RX - Thud nay chi diing theo don thudc

AFENACOL® 100MG

(Vién nén bao phim Aceclofenac 100 mg)

CACDAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC

- Bocky hung dén st dung trudc khi diing. Néu can thém théing tin, xin hdi i kién bdc sthodic dugc si.

- Déxatdmtaytréem.
- Khong diing thuéc qud han in trén bao bi.

THANH PHAN CONG THUC THUOC

MGi vién nén bao phim c6 chuia:

Thanh phdn hogt chdt: Aceclofenac 100 mg

Thanh phdn td duoc. Microcrystalline cellulose; povidone; croscarmellose
sodium; polysorbate 80; silica colloidal anhydrous; glycerol distearate; Opadry
White Y-5-7068 [thanh phan: hypromellose 3 mPas (E-464), hydroxypropy!
cellulose (E-463), titanium dioxide (E-171), macrogol (E-1521), hypromellose 50
mPas (E-464)].

DANGBAO CHE

Dang bao ché:Vién nén bao phim .

M6 ta hinh thiic: Vién nén bao phim mau trang, hinh try, hai mt I6i, mot mat
cdranh khia.

Vach bé chi dé thuén tién choviéc chianho vién thudc giip dé nudt hon, khong
phi dung dé chialiéu.

CHIDINH

Vién nén bao phim aceclofenac duoc chi dinh dé giam dau va viém trong thodi
hoa khdp, viém khdp dang thap va viém cot séng dinh khp.

CACHDUNG, LIEU DUNG

Liéu ding

(Céc téc dung khong mong mucn cd thé duoc giam thiéu bang cach s dung
liéu thap nhat 6 hiéu qua trong thds gian ngan nhéit can thiét dé kiém soét cac
triéu chting (xem “Canh bdo va than trong khi duing thudc”).

Ngudi lon )

Liéu khuyén céola 200 mg mdi ngay, chia thanh hai liéu 100 mg riéng bit, mot
vién vao budi séng va mot vién vao budi toi.

Tréem

Khong c6 dit lieu lam sang vé st dung aceclofenac 6 tré em va do d6 khong
khuyén céo sit dung cho tré em dui 18 tudi.

Nguoi gia

Ngui gia, nhiing nguti c6 nhiéu kha nang bi suy giam chiic nang than, tim
mach hodc gan va ding dong thai nhiéu thudc, co nhiéu nuy co chiu cac hau
qua nghiém trong cla phan ting cd hai. Néu mot thudc NSAID dugc coi la can
thiét, nén sir dung liéu thap nhat co hiéu qua va trong thdi gian ngan nhét c6
the. Benh nhan nén duoc theo dbi thudng xuyén nguy co xudt huyét tiéu héa
trong khi diéu trj bang NSAID. ) )

Dugc dong hoc cia aceclofenac khong bi thay d6i & bénh nhén cao tudi, do do
khong can thiét phéi thay d6i liéu hodc tén sudt duing thudc.

Suy than
Khong co biang chiing cho thély cén phai thay ddi liéu aceclofenac ¢ bénh nhan
suy than nhe, nhung nhu cac NSAID khéc, can thén trong khi st dung.

Suy gan
(6 mt s6 bang ching cho thdy nén giam liéu aceclofenac & bénh nhan suy gan
va khuyén nghj nén st dung liéu hang ngay ban dau a 100 mg.

Céchdung

Thuoc diing duing uéng. Uong nguyén vién vdi lugng nudc vita d.

Tt hon nén uéng ciing hodc sau bifa an. Khi diing aceclofenac cho ngudi tinh
nguyén khoe manh lic d6i va lic no, chi anh hudng dén toc do hap thu ma
khéing anh hudng dén mdc d6 hép thu cla aceclofenac.

CHONG CHiBINH

Qud man véi aceclofenac hodc vdi bt ky ta dugc ndo clia thudc.

Dang bi hodc co tién st loét/xudt huyét da day ta trang tai phét (hai hodc nhiéu
dotloét hodc chdy mau 6 rét). )
Cac NSAID duoc chong chi dinh & nhitng bénh nhan dé co phan ting qué man
(vi dy: hen suyén, viém mii, phti mach hodc ndi may day) vi ibuprofen, aspirin
hoéc cac thudc chéing viém khong steroid khac.

Suy gan va suy than ndng. ) )
Bénh nhan da dugc xac dinh suy tim sung huyét (NYHA IHV), bénh tim thiéu
mau cucbo, bénh dong mach ngoai vivashodc bénh mach méu nao. ,
(6 tién st xudt huyét hodc thing duong tiéu hoa, lién quan dén diéu trj bang
cac NSAID trudc do.

