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Rx-Thubc nay chi dung theo don thude

Tén thuoc: CELECOXIB
(Celecoxib 200 mg)
“PDé thudc xa tdm tay tré em”
“Poc k¥ huong ddn sit dung trude khi ding”
“Théng bdo ngay che bdc s¥ hodc duge s§ nhiing tdc dung khong mong mudn
gdp phdi khi sit dung thudc”

1. THANH PHAN, CONG THUC THUOC:

M@di vién nang cung cé chita:

Thénh phdn hoat chét: Celecoxib 200 mg

Thanh phdn td dugc: Granulac 200 (Lactose monohydrate), Texapon® OC-P (Sodium lauryl
sulfate), PVP Povidone K30 Premium (Povidon K30), Vivasol® GF (Croscarmellose sodium),
Magnesi stearat.

2. DANG BAO CHE:

Vién nang cung.

MBS ta: Vién nang ciing, nang so 1, nip va thin nang mau tring, ¢6 vong vang, bén trong chira
bot thude mau tring dén tring nga.

3. CHI PINH:

Piéu tri triéu chifng ctia thodi héa khdp (OA) va viém khdp dang thap (RA). Wl ;
Gidm nhe cdc dau hiéu va triéu ching ciia viém cOt song dinh khdp. b |
Diéu tri ngén han dau cép tinh & ngudi 1dn, bao gdm dau do phau thudt, chin thudng mo mém,
cd van.

Piéu tri dau bung kinh nguyén phat.

4. CACH DUNG, LIEU DUNG:
Vién nang celecoxib véi liéu ding dén 200 mg x 2 lin/ngly c6 thé dung cing thic dn hodc

khong.

Do cédc nguy c¢d trén tim mach clia celecoxib ¢6 thé ting theo liéu va thdi gian dung thudc, nén

ding lidu thap nhit trong thdfi gian ngdn nhit c6 thé. .
Ngudi lén:

Diéu tri triéu ching trong thodi héa khdp: 200 mg/ ngay.

Didu tri triéu ching trong viém khop dang thap: 200 mg x 2 lan/ngay.
Viém cét song dinh khdp: 200 mg/ ngay. Mot s6 bénh nhan c6 thé t6t hon néu ding tdng liéu mbi
ngay 400 mg.

Piéu tri ngdn han dau cdp tinh, dieu tri dau byng kinh nguyén phdt: khoi dau 400 mg, dung ti€p

theo mot lidu 200 mg néu cdn trong ngdy ddu tién. Trong cdc ngay ti€p theo, liéu khuyén cdo la
200 mg x 2 lin/ngay néu can.



Nhitng ngudi chuyén héa kém qua CYP2C9: Nhitng bénh nhan da bi€t hoidc nghi ngd chuyén héa
kém qua CYP2C9 dya irén tién sii/kinh nghiém vdi cdc cd chat khdc cla CYP2C9 khic cin than
trong khi ding celecoxib. Bat ddu didu tri vdi liéu bing Y2 liéu khuyén nghi thip nhat.

Nguoi cao tudi: Nhin chung khong phai diéu chinh liéu. Tuy nhién, véi cac bénh nhén cao tudi
¢6 can ndng dudi 50kg, nén bit diu dicu tri véi lidu khuyén céo thap nhét

Suy gan: Khong can chinh lidu véi cdc bénh nhan suy gan nhe (Child-Pugh nhém A). Dung
celecoxib theo nira liéu khuyé&n nghi cho cdc bénh nhin viém khdp hodc bi dau trong suy gan
vira (Child-Pugh nhém B). Chua ¢6 cdc nghién cuu trén cdc bénh nhidn suy gan nang (Child-
Pugh nhom C)

Suy thdn: khéng cin chinh lidu véi cde bénh nhan suy thin vira va nhe. Chua c6 cdc nghién ciiu
|im sang trén cdc bénh nhan suy thdn nang.

Tré em: dang bao ch& nay khéng thich hgp dang cho tré em dudi 18 tdi.

Ding két hgp voi fluconazol: nén ding celecoxib vdi nita lidu khuy&n nghi trén nhitng bénh nhin
dang diéu trj véi fluconazol, mot chit de ché CYP2C9. Cin thin trong khi dung két hgp
celecoxib vdi cdc chit de ché CYP2CY.

Khong ¢6 yéu ciu dic biét v& xif Iy thudc sau khi sif dung.

5. CHONG CHi PINH:

Qu4 min véi celecoxib, sulfonamid hodc bét ky thanh phin nao ciia thudc.

Tién sit hen, may day, viém mii cip, polyp mdi, phit mach mdu - thin kinh, ¢6 cdc phan ing
ki€u di ung sau khi diing acid acetylsalicylic (ASA [aspirin]) hodc cdc thudc chong viém khong

-

steroid khic (cdc NSAID), bao gbm céc thude e ch& dic hiéu cyclooxygenase - 2 (COX-2) khdc.

