https://trungtamthuoc.com/

M
-
O
B

| D02 q1X033]3) 01| |

3X 10 VIEN NANG

Celecoxib-200

iICro

A

Vién nang Celecoxib 200 mg

it

BOY TE
CUC QUAN LY BUGC

-

UYIETThuSc ban theo don

DA PHE D
in ﬂau!ﬁ’;—f*/{.‘z

MICRO

: VN-

SBK

San xuét bai:

muw
=
=S8
o e
o8
w
b~
g
28¢
(=]
L
n
= g
-1 5
0 B <
T E
%
=
OT,_n.n.
x 3=
Q&S
=gF

: "
: o
3 v
wm
S
S0
SER
g 0| °
=,
Oo
a | D
MI
2 8
o
o O
]
Om-
o |
w-
e N
(=) x
S g
&

| Micro Celecoxib-200 |

Bao qudn: Noi khd mat, trdnh dnh !.éng

P
g
£
£s
5
c.w .
£5% 3
7 s E
s % 8
g £
35 3|
£8 =
=2
$E
E-E
gad
g 2ss
6E £48
o8 3%
..MM?_ mnm
g2 358
=3
h%m £52
R
=%-15] mu_,.m

|
|

e CELESONE
.*_U.Noo o_vm,m.m_.mm 200 WG w
coX : K
Eo_.onmﬂwozm Micto oo_onou_,c 200 3
CAPSULES 200 MG ) £LECONB | !
200 nynm:rmm 200 . ”
ino.hu. _
g Mwmnoxa Micro oo..onoi?pao i
ppSULES 200 NG CELECONE o1 |
ot 200 nyv%rmw 200 ME H 4
oxib- y m .
S.n_.oom_.oh..w%gm Micro no..“%xww__u 200 m“ _
“amatie R
oo&d.noo o .
s M_.nmwoxa wicro nm_onos__.,. 20 4
_ CEuies 200MC LELECOKB o g
_ o b 200 ozum:rmm 200 r
| b ; 5
;.nqoomﬂw%m Micro oo.m%x_.umﬁu 200 £ § _
A e e 1
.ﬁ i -
i_.n_.OnMWm__.M%%mx Micro n&.o%h%_.a 200 qm“ _
CAPSULES 200 zm»aa . vwm_amm O, w : “ |
oxib-
i.ﬁon.m..romﬁwcw Micro nom__mwx.w%s.uoa mm |
ppsis = H 200 n»wmmfhm 200 MG
S ; - |
gﬂn..oomﬂw%xwm Micro a@.ﬁ%%“.ﬁ 200 . _
o_%mcrmw naoﬂ”onoo oer%Mm 200 MG a _
oxib- s
-Zo_oOMM.M%zm Micro mM%%nHE 20 : m
m ﬁtm;rmm%.“a»oo o SBies 20N ¢ 7
oxib- ;
_;ﬂn.oomwm__w%zm Micro na_aoox.d 200 i
| capSULES 200 MG omrmoou%o o !
200 n%mcrmm NH
;I‘.—uu - 19__090%—W|



https://trungtamthuoc.com/

/@
J

/(C AT l’«ﬁf%ﬁ/’ gza
/K7 L/gd Viénsang Celecoxd;.lOU mg /200 mg

Micro Celecoxib-100 /200

Thanh phan: - Mdi vién nang chtra 100mg/200mg celecoxib.
Ta duge: Natri lauryl sulphat, lactose, croscarmellose natri, povidon, magnesi stearat,
purified talc.

Hoa hoc: Celecoxib cé cong thac 1a 4-[5 (4-methylphenyl) -3-(trifluoromethyl)-1H-
pyrazol-1-yl] benzenesulfonamide va l& pyrazole thé & gbc diaryl.

Nhom dwee Iy - didu tri: - Thube chdng viém khéng steroid (NSAID).

Dugc ly hoc:
Co ché tac dung cia celecoxib la e ché tong hop prostaglandin, chi yéu qua frc ché

cyclooxygenase - 2 (COX - 2) véi ndng do diéu tri trén ngudi, celecoxib khong irc ché
izoenzym cyclooxygenase - 1 (COX-1).

Dwge ding hoc:

Hap thu: Sau khi udng khoang 3 gio, s& dat ham lugng dinh cla celecoxib trong huyét
tuong. Vai liéu 100 - 200 mg dung trong lam sang, thi ham lugng dinh trong huyét tuong
va dién tich dudi duong biéu dién (AUC) cua celecoxib ty 18 thuan vai liéu luong.

Phén phoi: & ngudi khoé manh, celecoxib gén manh vao protein - huyét twong khi ding
véi licu didu tri.

Chuyén hod: Chuyén hoa celecoxib chui yéu qua cytochrom P450 2C9 ¢ gan. Dd tim thay
trong huyét twong ngudi 3 chit chuyen hoa: rwgu bac nhét, acid carboxylic twong Umg va
chit glucuro - lién hop, nhitng chét chuyén hoa nay déu mat hoat tinh e ché COX, hoac
COX,;.