Dang bj chdy mau hodc réiloan chdy méu.

Khong nén ding aceclofenac cho phu ni ¢ mang thai, ddc biét la trong ba
théng cudi cla thai ky, trir khi 6 ly do thuyét phuc. Nén dung liéu thép nhét
O hiéu qua.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Céc téc dung khong mong musn 6 thé dugc gidm thiéu bang céch st dung
liéu thap nhat c6 hiéu qua trong thdi gian ngan nhét can thiét de kiém soét cac
triéu ching (xem"Cdch dung, liéu dung” va cc nquy co'trén duong tiéu hda va
tim mach bén dui).

Nén tranh sif dung aceclofenac dong thai véi cac NSAID bao gom cac chét e
ché chon loc cyclooxygenase- 2 (xem "Tuong téc, tuang ky cla thuéc’).

Ngu'i cao tudi: ,

Nauoi cao tudi o tan sudt gap cac téc dung khong mong mudn vdi NSAID tang,
ddc bigt la xudt huyét tieu hoa va thing da day 6 thé gay tirvong (xem “Céch
dung, liéu dung’).

Réiloan hé hp:

Can than trong khi dling thudc cho bénh nhan dang bi hodc o tién stthen phé
quan vi da cd bdo cdo cdc thudc NSAID gdy co that phé quan & nhiing bénh
nhan nay.

Suytim, thdnvagan:

Viec st dung NSAID ¢6 thé lam gidm su hinh thanh prostaglandin, phu thuc
vao liéu lugng va dan dén suy than. Nguy co gap phan ting nay cao nhét &
nhiing nqudi bi suy gidm chic nang than, suy tim, suy gan, nhiing ngudi
dang dung céc thudc loi tiéu va nguai cao tudi. Cén Iuu § tam quan trong clia
prostaglandin trong viéc duy tri Iuu lugng mau qua than & nhiing bénh nhén
nl‘:yachhfrc nang than nén dugt theo ddi ¢ nhing bénh nhan nay (xem “Chong
chidinh’).

Thn:

Bénh nhan suy than nhe dén trung binh nén duot theo doi, vi viéc sit dung
NSAID 6 thé lam suy giam chtic néng than. Nén st dung liéu thép nhét co hiéu
qud va theo d6i chiic néng than thuding xuyén. Anh hudng dén chuic néing than
thudng cd thé hoi phuc khi ngting st dung aceclofenac.

Gan:

Néu céc xét nghiém chiic nang gan bét thuting kéo dai hoac nang thém, cac
ddu hiéu hodc triéu chuing lam sang cho théy bénh gan tién trién hodc néu xui
hién cac biéu hién khac (tang bach cu di toan, phat ban), thi nén ngiing st
dungvién nén aceclofenac. Can theo ddi chdt ché nhiing bénh nhan bi suy giam
chiic néing gan tirnhe dén trung binh. Viém gan c6 thé xay ra ma khong cd cac
triéu ching béo trudc. ) i
it dung aceclofenac & bénh nhan r6i loan chuyén hoa porphyrin gan co thé
gay ra con bénh cap.

Tdc dung trén tim va mach mdu ndo:

(Cén theo ddi va tu van thich hgp cho nhiing bénh nhan c6 tién s ting huyét
ap va/hodc suy tim sung huyét tit nhe dén trung binh vitinh trang gict nudc va
phti né da dugc bdo cdo lién quan dén liéu phap NSAID. Bénh nhan suy tim
sung huyét (NYHA-) va bénh nhén ¢4 cac yéu t6 nguy co cao ddi vdi cac bién
€6 tim mach (vi du: tang huyét &p, tang lipid mau, dai thdo duting, hit thudc
13) chi nén diéu tr bang aceclofenag sau khi da can nhdc cén than. Vi cac nguy
¢a'tim mach cla aceclofenac ¢d thé tang én theo liéu Iugng va thai gian phoi
nhiém, nén st dung thudc ves liéu hang ngay thap nhét co hiéu qua trong tho
gian ngan nhét co thé, Cén dénh gia dinh ky nhu cau dé gidm triéu chiing va dap
Ung diéu trj ctia bénh nhan.

Can than trong va theo dai chat ché khi diing aceclofenac cho nhiing bénh
nhan ¢ tién st xudt huyét néo.

