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Mau vi: Aceclofenac STADA 100 mg

Kich thuéc: 39x95 mm
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Aceclofenac STADA 100 mg Thanh phdn: M3 vien nén bao phim chita:

Chi djnh, Céch diing, Chiing chi dinh va
chc théng tin khac:
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irdnh dnh sdng, nhiél d khing qud 30°C.
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Aceclofenac STADA 100 mg  Composition: Each film-coated tablet contains:
AceChobenan i i e 1060 mg
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and othes precautions:

Read the leaflel inside,

Store in 4 well-closed container, in a dry place,

protect from light. 1o nol store above 37T
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M4u nhan chai 500 vién: Aceclofenac STADA 100 mg
Kich thuéc: 55x120 mm

Ti 1&: 100%
Thanh phin: 1 500 VIEN NEN BAO PHIM / AILM-COATED TABLETS  Compasities:
Wbt win méer b phum chiia PHUGC DUNG CHO BENH VIEN  Each film-costed tablet contaim:
Aterlolenae i 1K mg Acvcifensc 100 mg
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Aceclofenac STADA 100 mg

THANH PHAN
M8i vién nén bao phim chira:
AceClofenac ... 100 mg
T4 duoc vira 40 1 vién

(Lactose monohydrat, tinh bt la mi, talc, magnesi stearat,
hypromellose, macrogol 6000, titan dioxyd)

MO TA
Vién nén hinh bt gigc déu, bao phim mau tring, hai mat khum, tron.

DUQC LIFC HOC
Aceclofenac 1a thube khang viém khong steroid véi déc tinh gidm dau
va khang viém. Co ché tac déng cla aceclofenac chii yéu I3 irc ché
tng hop prostaglandin. Aceclofenac 1 téc nhén (rc ché hidu qua
enzym cyclooxygenase, c6 lién quan dén qua trinh san xuét
prostaglandin.

DUQC BONG HQC

Aceclofenac dugc hdp thu tét qua dwéng tidu hoa, ndng @8 dinh trong
huyét trong dat dugce tir 1 - 3 gier sau khi ubng.
Aceclofenac gan két hon 99% véi protein huyét twong. Théi gian ban
thai clia thubc trong huyét trong xép xi 4 gié. Khodng 2/3 lwgng thubc
dugc dao thai qua nwére tidu, chi yéu duéi dang céc chét chuyén héa
hydroxy. Mt lrgng nhd duwoc chuyén thanh diclofenac.

CHI B|NH
Aceclofenac dugce chi dinh d& gidm dau va khang viém trong bénh
viém xwong khop, viém khop dang thép va viém aét séng dinh khép.

LIEU LIFONG VA CACH DUNG
Céch ding

. Aceclofenac STADA 100 mg dugc ding bing dudmg udng, ubng
nguyén vién thubc véi leong nudc ddy al. Tét nhét nén udng trong
hoéc sau khi &n.

Lldu lwgng

— Ngudd lém: Lidu khuyén cdo 12 200 mg (2 vién) m&i ngdy, chia lam 2
14n, mdi 1An 100 mg, mdt vién ubng vao budi séng va mdt vién uéng
véo budi téi.

~ Tré em: Chura cé dir liéu Iam sang vé viéc sir dung aceclofenac & tré
em nén khéng khuyén cdo sir dung cho tré em duéi 18 tui.

~ Nguwdd cao tudl: Vi duge ddng hoc cla aceclofenac khéng thay adi &
bénh nhan cao tudl, nén khdng cAn phai thay adi lidu hodc tAn sé lidu
ding.

— Bénh nhén suy gen: Can gidm lidu aceclofenac cho nhirng bé&nh nhan
suy gan va lidu ding khéi ddu drgc 6& nghij 1a 100 mg mi ngay.

CHONG CHI B|NH
Aceclofenac chéng chi djnh trong nhirng tneéng hop:

- B&L::cnhan min cam véi aceclofenac hodc bt ky thanh phan nao cia
thubdc.

~ Bénh nhén cb tidn sir loét tiéu hoa tién tridn hodc nghi ngér loét tidu
héa hodc xuét huyét tiéu hoa.

~ Bénh nhan suy than mirc a9 vira dén néng.

THAN TRONG

— Xuét huyét tidu héa hodc thing loét tiéu hoa, ndn ra mau va phan den
thuéng xdy ra ndng hon trén ngudi cao tudi. Tinh trang nady cé thé xdy
ra bét cir khi nao trong khi didu trj, c6 hodc khéng ¢6 cic ddu hidu bao
treére hodic c6 tidgn sir bénh tnrée 46

— Bét buic phai gidm sét y khoa chit chd irén bénh nhin suy chirc ning
gan nghiém trong.

~. Phan (rng qué man, gbm cé phén (rng phan vé&/ gidng phan v, co thé
xay ra ma khéng tiép xdc véi thude trurde d6.

- Bénh nhén suy than nhe hodc suy tim va b&nh nhan cao tudi cin dugc
theo dbi cin than, vi NSAID c6 thé gay suy gidm chire ndng thén. Can
sir dyng lidu thdp nhit cé téc dung va thurdng xuyén theo dai chirc
néng thén.

