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HUGNG DAN SU' DUNG THUOC
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(Etodolac 200mg)

Thuée nay chi ding theo don thudc. Néu cn thém thdng tin xin héi y kién bée si.
Boc ki hudng dan st dung trude khi ding. DE xa tdm tay tré em.

THANH PHAN: M3i vién nang cing chira

Thanh phdn dugc chat: Etodolac 200 mg

Thanh phdn ti duge: Lactose, croscarmellose natri, povidon, microcrystallin cellulose, natri starch glycolat,
colloidal silicon dioxid, magnesi stearat.

DANG BAO CHE: Vién nang ciing.

Mad ta dang bao ché: Vién nang ciing, ¢@ nang s6 1, mot ddu mau tim, mot ddu mau tring in  Seeex  hap
trong chita bdt thudc mau tring dén tring nga. i

CHi BINH

- Diéu trj cdc triéu chling clia bénh thodi hoa khép va viém khép dang thap cap hay man tinh.

- Gidm dau c&p tinh.

LIEU DUNG, CACH DUNG

Cdch dung: Dung trong hodc ngay sau khi dn.

Liéu ding:

Thodi hda khdp va viém khdp dang thap cdp hay man tinh: khéi ddu 600-1000mg chia 2-3 Idn/ngay. Diéu
chinh liéu tiy theo ddp Gng clia bénh nhan dén liéu t6i da 1000mg/ngay.

Pau cdp: 200 — 400 mg mdi 6 — 8 gid dén lidu t6i da 1000 mg/ngay.

CHONG CHi BINH

- Qui man cdm vdi etodolac hay mot trong cdc thanh phdn clia thudc.

- Bénh nhn c6 tién sl bj hen suy&n, ndi mé day hodc nhiing phan Gng kifu di Ging khac sau khi ding
aspirin hodc cac chat chdng viém khong steroid khic.

- Bénh tim thi€u mdu cyc bg, bénh mach mau ndo, bénh dong mach ngoai bién, suy tim nhe d&n ning.

- Bénh nhin dang bi loét hodc xudt huyat tiéu hoa.

- Suy gan ndng, suy thdn ning.

Tré em du6i 15 tudi, do tinh an toan va hidu qua ding cho tré em chua dugc thiét lap.

Phu nit ¢6 thai 3 thdng cudi va phu nd trong thoi ky cho con bi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Sl dung than trong cho cdc b&nh nhan c6 tién sit hodc y&u t6 nguy co loét da day — ta trang, xudt huyét
tiéu hoa.

- Sif dung than trong trong b&nh Crohn hoc viém loét dai trang.

- Thén trong v6i bénh nhan c6 bénh tim mach, ting huyét 4p; bénh nhan c6 tién st bi suy tim, rdi loan chiic
nang that trai, ting huy&t dp; bénh nhan bj phu né vi Iy do b4t ky; bénh nhin cé cic yéu t& nguy co khac cla
bign ¢ tim mach.

- Than trong voi ngudi cao tudi, bénh nhan c6 céc khuyét tat dong mau, co roi loan lign k&t mé va trong cc
bénh di tng.

i
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HUGNG DAN SU DUNG XIN THAY DBOI

- Cdn theo ddi that ky chic ning thdn va sy bai tiét nudc tiéu & bénh nhan suy tim, suy gan, suy than man
hodc bénh nhan dang dung thudc Ii tidu.

- Cén kiém tra dinh ky hemoglobin va hematocrit dé phat hién dau hiéu thigu mau ddi khi co thé xdy ra &
cdc bénh nhan dung thudc chéng viém khong steroid.

- Bénh nhén dung Elacox 200 c6 thé cho phdn (ing ducng tinh gid voi bilirubin — nigu.

- Nguy cd huyét khdi tim mach:

Céc thudc khang viém khong steroid (NSAID), khong phai aspirin, diung duding todn than, c6 thé 1am ting nguy
co xudt hign bién c§ huy&t khdi tim mach, bao gdm ¢d nhdi mdu co tim va dot quy, c6 thé din dé&n tir vong.
Nguy cd nay co thé xudt hién sém trong vai tudn ddu dung thudc va c6 thé ting I8n theo thdi gian ding thudc.
Nguy co huy&t khdi tim mach dugc ghi nhin chil y&u & liéu cao.