Thai trie: Celecoxib thai trir chi yéu qua chuyén hoa & gan. Trong phén va nude tiéu, co
rat it chat me chua chuyén héa.

(»‘“’!
Chi dinh: \U
Dung celecoxib diéu tri: y
- Céc déu hiéu va triéu chirng bénh viém xuong - khop. %
- Cac déu hiéu va triéu chimg viém khép dang thip & ngudi lon. %
Chiong chi dinh: \‘*‘;

M&én ¢am véi celecoxib, sulfonamid.

Suy tim nédng.

Suy than nang (hé s6 thanh thai creatinin dudi 30 ml/phit).

Suy gan néng.

Bénh viém rudt (bénh Crohn, viém lo€t dai trang).

Tién sir bi hen, may day, hoac cac phan img kiéu di ing khac sau khi dung aspirin hodc
cac thubc chdng viém khéng steroid khac. DA ¢ bao cao vé cac phéan g kiéu phan vé
nang, doi khi gay chét, vai cac thude Lh()ng, viém khéng steroid & nhitng ngudi bénh nay.
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Khi mang thai va théi ky cho con bu:

- Tudi thai ky, can tranh ding celecoxib dé tranh nguy co khép sém ong dong mach.

- Ngudi cho con bii: Celecoxib bai tiét qua sita chudt cong cai vdi ndng do tuong duong
trong huyét trong. Chua rd celecoxib co qua sita ngudi me hay khéng? Vi ¢6 nhiéu thude
qua dugc sira me va vi co thé c6 phan rng nghiém trong ciia celecoxib cho tré b me, nén
can quyét dinh hodc me ngirng thude hodc ngimg cho con bu, ¢6 tinh dén tAm quan trong
ctia celecoxib diéu tri cho me.

Liéu lwong va cich dang:

Can dung cho ngudi bénh liéu thap nhét c6 the duoc.

Liéu uong diéu tri viém xuwong - khop 13 méi ngay 200 mg, uéng lam mot lin hoidc chia
lam 2 lan.

Liéu dung khi viém khép dang thép 12 100 - 200 mg mbi ngay, chia 1am 2 14n udng.

Suy gan: Chua dugc nghién cttu. Theo nha san xuat, khéng duogc dung cho nguoi bénh
suy gan ning. Déi vdi suy gan vira, nha san xuit khuyén cao giam liéu khoang 50%.
Celecoxib khong khuyén cao ding cho tré em.

Qua liéu, triéu chirng va giai djc:

Nhitng triéu ching khi ding qua lidu NSAID cép tinh 1a ngu lim, budn ngu, budn nén,
non, dau thuong vi, thudng cé hdi phuc khi ¢é didu tri nang dd. C6 thé gip chay mau ong
tiéu hoa.

Néu qua lidu NSAID, phai didu tri triéu chimg va diéu tri ning d. Khong c6 thudc giai
dbc dic hiéu.

Néu méi ngo clon, trong vong 4 gio va -;,0 gap cdc tri¢u chu‘ng qua liéu, ¢6 thé chi dinh gay
nén va/hodc udng than hoat va/hodc udng tdy loai thim thau.

Bio quan: - Bao quan noi kho mat, tranh dnh sang. Nhiét d6 dudi 30°C.

Trinh biy: Hép 03 vix 10 vién nang. ”V

Han dung: 3 nam ké tir ngay san xuat

[ Khoéng duoc ding thuoc qud han sir dung

0 Doc kj hudng dén sie dung triede khi dimg. Néu can théng tin xin héi y kién béc sp.
O Thudc nay chi dwoc bdn theo don cria bdc sy

San xuit béi:
MICRO LABS LIMITED.
92, Sipcot, Hosur - 635 126, Tamil Nadu (Inlda)
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Phan itng ¢6 tic hai/ Tac dung ngoai y:

Tiéu héa: Dau viing bung, tiéu chay, kho tidu, day hoi, budn non.

Toan than: Dau lung, phi ngoai bién.

Hé than kinh trung wong va ngogi bién; Chéng mat, nhirc dau.

Tam than: Mat ngu.

H6 hap: Viém hau, viém miii, viém xoang, nhiém khuin durong hé hép trén.

Ngoai da: Phat ban.----

* Théng bdo cho bdc sy nhitng tdc dung khéng mong muén gdp phdi khi ding thube.

Sir dung thude khi lai xe va vin hanh may méc: Vi thude c6 thé gay chéng mit, nhirc
dau vi vay can than trong khi lai xe hodc van hanh may moc.

Thén trgng va cianh bio:

Cén thén trong ding celecoxib cho ngudi c6 tién sir loét da day ta trang, hodc chay méau
duomg tiéu hoa, mac di thude duge coi 1a khong gy tai bién dudng tidu hoa do e ché
chon loc COX-2.

Can thén trong dung celecoxib cho ngudi co tién st hen, di ung khi dung aspirin hodc mét
thudc chdng viém khong steroid vi ¢6 thé xay ra soc phan vé.

