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Celecoxib Capsules 200 mg

00¢Z 1302143

Keep out of the reach of children.

Composition: Rx_Thuéc ké don Hép 3 vi x 10 vién
Each hard capsule contains: MEDICEL 200
Celecoxib BP  200mg R

Thanh phan: Mdi vién nang cirng chira:
Specification: In-house Celecoxib............ ......200 mg

) . Tiéu chuan: TCCS
Dosage: by the Physican. Chi dinh, chéng chi dinh, cich ding va
khac: Xi o h

Storage Condition: 3"},:,",1‘3"“ 0 Al Xin. 0o & Ity als
Store at temperature not exceeding Bo quan: O nhiét 46 khdng qua 30°C.tranh &m
30°C, protect from moisture. DE XA TAM TAY TRE EM

DOC KY HUONG DAN SIF DUNG
Manufactured by : TRUGC KHI DUNG.
ZIM LABORATORIES LIMITED

Plot Nos. B-21/22, MIDC Area. me. San xuét boi: ZIM LABORATORIES LIMITED
Zm

Plot Nos. B-21/22, MIDC Area.
Kalmeshwar. Nagpur 441 501, Kalmeshwar, Nagpur 441 501,

Maharashtra State, India 8 Maharashtra State, An Do
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Each hard gelatin capsule contains:
Celecoxib Bp 200 mg

Manufactured by:

ZIM LABORATORIES LIMITED
Plot Nos. B-21/22, MIDC Area,
Kalmeshwar, Nagpur 441 501,
Maharashtra State, India.

MEDICEL 200

Each hard gelatin capsule contains:
Celecoxib ~ BP  20g mg

Manufactured by:

ZIM LABORATORIES LIMITED
Plot Nos. B-21/22, MIDC Area,
Kalmeshwar, Nagpur 441 501,
Maharashtra State, India.
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Each harg gelatin capsule contains:

Celecoxib
Visa No.:

Mfg. Lic. No.

Batch.No:
Mfg.Date:
Exp.Date:

MEDICEL 200

Each hard gelatin capsule contains:

Celecoxib

Visa No.:
Mfg. Lic. No.:
Batch.No:
Mfg. Date:
Exp.Date:

BP 200 mg

BP 200 mg
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HUGONG DAN SU DUNG THUOC

Rx_ Thuoc nay chi dung theo don thudc

MEDICEL 200

DE XA TAM TAY TRE EM o
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG |-

THANH PHAN:M3i vién nang ctmg chia:

Hoat chdt :
M&i vién MEDICEL 200 chira: Celecoxib ........... 200 mg

Td duoec: Colloidal silica khan, tinh bdt ngd, croscarmelose natri, hypromellose, natri
lauryl sulphat, cellulose vi tinh thé, talc, magnesi stearate, vo nang sd 1.

DANG BAO CHE:

MEDICEL 200: vién nang ctmg sé 1 nip trong sudt mau xanh 14 cdy- than trong sudt, bén
trong chira bét thude dang hat.

CHI DINH:

Lam giam céc tri¢u ching thoai hoéa khop (OA), viém khép dang thip (RA) va viém climg
khép dot song, thodi hoa cot song.

Quyét dinh ding mét chat ire ché chon loc COX-2 cén dia trén danh gid riii ro 1ong thé cia
tirng bénh nhan.

LIEU LUONG VA CACH DUNG

Do nguy co trén tim mach cia celecoxib c¢ thé tang 1én theo lidu luong va thoi gian dung
thude, can sir dung liéu hang ngay thdp nhat c6 hiéu qua va thoi gian dung thudce ngin nhat ¢6
thé. Sy thuyén giam cac triéu ching va déap tng véi diéu tri clia cdc bénh nhan cin dugc dinh
ky danh gi lai, ddc biét & cac bénh nhan thosi héa khop.

Thoii hoa khép:

Thuong dung liéu khuyén cao hang ngay 1a 200 mg, uépg 1 1an hogc chia lam 2 1in, & mdt s6
bénh nhén khéng thuyén giam cac triéu chimg, tang liéu 1én 200 mg, ngay 2 lan co thé lam
tang hi¢u qua diéu tri. Céc truong hop khéng c6 bi€u hién tang hiéu qua di€u tri sau 2 tuan,
viée str dung liéu phdp diéu tri khéc cin duoc cén nhic.

