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Kich thuac;
Dai : 90 mm

Rong: 25 mm
Cao : 50 mm
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| &_ escription only Box of 3 biisters of 10 capsules

" Rensaid 20

Etodolac 200mg
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COMPOSITION: Each capsude contains Elodoboc 200 mg.  SPECIRCATION: USP 34 x
INDICATIONS, DOSAGE, ADMBISTRATION, .

CONTRAINDICATIONS AND OTHER INFORMATION:
Piease refe tn the package inserl.

KEEP OUT OF REACH OF CHILDREN. READ
CARERULLY THE LEAFLET BEFORE USE.

STORABE: Store 2t ths tempersiure not mare than 3'C,
In a dry place, protect from light.
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HUGNG DAN SU DUNG THUOC

Etodolac

Vién nang

1- Thinh phiin

Mai vién nang chira:

Hoat chit: Etodolac 200 mg.

T duge: Natri starch glycolat, natri lauryl sulfat, povidon K30, magnesi stearat,

2- Durge lyre hoe va dwge dgng hoc

Dirge lyre hpe

Etodolac, din xudt ctia acid pyrano-indoleacetic, I thudc khang viém khdng steroid
(NSAID) irc ché chuyén bi§t wén cyclo-oxygenase 2 (COX-2). Thude ¢6 téc dung
chéng viém, gidm dau, va ha st trén mo hinh dong vat. Gibng véi cc thuée khang
viém khong steroid khic, co ché tac dng cia etodolac chua duge hiéu mjt cich
ddy du, nhumg c6 thé ¢6 lién quan dén sy tre ché tong hop prostaglandin,

Etodolac 13 mét hdn hop racemic ciia [-]R-etodolac va [+]S-etodolac. Etodolac dd
dugc chimg minh ring dang [+]S 1& dang c6 hoat tinh sinh hoc trén dng vét, trong
khi d6 dang [-]R c6 tic dung béo vé da day vi diu d6 gop phan lam cho etodolac
racemic c6 doc tinh thip trén da day-rudt. Ca 2 ddng phin quang hoc déu bén vimg
va khong co sy chuyén doi tir dang [-]R sang [+]S in vive.

| Dugc djng hge
| Etodolac 14 mét hop chit chiral duge sir dung dudi dang hdn hop racemic (con goi
| 12 bién thé). Néng 5 dinh trong huyét tuomg cia ddng phin ddi quang (S) c6 hoat

tinh va dong phin doi quang (R) khéng hoat tinh thuémg dat duge trong vong 2 gity

sau 1 lidu uéng nhung néng 3 trong huyét twong cia déng phan (R) duoge biét 13

cao hon nhidu so véi ddng phin (S). Ci 2 ddng phin nay déu gin két cao vai

protein huyét twong. Ca 2 ciing déu phan b6 vio trong hoat dich, nhung sy khéc

nhau vé ndng dd cia ching trong hoat dich cé thé khdng rd nhu sy khic nhau vé

néng do trong huyél tuong. Nira déi cia etodolac toan phin trong huyét tuomg I3

khoang 7 gid; thubc thai trir chil yéu trong nudc tiéu dudi dang chét chuyén héa

hydroxyl héa va dang lién hop véi glucuronid; mt it cé thé durge bai tiét trong mél.

3- Chi djnh

Bidu trj cAp hay dii han cdc dau higu va triéu chimg cia nhirng bénh sau:

- Viém xuong khép.

- Viém khép dang thap.

Biéu trj con dau cdp.

4- Lidu diing va cich dung

Ngubi 16n:

- Viém khép dang thiip va viém xwong khép: 600-1000 mg/ngdy chia lam 34
14n, ditu chinh li¢u tuy theo dap img dén liéu tdi da 1,2 g/ngdy.

- Com dau cdp: 200-400 mg cich mdi 6-8 gitr dén liéu tdi da thdng thuémg 1
g/ngdy mic di mét sb ngudri da duge cho dén lidu tdi da 1 g/ngdy.

Liéu etodolac thutmg khéng cin diéu chinh & nhimg bénh nhan suy thin nhe dén

trung binh,

Tré em: theo huéng dan cia bic sT.