Bac sT cdn danh gia dinh ky sy xut hién clia céc bién c6 tim mach, ngay cd khi b&nh nhan khong cé cic
triéu ching tim mach truc do. Bénh nhdn cdn dugc cdnh bdo vé cdc triéu ching cia bién ¢f tim mach
nghiém trong va cdn thdm kham béc sT ngay khi xudt hién cdc triéu ching nay.

Pé gidm thiu nguy co xudt hidn bign cd bat Igi, cn si dung etodolac § liéu hang ngay thdp nhat cé hiéu qui
trong thai gian ngin nhat co thé.

Canh bdo td dudc:

- Lactose: bénh nhdn c6 réi loan di truyén hiém gdp vé€ khong dung nap galactose, thiéu hut lactase toan
phan hodc kém hap thu glucose — galactose khdng nén ding thudc nay.

sU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit cd thai:

Thudic c6 thé gdy hai cho thai nhi. Khang dugc st dung etodolac trong 3 thang cudi thai ky.

Khong dung etodolac trong sudt thoi gian mang thai tr khi c6 chi dinh clia bac sT.

Phu nif cho con bu:

Chua c6 thong tin vé vige etodolac c6 tiét vao sifa me hay khong, cling nhu cé thé gay hai cho tré bi me hay
khong. Do dé khong st dung thudc & phu nit dang cho con bi.

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

Dung than trong cho ngudi 1di xe va vdn hanh mdy méc vi ELACOX 200 c6 thé gdy tic dung phu chéng mit,
md mit cho ngudi sif dung.

TUGNG TAC, TUGNG KY CUA THUOC

Tuang tac thudc

- Céc thudc khang acid da day c6 thé [am gidm ndng do clia etodolac trong mau.

- Etodolac gan két nhiéu v6i protein huyét tuong nén cdn diéu chinh lidu khi diing k&t hop véi cdc thuSic khac
c6 ti 18 gdn k&t protein cao.

- Tranh st dung dong thdi hai hofc nhiéu hon hai NSAID (bao gdm ca aspirin) vi c6 thé lam ting nguy co
gdy tdc dung phy.

- Thudc lam ha huyét 4p: Gidm tic dung ha huyét 4p.

- Thudc lgi ti€u: Gidm tac dung lgi tiu. Thudc Ioi tiu c6 thé lam ting nguy co doc tinh trén than cla
NSAIDs.

- Glycosid tim: NSAID c6 thé lam trim trong thém suy tim, gidm GFR va lam ting néng do glycosid trong
huyét tuong.

- Lithium: Gidm thai trli lithium.

- Methotrexate: Gidm thai trir methotrexate.

- Ciclosporin: Tang nguy co ddc tinh trén thin.
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- Thudt chéng déng mau: NSAID c6 thé lam ting téc dung clia thuSc chdng déng, chdng han nhu warfarin.
- Thudc chéng két tap tiéu cdu va cdc chat dc ché tai hap thu serotonin cd chon lpc (SSRIs): Gia ting nguy
co xudt huy&t tidu hoa.

- Tacrolimus: Tang nguy cd c6 thé nhigm doc than khi ding k&t hgp véi NSAIDs.

- Zidovudine: Gia ting nguy co doc tinh huy&t hoc khi diing k&t hop véi NSAIDs.

- Xét nghiém Bilirubin ¢6 thé cho két qud duong tinh gid do sy hién dién clia cic chdt chuyén héa phenolic
chia etodolac trong nudc tigu.

- Mifepristone: NSAIDs khong nén sit dung trong 8-12 ngay sau khi ding mifepristone vi NSAID ¢6 thé 1am
gidm hiéu qud cua mifepristone.

- Corticosteroids: Tang nguy co loét va xudt huyét dudng tidu hoa.

- Cdc khdng sinh Quinolone: NSAIDs c6 thé am ting nguy co co gidt.

Tuong ky cilia thude

Do khéong c6 cdc nghién citu vé€ tinh twong ky ciia thudc, khong tron 1an thude nay véi cdc thudc khdc.

TAC DYUNG KHONG MONG MUON

Ri loan tigu hda nhu khé chiu, budn ndn, tiéu chdy, va doi khi cé thé loét va xuat huyét.

