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M&i vién nang ciing chifa Prescripti Each hard gelatin capsule contains:
IS bR o BOOdOIAC:: . ossvssssssssvmmsussssessarsnsusmssen ption only Etodolac..........ccooeeviviiirieenennn, 200 mg
T4 dugc vira da EXCIpients q.S........ccccvovvnnns one capsule

Chi dinh, cidch dung & liéu dung, chéng
chi dinh, lvu ¥ & than trong, tic dung

khéng mong muén, tuong tdc thudc va - n ®

cdc thong tin khac: l e n I C

Xin doc trong t& huéng din st dung.

Dé xa tim tay tré em. Etodolac 200 mg

Poc k§ huéng din sit dung trudc

khi dung.
Bao quan § nhiét d6 dudi 30°C, noi kho
rdo, trinh 4nh sing.

Indications, administration and dosage,
- - ® contraindications, warnings and
precautions, side effects, interactions and
| e n I C other information: See the insert.
f reach of children.
Etodolac 200 mg Reas carctully the enclosed tnsert

before use.

Store at temperature below 30°C, in a
dry place, protect from light.

WHO-GMP
CONG TY €O PHAN DUQC PHAM OPV

S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa 11, ( # )

Phudng An Binh, Tp. Bién Hoa, Tinh Pdng Nai.

‘WHO-GMP
OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street, Bien Hoa II Industrial Zone,

(g

An Binh Ward, Bien Hoa City, Dong Nai Province.
HOP 10 Vi x 10 VIEN NANG CONG BOX OF 10 BLISTERS x 10 HARD GELATIN CAPSULES  Pharmaceuticals i &
$6 16 SX/ Lot No:
NSX/ Mfg. Date:
HD/ Exp. Date:
i =z
Tifenic 200_10x10_DE01_V2 =z
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THANH PHAN: MGi vién nang ctmg chira:

Hoat chdt: Btodolac.........ooweeeeeeeeeeeeeeeeeeeerern. ] )

Ta dwoc: Lactose monohydrat, natri lauryl sulfat, ;;EVidf)me, natri starch glycolat, silic oxyd
dang keo khan, magnesi stearat.

MO TA SAN PHAM:

Vién nang ciing, c¢& nang sb 1, nép mau xanh 14 ddm, than mau xanh 14 nhat, bén trong chira bot
thubc mau tring.

DUQC LUC HQC:

Etodolac 1a m¢t thudc khang viém khéng steroid (NSAID), ¢6 tac dung ha sbt, giam dau va khang
viém. Co ché tac dung cua thudc 1a do wc ché enzym cyclo-oxygenase trong qua trinh tong hop
prostaglandin.

Su trc ché téng hop prostaglandin va COX-2 ¢6 chon loc: Tt ca cac thube khang viém khong
steroid dd dugc chimg minh 1a e ché sy hinh thanh prostaglandin. Hoat tinh nay chiu trach nhiém
cho ca tac dung diéu tri va tac dung phu cta thude. Su tre ché tdng hop prostaglandin cua etodolac
khéc voi cac NSAID khac. Trong mé hinh nghién ctru dong vat, & liéu khang viém thi nong d6 PGE
bao v¢ trong niém mac da day duoc ching minh 1a giam véi mic do it hon va trong mot thoi gian
ngin hon so véi cac NSAID khéc. Phat hién nay 1a pha hop véi nghién ctru in-vitro, da tim thy
etodolac chon loc cyclo-oxygenase 2 (COX-2, lién quan dén khang viém) hon COX-1 (bao vé niém
mac da day).

Hon nita, nghién ciru trén md hinh t€ bao & ngudi chi ra ring etodolac trc ché c6 chon loc COX-2.
Céc loi ich 14m sang ca su uu tién trc ché COX-2 hon COX-1 van chua duge ching minh.

Tac dung khang viém: Céc thir nghiém da cho tha‘iy etodolac ¢6 hoat tinh khang viém manh hon
nhiéu NSAID d3 duoc xac dinh trén 1am sang.

DUQC PONG HOQC:

Hdp thu: Etodolac duoc hap thu tét khi dung duong udng. Véi liéu 200 mg hodc 300 mg etodolac,
nong do dinh trong huyét twong tuong vmg 10-18 pg/ml va 36 ug/ml dat dugce trong khoang 1-2 gio.
Sau khi udng liéu da trong khoang tri liéu, ndng do etodolac trong huyét twong chi hoi cao hon sau
khi udng liéu don. Etodolac c6 thé duoc udng ciing véi thicc dn hodc ubng cung véi thue khang
acid do murc do hip thu etodolac khong bi anh huong khi udng sau bira an hodc khi udng cing véi
thubc khang acid. '

Phdn bé: Etodolac lién két protein huyét twong hon 99%. O bénh nhan viém khép, etodolac phan
b d& dang vao dich khép sau khi udng.

