COX-1 1a mot enzym cau tric ¢6 & hau
hét cac md, bach cau don nhén to va tiéu cdu. COX-1 tham gia vao tao huyét khdi (nhu thic day
tiéu cau ngung tap) duy tri hang rao niém mac bao vé cua da day va chirc nang than (nhu duy tri
tudi mau than). Do khong tre ché COX-1 nén celecoxib it cé nguy co gy cac tac dung phu (vi du
dbi voi tidu cu niém mac da day), nhung ¢6 thé gay cac tac dung phu & than tuong tu nhu céc
thude chdng viém khong steroid khong chon loc.

Dwgc dong hoc:

Hdp thu

Celecoxib duge hép thu nhanh qua duong tiéu héa. Udng celecoxib véi thire dn ¢ nhidu chat
béo lam cham thoi gian dat nong do dinh trong huyét wong so véi udng lic doi khoang 1 dén 2.
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gio va lam tang 10 - 20% dién tich dudi duong cong (AUC). C6 thé dung celecoxib dong thoi

v6i thirc an ma khong can cha y dén thoi gian cac bira an. Nong do dinh trong huyét twong cia
thude thuong dat ¢ 3 gior sau khi udng mot liéu duy nhat 200 mg ltic doi, va trung binh bang 705
ng/mL. Nong do thude & trang thai 6n dinh trong huyét tuong dat dugc trong vong 5 ngay: khong
thay c6 tich luy. O ngudi cao tudi trén 65 tudi, nong do dinh trong huyét trong va AUC tang 40

va 50%, twong (g, so v&i ngudi tré; AUC ciia celecoxib & trang thai én dinh tang 40 hodc 180%

& nguoi suy gan nhe hodc vira, tuong (mg, va giam 40% & nguoi suy than man tinh (téc do loc o
cau than 35 - 60 mL/phut) so véi & ngudi binh thuong. Wl
Phan bé .

Thé tich phan b6 & trang thai on dinh khoang 400 L (khoang 7,14 L/kg) nhu véy thudc phan bd
nhiéu vao mé. O nong do diéu tri trong huyét trong, 97% celecoxib gén voi protein huyét tuong.
Chuyén héa

Celecoxib duge chuyén héa trong gan thanh cac chat chuyén hoa khong cé hoat tinh boi isoenzym
CYP4s0 2C9.

Thai true

Nira doi thai trir trong huyét tuong ctia celecoxib sau khi udng 1a 11 gio, va hé s thanh thai trong
huyét tuong khoang 500 mL/phat. Nira doi cua thude kéo dai & nguoi suy than hodc suy gan.
Celecoxib thai trir khoang 27% trong nudc ticu va 57% trong phan, dudi 3% liéu duogc thai trir
khong thay doi.

Chi dinh:

= Diéu tri triéu chimg thoai hoa khép o nguai 16n.

* Diéu tri triéu chimg viém khop dang thip o ngudi 16n.

* Diéu tri tridu chimg viém cot song dinh khép & ngudi 16n.
= Piéu tri dau cdp, ké ca dau sau phau thudt, nhd ring.

= Piéu tri thong kinh nguyén phat.

Liéu lwgng va cach ding:

D¢ diéu tri thoai hoa xuong - khdp, liéu phai diéu chinh theo nhu cau va dap (g cua timg nguoi
bénh, tim liéu thap nhit ma c6 hiéu qua trong thoi gian ngin nhét.

Thodi héa xwong - khép: Liéu thong thuong: 200 mg/lan/ngay. Liéu cao hon 200 mg/ngay (nhu
200 mg/lan x 2 1in/ngay) khong c6 hiéu qua hon.

Viem khép dang thap ¢ ngieoi lom: Liéu thong thudong: 200 mg/lan x 1 hodc 2 lan/ngay, c¢6 thé
udng khong can cha y dén bira an. Liéu cao hon (400 mg x 2 lan/ngay) khong cé tac dung tot
hon liéu 100 - 200 mg x 2 Iﬁm’ngéy va phai uéng vao bira an (ciing voi thire an) dé cai thién hap
thu.

Viém cot song dinh khép o ngueoi Ion: Lidu thong thuong: 200 mg dung mét lan mdi ngay hoac
chia thanh hai lan. Tang liéu 1én 400 mg mot lan mdi ngay hodc chia 2 ldn ¢6 thé lam giam nhe
triéu chimg & mot s6 it bénh nhan. Néu khong cé hiéu qua sau hai tuan diéu tri can xem xét cac
liéu phap diéu tri khac.
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Dau cdp, ké ca dau sau phau thudt, nho rang: Liéu thong thuong & ngudi lon: 400 mg udng

| lan, t'iép theo 200 mg néu can, trong ngay dau. Dé tiép tuc giam dau, ¢6 thé cho liéu 200 mg

ngay uong 2 lan, néu can.