Céc tic dung phu khdc bao gom cdc phin (ng qud man (dic biét 1a phat ban, phit mach, co thdt ph& quén),
nhite ddu, chodng véng, cing thdng, trdm cam, ngll ga, m4t ngll, chéng mat, r8i loan thinh lyc nhu U tai, nhay
cdm 4nh séng, tiu ra mau, cdc rdi loan huy&t hoc, tinh trang gilf nudc, tang huy8t ap, viém miéng, viém
mach, danh trdng nguc, khé thd, Ian 1on, mét moi, di cdm, run, tiéu Iat nhat, tiéu khé, sot va ngla.

NSAIDs c6 thé lam nZng thém tinh trang hen suy@n, suy than.

Higm khi, hoai ti nh(i thdn hoic xo hda md k& két hop véi NSAID co thé din d&n suy thén.

Céc tac dung phy hiém g4p khdc nhu tdn thuong gan, viém & ring, ting bach cdu eosin & phdi, viém tuy, réi
loan thi gidc, hoi chitng Stevens-Johnson, thugng bi nhiém dgc hoai td, lam khdi phdt hay dot cip viem dai
trang hodc bénh Crohn, viém mang ndo vo khudn (b&nh nhdn vdi cac rdi loan lién k&t md nhu lupus ban do hé
théng c6 thé dic biét nhay cam).

Ngoai ra, ¢ thé gip nguy cd huyét khdi tim mach (xem muc Canh bdo va thin trong khi ding thuéc).

Théng bdo ngay cho bac si hodc duge sT nhitng phdn (ing ¢6 hai gip phai khi st dung thudc.

QUA LIEU VA CACH XU TRi

Qué liéu:

Céc triéu ching bao gdm dau ddu, bubn ndn, non, dau thugng vi, xudt huyét tiéu hoa, it khi tiéu chdy, mat
phuong hubng, bdn chén, hon mé, bubn ngli, chéng mat, U tai, ngat xfu, va déi khi co giat. Trong trudng hop
clia ngd ddc nang, suy than cip tinh va tdn thudng gan co thé xay ra.

Cach xir tri:

Diéu tri triéu chiing. SIr dung than hoat tinh trong vong mot gid sau khi ngd doc. & ngudi 16n, rira da day ciing
nén dugc thuc hién trong vong mét gié néu ngd doc de doa tinh mang. Bam bdo lugng nudc ti€u binh thudng.
Theo ddi chdt ché chic ndng gan va thin. Bénh nhin nén dugc theo ddi it nhat b&n gid sau khi ngd doc. Diéu
tri bang diazepam tiém tinh mach néu co gidt thuding xuyén hodc kéo dai. Cac bién phap khic co thé dudc chi
dinh tily theo tinh trang clia b&nh nhan.

PAC TINH DUGC LUC HOC

Nhém duge ly: Thubc khang viém khong steroid (NSAID).

Ma ATC: MO1ABOS.

Etodolac 1a thudc khdng viém khong steroid (c ché uu tién hon trén COX-2 (Cyclo-oxygenase 2), c6 tic dung
gidm dau, khang viém va ha sét.
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DAC TiNH DUGC BONG HOC

Etodolac dugc h&p thu tot, ndng d6 dinh trong huyét tuong dat dugc trong khodng 80 + 30 phat. Mdc do hap
thu clia etodolac khdng bj dnh hutng khi stii dung sau bita &n, tuy nhién khi sl dung ddng thdi vé6i thitc &n néng
do t0i da dat duoc gidm khodng 1,5 1dn va thoi gian dé dat dugc ndng do nay ting Ién tir 1,4 dén 3,8 gid.

Thé tich phan phéi trung binh clia etodolac x&p xi 390 mi/kg, 99% k&t hp véi protein huyt tuong, chil y&u 1a
albumin.

Etodolac dugc chuyén héa chii y&u trong gan. Thai trir chil y&u qua than. Thai gian ban thai (T1/2) clia etodolac
la 6,4 gio. Thai trir qua phan khodng 16% liéu ding.

HAN DUNG 36 thdng k& tif ngay san xuét.
BAD QUAN Noi kho, mat (dugi 30°C). Trdnh 4nh séng.
TIEU CHUAN TCCS.

QUY CACH PONG GOI Hop 10 vi, vi 10 vién.

Co 56 sdn xuat CONG TY CO PHAN PYMEPHARCO o,
166 — 170 Nguyn Hug, phung 7, thanh phd Tuy Hoa, tinh Phi Yén, Viét Nam
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