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Rx: Thude nay chi dimg theo don thubc
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AIRTAL 100 mg

Vién nén bao phim Aceclofenac 100 mg

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tam tay tré em

BDoc kj hiedng ddn sir dung trude khi diing ' -
Théng bao ngay cho bde st hodic duwge si nhitng tdac dung khéng mong muon gdp phai khi ste
dung thuée

THANH PHAN CONG THUC THUOC

Trong mdi vién nén bao phim chira:

Thoweh, phitin Togn ehdle ROGCTGIBIBG, s xvnsssssssssssiioss s ssuasmn sy issssissossssogssavnass 100 mg
Thénh phan td  dieoe:  Microcrystalline cellulose, croscarmellose sodium, glyceryl
palmitostearate, povidone, sepifilm*, ethanol**, purified water**.

*Thanh phan sepifilm: hypromellose, microcrystalline cellulose, polyoxyl stearate 40, titanium
dioxide. ' )

**Bay hoi trong qud trinh san xudt va khong 0n tai trong thanh phdm cuéi cimg

DANG BAO CHE:’Vién nén bao phim '
Mb td dang bao ché: Vién nén bao phim man tring, hinh tron, hai mat 161, dudng kinh khoang

8 mm.

CHI PINH: ,
Aceclofenac duoc chi dinh dé giam dau va chéng viém trong cdc trudng hop: viém xuong
khép, vidm khép dang thip, viém cdt song dinh khép.

CACH DUNG, LIEU DUNG:

Li¢u dang:

Ngwoi lon

Lidu khuyén cdo 1a 200 mg mdi ngay, chia 2 14n, mdi 1an 100 mg, udng mdt vién vao budi sing
va mot vién vao budi t6i.

Tré em )

Chura ¢6 dit liéu 1am sang vé st dung aceclofenac & tré em, do d6 khuyén céo khdng ding cho
bénh nhi.

Ngwdi cao tudi

Nguoi cao tudi thudng c6 nhidu kha nidng bi suy giam chire niing thén, tim mach hodc gan va
thudmng diing nhiéu loai thube déng théi, nén cé nguy co cao gip cdc hau qua nghiém trong do
tdc dyng phu ctia thude. Trudng hop phai sir dung NSAID, nén sir dung lidu thdp nhét cd hiéu
qua va ding trong thoi gian ngén nhit cé thé, Bénh nhan nén duge theo déi xuét huyét da day-
rudt thudmg xuyén trong qua trinh diéu trj.

Do duge déng hoc ciia aceclofenac khéng thay déi & nhitng bénh nhén cao tudi, nén khong can
thiét phai giam liéu hay giam tin suit dimg thudc,

Suy thin

Khdng cé bing chimg cho thiy cén phai thay ddi lidu aceclofenac & b¢nh nhéan suy than mirc
do nhe, nhung can than trong khi dung két hop véi mat NSAID khac

Suy gan

Mot s bing chimg chi ra ring nén giam lidu thudc ndy & bénh nhan suy gan, khuyén cdo sir
dung mue lidu khai dau 14 100 mg / ngdy.

Cach dung:

Vién nén bao phim aceclofenac duoc ding dudng udng va nén nudt ca vién cling véi nude.

v
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Nén uéng trong hodic sau bita &n. Khi ding aceclofenac cho nhitmg ngudi tinh nguyén khoe
manh ltc no hoiic luc déi, sy c6 mit cua thirc dn chi anh huong dén tde do llﬁp thu con mie do
hap thu ctia aceclofenac khéng bi anh huéng.

Téc dyng khong mong n}uén co thé duge giam thiéu bing cach dung lidu thdp nhét c6 hidu qua
trong thai gian ngan nhét c6 thé dé kiém soét triéu chimg. (Xem thém Canh bdo va than trong
khi diing thubc)

CHONG CHI PINH

Qué man voi hoat chét hoic bat ky thanh phén nao cua thude.

Bénh nhén dang bj loét da day-ta trang hodc cé tién sir loét/xuat huyét da day tai phét (hai lan
tré Ién bi loét da day hodc xuat huyél).

Chdng chi dinh NSAID cho bénh nhan ¢6 tién sir man cam ( nhwr; hen phé quan, viém miii, phu
mach hoic may day) véi ibuprofen, aspirin hoic cac thudc chéng viém khdng steroid khic.

Suy gan hodc suy than néng (xem thém Canh béao va thén trong khi ding thuoc).

Bénh nhén bj suy tim sung huyét (NYHA phén loai I1-1V), bénh tim thiéu mau cuc bd, bénh Iy
dong mach ngoai vi vd/hodc bénh mach mau no.