Viém khép dang thap:

Liéu khoi ddu khuyén cdo hang ngay 12 200 mg, chia 1am 2 1in.Néu cin thiét, sau d6 c6 thé
tang IiéL} 1én 200 mg x 2 lan/ngay. Ce}c truong hop khéng co bicu hién tang hi¢u qua diéu trj
sau 2 tuan, viée sir dung liéu phép diéu tri khac cAn duoc can nhic.

Viém cirng dét séng, thosi hoa ¢ft song:

Lieu khéi ddu khuyén cdo hang ngay 1a 200 mg, dung 1 Ian hogc chia lam 2 lin. G mét sé
bénh nhén khépg thuyén giam cac triéu chimg, ting lidu 1én 400 mg, ngay 1 lan hodc chia
lam 2 Ian c6 thé lam téng hiu qua diéu tri. Cac truong hop khdng ¢6 biéu hién tang hiéu qua
diu tri sau 2 tuan, viéc sir dung liéu phap diéu tri khac cin duoc can nhic,
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Liéu t5i da hang ngay cho moi chi dinh li 400 mg
Celecoxib c6 thé uéng cing hodc khong cing véi thirc én.

Ngudi cao tudi: (> 65 tudi): cling nhu v&i ngudi tré tudi, cin su dung liéu khei dau 200
mg/ngay. Sau d6, lidu ¢6 thé duoc tang 1én 200 mg x 2 lan/ngay. Dic biétluu y do1 ¥6i ngudi
cao tudi c6 can ning dudi 50 kg. OGS

Bénh nhan suy gan: Liéu khoi diu cin duge giam mot nira so voi lidy khuyéfi cdo o cac
bénh nhan dugce xac dinh suy gan trung binh véi mirc albumin huyét thanh 25-35 g/l. Kinh
nghiém st dung thudc cho céc bénh nhan xo gan con han ché.

Bénh nhén suy thén: Kinh nghiém st dung thudc cho ‘cac beénh nhén suy than nhe hay frung
binh con han ché; do dé cin thén trong khi sir dung thude cho cac bénh nhén nay.

Tré em: Celecoxib khong duoc chi dinh cho tré em.

Nhirng ngudi chuyén héa kém: Cac bénh nhan duge biét, hoic bi nghi ng& chuyén hoa kém
do CYP2C9 (CYP2C9 bi réi loan hodc khéng hoat dc}gg) can thr;”}n trong lghi sur dl,ll‘]g
celecoxib do nguy co céc tic dung c6 hai ting 1én theo lidu dung. Can can nhic giam lidu

xudng ¥ lidu khuyén cdo thap nht.

CHONG CHI PINH:
Celecoxib duoc chéng chi dinh cho cac truomg hop sau:

- Quéa min cam véi celecoxib hodc bt cir thanh phén nao cua thudc.

- Puoc biét qué man cam véi cac sulphonamid

- Loét da day hodc chay méu da day rudt thé hoat dong

- Bénh nhén c6 tién st bi hen, viém mili cép tinh, polyp mii, phu than kinh mach, may
day hay c6 cac phan tmg kiéu di tng khéc sau khi udng acid acetylsalicylic hay cac
chit khang viém khong steroid (NSAIDs) c¢6 téc dung (¢ ché COX-2
(xyclooxygenase-2)

- Phu nit mang thai va phu nit ¢ kha nang mang thai trir khi dang str dung mdt phuong
phap tranh thai ¢6 hiéu qua. Celecoxib gay di tit & 2 loai dong vat duoc nghién ciru.
Kha néing gay rui ro cho phu nit ¢6 thai con chua duoc biét, nhung khéng thé duoc
loai trir.

- Phu nir dang cho con bu.

- Réi loan chiic néng gan nang (albumin huyét thanh < 25 g/l hodc chi s Child-Pugh >
10)

- Bénh nhan ¢6 do thanh thai creatinin ugc tinh <30 ml/phut.

- Bénh viém rudt.

- Suy tim sung huyét (NYHS II-IV). Bénh tim thiéu mau cuc by, bénh mach vanh ngoai
bién va/hay bénh mach mau nio da duoe xéc dinh.

