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s EACH CAPSULE CONTAINS R\' e Gl g B GMP - WHO mb1 VIEN CHOA
Elodolac.... v 200mY Elodolac. i 200N
Excipient g.s.....per 1 capsule Té dugc viia dii..... 1 vidn
Indication, dosage, instiuction and conira-indicalion:

Chi dinh, lifu ding, cich ding, chiing chi gjnh va

A A ;. \ cic thing iin]i—ﬁc:;;n :ﬁmhlﬂnai din sit dung.
Specification: LSP 32 [ . | idu n: JSp
Store in a dry place, below 30°C,

Bdo qudm: Noi khd, nhiét d& dudi 30°C,
protect from Tight. Pr— —

trdnh dnh séng
. Boc ky hudng ddn st dyng rudc khi diing
Read leaflet carefully before use ] g 6 xa tSm fay tré em
Keep oul of reach of chilgren @ - P o LI s8106%
Ny Sx
JB gl
s JONG Tv CP DUGC PHAM PHUONS BONG
~ L4 7, Blabng B < KON Tln Ta Tach
ORIENT PHARMACEUTICAL COMP Q. Binh Tan-TP-HE Ghi M ol
= Chal 30 vién nang cing
EACH CAPSULE CONTAINS: & T —_—n GMP - WHO mli VIEN CHOA
Etodolac...... v ... 200mg Efodolac.., 2000
Exciplent g 5.....per 1 capsue T4 dugc viia dil.....1 vign
Indieation, dosage, instruction and contra-infication:

Chi gjoh, Wdu ding, cich diing, chng chi dinh vé

I X :_ i\ cdc thing Hn:l::: n;n tdu::)ng din sif dung.
Specification: USP 38 | y / | p— >

Store in a dry place, balow 30°C,
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Bdo quén: Noi khd, nhiét 00 dudl 30°C,
= — = tranh dnh sdng
protect from light. o - Boc kj hudng ddn sif dyng trde khi ding
Read leaflet carefully before use B R
Keep oul of reach of children EECRG sK R sElos
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PD Chai 60 vién nang cung
EACH CAPSULE CONTAINS R-K il indin GMP - WHO M1 VIEN cHln:

EADGOIBE. ... 200G Ewdoie. ... . 200mg
Extiplent g.3...per 1 capsule Té duge via di....1 vidn
Indieation, desage, inetruction and contra-indieation: O, Wl i, E1h g, A i A

R eie thing lin :‘I:icn:ar Ial;;ngi din sif dung.
’ i iéu chudin:

Spacitication: USP 35 BAn qudn’ Noi kho, nhiBt 43 dudi 30C,
Slore in @ dry place. below 30°C, . trinh dnh sdng

Pobbect fraam: light. ' ’/m Boc kj hudng tdn sit dyng e khi ding
Read leatiet carefully before use . D xa tSm tay ré em

Keep out of reach of childran & & = o J sox 5618 5
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OEENT PHARMACELUTICAL COR
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BATILEAD

Etodolac 200mg

Bwpoz 2810p0l3

aviiivg

P Box of 3 blisters x 10 capsules T
BATILEAD Do b hadng gdn s dyng tride kbl dung
2 B 1 thm tay trd am
MOI WIEW CHUA-
Eindlas #00my SBK: S84 L6 8X:
T4 duoe v 0.1 Win Ngay 5X:
Chl dimh. lifu dimg, chch dang, chling chi finh v Han Dung:

o (hdng lin khde: xem 10 buting dln s dung
Tidu ehun: LEP 38
Bim guanc Mok kd, ol 0 dudd TG, ket dnh sdig

COMG TY CF DUDC FHAM PHUONG BONG
L8 7, Dwtog 2 - MCM Tie Tea, P.Tin Too A,
0. Biak Thn - TP.HG CbI Minh - ¥igl Mam

BATILEAD |\

R( Thudc bdn thee den

GMP - WHO

BATILEAD

Etodolac 200rhg

B | g Hép 3 vix 10 vién nang cung
Read leatiet carsfully bator uso
BHTILEGD Kezp out of reach of children
EACH CAPSULE CONTAINE
Etodolac Mmy

Excipient g.c  per 1 capsuls

Indization, dosage, insbrection and condra-indication:
See In e Jgatet

Spailication: LSP 38

Sliore in & dry place, beiow 30°C, prolect from fight.
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M0 viEM CHUA
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Etodolac 200mg
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i P Hép 6 vi x 10 vién nang cung

Read laatiot carstully belors use
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EACH CAPSULE CONTAINS

Etodolac. 200mg

Exzigiant g5 par 1 capsule HI I

Infization. desage. instnaction and conta-adisatian:

Soa it the leafiet sv:-ﬂcu 536

Specitication: U5 38

Stors in @ dry placs, below 30°C. protmet from light. CRIENT FHARMACEUTICAL CORP
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BATILEAD

mbi VIEN CHUA:
EAQOOIBE. ... converivcnerinsnes 20OMG
Ta dugc via dl....... 1 vign
Chi dinh, lidu diing, cach ding, chéng ehl dinh va
céc théng tin khde: xem 10 huang din sd dung.
Tiéu chudin: USP 38
Bdo qudn: Noi khd, nhiét b dudi 30'C,
tranh dnh sdng
Boc ki hudng diin sif dung trude khi ding
DE xa tém tay tré em
sSBK:

Nphy SX
Han dung:

B4 L 8X

GONG TY CP DUGIC PHAM PHUGNG BONG
L& T, Buing 2 - KCN Tén Tac, P.Tén Tgo A,
Q. Binh Tan - TP.HE Chl Minh - Vit Nam

Ry proccription ony WHO - GMP

BATILEAD

=

Etodolac 200mg

yo Box of 10 blisters x 10 capsules

Bwpgoz oejopoig

e

av3iniva

Cled

BATILEAD

EACH CAPSULE CONTAINS:
Elodolac. .200mg
Excipient g.s. . par 1 capsule

Indication, dosage, Instruction and contra-indication:

Sea in the lealiat
Specification: USPF 38
Store in a dry place, below 30°C,
protect from light.

