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Manufacturer: US PHARMA USA JSC
Lot B1 - 10, D2 Street, Tay Bac Cu Chi Industrial Zone, HCMC.
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Nha sdn xust: CONG TY CP US PHARMA
Lo B1 - 10, Dudng D2, KCN Tay Bic Ci




121 x 75 x 80 mm

Cadicelty(

UupP

Box of 10 blisters x 10 capsules USPHARMAUSA |

SN
[
)
=
(1]
U

UP
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Thanh phén:

M&i vién nang cung chia
Celecoxib.......
Ta dugec v.d...
Chi dinh, chéng chi dinh, liéu ding, cach dung,
cdc théng tin khac:

Xem t§ hudng dan sl dyng bén trong hgp.

Bao quan: Nai kh6 thoang, nhié! do dudi 30°C,
tranh anh sang

Tiéu chudn: Tiéu chudn co sé.

X 200

icelo

D€ xa tdm tay tré em.
Poc ky hudng din s dyng trudc khi dung.

Nha san xudt: CONG TY CP US PHARMA USA
L6 B1 - 10, Buiing D2, KCN Ty Bdc Cli Chi, Tp.HCM. 1

Celecoxib 200mg

Cad

WHO/ GMP |
|

Cadicelcy( |

Hép 10 vi x 10 vién nang cifng US PHARMA USA

111 x 70mm

Composition: Each capsule contains
200mg
1 capsule.

Calecoxib...

Excipients q.5

Indications, contra-indications, dosage,
administration, other informations:

Please refer 10 enclosed package insert.
Storage: In a dry and cool place, below 30°C
protect from direct sunlight.
Specification: In house.

Keep out of reach of chiidren.

Read the package insert carefully before,

Manufacturer: US PHARMA USA JSC

Lot B1 - 10, D2 Street, Tay Bac Cu
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R, Thudc nay chi ding theo don thuéc

CADICELOX 200

Vién nang cu’ng celecoxib 200mg
Dé xa tim tay tré em
Poc kj huéng din sir dung trwée khi dung

Hoat chit: Celec0x1b 200mg

Ta duoc: Lactose, Tinh bot ngé, Polyvinyl pyrrolidon PVP K30, Natri starch glycolat, Natri lauryl sulfat,
Magnesi stearat.

Phin loai

e . . A

Thuoc khéng viém khong steroid e ché chon loc COX-2

Chi dinh

CADICELOX 200 dugec chi dinh trong cac truong hop:

- Pidutr tri¢u chimg thodi héa khop, viém khép dang thép va cac bénh viém xuong khép & nguoi 1on
viém c6t sdng dinh khép.

Liéu lwong va cich dung

Do nguy co anh huéng trén tim mach ting theo thoi gian va lidu luong st dung, nén st dung thude véi lidu
14p nhat va trong thoi gian ngan nhét c6 thé.

- Thoai héa khop: Lleu duy nhét 200 mg/ngay hodc 100 mg x 2 lan/ngay.

- Viém khép dang thap: 100-200 mg x 2 lan/ngay.

- Viém c6t séng dinh khép: 200 mg/ngay hodc 100 mg x 2 lan/ngay.

Déi tugng dic biét:

- Nguoi cao tudi (> 65 tufn)

Lleu bét dau 200 mg mdi ngay. Néu can tang 1én 200 mg ngay hai 1an. Can than trong dic biét & ngudi l6m

tudi cé cén nang dudi 50 kg.

- Tré em

Celecoxib khong duoc chi dinh dung cho tré em.

- Nguoi CYP2C9 chuyén hoa kém

3

Bénh nhan chuyen hoa CYP2C9 kém nén ding lidu lugng celecoxib mét cach than trong vi nguy co tac dung 1

khong mong muén sé tang 1én. C6 thé giam liéu xubng con mot nira lidu duogc khuyen céo thap nhat.

- Suy gan

Nén giam mdt nira heu diéu tri khuyén céo & nhirng bénh nhén suy gan duoc xac dinh albumin huyét thanh
25-35 g /1. Han ché sir dung & bénh nhan xo gan.

- Suy than

chén trong khi sir dung celecoxib ¢ nhitng bénh nhén suy than nhe hosc trung binh.

Hodc dung theo chi ddn ciia thdy thube.

