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Rx thudc ban theo don hop 10 vix 10 vién

SUPPAINS

Thanh phin: Mdi vién nén khéng bao duémg udng ¢ chira:

Aceclofenac B.P. 100mg. T4 dugc vira du.

Chi dinh, liéu hrgmg-cich  dilng, chﬁng chi dinh, khuyén cdo, tic dung ngagi ¥ va cdc thing tin
khac: xin xem k§ hurémg déin trong hp.

Bidia quin: Dudi 30°C, trinh 4nh sing D& xa 1dm tay tré em, doo k§ huémg din tnréc khi ding.
5610 SX (B. No.); Npay $X (MFG.); Han diing (EXP.); xin xem trén nhin hdp, ngay hét
han 1a ngay 1 cia thang ghi trén nhin

S0 PK (wsa no.): VIN-HHHEH-H# i

Cling ty sdn xudt: Cadiia Healthcare Ltd. An D§

Kundaim Industrial estate, Kundaim villarge, Ponda, Goa-403 401, India

Each uncoated tahlet cantains:
Aceclofenac BP 100 mg

KEEP OUT OF REACH OF CHILDREN

INDICATICN, ADMINISTRATICN, CONTRAINDICATICN &
DOSAGE: Please read the enclosed package insert for details

Store below 30° C, dry place and protect from light
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Manufactured by :

Cadila Healtheare Limited
Kundaim Industrial Estate,
Panda, Goa 403 401, INDIA
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CANH BAO DAC BIET:

Chi stt dung thude néty theo don

Poc I hudng ddn sit dung triede khi si dung.

Khing ding gud liéu chi dinh.

NEu cén thém thing tin, xin hdi ¥ kién bdc 57,

Xin théng bdo cho bdc st biét néu xdy ru bidt k tde dung ngogi ¥ ndo trong qud trinh sif dyng.
Khiong ding thude &0 qud han sit dung.

B thude ngodi tém vdi cia tré. (g

" 2 2,
THANH PHAN; ¥4
M&i vién nén khong bao phim chifa:
AGeClofeiie oo 100 mg

Td dude: Microcrystalline cellulose, Starch, Starch (for paste), Colloidal silicon dioxide,
Sodium starch glycolate type A (primojel glycolys), Povidone, Magnesium stearale va
nudc tinh khiél,

. ——
DUGC LY HOC: C
Aceclofac 13 thudc khdng viém khéng steroid vdi dic tinh gidm dau v khing viém. Cd
ché tic dong ciia aceclofenac chil y&u |4 iic ch€ t8ng hdp chit prostaglandin. Aceclofenac
Ia tic nhan e ché hidu qud men cyclo-oxygenase, c6 lién quan dén qud trinh sin xudt
prostagladin.
DUGC BONG HOC:
Aceclofenac duge hip thu 6t qua dudng tiéu héa, ndng d6 dinh trong huyét tuong dat
dude tir 1,25 - 3 gits sau khi uéng. Aceclofenac gin k&t v8i hon 99% protein. Thai gian bdn
thdi ciia thubc trong huyét tuong xap xi 2 - 3 gid. Khodng 2/3 lugng thude dude dao thai
qua nude tiéu, chi y&u dudi dang chit chuyén héa nhém hydroxy. Duge déng hoc ctia
aceclofenac & ngudi gia khong thay ddi.
CHI BINH: _
Biéu tri cdc triéu chitng dau nhifc va khdng viém trong cdc trudng hgp: =~
¢ Viém khdp man tinh. (*,
¢ Viém khdp dang thip. \ :
s Viém citng khdp dSt séng. N

LIEU DUNG VA CACH DUNG:

Aceclofenac 100mg duge ding bling dutng udng, nudt vién thude vdi mot it nude. Ding
trong hodc ngay sau khi dn.

Liéu lwgng:

Ngudi I6n: Liu khuyén cdo la 200mg (2 vién) mdi ngay, chia lam 2 lan riéng &, mdi lin
100 mg, mdt vién udng vio budi sing va mdt vién uéng vao budi 16i.

Ngudi cao mdi: Vi duge déng hoc ciia aceclofenac khdng thay ddi & bénh nhin cao wéi,
nén khéng cin phai thay ddi liéu hoidc tin s8 lidu ding.
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Bénh nhin suy gan: C4n gidm liéu aceclofenac cho nhitng bénh nhin suy gan va liéu ding
khdi ddu duge dé nghi 13 100 mg mdi ngdy.

Tré em: Chua ¢é diF lidu |Am sang vé viée st dung aceclofenac & wé em, khuyén cdo
khéng st dung cho ré em.

CHONG CHI PINH;

Aceclofenac chdng chi dinh trong nhitng truting hop sau:

e Min cdm vdi aceclofenac, cdc thianh phdn cha thufc, ibuprofen, aspirin hay vdi cdc
khdng viém khéng streriod khdc.

*  Suy gan va suy tim ning,

¢  Suy thin tr vira dé€n ning.

s (6 tién sir hay dang mic chitng loét dudng tiéu hod.

e Khoéng ding cho tré em dudi 15 tuéi.

THAN TRONG:

Xudt huyét tidn hda hojc thing loét tidu héa, nén ra mau va phin den thudng Xay ra hdn
& nguti cao tudi. Tinh trang nay c6 thé xdy ra batcif lic nao trong qud trinh diéu tri.