Read leaflet carefully before use
Keep out of reach of children
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BATILEAD
Vién nang cirng
Thude bin theo don
Cong thire: Mo vién nang cing chita;

Td diwge: Lactose. Tinh bt mi, Natri lauryl sulfat, Polyvinylpyrrolidone (PVP alt:’"}\‘.;:ﬁms\d (Colloidal silicone dioxyd) 200, Magnesi
stearat. N N

Dwyge lye hoe :
Nhom duge 1y : Thude khéng viém khong steroid
MEATEL :‘M{]‘l ABPS : = . X - . 9 PHAN i 0} 2 P 7 z
Etodolac la mét logi thuoe khang viém khong steroid (NSAID). ¢ tic d g) harpﬂ'l &1‘1 ém}‘n dau vi ha sot. Co ché thing qua sy (e ché
enzym cyclo-oxygenase tham gia trong tong hop prostaglandin. ~\Ua \ PHUGNG BOKG, £/
Lc ché tang hop prostaglandin v chon lpe COX-2: Tt ca cic thude chong Vik
hinh thanh prostaglandin. C6 td¢ dung diéu tri va mét sd tic dung phu cua churle
khdc véi cac thude NSAID khic. Trong mdt mo hinh déng vit voi liéu chong viem 3
da duge chimg minh [a 2iam xubng mire do thdp hom va trong thii gian ngdn hon cie NSAID khic. Phat hién niay phit hop voi eae nghién
clru in vitro tidp theo, cho thiy etodolac duge lya chon cho cyclo-oxygenase gdy ra 2 (COX-2. lién quan dén viém) wén COX-I
(cytoprotective)
Hom nira, cic nghién ciu trong mo hinh 1€ bio ctia con nguoi di khing dinh ring etodolac 13 lva chon dé e ché COX-2.
Loi ich lam sang ciia viée irc ché COX-2 vu tién hon COX-1 vin chua duge chimg minh. )
Tdc dung chang viém: Céc thi nghiém cho thiy etodolac ¢o tac dung Khang viém ro rgt. manh hon mdt s6 NSAIDs duge xdc dinh lim sing.

Durge ddng hoe : ) ) .
Etodolac duge hdp thu tot khi diimg diromg uéng. Sau khi udng 200 mg hode 300 mg etodolac. nong d¢ dinh trong huvét tong lin lwet la
10-18 pg / ml va 36 ug / ml trong khodng 1-2 gio. Nong d¢ ctodolac trong huyét twong. sau khi dung nhidu liéu rong pham vi diéu ti, chi
cao hon mdt chit so var lidu duy nhat. Etodolac co thé dirge cho ding cling thire an hoge phoi hop voi eac thude khing acid. vi mire do hap
thu etodolac khdng bi anh huong Khi ding sau bira an hodic véi thude khing acid. Ftodolac ¢6 trén 9% 2in vai protein huyét tuong.
Etodolac tham d& dang vio dich khop sau khi udng @ bénh nhdn viém khop. Thich hop véi nbdng dg protein vi albumin trong dich khap
huyet thip hon so vai huyét thanh, etodolac AUC (0-24 gidy) cuia chdt long khiing cd thinh mach la 72% cao hom gid trf huvét thanh, Trong
giui dogn sau phin phdi. téng ndng do etodolac va mién phi trong dich khap nhanh hon han so voi huvét thanh, +&i dung dich trung sian
trung binh 13 huyét thanh 1.18 va 3.25, sau 8 dén 32 gid. _
Etodolac duoc chuyén hoa rong rdi trong gan, Khoang 72% lidu di dugce ding s& duge liy lai rong nugc ticu dindi dang cde chit chuyén
hoa khong hout dong. 16% lidu duge bai tiét qua phin. Thoi gian ban etodolac trong huyét twong 1 6-7.4 2.
Cac nghién eiru & ngudi cao tudi cho tha‘i'\ duge dong hoe trong wr nhir ¢ nhimg ngudi ¢ woi. Khéng cdn didu chinh lidy lugmg o ngun
cao twoi. Vi sir piai phong etedolac phy thude vio chire ndng gan. nén nhimg bénh nhin bi suy gan ndng cd thé lam gium J§ thanh
thai. Khdng c6 thay déi duge dong hoe ¢a dirge nhin thiy ¢ nhing bénh nhin suy thin tir nhe dén vira, Trong cic licu didu tri thong
thrdmg, etodolac lam giam ndng dé acid uric trong mau xudng 1-2 mg% sau bon twin didu tri,

Trinh biy :
Vi 10 vién, H3p 3 vi. hép 6 vi va hip 10 vi
Chai 30 vién, Chai 60 vién va Chai 100 vién

Chidinh :
Etodolac duge chi dinh dé sit dung lau dai hodc cdp tinh & bénh nhan -
Viém xwong khop
Viém khdp dang thip.

Li¢u lwgmg vi cich diing: Q
Cdch ding: Ding theo dwong ubng. Nén udng thube ngay sau hoge trong bira &n dé giam tic dung khéng mong mudn: nén ding thude &
liéu thip nhit vi trong thdi gian ngdn nhdt co thé.
Liéu dung:
Neudri 16m: 200 - 600 mg, 3 lin/ngay (sau 6 - § gid)
Tre em: Khang nén ding cho tré em
Negubi cao tudi: Khong cin didu chinh lidu ¢ nguoi cao wbi
Nguiri cao ol ¢d nguy ¢ cao vé hdu qua nghiém trong ctia cée phan img phy. Néu mot NSAID ma cho 13 ¢in thiét, nén d
thap nhat va trong thor gian ngdn nhit co the. Bénh nhan nén duroe theo doi thirmg uyén vé xudt huyét tiéu hod trong khi T

Chéng chi dinh:
Khéng ding etodolac cho nhimg bénh nhn ¢4 tién sir min cam véi thude nay. ‘
Khong dung etodolac cho nhimg bénh nhan bj loét dudng tiéu hda tin trién hode ¢6 tién sit mic bénh loét durdmg tiéu hoa (bao gbm chay
miu durimg tiéu hGa do str dung cdc thude chéng viém khdng steroid khic).
NSAIDs chong chi dinh ¢ nhimg bénh nhin triede diy da phan tng qua man (vi du nhu hen. viém mii. phi mach hode ndi may day) dé dip
mg voi ibuprofen. aspirin, hojic cdc thude chéng viém khong steroid khic.
Lich st xudt huy<t dg day hode thing, lién quan dén diéu trj NSAIDs trirde do.
Khéng nén ding etodolac & bénh nhdn suy tim ning. suy gan va suy thin,
Phu nit dang mang thai 3 thing cudi.

