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GMP-WHO

400

AGUZAR

Etodolac: 400 mg

SPECIFICATION: MANUFACTURER
VISA:

Excipients: ............. qs 1 tablets
INDICATIONS:

Treatment of acute or long term
signs and symptoms of the
following diseases:
-Osteoarthritis.

-Rheumatoid arthritis.

DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, ADVERSE
REACTIONS AND OTHER
INFORMATIONS: il Jod ¥
Pleasereadthe leafletinthebox.  MEDISUI Bon dat Tawm. Bk Dammg e, "
Tel: (0274) 3580 036 - Fax. (0274) 3589 287

KEEP OUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION
BEFORE USE

5016 8X
NSX: ddimmiyy  HD: ddimmiyy

JZAR 400

A

Etodolac:

COMPOSITION: STORAGE:
Each film-coated tablet contains : Dry place , temperature below 30°C ,
ELOQOIAC ! e 400mg  protected fromlight.

GMP-WHO

400

Hop 10 vi x 10 vién nén bao phim

AGUZAR
Fodoc oomg |

~ Viém khép dang thép.

LIEU DUNG VA CACH DUNG, CHONG
CHI BINH, TAC DUNG KHONG MONG
MUON VA CAC THONG TIN KHAC:

Xin doc ky té hurémg din sir dung gty C& Phili Ourgo Phim MEDISUN
| 56521, Khu phéAn Les, Phurtmg Hoa Lo,

MEDISUN v xaBn at, Tinh Sinh Duang
T (0274) 3588036 - Fax: (0274) 3589 297

THANH PHAN: BAO QUAN:
Mai vién nén bao phim chia: Noi khé thoang, nhiét do dui 30°C,
Etodolac: . ~400Mg  trénh anh sing,
Tadugc: .. .. vira 40 1 vién. TIEU CHUAN :TCCS
CHi BINH: o
Diéu trj cp tinh hay dai han cac
déu hiéu va triéu chirng clia DE XA TAMTAY TRE EM
nhirng bénh sau: DOCKY HUONG DAN 5U DUNG
~ Viém xuwong khép. TRUGC KHI DUNG

AGUZAR 400
Etodoloc: 400 mg

400

Etodolac: 400 mg

400

Etodoloc: 400 mg

400

Etadolac: 400 mg

400

Etodolac: 400 mg

400

Etodolac: 400 mg

AEg 100

400

Etodolac: 400 mg

400

Etodolac; 400 mg

400

Etodolac: 400 mg

400

Etodoloc: 400 mg

Etodolac: 400 mg

MEDISLI ©éng ty CP Duge Phim ME DI SUN

5618 5X:

HD: ddimm/yy
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Rx Thubc bdn theo don
Dé xa tim tay tré em
Doc kj hwéng dan sir dung trueée khi ding
Néu cin thém thong tin, xin tham khéo ¥ kién bdc st
Dang bao ché: Vién nén bao phim
AGUZAR 400

TRINH BAY: Hop 10 vi x 10 vién nén bao phim + 1 t& HDSD.
THANH PHAN: Mbi vién nén bao phim chira:

BYOAGIBE: ocussinsmmiminssiamasmiaini 400 mg

615, PEG 6000, Talc, Titan dioxyd, Green lake, vd 1 vién nén bao phim.
DUQC LUC HQC:
— Etodolac 1a mdt loai thudc khang viém khéng steroid (NSAID) thudc cé tac dung chdng viém, giam
dau, va ha sét. Gi(’fmg véi céc thude khang viém khong steroid khéc, co ché tac dong cua etodolac

i lién quan dén su trc ché tong hop prostaglandin.
DUQC DONG HOC:
— Etodolac dwogc hip thu nhanh qua dudng tiéu héa. Sau khi ubng 200 mg etodolac, ndng d dinh
trong huyét twong 10 — 18 mcg/ ml dat duoc trong vong 1 — 2 gio. Sau nhiéu lan udng thudc trong
gidi han liéu diéu tri, nong d6 trong huyét twong chi cao hon chut it so véi sau khi uéng mot lan duy
nhét. C6 thé dung etodolac ngay trong bira 4n hodc ciing ltic véi thube khang acid béi vi mirc d6 hép 4
thu cua Etodolac khong bi anh hudng khi thudc duge ding sau bira &n hodc véi thude khang acid.
— Hon 99% etodolac gén két véi protein huyét tuong.
— Etodolac dugc chuyén héa hau hét & gan.
— Khoang 72% liéu udng dugc thai qua nuéc tiéu & dang chat chuyén héa khong 6 hoat tinh. 16% liéu
udng dugc thai qua phan. Thoi gian bén thai cia etodolac trong huyét tvong 1a 6 — 7,4 gio. ¢
. RS
CHI DINH: '
Piéu tri cp tinh hay dai han céc d4u hiéu va triéu ching ctia nhitng bénh sapn\/
— Viém xuong khép.
¥ — Viém khé6p dang thép.

