“*LEFGEN

(Vién nén bao phim Aceclofenac 100mg)

Thubc nay chi dung theo don thudec.

Doc ky hudng dan sir dung trudc khi dunag.
Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC:

MOi vién nén bao phim chifa

Thanh phan hoat chat: Aceclofenac: 100mg
== Thanh phan ta dugc: Colloidal anhydrous silica, glycer
am sodium, microcrystalline cellulose E460, Talcum E53b, T
— hypromellose, polyoxyl 40 stearate, Opadry.

'Ol distearate, copovidone, croscarmellose
'tanium Dioxide, microcrystalline cellulose,

= DANG BAO CHE: Vién nén bao phim.
i Mo ta: Vién nén bao phim hinh tron, mau trang, 10 2 mjt,

CHI PINH:

Aceclofenac la mot thudc khang viém khong steroid (NSAID) dudc clji dinh de gif":m dau va khang
viem trong diéu tri thoai hoa khdp, viém khdp dang thép, viém dét séng cling khdp

CACH DUNG, LIEU DUNG:

Pé giam thiéu nguy co xuat hién bién c6 bét Igi, can st dung LEFGEN ¢ lidu hang ngay thap nhat cé
hiéu qua trong thoi gian ngan nhat cé thé (xem thém phan Canh bdo va than trong)

Nén udng thudc cung vdi thuc an hodc ngay sau khi 3n.

Ngudi Idn: Liéu khuyén cao la 100mq x 2 [an/ngay.

Tré em: Chua co dU liéu lam sang vé viéc sif dun
dung cho tre em dudi 18 tudi.

Ngudi cao tudi: nhiing ngudi co nhidu kha nang bi suy yéu chlfc nang than, tim mach hoéc gan
va dang dung thudc dong thdi, c6 nquy cd

tang hau qua nghiém trong clia céc tac dung phu. Néu
can thiét phai dung thudc khang viém khong steroid, nén dung liéu thap nhat c6 hiéu qua va trong
thoi gian ngan nhat co thé. Bénh nhan cin dugc theo doi thudng xuyén vé chay mau dudng tiéu
hoa trong khi diéu tri NSAID.

Dugc dong hoc cua Aceclofenac khong bi thay do6i ¢ bénh nhan cao tudi, do dé khdng can thiét phai
dieu chinh liéu hodc thdi gian dung thudc.

Suy than: g
Khong c6 bang chirng cho thay cin phai didu chinh lidu Aceclofenac & bénh nhan suy than nhe, ciing

nhu cac NSAID khac nén than trong.
Suy gan:

Co mét s6 bang chung cho thay nén giam liéu Aceclofenac & bénh nhan suy gan va giam liéu khdi
dau xudéng 100 mg/ngay.

CHONG CHi PINH
Bénh nhan suy tim sun

g Aceclofenac @ tré em va do d6 khong nén sif

g huyét (tu do II dén dd IV theo phan do chirc néng an suy tim tr]eo rjol
Tim New York - NYHA), bénh tim thi€u mau cuc b, bénh ddng mach ngoai vi, bénh mach mau nao.
Bénh nhan cd tién sur bénh tim mach do xd vira, bénh thi€u mau cd tim cuc bd, bénh mach mau
ngoai bién, hodc bénh mach mau nao. :

Bénh nhan bi hen, qua man, phU mach hodc mé day sau khi st dung cac thudc NSAID khac.

Qua man vdi aceclofenac, aspirin, cdc NSAID khac hodc véi bat Ky thanh phan nao cla thudc.
Viem loét da day tién trién, tién st viém loét hodc chay mau dudng tiéu héa.

Suy gan nang, suy tim ning.

Suy than tur trung binh d&n nang.

Bénh nhan dang nhiém khuan. S & , 15 LRI,

Kﬁéng nén su dgung trong thdi gian mang thai, dac biét 3 thang cudi thai ky.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tac aung Knong mong muon co the L{QC giam thieu bang cach suir dung lieu thap nhat cé hiéu qua
- trong thdi gian ngan nhat can thiét dé kiém soat cac trieu chiing va dudng tiéu héa va cic rii ro
tim mach.

