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TO HUGONG DAN SU DUNG THUOC
Vién nang cirng
he theo don thude ELTONIC
[THEO PON THUOC.

THONG BAO CHO BAC Si Ho,ic DyocC sY NHUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU DUNG THUOC.

THANH PHAN CONG THUC THUOC:
- Thanh phén hoat chét: Etodolac 300 mg.

- Théanh phin ta dwgc: Latose monohydrat, PVP K30 (polyvinylpyrrolidon), natri lauryl
sulfat, primellose (natri croscarmellose), avicel 101 (cellulose vi tinh thé), aerosil
(colloidal silicon dioxyd), magnesi stearat.

DANG BAO CHE: Vién nang cing
- Mo ta: Vién nang cimg s6 0 mau hdng - nga, bén trong chira bot thuéc mau tring dén
nga, ddng nht.
CHI PINH:
Piéu tri
- Céc truong hop bénh nhan dau cip tinh hoiic diéu tri lau dai trong bénh viém khép dang
thap, viém xuong khép.
- Diéu tri cac con dau cap tinh.
CACH DUNG, LIEU DUNG:
CACH DUNG:
Ding dudng udng, nudt nguyén vién thube véi 1 cbe nude. Udng trong céc bira dn
LIEU DUNG:
v Lidu cho ngudi 16n va tré em trén 18 tudi:
Co thé glém thiu sy xuat hién cia céc phan tmg bt 101 bang cach str dung liéu thap
nhét c6 thé trong thoi glan diéu tri ngén nhét cin thiét @& 1am giam c4c triéu chimg.
Khéng cin diéu chinh lidu & bénh nhan suy than nhe dén trung binh. Can thén trong
trong viée lwa chon liéu va can phai theo ddi chire ning than khi diing thue & nhing
bénh nhéan nay, vi etodolac co tic dung chéng viém khong steroid (NSAID), ¢6 nhiéu
kha n#ing 1am suy giam chirc ning thén
- Giam dau:
Liu khuyén céo cho con dau cép tinh cia etodolac 1én dén 1.000 mg/ngay, chia lam
lidu 200 - 400 mg mdi 6 - 8 gid.
Liéu ding cia etodolac 16n hon 1.000 ‘mg/ngay chua duoc danh gia day du trong
céc thir nghiém lam sang co kiém soat tbt.
- Viém xu'ong khép va viém khép dang thép
Lidu khéi ddu khuyén cdo cia etodolac 12 tir: 300 mg x 2-3 1An/ngay, hogc 400 mg x
2 lan/ngay, hodc 500 mg x 2 lan/ngay. Liéu thép hon 600 mg/ngdy c6 thé ding diéu
tri ldu dai.
Trong cac bénh mén tinh, dép ing diéu trj véi etodolac ¢6 thé trong vong mét tuén,
nhung thuong thiy nhat sau hai tudn. Sau khi didu trj dugc dap tmg, nén diéu chinh
lifu dung theo yéu ciu tirng bénh nhén.
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v Tré em du6i 18 tudi:

Tinh an toan va hiéu qua clia thube doi v6i cdc bénh nhan dudi 18 tudi chua
dugc thiet lap.

CHONG CHI PINH CUA THUOC:

Qu4 mAn véi etodolac hodc bét ky thanh phan nao cia thudc.

Tién st di tng hodc hen suyén do ding thubc nay hodc cac chét ¢ hoat tinh gan glong
nhur NSAID khéc, acid acetylsalicylic.

Mang thai, tir diu thang thr 6.

Tién sz xudt huyét hodc thing dudng tiéu hoa trong qué trinh didu tri truéc d6 bing
NSAID.

Loét da day té trang dang hoat dong, tién sir loét da day ta trang hodc chay mau tai phat
(2 hoic nhiéu dot chdy méu hodc loét ro rét duge ghi nhén).

Suy té bio gan ning.

Suy thén néng.

Suy tim nang.