Chdy mdu, loét va thing duong tiéuhéa:

Chay mdu, loét hodc thing duong tiéu héa, c6 thé gay tlvong, d dugc béo cdo
V6 tét ca cac NSAID vao bdt ky thai diém ndo trong qua trinh diéu tri, c6 hodc
khing 6 céc triéu chiing canh béo hodc tién st trudc d6 vé bénh da day-rugt
nghiemtrong. )

(Can giam sat y té chat ché & nhing bénh nhén ¢d cic triéu chiing rdi loan da

day-rut bao gom ca duting tiéu hoa trén hodc dudi, c6 tién st ggi y vé xudt
huyét, loét hoac thing da day-rudt, viém loét dai trang hodc bénh Crohn hogc
cac bét thuong vé& huyét hoc, vi nhiing bénh nay cd thé tré nén tram trong hon
(xem“Tac dung khéng mong mudn cta thudc”).

Nouy ca chay mau, loét hodc thing dudng tiéu héa cao hon khitang liéuNSAID,
& nhing bénh nhan c6 tién st loét, dc biét néu c6 bién chiing xuat huyét hoac
thiing (xem “Chding chi dinh’) va & ngudi cao tui. Nhiing bénh nhén nay nén
bét diau diéu tri vdi liéu thap nhét c6 thé. Nén xem xét diéu tri két hop vai cac
thuc béo vé (nhumisoprostol hodc thudc tc ché bom proton) cho nhiing bénh
nhan ndy va ca nhiing bénh nhan can dung déng thai aspirin liéu thép hodc cac
thudc khéc co kha nang lam tang nguy co d6i vdi duting tiéu hoa (xem thong
tin bén dudi va“Tuong tac, tuong ky ctia thudc”).

Bénh nhan c6 tién st nhiém dc duong tiu ha, diic biét & ngudi cao tudi, nén
héo céo bt ky triéu chiing bat thuting nao & viing bung (déc biét la chay mau
tiéu hda) déc biét trong giai doan dau diéu tri.

Cén than trong & nhiing bénh nhan dang diing déng thdi cc thudc c6 thé
lam tang nquy co loét hodc chdy mau nhu corticosteroid diing dung toan
than, thudc chong dong mau nhu warfarin, thuéc tc ché chon loc téi hap thu
serotonin, thudc chéng két tap tiéu cau nhu aspirin (xem “Tuong tac, tuong ky
clia thudc”).

Nén ngung diéu tri khixéy ra xuat huyét hodc loét dutng tiéu hoa 6 bénh nhan
dung aceclofenac.

Lupus ban @6 hé théng va bénh mé fién két hon hop:

Nhiing bénh nhan b lupus ban do hé thong (SLE) va r6i loan mo lién két hon
hop, co thé cd sy giatang nquy co bi viém mang nao vé khun (xem “Tac dung
khdng mong muon clia thuac”).

Daliéu:

Céc phan ting da nghiém trong, MGt s6 gay tif vong, bao gom viém da troc vay,
hoi chiing Stevens-Johnson va hoai tit biéu bi nhiém dac, rét hiém khi dugc
hdo cdo lién quan dén viéc st dung NSAID (xem "Tac dung khong mong muon
cliathudc’). Bénh nhan o nguy ca gap céc phan ting nay cao nhat khi bat déu
diéu tr, trong da s6 céc truong hop su khéi phat ctia cac phan ting nay xéy ra
trong thang dau diéu tri.Nén ngiing diing aceclofenac khi xuét hién ban da, ton
thuong niém mac hodc bét ky dau hiéu qua man nao khac.

Déc biét, bénh thily dau co thé gay ra céc bién chiing nhiém tring da va mo
mém nghiém trong. Cho dén nay, khong thé loa trlf nguyén nhan gép phan
clia NSAID lam tram trong thém cac bénh nhiém triing nay. Vi vy, nén tranh st
dung aceclofenac khi bi thiy dau.

Suy giam khd ndng sinh sdn 6 phu ni: )

Viée st dung vién nén bao phim aceclofenac 100 mg c6 thé lam gidm khd néng
sinh sén ctia phu ntt va khong dugic khuyén céo 6 nhiing phu ni dang ¢6 gang
thu thai. Nén can nhdc viéc ngiing st dung vién nén bao phim aceclofenac ¢
nhiing phu nit gap kho khan trong viéc thu thai hodc dang diéu tr vo sinh.
Phdn iing qud man: )

Cling nhu cac NSAID khéc, cc phan tng di ting, bao gom phén ting qua man/
s6c phan v, ciing 6 thé xay rama khong ¢d sy phoi nhiém véi thudc ti trudc.