Thong kinh: Liéu thong thuong & ngudi lon: 400 mg udng 1 1an, tiép theo 200 mg néu can, trong

ngay dau. Dé giam triéu chirmg. ¢6 thé cho liéu 200 mg ngay udng 2 lan, néu can.

Liéu t6i da duoc khuyén cao ding hang ngay 1a 400 mg cho tit ca cac chi dinh.

Déi twong dic biét:

Ngudi cao tuéi (> 63 tuoi): Khong can diéu chinh liéu, mac du nong do thudc tang trong huyét , -
tuong. Tuy nhién, déi vdi ngudi cao tudi ¢ trong luong co thé dudi S0 kg, phai ding néy{f@
khuyén cdo thap nhat khi bat dau diéu tri. -
Suy than: Chua dugc nghién cru va khong khuyén céo dung cho ngudi suy thén. Néu can thiét

phai diing celecoxib cho ngudi suy than nhe va vira, phai gidm sat can than chic ndng than. Nha

san xuat khong c6 khuyén céo dic biét nao vé diéu chinh liéu cho ngudi suy than man.

Suy gan: Chua dugc nghién ctru. Theo nha san xudt, khong duge diung cho ngudi bénh suy gan

nang. Ddi vai suy gan vira, nha san xuat khuyén céo giam liéu khoang 50%.

Bénh nhdn chuyén héa kém qua CYP2C9: Can than trong khi dung celecoxib cho nhitng bénh

nhan da biét hodc nghi ngd chuyén hoa kém qua CYP2C9 dua trén kiéu di truyén va tién sir/kinh
nghiém sir dung cac co chit khac cia CYP2C9. Xem xét ap dung mic liéu bang % li¢u thap nhét

dugc khuyén cao.

Tre em: Khong dung cho tré em.

Chong chi dinh:

»  MAin cam véi celecoxib hodc vai bat ky thanh phan nao clia thude.

» Tién sir man cam vai sulfonamid.

= Suy tim nang.

»  Suy than ning (hé sb thanh thai creatinin dudi 30 mL/phat).

= Suy gan nang.

=  Bénh viém rudt (bénh Crohn, viém loét dai trang).

= Tién str bi hen, may day, hoac cac phan g kiéu di ing khac sau khi dung aspirin hodc cac
thube chéng viem khong steroid khac. D c6 béo céo vé cac phan (g kiéu phan vé nang, doi khi
gdy chét, véi cac thude chdng viém khong steroid ¢ nhirg nguoi bénh nay.

= Loét da day hodc chay méau tiéu hoa tién trién.

*  Phu nir ¢6 thai, phu nir c¢6 kha nang mang thai ma khong dung bién phap tranh thai hiéu qua.
= Phu nir cho con bu.

= Suy tim sung huyét (NYHA 1I-1V).

= Bénhtim thiéu mau, bénh dong mach ngoai bién, bénh mach mau ndo.

* Bénh nhan vira trai qua phéu thuit bic cau dong mach vanh.

Than trong: SRR

+ Than trong khi dung thudc: ;i-{ 2 a \
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Cac tac dong trén tim mach

» Huyét khdi tim mach: Cac thude chong viém khong steroid (NSAIDs). khong phai aspirin.
dung dudng toan than, co thé lam ting nguy co xuét hién bién ¢ huyét khoi tim mach, bao gom
ca nhdi mau co tim va dot quy. c6 thé dan dén tir vong. Nguy co nay cé thé xuat hién som trong
vai tuan dau ding thudc va c6 thé tang 1én theo thoi gian dung thude. Nguy co huyét khéi tim
mach dugc ghi nhan cha yéu & lidu cao.

Bac si can danh gia dinh ky su xudt hién cta cac bién ¢ tim mach, ngay ca khi bénh nhan khong

¢6 cac triéu chimg tim mach trude do. Bénh nhan can dugc canh bao vé céc triéu chirng cua bié%@

¢d tim mach nghiém trong va can tham kham béc si ngay khi xuat hién cac triéu chimg nay.