Tré em dudi 18 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Canh béo dic biét:

Nén tranh sir dyng dong thai etodolac véi céc thude khang viém khong stcmld khac ké
ca thubc e ché chon loc cyclooxygenase 2 (cox-2). Co thé giam thiéu sy xuét hién cta
cac tac dung khong mong mudn bing céch st dung lidu thip nhét c6 thé trong thai gian
diéu tri ngén nhét can thiét dé lam giam céc triéu chimg.

Bénh nhén hen suyén kém theo viém mili man tinh, viém xoang man tinh va/hoéc polyp
mili ¢6 nguy co biéu hién di u:ng cao hon khi dung acid acetylsalicylic va/hodc thude
chéng viém khéng steroid so v6i nhitng ngudi con lai.

Ngudi gia: Nguoi cao tudi c6 nguy co cao gép cac phan img bét 1oi véi NSAID, dic
biét 1a xuét huyét va thing dudng tiéu hoa co thé gdy tir vong.

Anh huéng dudng tiéu hoa: Chay méu, loét hodc thing dudng ticu hoéa, d6i khi gay tir
vong, d3 dugc bdo céo voi moi NSAID, vao bat ky thoi diém ndo trong qua trinh diéu
tri, ma khong nhét thiét phai c6 bit ky dAu hiéu canh bdo hodc tién sir mic cac bénh
ning vé ductng tieu hoa.

Nguy co xudt huyét, loét hodic thing dudng tiéu hoa ting theo lleu ding & bénh nhén c6
tién sir loét, dac biét trong truong hop ¢6 bién chimg nhu xuat huyét hodc thing ciing
nhu & ngudi cao tudi. O nhitng bénh nhén ndy, nén bét ddu diéu trj & liéu thap nhét c6
thé. Liéu phép bao v¢ niém mac (vi du misoprostol hogc chét &rc ché bom proton) nén
duge xem xét cho nhitng bénh nhén nay, cling nhu dbi véi nhifng bénh nhén can diéu trj
bang acid acetylsalicylic litu thdp hotc dleu tri bing cédc thudc khac c6 thé 1am tfmg
nguy co dudng tiéu hoa. Bénh nhan co6 tién sir tiéu hoa, dac biét 12 bénh nhén cao tudi,
nén béo cdo bt ky tri¢u chimg bét thuong ndo & bung (dc bidt 1a xudt huyét tidu hoa),
dac biét 14 khi bt dAu diéu tri. Cén dic biét cha y dén nhitng bénh nhén dang diéu tri
ddng thoi c6 the lam tang nguy co loét hogc chay mau, ching han nhu corticosteroid
dung duong ubng, thubc chéng déng duong ubng nhu warfarin, chét tic ché chon loc tai
hép thu serotonin (SSRI) va thudc chéng két tap tiéu cdu nhwr acid acetylsalicylic

Trong trudong hop khdi phat xuét huyét hogic loét xay ra phai ngimg diéu tri. NSAID nén
duge st dung thén trong va dugc theo ddi chit ché ¢ nhitng bénh nhén c6 tién sir bénh
dudng tiéu hoa (viém loét dai trang, bénh Crohn), do nguy co lam trdm trong thém bénh

