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ceclofeyac 100 mg — Vién nén bao phim
THANH PHAN
Mbi vién nén bao phim ACECLONAC bao gbm:
Hoat chdt: Aceclofenac 100 mg.
Td duoc: Cellulose vi tinh thé, croscarmellose natri, glyceryl palmitostearat, polyvidon, Opadry Y-

[-7000.

DANG BAO CHE
Vién nén bao phim.

DUQC LUC HQC

Nhém duge ly didu tri: Thude giam dau chéng viém khong steroid (hay NSAID).

Ma ATC: MO1ABI16

Aceclofenac 14 mot hoat chat khong c6 cdu truc steroid, c6 tac dung giam dau va chdng viém
manh. Co ché tac dung chinh ciia aceclofenac 14 tc ché su tdng hop prostaglandin. Aceclofenac 14
mdt chét e ché enzym cyclooxygenase manh - 12 enzym tham gia vao viéc tong hop
prostaglandin.

DUQC PONG HQC

Sau khi udng, aceclofenac dugc hip thu nhanh va hoan toan & dang khong dbi. Nong d6 dinh cua
thudc trong huyét twong dat duoc sau khi udng khoang 1,25 dén 3 gio.

Aceclofenac phan bd vao cic hoat dich khép, noi ma ndng do thude dat xap xi 57% luong thude
trong huyét tuong. Thé tich phén b6 cua thude khoang 25 lit.

Thoi gian ban thai cta thube trong huyét tuong trung binh khoang 4 gio. Aceclofenac lién két
manh véi protein huyét twong (>99%). Aceclofenac Iuu hanh trong co thé chi yéu & dang khéng
doi.

4*-hydroxyaceclofenac 1a chét chuyén hoéa chinh duge tim thdy trong huyét tuong. Khoang hai
ph?m ba lidu dung duge bai tiét qua nude tidu, chi yéu 1a cac chit chuyén hoa hydroxy.

Khong c6 su thay dbi vé duoe dong hoc ciia aceclofenac dugc ghi nhén & ngudi cao tudi.

QUY CACH PONG GOI
Hop 4 vi x 10 vién.

CHi PINH
ACECLONAC dugc chi dinh dé giam dau va chdng viém trong céc truong hop: viém xwong khép,
viém khép dang thip, viém cot séng dinh khop.

LIEU LUQNG VA CACH DUNG
Dung dudng udng va nén nudt ca vién cung voi nude.



Nén ubng trong hoic sau bita 3n. Khi cho nhiing ngudi tinh nguyén khoée manh udng
ACECLONAC ltic no va ltc d6i, su cé mét ctia thire &n chi anh huéng dén tée d6 hdp thu con mitc
d6 hép thu khéng bi anh huéng.

Téc dung khéng mong mudn cé thé duge giam thiéu bing cdch ding liéu thdp nhét c6 hiéu qua
trong thdi gian ngin nhat ¢é thé dé kiém soat triéu chimg (xem thém Cac trudng hop than trong
khi dung).

Nguwoilon

Liéu khuyén céo 1a 200 mg/ngay, chia 2 14n, mdi ldn 100 mg, udng mét vién vao budi sang va mot
vién vao budi toi.

Tré em

Chura ¢6 dir lidu 1am sang vé st dung ACECLONAC & tré em, do d6 khuyén céo khéng dung cho
bénh nhi.

Ngueoi cao tudi

Neudi cao tudi thudng cé nhiéu kha niing bi suy gidm chitc ning thin, tim mach hodc gan va
thudng phai diing nhidu loai thude ddng thii, nén ¢d nguy co cao gip cic hdu qua nghiém trong do
téc dung phu cta thube. Trudng hop phai sir dung NSAID, nén sir dung lidu thdp nhdt cé hiéu qua
va diing trong théi gian ngén nhét ¢6 thé. Bénh nhan nén duge theo di xut huyét da day thuong
xuyén trong sudt qud trinh diéu tri.

Do duoe dong hoe cia ACECLONAC khéng thay doi & nhitng bénh nhan cao tudi, nén khéng cin
thiét phai giam lidu hay giam tan suét dung thude.

Suy thin

Khéng cé bing ching cho ring cin thay dbi 1iéu ACECLONAC & nhitng bénh nhan bi suy thin
mirc 46 nhe, nhung cén thén trong khi ding két hop vai mot NSAID khac.

Suy gan

Cé mdt sb bing ching cho thiy nén giam lifu ACECLONAC & nhimg bénh nhén bi suy gan va de
nghi mue 1idu khai dau 13 100 mg.

CHONG CHIi PINH

- Qua mén véi bit ky thanh phin ndo cla thudc.

- Bénh nhén dang bi loét da day-ta trang hogc ¢6 tién six loét/xut huyét da day tai phat (hai lan tro
1én bi loét da day hodic xut huyét).

- Chéng chi dinh NSAID cho bénh nhin ¢é tién sit mén cam (nhu: hen phé quan, viém mili, phit
mach hodic may day) véi ibuprofen, aspirin hogic cic thude chéng viém khéng steroid khéc.

- Suy tim, suy gan va suy thin ning (xem thém Céc truong hop thén trong khi dung thudce).

- Bénh nhén c6 tidn sir xufit huyét tidu héa hodc thing da day-rudt lién quan dén diéu tri bing
NSAID trudge do.

- Dang chay mau hodc bi rdi loan déng mau.

- Khéng nén ding ACECLONAC trong thoi ki mang thai, dic biét Ia trong ba théng cudi thai ky,
trir khi that sur cin thiét va phai ding lidu thip nhit 6 hidu qua (xem thém phdn Phy nit ¢6 thai va
cho con bu).

CAC TRUONG HOP THAN TRQNG KHI DUNG THUOC

Tée dung khdng mong mudn ¢6 thé dwoe giam thidu bang cach ding liéu thip nhét ¢6 hiéu qua
trong thoi gian ngin nhét c6 thé dé kiém sodt triéu chimg (xem thém Céc trudng hop thén trong
khi ding va céc nguy co trén duong ti€u hoa va tim mach bén dudi).



