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®LEFGEN

(Vién nén bao phim Acecloféh

Thuoe nay chi ding theo don thuéc.
BDoc kv hudng dan su dung truede khi ding.

Dé xa tam tay tre em.

THANH PHAN CONG THUC THUOC:

M3i vién nén bao phim chia

Thanh phan hoat chit: Accclofenac: 100mg

Thanh phan ti dwge: Colloidal anhydrous silica, glycerol distearate, copovidone, croscarmellose
sodium, microcrystalline cellulose E460, Talcum ES3b, Titanium Dioxide, microcrystalline
cellulose. hypromellose, polyoxyl 40 stearate, Opadry.

DANG BAO CHE: Vién nén bao phim.

M@ ta: Vién nén bao phim hinh tron, mau trang, 16i 2 mit.

CHI DINH:
Aceclofenac 1a mot thude khang viém khong steroid (NSAID) duge chi dinh dé giam dau va

khang viém trong diéu trj thodi hoa khép, viém khép dang thép, viém dét séng cung khop

CACH DUNG, LIEU DUNG:

D¢ giam thiéu nguy co xudt hién bién ¢b bét loi. cin st dung LEFGEN ¢ liéu hang ngay thip nhat
¢o hi¢u qua trong thoi gian ngan nhit ¢6 thé (xem thém phin Canh bao va thin trong)

Nén udng thude cung voi thire dn hodc ngay sau khi an.

Ngugi lén: Licu khuyén cdo 1a 100mg x 2 lin/ngay.

Tré em: Chua c6 dir liéu lam sang vé viée sir dung Aceclofenac ¢ tré em va do d6 khéng nén sir
dung cho tré em dudi 18 tudi.

Nguoi cao tudi: nhimg ngudi ¢6 nhi¢u kha ning bi suy yéu chirc ning thén, tim mach hoéc gan
va dang dung thude dong thoi. co nguy co tang hdu qua nghiém trong cua céc tac dung phu. Néu
can thiét phai dung thude khang viém khong steroid, nén dung li¢u thap nhét ¢6 hiéu qua va trong
thoi gian ngan nhit ¢o thé. Bénh nhén can duge theo ddi thuomg xuyén vé chay méu duomg tidu
hoa trong khi diéu trj NSAID,

Duge déng hoc cua Aceclofenac khong bi thay doi & bénh nhin cao tudi. do d6 khong cfin thiét
phai di¢u chinh liéu hogc thoi gian dung thude.

Suy thin:

Khong o bang chimg cho thdy cn phai diéu chinh liéu Aceclofenac & bénh nhan suy than nhe.
cting nhur cac NSAID khac nén than trong.

Suy gan:
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Co mot so bang ching cho thay nén giam liéu Aceclofenac ¢ bénh nhédn suy gan va giam liéu

khoi ddu xudng 100 mg/ngay.

CHONG CHI PINH

Bénh nhén suy tim sung huyét (tir d6 11 dén dd 1V theo phidn dé chire nang cua suy tim theo Hoi
Tim New York - NYHA), bénh tim thiéu mau cuc bd. bénh déng mach ngoai vi, bénh mach méu
nao.

Bénh nhan ¢o tién st bénh tim mach do xo vira. bénh thiéu mau co tim cuc bo, bénh mach mau
ngoai bién, hodc bénh mach mau ndo.

Bénh nhén bi hen, qua man, phu mach hodc mé day sau khi sir dung céc thuée NSAID khac.

Qué min véi aceclofenac, aspirin, cac NSAID khac hodc vai bt ky thanh phén nao cua thude.
Viém loét da day tién trién, tién sir viém loét hodic chay mau dudng tidu hoa.

Suy gan ndng, suy tim ning.

Suy thén tir trung binh dén nang.

Bénh nhén dang nhidm khudn.

Khong nén str dung trong thoi gian mang thai, dac biét 3 thang cudi thai ky.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tac dung khong mong mudn ¢6 thé dwoc giam thiéu bang cach sir dung liéu thép nhit co hiéu qua
trong thoi gian ngin nhit can thiét dé kiém sodt cdc triéu chirng va duong tiéu hoéa va cde rii ro
tim mach.