Bénh nhén c6 tién st xuét huyét tiéu héa hogic thung da day-rudt lién quan dén diéu tri bang
NSAID trudce do.

Pang chay mau hogc rdi loan chay mau.

Khong nén dung aceclofenac trong thoi ky mang thai, diic biét trong ba thang cubi thai ky, trir
khi that sy can thiét va phai dong lidu thap nhét c6 hiéu qua (xem thém phan Sir dung thube
cho phu nit ¢6 thai va cho con bi).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Téc dung khong mong mudn c6 thé duge gidm thidu bing cich ding liéu thap nhit c6 hiu qua
trong thoi gian ngéin nhit c6 thé kiém soét tridu chimg.

Nén tranh st dung ddng thoi aceclofenac véi cdc NSAID khéc bao gbm céc thube ire ché chon
loc cyclooxygenase-2.

Nguwdi cao tudi:

Bénh nhén cao tudi c6 nguy co cao hon gip céc téc dyng khong mong mudn cia NSAID, dic
biét la xuat huyét va thing da day-rudt, cé thé gay tir vong (xem phan Cach ding, liéu dung).
R logn 1o hip:

Than trong khi ding cho nhiing bénh nhén dang méc hogic ¢6 tién sir hen phé quéan, vi di co
bdo céo vé NSAID giy co thit phé quan & nhimg bénh nhan nay.

Suy tim mach, suy thiin va suy gan

Céc NSAID c6 thé 1am gidm tdng hop prostaglandin phuy thude vao liéu diing va cé thé gdy suy
thdn. Nhimg bénh nhén c6 nguy co cao gip tdc dung phy nay la nhitng ngudi bi suy gidm chirc
ndng than, suy tim, roi loan chire néng gan, bénh nhan dang didu trj véi thuée lgi tiéu hodic
dang hoi phyc sau dai phfu va ngudi cao tudi. Cin xem xét @én tdm quan trong cua
prostaglandin trong vi¢c duy tri luu lugng méau qua thén & nhitng bénh nhén nay.

Theo do6i chitc ndng thin cling duoc khuyén cdo ap dyng & nhitng bénh nhén nay (xem thém
Chéng chi dinh).

Thén '

Bénh nhan bj suy thin mirc d§ nhe dén trung binh nén dugc theo di, vi viée str dung NSAID
c6 thé gy suy giam chire nang than. Khuyén cdo sir dung lidu thap nhét c6 higu qua, déng thoi
theo dai thudng xuyén chirc ning than. Thong thuomg, chirc ndng than s& tu hdi phuc sau khi
ngimg thude.

Gan

Néu két quéa xét nghiém chirc ndng gan van bat thudng hodic ngdy cang xdu di, cdc ddu higu
hodc tri¢u chitng lam sang cho théy bénh gan dang tién trién hofic néu xudt hién cdc biéu hién
khéc (nhw tiing bach céu wa eosin, phat ban) thi khéng nén tiép tuc st dung aceclofenac. Nhiing
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bénh nhén bi suy giam chirc ning gan mirc dé nhe dén trung binh can duge gidm sat y té chat
ché. Bénh viém gan c6 thé xuét hién ma khﬁn;; 1 6 cdc t1|¢u chiing béo trude.

Sir dung aceclofenac & nhitng bénh nhan bj réi loan chuyén héa porphyrin ¢6 thé gy khai phét
mot dot cﬁp tinh.

Anh hwing [én tim mach va maeh mdu nio.

Cén khém va tu vén cho nhitng bénh nhan c¢6 tién sir ting lmyet ap vét/hoac suy tim sung huyét
murc do nhe den trung binh vi nhitng tinh trang gift nude va phu né da duge bdo cédo & nhimg
bénh nhén diéu trj bing NSAID,

Bf;!ll‘l nhan bj suy tim sung huyét (NYHA I) va bénh nhan cé cdc yéu t& nguy co ddng ké din
dén céc blen ¢d tim ‘mach (nhw ting huyét 4p, ting lipid méu dai thédo dudmg, hit thude) chi
nén duge diéu trj. bang aceclofenac sau khi da cén nhéc cén thdn.Vi nguy co tim mach cua
aceclofenac c6 thé tang lén theo lidu dung va thoi gian sir dung, nén st dung thude véi liéu
thdp nhét cé hiéu qua trong thdi gian ngén nhét. Cn dinh ky danh gia lai kha nang giam tri¢u
chirng va ddp (mg véi liéu phép diéu trj ciia bénh nhén.

