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K10

R Prescription Only Box of 6 blisters x 10 capsules

Manufactured by

KOREA PRIME PHARM, CO,, LTD.
100, Wanjusandan 940, Bongdong-sup, Wanju-gun, Jeallabuk-do - Republic of Korea

Cpmposition: Each nard capsule contains: Shelf-life:
Etodolac micronized. . .. ... 200 my 36 manths from manufaciuring date,
(as Etodolac 200 mg)

Specifications: USP

Indication, Administration, Contraindication
and other information:

Read the package leaflet enclosed. SOK/ Reg. No. -
| LSX/ Batch MNo.: =
| Storage conditions: NSX/ Mfg. Date: =
Stare in a tight container, protected from sunlight,. HSDY Exp. Date:
below 30°C, |

" KEEP OUT OF REACH OF CHILDREN
* READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE

R Thuéc k& don Hop 6 vi x 10 vién nang clrng

San xudt b
KOREA PRIME PHARM. CO., LTD.

100, Wanjusandan 3-ro, Bangdong-eup, Wan|u-gun, Jecllabuk-da - Han Quac

Thanh phan: M3 vién nang cling cé chiva: Han ding:
Etedolac micronized . . ..., ... 200 mg 36 thang ké ti ngay sén xuat,
{lvong durong Etodolac 200 mg)

Tiéu chudn chat luwgng: USP
Chi dinh, Céch ding, Chéng chi dinh va cic
théng tin khac: Xuét xt: Han Quéc
Xem trong to huong din st dung thudc kém thea.

DNNK:
Biéu kién bao quan:
Bao guén trong pao bi kin, tranh anh séng, nhigt
dé dudi 30°C.

* DE XA TAM TAY TRE EM
*80C KY HUGNG DAN SU DUNG TRUGC KHI DUNG
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R Thuée nay chi dung theo dom thude

ELTOSE Hard Capsule
Etodolac 200 mg

Khuyén cio:

Poc kp hedng dan sit dung trice khi diing.

Dé xa tam tay tre em

Théng bao ngay cho bdc st hodc duoc st nhitng ide dung khong mong muén gip phdi
khi sir dung thude. Néu edn thém thong tin xin hoi y kién bdc st hode dwoc si

Thanh phan cong thire thude:

Mbéi vién nang cietng chita:

Théimh phan hoat chdt: Btodolac micronized ....oo.ov.ooon.200 me
f=]

(tuong duong etodolac 200 mg)

Thénh phdn td duoc: Lactose hydrate, Microcrystalline cellulose, povidone K30, Sodium 7!3 _

starch glycolate, Sodium lauryl sulfate, magnesium stearate, vo nang cing. [«
Dang bao ché: Vién nang cirng c¢6 vo than trén mau tim va thin duéi mau vang nhat, chra

bot mau tr ﬁng. Co nang 56 1.

Chi dinh
Etodolac dung giam dau va khang viém ¢ cdc trudng hop viém xwong, viém khép, ké ca dau

phan mém sau chan thwong nhu viém gan, viém quanh khép. Etodolac ciing duge sir dung dé *
giam dau trong céac truong hop dau nhe tdi dau vira, dau bung kinh. (a5
\

3 4 S B \) ]

Li¢u dung va cich dung N

Liéu ding:

Téac dung khéng mong mudn ¢o thé duoc giam thicu bang cach sir dung liéu thip nhat cé thé
trong thoi gian ngdn nhat cdn thiét dé kiém soat cac tricu ching.

Liéu dung cho ngudi lén va tré em trén 15 tudi: 400 mg/ngay, chia 2 lan (1 vién vao budi t6i
va 1 vién vao budi sang).

Trong mot s6 trudng hop dau cap: Liéu c6 thé ting lén dén 600 mg/ngay, chia 3 lan (sang,
trua, toi)

Cich ding:

Nuot toan bg vién thude, khéng nhai, vai mét ly nude, tot nhat la udng trong bira 4n.