Cadch dung:

Dung duong udng. Udng trong khi &n hay sau bita an. Déi véi bénh nhan khé nudt vién nang, c6 thé lam sach

vién, sau dé thém celecoxib vao nude sot tdo, chao, sita chua hodc chudi nghién. Udng thém 240ml nude dé
thude hép thu t6i da.

Chéng chi dinh

- Qua min v&i celecoxib. Tién sir di tmg véi céc sulfonamid. Bénh nhan bi hen, mé day hodc di tng khi dung
aspirin hoac cac NSAID khéc.

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

- Bénh nhén suy tim nang.

- Bénh nhan suy gan nang, suy than ning (Cl; dudi 30ml/phit).

- Phu nit c6 thai, phu nit ¢6 thé mang thai ma khong dung bién phap tranh thai hiéu qua, phu nit cho con bu,
loét da day ta trang hoac duong tiéu hoa.

Cénh béo va thin trong:

- Nguoi ¢6 tién sir loét da day ta trang, hodc xuét huyét tiéu hoa (mac d thube khong gay tai bién dwong tiéu
hoa do e che chon loc COX-2).

- Ngusi c6 tién sir hen, di (mg véi aspirin hodc véi thube chéng viém khong steroid khac vi ¢6 thé gdy sc
phan vé.
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- Nguoi cao tudi, suy nhuoc vi thudng chirc nang gan-than suy giam do tudi tie. Ngudi bj phi, giir nude (nhu
suy tim, thdn) vi thubc gy « dich, lam bénh ndng thém.

- Can than trong dung li€u cao va kéo dai (400 — 800 mg/ngay) vi co thé co nguy co bién ching tim mach
(nh6i mau co tim, thiéu mau co tim cuc b)).

- Lactose: Khuyén cdo bénh nhan cé rbi loan di truyén hiém gip vé dung nap galactose, chimg thiéu hut
lactat Lapp. Hodc rdi loan hap thu glucose-galactose khong nén sir dung thudc nay.

- Nguy co huyét khéi tim mach: Céc thudc chéng viém khong steroid (NSAIDs), khong phai aspirin, dung
duong toan than, co thé 1am ting nguy co xuét hién bién cb huyét khbi tim mach, bao gdm ca nhdi mau co
tim va dot quy, c6 thé din dén tir vong. Nguy co nay co thé xuét hién sém trong vai tuan diu ding thude va
c6 thé tang 1én theo thoi gian ding thude. Nguy co huyét khéi tim mach duoc ghi nhan chu yéu ¢ lidu cao.
Bac si can danh gia dinh ky su xuat hién ciia cac bién ¢ tim mach, ngay ca khi bénh nhan khong c6 céc triéu
chimg tim mach truge d6. Bénh nhéan can dugc canh béo vé cac tridu chung cua bién cb tim mach nghiém
trong va can tham kham bac si ngay khi xuét hién cac triéu ching nay.

Pé giam thiéu nguy co xuét hién bién cb bat lgi, can sir dung CADICELOX 200 & lidu hang ngay thép nhat
¢6 hiéu qua trong thoi gian ngén nhit ¢ the.

Phu nir mang thai va cho con bi:

Chdng chi dinh cho phu nir ¢6 thai, khéng dung cho phu nir c6 thé mang thai ma khong dung bién phap tranh
thai hiéu qua, phu nit dang diing celecoxib thi khong cho con bu.

Anh hwéng 1én kha niing i xe vii vin hanh may méc

Neéu thay chong mat, budn ngu, dau dau trong thoi gian ding thudc thi khong nén van hanh may moc tau xe.
Jwong tac thude

- Chuyén héa ctia celecoxib qua trung gian Cytochrom Pysp 2C9 trong gan. St dung dong thoi celecoxib voi
céc thube ¢o tac dung trc ché enzym nay c6 thd anh huong dén duge dong hoc ctia celecoxib, nén phai than
trong khi dung dong thoi véi thude nay.

- Celecoxib ciing ttc ché cytochrom Pyso 2D6. Do d6 c6 kha nang twong tac gitta celecoxib va cic thude dugce
chuyén hoa boi cytochrom Pyso 2D6.

- Celecoxib c6 thé 1am giam tac dung chdng tang huyét ap cua cac thudc tre ché enzym chuyén angiotensin.

- Celecoxib c¢6 thé 1am giam tac dung ting bai tiét natri niéu ctia furosemid va thiazid & mot s0 bénh nhan.