Loét da day va xuit huy€t tiéu hda.

Ngudi phiu thudt ghép mach ddng mach vanh nhan tao (CABG).

Phu nit ¢6 thai, cho con b, ¢6 kha niing thu thai trif khi dung cac bién phép tranh thai thich hdp.
Suy gan ning (albumin huyét thanh <25 g/l hodc Child-Pugh =10).

P6 thanh thdi creatinin CrCl <30 ml/min. Viém rudt. Suy tim sung huyét (NYHA TI-IV). ql /

Bénh tim thi€u méu cuc bd, bénh ding mach ngoai bién va/ hoac bénh mach mdu ndo.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

* Canh bio t4 dude: Thudc c6 chifa lactose nén bénh nhin méc cdc rdi loan di truyén hi€m gap
v& dung nap galactose, chifng thi€u hut lactose Lapp hoic réi loan hip thu glucose-galactose
khong nén st dung thudc nay.

- Cdc tdc déng trén tim mach:

Nguy ¢ huyét khoi tim mach: cac thudc chong viém khong steroid (NSAIDs), khong phdi aspirin,
ding dudng ton than ¢d thé lam ting nguy cd xuit hién bién ¢d huyét khdi tim mach, bao gom
& nhdi mau cd tim va dot quy, ¢6 thé dén d&n 1t vong. Nguy cd nay co thé xuat hi¢n sém trong
vai tudn diu ding thudc va c6 thé ting 1én theo thdi gian dang thudc. Nguy ¢o huyét khdi tim
mach dugc ghi nhin chi yéu & liéu cao.

Béc si cin dénh gid dinh k¥ sy xudt hién cfia cdc bién co tim mach, ngay cd khi bénh nhan
khéng ¢6 trigu ching tim mach trude d6. Bénh nhén can dude cdnh bao vé cdc triéu chiing cua
bicn ¢ tim mach nghiém trong vé can thim khdm bac st ngay khi xudt hién céc triéu chntng nay.

e =



Pé giam thiéu nguy cd xuat hién bién cd bat I¢i, can st dung celecoxib & liéu hang ngay thip
nhit c6 hiéu qué trong thisi gian ngédn nhat c6 thé.

Tang huyét dp: Clng nhu tAt ca cdc NSAID, celecoxib ¢é thé 1am khdi phdt con ting huyét dp
ho#c lam tinh trang tang huyét 4p von ¢é ning thém, cd hai y&u t8 nay déu c6 thé 1am ting bién
¢6 tim mach. Nén thin trong khi diing cdc NSAID, k€ ¢a celecoxib trén bénh nhén ting huy&t 4p.
Can theo doi huyét dp chit ché khi bit dau diéu tri véi celecoxib cling nhu trong sudt thoi gian
diéu tri.

U dich va phii: Cling glong nhit cde thudic ¢6 tic dung e ché tong hop prostaglandin, phil né va
dich da gip trén mot sd bénh nhin ding celecoxib. Do dé, cin theo doi chit ché bénh nhén bi
suy tim sung huy&t hodc ting huyét dp tif trude. Nén dung celecoxib thin trong cho cdc bénh
nhén @ bi tén thudng chifc ning tim, ph hodc cdc tinh trang ¢6 khd ning trd nén trdm trong hon
do 1 dich va phil bao gdm nhifng ngudi dung thudc 1di tiéu, hodc ¢é nguy cd gidm thé tich mdu.

- Cdc tdc dong trén dudng tiéu hoa: NSAID, bao gom celecoxib ¢6 thé giy ra cdc tdc dung phu
nghiém trong dudng tiéu hoa (GI) bao ghm viém, chdy mdu, loét va thiing thuc quédn, da day,
rudt non, hodc rudt gia, c6 thé gay ur vong. Nhiing tdc dung phu nghiém trong nay ¢6 thé xdy ra
bat cif ldc nao, ¢6 hodc khong ¢d triéu chitng cdnh bdo, & nhitng bénh nhan dudc diéu tri bing
celecoxib. Nhitng bénh nhin ¢o nguy cd cao nhit bao gdm: ngudi cao tudi, bénh nhin cé cdc
bénh ly tim mach, bénh nhin dang dung aspirin, cac glucocorticoid hodc cdc NSAID khdc, ding
thitc udng ¢6 con hodc ¢ tién sit hodc ¢6 cdc bénh dudng ti€u héa ti€n trién nhu loét, cdc tinh
trang chdy méu hodc viém dudng ti€u hoa.

- Cdc tdc dong trén thgn: Cac NSAID bao gom celecoxib ¢ thé gay doc cho than. Bénh nhén c6
nguy cd nhiém ddc thén cao nhit 1a ngudi suy chific ning thin, suy tim, suy chiic ning gan, nguoi
cao tudi, dang ding thudc 1¢i tiéu, ¢ ché men chuyén (ACEI), thudc ddi khang thu thé
angiotensin II. Can theo doi cén thin nhitng bénh nhdn nay khi diéu tri biing celecoxib.