- Tréem

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Céc bién chimg & dudng tiéu hoa trén (thung, loét hodc chay méu), mot sd trudong hop dan toi
tr vong da xuét hién & cac bénh nhan di€u trj véi celecoxib. Can than trong khi diéu tri cho
cac bénh nhén c¢6 nguy co phét trién bién ching & duong tiéu hoéa khi sir dung c4c thube
khang viém khong steroid (NSAID), ngudi cao tudi, bénh nhan dang st dung bét ky NSAID
nao khac hoic acid acetylsalicylic hay bénh nhan c6 tién sir bi cdc bénh duodng tiéu hoa nhu
viém loét va xuit huyét da day-rudt

Co su gia ting céac nguy co tac dung phu d6i véi dudng tiéu hoa (viém loét da day rudt hoic

cac bién chl'n}g tiéu héa khéc) khi celecoxip duogc str dung déng thoi véi acid acetylsalicylic
(ngay ca ¢ li€u thap). Su khac biét déng ké vé tinh an toan déi vai h¢ tiéu hoa giita viée sir
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dung céc thude re ché chon loc COX-2 + acid acetylsalicylic véi viée st dung cac NSAID +
acid acetylsalicylic chua duge x4c dinh trong cac thir nghiém lam sang kéo dai.

St dung ddng thoi celecoxib va cac NSAID, ngoai trir aspirin, can duoo tranh.’ Téang cac tac
dung phu c6 hai trén tim mach, chil yéu Ia nhdi mau co tim, da duor'c':xéq dmh trong cdc thir
nghiém duge kiém soét véi gia duoc trong thoi gian dai & nhitmg ngudi bi rul_tt;yfén; rai ra¢ diéu
tri véi celecoxib véi liéu 200 mg x 2 lan/ngay va 400 mg x 2 lan/ngay sorvéi, nhom/sir dung
gia duoc. \ i /

Celecoxib ¢6 thé lam ting nguy co xut hién bién cb huyét khéi tirp' "mg_é}i; bao "gém ca nhoi
méu co tim va dot quy, ¢6 thé dan dén tir vong. Nguy co nay c6 thé xuat hién sém trong vai

\
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tudn dau ding thube va cé thé tang 1én theo thoi gian dung thudc. Nguy co huyét khéi tim
mach dugc ghi nhan chi yéu & lidu cao.

Bac si cin danh gid dinh ky sy xudt hién cta cic bién ¢d tim mach,ngay c& khi bénh nhén
khong c6 céc trigu chimg cia bién ¢b tim mach nghiém trong va can tham kham béc st ngay
khi xuat hién céc triéu chitng nay.

Dé giam thiéu nguy co xudt hién bién cb bét loi, cin st dung celecoxib & lidu hang ngay thip
nhét c6 hidu qua trong thoi gian ngén nhét,

Su thuyén giam cac triéu ching va dap g diéu trj cua céc bénh nhan cén duoc dinh ky danh
gia lai, dac bi¢t & cac bénh nhan thodi héa khép. Cac bénh nhan co yéu t6 nguy co déng ké vé
céc bién ¢b tim mach (nhu tang huyét ap, tang lipid huyét, dai thao dudng, ngudi hut thude)
chi duoc diéu tri véi celecoxib sau khi can nhic cén than. Cac thube tic ché chon loc COX-2
khong thé thay thé cho acid acetylsalicylic trong viéc du phong céc bénh huyét khdi tim mach
vi khong co tac dung khang tiéu ciu. Do do viée didu trj khang tiéu ciu khéng duoc nging
lai.

Ciing nhu cac thude khac duge bidt 14 e ché téng hop prostaglandin, @ dich va phu da duoc
quan sit thdy & cdc bénh nhan dang dung celecoxib. Do dé, celecoxib phai dwoce st dung thin
trong & cac bénh nhan ¢4 tién sir suy tim, réi loan chtrc ning tim that trai, hoic tang huyét 4p
va cac bénh nhéan dang bi phu do bat ky ly do nao khéc, vi tc ché tong hop prostaglandin c6
thé gdy hu hai chirc nang than va gay r dich. Than trong cling duoc yéu ciu & cac bénh nhéin
dang dung thubc loi tidu hodc cac thude khac cé nguy co lam giam thé tich mau.