Bénh nhin suy gan ning phdi dugc gidm sdt y t€ chit ché,

Phdn ting qud min, bao gom cé phdn ¥ng phdn vé c6 thé xdy ra ma khong cé nhitng ddu
hiéu bdo trudc.

Cdc thudc khdng viém khong steroid cdn dugdc s dung cdn thin & bénh nhin cé tién sit
bénh suy tim hodc cao huyét 4p vi chitng phi né di duge bdo cdo c6 lién quan véi viée
diing thude.

Céc thuéc khdng viém khong steroid ¢6 thé lam gidm kha ning sinh sdn nén khong ding
cho phy nif mong ¢6 thai. Cin nhic tam ngung diéu ti cho phy nit khé thu thai hay dang
dudc can thigp vin dé hi€m muén,

S& dung cdn thin cho bénh nhin dang hoac cd tién sif suyén, cuéng phdi. Cdc thudc khdng
viém khong steroid c6 thé gy co thit & nhidu bénh nhin,

TUGNG TAC THUOC:

Lithium va Digoxin: Cling nhu cdc thudc khang viém khong steroid khdc (NSAID),
Aceclofenac ¢6 thé lam ting ndngddd cia Lithium va Digoxin trong huyét tuong.
Thude 1¢i tidu: Cilng nhu cdc thubc khang viém khéng steroid khdac (NSAID), Aceclofenac
c6 thé twong tic voi  hoat tinh  cba  cic  thude  lgi  tidu.
Céc thube chdng d6ng: Tuong tw nhu cdc thue NSAID khdc, Aceclofenac ¢6 thé lam ting
tic dung cua cdc thudc chéng déng mdu nhu wafarin, Trong trudng hop diing déng thoi
Aceclofenac véi cdc thudc chéng déng mau, can phai theo dai chat ché cac biéu hién trén
ldm sang cua bénh nhin.

Methotrexate: Cac NSAID lam ting ddc tinh ciia Methotrexate do 1am ting néng do cia
Methotrexate trong huyét tuong, do vdy cén lvu y khi ding dong thoi hai thudc nay trong
vong 24 gio,

Quinolone: téng doc tinh thin cua cyclosporin va lam ngudi bgnh dé bi co gidt khi dung
chung. Thube trj ddi thdo dudng: glucose mau ¢d thé ting hodc giam, tuy hiém gip do ding
cung lac aceclofenac,

Néu udng aceclofenac cling lac vi cac NSAID hogie corticosteroid thi ¢6 thé tang bién ¢b bét
lgr,
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PHU NU CO THAI VA CHO CON BU:

Phu nit c6 thai

Chua ¢6 cdc nghién citu chit ché va cé ki€m sodt vé viéc sit dung aceclofenac trén phu
nit mang thai, tranh diing thudc trong thai k¥ triv khi Igi ich diéu tri cao hon nguy cd d&i vdi
bao thai.

Phu nit cho con bu

Chua ¢6 théng tin v& sy bai tiét cla aceclofenac vao sifa me. Nén sit dung thudc thin
trong trén phu nif dang cho con bi.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Nhirng bénh nhin bi chodng ving, chéng mit hodc nhiing r&i loan thin kinh trung uong
khdc trong ldc st dung NSAID nén ngung ldi xe hodc vin hinh mdy méc nguy hiém.
PHAN UNG CO HAL: Jg/

Hé 1iéu hoa: &

Tdc dung phu phS bi€n nhi't cia NSAID la r8i loan duding tiéu héa nhu khé tiéu, budn nén
vi tiéu chdy.

Trén mdt s6 b&nh nhidn 6 thé c6 thé giy loét duding tiéu héa va xuat huyét tiéu héa
ning,

Hé thin kinh trung wong:

Nhirc diu, chéng mit, chodng ving, bdn chdn, U tai, suy nhugc, budn ngi v ching mit
ngi.

Phidn ¢ng qud min:

Sét, phit mach, co thit ph& quin va phdt ban,

Viém mach do ling dong bach cdu Ia loai phan tng qud min typ IIT vdi ho ra mdu di
dugc bdo cdo & bénh nhan dugc di€u tri bing aceclofenac.

Huyét hoc:
Thidu méu, gidm tiéu cdu, gidm bach cdu trung tinh, ting bach cdu ua acid vi mit bach
cdu hat,

Viém phé nang, ting bach ciu ua acid & phdi, viém tuy, hdi chitng Stevens-Johnson, hoai
tif biéu bi dc tinh.

QUA LIEU: .
Triéu ching thudng nhe nhw; nén, budn nédn, nhiic du, buon ngu chodng ving.

Diéu tri: rita da day, diing than hoat tinh, ¢6 thé (huj rl,ldi tmng 1 gis sau khi bi ung
qué liéu, P

HAN SU DUNG:
24 thang k€ tir ngay sdn xuit.

TIEU CHUAN CHAT LUGNG: Nha sin xut
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BAO QUAN: Giif ndi kho mt, dudi 30°C. —

TRINH FAY: B IORI0 iR oM CVC TRUONG

NHA SAN XUAT: = /e Ghanh
Vi Ashan

Cadila healthcare Ltd. Mﬂ
Kundaim Industrial Estate, Ponda, Goa 403 401. India