Bénh thdn tién trién: Cin theo dbi chat ché chife nang than & bénh nhan bi bénh thin tién trién
dung celecoxib

- Cdc tde déng trén gan: Chua c¢6 nghién ciiu trén cdc bénh nhan suy gan nang (Chlld Pugh
nhém C). Khong sif dung celecoxib trén cdc bénh nhin suy gan ning. Celecoxib cin dugc sit
dung thin trong trén cdc bénh nhén suy gan via (Child - Pugh nhém B), va nén bit dau vdi liéu
bing mét nita liéu khuyén cdo.

Céc tdc dung khong mong mudn nghiém trong hi€m gip trén gan, bao gdbm viém gan kich phat
(mot s6 trudng hop gy tir vong), hoai tif gan va suy gan (mét so trudng hgp gay tlf vong hodc
cin phéi ghép gan) da dudc bdo cdo vdi celecoxib. Bénh nhén ¢6 céc triéu chitng va/hodc dau
hi€u cla suy gan hodc ngu’cll ¢6 xét nghi€m chuc nang gan bl thudng can dude theo doi chdt ché
vé cdc diau hiéu phdt trién phdn ng trén gan trim trong hon trong qué trinh diéu tri vai
celecoxib.

Phdn iing phén vé: Ciing nhu cdc thude NSATD néi chung, cdc phdn dng phdn v¢ da xdy ra trén
cdc bénh nhan diung celecoxib

Cdc phén ing nghiém trong trén da: Cdc phin Ung nghiém trong trén da, mOt s6 din dén tif vong,
bao gom viém da troc vﬁy, hoi chitng Steven-Johnson, va hoai ti¥ bi€u bi nhiém doc, da dude bdo
c40 nhung rat hi€m gip trong st dung celecoxib. B¢nh nhin thudng cé nguy cd cao vdi cdc bién
cd nay trong giai doan sém cla qud trinh didu tri, cdc trudng hgp nay xdy ra chu y&u trong thang
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ddu tién diing thudc, cin ngung diing celecoxib ngay khi xuit hién méin dé da, t6n thudng niém
mac, hoic bat ky ddu hiéu qud mén nio.

Siz dung ddng thoi vdi thude chéng déng mdu duomg uéng: Viéc stt dung dong thdi cdc NSAID véi
thudce chong dong médu dudng udng lam ting nguy cd xuit huyét va cin dudge sit dung thin trong.
Cic thudc chong dong mau duding udng bao gdm cdc thudc dang warfarin/coumarin va cdc thudc
chong dong mdu dudng udng thé hé mdi (vi du: apixaban, dabigatran va rivaroxaban). Pi c6
bdo cdo vé trudng hop chdy mdu nghiém trong trén cdc bénh nhin dang ding ddng thdi vdi
warfarin hodc cdc chat twong ty, trong dé ¢6 mot sO trudng hop gy tf vong. Do di ¢o bdo cdo vé
ting thdi gian prothrombin (INR), tdc dung chong dong/INR can duge theo ddi ¢ nhitng bénh
nhin diing thudc chong dong dang warfarin/coumarin hoidc chinh liéu sau khi bdt dau diéu tri
bing celecoxib (xem phin Tudng tic véi cdc thude khédc va cde dang tudng tdc khdc).

Téng quan: V6i tic dung gidm viém, celecoxib ¢6 thé 1am md cdc ddu hiéu chan dodn, vi dy nhu
triéu chiing st trong chidn dodn nhiém tring. Can tranh ding dong thdi celecoxib véi mot thudc
NSAID khdng phdi aspirin.

Uc ché CYP 2D6: Celecoxib cho thiy cé khd ning tic ¢ch€ CYP2D6 ¢ muc trung binh. D6i véi
nhitng thudc dude chuyén héa bdi CYP2D6, c6 thé cin phdi gidm liéu trong thdi gian bit diu
diéu tri bing celecoxib hoic ting liéu khi ngung diéu tri bing celecoxib

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

- Anh hudmg trén khd néng sinh san: Duta trén cd ché hoat déng, viéc sit dung cdc NSAID, ké c4
celecoxib ¢é thé gay tri hodn hodc ngin cdn sy rung tring, lién quan dén hién tugng vo sinh ¢6
thé phuc hdi & mdt s6 phu nit. Nhitng phu nit khé thu thai hay dang chifa vé sinh, cin cin nhic
viéc ngling diing cdc NSAID, bao gdm ¢d celecoxib.