Nén sit dung accclotcnac mdt cdch thin trong va dudi sy giam sat y té chat ché & nhimg bénh
nhén ¢6 tién sir xuét huyét mach mdu néo.

Xuat huyet tiéu héa, loét dy day-ta trang va thing da day-rujt

Xuét hltyet tiéu hoa, loét da déy-té trang va thung da day-rudt, co the gdy tr vong, da dugce bao
cdo voi tat ca cac NSAID & bit ky thoi diém nﬁo trong qué trinh didu trj, ¢6 hoiic khdng c6 cac
déu hiéu cz’mh bédo hoidic & nhlm!g bf;nh nhén c6 tién sir xuat huyét tiéu héa nghiém tr ong.

Gidm sat y (& chiit ch& 1 yéu céu bit bude & nhimng benh nhén c6 cde tridu chiing cua rdi loan
tiéu héa & dudng tiéu héa trén hodc dudi, hodic ¢o tién st nghi ngd loét da day-1a trang, xual
lmyél hogic thing da day-rudt, v1em loét dai tréng hoZic bénh Clohn hogic ¢6 bat thuong vé
huyel hoc, vi cac bénh nay c6 thé rd nén trdm trong hon (xem phan Téc dyng khéng mong
mubn).

Nguy co xudt huyét tidu héa, loét hoic thing da day-ruft cao h(m khi tang liéu NSAID &
nhiing bénh nhan cé tién sir loét, ddc biét néu co bién chimg Xudt huyct hodc lhung da day~1 udt
(xem phﬁn Cl]()l]j:, chi dinh) va & nguén cao tudi, Nhitng bganh nhén nay nén bat dau diéu tri véi
lidu lhap nhét ¢ thé. Nén xem xét diéu tri két hop véi thude bao vé da day (nhu misoprostol
hoac thude e ché bom pmton) cho nhitng bé&nh nhan nay ciing nhwr nhitng bénh nhén ding
phm hgp véi aspirin lidu lllﬂp hoac cdc thude khic lam tdng nguy co trén dudng tiéu hoa (xem
phan Tuong tac, tuong ky clia thude).

Véi nhimg bénh nhén c6 tién sir ngd doc t1éu héa, dac biét 12 ngudi cao tudi, néu c6 bat ky dau
higu bét thudng nao & bung (dic biét 1a xudt huyét tiéu hoa), nhat 13 trong giai doan dau diéu
trj, nén thong bao ngay cho béc sf.

Thén trong & nhimg b¢l1|l nhén dang sir dung nhleu loai thube ¢ thé lam tang nguy co loét da
day-té trang hodc xuéit huyét tiéu héa, nhu thude corticosteroid ding dudng toan than, thude
choug dong méau nhu warfarin, thude e ché tai hdp thu serotonin chon lgc hoge thude chéng
két tép tléu céu nhur aspirin (xem phan Tuong téc, twong ky cua thudc).

Khi xuat huyct hodc loét tiéu héa xdy ra & bénh nhén sir dung aceclofenac, nén dirng vige didu
tri.

Bénh lupus ban dé h¢ thong va bénh mé lién két hén hop

O nhimg bénh nhén bj lupus ban do hé théng va bénh md lién két hdn hop, sir dung thude
aceclofenac lam lﬁng nguy co bj viém mang ndo vd khudn (xem thém phén Téc dyng khong
mong mudn cia thuoc),

Bénh vé da
Rat hiém bdo cdo vé cac phan img nghiém trong trén da, doi khi gay tir vong, bao gom viém da

trée vay, hdi chimg Stevens-Johnson va bénh hoai tir bidu bi nhiém doc lién quan dén sir dung
NSAID (xem thém Téic dung khong mong mu(‘m cua thudc). Bénh nhén dudng nhu ¢ nguy co
giip cée phan g phu nay cao nhét khi bt dau diéu tj: céc phan Gng thuong khai phét trong
théang dau diéu tj.
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Nén ngimg ding aceclofenac khi ¢é céc biéu hién ddu tién ctia phéat ban trén da, tdn thuong
niém mac, hofic c6 bat ky déu hi{?:u ndo cia qua man,

Dic l)u;:l bénh lhuy dau c6 thé lam khoi phat céc bién chng nhiém tring trén da vA mé mém.
Cho dén nay, vai trd gp phan lam tdi té hon bénh nhiém tring ndy cta thude NSAID khong
duge loai trlr. Do vay, khuyén céo trénh sir dung aceclofenac khi bj thiy déu.