Huyéthoc:

Vién nén bao phim aceclofenac ¢4 thé tic ché c6 héi phuc su két tap tiéu cau
(xem"Tuong tac, tuong ky cla thuéc’).

Diéu tri kéo dai:

Cén theo dai can than tét ca cac bénh nhan dang ding NSAID vé chiic ning
than, gan (c6 thé xay ra tdng men gan) va cong thiic mau.

Nguy co huyét khéi tim mach:

Cac thud chéng viém khong steroid (NSAIDs), khong phai aspirin, ding dubng
toan than, c the lam tang nguy co xuat hién bién c6 huyét khai tim mach, bao
g6m ca nhdi mau co'tim va dot quy, c6 thé dan dén titvong. Nguy conay c thé
xut hién s6m trong vai tuan dau duing thudc va o thé tang lén theo thai gian
dung thudc. Nguy co huyét khéi tim mach dugtc ghi nhan ch yéu 6liéu cao.
Bic 5 cén dénh gia dinh ky su xudt hién cta céc bién co tim mach, ngay ca khi
bénh nhén khong cd cac triéu chiing tim mach truéc d6. Bénh nhan can duoc
canh béo vé céc triéu chiing clia bién c6 tim mach nghiém trong va can tham
kham béc i ngay khi xut hién céc triéu chiing nay.

Dé giam thiéu nguy o xut hién bién co bétloi, can sit dung aceclofenac & liéu
hang ngay thap nhdt c6 hiéu qua trong thdi gian ngan nhét cd thé.

SU'DUNG THUGC CHO PHY N{J CO THAI VA CHO CON BU

Mang thai )
Khong co thong tin vé viéc st dung aceclofenac trong thoi ky mang thai. Su e
ché tong hap prostaglandin co thé dnh hudng xéu den thai ky véshodc su phat
trién ctia phoifthai nhi. Diliéu tir cac nghién ciu dich t& hoc cho thay nguy co
say thai, dj dang tim hodc r6i loan da day téng lén sau khi st dung chat tc ché
tong hop prostaglandin trong thdi ky dau mang thai. Nguy co tuyét d6i vdi di tét
tim mach tang tir dudi 1%, Ién dén xap xi 1,5%. Nguy co dugc cho la tang theo
liéu lugng va thoi gian diéu tri.
0 dong vat, viéc st dung chat tic ché tong hop prostaglandin da dugc chiing
minh [a lam tang tj 1 mat trudc va sau khi cay va khd nang chét clia phoi thai.
Ngoai ra, gia tang ty |é mdc cac di tat khac nhau, bao gom ca tim mach, da dugc
hdo cdo § dong vat duoc sir dung chét tc ché tong hop prostaglandin trong thoi
ky hinh thanh cg quan. Tir tuan thi 20 clia thai ky trd i, st dung aceclofenac c6
thé géy thiéu 6i do thai nhi b r6i loan chiic néng thén. Diéu nay c6 thé xdy ra
ngay sau khi bit dau diéu tri va thudng hai phuc khi ngting thuac. Ngoai ra, da
0 bido céo vé tinh trang co thét Gng dong mach sau khi diéu tr trong ba théng
gilta clia thai ky, hau hét trong s6 d6 dugic giai quyét sau khi ngling diéu tri.
Trong ba thang dau va ba thang giiia clia thai ky, khong nén diing aceclofenac
trirkhi that sy cén thiét. Néu chidinh aceclofenac & phu nit dang ¢6 gang mang
thai hodc trong bathang dau va ba thang giia cdathaiky, nén duy tr g lieu thap
nhtva thdi gian diéu tr ngan nhét c6 thé.Trudc khi sinh, cn can nhac theo doi
tinh trang thiéu di va co that ng dong mach sau khi phoi nhiém v aceclofenac
trong vai ngay t tuan thai tht 20 trd di. Nén ngiing st dung aceclofenac néu
phat hién tinh trang thiéu di hodc co that ong dong mach.
Trong ba thang cuoi clia thai ky, tét ca céc chét tic ché téng hop prostaglandin
6 the khién thai nhi:
- Nhiém doc tim phéi (co thét/déng s6m 6ng dong mach va tang 4p luc dong
mach pho); -
- Rai loan chiic nang than (xem thdng tin & trén), 0 thé tién trién thanh suy
than kem thiéu 6i. ,
BGivéi me va tré sosinh, khi dung thudc vao cudithaiky: -~
- Cothé kéo dai thai gian chdy méu, téc dung chong két tap tiu cau cd thé xdy
rangay cé khi duing liéu rét thap. )
- Ucché céc con cotlfcung dan dénfam cham hodc kéo dai théi gian chuyén da.
DP? gé, rir;éng chi dinh aceclofenac trong ba théng cudi cla thaiky (xem“Chong
chidinh’).