- Phu nit ¢6 thai: Chua cé nghién citu trén phu nif ¢6 thai. Mt s6 nghién ciu trén dong vit cho
thdy c6 doc tinh trén sinh sdn. Chua ¢6 cdc dit liéu tuong duong trén ngudi. Celecoxib, cling nhu
cdc thude e ché tdng hdp prostaglandin khéc, ¢ thé giy vo luc ¢d tlf cung va déng sém ong
dong mach chi, khong nén diing celecoxib vao 3 thang cudi cla thai ky. Chi nén dung celecoxib
khi mang thai néu lgi ich ¢ thé cé d6i vdi ngudi me vudt trdi nguy cd tiém tang ddi véi thai nhi.
Uc ché tdng hgp prostaglandin ¢6 thé gdy anh hudng bat 1gi cho phu nit mang thai. Dt liéu tir
cdc nghién citu dich té cho thdy nguy cd sdy thai ty phdt ting 1&én sau khi dang cédc thudc e ché
tdng hgp prostaglandin trong giai doan sdm ctia thai ky. Ding cdc thudc e ché tong hgp
prostaglandin trén ddng vat cho thdy nguy cd sdy thai ting 1én & giai doan trudc va sau khi phdi
lam t6. \‘;
- Phy nit cho con bii: Nghién ciu trén chudt cho thay celecoxib dugce bai ti€t qua sita vdi nong do
tuong duong vdi ndng dd trong huyét twong. Trén phy nif cho con bi dung celecoxib, rat i
celecoxib xudt hién trong sifa. Vi ¢ thé ¢6 tdc dung khdng mong mudn cla celecoxib trén tr
dang bii me, tily theo I¢i ich ciia thudc vdi ngudi me, nén cin nhic ngiing thude hay nging cho
con bu.

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



Chita ¢6 biing chiing vé 4nh hudng cia thuéc dén khé ning 14i xe, vin hanh mdy nhung do ¢6
thé gy tic dung khdng mong muén nhu chéng mat, budn ngd, nén t6t nhat khong dung
celecoxib khi dang tham gia cdc hoat dong nay.

9. TUGNG TAC, TUONG KY CUA THUOC:

Téng quan

Celecoxib chi y&u chuyén héa qua cytocrom P450 (CYP) 2C9 tai gan. Cin than trong khi ding
celecoxib trén bénh nhin da biétl hodc nghi ngd chuyén héa qua CYP2C9 kém dua trén tién sit
vdi cic cd chit khdc cia CYP2CY vi ndng dé thudc trong huyét tudng c¢6 thé cao bat thudng do
gidm do thanh thidi chuyén héa. Nén bit dau diéu tri véi liéu bdng mdt nia li€u khuyén nghi.
Viée sif dung dong thdi celecoxib véi cde chat e ché CYP2CY ¢6 thé din dén viée ting nong do
celecoxib trong huy€t tuong. Vi vy, ¢6 thé can gidm liéu celecoxib khi celecoxib duge sit dung
ddng thifi vdi cdc chdt de ché CYP2CY.

Viéc sit dung celecoxib ddng thdsi véi cdc chdt cdm dng CYP2C9 nhu rifampicin, carbamazepin
va barbiturat ¢é thé din dén viéc gidm ndng d6 celecoxib trong huyét twong. Vi vdy, c6 thé cin
ting liéu celecoxib khi celecoxib dudce sit dung dong thdi véi cdc chit cdm tting CYP2C9.

Nghién citu dude dong hoc va nghién citu in vitro cho thdy mic du celecoxib khong phai 1a cd
chat nhung né cé tic dung tc ché CYP2D6. Do dé ¢6 thé ¢6 tuong tdc in vivo gilta celecoxib vdi
cdc thudc chuyén héa bdi CYP2D6. qb//
Vdi cdc thude cy thé |'
Tuong tdc gita celecoxib va warfarin hodc cdc thudc tuong tu:

Lithium: & d6i trong khde manh, ndng dé lithium trong huyét twong ting khodng 17% khi ding
ddng thoi lithium va celecoxib. Can theo déi chit ché bénh nhian dang diéu tri bing lithium khi
ding celecoxib hodc ngimg dang celecoxib.

Aspirin: Celecoxib khdng 4nh hudng dén tdc dong khang tiéu ciu clia aspirin liéu thap. Vi khong
c6 tdc ddng trén ti€u ciu, celecoxib khong phdi 12 chit thay thé cho aspirin trong diéu tri du
phong bénh tim mach.