CHONG CHI PINH:
— Bénh nhan qua mén cam véi etodolac va bat ky thanh phan nao cua thudc.
— Bénh nhédn nhay cam véi aspirin hay NSAID khac.
Dang trong tinh trang loét da day ta trang, xuét huyét tiéu hoa.
Tién sir xuat huyét tiéu hoa hoic thing lién quan dén diéu tri NSAID.
Bénh nhén suy tim nang, suy gan va suy thin ning.
— Phu nir ¢6 thai tir thang thir 5 tré di.
— Tré em dudi 15 tudi.
LIEU DUNG VA CACH DUNG:
Nén ubng thudc cling véi bira in hodic ngay sau bira in.
% Ngudi 16n:

|
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Menisun

Viém khép dang thap va viém xuong khép: 600-1000 mg/ngay chia lam 2-3 I4n, diéu chinh lidu tiy
theo dap tmg dén lidu t6i da 1,2 g/ngay.

Con dau cép: 200-400 mg cach mdi 6-8 gir dén liéu t6i da thong thudng 1 g/ngdy méc dit mot sb
ngudi da dugce cho dén lidu t6i da 1 g/ngay.

Liéu Etodolac thudmg khong cin diéu chinh & nhitng bénh nhan suy than nhe dén trung binh.

TUONG TAC THUOC:

Tranh sir dung ddng thoi hai hogic nhiéu hon cac NSAID (nhu aspirin) vi c6 thé 1am ting nguy co tac
dung khéng mong muén.

Etodolac c6 thé lam ting ndng d9 lithi trong mau do 1am giam thai trir lithi ra khoi co thé béi than.
Nong db lithi ting c6 thé gdy ngd doc lithi.

Etodolac c6 thé lam giam téc dung ha huyét ap cuia céc thudc tri tang huyét ap.

Glycosid tim (digoxin): NSAID cé thé 1am trim trong thém suy tim, giam GFR va lam ting ndng do
trong huyét tuong glycoside.

Mifepristone: NSAIDs khéng nén dugc sir dung cho 8-12 ngay sau khi diing mifepristone 12 NSAID
¢6 thé 1am giam hiéu luc mifepristone.

Corticosteroid: Gia ting nguy co loét da day hodc chay mau (xem phan 4.4).

Chét chng dong: NSAID c6 thé 1am ting tic dung cua céc chit chéng dong, ching han nhu
warfarin. Thoi gian prothrombin c6 thé kéo dai khi etodolac va cac NSAID khac duge ding cing
v6i warfarin do d6 din dén ting nguy co chay méu.

Khéng sinh quinolon: dir liéu dong vat cho thdy ring NSAID c6 thé 1am ting nguy co co giét két hop
v6i khéng sinh quinolon. Bénh nhén ding NSAIDs va quinolon c¢6 thé 1am ting nguy co co git.
Chit chéng tiéu cau va thue (rc ché tai hdp thu serotonin c6 chon loc (SSRI): Gia ting nguy ca chay
mau dudng tiéu hoda.

Tacrolimus: ting nguy co ¢6 thé nhiém doc than khi NSAID duoc ding chu
Zidovudine: Gia ting nguy co dgc tinh huyét hoc khi NSAID dugc dung Vdi Zidovudine. C6 bang
chimg vé ting nguy co tu mau & bénh nhan HIV (+), bénh hay chay mau duigc diéu trj dong thoi véi
zidovudine va ibuprofen.

Xét nghiém: Xét nghiém Bilirubin c6 thé cho két qua duong tinh gia do sy hién dién cla céc chat
chuyén héa phenolic clia etodolac trong nudéc tiéu.

Etodolac véi téc dung 1én prostaglandin & than c6 thé 1am thay ddi thai trir ddn dén lam ting nong dd
trong huyét thanh ctia cyclosporin, methotrexat va lam ting ddc tinh clia nhitng thudc nay.