Chong chi dinh ) ) , ‘ ’

- Bénh nhén c6 tién sir man cam voi etodolac hay bat et thanh phan nao cua thude.

- Bénh nhin ¢6 man cam chéo véi aspirin va cac thude khang viém khong steroid khéc.
Bénh nhén ting c¢6 dau hiéu hen, polip miii, phit mach hay néi may day sau khi dung
aspirin hodc cic thude khang viém khong steroid khac.
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Bénh nhan loét da day tién trién.

Bénh nhédn suy gan ning.

Bénh nhan suy than nang khéng duoc tham tach mau.

Bénh nhin dau sau phf‘.u thuat dat Sng thong dong mach vanh.

Phu ntr €6 thai, du dinh ¢d thai, phu nir cho con bi.

Tré em dudi 15 tudi.

Bénh nhan suy tim sung huyét (tir d6 11 dén do 1V theo phén d6 chite ning cia suy tim
theo HGi Tim New York - NYHA)

Canh bio va than trong khi ding thude

Nguy co huyét khoi tim mach:

Cac thuée chdng viém khéng steroid (NSAIDs), khong phai aspirin, ding dudng toan
than, co thé lam ting nguy co xuat hién bién cd huyét khéi tim mach, bao gém c& nhdi
mau co tim va dot quy, ¢o thé dan dén tr vong, Nguy co nay ¢6 thé xuét hién sém trong
vai tudn dau dimg thude va ¢é thé ting 1én theo thoi gian dung thude. Nguy co huyét khéi
tim mach duoc ghi nhén chu yéu o ligu cao.

Béc s can danh gia dinh kv su xudt hién cua céc bién ¢6 tim mach, ngay ca khi bénh nhén
khéng ca cdac triéu ching tim mach trude do. Bénh nhin can duge canh bdo vé cac triéu
chiig cia bién ¢é tim mach nghiém trong va can tham kham bac si ngay khi xuét hién
céc triéu ching nay,

pé giam thicu nguy co xuat hién bién cé bat lgi, cin st dung ELTOSE Hard Capsule ¢
liéu hang ngay thap nhit ¢6 hiéu qua trong thoi gian ngén nhit ¢6 thé.

Than: Cac bénh nhén roi loan tim mach hay than nhe va nguoi cao tudi can duge theo doi
vi viée str dung cdc thude khang viém khong steroid ¢6 thé lam giam chiic ning thin. Nén
str dung lidu thép nhét ¢6 thé va theo dai chite ndng than thudng xuyén.

Nén ngimg thude néu chiic nang gan bt thuéng hoic xdu di, cac déu hidu [4m sang hodc
tridu chimg bénh gan tién trién hodc khi ¢é cac bidu hién khéc xuét hién. Viém gan c6 thé
xdy ra ma khéng c¢6 tri¢u chirng béo trude.

Huyét hoc: Co thé xay ra hién twong e ché két tap tiéu cdu nhung cé thé hoi phuc.

S dung thude cho phu ni ¢é thai va cho con bii

Sw dung cho phu nit mang thai:

Thude chéng chi dinh cho dbi tuong phu nir mang thai.
Su dung cho phu nit cho con bii:

Thubde chéng chi dinh cho dbi twong phu nir cho con bi.

Anh hwéng ciia thude 1én khi ning lii xe, vin hanh may méc
Etodolac ¢é thé gdy roi loan thi gide, viém day than kinh thi gide, dau dédu, ao gidc, 0 tai, hoa
mat, chong mat va budn ngu. Do vdy cin thén trong khi lai xe va van hanh may maéc.
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Twong tic, twong ky ciia thube

Aspirin, cac thuoe NSAID: Trénh sir dung dong thoi hai hodc nhiéu hon véi cde NSAID
(nhu aspirin) vi diéu nay c6 thé lam ting nguy co gap cac tac dung khong mong muén.
Su két hop co thé lam tang nguy co nghiém trong trén hé tiéu héa nhu viém nhiém, chay
mau, loét va thung.