Ciing nhur tit ca cdc NSAID, celecoxib ¢6 thé la tién dé cua bénh ting huyét ap mai méc hodc
lam néing thém ching ting huyét ap cfi, ca haj didu nay déu co thé gdp phin vao viée tdng ty
I& cac bénh vé tim mach. Do d6 huyét ap can duoc kiém sodt chat ché khi bit diu diéu tri voi
celecoxib va dinh ky sau do.

Suy thén hay suy giam chirc ning gan va ddc biét 1a rdi loan chic nang tim duong nhu hay
gap hon & nguoi cao tudi va do d6 viée gidm sét thich hop vé y té cin duoc duy tri.

Cac NSAID, bao gdm cé celecoxib ¢ thé gy ngd doc than. Cac thir nghiém lam sang voi
celecoxib cho thiy cac anh huong trén than tuong tu nhu véi cac NSAID khic, Cac bénh
nhan c6 nguy co lon nhét bj ngd doc than la nhitng nguoi bi suy giam chirc nang than déng
ké, suy tim, bat thuong chirc ning gan, nguoi dang dung céc thude loi tiéu, cc chét e ché
ACE, cdc chat déi khang thu thé angiotensin 11 va ngudi cao tubi. Céc bénh nhan nay cin
duoc theo déi can than trong khi sir dung celecoxib.

Mot sb truong hop c6 cdc phan img gan trim trong, bao gdm ca viém gan bao phat (d6i khi
gdy tir vong), hoai tir gan va suy gan (mdt s6 din dén tir vong hodc yéu céu ghép gan) d3
duoc bdo cdo khi str dung celecoxib.Trong s6 cac truomg hop da duoc bao cdo trén day, phén
[6n cac anh huodng cé hai trdm trong trén gan xay ra trong vong | thang sau khi bat dau diéu
tri voi celecoxib.

Trong khi diéu tri, néu bénh nhan ¢6 diu hi¢u ton thuong & bat ky hé co quan nao ké trén, cin
tién hanh danh gia thich hop va viéc ngung diéu tri véi celecoxib cin dugce tinh dén.
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Celecoxib ttc ché CYP2D6.Mic di khong phai 1a mot cht trc ché manh déi voi enzym nay,
viéc giam liéu c6 thé 1a can thiét doi véi cac thube bi chuyén hoa béi CYP2D6.

Céc bénh nhan dugc biét chuyén hoa kém do CYP2D6 (bi rdi loan hoég-- Khong-hoat dong)
can su dung thuée mdt cach thén trong. o

Céc phan tmg da trdm trong, mét s dn t6i tir vong, bao gdm viém da-trocEvay(cé thé 1ot
da), hoi chimg Stevens-Johnson va hoai tir biéu bi do nhiém doc di duge bdo, cao lién-quan
dén viée sir dung celecoxib tuy rat hiém gap. Cac bénh nhan c6 nguy cocao nhat xay ra'cic
phan ng nay sém hon trong qua trinh diéu tri gdm: ¢6 cac phan tng phénj_véhghi‘éfn» trong
(bao gdm sbc phan vé, phit mach va phat ban do thuée véi cac triéu chimg tdng-bach cau wa
eosin va tri¢u chimg toan than nhu hdi chimg qua man cam) da duoc béo cio & cac bénh nhan
sur dung celecoxib. Céc bénh nhan ¢6 tién sir di g voi sulphonamid hay bt ky thude nao c6
thé c6 nguy co cao hon cé cac phan mg da hay phan tmg qua mén. Ngimg str dung celecoxib
khi ¢6 dau hiéu déu tién cua cac phan tmg: ban da, tén thuong niém mac hay bat ky d4u hiéu
qua man nao.

Celecoxib c6 thé che giau hién tugng sot va cac ddu hiéu cua hién tuong viém,

O céc bénh nhan diéu trj ddng thoi véi warfarin, hi¢n twong chay médu tram trong co thé xuét
hién. Cén thén trong khi phoi hop celecoxib véi warfarin hodc céc thude chong dong dudng
udng khac.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Phu nir mang thai:

Khéng sin cé cac tai liéu 1am sang vé viéc swr dung celecoxib cho phu nit mang thai. Cac
nghién ctu trén dong vat (chudt cong va tho) cho thdy thube co doc tinh dbi voi viéc sinh
sén, bao gom viée gy céc di tat cho bao thai. Kha nang c6 cac nguy co ddi voi phu nir mang
thai con chua duoc biét, nhung khong thé loai trir, Celecoxib, ciing nhu céc thude e ché sinh
tong hop prostaglandin khac, c6 thé gay dor tur cung va déng éng dong mach sém trong 3
thang cubi cia thai ky. Celecoxib bi chdng chi dinh cho phu nit mang thai va phu nit ¢ thé
mang thai. Néu phu nit ¢6 thai trong khi diéu tri, phai ngung str dung celecoxib.

