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Doc kj hueong ddn st dung trudc khi ding. "
Néu cdn thém théng tin xin hdi y kién Bdc s7.

Vién nén bao phim

ACYCLOLIFE
(Aceclofenac Tablets 100 mg)

Thanh phin: M3i vién nén bao phim chita:

Hoat chét: Aceclofenac BP 100 mg

Ta dwge: Microcrystalline cellulose, Lactose anhydrous, Maize starch, Sod. Laury! sulphate, Povidone
(P.V.P K-30), Methyl paraben sodium, Propy! paraben Sodium, Magnesium Stearate, Talcum purified,
Sodium starch glycollate, Colloidal anhydrous silica (Aerosil), Croscarmellose sodium, Isopropyl alcohol.

Chi dinh diéu tri:
Vién nén Aceclofenac 100 mg duge chi dinh de lam giam dau va viém trong viém xuong-khép,
viém khép dang thap va viém dét song dang thép

Liéu lwong va cach ding:

Vién nén Aceclofenac dugc cung cip dé dung udng va phai duge nubt toan bd véi lwong chét long
du. Tét nhat 1a uémg Aceclofenac cung véi thic dn hoidc sau khi an.

Ngueoi Igm: Liéu khuyén cdo 1a 200 mg mdi ngay, chia ubng lam 2 lan, mdt vién budi sing va mot
vién bubi chiéu.

Tré em: Khong c6 dir ligu 14m sang vé sir dung Aceclofenac & tré em va do dé khong khuyén céo
dung thude nay cho tré em.

Ngudi cao tuéi: Duoc déng hoc cia Aceclofenac khéng thay dbi & bénh nhén cao tudi, do dé
khong cin phai thay ddi liéu hoac tAn sb cua lidu.

Nhu véi cac thube chdng viém khéng steroid (NSAID) khéc, ¢an phai than trong khi diéu tri cho
bénh nhén cao tudi, vi nguy co cao cé hiu qua nghiém trong cua téc dung khéng mong mudn, va
¢0 kha nang nhleu hon suy giam chire ning thén, tim mach hodc gan va dung céc thude khac nhau
déng thoi. Neu maot thudc NSAID dugc coi la can thiét, phai dung liéu thdp nhat co hi¢u qua trong
thin gian ngén nhét ¢6 thé duoc. Trong khi diéu tri véi thubc NSAID cho nguoi cao tudi phai theo
doi déu dan veé chay mau dudng tiéu hoa.

Suy thian: Khong c¢6 bing chimng la can phai thay doi heu Iugng cia Aceclofenac A6 benh nhin
suy thén nhe, nhtmg véi cde thubc NSAID khac thi can phai sir dung than trong.

Suy gan: C6 mét sb bﬁng chimg 1a cén phai giam liéu Aceclofenac & bénh nhén suy gan va co su
goi ¥ 1a nén ding mdt liéu hang ngay lic bit ddu diéu tr 1a 100 mg.

Chéng chi dinh:

Qua mén cam véi bét cir thinh phin nao cia thude. Cac thude NSAID bi chéng chi dinh & bénh
nhan da c6 trude ddy cac phan img qué mén (nhu hen, viém mili, phit mach hoac may day) déi véi
ibuprofen, aspirin, hoidc céc thude chéng viém khéng steroid (NSAID) khic.

Suy gan va tim néang

Suy thdn vira dén nan

Trong quy 3 thang cudi cung cua thoi ky thai ghén.

Loét da déy, loét té trang hoat déng hodc truée ddy. Tién sir chay mau hodc thing dwong tidu héa
trén cé lién quan véi viéc diéu tri trude ddy vai thuée NSAID. Viée dung dong thei véi thude
NSAID cac thude ire ché dic hidu cyclooxygenase 2.

Nhimg lwu ¥ dic bi¢t va canh bao khi sir dung thuoc

Co thé giam tlucu cac tac dung khdng mong mudn bang cach ding lidu thap nhét c6 hiéu qua trong
thot gian ngan nhit c6 thé duoe.

Ngudi cao tuobi:

e} ngudi cao tudi ¢6 su ting tan sO cac tac dung khong mong mudn ddi véi thubec NSAID dac biét
14 chay méu va thing dudmg tidu hoa cé thé gay tir vong.
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thoi véi cac thude lod tigu tiét kism kali, can phai theo doi nong dd kali trong huyét thanh. Thude
loi tidu c6 thé lam ting nguy co dde tinh voi thin cia thude NSAID.
Thude chéng déng: Nhur cac thube NSAID khac, Aceclofenac ¢6 thé lam tang hoat tinh cta thude
chéng ddng nhu warfarin, Cn phai theo doi chat ché bénh nhan dang st dung Aceclofenac phdi
hop v&i thude chéng dong.
Thudc chéng ddi thdo dudng: Cac nghién ciru 1am sang da chimg minh cé thé dung diclofenac
dbng théi vl thude chémg dai théo dudmg udng ma khéng anh hudng dén hidu qua lam séng Tuy
vdy, co bao cao 1é & vé ha duong huyet va ting duong huyel Nhur vdy voi Aceclofenac, can xem
xé1 vige hidu chinh lidu luvong ﬂmoc ha dutmg huyét.
Methotrexat: cin thin trong nén ufmg thude NSAID va methotrexat cich nhau 24 gitr, vi thude
NSAID ¢6 thé 1am ting ndng dd methotrexat huyét twong, dan dén ting ddc tinh.
Mifepriston: Thube NSAID khdng duge ding trong khodng thoi gian 8§ — 12 ngay sau khi dang
mifepriston vi thuéic NSAID ¢é thé lam giam tic dung ena mifepriston.
Ciclesporin: Dgc tinh véi thin cua ciclesporin cd thé ting 12n do tic dung cha thude NSAID trén
prostaglandin & than.
Thubc khdng vi sinh vdt quinolon: Co gidt c6 thé xay ra do tuong tée gifta cac quinolon va thude
NSAID. Diéu nay cé thé xay ra & bénh nhén c6 heic khéng cé tién sir trude day vé dong kinh hedc
co gift. Do do, phai thin trong khi xem xét vide ding mdt thude quinolon cho bénh nhin dang
dimg thude NSATD.
Cde thudc gidm dau khdc: Tranh viéc dimg dong thoi hai hofic nhigu hon thube NSAID (ké ca
aspirin) vi didu nay ¢6 thé lam tang nguy co céc tic dyng khéng mong mudn.
Thube chéng ring huyét dp: Lam giam tac dung chéng tang huyét 4p.
Corticosteroid. Lam 1ang nguy co chiay miu dudmg tiéu hoa.
Tacrolimus: C6 thé lam ting nguy co ddc tinh v6i thin khi ding dong thoi thube NSAID voi
tacrolimus.

Sir dung cho phu nir ¢6 thai va cho con bii:

Théi ky mang thai:

C6 béo cdo vé cdc diéu khac thudng bdm sinh két hop v6i viéc ding thube NSAID & ngudi; tuy
vy cdc hién tugng nay ¢4 1an s6 thap va khong theo kiéu nao ¢6 thé nhan . Vi cée tac dyng di
biét ctia thude NSAID trén hé tim mach cua thai (nguy co cua su déng éng déng mach), viée sir
dung trong qu};r thir ba ciia thai k}}r thai ghén bi chdng chi dinh. Sy dau dé sinh con ¢6 thé bi cham
la1 va thdn gian kéo dai hon vai sy tang khuynh hudng chay mau & ca me va con R(em muec 4.3.
chéng chi dinh). Khéng dimng thube NSATD trong hai quy 3 théng dau ciia théi kyi g thai hodc
khi dé trir khi lgi ich ¢6 thé mang lai cho bénh nhan 1on hon nguy co ¢6 thé xay ra r}m thai.
Nghlen ciru trén déng vét cho thay khong co bing chimg vé tac dung gay quai thai-§ shudt cong
tring mic du su phoi nhifm toan than thap va & thé, vide diéu tri véi aceclofenac (10mg/kg/ngav)
ddn dn mét loat cde thay d6i hinh thai & mot s6 thai.

Thoi gian cho con bi;

Khéng cb théng tin vé sir tiét Aceclofenac vao sira ngudi; tuy vay da cd su chuyén dang ké chit
aceclofenac danh du phoéng xa (14C) vao sira enia chudt cong tring che con bu.

Trong nghién ciru han ché hién ¢é cho tdi nay, cac thude NSAID cé thé xuét hién trong sita ngudi
& ndng dé rit thap. Nén c6 thé thi nén tranh dung thude NSAID trong thiri gian cho con b.

Tic djng caa thude khi lii xe van hanh may mée:
Céc tAc dung khéng mong muén nhir chéng mat, cam thdy budn ngt, mét nhee vi rdi loan thi gide

¢6 thé xay ra sau khi diing thude NSAID. Trong trudmng hop d6, bénh nhin khong nén 1ai xe hodce
van hanh may méc.

Téc dung khéng mong mudn cia thude:

Phan lén cdc tac dung khéng mong mudn duge bédo cdo ¢6 tinh phue hdi va it nghiém trong.
Thudmg gap céc rbi loan tiéu hoéa, dic biét khd tiéu; dav bung, budn nén va tidu chay va dai khi
chong mit. Céc bénh v& da gdm ngita va cdc muc d¢ khac thudmg cua enzym gan va crealinin
huyét thanh cling dvoc bao cao vaéi cac tan s ndu trong bang dudi ddy.