Chuyén héa va thai trir: Etodolac dugc chuyén hoa rong rii trong gan. Khoang 72% lidu ding duoc
tim thy trong nuéc tiéu dudi dang chat chuyén hoa khong hoat tinh. 16% liéu ding dugc bai tiét
qua phan. Thoi gian ban thai trong huyét tuong cua etodolac 1a 6-7,4 gio.

Céc nghién ctru & ngudi cao tudi cho thdy duoc dong hoc tuong tu nhu & nguoi tré. Khong can thiét
didu chinh liéu ¢ nguoi cao tudi. Do do thanh thai etodolac phu thudc vao chirc ning gan, bénh
nhan suy gan ning c6 thé bi giam d¢ thanh thai. Khong c6 thay d6i duoc dong hoc da duge nhan
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thdy & nhimg bénh nhén suy than nhe dén vira so v6i binh thuong. Trong liéu diéu trj thong thuong,
etodolac 1am giam nong d¢ acid uric trong huyét thanh 1-2 mg% sau 4 tuin dung thude.
CHI PINH:
Diéu tri ngén han hodc dai han cac ddu hiéu va triéu chimg cua viém khép dang thap, thoai hoa
khop.
Lam giam con dau c4p tinh (dau sau phiu thuit, dau chén thuong, dau sau nhd rang).
CACH DUNG - LIEU DUNG:
Cich ding: Ding dudong udng. Nén udng thude cling vdi bita an hodc sau bira an.
Liéu diing:
Nguoi 16n: 400 mg, 2 1an/ngay. Liéu > 1 g chua duoc danh gia.
Nguoi suy thdn, suy gan: St dung liéu thp va can theo dai chirc nang than.
Nguoi gia: Khong can diéu chinh liéu ding & lidu khoi dau.
Tré em: Chua c6 nghién ctru vé tinh an toan va hiéu qua cta etodolac déi véi tré em.
CHONG CHI PINH:
Bénh nhan qua min véi etodolac hozc véi bét ky thanh phan nao cua thude.
Bénh nhan suy thén, suy tim, suy gan ning.
Bénh nhan ¢6 tién sir xuét huyét, thing da day-rudt do NSAID.
Giam dau trong khi phu thuét bic ciu ndi dong mach vanh.
Bénh nhan c6 tién sir bi hen suyén, viém mii, may day hay céc phan tmg kiéu di ing véi aspirin
hoic véi cac thude khang viém khéng steroid khac.
Loét da day hodc tién sir xudt huyét tiéu hoa.
Phu nit ¢6 thai 3 thang cudi.
LUU Y VA THAN TRONG:
Etodolac nén dugc dung thén trong cho nhimg bénh nhén bi giit nudc, suy than, ton thuong than,
suy tim, rbi loan chirc ning gan, tang huyét ap, ngudi cao tudi.
Nguy co huyét khoi tim mach:
Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than, c6 thé
lam tang nguy co xuét hién bién c¢b huyét khdi tim mach, bao gdbm ca nhdi mau co tim va dot quy,
c6 thé dan dén tir vong. Nguy co nay c6 thé xuat hién sém trong vai tudn dau dung thude va c6 thé
tang 1én theo thoi gian ding thude. Nguy co huyét khdi tim mach duge ghi nhén chi yéu & lidu cao.
Béc si can danh gia dinh ky su xuét hién cua céc bién cb tim mach, ngay ca khi bénh nhan khong c6
cac triéu chimg tim mach truéc d6. Bénh nhan can duge canh béo vé céac tridu ching cua bién ¢b
tim mach nghiém trong va can tham kham béc si ngay khi xuat hién cac triéu chimg nay.
Pé giam thiéu nguy co xuat hién bién cb bat loi, can sir dung TIFENIC 200 & liéu hang ngay thép
nhét ¢ hiéu qua trong thoi gian ngén nhét c6 thé.
R6i loan hd ha‘ip: Théan trong khi dung etodolac cho bénh nhén c6 tién sir hen phé quan vi céac
NSAID da duoc bao cdo gy co thit phé quan ¢ nhimg bénh nhan nay.
Etodolac c6 thé gy ra cac tac dung phu nghiém trong trén dudng tiéu héa bao gbém viém, chay
mau, loét va thung da day, rudt non hodc rudt gia, cé thé gy tir vong.
Etodolac c6 thé giy ra céc tac dung phu nghiém trong 1én da nhu viém da tréc vay, hoi ching
Stevens-Johnson (SJS) va hdi chimg hoai tir biéu bi nhiém doc (TEN).
Bénh nhan phai dugc thong bao vé cac d4u hiéu canh bao va tridu chimg ciia nhiém doc gan (vi du
nhu budn nén, mét moi, hon mé, ngira, vang da, va céc triéu chimg gidng cum). Néu xuét hién céc
dAu hiéu hodc triéu chimg nay, bénh nhan cin dugc huéng dan ngung dung thude va tim dén diéu
tri y té ngay lap tic.
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Bénh nhéan Phéi dugc thong béo vé nhing du hiéu cta phén ng phan v¢ (vi du nhu khé thé, sung
mit hodc ¢ hong). Néu xuét hién nhimg ddu hiéu nay, bénh nhan can dugc huéng dan tim dén cap
clru ngay lap tirc.