Nén tranh sirdung Aceclofenac véi thudc khan
2 chat Uc ché chon loc

Ngudi cao tudi:

Ngudi cao tudi cd nguy cd tdng cac tac dung phu véi NSAID, dac biét 1a xuat huyét tidu héa va thung
co thé gay tir vonag.

Roi loan ho hap:

Can than trong néu dung cho bénh nhan mac bénh, hoac cé tién s hen phé& quan vi NSAID d3 dudc
bao cdo dé lam giam co thét phé& quan & nhitng bénh nhan nay.

Suy tim mach, than va gan:

Viéc su dung NSAID cé thé gay giam lidu phu thudc vao su hinh thanh tuy€én tién liét va gay suy
than. Bénh nhan cé nguy cd cao nhéat clia phan (fng nay I3 nhing ngudi bi suy giam chc nang than,
suy tim, roi loan chic ndng gan, nhitng ngudi dung thudc lai tiéu hoac hdi phuc sau phau thuat 16n
va ngudi gia. Tam quan trong clia prostaglandin trong viéc duy tri luu IUdng mau than nén dugc tinh
dén & nhirng bénh nhén nay. Can theo ddi chifc nang than & nhitng bénh nhan nay.

Suy than

Bénh nhan suy than nhe dén trung binh nén dugc theo doi, vi viéc sur dung NSAID co thé din dén
suy giam chdc nang than. Liéu thap nhat c6 hiéu

qua nén dudc s dung va theo ddi chirc nang than
thudng xuyén. Anh hudéng dén chirc ndng than thudng cé thé dao ngudgc khi rit Aceclofenac.

Gan:

NEu cac xét nghiém chilrc nang
lam sang phu hgp vdi bénh ga
toan, phat ban), nén ngirng str
nhan bi suy yéu chirc ndng ga
chu'ng prodromal.

St dung Aceclofenac & bénh nhan rgi loan chuyén héa gan c6 thé gay ra mot s6 cudc tan cong.
Nguy cd huyét khadi tim mach: |

Cac thube chéng viém khéng steroid (NSAIDs),

5\ ol

lam tang nguy cd xudt hién bién cd huyét khéi ti

g viém khong steroid dong thdi bao gom cyclooxygenase-

gan bat thudng kéo dai hodc x&u di, cac dau hiéu hodc triéu ching

’ . W v ~ 5 , A o ’ ’ : “ ’ .
n phat trién hodc néu cac biéu hien khac xay ra (tang bach cau 3
dung Aceclofenac. Giam sat y t€ chat ché |a can thiét & nhi’'ng bénh
n tu nhe dén trung binh. Viém gan co thé xay ra ma khéng cé triéu

tim mach nghiém trong va can thidm kham bac si : I:
D& giam thi€u nguy cd xuat hién bién c§ bat Igi, can sur di ¥ lié
hiéu qua trong thdi gian ngén nhat cé thé
Can can nhac can théan khi st dung diclofenac cho bénh nhan
bi€n c& tim mach r6 rét (nhu tdng huyét &p, tang lipid huyét tha
Chay mau, loét & thiung dudng tiéu hda

Than trong khi sif dung cho ngudi bénh mic cac bénh vé dudng tiéu hoa, viém loét rudt, bénh
Crohn, bat thugng vé mau, porphyria gan.

Da

cO cac yéu td nguy co xuit hién cac
nh, dai thao dudng, nghién thudc 1a).

hoi chiing Stevens-Johnson va hoai tif bigy s

Cac tac dung phu nhu chéng mét, budn ngu, mét moi hay réi loan thi giac c6 thé xay ra.