_ Celecoxib c6 thé 1am tang ty 1& loét dudng tiéu héa hodc céc bién ching khac néu ding dong thoi véi
aspirin hoic véi cac NSAID khac (ibuprofen, naproxen v.v...)

- Dung ddng thdi celecoxib va fluconazol c6 thé dan dén tang dang ké ndng do huyé\ g clia celecoxib.

_ Lithi: Celecoxib c6 thé 1am giam s thanh thai than cua lithi, didu nay dén dén ting hong d9 lithi trong
huyét twong, cAn didu chinh lidu cho phi hop khi bét ddu va ngimg dung celecoxib.

- Celecoxib ¢6 thé 1am gia ting tac dung khang dong cuia warfarin.

T4c dung khéng mong mudn (ADR)

'7H§ co quan Rét pho bién Phé biéq Khong phd b_ién Hiém ) Rit hiém
(=1/10) (>1/100 dén (>1/1,000 dén |(>1/10,000 dén|  (<1/10,000)
<1/10) <1/100) <1/1,000)
Nhiém tring, Viém xoang, '
nhiém khuén nhiém tring

duong hé hap
trén, viém hong,
nhiém trung

duong tiéu.
Hé mau va bach Thiéu mau Giam bach Hoai tir*
huyet cau, tiéu cau
Hé mién dich Qua man Séc phan vé, phan
ung qua man.
Hé chuyén hoa Tang kali huyét
R4i loan tAm thin Mét ngu Lo lz‘ing, tram R6i loan, 40
cam, mét moi giac*
Hé thén kinh trung Chong mat, tang Mét kiém sodt ,|Xudt huyét ni so
uong truong luc, dau [Roi loan giac ngu,|roi loan vi gidc |(ké ca xuét huyét
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x4
dau

buodn ngu

gay tir vong)*,
viém mang nio
khong do vi
khuén®, dong kinh
(ké ca lam ning
hon chimg dong

kinh)*, mat vi

o | A .
giac ', mat méu’

nguc, va ta trang

Viém ph;){i'/

Thi giac Thi lyc kém, viém|Chay mau mat*|Tac dong mach
két mac* vong mac’, tic
tinh mach véng
mac’
Thinh gidc U tai
H¢ tim mach Loan nhip tim, Loan nhip tim*
déanh trong nguec,
nhip tim nhanh
Hé¢ mau Thuyén tic Viém mach mau®
phéi*, do bimg*
R&i loan ho hap, Viém miii, ho  |Co thit phé quan’

Hg tiéu hoa

Budn nén’, dau
bung, tiéu chay,
chimg kho tiéu,
day hoi

Téo bon, viém da
day, viém miéng,
viém duong tiéu
hoéa (lam ning
hon tinh trang
tiéu hoa), u tai

Xuat huyét
dudng tiéu
hoa', loét ta
trang, loét da
day, loét thuc
quan, viém
thue quan,
viém tuy; viém
dai trang

H¢ gan mat

Réi loan chire
nang gan, tang
men gan (bao
gdm tang SGOT
va SGPT)

. A 4
Viém gan

Suy gan4(ké catu
vong, ciy ghép
gan), viém gan
siéu vi*, hoai tr
gan”, rbi loan tao
mat®, vang da’
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Da, mo dudi da Phét ban, ngira |M& day, hoai ti* [Phu’, rung téc, [Thodi héa da’,
nhay cam anh |Ban do da dang4,
sang Hoi ching
Stevens-Johnson®,
phan tmg thude
véi bach cau ai
toan va cac triéu
chimg toan than

(DRESS)*,

M6 xuong, co Hoai o Co thit co (chudt Viém am dao”
rit)

Than va tiét niéu T#ng creatinin Suy thén cap®, |Viém md thén
mau, tang uré ha natri mau®  |két*, hoi cI}L’mg
méu than hu', ton

thuong cau than®

Hé sinh duc Réi loan kinh

nguyét4
R&i loan chung Bénh giéng nhu [Phu mét, dau

cum, phu dich ngl_n:4
ngoai vi / Iuu
giflr nudce

(4)- TAn sb dya trén phén tich & 38102 bénh nhan.
- Nguy co huyét khdi tim mach (xem thém phan canh bao va than trong).