THAN TRONG:

Nén cén than khi dung etodolac cho bénh nhan c6 tién sir bénh tim thiéu méau cyc bd hay bénh vé
mach méau néo.

Thuée nay ciing nén dugc dung than trong & bénh nhén c6 yéu t nguy co vé bénh tim mach hay
bénh vé dong mach ngoai bién.

Bénh nhén c6 tién sir bénh dudng tiéu hoa (xuét huyét da day - rudt, viém loét dai trang, bénh
Crohn), suy yéu chirc ndng gan hay thén, tién str bénh hen hodc céac bénh di img.

Nhitng ngudi 16n tudi c6 thé ting tin sb céc phan (mg bat lgi do NSAIDs dic biét 1a xuat huyét tiéu
héa.

CONG TY CPDP ME DI SUN AGUZAR 400
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— Sir dung trén tré em: Mirc dd an toan va hiéu qua cta thuéc & bénh nhi duéi 18 tudi chua duoc xac
dinh.

— Thudc chira lactose. Nhitng bénh nhan ¢6 vén dé di truyén hiém gap khong dung nap galactose, thiéu
Lapp lactose hodc kém hap thu glucose-galactose khong nén diing thude nay.

— Thudc ¢6 chira tinh bt mi, bénh nhan dj tmg lta mi khong nén ding thuéc nay.

Nguy co huyét khoi tim mach:

— Céc thudc chéng viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than, c6 thé
lam tang nguy c6 xudt hién bién cé huyét khdi tim mach, bao gom ca nhdi méau co tim va dot quy, co
thé dan dén tir vong. Nguy co nay co thé xudt hién sém trong vai tuan dau dung thude va c6 thé ting
Ién theo thoi gian diing thude. Nguy co huyét khéi tim mach duoc ghi nhén chii yéu & liéu cao.

— Baéc si can danh gia dinh ky su xuat hién cta cac bién cd tim mach, ngay ca khi bénh nhan khéng c6
céc triéu chimg tim mach truéc d6. Bénh nhan can duoc canh béo vé céc tridu chirng cua bién ¢6 tim
mach nghiém trong va can tham kham béc s7 ngay khi xuét hién céc triéu chirng nay.

—~ Deé giam thiéu nguy co xuét hién bién ¢6 bét loi, can sir dung AGUZAR 400 ¢ lidu hang ngay thép
nhat ¢6 hiéu qua trong thoi gian ngén nhat c6 thé.

PHU NU CO THAI VA CHO CON BU:

— Phu nir ¢6 thai: Khong nén sir dung & phu nif mang thai, déc biét la tir thang thir 5 tro di.

— Phu ni¥ cho con ba: Trong c4c nghién ctru cho dén nay, NSAIDs c6 thé xuit hién trong sita me v6i
ndng do rat thap. Su an toan cua etodolac trong thoi gian cho con bi chua duge bao céo. Vi vay, nén
ngimg cho con bii néu viée diéu tri la can thiét.

TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE:

— Néu gip mdt s6 tac dung khong mong mudn anh huong 1én hé than kinh nhu chg
cudng, budn ngu, ngi ga hay anh huong dén tm nhin thi cin tranh van hanh may moc¢ tau xe.

QUA LIEU VA XU TRi:

— Céc triéu ching bao gﬁm dau de’iu, budn non, non, dau thuong vi, Xuét huyét tiéu hoa, it khi tiéu
chay, mat phuong huéng, kich thich, hon mé, budn ngi, chéng mit, 0 tai, ngdt xiu, co giat
occasionall. Trong truong hop ngd doc cap tinh cé thé gay ton thuong gan, than.

—  Xir tri: Diéu tri tridu chirng va hd tro. Trong vong 1 gid sau khi ngd doc co thé dung than hoat tinh,
hoic rira da diy néu udng qua lidu c6 kha ning de doa tinh mang. Theo ddi chit ché chirc ning gan,
than. Bénh nhan phai dugc theo dbi it nhét 4 gidr sau khi udng mét lugng thude cé kha ning gay doc.
Néu bj co giat thudng xuyén va kéo dai nén diéu trj bing diazepam tiém tinh mach. Khong c¢6 thubc
giai doc dac hiéu.