Can than trong ding celecoxib cho ngudi cao tudi, suy nhugce vi dé gdy chay méu duong
ti€u hoa va thuong chire nang than bi suy giam do tudi.

Celecoxib c6 thé giy doc cho than, nhat la khi duy tri luu lugng mau qua than phai can
dén prostaglandin théan hd trg. Ngudi ¢ nguy co cao gdbm cd ngudi suy tim, suy than hodc
suy gan. Can rét than trong dung celecoxib cho nhitng ngudi bénh nay.

Can than trong ding celecoxib cho ngudi bi phu, giit nrde (nhur suy tim, thin) vi thude
gay r dich, lam bénh nang lén.

Can than trong khi dung celecoxib cho nguoi bi mat nude ngoai t bao (do ding thude loi
tiéu manh). Can phai diéu trj tinh trang mét nude trude khi dung celecoxib.

Vi chua rd celecoxib ¢6 lam giam nguy co ung thu dai — tryc trang lién quan dén bénh
polyp dang tuyén dai — tryc trang c6 tinh chét gia dinh hay khéng, cho nén van phai tiép
tuc cham séc bénh nay nhu thuong 1¢, nghia la phai theo ddi néi soi, céit bo dai — true
trang du phong khi can. Ngoai ra, can theo ddi nguy co bién chirng tim mach (nhm mau
co tim, thiéu mau co tim cuc bd). Celecoxib khéng ¢6 hoat tinh ndi tai khang tiéu cau va
nhu vay khéng bao vé dugc céc tai bién do thiéu mau co tim, nhit 13 néu ding lidu cao
kéo dai (400 — 800 mg/ngay).

(“"Jl ,
Twong tac thude: ) . \/
- Tuong tac chung: Celecoxib chuyén hoa chu yéu qua cytochrom P450 2C9 & gan; vi

vdy, can thén trong khi phdi hcrp celecoxib vai cac thude tre ché P450 2C9.

- Thudc tre ché enzym (,huycn angiotensin (ACE): NSAID lam giam tac dung chong ting
huyét ép cua céac thude trc ché ACE.

- Furosemide: & vai ngudi bénh, NSAID c6 thé lam giam téc dung thai Na' /niéu cia
furosemide.

- Aspirin: Phéi hop aspirin vdi celecoxib ¢6 thé lam ting tc do loét dng tiéu hoa hodc cac
bién chitng khac.

- Fluconazole: Phbi hop véi fluconazole 200 mg lam tang gip d6i nong dé celecoxib
trong huyét tuong.
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Khi mang thai va thoi ky cho con bu:

- Tubi thai k¥, cin tranh ding celecoxib dé tranh nguy co khép som éng dong mach.

- Ngudi cho con bi: Celecoxib bai tiét qua sita chudt cng cai véi ndng do turong duong
trong huyét trong. Chura 16 celecoxib ¢6 qua sita ngudi me hay khéng? Vi ¢6 nhiéu thude
qua dugc sira me va vi ¢o thé co phan ng nghiém trong cua celecoxib cho tré ba me, nén

can quyét dinh hodc me ngimg thude hodc ngimg cho con by, ¢ tinh dén tim quan trong
ctia celecoxib diéu tri cho me.

Liéu lwgng va cach dang:

Cén ding cho ngudi bénh lidu thip nhiat cé thé duoc.

Liéu udng diéu tri viém xuong - khép 14 mdi ngay 200 mg, udng lam mét lan hodc chia
lam 2 lan.

Liéu dung khi viém khép dang thép 12 100 - 200 mg méi ngay, chia lam 2 lin uéng.

Suy gan: Chua dugc nghién ctru. Theo nha san xuét, khéng duoc dung cho ngudi bénh
suy gan nang. Dbi véi suy gan vira, nha san xuat khuyén cao giam lidu khoang 50%.
Celecoxib khong khuyén cao ding cho tré em.

Qui liéu, triéu chirng va gidi djc:

Nhitng triéu ching khi ding qua litu NSAID cép tinh 12 nga lim, budn ngi, budn nén,
nén, dau thugng vi, thudng c6 hoi phue khi ¢é didu tri ning dd. C6 thé gip chay mau dng
tiéu hoa.

Néu qua liéu NSAID, phai didu trj tridu chimg va didu tri nang d&. Khong c6 thude giai
doc dac higu.

Néu méi ngd ddc trong vong 4 gio va ¢6 gip cac trigu ching qua lidu, co thé chi dinh gy
nén va/hodc ubng than hoat vi/hodc udng tiy loai thim thau,

Béao quan: - Bao quan noi khé mét, tranh anh sang. Nhiét d§ dudi 30°C.
Trinh bay: Hop 03 vix 10 vién nang. r%/

Han dung: 3 niam ké tir ngay san xuat

1] Khéng duoc ding thubce qud han st dung

0 Poc kj huedmg dan sie dung trudce khi ding. Néu can thong tin xin héi y kién bac sy
U Thude nay chi dwoc ban theo don ciia bdc sy

San xuit béi:
MICRO LABS LIMITED.
92, Sipcot, Hosur - 635 126, Tamil Nadu, (Inida).
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