Phu nit cho con bu:

Celecoxib bai tiét vao sita chudt cbng vé6i nong do tuong tu trong huyét tuong.Viée st dung
celecoxib & mot sb it phu nit cho con bt di cho thdy c6 mot lwong thap celecoxib bai tiét vio
stta me. Phu nit khi str dung celecoxib phai ngimg cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Céc bénh nhan bi chéng mat, dau dau, budn ngu trong khi sir dung celecoxib cin han ché 14i
xe va van hanh may méc.Nguoi lam viée trén cao can luu y tac dung phu nay.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
Cic twong tic vé duge Iwe hoc:

Cac thude chéng déng dudng udng cin dugce gidm sat ddc biét & 5 ngay dau sau khi bat ddu
di€u tri hay khi thay doi li€u celecoxib & cac bénh nhan dang sir dung warfarin hay céc thudc
chong dong duong udng khéc vi cdc bénh nhan nay bi ting nguy co chdy mau hodc cic bién
chimg cua hién tuong chdy mau. Do d6, bénh nhan dang sir dung cac thude chéng dong

dudng udng can duge theo dai cin than thoi gian prothrombin, dic biét 1a trong 5 ngay dau
dicu tri vai celecoxib hodc khi thay doi lieu dung celecoxib. Hién tuong chay mau lién quan

Il



- https://nhathuocngocanh.com/

HUONG DAN SU DUNG THUOC

dén su ting thoi gian prothrombin dd duge bdo cdo, da s6 14 & ngudi cao tudi, & cac bénh
nhéan dang str dung celecoxib dong thoi véi warfarin, mét so trudng hop gay tir vong.

Cac thude khang viém khong steroid (NSAID) co thé lam giam hidu qua cla céc thude loi
tiéu va céc thuéc chdng ting huyet ap khac. Bcn v6i cac NSAID, nguy-co suy-than cap,
thuong la h01 phuc duge, c6 thé tang 1én & mot s6 bénh nhin suy giam chiel néng than (nhu
bénh nhan mét nudce, bénh nhan dang dung cac thuoc loi tiéu hay bénhnhan cao tu01) khi céc
chét trc ché ACE hay cac chit d6i khang thu thé angiotensin II dugg dung phoi hopvai cac
NSAID, bao gom ca celecoxib. Do d6 vige phéi hop cén duge tién hanhthan trong, dac biét &
nguoi cao tudi. Cac bénh nhén can dugce bu nuGe day du va viée giam satchirc néng thén cin
duoc luu ¥ sau khi bit diu diéu tri phdi hop va tién hanh dinh ky sau do.

St dung dong thoi cac NSAID va ciclosporin hay tacrolimus duge cho 1a lam tang doc tinh
trén than cua ciclosporin va tacrolimus. Chirc nang thdn can dugc giam sét khi celecoxib va
ciclosporin hay tacrolimus dugc dung phdi hop.

Celecoxib ¢ thé duoc sir dung cing véi liéu thip acid acetylsalicylic nhung khong phai la
thude thay thé acid acetylsalicylic dé phong bénh tim mach. Trong céc nghién ciru da duoc dé
trinh, ciing nhu cac NSAID khac, ting nguy co loét da day rudt hay céc bién chimg khéc trén
dudng tiéu hoa so véi viée sir dung celecoxib don ddc dd duge ghi nhan khi str dung phéi hop
voi acid acetylsalicylic & lidu thap

Cic twong tic vé duwoe dong hoc:
Anh huong ciia celecoxib trén cic thube khic:

Celecoxib 12 mét thude e ché CYP2D6. Trong khi diéu tri véi celecoxib, ndng do trong
huyét tvong ctia chat ¢6 goc CYP2D6 dextromethorphan ting 1én 136%. Nong do trong huyet
tuong cua cac thuoc c6 gbc enzym nay co thé bi ting Ién khi celecoxib dugce su dung dong
thoi. Thi du vé cac thude bi chuyén hoa boi CYP2D6 gbm: cac thude chong trdm cam ba
vong hay cac thudc e ché chon loc tai hdp thu serotonin (SSRIs), cac thuoc an than, cac
thude chong loan nhip v.v.... Liéu ctia timg thubc ¢6 gbe CYP2D6 ¢6 thé cin phai dugc giam
khi bat du diéu tri v6i celecoxib hodic phai ting 1én khi ngimg st dung celecoxib.