Théng bio cho bdc sy nhitng tic dung khong mong mudn gip phii khi sit dung thuéc.

Qus lidu va cich xir tri

Triéu chieng: Ngi lim, ngu lo mo, budn ndn, ndn mira va dau thuong vi, xuét huyét tiéu hoa. Hiém khi xay
ra ting huyét ap, suy than cip ,suy hod hép va hén mé.

Xie tri: Chi dinh diéu tri tri¢u chimg va didu tri hd tro khi ding qué lidu. Khong c6 thyﬁ)(ggiéi doc dac hiéu
461 véi thube chéng viém khong steroid. Néu xuét hién cac tri¢u chimg qua licu trofi\v6ng 4 gitr sau khi
ubng ¢6 thé chi dinh cho bénh nhan gy nén va/hodc dung than hoat (60-100g dbi voi ngudi lon, 1-2g/kg dbi
vai tré em) va/hodc str dung thubc x6 thdm thau,

Piic tinh dwoe hre hoc

Co ché tac dung

o ché téc dung cta celecoxib 1a tc ché tong hop prostaglandin chu yéu bang cach e ché cyclooxygenase —
2 (COX-2). O ndng dd diéu tri trén nguoi, celecoxib khong tic ché cyclooxygenase — 1 (COX-1).

COX-2 duoc tao ra nhim dép Umg vdi tic nhan gdy viém. Diéu nay dan dén viéc tdng hop va tich liiy céc
prostanoid gdy viém, déc biét 1a prostaglandin E2, gay viém, phu né va dau. Celecoxib tac dung nhu mot chit
khang viém, giam dau, va ha nhi€t do ngan can qua trinh san xuét cac prostanoid gy viém thong qua uc ché
COX-2. Trong cac m6 hinh u rudt két & dong vAt, celecoxib lam giam ty 1¢ va su tang sinh cua cdc khéi u.

Céc nghién ctru in vivo va ex vivo cho théy celecoxib ¢6 4i luc rat thap voi COX - 1. Vi vdy, o lidu diéu tri,
celecoxib khong c6 tac dung trén cac prostanoid dugc tdng hop do kich hoat COX — 1, do dd, khong anh
huong 161 cac qua trinh sinh ly binh thuong lién quan dén COX — 1 & mo, dic biét t6i da day, rudt va tiéu
cau.

Dic tinh dwoc dong hoc

Hap thu: Celecoxib dugc hap thu nhanh qua dudng ti€u hoa. Ubng cling véi thire an ¢6 nhiéu chit béo lam
tang 10-20% dién tich duéi dudng cong (AUC), nhung lam cham thoi gian dat ndng do dinh trong huyét
twong khoang 1-2 gid. Néng d6 dinh trong huyét twong cta celecoxib dat duge khoang 3 gio sau 1 lidu ubng
lae doi.

Phén bé: Celecoxib phan bb nhidu & cic md va gén két voi protein huyét tvong khoang 97%.

Chuyén héa: Celecoxib chu yéu duge chuyén hoa trong gan thanh cac chét chuyén héa khong co6 hoat tinh
boi isoenzym CYP450 2C9.
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Thii irie: Celecoxib dugc thai trir cha yéu boi chuyén hoéa & gan, thir nghiém qua dudng ubng voi ligu don co
danh déu dong vi phong xa, khoang 57% liéu ding dugc thai trir qua phén, 27% thai trir qua nudc tiéu va
dudi 3% lidu duge thai trir khong thay ddi. Thoi gian ban thai 1a 11 gid, hé sé thanh thai trong huyét tuong
khoang 500 ml/phut dbi véi ngudi ¢é chire nang gan, than binh thuong.
Dangﬂnh bay
Hop 3 vi x 10 vién nang cung
Hop 10 vi x 10 vién nang cimng.
Chai 200 vién nang clng.
Tiéu chuin
Tiéu chudn co sd.
Han dung
36 thang ké tir ngay san Xuét.
Bio quin
Noi kho thodng, tranh énh sang, nhiét d6 dudi 30°C.
Nha siin xudt
CONG TY CO PHAN US PHARMA USA
Dia chi : L6 B1- 10, Duong D2, KCN Tay Bic Cu Chi, TP. H6 Chi Minh %
Moi thic mic va théng tin chi tiét, xin lién hé vé so di¢n thoai 028 37908 028 37908861
Fax: 028 37908856
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