Phan fvng qud man

Nhu cdc thude NSAID khéc, céc phan tng di tmg bao gdm phén tmg qua man/séc phan vé
cling c6 thé xay ra ma khong cé sy phoi nhiém véi thude trude do.

Bénh vé méu

Aceclofenac c¢6 thé giy e ché két tap tiéu clu cé hdi phyc (xem phin Tuong téc, twong ky clia
thude).

Trjlidu dai ngay

Tét c& cac bénh nhén sir dung thude NSAID nén duge gidm sat chit ché nhu mét bién phéap
phbng ngira, nhu theo ddi chirc nang than, chiic ning gan (ting enzym gan c6 thé xay ra) va
cong thire mau

Nguy co' ]myct lhéi tim mach:

Cac thude chong, viém khong steroid ('NSAIDS) khong phai aspirin, (ding dlr&ng todn thén, cé
thé lam ting nguy co xuét hién bién ¢ huyét khoi tim mach, bao gdbm ci nhdi mau co tim va
dot auy, 6 thé din dén tir vong. Nguy co nay ¢é thé xudt hién sém tmng vai tuln ddu ding
thube va cé thé tang 1én theo thoi gian ding thude. Nguy co huyét khéi tim mach duorc ghi
nhén clu‘l yéu & lidu cao.

Béc si can danh gid dinh ky sy xufit hién ctia cac bién cé tim mach, ngay ca khi bénh nhén
khnng 0 céc triéu chimg tim mach truée do Bénh nhén cin dwgc canh bdo vé céc trié chimmg
ctia bién cb tim mach nghiém trong va can tham kham béc si ngay khi xudt hién c trig¢u
c]umg nay. z el
Dé glém thiéu nguy co xuét hién bién c6 bat loi, cAn sir dung Airtal 100 mg & lidu hém ngay
thép nhét c¢6 hiéu qua trong thoi gian ngén nhét c6 thé. -
Ta dwoe:

Natri: thube ndy ¢6 chita dudi 1 mmol (23 mg) natri trong mdi vién thude, vé co ban duoe xem

nhu “khong chira natri”.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phy niv ¢é thai

Chua c6 thong tin vé st dung aceclofenac trung thoi ky mang thai. Uc ché tdng hop
prostaglandin ¢6 thé anh huong nghiém trong dén sy mang thai va/hodic sy phét trién phoi/thai
nhi. DIt lidu tir cde nghién ctu dich t& hoe cho théy tdng nguy co say thai, di tit tim hodc hd
thanh byng bam sinh sau khi sir dung thuoc tre ché tong hop prosiaglandm trong giai doan déu
cua thai ky. Nguy co tuyét dbi (AR) vé di tht tim Iéing tir <1% dén khoang 1,5%. Ngui ta thiy
lﬁng nguy co tang phy thuge vao liéu lugng va thoi gian diéu tri.

O dong vét, céc tlmoc tic ché téng hop prostaglandin lam ting nguy co dén dén thﬂt bai tién
cay phdi va sau cdy phoi va gay chét phoi- -bao thai. Hon niva, da c6 béo cdo vé v1¢c tﬁng ly 1€
méc cde di tat khdc nhau, bao gom dj tét ve tim mach trén dong vt sir dung chat trc ché tong
hgp prostaglandin trong giai doan Phét tuen céc ¢o quan. Tix tudn thi 20 trd di cia thai ky, viée
st dung aceclofenac co thé dan dén thiéu 6i do rdi loan chtic né’mg than cta thai nhi. Bleu nay
¢6 thé xay ra ngay sau khi bat dau didu tri va thudmg c6 thé hdi phyc sau khi ngimg didu tri.
Ngoai ra, da co bao 4o V& sir co hep 6ng déng mach sau khi didu tri trong ba thang gitta cia
thai ky, hau hét déu tir hét sau khi ngimg diéu tri, Do d6, trong ba théang dau va ba thang gitta
thai ky, khéng nén sir dung aceclofenac trir khi thit sy cﬁn thiét. Néu sir dung aceclofenac cho
phy nit dang ¢ géng thy thai hodic trong ba théng ddu va ba théng gitva thai ky, nén duy ti &
lidu l'hép v thoi gian diéu trj ngén nhit ¢6 thé. Cin cin nhic theo doi tién san vé thiéu &i va co
hep ong dong mach sau khi ding aceclofenac trong vai ngay tr tuan thir 20 cua thai ky tré di.
Nén ngimg st dung aceclofenac néu phat hién thiéu i hoiic co hep dng déng mach.
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[1011g ba thang cudi thai ky, 14t ca cac thudc e ché tdng hop prostaglandin c6 thé gay nguy
hiém cho:

Thai nhi:

- E)ﬁc tinh trén tim-phdi (nguy co sinh non con éng théng dong mach va tang huyét ap phdi).