Than trong: _ 5 .
Tde dung Khong mong mudn c6 thé giam thiéu bing cdch sir dung lidu hidu qua thdp nhdt trong ther eian nedin nhét cdn kidm tra cic trigu
chimg
Cin tednh sif dung etodolac vi NSAIDs ddng thiri bao gdm ¢a cic chit e ché chon loe evelooxveenase-2
Rai logn ho hdp : Thin trong khi ding etodolac =ho bénh nhan co tién sir bi bénh hodc c6 tién sit bi b¢nh hen phé quan do da cé béo cdo cde
thude ching viém khong steroid gdy co thit phé quan o nhimg bénh nhén ndy.
Tim mach, than vé suy gan: Déi v bénh nhan suy thin. tim hodc 2an dac biét la nhimg bénh nhén dang ding thude Igi tiéu phai rit thin
trong khi sir dung etodolac do cic thude ching viém khong steroid ¢ thé gdy hai déi véi thn, Lidu ding etodolac cing thip cang 19t va
phai theo ddi chirc néng thin. Tuy nhién suy gan hodc than do nhimg nguyén nhan khéc ¢6 thé anh hudng dén chuyén hoa thude: nhimg
bénh nhdn ding liu phdp diéu tri ddi han k&t hop, ddc bigt 14 ngubi gid cin theo doi cac tac dung phu c6 thé xay ra va néu can thiét phai
diéu chinh liéu hofic ngimg ding thude.
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Bénh nhén diéu trj dai han bing etodolac cin thudmg xuyén Iuem tra chire nang thin, cic thung s6 huyét hoc hodc chire nang gan.
Bénh nhdn ¢6 the bi anh hudng bét lgi do e ché chire ndng tlt.u cdu nén duge quan sit ci
Ngudi cao tuoi: Khong cdn didu chinh liéu néi chung I cin thiét & ngudi cao tugi
T tudi. va lidu ding cua b¢nh nhan. ¢dn phai duge chim soc thém khi tang licu.
NSAIDs ddc biét 1a xudt huyét duomg da day va thung o thé gay ur vong, N\
Tre em: Tinh an toan va hiéu qua o tré em chua duge thiét ldp va do d6 khong khayvén c@fj@qg‘&mdulm} f_ir'_:ré em
s Nguy ca’hmer&hm tim mach: Uoe ;sm "I E !
Cic thuée chéng viém khong steroid (NSAIDs). khong phai aspirin, ding dut ] €0 Lh‘ am ting neuy co xudt hién blcn ¢d huyét
khi tim mach. bao gdm 4 nhdi mdu ¢o tim va dot quy, ¢o thé din dén r vong\d {Hgﬁﬁﬁi‘}&m% suﬁ’tilén sam trong vai twin diu dunu
thube vil ¢6 the tang lén theo thoi gian diing thude. Neuy co huyét khéi tim mach'dy i.ahdn chq. yeu 5 lidu cao.
Bic si cdn ddnh gid dinh k{ su xudt hi¢n cua cic bién ch tim mach. ngay ca khi be dnkhdhg-cd cdc triu chimg tim mach trude do.
Bénh nhan cdn duge canh bdo vé cic triéu chirng cua bién ¢ tim mach nghiém trong vd cdn thim kham bdc s7ngay th xudt hién cac trigu
s.hu'ng nay.
B¢ giam lhn:u nguy co xudt hién bién ¢& bt Igi, cin s dung thude ¢ li¢u thip nhdt ¢ hiu qua trong thoi gian ngdn nhit ¢6 thé
Xudit huvét, loét va thung da dav rugt:
Céc tic dyng phu ddi voi hé tiéu hoa trim trong nhu chay mau, o€t va thung dudng tiéu hoa co Ehé iy ra bit k¥ lte ndo, ¢6 hode khéng ¢o
tri¢u chimg béo trude ¢ nhimg bénh nhdn sir dung cdc thude chéng viém khong steroid. Néu xudt hién bat ky triéu chimg chay mdu dutmg
tiéu hoa, can ngimg sir dung etodolac ngay §p tic.
Bénh nhan diéu i lau dai voi etodolac nén dirge thudmg suyén xem xét nhu mt bi¢n phip phong ngira vi du cho nhirng thay ddi trong
chuc nang lmm. cae thong 50 huy ¢t hoe. hodc ¢hir nang gan.
Nguy co bi xudt huyér. loét hodc thung rudt cao hon khi ting licu NSAID. o nhl?rng bénh nhin ¢6 lién sir loét. dde bigt néu ¢o biéu hi¢n chay
miu hodc thiing vi & ngudi cao twdi. Nhimg bénh nhin ndv nén bt diu diéu tri v lidu thip nhit ¢6 sin. Picu tri phm hop vai cac tie nhin
bao v¢ (vi du mlsupw;tul hode thude (¢ ché bom praton) cin duge xem xét cho nhimg bénh nhin nay, va ciing ¢6 thé cho bénh nhin cdn st
dung dong thoi aspirin In.u thdp. hoge cic loai thude khie ¢6 kha nang lam ting nguy co tiéu hoa,
Bénh nhin ¢o tign su vé déc tinh cta GI. ddc biét [d ¢ ngudi cao tudi, nén bio cio bl Ky tridu chimg bit thudmg vé dutmg rudt (die bigt 1a
Nt hu\ét da day) dic biét 1a trong giai dogn dicu trj ban déu.
Cén lhan trong khi ding 1huou. cling lie ¢o the lam ting nguy co bi loét hodc chay méu, nhy corticoid duimg udng. thude ching dong mau
nhu warfarin, I.I1uuu {r ché tai hap thu serotonin chon loc hodc cde chét chng tiéu ciu nhyr aspirin.
Khi xudt h huy ét tidu hod hode loét xay ra & bénh nhdn ding etodolac, nén ngumg diéu tri.
NSAIDs uan duge cham séc cho bénh nhdn ¢6 tién su bénh duimg tidu hoa (viém loét dai tréing, bénh Crohn) nhu nhimg diu kién nay ¢d
thé can tram trong hon
Bénh lupus ban do va bénh mo lizn két hon hop: O nhimg bénh nhan bj lupus ban do vi bénh mé lién két hén hop ¢6 thé e nguy ¢ viém
mang nio vi khudn
Bénh vé da: Cic phin (mg da nghiém trong. mjt s6 trong d6 gdy tir vong. bao gdm viém da tréc vay. hoi chimg Stevens-Johnson va hoai tur
bidu bi dée, da ¢o bio cio nén rit it khi két hop vai vide st dung NSAIDs. Bénh nhdn ¢6 nguy cor cao nhit déi v nhimg phin {ng wong
giai dogn diéu tri: sy khoi phat ciia phin (mg nay trong giai doq.n diéu trj ddu tién. Ftodolac nén ngimg ngay khi xudt hién ban diu cuz phat
ban da. tn thuong niém mac hodc bit ki ddu hi¢u nio cia qud min.
Kha mang sinh san cua phie it suy giam: Vige sur dyng ctodolac ¢é thé lam giam kha nang sinh san cia phy nir va khdng duge khuyén cdo @
phy nir ¢ ging dé thy thai. G phy nit 24p khé khin trong viée thu thai hoge dang trai qua qua trinh kiém tea v sinh. nén xem xét ding
ctodolac
ﬂeu cdu: Mic dit cée thube chéng viém khong steroid khong ¢6 tic dung nhur aspirin d6i vai tiéu cau, 1at ca cie thude ae ché qui trinh sinh
iong hop pmstaglandln ¢o thé anh huong dén chire ndng cua tiéu cdu. Do d6 bénh nhan sir dung etodolac phai duge theo dai cdn thin trinh
tac dung cd hai ndy.
Phan img trén da: Phan (mg da nghiém trong, mot 56 ur vong, trong d6 co viem da troc vay, hdi chimg Stevens — Johnson va htcu bi hoai wr
dd duge bio cdo khi sir dung NSAIDs. Nguy ¢o xdy ra cdc phan img trong Lhdng dau tién diéu tri. Erodolac nén ngung khi xudt hién cac
phan (ma ddu tién cua phal ban da, ton thuong niém mac. hode bt et ddu hidu qua man.
Trong thanh phan thude ¢6 chita td durgre:
Lactose: vi viy khong st dung thude cho bénh nhin di truyén hiém gip khong dung nap galactose, thiéu hut Lapp lactase hay kém hip thu
glucose — galactose.
Natri lauryl sulfat: Dung thén trong véi ngudi ¢6 lin da nhay cim vi c6 thé gy ra cac phan img tai chd nhu cham chich hoge cim gide dot.
Tuang tic thude:
Do ctodolac gn két nhidu véi protein, nén ¢o thé phai diéu chinh lidu cia cac thude khéc c6 ty 1 gén két cao voi protein.
Khéng cin phm diéu chinh lleu khi ding déng thoi wartarin va etodolac, tuy nhién trong mot s6 hiém trudmg hyp xay ra hign ntong dai
thiri gian prothrombin, do d6 cin thin trong khi st dung diing thiri etodolac va warfarin.
C6 thé gay két qua duong tinh gia d6i vai test thir bilirubin do c6 chit chuyén hda phenolic cia etodolac trong nude tiéu
Sir dung déng thi ciclosporin, methotrexat, digoxin, hodc lithi véi cac thude chong viém khéng steroid c6 thé 1am ting ndng dé cic thude
ndy trong huyét thanh va lim ting ddc tinh.
Thén trong khi ding etodolac l..hO nhimg bénh nhdn dang diéu tri bing bit kv thude nao dudi diy vi da co bdo cdo tuong lic thube xay ra &
mat sé bénh nhén