Nén wanh su dung Aceclofenac voi thude khang viém khong steroid dong thoi bao gém
cyclooxygenase- 2 chit tre ché chon loc

Ngudi cao tubi:

Neudi cao tudi ¢ nguy co ting cic tac dung phu v&i NSAID, dic biét 1a xudt huyét tiéu hoa va
thing ¢6 thé gay tir vong.

Réi loan h hip:

Cén than trong néu dung cho bénh nhan méc bénh, hodc ¢6 tién st hen phé quan vi NSAID da
duge bao cdo dé lam giam co thit phé quan & nhitng bénh nhan nay.

Suy tim mach, thin va gan:

Vige str dung NSAID ¢6 thé gay giam liéu phu thude vao sy hinh thanh tuyén tién liét va gdy suy
than. Bénh nhan ¢6 nguy co cao nhdt ciia phan tmg nay la nhimg nguoi bi suy giam chire ning
thdn, suy tim. rdi loan chirc niing gan, nhimg ngudi ding thude loi tiéu hodic hdi phuc sau phiu
thudt lon va ngudi gia. TAm quan trong cua prostaglandin trong vi¢c duy tri luu luong mau than
nén duoc tinh dén ¢ nhitg bénh nhan nay. Cén theo ddi chirc nang thin & nhimg bénh nhan nay.
Suy than

Bénh nhén suy than nhe dén trung binh nén duoc theo ddi, vi viée sir dung NSAID c6 thé dan dén
suy giam chire nang than. Liéu thap nhat ¢6 hiéu qua nén duge su dngj va theo ddi chire ning than
thuomg xuyén. Anh huong dén chie niang than thudmg ¢o thé dao nguee khi rat Aceclofenac.
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Gan:

Néu cic xét nghiém chire nang gan bat thuomg kéo dai hode xau di, cac ddu hiéu hodc triéu chimg
lam sang phi hgp vai bénh gan phat trién hode néu cdc biéu hién khic xay ra (tang bach cdu ai
toan, phat ban). nén ngimg str dung Aceclofenac. Gidm sat y té chat ch& la cdn thiét & nhitng bénh
nhén bi suy yéu chire niing gan tir nhe dén trung binh. Vién gan ¢6 thé xay ra ma khong ¢6 triéu
chimg prodromal.

Su dung Aceclofenac ¢ bénh nhan réi loan chuyén hoa gan cé thé gy ra mdt s6 cude tin cong.
Nguy co huyét khoi tim mach:

Cic thude chdéng viém khong steroid (NSAIDs), khong phai aspirin, ding dudng toan than, cé thé
lam tang nguy co xudt hién bién ¢6 huyét khdi tim mach, bao gdm ca nhdi mau co tim va dét quy,
¢6 thé din dén wr vong. Nguy co niy ¢6 thé xudt hién som trong vai tudn dau ding thube va c6
thé ang 1én theo thai gian ding thude. Nguy co huyét khdi tim mach duge ghi nhén chu yéu ¢
li¢u cao,

Bac si cdn danh gia dinh ky su xudt hién cua cac bién ¢b tim mach, ngay ca khi bénh nhan khong
¢d cae triéu chimg tim mach trude do. Bénh nhan cin duoe canh bao vé céc triéu chimg cua bién
¢6 tim mach nghiém trong va cin thim kham béc si ngay khi xudt hién céc triéu chimg nay.

Dé giam thiéu nguy co xudt hién bién ¢b bét loi, can sir dung LEFGEN & liéu hang ngay thap nhat
¢6 hi¢u qua trong thi gian ngdn nhét o thé

Cin can nhéc cin than khi s dung diclofenac cho bénh nhén c6 cac yéu t6 nguy co xudt hién cac
bi¢n ¢ tim mach 1o rét (nhu tang huyét ap. tang lipid huyét thanh, dai théo duong, nghién thude
14).

Chay miu, loét & thung dwong tiéu hoa

Than trong khi str dung cho ngudi bénh mic cac bénh vé duong tiéu hoa. viém loét rudt, bénh
Crohn. bt thuomg vé méu. porphyria gan.