Thube chéng dong mau: O lidu diéu tri, cic thude chéng dong (heparin, dan xuat
dicumarol) lam tang nguy co gay xuit huyét néu dung déng thoi véi etodolac.
Cyclosporin, digoxin, lithi, methotrexat: Etodolac tac dong 1én prostaglandin & thian nén
c6 thé lam giam thai trix cac thude ndy dan tdi tang ndng do va tang ddc tinh cua cdc
thudc trén.

Thude loi tiéu: Etodolac lam giam dap ng vai cac thude loi tiéu.

Thude e ché enzym chuyén: Khi ding dbng thai etodolac va thude tc ché enzym
chuyén sé lam tang nguy co suy than.

Thude khang acid: Ding dong thoi véi cac thude khang acid khong 1am cham hép thu
etodolac tuy nhién lai 1am giam nong dé toi da cua etodolac trong mau (15-20%) nhung
khong anh hudng téi thoi gian dat nong dé tdi da.

T4c dung khéng mong muén ciia thube
Thirong gap: ADR > 1/100

H¢ ti€u hoéa: Kho tiéu, buén non, nén, dau bung, téo bén, day hoi, ticu chay, ¢ hoi, viém
thue quan, loét da day ta trang, xuat huyét tiéu hoa tiém an hay 6 at.

Ir gap: 1/1000 < ADR < 1/100

Nguy co huyét khéi tim mach (xem thém phéan Canh bao va thin trong)

Toan than: Kho chiu, mét moi

Quéa man: Phan tng di \ing, cac phan img trén duemg hé hip [am bénh hen trdm trong
hon, giy co thit phé quan hodc khé thé, cac réi loan vé da gom phat ban, ngira, néi may
day, ban xudt huyét, phii mach.

Than: Viém thdn k&, hoi ching thian hu, suy thén.

Gan: Bit thuong chiic ning gan, viém gan va vang da.

Thén kinh va cac gide quan dic biét: RSi loan thi gide, viém day than kinh thi gidc, dau
dau, cimg cb. tram cam, 1i 13n, 4o gide, 0 tai, hoa mét, chéng mat va budn ngu.

Huyét hoc: Giam tiéu cau, gidm bach ciu, mat bach ciu hat, thidu mau bét san, thiéu mau
tan mau.

Da: i ching Stevens Johnson va nhay cdm anh sang.

Hiém gap, ADR < 1/1000

Da: Déc¢ hoai tir biéu bi

Qua liéu va cach xur tri

Qui liéu:

Céc dau hidu qué lidu cép tinh cac thube chéng viém khéng steroid thudng 12 budn nén, nén,
dau vang thwong vi, nga. Céc triéu chung nay thudmg hdi phuc khi diung cac thuéc diéu tri hé
trg. Xuat huyét da day rudt c6 thé xay ra. CAc triéu ching hiém gap: Tang huyét 4p, suy than

cap, suy hd hap va hon mé.

=]
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Cdch xit tri: i ) . ) i
St dung céc bién phap dicu tri triéu chimg va diéu tri ho tro gidong nhu trudng hop qua lieu
cac thude chong viém khéng steroid.

Khéng cé thude giai ddc dac hiéu.

bac tinh dwge lwe hoc ) )

Nhém duge ly: Thuoe giam dau, ha sét, chong viém khdng steroid.

Ma ATC: MO1ABO8

Etodolac 1a mét thude giam dau ha sét chéng viém khéng steroid (NSAID). Etodolac ¢6 2
dérlg phan racemic, trong d6 dang S 1a dang ¢6 hoat tinh.

Etodolac 14 thude tre ché chon loc trén COX-2, day 12 enzym xic tac tao thanh céc tién chit
cua prostaglandin.

Co ché ha sat: Prostaglandin giy s6t do lam tang qua trinh tao nhiét va giam qua trinh thai
nhiét, etodolac e ché téng hop prostaglandin nén c6 tac dung ha sot.