Cdc thudc chéng tdng huyét dp bao gom cdc chdt e ché men chuyén angiotensin (ACEI), chdt déi
khdng angiotensin Il (con dugc goi la thuée chen thu thé angiotensin, ARB), cdc thudc lgi tiéu va
cdc thudc chen beta: Viéc dc ché prostaglandin ¢6 thé 1am gidm tdc dung cia cédc thudc chong
ting huyét 4p bao gdbm ACEI va/hoic ARB, thudc 1di ti€u va thudc chen beta, can luu ¥ tucng
tdc nay khi diing ddng thdi celecoxib vdi ACEI va/hoidc ARB, thude 1¢i tiéu va thude chen beta.
P6i v6i bénh nhén cao wdi, bi gidm thé dich (bao gdm ¢4 nhimg ngudi dang dung thudc 1di ti€u)
hodc bi tén thuong chifc ning thin, viéc ding ddng thdi thudc NSAID, bao gdm thudc tc ché
chon loc COX-2, véi thude e ¢ché men chuyén angiotensin, cdc chit doi khdng angiotensin 11
hodc thudc 1di tiéu ¢ thé din dén ton hai chic nidng thin bao gdm suy thin cip tinh. Céc tdc
dung nay thudng c6 thé phuc hdi. Vi vay, cin thin trong khi st dung dong thdi nhiing thudc nay.
Can cho bénh nhin uéng nude diy di va vé mit 1dm sang cdn theo ddi, ddnh gid chic ning thin
khi bdt ddu diéu tri k&t hgp va ddnh gid theo dinh ky sau do.

K&t qua tir nghién citu lisinopril: Trong mét nghién cdu lam sang kéo dai 28 ngay ¢ bénh nhan
ting huyét dp giai doan I va TI d6i ching bing lisinopril, két qud cla viéc st dung celecoxib
200mg hai lin m&i ngay cho thdy huyét dp tdim thu hoic tAm trudng trung binh hiing ngay, dudc



x4c dinh biing phuong phédp theo doi huy@t dp Ivu dong 24 gid, khong tdng ¢6 y nghia vé mit
lim sang khi so sdnh vdi diéu tri bing gi4 dude. Trong nhiing bénh nhan st dung dong thdi vdi
celecoxib 200mg hai 1dn m&i ngay, 48% duge xem la khong dép tng vdi lisinopril vao lan thim
kham cudi ciing (nghfa 12 huy€t dp tdm trudng >90mmHg hodc huyét 4p tdm trucng ting >10%
0 véi mifc cd 89), so v6i 27% & bénh nhin sit dung ddng thdsi vdi gid dudc; st khdc biét nay ¢6 ¥
nghia vé mat thong ké.

Cyclosporin: Do ¢6 tic dung trén prostaglandin thin, cdc NSAID ¢6 thé lam ting nguy ¢d nhiém
ddc than do cyclosporin.

Fluconazol vé. ketoconazol: Ding ddng théi fluconazol liéu 200mg, 1 ldn/ngay 1am ting gap doi
ndng dd celecoxib trong huyét tuong. Viée ting 1én nay la do tdc d6ng tic ch& sy chuyén hoéa cia
celecoxib qua CYP P450 2C9 bdi fluconazol. Celecoxib nén duge st dung vdi liéu bing mdt nifa
liéu khuyén cdo & bénh nhan dang diing fluconazol, mot chat ttc ch&€ CYP2C9Y. Ketoconazol, mdt
chil e ch& CYP3A4, khong c6 tic dung e ché chuyén hoa celecoxib ding ké trén 1dm sang.
Dextromethorphan vt metoprolol: St dung dong thdi celecoxib 200mg hai lan m&i ngay din dén
viéc ting lin gt 2,6 14n va 1,5 1dn ndng do dextromethorphan va metoprolol trong huyé&t tucng
(cd chdl clia CYP2D6). Viéc ting 1én nay la do syf e ché cia celecoxib 1én sy chuyén héa co
chift cia CYP2D6 qua CYP2D6. Vi viy, ¢6 thé cin gidm licu lugng cta cdc thudc 1a cd chat cla
CYP2D6 khi bit diu didu tri biing celecoxib hogc ting liéu khi ngung dieu tri bing celecoxib.
Thuée loi tidu: Cic nghién ciu lam sang cho thdy trén mdt s6 bénh nhan, NSAID ¢6 thé 1am
gidm tic dung tdng thai natri qua nudc ti€u ciia furosemid va thiazid biing cdch dc ché tdng hgp
prostaglandin.

Methotrexat: Khong quan sat thay tuong tdc duge dong hoc nao trong nghién cifu 1dm sang gitta
celecoxib va methotrexat.

Céc thube trdnh thai duémg udng: Trong mot nghién cltu tudng tdc, celecoxib khong c6 tdc dong
rd rang trén ldm sang vdi duge dong hoc clia thudc tranh thai dudng udng loai két hdp (Img
norethindrone/0,035mg ethinyl estradiol)

Cde thube khdc: Chua ¢6 bdo cdo widng tic quan trong nao vé mat lim sang gilfa celecoxib va
thudc khdng acid (nhom va magnesi), omeprazol, glibenclamid (glyburid), phenytoin hodc
tolbutamid.

Do khong ¢6 cdc nghién citu vé tinh tong ky cla thudc, khong tron 1in thude nay véi cdc thude

khic. (}1 24
\ I; f

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tAn suit dude phin loai nhu sau: rat thudng gip (<1/10), thudng gap (<1/100 dén <1/10), it
gdp (<1/1000 dén <1/100), hi€m gip (<1/10 000 dén <1/1000), rit hiém gip (<1/10 000), khong
o 1An SuAt.