Thudc ha huyét ap: Lam gidm tic dung ha huyét ép.
Thudc lgi tidu: Lam giam tdc dung Im tiéu. Thude loi tidu c6 thé lam tang nguy co dic tinh trén thin cia NSAIDs,
Glycosid tim: NSAID 6 thé [am trdm trong thém bénh suy tim. gidam GER va lim tang néng d6 cia glycosid trong huyét twong.
Lithi: Lam giam thai trir lithi
Ciclosporin: Tang déc tinh trén thin khi ding két hop
Methotrexat: Lém gidm thai trir methotrexat
Tacrolimus: Tang nguy co nhiém déc trén thin khi ding déng thoi NSAID va tacrolimus
Zidovudin: Tang nguy co déc tinh huyét hoe khi ding dong thiri NSAID va zidovudin
Mifepriston: Céc thude chéng viém khong steroid nén duge diing sau 8 - 12 ngdy sir dung mifepriston do cdc thude chéng viém khong
steroid 6 thé lam gidm tac dung cua mifepriston.
Ciac thude giam dau khic bao gom thude ire ché chon loc cyclooxygenase-2: Tranh ding ddng thai 2 hodc nhiéu hon céc thude chdng viém
khong steroid, vi diéu nay 1am tang nguy ¢o téc dung phu
Corticosteroid: Lam ting nguy co chay mau dudng ti¢u hoa.
Khang sinh Quinolon: Céc nghién ciru trén dgng vit cho théy cic thube chéng viém khong steroid lam _ting nguy co gy co gidt do cdc
khing sinh quinolon. Bénh nhin sir dung ddng thon cic thude chéng viém khéng steraid v quinolon c6 thé l4m tang kha ning xudt hién con
co gidt,
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Chit chdng tidu cdu va thube ire ché tdi hdp thu seroroin ¢6 chon loc (SSRI): Tang nguy co chdy mau duong tiéu héa.
Tic dung khéng mong muén:
Tiéu hia:
Céic tic dung phu dugc bio cio bao gom: Bubn non, dau thirng vi, tiéu chay, ¢ nong, ddy hoi, dau bung, tdo bon, ndn. viém loét miéng,
kho ti¢u. viém da day, nén ra mdu, chay méau trye tring, dot cdp cla viém dai trang, viém ruét két, viém mach mau, dau giﬁu_ chong mat,
giam thi gidc, sdt, ngi ga, @ tai, phat ban, ngita, mét moi, trim cam, mét ngu. run, yéwmét, khé tha, tim dap nhanh, phi, hoi hép, bilirubin
nigu, s6n tiéu. bi tiéu, phit mach, phan {mg qud mdn, nhay cam véi dnh sing, néi may day va hdi chimg Stevens- Johnson va Crohn d3 duge
béo cdo sau khi tiém. It 2dip. viém da ddy dang dugc theo ddi. Viém ty da dugc bdo cdo hiém gip
Cdc phan img phy mirc d§ ning hon va dai khi xay ra 1a loét dudmg tigu hoa. ) )
i ¢6 bio cio cac thude ching viém khdng steroid gy déc cho than dudi cde dang khdc nhau va sir dyng cdc thude nay c6 thé ddn dén
viém thin, hi chimg hu than va suy thin. P ¢6 bido _cﬁc xay ra viem thdn vi suy thin khi sir dung etodolac.
Phi né, tang huyét dp va suy tim, dd duge bio cdo ket hop voi diéu tri NSAID. Thir nghiém lam sang va lgi ich cho thdy ring vide sit dung
mot so NSAIDs (dc biét & lidu cao va trong diéu tri dai han) ¢d thé lién quan véi tang nguy co xay ra huyét khdi dong mach (nhéi méu co
tim hay dét quy)
Qud mdn: Qua min cam phan img da duoe bdo cdo sau khi diéu trj voi thube NSAID. Ciic tic dung phu: cic phan i dj img, phan (mg
phin v&, phin (mg duémg hd hip bao gdm bénh hen, bénh suyén nang hom, co thit phé quan hoge kho tha, hode cic rdi logn da cic loai, bao
gbm pht ban cdc logi khdc nhau, ngira. ndi mé day, ban xudt huyét, phit mach va dermatoses hon hiém odip khi bong viv va bong nudc
(bao gdm hoai tir bidu bi va hdng ban da dang).
Tim mach va mach mau néio:
Phir né, tang huyét dp va suy tim da duge bdo cdo két hop veri diéu tri NSAID )
Thir nghi¢m ldm sang vé vide sir dung mdt so NSAIDs (dic bigt o liéu cao vi trong diéu tri dai han) ¢6 thé lién quan vdi tang nguy cu cic
dot bién huyét khdi déng mach (nhdi mau co tim hay dot quy).
Than: Dice tinh trén thin trong cde hinh thire khdc nhau, bao gom ca viém than, hoi chirng than hu, suy than.
Gan: Chirc ndng gan bit thuomg, viém gan va vangda ) .
Thén kinh va cde gide quan: roi logn thi giac, viém ddy thin kinh thi gidc, dau ddu, paracthesia. bio cdo vé bénh viém mang ndo vd khudin
(ddc bigt la & nhimg bénh nhin 6 rbi loan hé mién dich, chang han nhu lupus ban o, bénh ma lién két hin hop), véi céc tricu chimg nhu
cimg o, nhire ddu, budn ndn, vomitiong, sot hofie mét phuong hudme, tedm cam, 1 ln, do gide, G tai, hoa mét, chong mit, khé chiu, mét
moi vi budn ngul. _
Huyét hoc; Giam tiéu chu, giam bach ciu, mét bach cdu hat, thiéu mau tan huyét, thiéu mdu tan mau.
Da: bong nurde phan img bao gom hai chimg Stevens Johnson va dge hoai tir biéu bi (rdt hiém). Nhay cam anh sang
Nouy co huvét khii tim mach
Qud liéu v xi triz ) _ )
Triéu chimg: Céc trigu chimg bao gdm dau ddu, budn ndn. nén, dau thugng vi, xudt huy@t tiéu hoa, it khi bi tiéu chay. mit phuong huing,
Kich thich. hon mé. buon ngu, chéng mt, i tai, ngdt xiu, co gidt occasionall, Trong truémg hop da vuot qua ngd doe cdp tinh co thé bj ton
thuong gan va thin,
Nie tri:
Bénh nhdn cdn durge diéu tr theo tridu chimg.
Trong vong mt gity ubng mét lugng doe hai c6 kha nang, than hoat tinh nén duge xem xét. Ngodi ra. & ngudi lon, rira da day nén duge xem
xét trong vong mt gir khé qua liéu o6 khé nang de doa tinh mang.
Lurgng nude tiéu 16t nén duge dam bao.
Chite nang thin v gan nén duge montored chit ché.
Bénh nhan phai duge theo ddi it nhdt bén gitrsau khi udng mit lugng dic hai co kha ning.
Co gidt thutmg xuyén hodc kéo dai nén diéu irj biing diazepam tinh mach.
Cde bi¢n phdp khac ¢d the duge chi ra boi tinh trang 1dm sang cia bénh nhan.
Cdc tiéu chuan thye hanh cua rira da day, hinh chinh than hoat tinh va diéu tri ho trg ch ung nén duge thire hién.
Tic dung khi vin hinh miy mée va lii tiu xe:
Etodolac c6 thé gy chéng mét, budn ngi, mét moi va rdi loan thi gide (thi gide bdt thuimg). Bénh nhn cén phai duge nhén thire durge phan
(mg cua thude vai co the ho vin hanh mdy moéc trude khi ldi xe. Néu bj anh hudng, bénh nhin khong nén lai xe hofic vin hinh méy méc.
Phuy ni¥ ¢6 thai vi cho con bi:
Phu nii ¢ thei: Cde bit thuomg bim sinh d& duoc béo cdo lién quan dén vige sic dung NSAID & ngubiz Tuy nhién, tin s ndy
nhur khong theo bit ki md hinh ndo c6 thé nhin thiv duec. Theo quan diém cua tic dung cua NSAID trén hé thong tim mac thapsifi
(nguy co dong Ong dng mych). st dung trong tam ¢a nguyét cudi cang cua thai kv 1 khong dirge ching chi dinh. Bét ddu chdvén YgCo the
bi tri hodin va thoi gian ting 1€n véi xu huéng chay mau gia tang & ci mg vi con. Khdng nén ding NSAID trong hai thing dju cua thai ky
hodc lao ddng trir khi lgi ich tiém ting cho bénh nhan Ién hon nguy o tiém an ddi véi thai nhi.
Phu nik cho con bii: An todn ctia ctodolac khi cho con bu chura duge khdng dinh. Néu ¢d thé, nén trdnh ding thude khi cho con bi.
Bio quan : Noi khé, nhiét dé dudi 30°C, wranh dnh sdng.
Thude sin xuit theo USP 38 ‘
Han diing : 36 thing ké tir ngay sin xudt
Ngiy xem xét swa doi, cdp nhit lai to hweéng din sir dung thude : CTY CO PHAN pUgc PHAM PHUONG PONG
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1. Tén sin phim: BATILEAD
Thuée bin theo dom
Doc ki lurdmg din si dung tricie khi ding
Dé xa tim tay tré em
Théng bdo ngay cho bde 5T hode diege sTnhitng tic dung khing mong
2. Thinh phin, hiam lrgng cia thude:

di-khi six dung thude
i ) “; i i\;'
CONG TY ™oy

- Ewdolac........cccovennennee.. 200 mg A
—  Td duege: Lactose, Tinh bdr mi, Natri lauryl sulfat, Polyvinylpyrrolidgijen VP)de:g" ale, Aerpsil (Colloidal silicone dioxyd) 200, Magnesi
stearat. o . f OUCE PHAM .'. b .
3. M td sin phim: Vién nang cumg 50 1, ndp mdu ndu bge than mau hong b E Im’ﬁ Eﬁga‘?ﬁ,lhuéqmau tring hofic tring nga.
3 1 WU U Uit/ ‘,'_"

4. Quy cich dang goi :
= Vi 10 vién, Hop 3 vi, hip 6 vi va hdp 10 vi
- Chai 30 vién, Chai 60 vién va Chai 100 vién
5. Thuie diing cho bénh gi?
- Etodolac duge chi djnh dé sir dung lau dai hogc cdp tinh & bénh nhan:
+ Viém xvong khap
+ Viém khop dang thip
6. Nén diing thude niy nhw thé nio v liéu lrgng?
~  Cdch ding: Ding theo duimg uéng. Nén udng thube ngay sau hodc trong bita dn dé gidm tic dung khéng mong mudn; nén dung thude & lidu
thip nhat v trong thot gian ngan nhdt ¢ thé
- Liéu lupmg:

+ N 1dn: 200 - 600 mg, 3 lin/ngdy (sau 6 — 8 giv)

+ Tre em: Khong nén ding cho tré em

+ Ngutri cao tudi: Khdng cdn diéu chinh liéu & ngudi cao tudi

+ Ngudri cao :p&i 6 nguy o cao vé hdu qua nghiém trong cta cdc phin img phu, Néu mdt NSAID ma cho la g?m thiét, nén ding Iiéu\hiizu
qua thdp nhat va trong thiri gian nean nhat ¢o thé. Bénh nhin nén duge theo dai thutmg xuyén vé xudt huvet tigu hoa trong khi dieu try
NSAID.