Nén tranh st dyng ddng théi ACECLONAC véi cac NSAID khde bao gdm cde thude tre ché chon
loc cyclooxygenase-2 (xem thém Tuong tdc thudc).

Nguwdi cao tubi

Ngudi cao tudi thudng b nguy co cao gip cac tac dung khéng mong mudn cua NSAID, dac biét
12 xudt huyét tidu héa va thing da day-rudt (xem phin Lidu lugng va cach dimg).

Réi logn hé hr”fp

Thén trong khi sir dung & nhimg bénh nhan dang méc hodc ¢6 tidn st hen phé quan vi d& cé bdo
c4o NSAID giy co thét phé quan & nhimg bénh nhin nay.

Suy tim, suy thin va suy gan

Cac NSAID c¢6 thé lam giam tdng hop prostaglandin phu thude vao lidu ding va cb thé gay suy
thin. Nhimg bénh nhén ¢ nguy co cao gap tac dung phu nay 1a nhliing ngudi bi suy giam chire
nang thin, suy tim, rdi loan chirc ning gan, bénh nhan dang didu tri v6i thude loi tidu hodc dang
hdi phuc sau dai phiu va ngudi cao tudi. Cin xem xét dén tAm quan trong ciia prostaglandin trong
viéc duy tri hru lugng mau qua thin & nhitng bénh nhéan nay.

Theo ddi chite nang thin ciing duge khuyén cdo 4p dung & nhimmg bénh nhén nay (xem thém
Chéng chi dinh).

Thin

Nhimg bénh nhin bi suy thin mirc d6 nhe dén trung binh nén duge theo ddi bdi can bd v té vi
dimg NSAID ¢6 thé giy tén thwong chirc ndng thin. Nén ding lidu thip nhit ¢6 hiéu qua va theo
d6i chirc ning than thudng xuyén. Thong thudmg, chitc ning thin s& tu hdi phuc sau khi ngimg
thube.

Gan

Néu két qua xét nghiém chire ning gan vén bit thrdng hodc ngay cang xau di, cic ddu hiéu hode
triéu chimg l4m sang cho thiy bénh gan dang tién trién hodc néu xudt hién cdc biéu hién khac (nhu
ting bach cdu wa eosin, phat ban), thi khéng nén tiép tuc stt dung ACECLONAC. Nhimg bénh
nhén bi suy gidm chtc ning gan mirc dd nhe dén trang binh can duge gidm sat y té chat ché. Bénh
viém gan ¢6 thé xudt hién ma khéng cé céc triéu chiing bao trudc.

Sit dung ACECLONAC & nhitng bénh nhan bj r6i loan chuyén hoéa porphyrin cé thé gay khéi phat
mdt dot cAp tinh.

Anh hwong Ién tim mach va mach mdu ndo

CAn khdm va tr vAn cho nhimg bénh nhan ¢6 tién s ting huyét 4p va/hodic suy tim sung huyét
mire d nhe dn trung binh vi tinh trang gilt nude va phu né da duogc bdo céo & nhitng bénh nhin
didu tri bing NSAID.

Thir nghiém 14m sang va céc sb lidu dich t& hoc cho thﬁy st dung NSAID (dac biét 14 dung lidu
cao va tri lidu dai ngay) cé thé lam ting nguy co cic bién ching ctia huyét khdi dong mach (nhur
nhdi mau co tim hodic ddt quy). Khong cé diy da dir liéu dé loai trir nguyén nhén do aceclofenac.
Nhimng bénh nhan b ting huyét 4p khong duge kidm soat, suy tim sung huyét, thiéu mau cuc bd co
tim 6n dinh, bénh déng mach ngoai bién va/hodc bénh mach méu nfo chi dugc didu tri bing
aceclofenac sau khi da can nhic k¥ ludng. Cing nén cin nhic khi bat du trj liéu dai ngay & nhimg
bénh nhén ¢6 cic yéu tb nguy co cia bénh tim mach (nhu tiing huyét 4p, ting lipid méu, dai thdo
dudmng va hut thude 14).

Nén sit dung aceclofenac mét cach than trong va dudi sy giam sat y té chét chd & nhitng bénh nhan
¢6 tién sir xuit huyét mach méu néo.

Xudt huyét tiéu héa, loét da day-td trang va thing dg diy-rudt



Xuét huyét tiéu hoa, loét da day-t4 trang va thing da day-rudt, c6 thé gay tir vong, da dugc béo cao
véi tit ca cac NSAID & bét ky thoi diém nao trong qué trinh diéu tri, c6 hoic khong c6 cac dau
hiéu canh b4o hoic & nhimg bénh nhén c6 tién sir xuat huyét tiéu héa nghiém trong.

Gidm sét y t& chat ché 14 yéu cau bit budc & nhitng bénh nhan ¢ céc triéu chimg cia rdi loan tiéu
hda & duong tiéu hoa trén hodc dudi, hodc co tién sir nghi ng¢ loét da day-ta trang, Xuét huyét hodc
thing da day-rudt, viém loét dai trang hodc bénh Crohn, hodc cé bét thuong vé huyét hoc, vi cac
bénh nay c6 thé tré nén tram trong hon (xem phin Tac dung khéng mong mudn).

Nguy co xuét huyét tiéu héa, loét hodc thung da day-rudt cao hon khi tang liéu NSAID & nhiing
bénh nhan c6 tién st loét, dic biét néu c6 bién chung xuit huyét hodc thing da day-rudt (xem phin
Chéng chi dinh) va & ngudi cao tudi. Nhitng bénh nhan nay nén bat dau diéu tri v6i lidu thap nhat
c6 thé. Nén xem xét diéu tri két hop v6i thude bao vé da day (nhu misoprostol hodc thubc e ché
bom proton) cho nhimg bénh nhan nay ciing nhu nhimg bénh nhan ding phdi hop véi aspirin liéu
thép hoic cac thube khac 1am ting nguy co trén dudng tiéu hoa (xem phan Tuong téc thudc).