—

| -
Cd quan | Téc dung khéng mong muén

Nhiém triing, nhiém ky sinh tring

Viém ph& quin, viém xoang, nhiém khudn dudng ho hédp trén,

Thudng gd : ot . ua
uong g<p nhidém khudn dudng ti€t ni¢u




-

Viém hong, viém mii, herpes simplex, herpes zoster, nhiém
niam, nhiém khuin md mém, nhiém virus, nhiém don bao,

It gap viém tai g]ﬂ’a viém moé t€ bio, viém bang quang, nhi€m tring
duding tiéu.

Hiém gip Hach ngoai bién, viém mang nido v0 khudn.

R&i loan méu va hé bach huyét

Tt gap Thi¢u mau

Hiém gip Gidm tiéu ciu

Chua 1o M4t bach cdu hat, thi€u mdu bit sdn, gidm bach cdu

Rdi loan hé mién dich

it gap Qud min

Rat hi€m gip

Phén dng phén vé

R&i loan chuyén héa va dinh dudng

Pii thdo dudng, ting cholesterol mdu, ting duding huyét, ha

fgap kali mau.

R&i loan tAm than

Thudng gap Mait ngi

It gip Lo ling, chdn 4n, ting thém &n, tram cdm, hdi hop, budn ngi

Hiém giip Trang thdi 1d 13n, do gidc

R#i loan hé than kinh

Thudng gip Chéng mit, dau dau

fi gip Ting truong lyc cd, dau nira d4u, bénh 1y than kinh, di cdm,
chitng kho doc

Hiém gip Mat diéu hoa, dong kinh, tai bién mach mdu néo

Rat hiém gap Xut huyét nio, mét vi gidc, mat khitu gidc

R4i loan thi gidc

it gap Nhin m#, viém k&t mac, dau mit, duc thay tinh thé, glaucom

R&1 loan tai va mé dao

it gap U tai, diéc, dau tai

Hi€m gip Gidm thinh lyc

Rd1i loan tim

it gap Ting huyét dp tram trong, dau thit nguc, bénh déng mach

vanh, nhoi mau cd tim, tim dép nhanh, ddnh tréng nguc, ol




loan nhip tim

Hiém gip

| Suy tim sung huyét, ngdt, rung tm that

R&i loan mach

Thudng gap

Tang huyét 4p (bao gdm cd ting huy€t dp nang hdn).

Hiém gip

Pd mat, viém tic tinh mach,

Ra&i loan ho hdp, nguc va trung that

Thudng gap

Ho, viém hong, viém miii, viém Xoang, viem dudng ho hap

trén

ft gip V'i.ém p}f quf:n, co thit phé& quén, khé thd, viém thanh quén,
viém phoi, chay mdu cam

Hiém gip Thuyén tic phdi

R&i loan tiéu héa

Thudng gap Budn nén, ndn, dau bung, tiéu chdy, kho ticy, diy bung
Tdo bén, viém thuc quin, viém da day, loét da day, trao ngudc

ft gdp da day thyc qudn, viém tdi thifa, non mita, r0i loan vé ring, ¢
hdi, kho miéng, tri
Loét ta trang, loét thuc qudn, xuit huy€t tiéu hoa, tdc rudt,

Hiém gip thiing rudt, viém dai tring ¢6 chay mdu, thiing thyc quan, viém
tuy, hoi trang.

R&i loan gan mét

ot Men gan tang (bao gdm cd ting alanin aminotransferase va
ting aspartat aminotransferase), chic nang gan bat thudng

Hi€m gap Viém gan, s61 mét

Rt hiém gap Suy gan, viém gan Kich phat, hoai tif gan, ¢ mit, viém gan tdc

mét, bénh vang da

Réi loan da va mé dudi da

Thudng gip Ngita (bao gdm cd ngia toan than), phat ban

i s May day, bdm méu, rung tée, viem da, nhay cdm dnh séng, ndi
ban dé, kho da, ting sic (0.

Hiém gip Phii mach, rung téc
Hoi chiing Stevens-Johnson, hdng ban da dang, hoai tf bidu bi.
nhiém dbc, phdn dng do thudc kém theo ting bach ciu ua

R&t hi€m gap cosin vi cdc triéu chifng toan thin (DRESS hodc hoi ching

qué miin), ngoai ban myn mi toan than cip tinh (AGEP), viém
da troc vay.

