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Stadloric
THANH PHAN
Méi vién nang cting Stadloric 100 chuia:
CeleCoxiD ..ot 100 MG
Ta dwgcviradu........... L

(Lactose monohydrat, croscarmellose natri, povidon, natri laury!
sulphat, magnesi stearat)

Méi vién nang cting Stadloric 200 chira:
CRlEROXID iswmsimismsvssss s s DEIY
TAAUQEVRR A cosmammmsas s nsis. T VBh
(Lactose monohydrat, croscarmellose natri, povidon, natri lauryl
sulphat, magnesi stearat)

MO TA
Stadloric 100: Vién nang cirng sb 2, ndp mau vang va than mau
tréng duc, bén trong chira bot thubc mau tréng dén tréng nga.
Stadloric 200: Vién nang clrng sd 2, nap va than mau trang duc,
bén trong chira bdt thudc mau trdng dén trdng nga.

DUQC LC HQC
Celecoxib 1a mt thude khang viém khéng steroid (NSAID), e
ché chon loc cyclooxygenase-2 (COX-2), co tac dung khang
viém, gidm dau, ha sét. Co ché tac dung ctia celecoxib dugc coi
4 trc ché sy tdng hop prostaglandin, chl yéu théng qua tac dung
trc ché isoenzym cyclooxygenase-2 (COX-2). Khac voi phén
lén cac thuéc NSAID trudc day, celecoxib khéng U ché
isoenzym cyclooxygenase-1 (COX-1) véi cac nbng do didu tri &
ngudi. COX-1 18 mét enzym céu tric c6 & hau hét cac mé,
bach ciu don nhan to va tidu cau. COX-1 tham gia vao tao
huyét khéi (nhw thic ddy tidu cau ngung tap) duy tri hang rac
niém mac bdo vé cla da day va chirc ndng than (nhw duy tri
twéi mau than). Do khong (rc ché COX-1 nén celecoxib it co
nguy co gay pha hly niém mac da day nhung co thé gay cac
tac dung phu trén than teong ty nhw cac lhugc NSAID khéng
chon lpc.

DUQC BONG HOC

- Hap thu: Celecoxib dwgc hap thu nhanh qua dwong tiéu hoa.
Uébng celecoxib véi thire &n co nhiéu chat béo lam cham thoi
gian dat néng do dinh trong huyét twong so véi ubng lic doi
khodng 1 dén 2 gitr va lam tang 10 - 20% dién tich dw&i dwong
cong (AUC). Néng @ dinh trong huyét twong cua thuéc thurong
dat 3 gio* sau khi ubng mét liéu duy nhat 200 mg ltc déi, va
trung binh bang 705 nanogam/ml. Néng dé thuéc & trang thai
én dinh trong huyét trong dat duoc trong vbng 5 ngay; khong
théy c6 tich Ildy. O nguoi cao tudi trén 65 tudi, néng do dinh
trong huyét twong va AUC tang twong tng 40 va 50% so voi
nguwdi tré. AUC cua celecoxib & trang thai én dinh téng twong
rng 40 hodc 180% & ngudi suy gan nhe hodc vira va giam
40% & ngudi suy than man tinh (toc d6 loc cau than 35 - 60
ml/phit) so v&i & ngudi binh thudng.

- Phan bé: Thé tich phan bé & trang thai én dinh khoang 400 lit
(khoang 7,14 litkkg) nhu vay thuéc phan bd nhiéu vao ma. O
néng do didu tri trong huyét twong, 97% celecoxib gin voi
protein huyét twong.

- Chuyén héa: Celecoxib dwgc chuyén hoa tai gan thanh céc
chét chuyén héa khéng c6 hoat tinh bdi isoenzym CYP450
2C9.

- Théi trée: Ntra doi thai trie trong huyét trong cla celecoxib sau
khi uéng 1a 11 gi&, va hé sb thanh thdi trong huyét tuong
khodng 500 mliphat. Nira d&i cla thude kéo dai & nguéi suy
than hodc suy gan. Celecoxib thai trir khoang 27% trong nuwéc
tigu va 57% trong phan, duéi 3% liéu dwoc thai trir khéng thay
doi.

CHI BINH

- Diéu trj triéu chirng thodi hoa xwong khép, viem khép dang
thdp & ngudi lén.

- Diéu tri hé tro d& lam gidm sé lwong polyp trong ligu phap
thdng thuéng didu tri bénh polyp dang tuyén dai tryc trang co
tinh gia dinh.