Céc nghién ctru in vitro d cho thiy mét sb kha ning celecoxib tre ché su chuyén hoa xtc tac
boi CYP2C19. Y nghia 14m sang ctia phat hién in vitro nay con chua duge biét. Vi du vé cac
loai thude duge chuyén hoa boi CYP2C19 la diazepam, citalopram va imipramin. Trong mét
nghién ctu tuong tac, celecoxib _khong anh huong vé 1am sang dén duge dong hoc cia céc
thuéc udng tranh thai dwdng uong (norethistheron 1 mg / ethinylestradiol 35 microgam).
Celecoxib khéng anh hudng dén dwgc dong hoc cua tolbutamid (co gbe CYP2C9), hoic
glibenclamid trén 1am sang. O cac bénh nhin viém khép dang thap celecoxib khong ¢6 anh
huémg dang ké vé mat thong ké trén duge déng hoc (d6 thanh thai than hay thanh thai huyét
tuong) cua methotrexat (¢ liéu dung cho bénh khép). Tuy nhién, theo dai day du ddc tinh lién
quan dén methotrexat can duoc luu ¥ khi két hop hai loai thude nay.

O nhiing nguoi khoe manh, s dung ddng thoi 200 mg celecoxib, 2 1an mdi ngay cung voéi
450 mg x 2 lan mdi ngay lithi gy tang trung binh 16% Cmax va 18% AUC cua lithi. Do do,
céc bénh nhén dang sir dung lithi can duge theo doi chit ché khi nglmg str dung celecoxib.

Anh huéng cda cic thude khac dén celecoxib:

O cac ca thé chuyén hoa kém do CYP2C9 (bi 16 loan ho#ic khong hoat dong) va dugc gia
thiét b tang tac dung phu d6i voi celecoxib, str dung dong thoi véi cdc chét tic ché CYP2C9
c¢6 thé dan toi tdng hon nita cic tac dung phu nay. Phbi hop nay cdn tranh & nhiing nguoi
duge b1et chuyén héa kém do CYP2C9. Vi celecoxib chu yéu duoc chuyén héa boi CYP2C9,
thube can duoc st dung vdi lidu bang mét nira lidu khuyén cdo & cac bénh nhan dang ding
fluconazol. Str dung ddng thoi liéu don 200 mg celecoxib va 200 mg fluconazol, mdt chét ¢6
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kha ning trc ché CYP2C9, mét 1an mdi ngay, 1am tang trung binh 60% Cmax va 130% AUC
clia celecoxib. Sir dung dong thoi cac chat tang cuong tac dung cua CYP2C9 nhu rifampicin,
carbamazepin va cdc barbiturat c6 thé lam giam ndng do celecoxib trong huyét tuong.
Ketoconazol hay cac thudc khang acid khong anh huong dén duoc dong hoc eua celecoxib.

TAC DUNG KHONG MONG MUON CUA THUOC: S

Céc tac dung khong mong mudn cta thube duoc 1iét ké theo hé co| qqan \za phﬁn 1oa1 theo tAn
sudt gép phai nhu sau: \

S tt

Rét phé bién Phé bién Khong phd bién Hiém"g'gflp: e | _Chti'a biét tin
(21/10) (21/100 dén | (21/1,000 dén | (21/10,000 dén=|{——~~ Suat
<1/10); <1/100); <1/1,000);
Nhiém khudn va nhiém ky sinh trung
- Viém xoang
- Nhiém khuan
duong ho  hép
trén.
- Nhiém khuin
dudng tiét niéu.
Céc roi loan vé mau va hé bach huyét
Thiéu mau - Giam bach cau - Thieu mau
- Giam tiéu cau khéng tai tao
Cac rdi loan hé mién dich:
Tram trong thém - Co cac phan
bénh di img irng di g ning.
- Sdc phan vé
- Sbc man cam