SU DUNG THUGC CHO PHU NU €O THAI VA CHO CON B()
Phu nir co thai

Vi NSAID co kha ndng tac dong lén hé tim mach cta thai nhi (nguy cd déng sdm 6ng dong mach),




nén bi chéng chi dinh & ba thang cubi thai ky. Trong khi sinh, NSAID ¢4 thé lam cham céac cdn co
that ti cung va kéo dai qua trinh sinh, dan dén nguy cg chady méu & ngudi me va dia tré. Khong
nén sir dung NSAID trong 3 thang dau va giifa thai ky hay khi dau dé trir khi Idi ich déi véi ngudi me
cao han nguy cd c6 thé ddi vai thal nhi, '
Phu nir dang cho con 'bu ’ e

Trong cac nghién cuu co han, cac NSAID c6 thé hién dién trong sira me & nong do rat thap. Vi vay
tranh su dung NSAID ¢ nguol me dang cho con bl néy 6 thé. ' o

. ' ' A F A NRN 4 \ & ¢ . i
H HUONG CUA THUOC LEN KH G LAI XE VA VAN
r‘\}gn than trong khi 1ai xe hay van hanh May mac. AN HANH MAY MOC

TUONG TAC, TUONG KY CUA THUOC:
Lithi, digoxin: tang nong dd huyét tuong 3 lithi va diqoxs

! & ,\ % A ithi va digoxin.
Thuoc chong dong: tang tac dung chéng ddng. et

Methotr\exat: téqg nong d.c"_) h~uyé’t tudng cua methotrexat, dan dén tang doc tinh khi phéi hgp NSAID
trong vong 24 gid sau khi uéng metrotrexat

Ciclosporin: tang doc tinh trén than cua ciclosporin.

Thuoc ha ap: giam tac dung ha ap.

Thuoc Igi tieu: giam tac dung Idi tiéu, ting dbc tinh trén than cta NSAID.

Theo doi kali huyét khi sir dung chung vdi cdc thubc |gi tiéu tiét kiém kali hodc cac thudc (rc ché
men chuyén. ‘

Corticosteroid, NSAID khac, thuéc khang tiéu cau, thubéc dc ché tai hap thu chon loc serotonin
(SSRI): tdng nguy co loét va chay mau dudng tiéu hoa.

Quinolon: tang nguy cd doéng kinh.

Mifepriston: khéng nén dung NSAID sau khi dung mifepriston 8-12 ngay vi NSAID cé thé |am giam
tac dung cua mifepriston.

Tacrolimus: tang nguy cd ddéc than.
Zidovudin: tang nguy cg déc mau.

Ritonavir: tang nong dd aceclofenac trong huyét tudng.

TAC DUNG KHONG MONG MUON CUA THUOC:
Nguy co huyét khaoi tim mach: Cac tht nghiém |am sang va dich té du AV Vi
. i Mt gt Al | dc hoc ch 5C gl

déjrtwg duhclq’fenac CO lien quan dén tang nguy cd xuat hién bién c§ huyét khéi tim mach ?nmrazh\‘g?fngg
Co tim hoac dot ac bié i s ' ie ~ T PR
g ¢ dot quy), dac biét khi s dung diclofenac 4 liéu cao (150 mg/ngay) va kéo dai.
It-t:)ée?t da day, thung hodc chay mau dugng tiéu héa, doi khi gay tif vong,
vién:ay' ra. E|>U9“ non, non, tleAu ch?y, day hai, tdo bén, khé tiéu, dau bung, phan den, xuat huyét,

mieng loet, lam nang thém bénh viém dai trang va bénh Crohn da dudc bdo cdo sau khi dung

52;,0; It thudng xuyén hon, viém da day d3 dugc quan sat. Viém tuy da dudc bdo cdo rat hiém khi

Phan &ng qua min

» ’ ’ X - ’ ’ . . L& 4 4 P4
Pheﬁm ung qua man da’du‘gc bao cao sau khi diéu tri bang NSAID. C6 thé bao gom phan (ng di (g
ktr":cﬂ)’ng dac hiéu va phan Ung phan vé dudng hé hap bao gém hen suyén, hen suyén ndng, co that
Phe quan hoac khé thd, hodc céc loai réi loan da, bao gdm phat ban céc loai, nglra, ngi mé day, noi
me day, phu mach, hiém khi hoai tir biéu bi va da hdng cau.
Cac phan (ng phu khac dugc bao co it pho bién hon bao gom:
Than: viém than ké
Than kinh va cdac giac quan dic biét:

V!en;\_ day th‘é.r; Kinh thi giac, cac bdo cdo vé viém mang ndo vo khuin (dac biét & nhirng bénh nhan
b!' rol .|9an mien dich tu dé_‘)ng hién ¢, nhu lupus ban dd hé thdng, b&nh mé lién két hon hdp), vdi
cac trieu chung nhu cling c6, nhirc dau, budn ndn, ndn, st hodc mat phuong hudng, nham I3n, do
giac, kho chiu va budn ngu. | '
Huyét hoc:

Mat bgch cau hat, thiéu mau bat san

Da lieu:

Phaan Ung dir ddi bao gém Héi chirng Stevens Johnson va hoai tir bi€u mé nhiém ddc (rat hiém).
[\ Y A ———————————— — — -

NEu xay ra tac dung phu, nén ngung dung aceclofenac.
Thuong gap: chan an, dau bung, budn nén, tiéu chay; chdng mat; tang men gan

It g3p: day hai, viém da day, tdo bdn, 6i mira, loét da day; mét moi; nglra, phat ban, eczema, viém
da, may day; tang BUN, tang creatinin mau

Hiém gdp: thiéu mau, phan ('ng qua man, réi loan thi gidc, khé thd, phan den, phu mach.

Théng bao bac si nhirng tac dung phu gap phai khi dung thuéc.

QUA LIEU VA CACH XU TRI:

Triéu ching: dau dau, budn ndn, ndon mura, dau thugng vi, xudt huyét tiéu héa, hiém khi tiéu chay,
mat phuong hudng, kich dong, hon mé, budn ngu, chong mat, u tai, chodng, thinh thoang déng
kinh. Trugng hdp bi ngd doc ro rét, suy than cap va suy gan co thé xay ra.

XU tri: Diéu tri triéu chirng va diéu tri ho trg. Trong vong 1 gid sau khi udng mot lugng thudc co
thé gdy ngb doc, rira da day va chira tri bang than hoat. Dam bao théng tiéu tdt, theo ddi chat ché
chirc néng gan, than va giam sat bénh nhan trong it nhat 4 gid. Néu c6 dong kinh, cd thé tiém tinh
mach diazepam. Gay Igi ti€u, tham phan hodc loc mau khdng cé hiéu qua trong viéc loai bd thudc
ra khoi co thé.

PAC TINH DUQC LUC HOC:

Phan nhém dudgc ly: Chéng viém va chong thap khdp, khdng steroid.

Ma ATC: MO1AB16.

Aceclofenac Ia mét dan chét cla acid phenylacetic, co tac dung khang viém va giam dau. Aceclofenac
(fc ché cyclo-oxygenase (COX), mot enzyme quan trong trong qua trinh hinh thanh prostaglandin
(mét chéat trung gian hda hoc trong cac phan ung viém va dau).

PAC TINH DUQC DONG HOC

Sau khi udng, aceclofenac dudgc hap thu nhanh chong. Nong do dinh trong huyét tudng dat dugc
sau 1,25-3 gid.

Aceclofenac gan két chat ché vdi protein (trén 99%). Phan bd vao hoat dich véi nong dé khoang
57% so vdi nong do trong huyét tuong. Thé tich phan b6 khoang 25L.

Thdi gian béan thai trung binh khoang 4 gid. Aceclofenac trong huyét tuong chu yéu ¢ dang khong
doi. Chat chuyén héa chinh dudc tim thay trong huyét tudng la 4'-Hydroxyaceclofenac. Khoang 2/3
lieu dung dugc thai trir qua than, chu yéu d dang hydroxy hoda.

Céc tinh chat dugc dong cua aceclofenac khéng doi 6 ngudi gia.

dac biét & ngudi cao tudi, cé

BAO QUAN: Bao quan ¢ nhiét dé dudi 30°C.
TIEU CHUAN CHAT LUONG: Nha san xuét.
HAN DUNG: 36 thang ké tir ngay san xuat.
QUY CACH PONG GOI: Hop 3 vi x 10 vién
CO SO SAN XUAT:

RIVOPHARM SA
Centro Insema, 6928 - Manno, Thuy si.

35210144 vers.001