Cho con bui

Khang c6 thong tin ve su bai tiét aceclofenac vao sita me, tuy nhién kong c6 sy
van chuyén dang ch y clia aceclofenac dugtc danh déu phong xa (14C) vao stta
clia chudt dang cho con b.

Do d, nén tranh st dung vién nén aceclofenac trong thof ky mang thai va cho
con b trir khi nhiing lgi ich vugt trdi so véi nguy co ¢6 thé cd ddi vdi thai nhi.

Khd ndng sinh sdn )

Vic st dung vién nén aceclofenac c6 thé lam gidm kha nang sinh san clia phu
n{t va khong dugc khuyén cdo & phu nit dang c6 gang thu thai. Nén cén nhac
viéc ngling st dung vién nén aceclofenac & nhiing phu nit gap kho khan trong
viéc thu thai hodc dang trong qua trinh diéu tri vo sinh.

ANH HUGNG CUATHUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Cac téc dung khong mong mudn nhu chong mat, hoa mét, budn ngd, mét mi,
6i loan thi gidc hodc céc i loan hé than kinh trung wong khéc 6 thé xdy ra
sau khi diing NSAID. Néu bi anh hudng, bénh nhan khong nén lai xe hodc van
hanh méay méc.

TUONGTAC, TVONG KY CUA THUOC

Tugng tac clia thudc:

Thudc gidm dau khdc bao gom thudc iic ché chon loc cyclooxygenase-2:
Tranh stf dung dong thoi hai hoac nhiéu NSAID (bao gom a aspirin) vi diéu
nay ¢d thé lam tang nguy ca téc dung khong mong muon bao gom chay méu
duong tiéu ha (xem“Canh béo va than trong khi dung thudc”).

Thuéc diéu trj tang huyét dp: ) )
NSAID ¢6 thé lam gidm tac dung clia thuc diéu tri ting huyét &p. Nguy ca suy
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than cdp tinh thudng c6 thé héi phuc, co thé tang lén 6ot s6 3 bénh nhén c6 chiic
nang than bi ton thuung (vi du bénh nhan mat nudc hoac bénh nhén cao tudi) khi
thudc U ché men chuyen hoic thudc déi khang thy thé angiotensin I dugc két
hdp vdiNSAID. Do 6, can than trong khi sitdung phdi hop, dic biét la & nguoi cao
tuoi. Bénh nhan can duoc bl nudc day dii va nén theo doi chic nang than sau khi
bét dau diéu tri dong thoi va dinh ky sau d.

Thuéc lgi tiéu:

Aceclofenac giong nhu cac NSAID khdc, co thé lam giam tdc dung clia cac thudc
loi tiéu. Thudc loi tiéu c6 thé lam tdng nguy co gay nhiém doc than ctia NSAID. Mac
i khng thaly cd anh hueing dén vigc kiem soat huyet ap khi dung dong thai véi
bendrofluazid, nhung khong thé loai triftuong téc voi céc thudc loi tiéu khac. Nén
theo doi kali huyét thanh khi duung dong thoi vai thuc loi tiéu girkali,

Cdc glycosid tim nhu digoxin:

NSAID c6 thé lam tram trong thém tinh trang suy tim, giam GFR (t6c d6 loc ciu
than) va tic ché syt thanh théi glycosid 6 than, dan dén tang nong do glycosid trong
huyet tuong. Nén tranh phéi hap nay, trit khi c6 thé thuic hién theo doi thuong
Xuyén nong do glycosid.

Lithi:

Mt s thudc NSAID tc ché suthanh théi lithi quathan,lam téng ndng dd lthitrong
huyet thanh. Nén tranh phdi hop nay, trr khi o thé theo doi nong dolithi thung
Xuyén.

Methotrexat:

Luu ¥ tuong tac co thé xay 1a gitia NSAID va methotrexat, ngay ca khi methotrexat
dugc st dung & liéu thap, dacbiét o nhung bénh nhan suy giam chic nang than.
Can theo doi (hU( nang than khi phai sif dung ph0| hap. Can than trong néu stt
dung dong thoi ca NSAID va methotrexat trong  vong 24 gio, vi NSAID 6 thé [am
ting ndng do methotrexat trong huyét tuong, dén dén tang doc tinh.

leepnston
Khong nén s dung NSAID trong 8-12 ngay sau khi dling mifepriston vi NSAID ¢6
thé1am gidm téc dung clia mifepriston.

