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O 100 Vign nén
H&p 10 vix 10 vién nén

Thanh phén:
M&i vién nén bao phim chiva:
Aceclofenac BP 100mg

Chi dinh, céch dung, chéng chi dinh,

céc théng tin khéc: xem trong t&
hwéng dan st dung kém theo

Nha nhap khau:

Bao quan: Noii khé mat, tranh
anh sang, nhiét do dwéi 30°C
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Vién nén Aceclofenac 100 mg
Dolowan

Thanh phéin: M&i vién nén bao phim chira: Aceclofenac BP 100 mg.
Td dwoe: Bot cellulose vi tinh thé, povidon, natri croscarmellose, compritol, tale, HPMC 15¢ps,
propylen glycol, titan dioxid. '

Cong thirc hoa hoc: Aceclofenac 1a mot din xuat cua acid phenylacetic  [[[2-[(2,6-
Dicholorophenyl)amino]phenyl]acetyl]oxy]acetic acid.

Phén loai dwoc ly: Thude khang viém khong steroid.

Dwogrc lue hoc:

Aceclofenac ¢ tac dung lén nhiéu chat trung gian gay ra qua trinh viém. N6 ngan chdn qua trinh

tong hop cytokine interleukin-1f va cac yeu t6 hoai tir khéi u cua qué trinh viém dong thoi ngan

can qué trinh san xuat prostaglandin E2. Di liéu trén in vitro cho thiy aceclofenac c6 tac dung (ic

ché cyclo- oxygenase trong xét nghiém mau toan phan va cé tac dung chon loc rd rang 1én COX-

2. Aceclofenac kich thich su tong hop glycosaminoglycan (GAG) nhu di thdy trong céc thi
nghiém trén in vitro. Su ting qua trinh tong hop GAG, dai phan tir co ban trong chat nén ngoai

bao, gitip stra chita va tai tao khop sun. Aceclofenac co tac dung tich cuc dén sy dong hoa sun va

di hoa cua chét nén. Aceclofenac lam giam triéu ching trong cac réi loan thip khép va cac tinh
trang dau véi hiéu luc tot. '

G- =
Dwge dong hoc:

St hdp thu: Sau khi udng, aceclofenac dugc hap thu nhanh chéng va kha dung sinh hoc xap xi dat
100%. Nong do dinh trong huyet tuong dat dugc sau uong khoang 1,25 deén 3 gid. Thirc an lam
chdm Tmax trong khi mirc dé hap thu khoéng bi anh hudng.

Sw phdn bo: Aceclofenac la mot thuée gan protein 0 mic d cao (>99,7%). Aceclofenac thém

nhdp vao hoat dich, ndng do tai do dat khoang 60% ndng do trong huyét trong. Thé tich phan b
la xap xi 30L.

Sie chuyén hod: Aceclofenac ¢é thé duge chuyén hoa bai CYP2C9 thanh chét chuyén hod chinh
" la 4-hydroxyaceclofenac it €0 tac dung lam sang. Diclofenac va 4-hydroxydiclofenac di dugc
phat hién ra trong so rat nhiéu chat chuyén hoa.

St thai trir: Thoi gian ban thai trung binh trong huyet tuong la 4 —4,3 gio. DY thanh thai khoang
5 lit mdi gio. Gan 2/3 lidu diéu tri dugc bai tiét qua nudc tiéu, phan lon dudi dang cac chat

chpyeq hoa hydroxyl & dang lién hop. Chi c6 1% liéu udng duoc dugc bai tiét dudi dang khong
bién doi.

Chi dinh:

Dé giam dau va viém trong ca trudng hop dau cap tinh va man tinh nhu viém xuong khép man

tinh, viém da khop dang thap, viém cot séng dinh khép, dau rang, dau sau chan thuong, dau lung,
dau bung kinh...
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Chéng chi dinh:

Bénh nhan bi loét da day —ta trang tién trién hodc nghi ngd c6 tién sir loét da day hoac xuét huyét
da day — rudt.

Bénh nhan bi suy than tir trung binh (§i ndng,

Trong truong hop bénh nhén bi suy giam chirc nang gan nang, can phai dugc theo ddi chit ché
khi chi dinh diéu tri béng aceclofenac.