- R6i loan chirc nidng thin

Ba me va tré so sinh, o gfm doan cudi thai kp:

- Nguy co kéo dm thoi gian chay méu, téc dung chéng két tap tiéu cdu c6 thd xay ra ké ca khi
ding lidu rét thép.

- Uc ché co bép tir cung dén dén lam cham hoiic kéo dai thai gian chuyén da.

Do d6, chdng chi dinh aceclofenac trong ba thang cudi thai k (xem phén Chéng chi dinh).

Phu nit cho con bi

Khdng c6 thong tin ve viée aceclofenac bai tiét vao sita me; tuy nhién c6 mdt lugng khéng
déng ké aceclofenac gén phéng xa (14C) di chuyén vao sita & chudt me.

Vi viy, nén nanh str dung aceclofenac cho phy nit mang thai va cho con b trir khi lgi ich 16n
hon nguy co dbi v6i thai nhi.

Kha niing sinh san >
Str dl,mg aceclofenac ¢6 thé 1am giam kha ning sinh sén nén khéng khuyen cdo cho phy nit 20

dang co gang cd thai. Véi phu nit khé thy thai hodc dang kham vo sinh, cdn xem xét nglmg

diéu trj v&i aceclofenac. .0
Tl
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC D
Céc tac dung khéng mong mudn nhu hoa mit, chéng mat, budn ngh, mét méi, rbi loan thi gidc
hogic céc rbi loan khac & hé than kinh trung wong ¢ the xay ra sau khi uong thube NSAID. \?,‘,
Néu giip cdc tac dung khong mong mudn trén, bénh nhén khong nén lai xe va van hanh may .-
mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tﬁc ctia thube

Cdc thude giam dau khde bao grim edic thuoc ire ché chon lpe cyclooxygenase-2:

Tranh ding déng thai hai thube NSAID trd 1én (ké ca aspirin) vi ¢6 thé lam ting nguy co gip
tc dung phy khéng mong mudn, bao gdm xuét huyét tiéu héa (xem phén Canh bdo va than
trong khi ding thude).

Thuoc chéng ting huyét dp:

Céc thube NSAID c6 thé 1am giam téc dung cta thubc chéng ting huyét ap. Nguy co suy than
céip, thudng cé hdi phuc, c6 thé ting &@ mdt sé bénh nhan ¢é chitc niing than bj suy giam (nhw
bénh nhan bi mat nudc, ngudi cao tuéi) khi két hop thudc tre ché men chuy&n angiotensin hodc
thube ddi khang thu thé angiotensin 11 véi NSAID. Vi vdly, can than trong khi dung phdi hop,
diic biét & ngudi cao tudi. Bénh nhén cin udng nude diy di va theo dbi chirc nang thén sau khi
bt dau diéu trj va theo doi dinh ky sau d6.

Thudc loi ticu:

Giéng c4¢ NSAID khic, aceclofenac cé thé 1am giam tc dung coa thude loi tidu. Thube lgi
tiu ¢ thé lam tang nguy co dde tinh trén than cia NSAID, Mic di chwa rd anh hudng dén
viée kiém snal huyet ép khi phdi hoP véi bendrofluazid, nhlmg khdng thé lnal trlr cdc tuong tée
vGi céc ﬁnmc loi tiéu khéc. Khi phoi hgp véi cac thude lgi tiéu giir kali, can theo doi nong do
kali lmyet thanh.

Thube glycosid tim nhir digoxin:

NSAID ¢ thé lam trdm trong thém bénh suy tim, giam mirc loc cAu than (GFR) va ngin can syr
thai trir glycosid qua than, ddn dén ting ndng d6 glycosid trong huyét twong. Nén tranh sy két
hop ndy trir khi ¢ thé gidm sat ndng dé glycosid thwéng xuyén.