Corticosteroid:
Tang nquy ca loét hodc chdy mdu dudng tiéu héa (xem'Canh bdo va than trong
khi dung thuéc”).

Thudc chong dong:

NSAID c6 thé tang tdc dung clia thudc chong dong méu, chdng han nhu warfarin
(xem“Cénh bdo va than trong khi dung thuoc”) Cén theo ddi chat ché nhiing bénh
nhan dang didutri bang thudc chéng dong mau két hop vai viéen nén aceclofenac.

Thudc khdng sinh quinolon:

DIt liéu trén dong vé chi ra réng NSAID c6 thé lam tang nguy co co gidt lién quan
dén thuc khang sinh nhém quinolon. Bénh nhan ding NSAID va quinolon o thé
tang nguy ca bi co gidt.

Thudc chéng két tap tiéu cduva chat ic ché tdi hdp thu serotonin c chon loc (SSRI):
Tang nguy co xudt huyét tiéu héa (xem “Canh bdo va than trong khi dung thudc’).

Ciclosporin, Tacrofimus:

Duing cac thu6c NSAID cling vdi ciclosporin hodc tacrolimus ¢ thé lam téng nguy
conhiém déc than do giam tong hop prostacyclm &than. Do do, trong khi diéu tri
phdi hop, diéu quan trong 2 phai theo d can than chiic nang than.,

Zidovudin:

Tang nguy co nhiém doc huyét hoc khi dung NSAID vdi zidovudin. C6 nhitng ddu
hiéu cho thdy c6 thé tang nguy o mac bénh ty méu khdp va tu mau & nguti bénh
mau kho dong HIV (+) duoc diéu tri dong thai vai zidovudin va ibuprofen,

Thudc diéu trj ddi thdo duting:

Cécnghién cttu lam sang d chi ra rang diclofenac 6 thé dugc ding cing vdi cac
thudc dleu tri ddi thdo duong dang uong ma khong anh huang dén téc dung lam
sang cla chung Tuy nhién, da c mot o bdo cdo riéng biét vé tac dung ha dudng
huyét va tang duong huyet Do d0 véi vién nén aceclofenac, can can nhic diéu
chinh liéu lvgng ctia thudc ha duong huyét.

Cdcthudc NSAID khdc:
Diéutridong thoi véi aspirin hogc cac NSAID khac o thé[am tang tn sut cac phan
(ing bt lgi, bao g6m ca nquy co xuét huyét tiéu hoa.

Tudng ky cla thuéc:
Dokhong co cac nghién cu vé 3 tinh tuong ky clia thudc, khong tron lan thudc nay

véi cac thudc khac.

TAC DUNG KHONG MONG MUGN CUA THUGC

Tiéu hoa

Céc tac dung khong mong mudn thuong thay nhét I3 trén dudng tiéu héa. C6 thé
¥y ra loét, thing da day t trang hodc xut huyét tiéu héa, doi khi gay tit vong,
dac biét & ngudi cao tui (xem ‘Canh béo va than trong khi ding thuoc”) Budn
non, non, tiéu chdy, day hai, tao bon, kho tiéu, dau bung, phan den, ndn ra mau,
vigmlogt miéng, dot cap clia viém dai trang va bénh Crohn (xem“Cénh béo va thén
trong khi dung thudc”) da dugc bao céo sau khi dling thudc. Viém da day da dugc
quan sat thay vdi tan suét it gap. Rt hiém cac truting hgp viém tuy dugc béo céo.

Qudmdn

Céc phan ting qua man da ducc bdo cdo sau khi diéu trj bang NSAID. C6 thé bao
g6m (a) phan ing qua man va sic phan vé khong dac hiéu {b) phan ting duong
ho hap bao gom hen suyén, hen suyen nang hon, chiing kho th hoic co thit phe
quan () céc loai rdi loan da, bao gom cac loai phat ban, nguia, may day, ban xuit
huyet phti mach va hiém g3p hon 3 viém da tréc véy va viem da bng nudc (bao
g6m hoai tirbiéu bi va hong ban da dang).

Tim va mach mdu ndo

Phu, tang huyét 4p va suy tim da dugc bao céo lién quan dén viéc diéu tri bing
NSAID.