Da

Phan (mg da nghiém trong, bao gdm viém da troc vay, hdi chimg Stevens-Johnson va hoai tir biéu
bi ddc hai, da duoc bio cdo rit hiém khi lién quan dén vide s dung NSAID. Bénh nhan dudng
nhu ¢6 nguy co cao nhét d6i véi cac phan img nay som trong qua trinh didu tri, bit diu phan img
xay ra trong phén 16n cdc truomg hop trong thang ddu diéu tri. Aceclofenac nén duoc ngung su
dung khi xudt hién phat ban da, t6n thuong niém mac hodc bét ky dau hiéu man cam nao khéc.
Thén trong sir dung trén phu nir dang cho con bt vi Aceclofenac ¢6 thé hién dién trong sita me &
nong do rat thép.

Céc tac dung phu nhu chong mat, buon ngu. mét moi hay roi loan thi giac cé thé xay ra.
LUNE ph £ mg g . ) | 1g

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu niv ¢o thai

Vi NSAID ¢6 kha niang tac dong lén hé tim mach cua thai nhi (nguy co dong sém éng dong
mach). nén bi chéng chi dinh & ba thang cudi thai ky. Trong khi sinh, NSAID ¢6 thé lam cham
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cac con co that tr cung va kéo dai qua trinh sinh, dan dén nguy co chay mau & ngudi me va dira
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tr¢. Khong nén str dung NSAID trong 3 thing diu va gifra thai kv hay khi dau dé trir khi loi ich
d6i vai ngudi me cao hon nguy co co thé doi vai thai nhi.

Phu nit dang cho con bu

Trong cac nghién ctu ¢6 han. cic NSAID c6 thé hién dién trong sita me & nong do rat thap. Vi

vay. tranh sur dung NSAID & ngudi me dang cho con bu néu ¢o thé.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Nén than trong khi l4i xe hay vdn hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Lithi. digoxin: ting nong do huyét tuong cua lithi va digoxin.

Thude chong dong: tang tac dung Chéng dong.

Methotrexat: tang nong do huyét twong cua methotrexat. din dén ting ddc tinh khi phéi hop
NSAID trong vong 24 gi¢r sau khi ubng metrotrexat.

Ciclosporin: tang déc tinh trén than cua ciclosporin.

Thude ha dp: giam tac dung ha ap.

Thude loi tiéu: giam tac dung loi tiéu, tdng doc tinh trén than ctia NSAID.

Theo doi kali huyét khi su dung chung véi cac thude loi tiéu tiét kiém kali hodc cac thude e ché
men chuyén.

Corticosteroid, NSAID khac. thude khang tiéu ciu. thude tc ché tai hép thu chon loc serotonin
(SSRI): tang nguy co loét va chay mau dudng tiéu hoa.

Quinolon: tang nguy co dong kinh.

Mifepriston: khong nén dung NSAID sau khi dung mifepriston 8-12 ngay vi NSAID c6 thé lam
giam tac dyng cua mifepriston.

Tacrolimus: tang nguy co doc than.

Zidovudin: tang nguy co déc mau.

Ritonavir: tang nong dg aceclofenac trong huyét trong.

TAC DUNG KHONG MONG MUON CUA THUOC:

Nguy co huyét khoi tim mach: Cac thir nghiém 1am sang va dich t€ dugce hoc cho thiy viée sur
dyung diclofenac ¢6 lién quan dén ting nguy co xudt hién bién ¢ huyét khéi tim mach (nhu nhoi
mau co tim hoge dot quy). dac biét khi sir dung diclofenac & liéu cao (150 mg/ngay) va kéo dai.
Tiéu hoa

Loct da day. thang hogic chay mau duong tiéu hoa, doi khi gdy tir vong, déc biét & ngudi cao tudi,
¢6 thé xay ra. Budn non, ndn. tiéu chay. day hoi, tdo bén, khé tiéu, dau bung, phin den, xudt
huyét, viém miéng loét, lam ndng thém bénh viém dai trang va bénh Crohn da duoc bao cdo sau
khi dung thude. it thuomg xuyén hon, viém da day da duge quan sat. Viém tuy da duge bao cdo
rét hiém khi Xay ra.

Phin g qua man
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Phan tmg qua man da duge bao cdo sau khi diéu trj bing NSAID. C6 thé bao gdm phan img di
img khong dic hi¢u va phan tng phan vé duong hd hip bao gdm hen suyén, hen suyén niing, co
that phé quan hoac khé tho. hodc cac loai roi loan da, bao gém phat ban cdc loai, ngira, ndi mé
day, ndi mé day, phit mach, hiém khi hoai tir biéu bi va da hdng cau.