7. Khi nio khéing nén ding thude niy?
— Khong ding etodolac cho nhimg bénh nhin cé tién sir min cam voi thude nay. ) ' .
- Khéng dung etodolae cho nhimg bénh nhin bi loét dudng tiéu héa tién trien hode ¢6 tidn sir mic bénh loét dirrng tiéu héa (bao gom chiy mau
dubng tiéu hda do sir dyng cic thude chdng viém khdng steroid khic).
= NSAIDs chng chi dinh o nhing bénh nhdn truge ddy da phan (mg qua mdn (vi du nhu hen, viém mai, phi mach hode ndi may day) dé dap img
vl ibuprofen. aspirin, hojc cic thude chong viém khong steroid khde.
= Lich su xuat huyét da day hofc thing. lién quan dén dicu trj NSAIDs trude do.
— Khong nén dang etodolae & bénh nhdn suy tim ning, suy gan vi suy thin,
—  Phuy ni¥ dang mang thai 3 thang cudi,
8. Tic dung khing mong mudn:
—  Tiéu hoa

+ Cde tde dung phy duge bio cdo bao gdm: Budn nén, dau thugng vi, tiéu chiy, ¢ néng, ddy hoi, dau bung, tdo bén, nén, viem loét migng,
kho tiéu, viém da day. ndn ra mdu, chay mau tryc trang, dot cdp cia viém dai trang, viém rudt két, viém mach mau, dau déu, chéng mat,
giam thi gide, sot, ngu ga, U tai, phat ban, ngira, mét moi, trdm cam, mit ngd, run, yéuw/mét, kho th, tim dip nhanh, phi, h&i hép, bilirubin
nigu, son tiéu, bi tiéu, phit mach, phan (mg qua mdn, nhgy cam véi dnh sang, ndi may day va hdi ching Stevens- Johnson va Crohn da
duge bio cao sau khi tiém. It gap, viém da diy dang duge theo doi. Viém wy d2 duge bdo cdo hiém gap

+ Cac phan ing phy mire d ning han va di khi xay ra l4 loét dutong tiéu héa,

+ DA ¢6 bdo cdo cie thude chong viém khong steroid gay dic cho thin dudi cic dang khic nhau va sir dyng cic thude ndy c6 thé din dén
viém than, h¢i chimg hu thin va suy thin. Pa cd bao cdo xdy ra viém thin va suy thin khi sir dung etodolac.

+ Phu né. ting huyét &p va suy tim, da duge bdo cdo két hgp vai diéu tri NSAID. Thir nghiém Iim sing va loi ich cho thdy ring vige st dung
mit sb NSAIDs (ddc bigt & liu cao va rong diéu trj dai han) c6 thé lién quan veri tang nguy co xiy ra huyét khdi dong mach (nhdi mdu co
tim hay dot quy)

- Qud mdn: Qua man cim phin {mg di duge bio cdo sau khi didu i vai lhI‘JlI}C NSAILD. Cac tac dyng phu: cac phan (mg di’\mg, phan i
vé, phan img dutng ho hdp bao gém bgnh hen, bénh suyén nang hon, co thit phé quan hoic khé the, hode cde rdi loan da cle\ log r20m phat
ban cdc logi khdc nhau. ngera. ndi me day. ban xuit huyét, phi mach va dermatoses hon hiém gdp khi bong vay va bong nirde (bao gdm hoai tr
bicu bi va hong ban da dang).

~  Tim mach va mach mau ndo:

+ Phii né, tang huyét p va suy tim da duge hio cdo két hop vii didu tri NSAID

+ Thit nghiém lam sing vé vie sit dung mjt sd NSAIDs (dae biét o liéu cao va trong didu tri dai han) c6 thé lién quan vai tang nguy co cde
ddt bien huyét khoi dong mgeh (nhdi mau co tim hay djt quy).

= Thegn: Dje tinh trén thin trong cde hinh thire khic nhaw, bao gém ¢d viém thin, hdi chimg than hu, suy thin.

- Gan: Chire nang gan bat thutmg, viém gan va vang da

= Than kinh vé cdc gide quan: rbi loan thi gide, viém ddy thin kinh thi gidc, dau dAu, paraethesia, bic cdo vé bénh viém mang ndo vé khudn (dde
biét la & nhirme bénh nhin ¢6 réi loan hé mién dich, ching han nhu lupus ben do, bénh md lién két hin hyp), vai ce trigu chimg nhu cimg o,
nhie ddy, budn ndn, vomitiong, sot hofie méit phuong hudng, trdm cam, 10 [dn, a0 gidc, U tai, hoa mat, chéng mdt. khé chju, mét moi v budn
ngtl,

= Huyét hpe: Giam tidu clu, giam bach cdu, mit bach cdu hat, thiéu mau tan huyét, thiéu mau tan mau,

~  Da: bong nude phin img bao gém hi chig Stevens Johnson va dde hoai tir biéu bi (rdt hiém). Nhay cam dnh sing

~  Nguy co huvét khoi tim mach

9. Nén trinh ding nhimg thude hoge thue phim gi khi dang sir dung thude niy?

- Do ctodolac gdn két nhiéu véi protein, nén co thé phai diéu chinh liéu ciia cdc thude khde c6 1§ 18 gin két cao vai protein.

- Khang cin phii diéu chinh liéu khi diing ddng thisi warfarin va etodolac, tuy nhien trong mt sb hiém trugng hop xiy ra hién twyng kéo dai thari
gian prothrombin, do do can thin trong khi sir dung ddng thiri etodolae va warfarin,
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- C6 thé gy két qud duong tinh gia doi vai test thir bilirubin do ¢ chdt chuydn héa phenolic cia etodolac trong nude tiéu

- Sir dung ddng thasi ciclosporin, methotrexat, digoxin, hode lithi vdi céc thude chéng viém khdng steroid co thé lam ting ndng dd cic thudc niy
trong huyét thanh va lim tang doc tinh.

~ Than tong khi diing etodolac cho nhimg bénh nhan dang diéu tri bing bét
s0 bénh nhin:

+ Thude hy huyét dp: Lam gidm tdc dung ha huyér ap,

+ Thube lgi tidu: Lam gidm tdc dung loi tiéu. Thude loi tiéu o thé |

+ Glycosid tim: NSAID ¢6 thé lam trém trong thém bénh suy tim, FRovactimetang ndng dd cta glycosid trong huyét twong.

= Lithi: Lam giam thai trir lithi ST |

+ Ciclosporin: Tang dc tinh trén thin khi ding két hop s PH‘UHH: DONG =

+ Methotrexat: Lam gidm théi trir methotrexat NG P\ 5

+ Tacrolimus: Tang nguy co nhiém dje trén thin khi ding dong thiri NSA ]

+ Zidovudin: Ting nguy co dic tinh huyét hoe khi ding ddng thoi NSAID va zidovudin

+ Mifepriston: Cdc thude chdng viém khong steroid nén duge ding sau 8 - 12 ngay sir dung mifepriston do cde thude ching viém khong
steroid co thé lam gidm téc dung ciia mifepriston.

+ Cic thude giam dau khac bao gom thude (rc ché chon loc cyclooxygenase-2: Trinh ding déng thiri 2 hodc nhiéu hon cic thube chéng viem
khéng steroid, vi diéu nay lam tang nguy co téc dung phy.