ly. :
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- Anh huéng dén tim mach va mach mau ndo: Cén theo ddi va khuyen céo day du &
nhitg bénh nhan ¢ tién sir ting huyét 4p va/hodc suy tim nhe dén trung binh, cac
trrong hop gilt nude va phu da duge bdo cdo cd lién quan den diéu tri bang NSAID.
Céc nghién ctru lam sang va dif llg:u dich & hoc cho thiy ring viée sir dung mét sé
NSAID (ddc biét khi sir dung & lifu cao va trong thoi gian dai) 6 thé 1am ting nguy co
bién cb huyét kh6i dong mach (vi dy: nhéi m4u co tim hogic d6t quy). Hién khong c6 du
dir lidu dé loai trir nguy co gia ting nay dbi v6i etodolac. Bénh nhan bj ting huyét 4p
khéng kiém soét dugc, suy tim sung huyét, bénh tim thiéu m4u cyc bo, bénh dong mach
ngoai bién va/hodc co tién st dot quy (bao gdbm ca con thiéu mau ndo thodng qua)
khong nén diéu tri bing etodolac. Chi ding sau khi da danh gid cAn than ty 1é loi
ich/nguy co. Cﬁn chd y twong ty trude khi bét dau diéu tri dai han & nhimg bénh nhan
c6 céc yéu td nguy co méc bénh tim mach (nhu ting huyét 4p, ting lipid mau, tiéu
dwong hogic hut thudce).

Anh huéng trén da

Cac phan ung da ning, mot 56 gy tir vong, bao gom viém da tréc vay, hoi chlmg
Stevens-Johnson va hdi chirng Lyell d& duoc bdo céo rat hiém khi diéu tri bing NSAID

Ty 1¢ céc thc dung phy ndy dudng nhwr 16n hon khi bit dau diéu tri. Nén ngimg sir dung
etodolac ngay khi xut hién ban da, tén thwong niém mac hofic bét ky dau hiéu qué man
nao khéc.

Suy chirc ning than: NSAID ¢ ché hoat dong gian mach cla prostaglandin thdn, ¢6 kha
ning gdy suy chic ning than do giam loc cdu thén. Tac dung phu ndy phy thudc vao
liéu lugmg

Khi bét ddu diéu tri hodc sau khi ting lidu, nén theo ddi bai niéu va chitc ning than &
nhimg bénh nhén ¢6 cic yéu t6 nguy co sau:

+ Nguoi cao tudi,

+ Céc loai thubc lién quan nhu: thudc e ché men chuyén, sartan, thubc loi tiéu

Giam thé tich mau bit k& nguyén nhan néo,

Suy tim,

Suy thdn man tinh,

Hoi chiing thén hu,

Bénh than do lupus,

+ Xo gan mét b,

Giif nude va natri

Gir nudc va natri v6i kha ning phi né, ting huyét ap hogc tang huyet ap, lam tran:
trong thém tinh trang suy tim. Theo doi 1dm sang la can thiét tir khi bat dau diéu tri
trong truong hop ting huyét 4p hoc suy tim. C6 th& 1am gidm tic dung cta thudc ha
huyét ap.

Téng kali mau

Téng kali méu do bénh tidu dudng hoyc diéu tri ddng thoi véi cac san pham thube ting
kali mau. Nén theo ddi thuong xuyen kali-huyét thanh trong nhimg trudng hop nay

Thén trong khi si dung etodolac, glong nhu bét ky loai thubc nao tc ché sir tong hop
cyclooxygenase va prostaglandin, c6 the lam giam khé niing sinh san. Etodolac khong
duge khuyén khich & nhitng phy ni¥ mudn mang thai.

Nguy co huyét khéi tim mach:

Céc thude chong viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan
than, ¢6 thé 1am ting nguy co xuét hién bién ¢ huyét khéi tim mach, bao gdm ¢4 nhbi

+ + + +
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mau co tim va dot quy, ¢6 thé déin dén tir vong. Nguy co ndy c¢6 thé xuét hién sém trong
vai tudn dau ding thude va c6 thé tang [én theo thoi gian dung thube. Nguy co huyét
khéi tim mach dwoc ghi nhan chi yéu & liéu cao.
Béc si can dénh gia dinh ky s xudt hién clia c4c bién cb tim mach, ngay ca khi bénh
nhén khong cé céc triéu ching tim mach truée d6. Bénh nhén can dugc canh béo vé cac
triéu chimg ciia bién cb tim mach nghiém trong va can thim kham bac si ngay khi xut
hién cac triéu ching nay.
Dé giam thjéy nguy co xuét hién bién cb bé; loi, ,cén sir dung ELTONIC & liéu hang
ngay thap nhét c6 hiéu qua trong thoi gian ngin nhét ¢6 the

- San phim c6 chira: .
Lactose: Bénh nhén c6 céc van dé di truyén hiém gap vé khéng dung nap galactose,
thiéu men Lapp lactase hoic kém hap thu glucose- galactose khong nén dimg thudc nay.
Thude nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu
‘khong chira natri’.

SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:

- Thoi ky mang thai:
Su tic ché tong hop prostaglandm boi NSAID c6 thé anh huéng dén qué trinh mang thai
va/hoic sur phat trién clia phoi hogc thai nhi trong ba thang dAu cua thoi ky mang thai.

Dit liéu nghién ctru dich & hoc cho thay ting nguy co say thai, di tit tim va nat thanh
bung sau khi dleu tri bing chit trc ché tong hop progtaglandin trong thoi ky dau mang
thai. Nguy co vé di tat tim mach da ting tir duéi 1% dén 1,5%. Nguy co ting theo lidu
Iwgng va thoi gian didu tri.
O dong vat, viée sir dung chit trc ché tong hop prostaglandin lam téng ty 1€ mét trrdc va
sau khi lam_ t6 va ting kha niing gy chét phéi thai. Ngoai ra, ty 1€ méc mét s6 di tat nhat
dinh, bao gdm ca tim mach, d& dugc béo cdo trong giai doan hinh thanh cic co quan cua
thai ky. Rui ro lién quan den vige st dung tir tun thu 12 cua thoi ky v6 kinh cho dén
khi sinh. Tir tudn thr 12 mét kinh cho dén khi sinh, At c¢a cac NSAID, c6 thé khién thai
nhi bj suy giam chirc niing thén:

+ Thiu i (thuong c6 thé phuc hdi khi ngimg didu tri), hodc thdm chi v di dic biét khi
tiép xuc kéo dai.

+ Khi sinh, suy thén (c6 thé hdi phuc hojc khong) c6 thé kéo dai, dic biét trong truong
hop tiép xiic mudn va kéo dai (voi nguy co ting kali mau mudn nghiém trong).

o Ruiro lién quan dén viéc sir dung sau tudn thir 24 cia thoi ky vo kinh va cho dén
khi sinh:

o NSAID c6 thé khién thai nhi b nhidm doc tim phdi (d6ng éng dong mach sém va
tﬁng huyét 4p dong mach phai).

+ Co thit ng dong mach co thé xay ra tir dAu thang thi 6 va c6 thé d&n dén suy tim phai
ctia thai nhi hodc tré so sinh hodc thdm chi thai chét trong tir cung. R ro nay céng
quan trong hon khi sdp dén ngay sinh. Vao cudi thai ky, nguoi me va tré so smh co thé
xudt hién: kéo dai thoi gian chay méu do tac ‘dung chéng két tap tidu chu c6 thé xdy 1a
ngay ca sau khi ding thuéc véi lidu lugng rit thap; (e ché co bop tir cung dan dén dé
cham hodc kéo dai thoi gian chuyén da.

Do a6, trir khi thyc su cén thiét, khéng nén ké don thude nay cho phy nif c6 ké hoach
mang thai hogc trong 5 thdng dAu cia thai ky. Néu dung thudc nay cho _phu nir mudn
mang thai hodc mang thai duéi 6 thang, nén dung lidu cang thap cang tbt va thoi gian
diéu tri cang ngédn cang tbt. Sir dung kéo dai khong dugc khuyén khich. Tir du thang
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thit 6 thi chéng chi dinh diing thubc nay. Viéc v tinh ubng vao ké tir ngay ndy s& bién
minh cho viéc theo ddi tim va thén, thai nhi va/hodc tré so sinh tiry thufc vao thoi gian
dung thude.

- Thoi ky cho con bu
NSAID di vao sita me, thudc nay khéng duge khuyén cao cho phu nit cho con bu.