Lithi:

Mot s6 thube NSAID géy tic ché sy thanh thai lithi qua than dfin dén ting ndng dd lithi huyét
thanh. Nén tréanh sy két hop nay teir khi ¢6 thé gidm sit ndng d lithi thudng xuyén,
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Methotrexat:

Cén luu ¥ dén tuong téc tiém An gitta cdc NSAID va methotrexat ngay ca khi ding methotrexat
lidu thap, dic biét & nhitng bénh nhéan bi suy giam chiic ning thén. Néu didu trj két hop hai
thude nay, phai theo ddi chite nang than. Nén than trgng néu sir dyng cé hai thudc nay trong
vong 24 gidr vi thubec NSAID c6 thé lam ting ndng dé methotrexat trong huyét thanh dan dén
tang dgc tinh,

Mifepriston:

Khong duoc dimg NSAID trong vong 8-12 ngay sau khi ubng mifepriston vi NSAID ¢6 thé
lam gidm tac dung ctia mifepriston.

Corticosieroid:

Tang nguy co loét da day-ta trang hodc xudt huyét tiéu hoa (xem phan Canh bdo va thin trong
khi ding thubce).

Thube chong déng mdu:

NSAID c6 thé 1am tiing téc dung cta thube chéng déng méu nhw warfarin (xem phan Canh béo
va than trong khi ding thubc). Can theo dbi chat ché& bénh nhén khi két hop diéu trj aceclofenac
va thude chéng déng mau,

Khdng sinh nhém quinolon:

Dit lidu nghién ctru trén dong vt cho thdy NSAID c¢6 thé lam ting nguy co co gidt do thudc
khang sinh quinolon. Bénh nhén uéng NSAID cung khang sinh quinolon ¢é thé tang nguy co
bi co giat.

Thude tre ché tdi hdp thu chon loc serotonin (SSRI) va thudce khdng tiéu cdu:

Tang nguy co xuét huyét tiéu héa (xem phan Canh bdo va than trong khi ding thude).
Ciclosporin, tacrolimus:

Sir dung NSAID két hgp vai cyclosporin hojc tacrolimus c6 thé 1am ting nguy co djc tinh trén
than do 1am giam téng hop prostacyclin & thén. Cén gidm sét chit ch& chirc ning thin khi diéu
trj két hop.

Zidovudin;

Tang nguy co de tinh vé huyét hoc khi ding NSAID véi zidovudin, C6 bing ching vé ting
nguy co ty méu khop va huyét khéi & ngusi bi HIV méc chimg méu khé déng khi diéu trj dong
thori zidovudin va ibuprofen,

Thude diéu tri ddi thao dirong:

Céc nghién ciing lam sang cho thdy diclofenac c¢6 thé két hop véi thude chéng dai thao dudmg
dudng udng boi cée tic dyng trén 1am sang. Tuy nhién, cé mdt s& bdo cdo don 1& vé tac dung
tang dudmg huyét va ha dudng huyét. Vi vay, véi aceclofenac, can xem xét diéu chinh lidy cia
thudc ha duong huyét.

Twong ky ctia thube

Do khang cé cée nghién ciru v& tinh twong ky cta thude, khéng trdn 1an thude ndy véi céc
thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Trén tiéu hoa: Tac dung khéng mon mubn thudng gép nhét 12 trén dudng tiéu héa. Loét hodic
thing da day-t4 trang hodc xuat huyét tiéu hoa co the xay ra, doi khi gay tir vong, déic bigt 1a &
ngub‘i cao tudi (xem phan Cénh bdo va than trong khi dung thudc). Bugn ndn, non, tiéu chay,
day bung, tdo bon, khé tiéu, dau bung, dai tién phan den, nén ra mau, viém loét miéng, dot cap
cua viém dai trang va bénh Crohn (xem plu‘}m Canh bdo va than trong khi ding thudc) duge bao
céo sau khi dung thude. Viém da day duge quan sét véi tAn sudt it giip hon. R4t hiém bdo cdo
vé viém tuy.

QOudt mén: Céc phan tmg qua man duoc bédo céo sau khi didu trj v6i NSAID, bao gdm (a) phan
tng di ang khong déc hiéu va phan tng phan v¢ (b) phén ing dudmg hd hip bao gdm hen phé
quan, bénh hen tram trong thém, co thit phé quan hodic khé thd, hojic (¢) céc ri loan vé da bao
gbm céc dang phét ban, |1[§t'ra, may day, ban xuét huyét, phti mach va hiém hon 14 bj tr6c da va
bénh da bong nurde (bao gdm hoai tir biéu bi va hdng ban da dang).
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Tim mach va mach mdu néo: Phi né, tang huyét ap va suy tim da duge bdo cao lién quan dén
diéu trj bing NSAID.