Nén uéng thudc cing véi bira 2n hofic ngay sau bira an.

5- Chéng chi djnh

Bénh nhin ting min cdm véi etodolac hay cic thuéc khing viém khéng steroid

khde.

Bénh nhén bj loét tiéu héa.

Tré em,

Phy nit mang thai 3 thing cudi va phy nir dang cho con bi.

G- Luru § v thiin trong

Nén c4n thin khi ding etodolac cho bénh nhan c6 tién s& bénh tim thiéu mau cyc bd

hay bénh vé mach méu ndo.

Thuéc ndy ciing nén duge ding thin trong & bénh nhin c6 yéu t6 nguy co vé bénh

tim mach hay bénh vé déng mach ngoai bién, tién sir xuit huyét da day - rudt, suy

yéu chirc ning gan hay thin, tién sir bénh hen hofic céc bénh dj img.

Sir dyng trén phu nir c6 thai: Khong cé c4c nghién ciru c6 kiém soét trén phu nit

c6 thai. Chi nén sir dung thuéc ndy khi lgi ich mang lai cao hon nguy co c6 thé xiy

ra cho thai nhi. Trong 3 thdng cudi thai kp hogic gén ngéy sinh; cé bing chimg lién

quan dén nguy co & thai nhi ngudi, nhung do lgi ich mang lai, vigc sir dung thudc

trong thai ky 6 thé dugc chép nhin, bit chdp nguy co (nhur cin thiét phai ding

thubc trong céc tinh hubng de doa tinh mang hodc trong mt bénh trim trong méd

céc thudc an todn hon khéng thé sit dung hofic khéng hi¢u qua).

'RENSAID 200

Etodolac
Capsule
1- Composition
Each capsule contains:
Active ingredient: Etodolac 200 mg.

Inactive ingredients: Sodium starch glycolate, sodium lauryl sulfate, povidone K30,
magnesium stearate.

2- Pharmacodynamics and pharmacokinetics

Pharmacodynamics

Etodolac, a pyrano-indoleacetic acid derivative, is an NSAID reported to be a specific
inhibitor of cyclo-oxygenase 2 (COX-2). It exhibits anti-inflammatory, analgesic, and
antipyretic activities in animal models. The mechanism of action of etodolac, like that of
other NSAIDs, is not completely understood, but may be related to prostaglandin
synthetase inhibition.

Etodolac is a racemic mixture of [-]R-etodolac and [+]S-etodolac. It has been
demonstrated in animals that the [+]S-form is biologically active, while [-]R-form
showed gastroprotective effects that may contribute to the low gastrointestinal toxicity of
racemic etodolac. Both enantiomers are stable and there is no [-]R to [+]S conversion in
vivo.

Pharmacokinetics

Etodolac is a chiral compound given as the racemate. Peak plasma concentratio
active (S)-enantiomer and of the inactive (R)-enantiomer are usually obtaineg
about 2 hours of a dose by mouth but plasma concentrations of the (R)-enantio
been reported to greatly exceed those of the (S)-enantiomer. Both enantiomers
bound to plasma proteins, Both are also distributed to the synovial fluid, alt
difference in their concentrations may not be as marked as the difference in\plashga

hours; excretion is mainly in the urine as hydroxylated metabolites and gluc
conjugales; some may be excreted in the bile,

3- Indications

For acute and long-term use in the management of signs and symptoms of the fc]IOWEng:ZQ
- Osteoarthritis.

- Rheumatoid arthritis. ‘\\
For the management of acute pain, N
4- Recommended dose and mode of administration ._{;-5
Adulis; e
- Rheumatoid arthritis and osteoarthritis: 600 to 1000 mg daily in 3-4 divided ds_gs/
adjusted according to response to a maximum of 1.2 g daily. )

- Acute pain: 200 to 400 mg every 6 to 8 hours to a usual maximum of 1 g ddily
although some patients have been given up to 1 g daily.

Dosage adjustment of etodolac is generally not required in patients with mild to moderate

renal impairment.

Children: as directed by a physician.

Should be taken by mouth with/or immediately after meals.

5- Contraindications

Patients with hypersensitivity to etodolac or other NSAIDs,

Patients with peptic ulcer,

Children.
Pregnancy during the 3" trimester and lactation.