Khong dung thude nay cho bénh nhan cd tién sir man cam vdi aceclofenac, cac bénh nhén bj con
hen phé quan, viém miii cAp hodc ndi ban cdp khi dung aspirin hay cac thudc chéng viém khong
steroid (NSAID) hodc bénh nhan di (g véi cac thude do.

Nhirng tac dung khéng mong muén: . ‘ ‘
Rai loan tiéu hoéa (kho tiéu, dau bung, buon noén), phat ban, may day, dau dau, chéng mat va buon
ngu. ' _

* Thong bdo cho bdc sy nhitng tdc dung khong mong muon gdp phai khi ding thuoc.

Luwu y/Canh bao: $/

Than trong khi diéu tri v&i bénh nhan mic cac bénh dudng tiéu hod, co tién sir loét duong tidu
ho4, chay mau mach ndo, viém loét két trang, bénh Crohn's, SLE, rdi loan chuyén hoa porphyrin,
roi loan tudn hoan va qua trinh déng mau. Nén giam liéu diu tri & bénh nhén suy gan nhe hoac
vira. Str dung céc thude chéng viém khong steroid (NSAID) c6 thé lam giam chic ning than va
géy phu.

Anh hwéng ciia thude dén kha ning 1ai xe va van hanh may méc: Do thude c¢é thé gay dau
dau, chong mét va budn ngu nén cdn than trong khi lai xe va van hanh may méc sau khi dung
thudc.

Sir dung trong thoi ky mang thai va cho con bi:

Thoi ky mang thai: Khong c6 théng tin nao vé vide sir dung aceclofenac trong thoi ky mang thai.
Khong nén str dung aceclofenac trong thoi ky mang thai trir khi ¢ nhitng Iy do bat budc phai
diing. Nén sir dung liéu t&i thiéu ¢6 hiéu luc.

Thoi ky cho con bii: Khong ¢6 thong tin nao vé su bai tiét aceclofenac trong sira. Vi vay nén tranh
st dung aceclofenac trong thoi ky cho con bu trir khi nhing l¢i ich ma n6 mang lai cho ngudi me
nhiéu hon nhitng nguy hiém cé thé xay dén vdi thai nhi.

Twong tac thudc:

Aceclofenac ¢ thé lam tang nong do lithium & digoxm trong huyet tuong, str dung dong thoi vai
cac thudce lgi tiéu ¢6 thé han ché tac dung ctia cac thudc nay. Nén giam sat lugng kali trong huyet
thanh khi sir dung véi cac thude loi tiéu thai kali. Tac dung clia cac thude chong dong cé thé tang
lén khi sir dung dong thai véi aceclofenac. C6 thé xudt hién céc con co gidt do tuong tac gitia
quinolones véi cac thude chdng viém khong steroid (NSAID).

Liéu lwgng va cach sir dung: .
Ngueoi Iom: Udng 100 mg Aceclofenac 2 lan/ngay trudce hodc sau bira &n.
Tre em: Khong co dir liéu lam sang trong Viéce sir dung aceclofenac ¢ tré em.

Bénh nhan suy gan: Khuyén nghi giam liéu sir dung & cdc bénh nhan suy gan, v6i liéu ban dau dé
Xuét la 100 mg.
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Qua liéu - Diu hiéu va gidi djc:

Khong ¢6 dir liéu nao vé hau qua cta viéc sir dung qua liéu aceclofenac. Triéu ching cé thé la:
budn nén, non, dau da day, chong mat, budn ngu va dau dau. Diéu tri: néu can thi ria da day va
dung than hoat tinh & cac liéu nhic lai. Str dung chét khang acid va céc liéu phap diéu tri triéu
chirng khéc khi cén.

Bdo quan: Bao quan noi mat, tranh dnh sang. Nhiét dg dudi 30°C.

Trinh bay: Hop 10 vi x 10 vién nén.

Han ding: 2 nam ké tir ngay san xudt

- * Khong duwoc dimg thuée qué han sir dung
* Doc kjf huomg ddn sie dung trudre khi ding, néu cdn thong tin xin hoi y kién bdc sy,
* Thudc nay chi dwoc ban theo don cua thay thuéc.

San xuét bai:

MICRO LABS LIMITED, UNIT-1II
Dia chi: 63/3 & 4 Thiruvandar Koil Puducherry — 605 102. India
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