Nguy co huyét khéi tim mach (xem thém pllﬁll Canh bdo va than trong khi ding thude).
Aceclofenac cé lién quan cu triic va dugc chuyén héa thanh diclofenac, loai thube ma da cé
cdc cdc thir nghiém lam sang va dir 1iéu dich & hoc cho thdy c¢6 thé 1am ting nguy co gap céc
bién cb huyét khdi dong mach (nhw nhdi méu co tim hodic dqt quy, diic biét khi dung liéu cao
hoiic dleu trj dai ngay). Dit ligu dich & hoc cung da cho thay nguy co tang 1én ctia hdi chimg
vanh cdp va nhdi méau co tim llcn quan dén viéc sir dung, aceclofenac

Dic biét, d c6 cdc bdo cdo vé cic bién chimg nhi@m khuan nghiém trong trén da va mé mém
khi bi thuy dau lién quan dén viée diéu tri bﬁng NSAID.,

Céc tac dung khéng mong mudn it giip gébm c6:

Thdn: viém than ké.

Thén kinh va cdc gide quan déic bigt; viém day than kinh thj gide, céc béo céo vé bénh viém
mang néo vd khun (dic biét 1a & nhimng bénh nhdn dang méc cac bénh tir mién nhu bénh lupus
ban do hé théng, bénh mo lién két hon hop), voi céc tri¢u chirng nhw ciimg 06, dau déu, budn
nén, ndn, sét hosic mit dinh huéng (xem thém phin Canh bdo va thin trong khi ding thubce), 14
14n, a0 giac, kho chju va hu(’:‘)n'ngl.’l. )

Huyer hoc: giam bach cau, thiéu méau bat san.

Da liéu: céc bénh ly bong nuée bao gdm hdi chimg Stevens - Johnson va hoai tir bidu bl nhi&m
ddc (rét hiém giip), nhay cam voi dnh séng.

Néu gap phai céc tc dl_mg phu nghiém trong, phai nglimg sir dung aceclofenac.
Bang dudi day bao gom cdc tdc dung khéng mong mugn duge bdo cdo liong cac nghién ouu
14m sang va sau khi thude lwa hanh, duge pl1an loai theo hé co quan va tan sudt uée: nh Rét
thudng gap (z1/10); thuong gﬁp (=1/100 dén <1/10); it gap (>1/1.000 dén <1/100) 11 m gap

(=1/10.000 dén <1/1.000); rat hiém giip (<1/10.000). iy
R
Thudng giip it giip Hiém giip " vk
H¢ co quan > 1/100 dén | >1/1000 dén | >1/10000 dén Ritll}‘l"‘;‘(;n‘ff’
<1/10 < 1/100 < 1/1000

R6i loan mau va hé Thiéu méu Suy tiy xuong,

bach huyét Giam bach cdu
hat
Giam tiéu cau
Giam bach céu
trung tinh
Thiéu méu tan
mau

R6i loan hé mién Phéan ting phan v¢

dich (bao gdm ca séc)

Quéa méan

R&i loan chuyén héa Tang kali méu

va dinh dudng

R&i loan tAm than Trdm cam
Gide mo bt
thuong
Mt ngu

R6i loan hé than Chéng mit Dij cdm

kinh Run
Budn ngu
Pau déu
Loan vj gidc (rbi
loan vj giéc)
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RAi loan thi gide

Suy gidm thij luc

RGi logn tai va mé
dao

Chong mat
U tai

A '
Ro6i loan tim

Suy tim

Dénh trong nguc

A
Roi loan mach

Tang huyét 4p

Do mat
Néng bimng
Viém mach mau

R&i logn ho hap,
ngye va trung that

Ching khé the

Co that phé quan
Tho kho khe

RAi loan tidu hoa

Khé tiéu

Pau bung
Budn nén
Tiéu chay

Day hoi
Viém da day
Téo bén
Non miura
Loét miéng

Phén den

Xuét huyét dudng
tiéu hoa

Loét dudmg tiéu
hoa

Viém miéng
Thing rudt

Dot cdp cta bénh
Crohn va viém
loét dai trang

Non ra méau

Viém tuy

T6n thuong gan
(bao gbm ca viém
gan)

Tang phosphatasg;fais
kidm méu T o~
Ban xuét huyét CONG T'
Phan tng da varNHH
niém mac nghi&m[)FAT(
frong (bao gom
Hoi chimg;—=<
Stevens Johnsotrr =~

R6i loan gan métl Téng men gan

Ngira Plu‘fniéﬁh
Phét ban
Viém da

May day

R&i loan da va md
dudi da

Johnsomn ==

va hoai tir biéu bi
¥y A

nhiém doc)