Véi nhitng bénh nhén c6 tién s ngd doc tiéu hoa, dac biét 1a ngudi cao tudi, néu co bat ky dau
hiéu bat thudng nao & bung (d3c biét 1 xut huyét tiéu héa), nhat 1a trong giai doan dau diéu tri,
nén thong bao ngay cho bac s§.

Thén trong & nhitng bénh nhén dang sir dung nhiéu loai thudc c¢6 thé lam tang nguy co loét da day-
ta trang hodc xudt huyét tiéu hoa, nhu thudc corticosteroid ding dudng toan than, thudc chong
d6ng mau nhu warfarin, thude trc ché tai hap thu serotonin chon loc hoic thude chdng két tap tiéu
céu nhur aspirin (xem phan Tuong tac thudc).

Bénh lupus ban do hé thong va bénh mé lién két hon hop

J nhimg bénh nhéan bi lupus ban d6 hé théng va bénh md lién két hdn hop, sit dung thube
ACECLONAC lam ting nguy co bi viém mang ndo v khudn (xem thém phé‘m Tac dung khong
mong mubdn).

Bénh vé da

R4t hiém béo céo vé cac phan tmg nghiém trong trén da, d6i khi gy tir vong, bao gdm viém da
troc vay, hoi chimg Stevens-Johnson va bénh hoai tir biéu bi nhiém ddc lién quan dén sir dung
NSAID (xem thém Téc dung khong mong mudn). Bénh nhén dudng nhu c¢6 nguy co gap cc phan
tmg phu nay cao nhét khi bt diu diéu tri: cac phan (mg thuong khoi phat trong thang dau didu tri.
Nén ngimg ding ACECLONAC khi ¢6 cac biéu hién dau tién ctia phéat ban trén da, ton thuong
niém mac, hogic ¢6 bt ky ddu hiéu ndo ctia qua man.

Dic biét, bénh thily dau c6 thé 1am khoi phét cac bién chimg nhiém tring trén da va md mém. Cho
dén nay, vai trd gép phan Jam tdi t& hon bénh nhiém tring nay cua thube NSAID khdng dugc loai
trir. Do vdy, khuyén céo tranh str dung aceclofenac khi bi thity dau.

Phan ting qud mdn

Nhu cac thude NSAID khac, cac phan tmg di img bao gdm phan tng qua man/sdc phan vé cling ¢6
thé xay ra ma khdng c6 su phoi nhiém véi thude trude do.

Bénh vé mdu

ACECLONAC c6 thé gay tre ché két tap tidu ciu c6 hdi phuc (xem phin Tuong tac thube).

Tri liéu dai ngay

T4t ca cac bénh nhan sir dung thudc NSAID nén dugc gidm sat chit ché nhu mdt bién phap phong
ngtra, nhu theo déi chirc nang than, chirc ndng gan (tdng enzym gan ¢6 thé xay ra) va dém mau.

Phu nir ¢6 thai va cho con bii
Phu nit mang thai

N



Chura ¢6 thong tin v& sir dung aceclofenac trong thdi ky mang thai. Uc c¢hé tong hop prostaglandin
¢6 thé anh hudng nghiém trong dén sy mang thai vivhogic su phét trién phéi/thai nhi. Dit liéu tir
cée nghién citu dich € hoc cho thiy ting nguy co sy thai, di tAt tim hoiic tAt nirt bung sau khi sir
dung thubc tre ché tdng hop prostaglandin trong giai doan ddu cia thai ky. Nguy co tuyét ddi (AR)
vé di tit tim ting tir <1% dén khoang 1,5%. Ngudi ta thdy ring nguy co tang phu thudc vao liéu
lwong va théd gian didu tri.

O ddng vat, cac thude te ché tdng hop prostaglandin 1am tang nguy co din dén thit bai tién cly
phoi va sau cay phoi va gdy chét phoi-bao thai. Hon nira, d3 ¢6 bdo cdo vé vide tang t¥ 18 mic cac
di tat khdc nhau, bao gbm di tat vé tim mach trén déng vit st dung chéit ¢ ché téng hop
prostaglandin trong giai doan phat trién céc co quan. Trong ba thing dau va ba thang gifta thai ky,
khdng nén st dung aceclofenac trir khi that sy cn thiét. Néu sir dung aceclofenac cho phu nit dang
¢b ghng c6 thai hodic trong ba thang diu va ba thang gifra thai k¥, nén duy tri & lidu thip va thoi
gian didu tri ngin nhét c6 thé.

Trong ba thang cudi thai ky, tit ca cac thude trc ché tong hop prostaglandin ¢6 thé giy nguy hiém
cho:

Thai nhi:

- ddc tinh trén tim-phdi (nguy co sinh non con éng théng déng mach va ting huyét 4p phdi).

- 181 loan chire nang than c6 thé din dén suy than do thiéu nuéc bi.

Bé me v tré so sinh. giai doan cudi thai kv:

- nguy co kéo dai thi gian chay mau, tac dung chdng két tip tiéu chu co6 thé xay ra k& ca khi diing
lidu rét thap.

- tc ché co bép tir cung din dén sy tri hodn hodc kéo dai con co da con trong qua trinh de.

Do d6, chdng chi dinh aceclofenac trong ba théng cudi thai ky (xem phin Chdng chi dinh).

Phuy nit cho con bit

Khong ¢6 théng tin v& viéc aceclofenac bai tiét vao sita me; tuy nhién ¢6 mdt lwong khong ding ké
aceclofenac gin phéng xa (14C) di chuyén vio stta & chudt me.

Vi vdy, nén tranh st dung ACECLONAC cho phu nft mang thai va cho con bu trir khi loi ich Ién
hon nguy co dbi véi thai nhi.