Pé giam thiéu nguy co xut hién bién ¢ bat loi, can sir dung celecoxib & liéu hang ngay thip
nhét ¢ hiéu qua trong thoi gian ngin nhét c6 thé 2 thir nghiém 1am sang 16n, ¢ dbi chimg vé
mot NSAID téc dong chon loc trén COX-2 khac trong diéu tri dau 10-14 ngay dau sau khi phau
thuat ghép mach dong mach vanh nhén tao (CABG) cho thiy ¢6 su tang ty 1¢ nhoi mau co tim va
dot quy (xem phé‘m Chéng chi dinh).

Celecoxib khong phai 1a mot chat thay thé cho acid acetylsalicylic trong du phong cac bénh tic
ngh&n huyét khbi tim mach do thiéu tac dong trén chic nang tiéu cau. Boi vi celecoxib khong trc
ché sur két tap tiéu cau, khong nén ngimg cac tri lidu khang tiéu cau (nhu acid acetylsalicylic).

= Tang huyét ap: Ciing nhu tit ca cac NSAIDs, celecoxib ¢6 thé [am khéi phét con tang huyét
ap hoac lam tinh trang tang huyét ap von co nang thém, ca hai yéu t6 nay déu cé thé lam tang
bién ¢b tim mach. Nén than trong khi dung NSAIDs, ké ca celecoxib trén bénh nhan tang huyét
ap. Can theo dai huyét ap chat ché khi bit dau diéu tri v6i celecoxib cling nhu trong sudt thdi
gian diéu tri.

» 'dich va phu: Ciing giéng nhu cac thude ¢6 tac dung (e ché tong hop prostaglandin, phu va
ir dich dugc ghi nhan & mot phan bénh nhén dung celecoxib. Do do, can theo ddi chat ché bénh
nhan bi suy tim sung huyét hodc ting huyét ap tir trude. Nén ding celecoxib than trong cho céc
bénh nhan da bi ton thuong chirc nang tim, phi hodc cac tinh trang c6 kha nang tré nén tram
trong hon do (r dich va phii bao gdm nhimg ngudi diing thude lgi tiéu, hodc ¢é nguy co giam thé
tich mau.

Cac tac dong trén dwong tiéu hoa: Thung duong tiéu héa trén va dudi, loét hoac chay mau da
xdy ra voi bénh nhdn dung celecoxib. Nhing bénh nhan c6 nguy co cao nhét bi nhimg bién
chimg dudng tiéu héa loai nay khi ding cac thubec NSAIDs bao gdm: ngudi cao tudi, bénh nhan
bi cac bénh tim mach, bénh nhan dang dung aspirin, cac glucocorticoid hodc cac NSAIDs khac,
bénh nhan ding thire uéng cé con hodc bénh nhan co tién sir hodc dang bi cac bénh duong tiéu
hoa tién trién nhu loét, cac tinh trang chay mau hodc viém duong tiéu hoa. Hau hét cac bao céo
ngau nhién vé cac trudong hop tir vong do bién cb trén dudng tiéu hoa ¢6 lién quan dén celecoxib
la trén cac bénh nhén thé chat yéu hodc ngudi cao tudi.

Cdc tac dong trén than: Cac NSAIDs bao gom celecoxib ¢6 thé giy doc cho than. Cac thur
nghiém lam sang vaéi celecoxib da chi ra cac tac dong tuong tu nhu véi cac NSAIDs khéac duoc
so sanh. Bénh nhan c6 nguy co nhiém doc than cao nhat la ngudi suy chirc nang than, suy tim,
suy chire ndng gan va ngudi cao tudi. Can theo ddi can than nhimg bénh nhan nay khi diéu tri
bang celecoxib.

s

ok
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Can than trong khi bat dau diéu tri cho bénh nhan bi mat nudc. Trude tién nén bu nude cho bénh
nhén rdi mai bit dau diéu tri bang celecoxib.

Bénh thdn tién trién: Can theo ddi chat ché chirc nang than & bénh nhan bi bénh than tién trién
dung celecoxib.

Phan ting phan vé: Ciing nhu cac thudec NSAIDs n6i chung, céc phan tmg phan vé da xay ra voi
bénh nhan ding celecoxib.