Céc rdi loan vé chuyén hoéa va dinh dudng:

| Tang kali huyét

Cac roi loan tam than

Mit nga - Lo‘le”mg Lan I6n Ao giac

- Tram cam
’ - Mét moi
Céc r6i loan hé than kinh

Chéng mit - Di cam - Mt diéu hoa - Pau dau

Ciang co - Budn ngu - R&i loan vi gidc | - Tang nang bénh
- Tic mach mau dong kinh.
nao - Viém mang nio

do vi khuén

- Giam khuru giac
- Xuat huyét ndi
SO gly tr vong

Cac roi loan vé mat

Nhin mo - Viém két mac
- Xuit huyét mét
- Tic déng mach
hay tinh mach
) vong mac.
Cac r6i loan vé tai va mé dao
[ - Utai

Cac roi loan vé tim

nite

PEa

)
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Nhéi méau co tim

- Suy tim

- Danh tréng
nguc

- Tim nhip nhanh

Loan nhip tim

~ Y l. ——
| Nguy co huyet

| khéi | tim mach

| .(dem’ thém phan

A thé“m trong va
| canh bao)

Céc rdi loan vé mach

X ==

Tang huyét ap

Tram trong thém
chirng tang huyét
ap

- Ching do bung
- Vjém mach )
- Tac mach phoi

Cac roi loan vé ho hép, ngyc va trung thit

- Viém hong
- Viém miii
- Ho

- Khé tho

Co that phé quan

Céc roi loan da day rudt

- Dau bung
- Tiéu chay
- Khé tiéu
- Day hoi

- Nén

- Khé nudt

- Tdo bon

- @ hoi

- Viém da day

- Viém miéng

- Trim trong
thém chirng viém
da day rudt

- Loét da day, ta
trang, thuc quan,
rudt non va rudt
két.

- Thung duong
rudt

- Viém thyc quan
- Viém tuy

- Budn nén

- Xuat huyét da
day rudt, rudt
két/tang nang
thém chimg xudt
huyét ruét két.

Céc r6i loan vé gan-mat

- Bat thuong
chtrc nang gan

- Tang SGOT va
SGPT

Ting men gan

- Suy gan (doi
khi giy tr vong
hodc yéu cau
ghép gan)

- Viém gan bao
phat (d6i khi gay
tor vong)

- Hoai t&r gan

- Viém gan

- Vang da

Vo s s

Céc rodi loan vé da va m6 dudi da

-Ban da
- Ngta

May day

- Rung téc
- Nhay cam danh
sang

- Bam mau

- Mun gigp

- Viém tréc da

- Ban d6 da hinh
- Hoi ching
Stevens-Johnson
- Hoai tur biéu bi
do nhiém déc

- Phat ban do
thudc kém theo
tang bach ciu ua
eosin va cac triéu
chirng toan thén
hay hoi chung
qua man cam

- Phit mach

N
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- Ban mun mu
toan thin cap

Céc rbi loan co xuong va m lién két A2 AN
Chudt rit cang 7"/ VAN PHOBRu\khp
chan DEW iem col

Céc r6i loan than va tiét niéu

- Téng creatinin
- Tang BUN

Cac r6i loan hé sinh san va vii

Roi  loan  kinh
nguyeét

Cac 101 loan toan than va tai cho dung thuée

- C6 cac triéu Dau nguc
chimg giéng ctim
- Phui ngoai bién/
ur dich

Thong bdo cho bdc sy hodic dwoc sy cic tic dung khong mong muin gap phai khi siv dung
thuéc.

QUA LIEU VA XU TRi:

Khong c6 kinh nghiém lam sang vé qua lidu celecoxib. Lidu don 1én dén 1200mg va liéu da
[én dén 1200mg x 2 lan moi ngay da duge s dung cho nhitng nguoi khoe manh trong 9 ngay
ma khong ¢6 cac tac dung phu dang ké trén 1am sang.

Trong truong hop duoc du doén 1a qua lidu, can tién hanh cac bién phap hd tro thich hop
nhu: 1am réng da day, giam sat trén 1am sang va néu can thiét, tién hanh diéu tri triéu chimg.
Tham tach mau khong giup loai trlr celecoxib ra khoi co thé do thude gin két manh véi
protein huyét tuong.