- Kha néng sinh san
Gibng nhur tat ca cdc NSAID, viée sir dung thudc nay c6 thé tam thoi lam giam kha ning
sinh sén ctia phy nit do anh huong dén sy rung tritng; do d6 khong duge khuyén khich
cho nhimg phu nit mubn mang thai. O nhimg phu nit gip kho khin trong vi¢e thy thai
hodc trii qua cac xét nghiém sinh san, nén xem xét vi¢c ngung diéu tri.

ANH HUGNG CUA THUOC TOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Thube c6 thé giy nhirc diu, chéng mat, mét moi, nén thén trong cho nguoi 14i xe va vén
hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

- Véicdc thudc tang kali mau '
Mot sb loai thudc hodic nhom didu tri c6 kha nang thic day su xuét hién cua tang kali
méu: mudi kali, thuoc loi tiéu tang kali méu, thube trc ché men chuyén, thudc dbi khéng
angiotensin I1, thubc chong viém khong steroid, heparin (trong lwong phén tir thap hoic
khong phan doan), thuéc tc ché mién dich nhu ciclosporin hodc tacrolimus,
trimethoprim. St két hop ciia céc logi thude nay lam tang nguy co tang kali mdu.

- St dung dong thoi etodolac véi cac san phém sau can theo di c4n than tinh trang [am
sang va sinh hoc cta bénh nhén.

Khong nén phon hgp voi cac thuoc sau:

+ Thuoc chdng dong dwong udng; Ting nguy co chay méau do thude chéng dong dudng
udng (gay kich ing niém mac da day té trang do NSAID). NSAID c6 thé lam ting tac
dung cua thudc chong déng mau, chang han nhu warfarin. Néu khong thé tranh duge
su két hop, hay theo d&i chat ché vé mat 1am sang va sinh hoc.

+ NSAID khéc: Tang nguy co loét va chdy mau duorng tiéu hoa.

+ Acetylsalicylic acid & lleu chéng viém =1g mdi lidu va/hodic 2 3 g moi ngay), va &
liéu giam dau hodc ha s6t (= 500 mg mdi lidu va‘hoic < 3 g mdi ngay): Tang nguy co
loét va chay mau duong ti€u hoa.

+ Heparin khong phan doan, heparin trong luong phan tir thap va céc chét lién quan (&
lleu didu tri vi/hodic & ngudi cao tudi): Ting nguy co chay mau (i ché chirc ning
tiéu cAu va xa4m 14n niém mac da day ta trang do NSAID). Néu khong thé tranh dugc
sir két hop, hdy theo ddi chit ch& 14m sang (va sinh hoc dbi v6i heparin khong phan
doan).

+ Lithi: Tang lithi trong mau co thé dat dén gié tri dc hai (gidm bai tiét lithi qua thén).
Néu khong thé tranh duogc sir két hop, hdy theo ddi chat ché tinh trang lithi trong mau
va diéu chinh liéu lwong lithi trong qué trinh két hop va sau khi ngimg thuée chéng
viém khong steroid.

+ Methotrexat dung voi liéu 16m hon hoidc bang 20 mg/tuén Tang doc tinh huyet hoc
clia methotrexat (gidm d6 thanh thai methotrexat & thén do thubc chéng viém).

+ Pemetrexed (bénh nhén cé chirc ning thén tir thip dén trung binh, d§ thanh thai
creatinin trong khoang 45 ml/phut dén 80 ml/phiit). Nguy co ting doc tinh cia
pemetrexed (gidém do thanh thai qua thin ctia NSAID). Céac két hop phai than trong
khi sir dung.
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+ Clclosporm tacrolimus: Nguy co thém téc dung gdy doc cho than, dic biét & ngudi
cao tudi. Theo dai chirc nang than khi bit diu diéu tri bing NSAID.