Cdc phan tmg nghiém trong trén da: Cac phan img nghiém trong trén da, mot s dan dén tur
vong, bao gdm viém da tréc vay, hoi chimg Steven-Johnson, va hoai tir biéu bi nhiém doc, da
dugc bao cao nhung rat hiém gap trong str dung celecoxib. Bénh nhan thudng cé nguy co cao
véi cac bién b nay trong giai doan sém ciia qua trinh diéu tri, cac trudng hop nay xay ra chi yéu e
trong thang dau tién dung thude. Can ngung ding celecoxib ngay khi xudt hién man do da, tém/f J
thuong niém mac, hoac bat ky dau hiéu qua man nao. ol
Cac tac dong trén gan: Chua cé nghién ciru trén cac bénh nhan suy gan nang (Child-Pugh do C).
Khong sir dung celecoxib trén cac bénh nhan suy gan ning. Celecoxib can dugc sir dung than
trong trén cac bénh nhan suy gan vira (Child-Pugh do B), va nén bat dau voi lidu béng mot nua
liéu khuyén cdo.

Cac tac dung khong mong mudn nghiém trong hiém gap trén gan, bao gdm viém gan kich phat
(mot s trudong hop gay tir vong), hoai tir gan va suy gan (mot so truong hop gay tr vong hodc
can phai ghép gan) da duoc bao cdo vai celecoxib.

Bénh nhan co céc triéu chirmg va’hoac déu hiéu cua suy gan hodc nguoi ¢o xét nghiém chirc nang
gan bat thuong can duge theo ddi chat ché vécac dau hiéu phat trién phan ng trén gan tram
trong hon trong qua trinh diéu tri véi celecoxib.

Sir dung dong thoi véi thude chong dong mau dieomg uong: Viée sir dung dong thoi cac NSAIDs
véi thude chong dong mau duong udng lam ting nguy co xuét huyét va can duge str dung than
trong. Cac thudc chong dong mau duong udng bao gdbm cac thube dang warfarin/coumarin va
cac thude chong dong mau dudng udng thé hé mai (nhu apixaban, dabigatran va rivaroxaban).
Pi ¢6 béo cao vé trudng hop chay mau nghiém trong trén cac bénh nhan dang dung dong thoi
voi warfarin hodc cac chat tuong tu, trong dé c6 mot sé truong hop gay tir vong. Do di ¢ bao
céo vé tang thoi gian prothrombin (INR), tac dung chdng dong/INR can duoc theo ddi ¢ nhirng
bénh nhan dung thudc chong dong dang warfarin/coumarin hodc chinh liéu sau khi bat dau diéu
tri bing celecoxib (xem phan Tuong tac cua thudc).

Tong quan: Vi tac dung giam viém, celecoxib co thé lam mo cac dau hiéu chin doan. nhu tridu
chimg sot trong chan doan nhiém trung.

Cén tranh dung dong thoi celecoxib vai mot thude NSAIDs khong phai aspirin.

Uc ché CYP 2D6: Celecoxib cho thdy c6 kha nang (rc ché CYP2D6 & mirc trung binh. DP6i voi
nhitng thude duogc chuyén hoa boi CYP2D6, ¢6 thé can phai giam lidu trong thoi gian bét dau
diéu tri bing celecoxib hodc tang lidu khi ngung diéu tri bang celecoxib.

Chuyén héa kém qua CYP2CY:

Nhing bénh nhan di biét hoac nghi ngo chuyén héa kém qua CYP2C9 dya trén tién sir/kinh
nghiém véi cac co chét cia CYP2C9 khac can than trong khi diing celecoxib.
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Thudc ¢6 chira lactose. Bénh nhan c6 van dé di truyén hiém gap nhu khong dung nap galactose,
thiéu hut Lapp lactase hoac kém hap thu glucose-galactose khong nén ding thude nay.

+ Céc khuyén céo dung thudc cho phu nir ¢é thai va cho con b:

Thoi ky mang thai

Chura ¢6 nghién ciru trén phu nir ¢6 thai. Mot sd nghién ciru trén dong vt cho thay ¢ doc tinh
trén sinh san. Chua cd céc dir li¢u tuong duong trén nguoi.

Celecoxib, cling nhu céc thude tre ché tong hop prostaglandin khéc, c6 thé gay vo luc co tir cung
va dong som ong dong mach cha, khong nén ding celecoxib vao 3 thang cudi cua thai ky.

C!}i nén dl'n]g celecoxib khi mang thai néu lgi ich c6 thé c6 di véi ngudi me vugt troi nguy ty[[;
tiém tang doi véi thai nhi. g™
Uc ché tong hop prostaglandin c6 thé gdy anh hudng bét loi cho phu nit mang thai. Dir liéu tir
cac nghién ciru dich t& cho thiy nguy co say thai tu phat ting 1én sau khi dung cac thude e ché
tong hop prostaglandin trong giai doan sém cua thai ky. Diung cac thudc e ché tong hop
prostaglandin trén dong vat cho thiy nguy co say thai tang Ién & giai doan trudc va sau khi phéi
lam 6.

