Rx- Thuéc bdn theo don o ‘
* Doc ky hudmg dan str dung trude khi ding, Neu edn théng tin xin hoi y kién Bac si
* Thude nay chi dwge ban theo dom cia Bac si.

ELDINE Capsule
Vién nang Etodolac 200mg

THANH PHAN: Méi vién nang c6 chira:

Hoat chat chinh: Ftodolac ........... 200mg
Ta dwoc: Lactose, Microcrystalline Cellulose, Povidone, Sodium Starch Glycolate, Sodium Lauryl Sulfate,
Magnesium stearate.

DUQCLYCHQC

ELDINE l4 hoat chéit khang v:em khong steroid ¢ tac dung khang viém, giam dau va ha SOt Giﬁng nhur cdc thuoc khéng
viém khdng steroid khac, coché tac déng ciia ELDINE chua hoan toan xéc dinh, tuy nhién ¢6 thé lién quan dén syrire che
tong hop prostaglandin.
DUQC PONG HQC
- H&p thu: Etodolac hap thu tét v ¢6 sinh kha dung twrong di 1 100% khi ding vién nang 200mg ciing nhur 14 ding
Etodolac dang dung dich. Theo céc nghién cira cﬁn béang khoi, tic dung trén toan co thé cua Etodolac dang vién | nang ha
dang vién nén la khoang B0% tr{s Ién, Sau khi uong. Etodolac khéng bj chuyén hoa qua chuyén héa lin dau. Nnng dg toi
da ctia thude trong méu sau khi ubng 1 liéu 200 den 600mgla 14+ 4g/ml va 37 +9g/mL, sau 80+ 30 phat. Liéu ding ti 1§
thudn véi dign tich durdi du-:lng cong hleu dién nong do thuéc trong mdu theo théri glan cho dén liéu 600mg/12 giér. Nong
d0 t6i da cia thude trong. mau i 1¢ véi lidu dnng (Ileu t6i da 400mg/12 gm’) ca trén tong lugng Etodolac va dang tr do
trong mau. Tuy nhién véi liéu 600mg thi nong dé t6i da chi cao hom so vai nong d¢ toi da khi dung liéu binh ihu{m;,
khoang 20%. Thirc &n khéng lam chim hap Ihu Etodolac nhung lam gmm 50% nong dé tm da cia thude trong mdu va
Tam ::]‘ﬁ'iﬁ dat dén nong d6 10i da khoing 1 Adén3,8giv.
- Phiin bé: Thé tich biéu kaen trung binh phén bo (Vdf'F] ctia Etodolac vao khoang 390mL/kg. 99% Etodolac lién két véi
protein huyét twong, chi ycu la albumin. Phan thudc ty do trong mau dudi 1% va phy thude vao tong ndng 46 Etodolac
theo liéu sir dyng. Chura xdc dinh duge Etodolac ¢6 bai tiét qua sira me hay khang Tuy nhién, dua theo n]nmg tinh chét
haa ly thi b rat nhiéu kha néng thude vao duoce sira me. Theo cac dit liéu cin 1dm sang, dua vao n{mg d t6i da clia thude
trong huyét tuong khi diing li¢u diéu trj & ngum cho thay lwgng Etodolac tyr do khdng bj anh huéng béi acetaminophen,
!huprofen indomethacin, naproxen, piroxicam, chlorpropamide, glipizide, glyburide, phcn}ftom vi probenecid.
- Cﬁuyen hda: Etodolac chuyen héa chu yeu qua gan. 'l'u}r nhicn, vai tro chuyén biét clia h§ cytochrome P450 trong
chuycn hoa cua Etodolac van chura xac dinh rd. Rat nhiéu chat chuyen hoa cua Etodolac duge tim thay trong mau va
nuée tiéu, Mot s6 chit chuyén héa vin chura xde dinh duge. Cac chit chuyén héa bao gcm 6-, 7- va 8-hydroxylated-
etodolac va etodolac glucuronide, 10% chat chu}ren héa -:Iang hydroxylate. Khi ding thudc lau di, dang chuyén hoa
hydroxylated-etodolac khing tich lily trong méu & ngudi ¢o chirc ning than binh thudmg. 0 ngudi suy thin, chua co
nghién clru sy tich 1oy hydmxyiatcd—etodolac, hydroxylated-etodolac tiép tuc chuyén héa dudi dang glucoronate va dio
thai mdt phin qua thin va mét phin qua phén.
- Dao thai: Thii gian ddo thai trung binh Etodolac sau khi udng 13 49 (£16)mL/gidvkg, khoang 1% do thai qua nudce
tiéu dang chua chuyén hoa va 72% dudi dang da chuyén hoa: 13% etodolac gluc uronide, 5% dang etodolac hydroxylate
(6-, 7-,va 8-OH), 20% dang hydroxylated chuyén héa thém glucuronid, 33% dang chu:.ren hda chua xdc dinh.
Mic du Etodolac chuyén héa chi yéu qua thin khéng cin diéu chinh liéu & bénh nhan réi loan chirc ning thin nhe den
trung bmh Théi gian ban thai Etodolac 12 6,4 gio. & bénh nhén suy thin ning hay chay thin nhan tao ciing khéng cén
thletdleu chinh liéu Etodolac. 16% liéu ding Etodolac d4o thai qua than.
CHIi DINH:
Etodolac ding diéu trj khing viém va giam dau do viém xuong va viém khdp, ké cadau phan mém sau chin thuong
nhu viém gén, viém quanh khép. Etodolac cling ding giam dau cap trudng hop dau nhe dén dau vira, dau bung kinh.