- Diéu tri dau cAp, ké ca dau sau phau thuat, nhd rang.

- Biéu tri théng kinh nguyén phat.

LIEU LIQNG VA CACH DUNG

c

Stadloric dwgc dung bing duéng udng cing hodc khéng cung
véi thire an. Khi dimg celecoxib dé diéu tri thoai hoa xwong khap
& ngudi Ién, phai digu chinh lidu theo nhu cdu va dap Gng.cla
tirng nguwdi bénh, dung lidu thdp nhat co hiéu qua.

Lidu ding:

Thoai héa xuong khop:

Liéu théng thwéng: 200 mg/ngay udng 1 1an hodc chia lam 2
litu bdng nhau. Liéu trén 200 mg/ngay (nhw 200 mg/ldn x 2
lan/ngay) khéng cho thay c6 hiéu qua hon,

Viém khop dang thdp & nguoi Ion:

Liéu théng thwéng: 100 - 200 mg/lan x 2 lAn/ngay. Liéu cao hon
(400 mg/lan x 2 lan/ngay) khéng co tac dung tét hon lidu 100 -
200 mg/ldn x 2 lan/ngay.

Polyp dai - true trang:

Liéu 400 mg/lan x 2 l&n/ngay, uéng vao bia &n. Do an toan va
hiéu qua cua liéu phap trén 6 thang & nhirng bénh nhan bénh
polyp dang tuyén dai tryc trang co tinh gia dinh chwa duoc
nghién clru.

Dau ndéi chung va thong kinh:

Liéu théng thudng: 400 mg udng 1 14n, néu cén tiép theo 200
mg trong ngay dau. Bé tiép tuc gidm dau, co thé cho liéu 200
mg udng 2 lan/ngay.

Ngui gia (trén 65 tudi):

Poi véi ngudi cao tudi ¢o trong lveng co thé dudi 50 kg, phai
dung liéu khuyén céo thap nhat khi bat dau diéu tri.

Suy than:

Néu cén thiét phai dung celecoxib cho ngudi suy than ning,
phai gidm sat chat ché chirc nang than. Khong co khuyén cao
dic biét nao vé diéu chinh liéu cho ngudi suy than man.

Suy gan:

Giam lidu khodng 50% déi véi bénh nhan suy gan vira.

HONG CHI BINH

Bénh nhan qua man véi celecoxib, sulfonamid.

Suy tim néng.

Suy than ndng (bénh nhan cd hé sé thanh thai creatinin dwdi 30
mliphut).

Suy gan nang.

Bénh viém rudt. =

Loét duérng tiéu héa dang tién trién hodic chay mau duong tigu
hoa.

Bénh nhan co tién s hen, may day hodc cac phan trng kiéu dij
ng khac nhau khi ding aspirin hodc cac thubc NSAID khéc.
Dé co bao cdo vé cac phan (ng kiéu phan vé nang, doi khi gay
il vong, v&i cac thudc NSAID & nhitng bénh nhan nay.
Celecoxib khéng chi dinh dung cho tré em.

Celecoxib khéng chi dinh dung diéu tri dau sau phau thuat thay
thé dong mach vanh.

THAN TRONG

Nguy co tim mach: Cac thuée NSAID co thé lam tang nguy co
huyét khdi tim mach, nhédi mau co tim, va dét quy, co thé dan
dén t& vong. Nguy co nay cé thé ting cing v&i qua trinh diéu
tri. Bénh nhan bj bénh tim mach ho#c c6 yeéu t6 nguy co bénh
tim mach sé co6 nhiéu rui ro hon.

Nguy co duong tiéu héa: Cac thube NSAID co thé gay hau qua
nghiém trong trén duong tiéu héa gbm chay mau, loét, va thiing
da day hodc thiing rudt, c6 thé dan dén t&r vong. Cac tac dung
phu nghiém trong nay c6 thé xuét hién bét ky thei diém nao, co
hodc khdng cé trigu chirng canh bao, trén nhirng bénh nhan
duec didu tri bdng cac thuéc NSAID. Bénh nhan cao tudi 1a
nhirng ngudi c6 nguy co cao vé duéng tiéu hoa.