Kha ning sinh sin

Sir dung ACECLONAC ¢6 thé lam giam kha niing sinh san nén khong khuyén céo cho phu nit
dang ¢b gang c6 thai. V&i phy nit khé thu thai hodic dang khdm v6 sinh, can xem xét ngimg didu tri
véi ACECLONAC.

Anh hwéng 18n khi niing lai xe va vin hanh miy mée

Céc tac dung khéng mong mudn nhu hoa mét, chong mit, budn ngu, mét maoi, rdi loan thi gidc
hoiic cc rbi loan khac & hé than kinh trung wong ¢6 thé xay ra sau khi udng thube NSAID. Néu
gip cdc tic dung phu trén, bénh nhén khong nén lai xe va vén hanh may moéc.

TUONG TAC CUA THUOC VOI THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Cée thude gidm dau khdc bao gém cée thude tee ché chon loc cyclooxygenase-2: Tranh dung déng
thoi hai thude NSAID trés [8n (ké ca aspirin) vi c6 thé lam ting nguy co giip téc dung phy, bao gbm
xudt huyét tidu hoa (xem phan Céc trrdng hop than trong khi diing thuéc).
Thude chéng ting huyér dp. Céc thube NSAID ¢6 thé lam giam tic dung ctia thube chbng ting
huyét 4p. Nguy co suy than cp, thuemg cé hdi phuc, c6 thé ting & mdt s& bénh nhén co chirc néng
than bi suy giam (ohu bénh nhan bi mét nude, ngudi cao tudi) khi két hop thude (e ché men
chuyén angiotensin hosic thube d6i khang thu thé angiotensin IT véi NSAID. Vi vay, cin than trong
3
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khi ding phdi hop, dic biét & ngudi cao tudi. Bénh nhin cén udng nuée déy di va theo dbi chire
ning than sau khi bat déu diéu trj va theo d&i dinh ki sau do.

Thuce loi tidu: Gibng cac NSAID khéc, aceclofenac ¢ thé lam giam tic dung cta thude loi tiéu.
Thude loi tidu ¢6 thé 1am ting npuy co ddc tinh trén thin ciia NSAID. Mic di chua r& anh hudng
dén viée kiém soat huyét ap khi phdi hop v6i bendrofluazid, nhung khéng thé loai trir cic tuong
tac voi cace thude loi tidu khae. Khi phdi hop véi cde thude loi tidu gitt kali, can theo d6i ndng db
kali huyét thanh.

Thuoc glycosid tim nhu digoxin: NSAID cé thé lam trim trong thém bénh suy tim, giam me loc
cdu than (GFR) va ngin can su thai trir glycosid qua than, din dén tang ndng d6 glycosid trong
huyét tuong. Nén tranh sy két hop nay trir khi ¢é thé gidm sat ndng d6 glycosid thudmg xuyén.
Lithi: Mot sb thube NSAID géy ttc ché su thanh thai lithi qua thin din dén tang nong &9 lithi
huyét thanh. Nén tranh sy két hop nay trir khi ¢6 th gidm sat ndng d6 glycosid thudng xuyén.
Methotrexat: Cin luu v dén tuong tic tidm 4n gitta cdec NSAID va methotrexat ngay ca khi diing
methotrexat lidu thép, dac bigt & nhitng bénh nhan bj suy giam chirc ning thén. Néu didu tri két
hop hai thubc nay, phai theo ddi chtc ning than. Nén thén trong néu str dung cd hai thudc nay
trong vong 24 gidy vi thubc NSAID ¢6 thé lam tang ndng d6 methotrexat trong huyét thanh dan dén
tang ddc tinh.

Mifepriston: Khong duge dung NSAID trong vong 8-12 gi¢r sau khi ubng mifepriston vi NSAID
¢6 thé lam giam tac dung clia mifepriston.

Corticosteroid- Tang nguy co loét da day-t4 trang hodc xuét huyét tiéu héa (xem phén Céc trudmg
hop théin trong khi diing thudc).

Thudc chong dong mau: NSAID cé thé 1am tang tac dung ciia thude chdng ddng méu nhu warfarin
(xem phén Cac trudng hop than trong khi dimg thude). Cén theo di chat ch& bénh nhan khi két
hop diéu trj aceclofenac va thude chéng déng mdu.

Khang sinh nhom guinolon: Dit 1i€u nghién clru trén déng vat cho thiy NSAID c6 thé lam ting
nguy co co gidt do thude khang sinh quinolon. Bénh nhin udng NSAID cing khang sinh quinolon
c6 thé ting nguy co bi co gidt.

Thubc ke ché tdi hdp thu chon loc serotonin (SSRI) va thudc khdng tiéu cdu: Ting nguy co xuat
huyét tiéu héa (xem phén Céc trudmg hop théan trong khi ding thudc).

Ciclosporin, tacrolimus: St dung NSAID két hop véi cyclosporin hodc tacrolimus c6 thé lam ting
nguy co ddc tinh trén than do lam giam tong hop prostacyclin & than. Cén gidm sat chat ché chire
nang thén khi diéu tri két hop.

Zidovudin: Tang nguy co dde tinh vé huyét hoe khi ding NSAID véi zidovudin. Cé bang chimg vé
ting nguy co tu mau khép va huyét khdi & ngudi bi HIV mic chimg mau khé déng khi didu trf
ddng thoi zidovudin va ibuprofen.

Thube diéu tri ddi thdo dwomg: Cac nghién ciru 1am sang cho thiy diclofenac 6 thé két hop véi
thudc chéng dai thao duomg dudmg udng bdi cae tac dung trén 14m sang. Tuy nhién, cé mot sd béo
céo don 1 vé tac dung ting dudng huyét va ha dudng huyét. Vi viy, voi aceclofenac, can xem xét
diéu chinh liu cha thudc ha dudng huyét.