Co ché giam dau: Thuée tic ché I(‘}ng hop PG E», nén lam giam tinh nhay cam cua cac thu thé
dau véi cac chét gay dau ciia phan img viém nhu histamin, bradykinin.

Co ché (:hffng viém: Thude e ché chon loc trén COX-2, 1am giam téng hop PGE2 va Fla la
nhiing chat trung gian héa hoc cita phan (mg viém. COX-2 hdu nhu khéng cé mat & céc to
chire binh thuong ma duoe tao ra do cam ting, chi yéu tai cdc t chic viém.

bic tinh duge dong hoc
Hap thu:

Etodolac hap thu tét, sinh kha dung tuong déi dat khoang 100% khi dimg dang vién nang
ciing nhr dang dung dich. Ftodolac khéng bi chuyén héa buée mdt & gan. Nong do toi da
trong mau sau khi udng 1 licu 200 dén 600 mg la 14 + 4 pg/ml va 37 = 9 pg/mL, sau
80 + 30 phit. Liéu dung ty Ié thuan voi dién tich dugi dudng cong cho téi lidu
600 mg/12 gi. Nong do toi da cia thude trong mau ty 1& voi licu dimg (lidu téi da
400 mg/12 gi). Tuy nhién vai lidu 600 mg thi ndng d6 i da chi cao hon so ndng d¢ t6i da
khi diing lidu binh thuong khoang 20%. Thirc an khéng lam chém hip thu thude, thude c6 thé
duoe ding ciing hodc sau bita an.

Phén bé:

Thé tich phan b biéu kién trung binh cua etodolac vao khoang 390 ml/kg, 99% ctodolac lién
két voi protein huyét twong, chu yéu la albumin. Luogng etodolac ¢ dang tu do trong mau
dudi 1% va phy thude liéu st dung. Chua xdc dinh etodolac cé bai tiét qua sita me hay
khong. Tuy nhién dua theo céc tinh chit hoa Iy thi rat nhiéu kha ning thude vao dwoc sita
me,

Chuyén héa:

Etodolac chuyén hoéa chu yéu qua gan. Tuy nhién vai tro chuyén biét cua hé cytocrom P450
trong chuyén héa etodolac van chua xdc dinh. Nhiéu chét chuyén héa cua etodolac duge tim
thiy trong nudc tidu va méau. Mot sé chét chuyén hoa vin chua xédc dinh duoc. 10% chét
chuyén héa cua etodolac ¢ dang hydroxylat. Khi dung thube lau dai, dang chuyén hoa
hydroxylat-etodolac khéng tich liy trong mau & ngudi ¢6 chiic ning than binh thudng. O
ngudi suy than chua cé nghién ciiu vé su tich liy hydroxylat-etodolac. Hydroxylat-etodolac
tiép tuc chuyén héa dudi dang glucoronat, dao thai qua nudc tiéu va qua phan. i
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Thai tru:

Miic d6 dao thai trung binh cua etodolac sau khi udng 1a 49 (+ 16) mL/gidke. Mac di

etodolac chuyén héa chu yéu qua than, khong can diéu chinh lidu & bénh nhan réi loan chire

nang than nhe dén trung binh. Thoi gian ban thai cua etodolac 12 6,4 gio. %_}
(

Quy cach dong goi: Hop 06 vi x 10 vién nang cang.

Bio quan: Bao quan trong bao bi kin, tranh dnh sang, nhiét d6 dudi 30°C,
Han diing: 36 thang ké tir ngay san xut.

Tiéu chufn chét lwgng: USP

Nha sin xuit
KOREA PRIME PHARM. CO., LTD.

100, Wanjusandan 9-ro, Bongdong-eup. Wanju-gun, Jeollabuk-do, Han Quéce

TUQ.CYC TRUIUNG
P.TRUJNG PHONG

Pham Sohi Vin Hank