6- Warnings and precautions

Ftodolac should be used with caution in patients with a history of ischemic heart disease
or cerebrovascular disease,

It should also be used with caution in patients with significant risk factors for
cardiovascular disease or peripheral arterial disease, history of gastrointestinal bleeding,
impaired hepatic or renal function, pre-existing asthma or allergic disorders.

Use in pregnancy; There are no controlled studies in pregnant women, This drug should
be given only if the potential benefit justifies the potential risk to the foetus, fn 3%
trimester of pregnancy or near delivery: there is positive evidence of human foetal risk,
but the benefits from use in pregnant women may be acceptable despite the risk (¢.g., if
the drug is needed in a life-threatening situation or for a serious disease for which safer
drugs cannot be used or are ineffective).

Use in lactation: There is no information on the secretion of etodolac into breast milk.
However, breastfeeding should be discontinued if the use of etodolac is considered
essential.




da day-ruft c6 thé xay ra, Cao huyét 4p, suy thin cip, suy hd hdp v hén mé 6 thé

10- Dosage forms and packaging available
xdy ra, nhung hiém gap. Phan (mg phdn vé ciing dd duge béo cdo.

AN-
Box of 3 blisters x 10 capsules.
Xt trf: Trong truémg hop qué li¢u thude khing viém khéng steroid, chi yéu diéu trj

trigu chimg va hd trg. Khéng ¢ thude giai de dac higu.
10- Dang bdo ché va déng géi
Hgp 3 vi x 10 vién nang.

Box of 10 blisters x 10 capsules
11- Storage:

http S / /tfgwgmnmoqwrﬁfng c6 .l‘hﬁn_g, tin ‘vé bai tié‘s etodolac trong Use in children; Safely and cffectiveness in pediatric patients below the age of 18 years
=7 ["'stfa meTuy nhién, nén ngimg chio con by néu vigc diéu tri 14 cln thiét, have not been established.
. Sir dyng trén tré em: Mirc dp an todn vi higu qud cia thubc & bénh nhi dudi 18 Effects on the ability to drive or operate machinery: There have been no studies to
tudi chira duge xde dinh, investigate the effect of etodolac on driving performance or the ability to operate
3 Anh hu!}:ng Ién khi niing I4i xe vd v§n hinh mdy mée: Chua cd nghién ciru machinery.
chimg minh téc djng cda etodolac 1én khi ning 141 xe hodc vin hanh mdy mdc. 7- Interactions with other medicine and other forms of interaction
7- Tuong thc cia thude véi céc thube khic va cdc dgng twemg tic khic Etodolac may increase the blood levels of lithium by reducing the elimination of lithium
Etodolac c6 thé lim tang ndng 5 lithi trong mau do lim gidm thai tri¥ lithi ra khoi from the body by the kidneys. Increased levels of lithium may lead to lithium toxicity.
co thé bai than, Nong 43 lithi tang c6 thé gay ngd doc lithi. Etadolac may reduce the blood pressure lowering effects of blood pressure medications,
Etodolac ¢6 thé lam giim tac dung ha huyét dp cia cic thudc trj tang huyét ap. When etodolac is used in combination with aminoglycosides, the blood levels of the
Néng 43 ;:minogiycosid trong mau cé thé tang khi ding chung véi etodolac, c6 12 aminoglycoside may increase, presumably because the elimination of aminoglycosides
do giam thai trir aminoglycosid ra khéi co thé. Pidu ndy cé thé lam ting tic dung from the body is reduced. This may lead to more aminoglycoside-related side effects.
phuy ¢ lién quan dén aminoglycosid. ; Etodolac may increase the risk of bleeding when taken with other drugs that also may
Etodolac ¢6 thé lam tAng nguy co xudt huyét khi ding chung véi cic thudc co thé cause blecding.
pdy chay mau. Etodolac, like other NSAIDs, through effects on renal prostaglandins, may cause changes
| Giong v&i cdc thude khing viém khong steroid khic, etodolac véi téc dung lén in the elimination of lhes.e drugs I“d_i"fg to elevated serum levels of cyclosporine,
| prostaglandin & thin c6 thé lim thay ddi thai trir din dén lm tang ndng 9 trong digoxin, methotrexate, and increased toxicity.
'! huyét thanh ciia cyclosporin, digoxin, methotrexat va lam ting doc tinh cia nhimg 8- Undesirable effects
thude ndy. i In clinical trials, most adverse reactions were mild and transient.
8- Tic dyng khéng mong muédn Gastrointestinal experiences including: abdominal pain, constipation, diarrhea, dyspepsia,
Trong céc thir nghigm lim sing, hdu hét céc tic dung ngoai ¥ déu nhe va thodng flatulence, heartburn, nausea, GI ulcers, vomiting.
qua. Other events including: abnormal renal function, anemia, dizziness, edema, elevated liver
Téc dung trén dudmg tiéu héa da timg xdy ra bao gdm: dau bung, téo bon, tiéu chay, enzymes, headaches, increased bleeding time, pruritis, rashes, tinnitus.
khé tiéu, ‘_ﬁ)" hoi, g néng, budn ndn, loét da day-rudt, nn. Stop use and ask a doctor if you notice any of these rare but serious side effects: black
Céc trudmg hgp khic gdm: chirc niing thin bit thuémg, thiéu mau, chéng mat, phi, stools, abdominal pain, vomit that looks like coffee grounds, chest pain, shortness of
tang men gan, nhirc dau, ting thoi gian chiy méu, ngira, phat ban, U tai. breath, unusual sweating, confusion, slurred speech, sudden vision changes.
| Newng sir dung va hoi kién bdc 5T néu thiy c6 mot trong nhimg tic dung phy hiém Inform your physician in case of any adverse reaction.related to drug use.
. | sdp nh:.rng nghiém trolng sau: phin 1!den, dau byng, nén c6 mau ba ca phé, dau ngye, 9. Overdose and treatment !;4_5‘}?\
i thé ngin, ra mé hi bét thutng, 1d Iin, néi liu Iudi, thay i thi lye 89t ngdt. Symptoms: No overdoses of etodolac were reported duri trials. Symptoms
{ Théng béo cho béc si nhimg tic dyng khéng mong mutn glp phii khi sir dyng following acute NSAID overdoses are usually limitghtd |&thargy: Qwsiness, nausea,
i thude. vomiting, and epigastric pain. Gastrointestinal bleedj H:i(N)ccur. ertension, acute
9- Qui liéu va xir tri renal failure, respiratory depression and coma may oo% phylactoid
Trigu chimg: Khong c6 bdo cio v& qua lidu etodolac trong c4c thir nghigm lim sang, reactions have also been reported. G
Trigu chimg qua lieu cdp do thudc khing viém khong steroid néi chung thuimg rat Treatment: Patients should be managed by symptomalf ¢ following an
i hiém din t&i nga lim, budn ngd, budn ndn, ndn, va dau viing thugng vi. Xuit huyét NSAID overdose. There are no specific antidotes.
|
|
|

Store at the temperature not more than 30°C, in a dry place, protect from light.
12- Specification; USP 34,
13- Shelf-life; 36 months from manufacturing date.

Hdgp 10 vi x 10 vién nang.
11- Bio quin:

Béo quan noi kho rdo, tranh dnh séng, nhigtl 4 khdng qué 30°C. ‘

T PR PRESCRIPTION ONLY .‘

12- Tiéu chuiin chiit lrgng: USP 34, KEEP ILDREN !

13- Han diing: 36 thing ké tir ngay sin xuat. Al f (e e !

READ CAREFULLY THE LEAFLET BEFORE USE

FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN

THUOC BAN THEO PON
. AT A Pt Manufactured by: GLOMED PHARMACEUTICAL Co., Inc.
. POC KY HU' ONG DAN ST DUNG TRUGC KHI DUNG Address: 35 Tu Do Boulevard, Vif.:tnam - Singap?re Industrial Park, Thuanl. Town,
. NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI P R

Tel: 0650.3768823; Fax: 0650.3769094
San xuft bdi: CONG TY €O PHAN DUQC PHAM GLOMED

Bia chi: $6 35 Dai L Ty Do, KCN Viét Nam - Singapore, thi x4 Thun An, tinh
Binh Duong.

DT: 0650.3768823 +="Fag 0
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