TAC DUNG KHONG MONG MUON

Trén tiéu héa: Tac dung khong mong mudn thudng gip nhit 13 trén tiéu héa. Loét hodc thing da
ddy-ta trang hodic xudt huyét tiéu hoa ¢6 thé xay ra, doi khi gdy tir vong, diic biét la & ngudi cao
tudi (xem phan Cdc truong hop than trong khi dimg). Budn ndn, ndn, tiéu chay, diy bung, tdo bén,
khé tiéu, dau bung, dai tién phén den, ndn ra mau, viém loét miéng, dot cAp cia viém dai tring va
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bénh Crohn (xem phin Céc truomg hop thén trong khi diing) duge bdo cdo sau khi dung thude.
Viém da day duoc quan sat véi tan sudt it gip hon.

R4t hiém bdo céo vé& viém tuy.

Qud mén: Céc phan tmg qua min duoce bdo cdo sau khi didu tri v6i NSAID, bao gdm (a) phan tng
di tmg khong diic hiéu, (b) phan img dudng hd hép bao gdm hen phé quén, bénh hen trim trong
thém, co thit phé quan hoic khé thé, hode () cac r6i loan vé& da bao gbm céc dang phéat ban, ngia,
may day, ban xudt huyét, phit mach va hiém khi bj troc da va bénh da bong nuée (bao gdm hoai tir
bidu bi va hdng ban da dang).

Tim mach va mach mdu néio: Phu né, ting huyét ap va suy tim d3 duoc bao cdo lién quan dén didu
tri bing NSAID.

Céc thir nghiém 14m sang va dit liéu dich t& hoc cho thiy vide st dung mot s6 thubc NSAID (dic
biét 13 ding lidu cao va trong thdi gian dai) c6 th lam ting nguy co gap cac bién cb huyét khoi
ddng mach (nhu nhdi mau co tim hodc ddt quy) (xem phin Céc truomg hop thén trong khi ding).
Dic biét, da c6 cc bdo cdo vé cac bién chimg nhiém khuén nghiém frong trén da va mo mém khi
bi thiy d4u lién quan dén viée didu tri bing NSAID.

Céc tde dung khdng mong mudn it gip gdm c6:

Thdn: viém théan ké&.

Thdn kinh va cdc gide quan: viém day than kinh thi giac, cdc béo cdo vé bénh viém mang ndo vd
khuan (dic biét 1a & nhitng bénh nhan dang mic céc bénh tur mi&n nhur bénh lupus ban do hé théng,
bérh mé lién két hdn hop), véi cic tridu chimg nhu cimg cd, dau ddu, budn ndn, ndn, sbt hosic mat
dinh hudng (xem phin Céc truomg hop thén trong khi ding), 1t 14n, 4o gidc, khé chiu va budn ngd.
Huyér hoc: giam bach cf?lu, thiéu mau bat san.

Da lidu: cac bénh 1y bong nude bao gdm hoi ching Stevens - Johnson va hoai tit biéu bi nhiém
doc (rit hiém gip), nhay cam v6i 4nh sang.

Néu giip phai céc tac dung phu nghiém trong, phai ngimg sit dung ACECLONAC.

Béang dudi diy bao gdm cic tic dung khéng mong mudn duge bao céo trong cc nghién el 1am
sang va sau khi thudc luu hanh, duge phin loai theo hé co quan va tin sut wée tinh: RAt thudmg
gip (>1/10); thuomg gip (>1/100 dén <1/10); it gip (>1/1.000 dén <1/100); hiém gip (>1/10.000
d&n <1/1.000); rit hiém gap (<1/10.000).

" Thwdn - £ - . -
Hé co quan _— g It gap Hiém giap Rit hiém gip
Thiéu mau Ut ché thy xuong
Cac roi loan hé Gidm bach cau hat
mail va mach bach (Giam ti€u cau
huyét Giam bach céu trung tinh
Thiéu mau tan mau
: 5 y: Phan tmg qua mén
Cac rdi loan hé ah tmg qua man
I (ké ca sbc phan v§)
mién dich =
: Man cam
Réi loan chuyén Tang kali mau
hoa va dinh duwdng
£ XA Tram cam
Réi loan vé tm Acmb
thin ¢ mdng
Mat ngu
Chdng mit Di cam
A A A Run l‘é
Roi loan vé than Bud Y :
ik udn ngu
Pau dau
R&i loan vi giac
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Réi loan vé mit

Réi loan thi gidc

Réi loan vé tai va
thinh giac

Choéng mat
U tai

Réi loan tim

Suy tim

Danh tréng nguc

Roi loan mach
mau

Tang huyét ap

Dé bung mat
Noéng bimg
Viém mach mau

R6i loan hé hip,
ngre va trung that

Kho theé

Co that phé quén
Tho kho khé

R6i loan ti€u hoa

Kho tiéu

Pau bung
Budn nén
Tiéu chay

Piy hoi
Viém da day
Tao bon
Non

Loét mi¢ng

Bai tién phin den
Xuat huyét tiéu hoa
Loét dudng tiéu héa

Viém miéng

Thing rudt

Pot cdp cla bénh Crohn va
viém dai trang

No6n ra mau

Viém tuy

Réi loan gan mat

Téang enzym
gan

Tén thuong gan (bao gdm
viém gan)

Vang da

Tang phosphatase kidm
frong mau

R6i loan da va mé
duwéi da

Ngira, phat
ban, viém
da, may day

Phi mach

Ban xuit huyét, phan (mg
da vd niém mac nghiém
trong (bao gdm héi chimg
Stevens Johnson va hoai tir
biéu bi nhiém doc).