Aceclofenac c6 lién quan vé cdu trdc va dugc chuyen haa thanh diclofenac, do d6
mot luong Idn hon cac ditliéu the nghiém lam sang va xét  nghiém huyét hoc luon
hucng déntang nguy cobién co huyet khoi dong mach noi chung (vidu nhunhoi
mdu co'tim hoac dot quy, dc biét & liéu cao hodc diéu tr i ngay). Dit lidu dich té
hoc ciing cho thay s gia ting nguy co hdi chiing mach vanh cip tinh va nhdi mau
catim khi sudung aceclofenac (xem “Chéng chi dinh”va“Canh béo va than trong
khi ding thudc”). )

Truong hgp ngoai I&, céc bién chiing nhiém triing da va mo mém nghiém trong
trong khi bi thtly déu d dugt bao céo lién quan dén viéc diéu trj bang NSAID.

Cécphan ting phu khac dugc bo cdo it phd bién hon bao gom:

Than:

Viém thn k.

Thén kinh vé cdc gidc quan ddc bit:

Viem day than kinh thi gidc, béo a0 vé viém mang no vo khuan (dic biét d nhiing
bénh nhan ¢4 r6i loan tif mién, chang han nhu bénh lupus ban d6 hé thong bénh
mo lién két hon hop), véi cac triéu ching nhu cling 6, nhiic dau, budn non, nan,
56t hogc mét phuong huéng (xem Cénh béo va than trong khi dung thudc’) nham
[an, do giac, kho chiu va buon ngu.

Huyéthoc: ) )
Mat bach cau hat, thiéu méu bét san.

Daliéu:

Phdn ting trén da nghiém trong bao gom Hoi chuing Stevens Johnson va hoai ti
biéu bi nhiém dic (rat hiém gép). Nhay cam nh sang.

Néu cac phan Uing co hai nghiém trong xdy ra, nén ngung st dung vién nén
aceclofenac.

Sau dayla bang cac phan ting c6 hai dugc béo cao trong qué trinh ‘nghién cuulam
sang va sau khi luu hanh, dugc phan nhom theo hé cd quan va tan sudt uéc tinh,
Rat thuong gap (= 1/10); thuong 9dp (> 1/100 dén < 1/10); it gap (> 1/1.000 dén <
1/100), hiém gdp (>1/10.000 dén <1/1.000), rét hiém gap (<1/10.000).

Héco | Thuon itgap Hiém g3 Réthiém gap
quan p (17100 | (>1/1000 (2 1/10000 (<1/10000]
en<1/10) | dén<1/100) | dén
<1/1000)
Réiloan Thidumau | Suytdyxuong,
mduva giambach
hébach cau hat
huyet Giam tiéu cau
Gidm bach cau
trung tmh
Thleu mautan
mau
Réilogn Phén tin
hé mién phan ve?bao
dich om ca 56¢)
ua man
Réilogn Tang kali mau
chuyén
héa

Réijogn Tram cam
tam Gidcmobat
than thuong
Matngu
Réifogn | Chéng mat Dicam
than Run
kinh Budn ngd
Paudau
Loanvi Eglac
(vi gidc bat
thuiong)
Réiloan R6iloan thi
thigiac gidc
Réijogn Chong mat
taivamé Utai
dao
Réijogn Suy tim Bénhtrong
tim nguc
Réilogn Tanghuyét | DObin
mach ap Néng bing
Viém mach
mau
Réijogn Chingkho | Cothdtphé
héhdp, the 1quén
fong hakhokhe
ngucva
trung
that
Réilogn | Réiloan Déy hoi Phan den Viém migng
tiéuhda | tiéuhda Viemdaday | Xuthuyét | Thing ruof
Baubung | Tdo bén duongtiéu | Dotcapcla
Buonnon | Nénmia héa bénh Crohn va
Tiéuchdy | Loétmiéng | Loétduong | viémloét dai
tiéu hoa trang
Nonramau
Viémtuy
Réifogn | Tangmen Tonthuong gan
ganmdt | gan (bao gom cd
viém gan)
Vang da
Tang
L)hosphatase
iém méu
Réijogn Ngtia Phiimach Ban xuat huyét
davamé Phdt ban Phan ting da
dutida Viém da niém mac
May day nghiémtrong
(bao gom Hoi
chiing Stevens
Johnson va
hoai tirbiéu bi
nhiém doc)
Réifogn Tang uré Suythan
thanva mau Hoi chiing
tiét niéu Tang than hu
creatinin
mau
Réilogn Phiné
taichova Mét moi
toan thdn Chudtrité
chén
Xét Tang can
nghiém

Nguy co huyét khi tim mach (xem“Canh béo va than trong khidung thuoc”)
Théng bdo cho bdc si i nhifng tdc dung khdng mong mucn gdp phdi khi sif dung
thuéc.