Thoi ky cho con bu

Nghién ciru trén chudt cho thay celecoxib duge bai tiét qua sita véi ndng do tuong duong voi
ndng do trong huyét tuong. Trén phu nir cho con bu ding celecoxib, rét it celecoxib xuat hién
trong sita. Vi ¢6 thé 6 tac dung khong mong mudn cua celecoxib trén tré dang b me, tiy theo
lgi ich cta thude voi ngudi me, nén can nhic ngimg thude hay ngimg cho con bu.

Anh huomg trén kha nang sinh san

Dua trén co ché hoat dong, viée str dung cac NSAID, ké ca celecoxib co thé gay tri hoan hodc
ngan can su rung trimg, lién quan dén hién tugng vo sinh ¢o thé phuc hdi & mot sb phu nir.
Nhirng phu nit kho thu thai hay dang chira vé sinh, cin can nhéc viée ngimg ding cac NSAID,
bao gdm ca celecoxib.

+ Anh_hudng clia thude ddi véi cong viée (ngudi van hanh may méc, dang lai tau xe va cac
truong hop khac):

Thude c6 thé gay ra phan (mg bét loi 1a mat nga, chong mat, nhirc dau nén can than trong khi tham
gia lai xe va van hanh may moc.

Twong tac cia thube:

* Sir dung dong thoi voi thube chéng dong mau dudng udng:Viée sir dung dong thoi cic
NSAID véi thube chong dong mau duong udng lam ting nguy co xuat huyét va can dugce sir
dung than trong. Cac thudc chéng dong mau duong udng bao gém céc thudc dang
warfarin/coumarin va cac thudc chéng dong mau duong udng thé hé méi (nhu apixaban,
dabigatran va rivaroxaban). D3 c6 bao cdo vé truong hop chay mau nghiém trong trén céc bénh
nhan dang dung dong thoi véi warfarin hodc cac chat twong ty, trong dé ¢6 mot s6 trudng hop
gay tir vong. Do di c6 bdo cao vé tang thoi gian prothrombin (INR), téc dung chng dong/INR
can duoc theo ddi & nhitng bénh nhan dung thude chong dong dang warfarin/coumarin hodc
chinh liéu sau khi bat dau diéu tri bang celecoxib.
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= Cac thude chong tang huyét ap bao gdm céc chat e ché men chuyén angiotensin (ACEI),
chat d6i khang thu thé angiotensin 11 (ARB), céc thuée lgi tiéu va céac thude chen beta: Su trc ché
prostaglandin ¢6 thé lam giam tac dung cua cac thude chong tang huyét dp bao gom ACEI
va/hodc ARB, thudc lgi tiéu va thude chen beta. Can luu y tuong tac nay khi ding dong thoi
celecoxib véi ACEI va/hoac ARB, thude lgi tiéu va thude chen beta.

*  Dbi v6i ngudi cao tudi, bi giam thé tich tudn hoan (bao gdm ca bénh nhan dang ding thuée
loi tiéu) hodc bi ton thuong chire ning than, viéc két hop céc thudec NSAIDs, bao gom ca thude
(rc ché chon loc COX-2, véi thude trc ché men chuyén angiotensin, thudc ddi khang thu thé
angiotensin Il hodc thudc loi tiéu ¢6 thé gay ton hai chirc nang than, bao gdm suy than cap tinh.
Téc dung nay thuong c6 thé phuc hdi. Vi vay, can than trong khi sir dung dong thoi nhitng thude
nay. Can cho bénh nhan uéng nudc day du va, vé mat 1am sang, can theo doi, danh gia chirc nang
than khi bt dau diéu tri két hop va dinh ky sau do.

» Cyclosporin va tacrolimus: Do tac dung trén prostaglandin than, cac NSAIDs ¢6 thé lam ting
nguy co nhiém dgc than do cyclosporin va tacrolimus.

= Aspirin: Celecoxib khong anh huéng dén tac dong khang tiéu cau cua aspirin lidu thip. Vi
khong ¢6 tac dong trén tiéu cau, celecoxib khong phai la thude thay thé cho aspirin trong diéu tri
du phong bénh tim mach.

= Ucché CYP2C9: Celecoxib chii yéu chuyén hoa qua cytocrom P450 (CYP) 2C9 tai gan. Can
than trong khi ding celecoxib trén bénh nhan da biét hoac nghi ngd chuyén héa qua CYP2C9
kém dua trén tién sir voi cac co chat khac cia CYP2C9 vi nong dé thude trong huyét tuong co
thé cao bat thudng do giam do thanh thai chuyén hoa. Xem xét ap dung mirc lidu bang % liéu
thap nhat dugc khuyén céo.