Réi loan thén va
tiét niu

Téng ure mau
Téng creatinin
mau

Suy than
Hai chitng than hu

” . Phu

Raéi loan chung va Mét mai

tal vi tr1 tiem Chuot rat & chén
Khao sat ki

QUA LIEU VA CACH XU TRi

Tridu chimg

Céc tridu ching bao gdm dau dau, bubn nén, nén, dau thugng vi, kich tng dudmg tiéu héa, xudt
huyét tidu héa, hiém khi tidu chay, mét dinh hudng, kich thich, hén mé, budn nga, chéng mat, &
tai, ha huyét &p, suy hd hép, ngét, doi khi géy co gidt. Trirong hop ngd déc nang, suy thin cép tinh
va tdn thwong gan c6 thé xay ra.

Bién phdp xut tri

Bénh nhan cin duoc didu tri triéu chimg.
Viée st dung than hoat tinh nén dirgre thue hién trong vong mét gitr sau khi ubng mét lugng chét
¢6 kha nang gy nhidm doc. Ngoai ra, & ngudi 1én, cdn can nhic rira da diy trong vong mét gid
sau khi udng qua 1idu chit d6c ¢6 kha ning de doa tiph mang.
Céc bién phép ddc biét nhw thim tach mau hodc loc mau hip phu c6 thé khong hd tro trong viée

loai b6 cac NSAID do t§ 18 thude gin véi protein cao va chuyén héa manh.
Luong nude tidu nén duge dam bao.

Can gi&m sat chit ché chirc ning gan va than.

R




Bénh nhén cin duoc theo ddi trong it nhét bén gid sau khi uéng mdt lugng chét ¢6 kha ning gay
doc.

Trong truong hop bi co gidt lién tuc hodc kéo dai, bénh nhén can dugc diéu tri béng diazepam tiém
tinh mach.

Céc bién phép khac c6 thé dugc chi dinh tly theo tinh trang 1dm sang ctia bénh nhan.

Didu tri ngd doc cap vdi aceclofenac duomng ubng bao gdbm céc bién phép didu tri hd tro va didu tri
triéu chimg dé d& phong cac bién chimg nhu tut huyét &p, suy thén, co git, kich tmg da day-rudt
va suy ho hép.

BAO QUAN
Bao quan noi kho rdo, tranh anh sang, nhiét do khong qua 30°C.

HAN DUNG
36 thang ké tir ngay san xut.

NHA SAN XUAT
RAFARM S.A.
Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, 19002,37, Hy Lap.
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Thudc ban theo don

Doc kjy hudmg dén sir dung truée khi ding

Dé xa tam tay tré em!

Théng bdo cho bdc sy hodc duoc sp nhitng tac dung khong mong muon gdp phdi khi sir dung thuoc.

Mbi vién nén bao phim Aceclonac chira:

Hoat chat: Aceclofenac 100 mg

Ta duoc: Cellulose vi tinh thé, croscarmellose natri, glyceryl palmitostearat, polyvidon, Opadry Y-I-
7000

MG ta san phidm )
Vién nén bao phim mau trang, hinh tron duong kinh 8 mm.

Quy cach dong goi
Hop 4 vi x 10 vién

Thude dung cho bénh gi i1 (ol
Aceclonac thudc nhom thude chéng viém khong steroid (viét tat 1a NSAIDs). Nhém thude nay ¢6 tac '~ |
dung chéng viém va giam dau. Hoat chit cia Aceclonac la aceclofenac. Lo\
Aceclonac hoat dong bing céch khéa cac chit gidng hormon c6 tén goi la prostaglandm AN
Prostaglandin dugc giai phong tai vi tri vét thuomg, mo ton thuong va phan ung mién dich.
Prostaglandin dong vai trd quan trong trong co ché phan mg mién dich ciia co thé va ca tang tai hip

thu xuong khi bi bénh.

Aceclonac duge dung dé giam dau va chéng viém & nhiing bénh nhan méc cac bénh sau:

- Viém khdp (viém xuong khop). Bénh nay thudng xay ra & nhitng bénh nhan trén 50 tudi va gy

mét sun va mo xuong canh khdp.

- Bénh tu mlen gdy viém khoP man tinh (viém khép dang thap)

- Viém cdt séng c6 thé din dén dinh cdc d6t séng (viem cot song dinh khép).

Nén diing thudc nay nhwr thé nao va liéu lwgng

Luén diing thudc theo diing chi dan cuia béc sy hodc dugc s¥. Ban s€ duoc ké don lidu thip nhét c6
hleu qua trong thoi gian dicu trj ngin nhit dé giam thidu tic dung phyu. Hoi lai bac s§ hodc dugc sy
néu ban khong chéc chan.

Lidu khuyen céo cho nguoi 16n 1a 200 mg (2 vién Aceclonac). Nén udng 1 vién vao budi sang va 1
vién vao budi tdi.

Nén nudt ca vién thude ciing v6i nhidu nude va nén diing cling hodc sau khi in. Khong nghién nho
hoic nhai vién thude.

Khéng ding qué liéu hang ngay bac sy di ké cho ban.

Nguoi cao tudi

Neu ban la ngudi cao tudi, ban c6 thé d& gip cac tic dung phu nghiém trong (xem phan Téac dung
khong mong mudn). Néu béc sy ké don Aceclonac cho ban, ban s& dugc ké lidu thap nhat c6 hiéu
qua trong thoi gian ngéin nhat.



Khi nao khong nén dung thude nay , ‘
e Néu ban bi di tng véi aceclofenac hodc bit ky thinh phin khéc cia thudc.
e Néu ban bi di g v&i aspirin hodc bét ki thude NSAIDs nio khac (nhw ibuprofen, naproxen hoic
diclofenac).
o Néu ban da dung thudc aspirin hogic bét ky thubec NSAIDs nio khac va xudt hién mét trong cac
déu hidu sau:
- con hen phé quén c4p.
- chay nuwée miii, ngira va/hodc hat hoi (kich fmg miii).
- moc 18n ndt phét ban vong tron do trén da c6 thé gdy ngira, cham chich hodc bong rat.
- phén (g dj Ung nghiém trong (sbc phan v&). Cic triéu chimg bao gdm kho thd, the khd khe, dau
bét thudng va nén.
e Néu ban ¢6 tién str, dang bi, bogic nghi ngd bj loét da day hode xudt huyét tiéu hoa.
 Néu ban bj bénh than ning.
¢ Néu ban bj hodc da timg bi suy tim nang (tryy tim).
¢ Néu ban bi chay mau hofc ri loan chay mau.
o Néu ban dang c6 thai (trir khi ¢6 sy ¢An nhic bai bac s§ ctia ban).