LIEULUQNG VA CACH DUNG
- Gidm dau: 200 - 400mg x 2-3 lan/ngay (mdi 6 dén 8 tiéng/lin). Lidu t6i da 1000mg/ngay
- Vién xweong - viém khop:
Liéu khoi dau dé giam dau: 400m gx2 lan /n gay.
Liéu thap hon 600mg/ngay c6 thé dung giam dau lau dai.
* Khong ding qud liéu chidinh
CHONG CHI BINH:
1. Bénh nhén cé tién sirmin cam véi Etodolac h,a}' bét cirthanh phan ndo cia thude.
2. Bénh nhan cé min cam chéo v aspirin vacacth udc khan g viém khﬂ[lgstf:l‘md khac. Bénh nhén timg ¢6 dau higu hen,
polip miii, pht mach hay noi mé day sau khi duing aspirin va cic thude khang viém khéng steroid khic.
3. Bénh nhin loét da ddy - ta trang tién trién.
4, Bénh nhén suy gan ndng.
5. Bénh nhin suy thin ngng khéng durge thim tach mau.
6. Bénh nhin dau sau phiu 1huat dat-:mg t'hﬁr-g mach vanh,
7. Phy nir ¢6 thai hay dy dinh ¢6 thai va phy nir dang cho con bil,
LUUYDAC BIET VA CANH BAO KHI SUDUNG:
1. Thén: Cic bénh nhan rdi loan tim mach hay than nhe v nguéi c6 i can dugc theo ddi, vi vige sir dung thude khing
viém k]'l.ung steroid c6 thé 1am giam chirc ning thin. Nén sir dung liéu thap nhit c6 thé dugc va theo di chirc ning thin
thudmg xuyén.
2. Gan: Neéu thir nghiém chirc niing gan bét thudmg hay xédu di, cdc ddu higu lim sfmg hay triéu chimg bénh gan tién trién
hay néu cacbiéu hién khéc xuit hién, nén ngung thude. Viém gan c6 thé xdy rama khéng c6 triéu chimg béo trudre.
3 Huyefhjm C6 thé xdy ra hién tugng (rc ché ngung két tip tiéu ciu nhung hoi phuc duge.
TUGNG TACTHUOC:
Tﬁu&c c&n#g déng mdu: & lidu diéu tri, cic thude chiing dong (heparin, din xuat dicumarol) lam ting nguy co gy
xuat huyét néu diing dong thai vi Etodolac.
2. Cyclosporine, digoxin, lithium va methotrexate: twomg ty nhu céc thudc khang viém khong steroid khéc, Etodolac
¢ téc dong lén prostaglandins & thin nén 6 thé 1am gidm thai trir din dén ting ndng d6 va ting dc tinh ciia cac thude
trén.
3. Thube lpi tiéu: Etodolac 1am giam dép (mg véi cdc thude lgi tidu.
4. Ue ché ACE: Khi ding dong théi Etodolac va thude ire ché angiotensin s& lam tang nguy co suy théin.
5. Thuoc khdng acid: I}ung dﬁng thor véi cde thude khﬁng acid khong lam chﬁm hip thu Etodolac. Tuy nhién cac thude
khang acid ldm giam nong 46 t6i da cia Etodolac trong méu khodng 15% dén 20% nhung khéng anh huéng théi gian dat
nt‘:—ng dotoi da.
SUDUNG CHO PHUNU COTHAI VA CHO CON BU:
Khong ding Etedolac cho phy nir mang thai cho con ba.
TAC DQNG CUATHUOC KHILAI XE VA VAN HANH MAY MOC: Khong 6.
Tac dyng phy thudmg gip ciua Etodolac 1a trén hé tiéu hoa. B6i khi gay kho tiéu, budin nén, non, dau bun g, tdo bon,
TACDUNG KHONG MONG MUON CUATHUOC:
Téc dung phy thudng gap cua Etodolac 14 trén hé tiéu hoa. Boi khi gay kho tiéu, buén non, non dau byng, tho bon, diy
hoi, tiéu chay, ¢ hoi, viém thyc quan, loét da day ta trang, xuiit huyeét tiéu hoa tiém an hay 0 at. Cac diu hiéu nhu phﬁn
mau den, suy nhuge, chong mat tr the cho biét ¢6 xuat huyét ndi. Ban d6, suy thin, i tai va nhay cdm vdi dnh sdng ¢d the
xdy ra.
*Xin théng bio cho Bic sy § biét néu xdy ra bt ky tde dung ngogiy nio trong qud trinh sir dung
SUDUN GQUA LIEU
Cic diu hiéu qua lidu cap tinh céc thuﬁc khang viém khong steroid thudng la hon mé, ngu, budn nén, non, dau VLng
thu';m g vi, cic trigu chimg nay thucmg hoi phuc khi ding cdc thude didu tri hd trg, Xudt huyét da day - rudt 6 thé xay ra.
Hiém khi gip cao huyétép, suy thin cap, suy hé hip vahénme.
Diing céc bi¢n phap diéu trj triéu chimg va hd trg gidng nhu truémg hop qua liéu cde thude khang viém khéng steroid.
Khéng c6 thudc gidi dgc dic higu.
TIEU CHUAN CHAT LUQNG: USP28.
BAO QUA.N Giir thudc trong bao bi kin, & nhiét d6 dudi 30°C. Dé thuic tranh xa tém ta 1y tré em
HAN DUNG: 36 thang ké tir ngay sén xuat. Khéng diing thude khi qua han sirdung.
PONG GOIL: 10vién/vix 6vi/ hép.
SOPANG KY: VN-11473-10

San xudt boi: SCHNELL KOREA PHARMA. CO., LTD.
448-2, Mongnae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.