= Sur dung két hop celecoxib vdi cac chat e ché CYP2C9 ¢6 thé dan dén hién tuong tang ndng
do celecoxib trong huyét tuong. Vi vdy. c6 thé can giam liéu celecoxib khi sir dung celecoxib
dong thoi véi cac chét te ché CYP2C9.

» Cam (mg CYP2C9: Sur dung celecoxib két hop vdi cac chat cam ng CYP2C9 nhu
rifampicin, carbamazepin va barbiturat c6 thé din dén hién tugng giam nong do celecoxib trong
huyét tuong. Vi vay, ¢6 thé can tang liéu celecoxib khi sir dung celecoxib dong thdi véi cac chat
cam (mg CYP2C9.

» Uc ché CYP2D6: Nghién ctru dugc dong hoc va nghién clru in vitro cho thdy mac du
celecoxib khong phai la co chdt nhung né ¢6 tac dung trc ché CYP2D6. Do d6 c6 thé ¢6 tuong
tac in vivo giira celecoxib véi cac thude chuyén hoa bai CYP2D6.

» Methotrexat: Khong quan sat thdy tuong tac dugc dong hoc va lam sang quan trong nao
trong nghién ctru lam sang giira celecoxib va methotrexat.

= Lithium: O déi tuong khoe manh, ndng do lithium trong huyét tuong tang khoang 17% khi
dung dong thoi lithium va celecoxib. Can theo ddi chat ché bénh nhan dang diéu tri bang lithium
khi dung celecoxib hodc ngimg dung celecoxib.

= Céc thude tranh thai dudng udng: Trong mdt nghién clru tuong tac, celecoxib khong co tac
dong rd rang trén lam sang voi duge dong hoc cua thude tranh thai duong uéng loai két hop
(1 mg norethindron/0,035 mg ethinyl estradiol).
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* Glibenclamid/tolbutamid: Celecoxib khong anh huang dén dugc dong hoc cua tolbutamid

(co chét caa CYP2C9), hodc glibenclamid trén 1am sang

* Fluconazol: Dung dong thoi fluconazol liéu 200 mg x 1 lan/ngay lam tang gép doi nong do
celecoxib trong huyét tuong. Viéc tang l1én nay la do tac dong e ché su chuyén héa cua
celecoxib qua CYP P450 2C9 bai fluconazol. Celecoxib nén dugce sir dung véi liéu bang mot nira

liéu khuyén cdo & bénh nhan dang ding fluconazol, mot chat irc ché CYP2C9.

= Ketoconazol va cac thudc khang acid: Ketoconazol hodc thudc khang acid khong anh huéng

dén duoc dong hoc cua celecoxib.

= Dextromethorphan va metoprolol: Sir dung dong thoi celecoxib 200 mg hai lan mdi ngay dan

dén viéc tang lan luot 2,6 lan va 1,5 lan ndng do dextromethorphan va metoprolol trong huyét

twong (co chat ciia CYP2D6). Viée tang 1én nay la do su (rc ché cua celecoxib 1én su chuyén hoa

co chat ciia CYP2D6 qua CYP2D6. Vi vdy, ¢6 thé can giam liéu lugng cia cac thude la co chdt -
cia CYP2DG6 khi bat dau diéu tri bang celecoxib hodc tang liéu khi ngung diéu tri bénﬁ,{f&/_
celecoxib. -
*  Thude lgi tiéu: Cac nghién ctru lam sang cho thay trén mot s6 bénh nhén, cac NSAIDs c6 thé

lam giam tac dung tang thai natri qua nudc tiéu cua furosemid va thiazid bing cach trc ché tong

hgp prostaglandin.

Tac dung khéng mong mudn:

Dir li¢u trong cdc thie nghiém lam sang: Cac tac dung khong mong mudn (ADR) trong bang
dudi day dugc bao cdo vai ti 1€ 16n hon 0,01% & nhom dung celecoxib va cao hon so véi bao
c4o & nhom dung gia dugc, trong 12 thir nghiém lam sang c6 dbi chimg véi gia duge va/hoac véi
hoat chat khac, kéo dai t&i 12 tuan, dung liéu hang ngay tir 100 mg dén 800 mg & ngudi Ién. Tan
sudt ctia cac ADR trong bang dudi day dugc cip nhat dya trén dir liéu tong hop tir 89 thir nghiém
lam sang ngiu nhién c6 dbi chimg mo ta viée sir dung trén 1am sang & 38.102 bénh nhan dung
celecoxib.