Khuyén cdo khéng ding Aceclonac cho tré em

Tidc deng khong mong mudn

Glong nhu cdc thube khae, thube nay ¢6 thé gy ra cac tée dung phu, mic dit khong phai tit ca moi
ngudi déu méc phai.

Ngirng dung thudc va hoi v kién bac sy NGAY LAP TUC néu ban gip bt ky tic dung phu ndo dudi
day:

- phén @ng di img nghiém trong (sbc phin vé). Trleu chimg c6 thé phat trlen rdt nhanh va c6 thé de
doa dén tinh mang néu khdng duoc dleu tri ngay, gom céc déu hidu sau: sbt, khé thé, tha khd khe,
dau bat thudng, ndn, sung & mit va cb hong.

- phét ban trén da nghiém trong nhu hdi chimg Stevens-Johnson va hoai tir thugng bi nhiém doc. Co
kha nang de doa dén tinh mang va tién trién nhanh chéng hinh thanh cac myn nude 16n va trée da.
Nét phat ban cling ¢6 thé xudt hién trong miéng, ¢ hong hodc mat. Sét, dau déu va dau céc khép
thwong xay ra cung luc.

- viém mang ndo. Céc triéu chimg bao gdm sbt, dau diu, ndn, phat ban do 16m dbm, clmg cb, da
nhay cam véi anh sang.

- dai tién ra mau.

- dai tién phan den. Non ra mau hodc chdm den tréng gidng bi ¢i phé.

- cac thude nhir Aceclonac ¢6 thé giy ting nhe nguy co con dau tim (“nhdi mau co tim™) hoze dot
quy.

- suy than.

NGUNG DUNG THUOC va héi ¥ kién bac sy néu ban gip phai:

- kho tiéu hodc g néng.

- dau bung (d‘au da day) hodc cac tneu ching bét thudmg & bung.

- r6i loan ve mau nhu giam san xuat cac te bac mau, v& hong cdu bit thudmg dugce goi la thiéu mau
tan mau, sd luong té bao bach cau giam, sb hrong tiéu cau giam, téng nong do kali trong mau ¢ thé
gay kich tmg cac mach mau gy viém goi 1a viém mach. Cac rbi loan nay co thé gy cho ban cam
gidc va cling mét moéi, khé thé, dau khép va d& bi nhiém tring tai phat va bam tim.



Néu bét ky tac dung phu nao dudi day tré nén nghiém trong, hogc néu ban gap bit ky tic dung phu
nio khong dugc liét ké trong t& hudng din ndy, hily béo cho béac sy hodc duge si.

Thiromg gdp (c6 thé gap & 1 trén 10 ngudi)

- chong mat

- budn nén (cam thay mét moi)

- tiéu chay

- tng cac enzym gan trong mau

It gdp (c6 thé gip & 1 trén 100 ngudi)

- day hoi

- viém hodc kich img niém mac da day (viém da day)
- tdo boén

- nén

- loét mi¢ng

- ngua

- phét ban

- viém da

- moc 1én cdc ndt tron mau do trén da cé cam gidc ngira, chim chich ho#ic bong rat.
- tang ndng do ure trong mau

- ting ndng do creatinin trong mau

Hiém gdp (c6 thé gip & 1 trén 1000 ngudi)
- dj tmg (phan (mg dj img)

- rbi loan thj giac

- suy mach

- tang huyét 4p

- hoi tho ngén

- xudt huyét tidu hoa

- loét da day - ta trang

Rat hiém gdp (c6 thé gip & 1 trén 10000 ngudi)
- tram cam

- ac mong

- mat ngu

- ngira, chdm chich hodc té trén da

» run

- bubn ngu

- nhire dau

- vi la trong miéng

- cam giac quay quay khi ding yén

-1 tai

- tim dép nhanh hodc thinh thich (danh trbng nguc)
- nong birng

- kho the

- ngay to khi th&

- viém miéng

- thing da day, rudt gia hodc thanh rudt

- dot cip viém dia trang va bénh Crohn

- viém tuy



- tbn thirong gan (bao gdm viém gan)

- vang da

- chay mau tu phét trong da (xuét hién nhuwr ndt phat ban)
- héi chitng thdn hu

- gift nudc va phu

- mét moi

- chudt rit ¢ chin

- tang ndng do phosphatase kiém trong mau

- tAng cin

Céc tac dung phu khéc duge béo céo véi cac thubc nhém NSAIDs gbm:

- 40 gidc

- I 1an

- m& mét, mit mot phan hodc toan bé thi lirc

- ¢ir ddng mét dau

- bénh hen tién trién ning hon

- da nhay cam véi anh sdng mét trod

- viém thén

- n6i chung cam thay khong khoe

Byc biét, nhiém trung da nghiém trong xay ra lién quan dén bénh thiy d4u.

Nén trinh diing nhitng thudc hodc thire pham gi khi dang sit dung thude nay

Ditng ciing cdc thude khdc ’ . ' )

Béo vdi bac s§ hodic duge s§ néu ban dang ding, gan déy dung bét ky thude nao khac.

Hay ndi v&i bac s§ néu ban dang dung:

o thubc dung dé didu tri bénh trAm cam (thudc vre ché tai hip thu chon loc serotonin) hodc thude
hung-trdm cam.

o thudc ding dé diéu tri suy tim va nhip tim bat thuong (glycosid tim nhur digoxin).

o thudc dung dé diéu tri huyét ap cao (thudc chéng ting huyét ap).