R&i loan than va tiét Tang uré mau Suy thin
ni¢u Ting creatinin Hoi chimg than
mau hu
R6i loan tai chd va Phi né
toan thin Mét moi
Chugt rat chan
Khéo sat Téng cén

Théng bdo ngay cho bdc st hodic dwge si nhitng phin ieng cé hgi gip phdi khi siv dung th ube

QUA LIEU VA CACH XU TRi

Triéu chitng

Céc triéu ching bao gdbm dau déu, budn nén, non, dau thwong vi, kich ng dudng tiéu héa,
xudt huyét tiéu héa, hiém khi tiéu chay, mat djnh hudng, kich thich, hén mé, budn ngt, chéng
mdt, 0 tai, ha huyét ap, suy hd hdp, ngit, déi khi gdy co gidt. Trudng hop ngd doc niing, suy
thin c%‘lp tinh va tbn thuong gan c6 thé xay ra.

Bi¢n phdp xiv tri

Bénh nhén cin duge diéu trj triéu chiing.

Vigc sir dyng than hoat tinh nén duge thye hign trong vong mét gitr sau khi udng mot lwong
thudc c6 kha nang gdy nhiém ddc. Ngodi ra, & ngudi 16n, can can nhac rira da day trong vong
mot gi¢ sau khi uong thude qué lidu cé kha niing de doa tinh mang,
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Céc bién phap dic biét nhu thdm tich mau hodc lgc méu hdp phy ¢ thé khdng hd trg trong
viée logi bd cde NSAID do ty 1¢ thuée gén vai protein cao va chuyén héa manh.

Nén dam bao lugng nude tiéu tot.

Cén gidm sét chit ché chie néng gan va thén.

Bénh nhan cin duoc theo ddi trong {t nhét bn gitr sau khi uéng mét lugng thube cé kha ning
gay doc.

Trong trudmg hop b co giat lién tuc hofic kéo dai, bénh nhan cén duwoc didu tri bing diazepam
(iém tinh mach.

Céc bién phép khéc c6 thé duge chi dinh tay theo tinh tmﬁg lam sang clia bq:nh nhan.

Diéu tr ngd doc cép v6i aceclofenac dudng ubng bao gnm cée bién phép diéu tri hd trg va didu
trj tri¢u chimg dé dé phong céc bién chimg nhu tut huyét &p, suy than, co giat, kich img da day-
rudt va suy hé hap.

PAC TiNH DUQC LUC HOC

Nhém diege 1y; Thube giam dau chéng viém khéng steroid (NSAID)

Ma ATC; MO1A B16

Aceclofenac 12 mét hoat chéit khéng steroid cé tac dung giam dau va chong viém manh,

Co ché tac dyng cia aceclofenac chii yéu dya trén sy tc ché téng hop plostaglandm
Aceclofenac 14 mdt chét e ché enzym cyclo-oxygenase manh- 12 enzym tham gia vao qué
trinh tdng hop prostaglandin.

DAC TINH DUQC DONG HQC

Aceclofenac dugc hip thu nhanh chéng va hoan toan dudi dang khéng ddi sau khi ubng. Nong
dd dinh cua thubc trong huyét tvong dat dwge khoang 1,25 dén 3,00 gi¢r sau khi uéng
Aceclofenac phan bd vém céc hoat dich khép, noi ma ndng dé thudc dat khoang 57% n g do
trong huyét twong. Thé tich phan bd cua thuoc khodng 25 L.

Thoi gian ban thai trung binh trong huyét twong 1a khodng 4 gid. Aceclofenac lién kztrmanh
véu protein huyét tuong (> 99%). Aceclofenac tuan hoan trong co thé chi yéu dwdi dan %hong
dbi. >

Chat chuyén héa chinh dwoc phat hign trong huycl twong la 4'-hydroxyaceclofenac. Khoéng
2/3 lidu ding duge thai triy qua nude tiéu, chi yéu dudi dang chét chuyén héa hydroxy.

Khéng c6 thay ddi nao vé duge dong hoc ciia aceclofenac duge ghi nhdn & ngudi cao tudi.

QUY CACH DONG GOI
Hop 4 vi x 10 vién nén bao phim.

PILU KIEN BAO QUAN
Bdo quan dusi 30°C,

HAN DUNG
36 thang k& tir ngdy san xuét

TIEU CHUAN CHAT LUQNG: Nha sén xuét
Sdin xudt tai Tday Ban Nha béi

INDUSTRIAS FARMACEUTICAS ALMIRALL SA
Ctra. de Martorell 41-61 08740 Sant Andreu de la Barca, Barcelona, Tdy Ban Nha,
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