Bﬁ'i loan c¢ xwong va mé lién ket




Thudng gap DPau lung

Pau khdp, viém khdp, roi loan xudng, dau cd, cing ¢d, viém

it ga : g e n
£2p mang hoat dich, viem gan, chudt rit ¢ chan

R#i loan than va hé ti€t ni¢u

it gap Albumin niéu, khé tiéu, tiéu mau, sdi than, ti€u khong tf chi

Hiém gip Suy thin cdp, gidm natri mau

Viem thin k&, hoi chitng thdn hy, viém cdu than sang thudng

RAt hiém gip (i thidu

R&i loan hé théng sinh sdn va tuyén vi

U xd vi, dau vii, dau byng kinh, roi logn Kinh nguyét, Xuat

it gar ; £ o - m w
E4P huyét dm dao, viém am dao, roi loan tuyén tién liét

, RGi loan kha nang sinh sdn & nif gidi (bénh suy gidm khd nin
Chua x4c dinh dugc . g O yE £

sinh sdn d nit gidi)

R&'i loan toan thén va tai chd

Thudng gip Phil ngoai bién, chan thuong

Phii mat, bénh gid cim, dau ngyc, suy nhudc, ph toan thén,
mét mdi, sot.

f gap

Tén thuong, nhiém ddc va tinh trang do thi thuit giy ra

it gip Tdn thuong

Hudng dan cdch xit tri ADR
Khi gip cdc tdc dung khong mong muén, nging thudc va thong bdo ngay cho béc si hodc dude

S1. (\l/

11. QUA LIEU VA CACH XU TRI

Triéu ching: Qua liéu céc thudc chong viém khong steroid ¢6 thé gay ngi lim, ngd 10 mo, budn
nén, non, va dau ving thugng vi; cdc bidu hién nay thudng phuc hdi vdi viéc diéu tri hd trd.
Ciing x4y ra chdy mdu dudng tiéu hod. Cac bidu hién xay ra hi€m hon 12 ting huyét 4p, suy thin
c&p, tc ch€ hd hdp va hon mé. Phdn dng phdn v¢ da dugc bo cdo khi ding qué liéu NSAIDs.
Céch xit tri- Didu tri qué lidu thude chdng viém khong steroid bao gdm diéu tri triéu ching;
khéng ¢6 thudc gidi dje didc hiéu. Trong 4 gid dAu sau dung qud liéu, liéu phdp gay ndn va/hodc
cho than hoat (60 - 100 g cho ngudi 16n, hoiic 1 - 2 g/kg cho tré em), va/hodc mot thude tdy thdm
{hau ¢4 thé c6 ich ddi vGi nhitng ngudi bénh da c6 bicu hién bénh 1y hodc d3 udng mét lugng
thudc qué 16n. St dung cdc bign phdp bai ni¢u cudng b, kiém héa nude tiéu, thim tach mau,
hoic truyén mdu c6 thé khong c6 higu qud loai bé Iudng 1dn celecoxib khoi ¢d thé.

12. PAC TINH DUQC LUC HOC
Mi ATC: MO1AHO1. Nhém duge 1y: Thudc chong viém khong steroid, tc ché chon loc COX-2.



Celecoxib 1a mot thudce chong viém khong steroid, tic ch& chon loc cyclooxygenase-2 (COX-2),
¢6 cdc tic dung chéng viém, gidm dau, ha sét. Co ché téc dung clia celecoxib dudc coi 1a dc ché
s t6ng hop prostaglandin, chi y&u thong qua tdc dung ttc ch& isoenzym cyclooxygenase-2
(COX-2), din dén lam gidm sy tao thanh cdc prostaglandin. Khéc vdi phén 16n c4c thude chong
viém khong steroid c6 trude day, celecoxib khong e ché isoenzym cyclooxygenase-1 (COX-1)
vdi cdc ndng do didu tri & ngudi. Do khong tc ch& COX-1 nén celecoxib it ¢é nguy cd gy céc
tic dung phu (vi du xudt huyét, viém loét da day, kéo dai thdi gian chdy mdu), nhung c6 thé gay
cdc tdc dung phu & than tudng ty nhu céc thudic chéng viém khong steroid khdc. Celecoxib ¢6 thé
lam ting nguy cd huy&t khdi mach mdu ¢ mot s& bénh nhan vi thudc dc ché toéng hdp
prostaglandin (mdt chat khdng huyét khéi) va khong tdc dong dén thromboxan A2 (mot chit dé
giy huyét khdii). Ngoai ra, celecoxib con ¢o thé ngiin chin ting sinh t& bio ung thir dai trang va
lam giam kich thudc polyp dai truc trang.

13. PAC TINH DUGC PONG HOC

Hdp thu: Khi dung lic déi celecoxib d& dang dudc hip thu va dat ndng do dinh trong huyét tuong
sau khodng 2-3 gid. Sinh khd dyng dudng udng dang vién nang 1a 99%. Khi dude ding ldce ddi,
¢4 néng do dinh trong huy€t twong (Cmax) va dién tich dudi dudng cong (AUC) déu ty 1€ vdi
lidu cho d&n 200 mg, 2 lan/ngay; & liéu cao hdn, ty 1€ ting twong Ung cia Cmax va AUC thap
hon.

Phén bé: T§ 1& gdn k&t v6i protein huy€t tong khodng 97% va celecoxib khong vu tién gén vdi
hong cau.