Cac phan tmg phu khie duoe bao cao it phd bién hon bao gdm:

Than: viém thin k¢

Thin kinh va cic gide quan dic biét:

viém day than kinh thj giac, cac bao cao vé viém mang ndo vo khudn (dic biét & nhimg bénh nhan
bi r6i loan mién dich tr ddng hién ¢o, nhu lupus ban do hé thong, bénh md lién két hdn hop), voi
cdc triéu chimg nhu ctmg ¢d, nhire ddu, budn ndn. nén. sdt hode mat phuong hudng, nhiam 1an, do
aidc. kho chiu va budn ngu.

Huyét hoc:

Mt bach cdu hat, thiéu méu bit san

Da liéu:

Phan tng dir doi bao gdom Hoi ching Stevens Johnson va hoai tir biéu mé nhiém ddc (rit hiém).
Nhay cam.

Néu xay ra tac dung phu, nén ngung dung aceclofenac.

Thiréng gdp: chan an, dau bung, budn non, tiéu chay: chong mat; ting men gan

I oap: di‘ty hot. viém da day. tdo bon, 61 mua. loét da day: mét moi: ngtra, phat ban, eczema, viém
da, may day: tang BUN, tang creatinin mau

Hiém gap: thiéu mau, phan tmg qua man, roi loan thi gidc. kho tho, phan den, phit mach.

Thong bdo bdc si nhitng tic dung phu gap phai khi diing thudc.

QUA LIEU VA CACH XU TRI:

Triéu chiemg: dau dau, budn noén, ndn mira, dau thuong vi, xuat huyét tiéu hoa, hiém khi tiéu chay,
mat phuong huong. kich dong, hon mé. budn ngu. chéng mat, 0 tai, choédng,. thinh thoang dong
kinh. Truémg hop bi ngd doe rd rét, suy than cép va suy gan co thé xay ra.

Xur ri: Diéu tr triéu chimg va diéu tri hd trg. Trong vong 1 giér sau khi uéng mot luong thude ¢6
thé gy ngd ddc. rira da day va chiva tri bing than hoat. Pam béo thong tiéu tdt, theo ddi chiit ché
chire nang gan. thin va giam sat bénh nhan trong it nhit 4 gid. Néu ¢6 déng kinh, ¢ thé tiém tinh
mach diazepam. Gay loi tiéu, tham phén hodc loc mau khdng ¢6 hiéu qua trong viée loai bo thude

ra khoi ¢o the.

DAC TINH DUQC LUC HQC:

Phan nhom duge 1y: Chdng viém va chdng thip khép, khong steroid.

Ma ATC: MO1ABI6.

Aceclofenac 1a mot dan chét cua acid phenylacetic, ¢6 tac dung khéng viém va giam dau.
Aceclofenac e ché eyclo-oxygenase (COX), mot enzyme quan trong trong qué trinh hinh thanh
prostaglandin (mgt chit trung gian héa hoc trong céc phan tmg viém va dau).
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DAC TINH DUQC DONG HQC

Sau khi udng, aceclofenac duoc hap thu nhanh chéng. Néng do dinh trong huyét tuong dat dugce
sau 1.25-3 gio.

Aceclofenac géin két chat ché véi protein (trén 99%). Phan bd vao hoat dich v6i ndng dd khoang
57% so v&i nong do trong huyét tuong. Thé tich phan bd khoang 25L.

Thoi gian ban thai trung binh khoang 4 gio. Aceclofenac trong huyét twong chu yéu & dang khong
d6i. Chét chuyén hoa chinh duge tim thdy trong huyét twong la 4'-Hydroxyaceclofenac. Khoang
2/3 liéu dung duoc thai trir qua than, chu yéu ¢ dang hydroxy hoa.

Céc tinh chét duge dong cua aceclofenac khong ddi & ngudi gia.
BAO QUAN: Bao quan o nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG: Nha san xuat.

HAN DUNG: 36 thang ké tir ngay san XUAL,

QUY CACH PONG GOI: Hop 3 vi x 10 vién

CO SO SAN XUAT:
RIVOPHARM SA

Centro Insema, 6928 — Manno, Thuy si.
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