TAC DUNG KHONG MONG MUON:

— Mau va r6i loan hé bach huyét: Giam tiéu cau, giam bach cAu, mét bach ciu hat, thiéu mau bat san,
thiéu méu tan méu.

— Réi loan hé théng mi&n dich: Phan tmg qua min da dugc bdo cdo sau khi diéu trj véi thuée NSAID.
Pay c6 thé bao gbm phan tmg di img khong dic hiéu va phan tmg phan vé. Phan g trén dudng ho
hip bao gdm bénh hen, bénh suyén trim trong hon, co thit phé quan hoic khé thd, hodic céc rdi loan
da bao gdm phat ban cuia céc loai khac nhau, ngira, ndi mé day, ban xuat huyét, phit mach va hiém
hon tréc vay va béng nude (bao gdm hoai tir biéu bi va hdng ban da dang).

CONG TY CPDP ME DI SUN AGUZAR 400
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R&i loan hé théng thn kinh: Trdm cam, dau dau, chéng mat, mit ngu, 16 14n, 4o giac, mgg}ﬁmﬂg
huéng, di cam, run, yéu, cing th?mg va budn ngu, cac bao cdo cia bénh viém mang ndo vo khuén
(dc biét 1a & nhitng bénh nhan c6 rdi loan ty mién dich, nhu lupus ban dé hé théng, hdn hop bénh
m lién két), véi céc tridu chimg nhu cimg cd, nhirc dau, budn nén, 6i mira.
R&i loan mét: Réi loan thi giac (thi gidc bat thuong), viém day than kinh thj gidc.
Réi loan tai: U tai, chong mat.
Céc rbi loan tim: Phi né, cao huyét 4p, tim hdi hop, suy tim, da duogc bdo cdo két hop véi diéu tri
NSAID. Sir dung mdt s6 NSAIDs dic biét & lidu cao va dai han c¢6 thé lién quan véi ting nguy co
c4c bién ¢b huyét khbi dong mach (nhdi méu co tim hay dot quy).
R&i loan tiéu hoa: Loét da day ta trang, thung hodic xudt huyét tiéu hoa, déi khi gy tir vong, dac biét
& ngudi gia. Ngoai ra con céc triéu chimg: Budn ndn, ndn, tiéu chay, kho tiéu, dau vung thugng vi,
viém loét dai trang, dau bung, tdo bdn, déy hoi, noén ra mau, melaena, loét dudng tiéu hoa, k
¢ néng, chdy méu truc trang. it thudng xuyén, viém da day; rét hiém khi viém tuy.
R&i loan gan-maét: Chirc nang gan bét thudng viém gan va vang da.
Da: Béng nuéc phan (mg bao gdm hoi chimg Stevens Johnson va doc hoai tir biéu bi (
Nhay cam anh sang.
R&i loan thén va tiét niu: Kho tiéu, tiéu 1t nhét (<1%), doc tinh thén céc hinh thirc khac nhau, bao
gém ca viém than k&, hdi chirng than va suy thén.
R6i loan chung: Khé chiu, mét méi, suy nhugc, én lanh, sot.
Nguy co huyét khdi tim mach (xem thém phén Canh béo va than trong). %

huoc.

Thong béo véi bac s cac tic dung khéng mong mudn gip phai khi dung
BAO QUAN: Noi kho thoéng, nhiét do dudi 30°C, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngdy san xut.

Khong ding qua thoi han ghi trén bao bi.

TIEU CHUAN: TCCS s6 0650-050-2015

Nha san xuét: Cong ty Cb Phan Dugc Phdm ME DI SUN
Dia chi: $6 521, Khu ph6 An Loi, Phuong Hoa Lgi, TX. Bén Cat, T. Binh Duong.
Dién thoai: (0274) 3589 036 — Fax: (0274) 3589 297

CONG TY CPDP ME DI SUN AGUZAR 400
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TO HUGNG DAN SU DUNG THUOC CHO NGUGI BENH

Tén thuéc: AGUZAR 400
Rx Thubc bdn theo don

Doc kj hwéng din siv dung trude khi ding
Dé xa tam tay tré em
Thong bdo ngay cho bdc sy hodc dwgc si nhitng tic dung khong mong muén
gdp phai khi sir dung thubc
1. Thanh phan va ham luwgng cia thude:
Mai vién nén bao phim cé chira:
BIOHOIEC: i sinvsismemmmmmmnmmsemmsmersessssassnaptansss 400 mg

Téa duge: Tinh bot mi, Lactose, PVP K30, Avicel 101, Magnesi stearat, Aerosil, HPMC 606
HPMC 615, PEG 6000, Talc, Titan dioxyd, Green lake, vd 1 vién nén bao phim.