+ Corticosteroid: Lam tang nguy co chiy mau duong tiéu hoa.

+ Khang sinh Quinolon: Cae nghién ciru trén dong vt cho thiy cic thube chng viém khing steroid lam tang nguy co gly co gidt do cic
khing sinh quinolon. Bénh nhin sir dung dong thoi cde thude chéng viém khdng steroid va quinolon 6 thé lam tdng khd ndng xudt hién con
co gidr

+ Chit chéng tiéu clu va thube tre ché tai hdp thu serotoin c6 chon loe (SSRI): Tang neuy co chiy mau duimg tiéu hia.

10.Cin lam gi khi mjt lin quén khéng ding thude?
- Khong nén ding liéu gdp doi dé b cho mit liéu lang quén. Néu ban quén ubng mot lidu hdy udng ngay khi nhd ra va sau dé udng liéu tiép theo
vao dung thai diém.
~ Tham khdo y kién bdc sT.
11.Ciin bio quin thudc ndy nher thé nao?
—  Noi kh, nhiét d§ duoi 30°C, tranh dnh sing,
12, Nhirng diu higu vi tri¢u ching khi ding thude qui lidu:
— Cac trigu chimg bao gdm dau ddu, budn ndn, non, dau thuong vi, xudt huyét tiéu hoa, it khi bi tiéu chiy, mdt phuong hudng, kich thich, han mé,
budn nga, chdéng mat, i tai, ngat xiu, co gidt occasionall. Trong trutmg hop da virgt qua ngg doc cdp tinh ¢d the bj ton thuong gan va thin.
13.Céin phai lam gi khi diing thube qui liéu khuyén cio:
—  Bénh nhén ¢dn duge diéu tr theo trigu chimg.
~ Trong vong mdt gitr udng mot lrgng doe hai ¢o khi ndng, than hogt tinh nén duge xem xét. Ngodi ra, & ngudi lin, ria da day nén duge xem xét
trong vong mdt gir kho qud lidu ¢6 khd nang de doa tinh mang.
—  Lugng nude tiéu t5t nén duoe ddm bao.
—  Chire néng thin va gan nén duge montored chit ché.
~ Bénh nhin phéi duge theo ddi it nhdt bdn gitr sau khi ubng mt leong dde hai oo kha ning.
—  Co gidt thuomg xuyén hode kéo dai nén didu i bing diazepam tinh mach.
~  Cae bién phap khac cd thé duge chi ra béi tinh trgng lam sang cia bénh nhan.

~ Cée tiéu chuin thye hanh cia rira da day, hanh chinh than hoat tinh vé diéu trj h trg chung nén duge thyrc hién, !
14.Nhirng diéu edn thin trong khi ding thude nay:
— Thén trong khi ding : m
%

+ Tae dung khong mong mudn ¢0 thé giam thiéu bang cach sir dung lidu higu qua thip nhat trong thir gian ngan nhdt e kiem tra cde trigy
chimz

+ Cén trénh sir dung etodolac vivi NSAIDs dong thiri bao gém ca cdc chit ire ché chon Ipe evelooxygenase-2

+ Rdt loan hd heip ; Than trong khi dung etodolac cho bénh nhin cd tién sir bj bénh hodc ¢6 tién six bj bénh hen phé quan do di ¢é bdo cdo cde
thude chong viém khong steroid gay co thit phé quan o nhing bénh nhdn nay.

+ Tim mach, than va suy gan: Déi vii b¢nh nhdn suy thin, tim hodc gan ddc biét 1a nhing bénh nhin dang diing thudc loi tiéq phai rit thin
trong khi sir dung etodolac do cde thuoe chong viém khong steroid ¢ thé gdy hai ddi vai thin. Liéu ding etodulac cing thap eing tot va
phai theo d8i chire ning than. Tuy nhién suy gan hoe thin do nhimg nguyén nhin khdc co thé anh hudng dén chuyén héa thude; nhimg
bénh nhdn ding li¢u phap diéu trj dai han két hop. dac biét li nguori gia cdn theo doi cdc tic dung phy c6 thé xdy ra va néu cdn thidt phai
diéu chinh liéu hoge ngimg ding thude.

»  Thin trng khi ding etodolac cho nhimg bénh nhin bf gitr nude, cao huyét dp hoge suy tim

*  Bénh nhin didu trj dai han bang etodolac in thuong xuyén kiém tra chire ndng than, cde thang & huyét hpe hodic chire ndng gan.

*  Bénh nhan c6 thé bj anh huong bit Igi do te ché chire ning tiéu ciu nén dupe quan sét ¢dn than,

+ Ngudi cao tuoi: Khong cdn diéu chinh liéu noi chung 1 cin thiét & ngudi cao twéi. Tuy nhién, ¢dn thin trong khi diéu tri cho newdi cao
tudi, vi liéu ding ciia bénh nhin, cin phai duge chiim soc thém khi wing lidu, Newdi cao wdi ¢o tang tén sudt cac phan img phu doi vei
NSAIDs ddc bigt I xuit huyet dudng da dav vil thung <6 thé gay tir vong.

+ Tre em ; Tinh an todn va hiéu qua & tré em chira duge thidt Idp va do do khdng khuyén cio dung etodolac & tré em

+ Nguy co huyét khéi tim mgeh :

o Cic thude chdng viém khong steroid (NSALDs), khong phai aspirin, ding dudmg toan thin, c6 thé lam tang nguy o xuit hign bién
¢0 huy€t khdi tim mach, bao gém ca nhoi mau co tim va dot quy, ed thé ddn dén tir vong. Neuy ca ndy ¢ thé xudt hién som trong
vai tudn ddu ding thube va ¢o thé ting |én theo ther gian dung thube. Nguy co huyét khéi tim mach duge ghi nhdn chii yéu & lidu
cao.

o Bic 7 cdn didnh gid dinh kv si xudt hién cia cac bién ¢b tim mach, ngay ca khi bénh nhin khong 6 cde trigu chimg tim mych
tnl'f':c dé. Bénh nhin ¢in duge canh bdo vé cde tridu chimg cia bién cd tim mach nghi¢m trong va cin thim kham bdc s7 naay khi
xuat hign ede trigu chimg nay.

o D¢ giam thiéu nguy co xudt hign bién eb hit loi. cin sir dung thude o lidu thiip nhit 6 higu qud trong thisi gian ngén nhit ¢o thé
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+ Xudt huyét, loée v thing da dénv rugt -

s Céc tic dung phu dbi véi hé tiéu hoa trdm trong nhur chiy mdu, loét vA thing duémg tiéu hda o6 thé xdy ra bt ky lie nao, ¢o
hodc khing c6 triéu chimg bdo trude § nhing bénh nhdn sir dung cde thude chéng viém khdng steroid. Néu xudt hién bat ky
tri¢u chimg chay mau dudmng tiéu hoa, cin ngimg su dung etodolac ngay |p ure.