Tén suat ADR dugc dinh nghia nhu sau: RAt thudng gap (=10%), thuong gap (1% va <10%), it
gap (=0,1% va <1%), hiém gép (=0,01% va <0,1%), rat hiém gdp (<0.01%) va khong xac dinh
(khong rd tan suél):

Nguy co huyét khdi tim mach (xem thém phan Than trong)

Tén suéit gip cic tic dung khong mong mudn
A B HH‘ = A &
; RAC | Thuong gap it gap o 0 Rhng
Hé co quan |thuong gap >1% va <10%) |(0.1% va <1% (>0,01% va hiém gap xic
clov) | E17eva<lidn) (20,1%va<l%) ™4 19 (<0.01%) | dinh
Viém xoang,
i nhiem khuan
Nhiém khuan dudng ho hap trén,
viém hong, nhi'ém
tring duong ticu
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R&i loan méau
va bach huyét

Thiéu mau

Giam bach péu,
giam tiéu cau

Hoai tir *

R&i loan hé
thong mién
dich

Qua man cam

Séc phan vé !, phan
ng phan vé *

Ri loan
chuyén hoéa va
dinh duéng

Tang kali huyét

R&i loan tam
than

Mt ngu

Lo lang, trdm
cam, mét moi

Trang thai roi
A P |
loan, ao giac

Réi loan hé
than kinh

Chong mat, tang
truong luc, dau
dau’

Nhéi mau no’,
mat ngu, buon
ngu

Mat diéu hoa,
roi loan

Xuat huyét ndi so
(bao gdm ca tir
vong do xuat huyét
ndi so) ! viem
mang nio vo khuan
‘. dong kinh (ké ca
chimg dong kinh
gia tang) ', mat vi
giac *, chimg mat
mau *

%"

Ro6i loan mat

Tam nhin mo,
viém két mac’

Xuat huyét mat*

Tac dong mach

s 4 o -
vong mac *, tic tinh
mach vong mac *

R&i loan tai va
tai trong

U tai, ha huyét ap
I

R&i loan nhip
tim

5 1 P [ |
Nhoi mau co tim

Suy tim, dénh
trong nguc, nhip
tim nhanh

Loan nhip tim *

R6i loan mach
mau

Tang huyét
ap ' (bao
gf)m tang
huyét ap
nghiém
trong)

N ghén mach
phoi ! do bimg
mat !

Viém mach mau’*

R&i loan ho
hap, 16ng nguc
va trung that

Viém mdi, ho, kho
tho '

Co thét phé quan
4

i 1.4
Viém phoi

R&i loan tiéu
hoa

Budn nén *, dau
bung, tiéu g;hﬁy,
kho tiéu, day hoi,
non mua ' kho
nuot '

Tao bon, viém da
day, viém mi¢ng,
viém da day rudt
(bao gom gay
nghiém trong
thém chimg viém

Xuét huyét da
day-rugt *, loét
ta trang, loét da
day, loét thuc
quan, loét
duong rudt va

| =
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da day rudt). ¢
hoi

loét dai trang,
thung rudt;

phén den; viém
tuy. viém dai
trang

Viém thuce quan,

Roi loan mat

Chtre nang gan
bét thuong, ting
men gan (bao
gdm ting SGOT
va SGPT)

Viém gan '

Suy gan * (doi khi
gdy tir vong hoic
can ghép gan),
viém gan siéu vi
(mot s6 gay tir
vong), hoai tir gan
‘ rgan’®, viém gan
cholin ¥, vang da*

Réi loan da va

Phat ban, ngtra

May day, budu c¢d

Phui né *, rung
toc, tdng nhay

Viém da troc vay .
hong ban ! hoi
chimg Stevens-
Johnson *, hoai tir
biéu bi *, phan img
thude véi bach cau

Ré&i loan than
va tiét niéu

mau, tang uré
mau

. 4 .
tinh °, ha natri
mau

mo dudi da (bao gbm ngira) cam vai anh ai toan va céc triéu
sang chimg ¢6 hé thong
(DRESS)*, chimg
mun trimg ca Xuat
huyét cép tinh
(AGEP) ! viém da
Roi loan co : .
xuong va mo Pau khop * C,O lhﬁ} G eIt Viém co*
kA rat chan)
lién két :
. i, 4 as
Tang creatinin  |Suy than cap Viem than ke, hi:

chimg than hu "3
viém cau than‘tén
thuong t6i thiéu *

R&i loan hé
thong sinh san
va tuyen v

R&i loan kinh
nguyét *

Vo sinh
O phu ni¥
3

R i loan toan Bénh giéng cum, [Phu mat, dau
thin va tai chd phtl ngoai vi nguc '