3

2. M6 ti sin phim:
— Vién nén tron bao phim
g 3. Quy cich déng goi:
Hop 10 vi x 10 vién nén bao phim + 1 t& HDSD.
4.Thubc ding cho bénh gi:

Diéu trj c4p hay dai han c4c ddu hiéu va tridu chimg cta nhimg bénh sau:
— Viém xuong khép.
— Viém khép dang thip.
5. Nén ding thudc nay nhir thé nao va liéu lrgng:
Nén udng thudc ciing véi bita 3n hodc ngay sau bira an.
L4 Ngudi 16n:
— Viém khép dang thip va viém xuong khép: 600-1000 mg/ngay chisAam 2-3 lan, diéu
chinh liéu tiy theo dap tmg dén liéu tdi da 1,2 g/ngay.
— Con dau cép: 200-400 mg cach mbi 6-8 gitr dén lidu t6i da thong thuong 1 g/ngay mic du
mot s6 ngudi dd duge cho dén liéu tdi da 1 g/ngay.
— Liéu Etodolac thuong khong can didu chinh ¢ nhitng bénh nhan suy than nhe dén trung 3
binh.
6. Khi nao khong nén ding thudc nay:
— Bénh nhan qua min cam véi etodolac va bét ky thanh phan nao cta thude.
— Bénh nhén nhay cadm véi aspirin hay NSAID khac.
— Pang trong tinh trang loét da day ta trang, Xuét huyét tiéu hoa.
— Tién sir xuit huyét tiéu héa hodc thung lién quan dén diéu tri NSAID.
— Bénh nhan suy tim ndng, suy gan va suy thdn ning.
— Phu nir ¢6 thai tir thang tha 5 tré di.
— Tré em dudi 15 tudi.
7. Téc dung khong mong muén:
— Mau va rdi loan hé bach huyét: Giam tiéu cau, giam bach cau, mat bach clu hat, thiéu mau
bt san, thiéu mau tan mau.
— Réi loan hé théng mién dich: Phan tmg qua min di dugc bao cdo sau khi didu tri voi
thu6c NSAID. Py c6 thé bao gdm phan tmg di g khong dic hiéu va phan (g phan vé.
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Phan {mg trén dudng hd hp bao gdm bénh hen, bénh suy&n trAm trong hon, co thét phé
quan hoic kho the, hodc céac rdi loan da bao gdm phat ban cta céc loai khac nhau, ngira,
ndi mé day, ban xuét huyét, phu mach va hiém hon tréc vay va bong nuéc (bao gdbm hoai
tir biéu bi va hdng ban da dang).

Réi loan hé théng thin kinh: Trim cam, dau diu, chéng mit, mat ngt, 16 13n, do gidc, mét
phuong huéng, di cam, run, yéu, cing thing va budn ngu, cic béo céo cia bénh viém
mang no vd khuan (dic biét 1a & nhimg bénh nhén c6 réi loan tw mién dich, nhu lupus
ban d6 hé thong, hdn hop bénh mé lién két), véi cac triéu chimg nhu cimg cd, nhitc dau,
budn nén, 6i mira.

Réi loan mét: Réi loan thi gidc (thi giac bt thuong), viém dy than kinh thi giac.

R6i loan tai: U tai, chéng mit.

Céc r6i loan tim: Phu né, cao huyét 4p, tim hdi hop, suy tim, di duge bao céo két hop véi
diéu tri NSAID. Sir dung mét s6 NSAIDs dic biét & liéu cao va dai han c¢6 thé lién quan
véi ting nguy co cac bién cb huyét khbi dong mach (nhdi mau co tim hay dot quy).

R6i loan tiéu hoa: Loét da day ta trang, thung hodic xudt huyét tiéu hoa, doi khi gy tur
vong, dic biét & ngudi gia. Ngoai ra con céc triéu chimg: Budn nén, ndn, tiéu chay, khé
tiéu, dau viung thugng vi, viém loét dai trang, dau bung, tdo bon, dfiy hoi, nén ra mau,
melaena, loét dudng tiéu hoa, khé tiéu, ¢ ndng, chady méu truc trang. it thudong xuyén,
viém da day; rat hiém khi viém tuy.