¢ Béah nhin diéu trj ldu dai voi etodolae nén duge thudng xuyén xem xét nhu mot bién phap phong ngira vi du cho nhimg thay
dbi trong chire nang than. cde thong s6 huyét hoe. hode chire ning gan.

- o Neuy co bi xuft huyét, loét hoge thing rudt cao hon khi ting liéu NSAID. & nhimg b¢nh nhin ¢6 tién st loét. dic biét néu co
bicu hién chay mau hode thung va & ngudi cao twdi. Nhimg bénh nhdn ndy nén bat dau dicu tr véi lidu thap nhat ¢ san. Diéu i
phdi hop vai cde téc nhin bao vé (vi du misoprostol hode thude e ché bom proton) cdn duge xem xét cho nhitng bénh nhin
nay, vi cling ¢6 thé cho bénh nhdn cin sir dung dbng thoi aspirin lidu thip, hodc cdc loai thude khdc ¢o kha ndng lam tdng nauy
co tidu hoa.

*  Bénh nhin co tién sir vé dde tinh cda GI. ddc bidt ld & ngwiri cao tudi. nén bio cdo bit ky tridu chimg bt thueng vé duimg rudt
(diic bigr [a xudt huyét da day) ddc biét I trong giai doan diéu tri ban ddu.

*  Cin thin trong khi ding thude cing lic ¢6 thé lam ting nguy cu bi loét hode chiy mau, nhy corticoid duimg udng, thude ching
dong mdu nhur warfarin, thude e ché i hip thu serotonin chon loe hode cde chit chéng tidu ciu nhu aspirin.,

o Khi xuit huyét tidu hod hode loét xdy ra & bénh nhin ding etodolac, nén ngumg diéy tri.

o NSAIDs cin duge chiam sée cho bénh nhin ca tign sir bénh dutng ti€u hoa (viém loét dai trang, bénh Crohn) nhu nhing didu
Kién nay co thé con tram trong hom

+ Benh lupus ban do vi bénk md lién két hin hgp . O nhimg bénh nhan bi lupus ban d6 v bénh mé lién két hdn hgp co thé ¢ nguy co viém
ming ndo vi khudn

+ Bénh vé da : Cac phin ime da nghiém trong, mot sb trong 4o gdy 1 vong. hao gom viém da troc viy. hdi chimg Stevens-Johnson va hoai
e bidu bi dde. da ¢6 bdo cdo nén rdt it khi két hop vai vide sir dung NSAIDs. Bénh nhan ¢6 neuy co cao nhit d8i voi nhimg phan (mg
trong giai doan diéu tri : syr khoi phat ciia phan img niy trong giai doan diéu trj diu tién. Etodolac nén newng ngay khi xudt hién ban diu
ctia phat ban da. ton thwong niém mac hode bét ki ddu hiéu nio cia qud mdn.

+ Kha nang sinh san cua phu ni suv giam © Viée sir dung etodolac ¢6 thé lim gidm kha ndng sinh san cla phy nr va khong duge khuyén
céo & phy nr ¢6 ging dé thy thai. O phy nit edp khé khan trong viée thy thai hode dang trai qua qua trinh kiém tra vo sinh, nén xem xét
ding etodolae

+ Tiéu cdu: Mie di cac thude chéng viém khong steroid khong ¢6 tic dyng nhur aspirin dbi véi tiu cdu, tit ed cde thude e ché qud trinh
sinh téng hop prostaglandin cé thé dnh huring dén chirc nang cda tidu ciu. Do do bénh nhn sir dung etodolac phai duge theo ddi cin thin
tranh tdc dyng co hai nay.

+ Phan img trén da: Phan img da nghiém trong, mdt 50 tir vong, rong 46 cé viém da tréc vay, héi chimg Stevens — Johnson va biéu bi hoai
Wr di duge bao cdo khi sir dyng NSAIDs. Neuy co xdy ra ede phan img trong thing diu tién diéu tri. Etodolac nén ngung khi xudt hién che
phan img dau tién cuia phat ban da, tdn thuong niém mac, hode bét e déu higu qua mén.

+ Trong thémh phan thude cé chiza td dieve ;

o Lactose: vi viy khang sir dung thude cho bénh nhdn di truyén hiém gap khong dung nap galactose, thiéu hut Lapp lactase hay
kém hap thu glucose - galactose.

*  Natri lauryl sulfat: Ding thin trong véi ngutri ¢ lan da nhay cam vi ¢6 thé gdy ra cdc phan img tai chd nhu cham chich hode
cam gide dbt,

~ T dyng cua thude khi vin hanh mdy moc va lai tu xe : Etodolac ¢ thé giy chong mit, budn ngti, mét méi va rdi loan th giac (thj gide bit

thuirng). Bénh nhdn ¢in phai duge nhin thirc duge phan img cua thude vdi co thé ho vin hanh mdy moe tnrire khi 1ai xe. Néu bj anh hudng,
bénh nhdn khong nén i xe hodic vdn hanh may mac.

—  Phynir ¢d thai vi cho con bii :

+ Phunitcd thai - Cic bit thutmg bim sinh di duge bio cdo lién quan dén viée st dung NSAID & nguoi; Tuy ahién, tin 5 nay thip
vi duong nhy khong theo bit ki md hinh nao 6 thé nhin thiy duge. Theo quan didm cua tac dung cua NSAID trén hé thong tim
mgch cua thai nhi (nguy ¢o dong Ong ddng mach). str dung trong tam < nguyét cudi cing ciia thai k§ 14 khang duwge ching chi
dinh. Bat diu chuyén dy ¢ thé b tri hodin va thiri gian tng lén voi xu hung chay méu gia ne & ¢ me va con. Khong nén dan
NSAID trong hai thing diu cda thai k¥ hoge lao ddng trir khi loi ich tiém tang cho bénh nhin Ién hon nguy co tiém dn ddi voiiai

nhi.
+  Phunit cho con bii ; An todn cia etodolac khi cho con ba chua dige khing dinh. Néu cd thé, nén trinh ding thu con bL\
15. Khi nao ein tham vin bde s, durge s : )
— Théng bdo cho béc s nhitng tdc dung khdng mong muén gap phai khi str dung thude. *

Néu cdn thém thong tin xin hoi ¥ kién bée s hodc drerre ST
16.Han ding : 36 thing ké tir ngdy sin xuit ) <
17. Tén/bitu twgmg cia oha sin xudt/nhi nhip khiu /ch sé hiru gifly phép ding ky sin phim:

~ CONGTY CO PHAN DUQC PHAM PHUONG BONG
B>1) 197, Busng 2, KON Tan Tao. P.Tan Teo A, 0. Binh Tan, TP.HCM
S5 BT{08) 37540724, 08) 37540725; FAX: (08) 37505807,

i thing tin cho bénh nhin: )
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