Anh huéng trén than: Dung 1au ngay cac thubc NSAID gay hoai
tlr nht than va cac tén thwong than khac. Ba thy doc tinh than
trén nhi*rng bénh nhan ma prostaglandin c6 vai tro hd trg trong
viéc duy tri lu lwgng mau qua than. St dung thudc NSAID trén
nhitng bénh nhan nay cé thé lam gidm sy hinh thanh
prostaglandin phy thuéc lidu va ké dén lam giam lwu lvgng mau
cua than, diéu nay cé thé l1am nhanh thém sy mat b cia than.
Nguy co' nay cao nhét trén ngudi suy than, suy tim, suy gan,
ngudi dang ding thubc loi tidu va cac thubc e ché men
chuyén angiotensin va ngwéi cao tudi. Théng thwong chirc
nang than sé& phuc hdi sau khi ngirng didu trj thubc NSAID.
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- Bénh than: Chua cé thdng tin tlr cdc nghién clru l1am sang co
kiém soat lién quan dén st dung celecoxib trén nhitng bénh
nhén bi bénh than. Vi vay, khéng khuyén cdo diéu trj béng
celecoxib trén nhitng bénh nhan bj bénh than. Néu can phai
dung thudc thi nén theo déi chit ché chirc nang than cua bénh
nhan.

- Vi chua rd celecoxib cé lam gidam nguy co ung thue dai triec
trang lién quan dén bénh polyp dang tuyén dai tric trang cé
tinh chat gia dinh hay khéng, nén van phai tiép tuc cham séc
bénh nay nhw thuéng 18, phai theo déi ndi soi, cat bd dai tryc
trang néu cén.

TUONG TAC THUOC

- Chung: Chuyén hoa cia celecoxib qua trung gian cytochrom
P450 2C9. St dung déng thoi celecoxib véi cac thude co tac
dung rc ché enzym nay cé thé &nh huwéng dén duoc dong hoc
clia celecoxib, nén phai than trong khi ding déng thei cac thube
nay. Ngoai ra, celecoxib cling trc ché cytochrom P450 2D6. Do
dé co kha naéng trong tac gilra celecoxib va céc thubc duoc
chuyén hoéa béi P450 2D86.

- Thube e ché men chuyén angiotensin: Céac thubc NSAID co
thé 1am gidm tac dung chéng tang huyét ap clia cac thubc (e
ché men chuyén angiotensin.

- Thubc lgi tiéu: Céc thudc NSAID c6 thé 1am gidm tac dung tang
bai tiét natri niéu cla furosemid va thiazid & mot sé bénh nhan.

- Aspirin: Mdc du cé thé dung celecoxib cling vé&i aspirin lidu
thép, viéc st dung dbng thei 2 NSAID nay c6 thé dan dén ting
ty 1& loét dwéng tiéu héa hodc cac bién chiing khac, so véi vige
ding celecoxib riéng ré. Vi khéng co tac dung khang tiéu ciu,
celecoxib khéng phai 1a thubc thay thé aspirin ddi véi viec dy
phéng bénh tim mach.

- Fluconazol: Dling déng thori celecoxib véi fluconazol co thé din
dén tang dang ke néng do huyét twong clia celecoxib. Nén bét
dau diéu tri celecoxib véi lidu khuyén ding thdp nhat & nguoi
bénh diing fluconazol ddng thoi.

- Lithi: Celecoxib c6 thé lam gidm sy thanh thai than cda lithi,
diéu nay din @én tang néng do lithi trong huyét twong. Can
theo doi chat ché ngudi bénh ding déng thi lithi va celecoxib
vé cac ddu hiéu doc cia lithi va c&n diéu chinh lidu cho phi hop
khi bt dAu hodc nglrng diing celecoxib.

- Warfarin: Céc bién chirng chay mau két hop v&i ting thoi gian
prothrombin da xay ra & mot s ngwdi bénh (chi yéu ngudi cao
tudi) khi ding celecoxib ddng théi véi warfarin. Do do can theo
ddi cac xét nghiém vé déng mau nhuw thoi gian prothrombin,
d&c biét trong may ngay dau sau khi bt ddu hodc thay ddi ligu
phap, vi cdc nguwdi bénh ndy c6 nguy co bién chirng chay mau
cao.

PHU N(* cO THAI VA CHO CON BU
Phu ni# c6 thai
Cho d@én nay, chwra c6 céc nghién clu dly du vé celecoxib &
phu n&r mang thai. Chi nén ding celecoxib cho phy ni mang
thai khi loi ich cao hon nguy co cé thé xay ra ddi véi thai nhi.
Khéng dung celecoxib & 3 thang cudi clia thai ky, vi cac chéat trc
ché téng hgp prostaglandin c6 thé co tac dung x&u trén hé tim
mach cua thai.