Réi loan gan-mét: Chirc ning gan bt thudng viém gan va vang da.

Da: B6ng nudc phan tmg bao gdm hoi chimg Stevens Johnson va ddc hoai tir biéu bi (rat
hiém). Nhay cam 4nh sang.
R&i loan thin va tiét niéu: Kho tiéu, tiéu 14t nhit (<1%), ddc tinh than céc hi ¢ khac
nhau, bao gém cé viém than k&, hoi chimg thén va suy than.

Réi loan chung: Khé chiu, mét méi, suy nhuoc, én lanh, sot.
Nguy co huyét khéi tim mach (xem thém phan Canh bao va than trong).

Théng bio véi bac si cic tic dung khéng mong mudn gip phii khi ding thude.
8. Nén trinh dung nhirng thudc hoic thue phﬁm gi khi dang sir dung thudc nay:

Trénh str dung ddng thoi hai hodc nhiéu hon cac NSAID (nhu aspirin) vi ¢6 thé 1am ting
nguy co tac dung khong mong mudn.

Etodolac c6 thé lam ting ndng d lithi trong mau do lam giam thai trir lithi ra khéi co thé
boi than. Nong d¢ lithi tang c6 thé gay ngd doc lithi.

Etodolac c6 thé 1am giam tac dung ha huyét 4p cuia cac thude tri ting huyét ap.

Glycosid tim (digoxin): NSAID c6 thé lam tram trong thém suy tim, gidam GFR va lam
tang ndng do trong huyét trong glycoside.

Mifepristone: NSAIDs khéng nén dugce st dung cho 8-12 ngay sau khi dung mifepristone
1a NSAID c6 thé 1am giam hiéu lyc mifepristone.

Corticosteroid: Gia ting nguy co loét da day hodc chay mau (xem phan 4.4).

Chét chéng dong: NSAID c6 thé 1am ting téc dung cua cac chét chéng dong, ching han
nhu warfarin. Thoi gian prothrombin c6 thé kéo dai khi etodolac va cac NSAID khéc dugc
dung cung véi warfarin do d6 din dén ting nguy co chay mau.

Khéng sinh quinolon: dir li¢u dong vét cho thdy rang NSAID c6 thé lam ting nguy co co
giat két hop véi khang sinh quinolon. Bénh nhén ding NSAIDs va quinolon ¢6 thé lam
ting nguy co co giat.
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— Chét chéng tiéu cu va thudc trc ché tai hdp thu serotonin cé chon loc (SSRI): Gia tang
nguy co chay mau dudng tiéu hoa.

— Tacrolimus: ting nguy co c6 thé nhiém doc than khi NSAID dugc ding chung véi
tacrolimus.

— Zidovudine: Gia ting nguy co ddc tinh huyét hoc khi NSAID dugc dung véi zidovudine.
C6 bing chimg vé ting nguy co tu mau & bénh nhan HIV (+), bénh hay chay mau duoc
diéu tri dong thoi véi zidovudine va ibuprofen.

— Xét nghiém: Xét nghiém Bilirubin c6 thé cho két qua duong tinh gia do su hién dién cua
cac chit chuyén héa phenolic ctia etodolac trong nudc tiéu.

— Etodolac vé6i tac dung 1én prostaglandin & than c6 thé 1am thay ddi thai trir din dén lam
ting nong do trong huyét thanh cua cyclosporin, methotrexat va lam ting doc tinh cia
nhig thubc nay.

9. Cin lam gi khi mt 1An quén khéng diung thudc:
Bo qua va tiép tuc liéu nhur thudng 1é theo sur chi dén liéu cua bac s§.

10. Cin bio quin thuéc nay nhw thé nao:

Noi kho thoédng, tranh éanh sang, & nhiét do dudi 30°C.

11. Nhirng déu hi¢u va triéu chiing khi ding thudc qua lidu:

— Céc tridu chimg bao gém dau du, budn ndn, ndn, dau thuong vi, xudt huyét tidu héa, it
khi tiéu chay, mit phuong huéng, kich thich, hon mé, budn ngu, chong mat, U tai, ngat
xiu, co giat occasionall. Trong truong hop ngd doc cip tinh c6 thé giy tén thwong gan,

than.
12. Cén phai lam gi khi dung thudc qui liéu khuyén cdo:
— Xt tri: Diéu trj tridu chimg va hd tro. Trong vong 1 gid sau khi ngd ddc c6 thé than

hoat tinh, hodc rtra da day néu uéng qua lidu c6 kha nang de doa tinh mang. Theo ddi chat
ché chirc ning gan, thin. Bénh nhan phai dugc theo déi it nhat 4 gi¢ sau khi uéng mot
lugng thude c6 kha ning giy doc. Néu bi co giat thuong xuyén va kéo dai nén diéu tri
bang diazepam tiém tinh mach. Khong c6 thudc giai doc dac hiéu.