Ton thuong,

nhiém déc va i

tinh trang do Ton thugng

thu thuat

' Cac phén (g bét loi xay ra trong thir nghiém du phong polyp, cac déi tugng dugc diéu trj véi celecoxib
400 mg mdi ngay trong 2 ter nghiém 1am sang kéo dai dén 3 nam (thir nghiém ctia APC va PreSAP). Cac

tac dung khong mong mudn duge liét ké & trén déi vai cac thir nghiém dy phong polyp 1a nhimg
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cuu trude day da dugc phat hién trong qua trinh hau mai, hodc da xay ra thuong xuyén hon trong thir
nghiém dicu tri viém khép.

’Hon nira, cic tac dung khong mong mubn chua biét trudc day xay ra trong thir nghiém diéu tri polyp,
cho nhimg ngudi diéu tri véi celecoxib 400 mg mdi ngay trong 2 thir nghiém Iam sang kéo dai dén 3 nam
(thir nghiém APC va PreSAP):

Phé bién: dau thit nguc, hdi chimg rugt kich thich, bénh than nang, tang creatinin mau, tang san tuyén
tién liét lanh tinh, tdng can. Thudng gip: Nhiém Helicobacter, zona, chimg dan doc, viém phé quan, viém
vong mac, nhiém tring nuéu, lipoma, thiy tinh mach, xuét huyét két mac, huyét khéi tinh mach sau, khan
giong, tri xuat huyét, taing nhu dong ruét, loét miéng, viém da di tmg, hoai t, tiéu dém, xuét huyét am
dao, dau nguc, gay xuong chi dudi, ting natri mau.

T Phu nir du dinh mang thai khong dugc nghién ciru trong céc thir nghiém, do do tham khao dir liéu tan
sudt gap cac tac dung khong mong mudn nay la khong chinh xéc. 5

*Tan s6 gap dua trén phan tich téng hop tich Idy tir cac thir nghiém phoi nhiém & 38.102 bénh nhan. w

Qui liéu va cach xir tri:
Biéu hién: Qua lidu cac thude chong viém khong steroid co thé gay ngu lim, ngt lo mo, budn nén,
non, va dau viing thugng vi; cac biéu hién nay thuong phuc hdi véi viée diéu tri nang do. Ciing xay
ra chay mau dudng tiéu hoa. Cac biéu hién xay ra hiém hon la tang huyét ap, suy than cap, tc ché
ho hip va hon mé. Cac phan (mg kiéu phan vé da duoc thong bao véi lidu diéu tri cia thude chong
viém khong steroid va c6 thé xay ra khi qua liéu.

Diéu tri: Diéu tri qua lidu thude chong viém khong steroid bao gom diéu tri triéu chimg va hd
tro; khong co thube giai doc ddc hiéu dbi vai thude chdng viém khong steroid. Trong 4 git dau
sau ding qua liéu, liéu phap gay non va/hodc cho than hoat (60-100 g cho ngui 1én, hodc 1 dén
2 g/kg cho tré em), va/hodic mot thude tay tham thau c6 thé co ich ddi véi nhimg ngudi bénh da
¢6 biéu hién bénh 1y hodc da udng mot lugng thube qua Ién. Khong biét celecoxib ¢6 loai dugce
bang tham tach mau hay khong, nhung thude gin vao protein véi ty 1¢ cao goi y sir dung céc bién \
phép bai niéu cudng birc, kiém hoa nudc tiéu, thim tach mau, hoge truyén mau c6 thé khong c6 /
hiéu qua loai bo lugng lon celecoxib khoi co thé.
Tich cuc theo doi dé c¢é bién phap xie tri kip thoi.

Piéu kién bao quan: Bao quan trong bao bi kin, nhi¢t do dudi 30°C, tranh anh sang va am.
Han diing: 36 thang k¢ tir ngay san xuat.
Tiéu chuan: TCCS.

Nha san xuit: THERAGEN ETEX CO., LTD.
58, Sandan-ro 68beon-gil. Danwon-gu, Ansan-si, Gyeonggi-do — Han Quoc.

ShK:
Ngay xem xét sira déi, cAp nhit lai ndi dung hwong din sir dung thude:
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