+ Thudc loi tiéu, (rc ché men chuyén, déu khang thu thé angiotensin II: Suy than cap (4]
bénh nhan ¢ nguy co (ngudi cao tudi va/hodc d6i twong mat nrée) do gidm loc cau
than (irc ché prostaglandin gidn mach bing NSAID). Hon nifa, giam tac dung ha
huyét 4p. B nuée cho bénh nhan; Kiém tra chirc néng than khi bt du diéu tri.

+ Methotrexat dung véi lidu nho hon hoic bing 20 mg/tudn Tang doc tinh huyét hoc
ciia methotrexat (giam d¢ thanh thai methotrexat & than do thudc chdng viém). Kiém
sodt cong thirc mau hang tudn trong nhitng tudn diu tién két hop. Ting cudng gidm
sét trong truong hop suy gidm (thdm chi nhe) chitc ning thin, cling nhu & ngudi cao
tuoi.

+ Pemetrexed (bénh nhin ¢6 chitc niing thin binh thudng) Nguy co ting doc tinh cua
pemetrexed (gidm @ thanh thai qua thdn cia NSAID). Theo ddi sinh hoc chirc nang
than.

Thén trong phdi hop véi cic thudc sau:

+ Acetylsalicylic acid ¢ lidu chéng két tép tidu cdu (tir 50 mg dén 375 mg mdi ngdy
trong 1 hoiic nhiéu lidu): Tang nguy co loét va chay mau dudng tiéu hda.

+ Glucocorticoid (trir hydrocortison trong diéu trj thay thé): Tang nguy co loét va chay
mau duong tiéu hoa.

+ Thudc chéng két tap tidu cu va thudc trc ché tai hip thu serotonin (SSRIs): Tang
nguy co chay mau dudng ti€u hoa.

+ Heparin khong phén doan, heparin trong lugng phén tir thap (lidu phong ngira): Tang
nguy co chay mau.

+ Thudc chen béta (trir esmolol): Gidm tdc dyng ha huyét ap ({rc ché protaglandm gidn
mach béi NSAID va gitt nuge va natri vdi pyrazole NSAID).

+ Deferasirox: Ting nguy co loét va chdy méau dudng tiéu hoa.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Tén suét tac dung phy dugc quy dinh sau: Rét thudong gip (>1/1 0), thuong gap (>1/100
dén <1/10), it gip (>1/1.000 dén <1/100), hiém gip (>1/10.000 dén <1/1.000), rat hiém
gip (<1/10.000), tin suit khong 18 (khéng udc tinh duge tir cac dir ligu 1dm sang hién
cd)

Cac nghién clru 1am sang va dit liu dich t& hoe cho thdy viéc sir dung mét s6 NSAID
(ddc biét khi sir dung ¢ lidu cao va trong thoi gian dai) co thé 1am tang nhe nguy co bién
cO huyet khéi dong mach (vi du: nhoi mau co tim hodc tai bién mach méu n#o).

Tiéu hoa

Thuong gap:

Loét da day, thung hodc xudt huyét tiéu hoa, ddi khi gy tir vong, ¢6 thé xéay ra, dic biét
b} ngum cao tudi.

Budn non, nén, tiéu chay, dy hoi, tdo bon, kho tiéu, viém loét miéng, dau bung, di
ngodi phén den, ndn ra mau, lam trdm trong thém bénh viém tryc tring hodc bénh
Crohn d3 duogc bao cao sau khi ding NSAID.

It géip: Viém da day.

Tim mach:

Phu tang huyét 4p va suy tim d4 duoc bio céo lién quan dén diéu tri bing NSAID.

Hiém gdp: Téng huyét ap, nhip tim nhanh, dau ngue, rbi loan nhip tim, dénh trbng nguc,
ha huyét ép, suy tim sung huyét.
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Phan tmg qué mén

Hb hdp: Kh ning xay ra con hen, dic biét & nhimg b twong dj tmg voi aspirin va cac
thudc chong viém khong steroid khéc.