13. Nhirng diéu cin thin trong khi ding thudc nay:

* Céc truong hop than trong khi ding thude:

— Nén cén than khi dung etodolac cho bénh nhan c6 tién sir bénh tim thiéu méu cuc bd hay
bénh vé& mach méu n3o.

— Thudc nay ciing nén duge dung than trong & bénh nhén ¢ yéu td nguy co vé bénh tim
mach hay bénh vé déng mach ngoai bién.

— Bénh nhén c6 tién sir bénh duong tiéu hoa (xuit huyét da day - rudt, viém loét dai trang,
bénh Crohn), suy yéu chirc nang gan hay thén, tién str bénh hen hoic cac bénh di tmg.

— Nhitng ngudi 16n tudi ¢6 thé tang tn sé cac phan tmg bt loi do NSAIDs dac biét la xuat
huyét tiéu héa.

— Sir dung trén tré em: Mirc d an toan va hiéu qué cia thubc & bénh nhi duéi 18 tudi chua
duoc xéc dinh.

— Thubc chira lactose. Nhitng bénh nhén c6 vén d di truyén hiém gip khong dung nap
galactose, thiéu Lapp lactose hoic kém hép thu glucose-galactose khong nén diing thube
nay.

— Thubc c6 chira tinh bdt mi, bénh nhan dj tmg lua mi khéng nén ding thudc nay.

Nguy co huyét khéi tim mach:

v
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— Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than, c6 thé
lam ting nguy c6 xuat hién bién cd huyét khéi tim mach, bao gdm ca nhdi méu co tim va dét quy,
c6 thé dan dén tir vong. Nguy co ndy c6 thé xuét hién sém trong vai tudn diu ding thude va c6 thé
tang Ién theo thdi gian ding thudc. Nguy co huyét khéi tim mach dwoc ghi nhan chi yéu o lidu
cao.

— Béc si can danh gia dinh ky su xuét hién cua cac bién cb tim mach, ngay ca khi bénh nhan khong
¢6 céc triéu chimg tim mach trudc d6. Bénh nhan can dugc canh bao vé céc triéu chimg cia bién
¢b tim mach nghiém trong va can tham kham bac si ngay khi xuét hién céc triéu chimg nay.

— Dé giam thiéu nguy co xuat hién bién c6 bat lgi, can sir dung AGUZAR 400 & liéu hang ngay thip
nhét c6 hiéu qua trong thdi gian ngéin nhit c6 thé.

* Céc khuyén cdo ding thude cho phu nir ¢ thai va cho con bu:

— Phu nif ¢6 thai: Khong nén sir dung & phu nir mang thai, dac biét 1a tir thang tha S tré di.

~ Phuy nir cho con bi: Trong cc nghién ctru cho dén nay, NSAIDs c6 thé xuét hién trong
sita me véi nong @9 rat thip. Su an toan cua etodolac trong thoi g1an cho con bu chua
duoc béo cdo. Vi vdy, nén ngimg cho con bii néu viéc diéu trj 1a ca

* Anh hudng dén cong viéc:

— Néu gip mot s6 tac dung khong mong mudn 4anh huong 18n hé thin
quay cudng, budn ngu, nga ga hay anh huéng dén tam nhin thi _M;
moc tau xe. '

14. Khi nao cin tham vin béc sy/dwgc si:
Tham vAn béc s§ néu gip phai tac dung khong mong mudn khi sir dung thudc

Néu can thém thong tin xin héi y kién bdc st hodc dwoc
15. Han dung ciia thude:
36 thang ké tir ngay san xuat.
16. Tén, dia chi ciia nha sian xuat:

Céng ty ¢ phin dwgc phaim Me Di Sun

S 521, khu phd An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong.
17. Ngay xem xét cip nhit to thong tin cho bénh nhéin: dd/mm/yyyy

nhu chéng mat,
van hanh may
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