Néu cac tac dung khéng mong muén nghiém trong xay ra, phai ngimg Aceclofenac.
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Huyét hoc: Thiéu méau khong tai tao
Khac: u tai, nhay cam anh sang, khé chju
Nhimg tic dung khong mong muén khéc duoe béo cdo la ting ning bénh viém ruét két va bénh
crohn, phu mach, viém mang ndo lympho bao lanh tinh (dac biét & bénh nhian dang cé rdi loan tu
mién dich, nhu luput ban dé toan thin, bénh mé lién két hdn tap) voi cée tridu chimg nhu ¢d cung,
nhirc d4u, budn nén, nén, sét hodic mét phuong huéng va ca hen (xem doan 4.4 canh bdo va than
trong dac biét khi dung)
Hay théng bdo cho thdy thudc cdc tic dung khong mong mudn khi sir dung thuée nay.

Sir dung qua liéu:
Khong ¢6 dir liéu vé hau qua trén ngudi cia qua lidu Aceclofenac.
a) Triéu chlmg
Cac triéu ching gom nhirc dAu, budn nén, ndn, dav thuong vi, chdy mau duémg tigu héa; hiém gip
tiéu chay, mat dinh hudéng, kich thich, hon mé, cam thay buon ngl, chong mat, {1 tai, ngat; doi khi
co giat. Trong truong hop ngd ddc nang, suy thin cap va ton thuong gan c6 thé xay ra.
b) Bién phép diéu tri

Bénh nhin duge diéu tri tricu chimg khi can. Trong vong mot gi¢r sau khi uéng luong thube cé
kha niing gay doc, c6 thé xem xét viée ding than hoat. Hoiic & ngudi 16m, ¢ thé xem xét viée rira
da ddy trong vong mét gidr sau khi uéng qua lidu c6 kha ning de doa tinh mang.
Phai dam bao hiéu suat tit niéu tot.
Phai theo déi chét ché chirc ndng than va gan.
Phai theo ddi bénh nhén trong it nhét 4 gits sau khi udng luong thube cé kha nang géy doc.
Diéu tri c4c con co giat thudng xuyén hoic kéo dai bang thude diazepam tiém tinh mach.
Cé thé chi dinh cac bién phap khac tay theo tinh trang Idm sang cta bénh nhan.
Céc liéu phap dic tnmg nhu bai niéu ép bude, tham tich hodc truyén mau cé thé khéng gitp thai
trir thuée NSAID do ty 1€ cao gé_n véi protein va sur chuyén héa v4i mire d6 16m clia thude nay.

Cic dic tinh dwge lre hoe

Aceclofenac 1a mot thude khdng steroid cé cac tac dung chong viém va giam dau rd rét.

Co ché tac dung cua aceclofenac dua chu yéu trén sur tc ché tong hop prostaglandin. Aceclofenac
la chét @c ché manh enzym cyclo-oxygenase, enzym nay c6 lién quan véi su san sinh
prostaglandin.

Cic déc tinh dwge djng hoc: )

Sau khi udng, aceclofenac duge hép thu nhanh va hoan toan dudi dang thuoé\}(&n thay ddi. Nong
dé dinh huyet trong dat dwoc khoang 1,25 dén 3 gla sau khi uong. Aceclofenae tham nhap vao ,
hoat dich, nong d5 & d6 dat khoang 57% so véi nong b trong huyét twon Tlgg/{fch phan b
khoang 25 lit. ~
Nira doi thai trir huyét tuong trung binh (hinh hoc) 1a 2,30 gid. Aceclofenac gﬁn v&i protein voi ty#
1é cao (>99%). Aceclofenac hru théng chil yéu duéi dang thude khong ddi. Chét chuyén hoéa chinh
duge phat hién trong huyet twong 1a 4’- hydroxyaceclofenac. Khoang hai phéin ba ciia lidu dung
duge bai tiét qua nudc tidu, chi yéu dudi dang céc chit chuyen héa hydroxyl. Khong phat hién
thay cac thay ddi duoc dong hoc ciia aceclofenac & ngudi cao tudi.

Péng géi: Hop/1 vi x 10 vién nén.
Han diing: 3 nim tir ngay san xuit. -
Bio quan: Bao quan noi kho mét & nhiét d§ dudi 30°C. Tranh énh sépf
Tiéu chufin: Nha san xuit. '
Giir thubc ngoai tim tay tré em.

Thude ban theo don.

San xuét béi: EUROLIFE HEALTHCARE PVT. LTD. —f
Khasra No.242, Vill. Bhagwanpur, Roorkee, Dist.-Haridvar, Uttrakhand, [ndia
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