PAC TINH DUQC LUC HOC:

Nhém tic dung dwec Ij: Thubce ha sét, khang viém va giam dau khong steroid, nhém
coxib.

M@ ATC:MO1A HO1

Celecoxib 1a mot thube khang viém khéng steroid (NSAID),’(rc ché chon loc cyclo-
oxygenase-2 (COX-2), ¢6 cdc tac dung chong viém, giam dau, ha sbt.

Co ché tac dung cta celecoxib duoc cho 1a do i ché su téng hop prostaglandin, chu yéu
thong qua tic dung e ché isoenzym cyclo-oxygenase-2 (COX-2), dan t6i lam giam su tao
thanh cdc prostaglandin. Khéc véi cic thudc chéng viém khdng steroid da ¢6 trude day,
celecoxib khong tre ché isoenzym cyclo-oxygenase-1 (COX-1) vé&i céc nong do didu tri &
nguoi.COX-1 la mdt enzym cé & hau hét cac mo, bach cdu don nhén to va tiéu ciu.COX-1
tham gia vao tao cuc mdu déng (nhu thuc ddy tiéu ciu ngung tip). Do e ché téng hop
prostaglandin (m6t chét khang huyét khdi), celecoxib ¢6 thé lam tdng nguy co huyét khoi
mach & médt sé bénh nhan. Ngoai ra, celecoxib cé thé ngan chin tang sinh té bao ung thu dai
trang va lam gidm kich thuée polyp dai truc trang.

PAC TINH DUQC PONG HOQC:
Hap thu:

N

Vo ——.
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Celecoxib dugc hip thu nhanh qua dudng tiéu hoa. Uéng celecoxib vdi > An enl iéu chit
béo lam cham thoi gian dat ndng do dinh trong huyét tuong so véi :
gi0 va 1am tang 10-20% AUC. C6 thé uong celecoxib khi an hodc xg.c 'c%@ﬂpm

,»"-."*\

Nong d6 dinh trong huyét tuong cua thubc thudng dat 3 gid sau ,;,{ 6ngh Ec”w Hﬁ} 200
mg lic déi va trung binh bing 705 nanogam/ml. Nong d6 6n dinh thong A 91&5 at/duoc
trong vong 5 ngay diéu tri; khong thdy cé tich liy. O nguoi cao tu "7(1 63

01,1 ng do
dinh trong huyét twong va AUC tang lan lugt 40 va 50% so vo UGLAre; AUC cua
celelcoxib & trang thai 6n dinh tang lan luot 40 hodc 180% & nguoi suy gan nie hodc vira va
giam 40% & ngudi suy than man tinh (tdc d6 loc cdu than 35-60 ml/phut) so voi & ngudi binh
thuong.

Phan bb:

Thé tich phan b & trang thai 6n dinh khoang 400 lit (khoang 7,14 lit’kg), nhu véy thube phan
b nhiéu vao md. O ndng do didu tri trong huyét tuong, 97% celecoxib gén vai protein huyét
tuong.Celecoxib ¢ kha ning phan bd véo sita me.

Chuyén héa:

Celecoxib dugce chuyén héa chi yéu trong gan boi cytocrom P450 2C9 thanh céc chét chuyén
hoa khdng ¢6 hoat tinh duge 1y nhu cac thude e ché COX-1 va COX-2

Thai tru:

Thoi gian béan thai huyét twong sau khi uéng ltc déi la 11 gir va hé s thanh thai huyét tuong
khoang 500 ml/phut. Thoi gian ban thai cia thude kéo dai & ngudi suy than la 13,1 gio va &
ngudi suy gan 1a 11 gio hodc 13,1 git. Celecoxib thai trir khoang 27% trong nudc tiéu va
57% trong phén, dudi 3% liéu ding dugce thai trir dudi dang khong doi.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bdo quin: & nhiét d6 khéng qua 30°C, tranh 4m. Dé xa tim tay tré em.
Han dung: 36 thang ké tir ngay san xudt
Tiéu chuin chit lwong: Tiéu chudn co s
CO SO SAN XUAT:
ZIM LABORATORIES LTD. Y

Plot Nos. B-21/22, MLL.D.C Area, Kalmeshwar, .
Nagpur 441501 Maharashtra State, An D§.
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