QUALIEU VA CACH XU'TRI

Triéu chiing:

Céctriéu chuing bao gom nhifc déu, budn non, non, dau thugng vi,kich ting duting
tiéu hoa, xuat huyet tiéu héa, hiém khi tiéu chay, mét phuong huang kich thich,
hén mé, budn ngu, chong mat, U tai, ha huyét p, tic ché ho hap, ngat xiu, thinh
thoang co gidt. Trong truding "hop ngd doc nghiém trong cd the xay ra suy than
¢&pvaton thuong gan.

Bién phdp diéu trj

Bénh nhan nén duoc didutri tridu ching néu can. Trong vong mot gid sau khi uong
mot lugng c6 khd nang gay doc, nén cn nhéc stfdung than hoat tinh. Ngoaira, &
ngum I6m, nén can nhac riia da day trong vong mot gid sau khi udng néu qua liéu
6théde doa tinh mang.

Cécliéu phap cu thé nhutloc mau hosc truyen mau cothé khong gip gi trong viéc
loaibo NSAID do ty [& lién két protein cao va chuyén héa rong ctia thudc. Can dam
bio Iugng nudc tiéu day da.

Chic nang than va gan can dugc theo dai chét ché, Bénh nhan nén dugc theo doi
it nhét bdn gios sau khi udng phal mot luong thudc c6 kha nang gay doc. Trong
trubing hop co giat thubng xuyén hoéc kéo dai, bénh nhan nén dudc didu tri bing
diazepam truyen tinh mach. Cac bién phap khac c thé ducc chi dinh tlly theo tinh
trang lam sang clia bénh nhan.

Xirtri ng doc aép tinh vdi aceclofenac duting uong vé cg ban bao gom cdc bién
phap ho trgva diéu tri céc bién chiing nhu ha huyét ap, suy thén, co giat, kich ing
da day-rudt va suy ho hap.

DACTINHDUQCLUCHOC

Nhom dugc l: Thugc chong viém va chong thap khdp, khong steroid, céc dan chét
acid acetic va cac chat lién quan.

Ma ATC: M01AB16

Aceclofenac la mot hoat chdt khong co cdu tric steroid, co ddc tinh gidm dau va
chong viém manh.

Cochétacdung cliaaceclofenac chityéu duatrén sutic chétong hop prostaglandin.
Aceclofenac la mot chat tic ché enzym cyclo-oxygenase manh, la enzym tham gia
Va0 qua trinh téng hop prostaglandin.

PACTINH DUOCDONG HOC

Sau khi udng, aceclofenac dugtc hdp thu nhanh va hoan toan & dang khong doi.
Nong d6 dinh dat dugc khoang 1,25 dén 3,00 gid sau khi uong. Aceclofenac tham
nhap vao dich khép, noi néng do dat khodng 57% ndng d6 trong huyét tuong, Thé
tich phan b6 khoang 25L.

Thoi gian ban théi trung binh trong huyét tuong la khoang 14 gi0. Aceclofenac lién
ket vai protein cao (> 99%). Aceclofenac tudn hoan chi yéu & dang khang di. Chat
chuyén héa chinh dugc pht hién trong huyet tuong la 4-hydroxyaceclofenac.
Khoang 2/3 iéu diing duigi thai trif qua nuic tiéu, chir yéu dudi dang chét chuyén
haa hydroxy.

Aceclofenac dugc chuyen hoa mgt phan thanh diclofenac.

Khong co thay d6i nao vé duot dong hoc clia aceclofenac duoi phat hién & nqubi
caotudi.

QUY CACHDONG GOI: Hop 2 vix 10 vién, hop 4vix 10 vién.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUATHUOC
Diéu kién bdo quan: Bio quing noi kho mét, nhit d dudi 30°C.

Han ding: 24 thang Kétur ngay san xudt.
Tiéu chuan chéit ugng clia thudc: Nha sén xuét.

TEN, DIA CHI CUA CO'SG SAN XUAT THUGC

LABORATORIOS CINFA, S.A.
(tra. Olaz- Chlpl 10, Poligono Industrial Areta, 31620 Huarte- Navarra, Tay Ban Nha.
Vaitro: San xudt, kiém sodt 16 va xuat xudng 6.

LABORATORIOS CINFA, S.A.
Travesia de Roncesvalles, 1, 31699 Olloki (Navarra), Tay Ban Nha.

Vaitro: Dong goi s cép va thit cap. .
Qcinfa

Laboratorios Cinfa, S.A.
Olaz-Chipi, 10 P.I. Areta
31620 Huarte (Navarre)
SPAIN