- Sir dyng aceclofenac cho nhimg bénh nhan rbi loan chuyén hoa
porphyrin & gan cé thé kich hoat con bénh,

— Céc thubc NSAID cin dugce dung cin thin cho bénh nhan c6 tign sir
suy tim hodic téng huyét 4p vi chirng pha né a4 dugc béo cdo cb lién
quan téi vigc sir dyng NSAID.

- Céc thubc NSAID c6 thé gay suy gidm khd néng sinh sdn va khéng
khuyén céo ding cho phy n&r dang dy dinh c6 thai. CAn can nhdc
ngwng tam thoi aceclofenac cho nhirng phy nir khé thy thai hodc dang
durge can thigp van @& hiém mudn.

~ S dyng cén than cho nhirng bénh nhan dang méc hodc co tidn sir
méc bénh hen phé quan vi NSAID dugc biét co thé gay co thét phé
quan & mﬂmsg&h nhén nay.

TUONG TAC TH

~ Céc thubc gidm dau khéc bao gbm céc thubc tc ché chon loc
cyclooxygenase-2: Tranh ding ddng théi hai NSAID hay nhidqu hon
(gbm aspirin) vi cé thé 1am tang nguy co céc téc dung phuy.

- Thuéc didu trf ting huyét 4p: Lam gidm tac dung chéng tang huyét 4p
cla céc thudc nay.

~  Thubc lgi tidu, ciclosporin, tacrolimus: Téng nguy co @dc tinh trén thén.

— Glycosid tim: Céc thubc NSAID c6 thé 1am tr3m trong bénh suy tim,
lam gidm téc ¢ loc cAu thén va Iam tang ndng ad glycosid
trong.

—  Lithi: Gidm thai triz lithi.

- Methotrexat: Than trong khi ding céc thudc NSAID va methotrexat
trong véng 24 gitr vi céc thubc NSAID cb thé lam tang nbng d6
methotrexat trong huyét trong, din dén tang adc tinh,

- Mifepriston: Khéng nén ding céc thubc NSAID trong khodng 8 - 12
ngay sau khi ding mifepriston vi cdc thubc NSAID c6 thé 1am gidm téc
dung cda mifepriston.

— Corticosteroids: Tang nguy co loét hogic xut huyét tiéu hda.

- Thubc chéng déng: Céc thubc NSAID cb thé [am tang téc dyng cia
thuéic chéng aéng.

- Khéng sinh nhom quinolon: Céc thubc NSAID cé thé 1am tang nguy cor
co gi&t do khang sinh nhém quinolon.

~ Téc nhan khang tidu cdu va cdc thubc Ut ché chon loc thu hdi
serotonin (SSRIs): Téng nguy co xuét huyét tiéu héa.

~ Zidovudin: Tang nguy co @dc tinh huyét hoc.

— Thubc trf dai thédo didmg: Nén can nhic aé aidu chinh lidu dung cia
céc thubc lam giam duéng huyét.

- Céc thube NSAID khéc: Ding ddng thei vél aspirin hodc c4c thubc
NSAID khac c6 thé 1am tang tAn suét tac dung phy, gm cb nguy co
xuélt huyét tidu hoa. .

PHY N CO THAI VA CHO CON BU
Phy nir c6 thal
Tranh ding aceclofenac trong thai ky trir khi Igi ich didu tr cao hon
nguy co @i véi bao thai.

Phy nlr cho con bu

Theo nghién ciru cho dén nay, cc thubc NSAID ¢ thé hién dién trong
sira me & ndng 43 rat thdp. Néu co thé, khéng nén ding céc thubc
NSAID trong giai doan dang cho con bi.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Céc téc dung khong mudn nhu choéng vang, budn ngl, mét méi
va rdi loan thj giac m%y ra sau khi ding cac NSAID. Néu ding
thudc, bénh nhan khong nén 14 xe hay vAn hanh méy moéc.

TAC DUNG PHY

Thuéng gip
~ H8 thén kinh: Chodng véng.
~ Tiéu héa: Khé tiéu, dau bung, bubn ndn, tidu chay.
- Khéc: Tang men gan.

It giip
~ Tiéu hoa: DAy hoi, viém da day, t4o bon, ndn, loét midng.
Da vé& m6 duti da: Ngira, phét ban, viém da, néi mé day.
Khéc: Téng ure huyét, tang creatinin huyét.
Hiém gép
Méu va hé bach huyét: Thiéu mau.
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khong qué 30°C,
36 thang ké tir ngay san xuét.
VT 10 vién. Hop 5 v,
VT 10 vién. Hp 10 v,
Chai 500 vién.
TIEU CHUAN AP DYNG: Tiéu chudn nha san xuét.
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THUOC NAY CHI DUNG THEO BON CUA BAC ST

D4é xa tim tay tré em
Khong ding thudc qué thod han sir dung
Boc ki hwéng din sir dung trude khi ding
Néu cén thém thong tin, xin hoi y kién béc sT
Théng béo cho béc sT nhimg tic dung khéng mong mudn gip phéi
khi str dung thube
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