Phéan Ung da:

Hiém gap:

Phan g béng nudce (bao gom hoi chirng Stevens-Johnson va hoi chiing Lycll)
Phat ban, may day va lam trAm trong thém may day man tinh, ngtra, ban xuét huyét.
Céc trudng hop nhay cam véi 4nh sang da duoc béo cdo dic biét.

Gan: T#ng nhe va thodng qua transaminase huyét thanh.

Hé than kinh trung wong: Nhirc du, cim gidc chong mit nhe va mét mdi

Thén

+ Gitt nwdc va natri, téng kali mau.

+ Suy chirc ning than cip (AKI) & bénh nhén c6 céc yéu t6 nguy co

+ Tbn thuong thén thyc the co thc din dén suy chirc ning than cip: mot s6 trurong hop
viém than k&, hoai tir 6ng thén céap, hoi ching thén hw, hoai tir nha.

Nguy co huyét khéi tim mach (xem thém phén Canh bdo va thén trong).
Thoéng bao cho bac si nhitng téc dung khong mong muén gap phai khi sir dung thude.

QUA LIEU VA CACH XU TRIi:

Trong trudng hop qué lidu, nén tién hanh diéu trj tri¢u chimg.

PAC TINH DUQC LUC HQC:

Nhém dugc ly: Nhom thude chéng viém khong steroid tir nhém acid pyranoindole-1-

acetic, dén xuét ctia acid aryl carboxylic

Mi ATC: M01AB08

Etodolac co:

+ Tac dung khéng v1em giam dau, ha sdt, trc ché két tﬁp tidu cdu.

+ Co ché tac dung: gidng nhur cia céc NSAID khéc, vin chua dugc hiéu 16 hoan toan,
nhung ¢6 thé lién quan dén sy \rc ché tong hop prostaglandm

PAC TINH DUQC DPONG HOC:

Hdp thu

Etodolac dwgc hdp thu nhanh qua dudng ubng: Nong do dinh trong huyet thanh dat
dugc khodng 1 gio sau khi udng. Sinh khé dyng cao (gan 100 phin trim). Uéng
etodolac trong bita an khong anh hudng dén luong thube duge hép thu nhung lam chim
qud trinh dat ndng d6 dinh trong huyét trong.

Phdn bo

Etodolac lién két rong rdi v4i protein huyét trong (16n hon hodc bing 99%). Thé tich
phén bd 12 0,4 Vkg. Thoi gian ban thai khoang 7 git. Trong huyét tvong, etodolac duge
tim thdy chi yéu & dang khong lién hop va glucuronid.

Thai trir: _

Etodolac duoc thai trir chit yéu qua nude tiéu (75%) & dang hydroxyl héa va glucuronid
va qua phén (25%)

Céc thong s6 dugc dong hoc vé sinh kha dyng va thdi gian ban hiy dao thai gidng nhau
& dbi twong tré va doi tuong trén 65 tudi.

Suy thén dudng nhu it anh hudng dén duqc ddng hoc cia etodolac.
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QUY CACH DPONG GOI:
- Hop 3 vi, 6 vi, 10 vi x vi AV/PVC 10 vién.
- Hop 3 vi, 6 vi, 10 vi x vi Al/nh6ém tao form 10 vién
- Chai 100 vién; Chai 200 vién; Chai 500 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:
- Noi khé mét, nhiét dd dudi 30°C, trénh énh sang.
- Han ding: 36 thang k& tir ngdy san xuit.
- Tiéu chuén chét lugng: TCCS
TEN, PIA CHI CUA CO SO SAN XUAT:
CONG TY TNHH DUGC PHAM USA - NIC

L6 11D dudong C, KCN Tén Tao, P.Tan Tao A, Q.Binh Tan, TP.HCM, Viét Nam

PT : (028) 37.541.999 — Fax: (028) 37.543.999

TP HCM ngay 04 thang 11 ndm 2023
iam Doc Chit Lugng

8/8