¢ khang sinh nhém quinolon.

o thudc diing d8 tang tde do bai tiét nude tidu (thudc loi tiéu).

o thubc chéng dong mau nhir warfarin, heparin.

¢ methotrexat duoc ding dé didu tr ung thir va bénh tu mién.

s mifepriston.

bt ky thubc ¢ vong steroid (ostrogen, androgen hodic glucocorticoid).

e thudc ding dé (e ché hé mién dich (cyclosporin hogc tacrolimus).

e thudc ding dé diéu tri HIV (zidovudin).

e thudc ding dé ha ndng d6 dudng trong mau (thube chdng dai thio dudng).

o bit k¥ thubc khac thude nhém NSAIDs (aspirin, ibuprofen, naproxen), ké ca thudc (rc ché COX-2.

~ . re & b A A
Dang ciang voi thue phitm va do uong
Nén ubng Aceclonac cing ho#c sau khi én.

Cin lam gi khi mgt lin quén khdng ding thude

Néu ban quén mét licu, dimg lo ling, hay ubng lidu tiép theo vao thoi diém nhu moi khi. Khéng
ubng gip ddi lidu dé bu lidu da quén.



Can bio quan thudc nay nhw thé nao

Bao quan noi kho rao, trz’inh anh sang, nhié’t do kh'éng qua 30°C.

Néu thudc ctia ban bj ddi mau hodc ¢6 bt ki ddu hiéu cho thdy thubc bi hong, hdy tra lai né cho
dugce s¥.

Nhirng dau hiéu va tru;u chirng khi dung qua lidu

Cac triéu chimg bao gdm dau déu, buon ndn, ndn, dau thuong vi, kich img dudng tiéu hoa, Xudt
huyét tiéu hoa, hiém khi tiéu chay, mit dinh huéng, kich thich, hén mé, budn ngu, chéng mit, U tai,
ha huyét 4p, suy ho hap, ngét, doi khi co giat. Truong hop ngd ddc ning, suy than cép tinh va bn
thuong gan c6 the xay ra.

Cin lam gi khi ding thube qua lidu khuyen cao

Néu ban V0 tinh udng qua nhiéu vién Aceclonac, hdy lién hé ngay lap tirc v6i bac s§ hogic dén ngay
phong cdp ciru ctia bénh vién gin nhit. Ban nén mang theo t& huéng din sir dung nay hoic hdp
thubc Aceclonac dén bénh vién dé bac s§ biét ban da udng thude nay.

Nhirng diéu cin thin trong khi dung thudc nay

Tméc khi bit dau ding thuoc Aceclonac, hdy néi v&i bac sy cua ban:

e néu ban c6 bat ky bénh v& than hoic gan.

e néu ban mic bét ky bénh nao dudi ddy, vi bénh c6 thé xau di:

- rdi loan tiéu hoa trén hodc dudi.

- viém duong rudt (viém loét dai trang).

- viém duong rudt man tinh (bénh Crohn).
- loét, chay mau hodc thing rudt.

- t6i loan vé mau.

e néu ban d timg ho3ic dang ¢6 vin d& v& tudn hoan méu 1én nio.

e néu ban bi hen phé quan hozc ¢6 bat ky vin dé v& duong tho.

e néu ban bj rdi loan chuyén hda porphyrin.

e néu ban c6 van dé vé tim, tién sir dot quy hodc nghi ring ban ¢6 nguy co bi céc tinh trang nay (vi
du, néu ban cé huyét ap cao, dai thao duong, cholesterol cao hoac ngudi hit thudc 14), ban nén
trao d6i v6i bac sy diéu tri ciia ban hodc dugc s§.

e néu ban bj thiy ddu, nén tranh ding thubc ndy vi nhiém tring da nghiém trong hiém gip c6 lién
quan dén viéc dung thudc nay.

o néuban dang hdi phuc sau cudc phﬁu thuét lon.

e néu ban 1a ngudi cao tudi (bac s§ s& ké don cho ban liéu thip nhit c6 hiéu qua trong thoi gian
ngén nhét).

Phuy nit co thai va cho con bu

Néu ban dang c6 thai hodic cho con bu, nghi ngd ¢6 thé c6 thai hodc dang du dinh ¢6 thai, hdy hoi ¥
kién bac s§ hodic duge sy trude khi dung thude nay.

Ban nén néi vdi bac s§ néu ban dang du dinh c6 thai hodc néu ban c6 van d& vé viéc mang thai.
Thudc NSAIDs c¢6 thé 1am ban khoé c6 thai.

Khong udng Aceclonac néu ban c6 thai hodc nghi ngd c6 thai. P an toan cia thudc nay khi ding
trong thoi ky mang thai chua duge thiét 14p. Khuyén céo khong nén dung thudc trong thai k¥ trir khi
¢ su xem xét can nhac cua bac s¥y.

MR



Khéng nén dung Aceclonac néu ban dang cho con bi. Chua rd ligu thude nay c6 duge bai tiét vao
stra me hay khong. Khuyén cédo khéng nén dung trong thoi gian cho con b trir khi ¢6 sur xem xét cén
nhac cia bac s¥.

Ldi xe va vin hanh mdy méc
Néu ban dang uong Aceclonac va ban bi chéng mat, buon ngt, hoa mat, mét moi hodc rbi loan thi
gidc, thi ban khoéng nén 1ai xe hodc sir dung may moc.

Khi nao cin tham vén bac sy, dwgc si
Neéu can thém thong tin xin hoi y kién bac sy hodc dugc si

Han dung_
36 thang k€ tir ngay san xuét,
Khong ding thuéc quad han sic dung ghi trén bao bi.

Nha sén xuét
RAFARM S.A.
Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, 19002,37, Hy Lap.
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TUQ.CUC TRUUNG
P.TRUONG PHONG

Pham Ghi Vin Hamh
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