Phy nircho con bu

Chura biét celecoxib cé dwoc phan bd vao siva me hay khong.
Vi celecoxib cé thé gay nhiing tac dung khéng mong mubn
nghiém trong & tré nhé bu stra me, can can nhac loi/ hai hoac
ngtrng cho bu, hodc ngirng diing celecoxib.

ANOI-I HUONG TREN KHA NANG LAI XE VA VAN HANH MAY

Moc
Bénh nhan bj hoa mét, chéng mét, hay ngd ga trong khi ding
celecoxib thi khdng nén lai xe hay van hanh may moc.

TAC DUNG PHY

Thuong gép

- Tiéu héa: Dau bung, tiéu chay, kho tiéu, ddy hoi, bubn-nan,
- Hé hép: Viem hong, viém mi, viém xoang, nhi#m khudn duéng

hé hép trén,

- Hé than kinh trung uong: M4t ngl, chéng mat, nhire dau.
- Da: Ban,
- Chung: Pau lwng, phi ngoai bién.

Hiém gdp

- Tim mach: Ngét, suy tim sung huy&t, rung that, nghén mach phéi,

tai bién mach méau n&o, hoai thw ngoai bién, viém tinh mach
huyét khéi, viém mach.

- Tiéu héa: Téc rudt, thiing rudt, chay mau dwong tiéu hoa, viem

dai trang chay mau, thang thyre quan, viém tyy, téc ruét.

- Gan mét: Bénh so6i mat, viém gan, vang da, suy gan.
- Huyét hoc: Gidm tiéu cdu, mét bach cdu hat, thiéu mau khong tai

tao, gidm toan thé huyét cau, gidm bach cu.

- Chuyén héa: Giam glucose huyét.

- Hé thén kinh trung vong: Mat diéu hoa, hoang tudng tu sat.

- Thén: Suy than cap, viém than ké.

- Da: Ban do da dang, viém da tréc, héi chirng Stevens-Johnson.
- Chung: Nhidm khuén, chét dat ngdt, phan rng kiéu phan veé,

phi mach.

QUA LIEU VA CACH XU TRi

Trigu ching
Qua lidu cac thubc NSAID co thé gay ngd lim, ngli lo mo, budn
non, nén va dau ving thweng vi; cac biéu hién nay thudng
phuc héi véi viec diéu tri nang d6. Cing xay ra chay mau
dwéng tiéu héa. Céc bidu hién xay ra hiém hon 14 tang huyét
ap, suy than cép, trc ché hd hap va han mé. Cac phan tng kidu
phan vé da dugc théng bao véi liéu didu tri clia cac thube
NSAID va c6 thé xay ra khi qua lidu.
Didu trj
Diéu tri qua liéu thubc NSAID bao gbm diéu tri triéu ching va
nang d&; khéng cé thubc gidi doc dic hiéu dbi voi thubc
NSAID. Trong 4 gi&» d&u sau ding qua liéu, liéu phap gay nén
varhodc dung than hoat (60 - 100 g cho nguai lon, hodc 1 - 2
g/kg cho tré em), va/hodc mét thude tdy thAdm thau co thé co ich
dbi véi nhitng ngwéi bénh da cé triéu chirng hodc di ubng mot
Irgng thudc qua I6n.
BAO QUAN
Trong bao bi kin, noi khé, tranh &m. Nhiét do khéng qua 30°C.
HAN DUNG
24 thang ké tir ngay san xuat.

PONG GOI

Vi 10 vién. Hop 3 vi.
Vi 10 vién. Hop 6 vi.
Vi 10 vién. Hop 10 vi,

TIEU CHUAN AP DUNG

Tiéu chudn nha san xuét.

THUOC NAY CHi DUNG THEO BON CUA BAC ST

Dé xa tdm tay tré em
Khéng dung thubc qué thei han s dung
Bégc .?7 hwéng dan sw dung trwéc khi dang
Néu can thém théng tin, xin hoi y kién bac si
Théng bédo cho bac si nhikng tac dung khéng mong muén
gdp phai khi st dung thude

Ngay duyét ndi dung toa: 03/04/2015.

Nha SX:
- Céng ty TNHH LD STADA-VIET NAM
STADA 56 40, Dai 16 Ty Do, KON Vidd Nam-Singapore,
Thu@n An, Tinh Binh Duong, Vigt Nam,
BT (+84) 650 3767470 - Fau: (+84) B50 3767469
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