Chuyén héa: Celecoxib dudc chuyén héa chii yéu qua cytocrom P450 2C9. Hoat tinh cia
cytocrom P450 2C9 gidm & ngudi ¢6 da hinh di truyén va diéu nay ddn dén gidm hoat tinh
enzym, vi du ngudi dong hop tf véi da hinh CYP2C9*3.

Bénh nhin da biét hodc nghi ngd ¢6 chuyén héa CYP2C9 kém dya trén tién si/kinh nghiém vdi
céc cd chit khdc ciia CYP2C9 nén thin trong khi ding celecoxib. Nén xem xét viéc bit dau dicu
tri vdi mot nita lidu dé nghi thap nhat

Thai triz- Celecoxib thii trif chil y&u do chuyén héa qua gan v6i dudi 1% liéu ding dudc bai tiét
nguyén dang qua nuéc ti€u. Sau khi ding da lidu, thdi gian ban thai la 8-12 gid va toc do thanh
thai khodng 500mL/phit. Vi da liéu, ndng do thuGc trong huyét tudng dat mic on dinh trudc
ngiy th 5. Bién thién gilfa cdc doi tudng & cdc thong s6 duge dong hoc (AUC, Cmax, thdi gian
bén thai) 12 khodng 30%. Thé tich phin b 500 L/70kg & ngudi trudng thanh khde manh cho thdy
sy phin bd rong khip cia celecoxib vao cic md. Cdc nghién ciu tién 1am sang di xdc dinh
thudc qua dude hing rao miu nao.

* Anh hudng ctia thic an: Ding thudc cing thic &n (gidu chat béo) lam chdm sy hip thu clia
celecoxib thé hién qua Tmax dat dugc sau khodng 4 gid va 1am sinh khd dung tang khodng 20%.
Duige djng hoc trén nhitng déi tugng dic bigt:

Ngudi cao tudi: & ngudi tén 65 wi, gid tri trung binh Cmax va AUC cia celecoxib ting 1én
1.5-2 14n. Pidu nay chd y&u lién quan dén cén ndng ch khong do thay d8i vé tudi tac. Phu nit
1dn wdi c6 xu hudng c6 ndng dd thude trong huy€t tudng cao hon dan 6ng 1én tudi. N6i chung
khong cin diéu chinh licu, Tuy nhién, véi cdc bénh nhan 16n tudi c6 can ning dudi trung binh (<
50kg), nén bit ddu diéu tri bléing liéu dé nghi thap nhat.



Ching téc: MOt phin tich téng hgp cdc nghién cifu dude dong hoc da du dodn AUC cua
celecoxib & ngudi da den cao hdn khodng 40% so vdi ngudi da tring. Nguyén nhan va y nghia
lim sing cia vin dé nay vin chua duge biét.

Suy gan: Mot nghién cifu duge dong hoc & nhitng d6i twong suy gan nhe (Child-Pugh loai A) va
vira (Child-Pugh loai B) dé cho thdy AUC cua celecoxib & trang thai &n dinh ting 1én khodng
40% va 180% so voi ngudi khoe manh. Do dé, lidu khuyén cdo hang ngay ctia celecoxib nén
gidm khodng 50% ¢ bénh nhan suy gan vira (Child-Pugh loai B). Bénh nhan suy gan ning
(Child-Pugh loai C) chua dudc nghién cifu. Vige su dung celecoxib & bénh nhén suy gan ndng
khong dudc khuyén céo.

Suy than: Trong mdt nghién citu so sanh chéo, AUC cla celecoxib thap hon khodng 40% & bénh
nhan suy thin man tinh (GFR 35-60 ml /phiit) so véi b¢nh nhén ¢6 chifc ning thin binh thudng.
Khong tim thay m&i quan hé ding ké nao giita GFR va do thanh thai celecoxib. Bénh nhan suy
than ning chua dudc nghién ctfu, nén khong khuy&n cdo ding cho doi tugng nay.

14. QUY CACH PONG GOL:
Hop 03 vi x 10 vién nang cing, Hop 10 vi x 10 vién nang cing.
Chai 100 vién nang ctng, Chai 200 vién nang citng, Chai 500 vién nang cing

15. PIEU KIEN BAO QUAN:
Trong bao bi kin, ndi khd rdo, trdnh 4nh sang, & nhiét do khong qua 30°C.

16. HAN DUNG CUA THUOC:
36 théng k& tif ngdy sén xudt.

17. TIEU CHUAN CHAT LUGNG CUA THUOC AV
Tiéu chuin co sd (TCCS). | I*
g ¥4
18. TEN, BIA CHi CUA CO SO SAN XUAT: 4
CONG TY CO PHAN DUGC PHAM KHANH HOA
Dia chi: Pudng 2 thing 4, Khom Dong Bic, phudng Vinh Hoa, thanh phd Nha Trang, tinh Khénh Hoa
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