Tinh an toan va hiéu qua & tré em dudi 18 tudi chwa duoe thiét 1ap.

Phu nir co thai:

Chéng chi dinh cho phu nit ¢6 thai 3 thang cudi thai ky. O ngudi, nhimg bt thuong v tit bm sinh
da duge bdo cdo c6 lién quan dén viée didu tri béng NSAID. Tuy nhién, tin sut xay ra the‘ip va
khong xay ra theo bt cir dang nao rd rét. Theo nhu céc anh huong da biét cia NSAID trén hé tim
mach thai nhi (nhu nguy co déng dng dong mach), chéng chi dinh st dung trong 3 thang cudi thai
ky. Su khoi phat ciia chuyén da c6 thé bi tri hoan va thai ky tdng 1én cung véi ting xu huéng xuit
huyét & ca me va con. Khong nén sir dung cac NSAID trong 2 tam c4 nguyét dau cua thai ky hodc
khi chuyén da, trir khi loi ich mang lai cho ngudi me cao hon nguy co ¢6 thé xay ra cho thai nhi.
Phu ni¥ cho con bu:

Céc nghién ciru cho dén nay van con han ché, cac NSAID c6 thé xuit hién trong sita me¢ & néng do
rat thip. Tinh an toan cua etodolac trong thdi ky cho con ba van chua duoc xac minh. Néu c6 thé,
nén tranh sir dung etodolac khi cho con bu.

Tdc dpng ciia thuéc khi ldi xe va van hanh mdy moc:

Etodolac ¢6 thé gdy chong mat, budn ngl, mét moi va rdi loan thi gidc. Néu bi anh hudng, bénh
nhan khong nén 1ai xe hay van hanh may méc.

TAC DUNG KHONG MONG MUON:

Nguy co huyét khdi tim mach (xem thém phan Luu ¥ va than trong).

Tac dung phu thuong gip nhét 12 & dudng tiéu hoa.

Mdu va hé bach huyét: Giam tiéu cau, giam bach cdu, mit bach cdu hat, thidu méu khong tai tao,
thiéu mau tan huyét.

Hé mién dich: Phan tmg di tmg khong dac hiéu va séc phan vé, phan tng phan vé. Hen suy@n, hen
suyén da bi ning hon, co thit phé quan hodc kho thd, cac loai rdi loan & da, bao gdm cac loai phat
ban khéc nhau, ngira, ndi may day, ban xuét huyét, phit mach, va viém da tréc vay va bong nude
hiém gap hon (bao gdm hoai tir biéu bi, hdng ban da dang)

Hé than kinh: Tram cam, dau ddu, chong mat, mét ngu, 14 13n, 4o giac, mét phuong hudng, di cam,
run, yéu, cang théng va budn ngu, cac bdo cdo cua bénh viém mang ndo vo khuén (dac biét la &
nhitg bénh nhan dang c¢6 ri loan tw mién, nhu lupus ban d6 hé théng, bénh mé lién két hdn hop),
Vv6i cac triéu chimg nhu cimg cb, nhirc diu, buén ndn, non.

Mdit: Rbi loan thi giac (thi giac bat thuong), viém déy than kinh thi gidc.

Tai: U tai, chong mit.

Tim: Phi né, cao huyét ap, tim dap nhanh, suy tim. Thir nghiém 1am sang va dit liéu dich t& hoc cho
théy sur dung mot s6 NSAID (dic biét & lidu cao va diéu tri dai han) cé thé lién quan dén tdng nguy
co nhimg bién cb huyét khéi dong mach (ching han nhu nhdi mau co tim hozc dot quy)

Mach mdu: Viém mach mau.

Tiéu héa: Loét da day, thing hodc xut huyét tiéu hoa, doi khi gay tir vong, ddc biét & ngudi cao
tudi, c6 thé xay ra: Budn ndn, ndn, tiéu chay, khé tiéu, dau ving thugng vi, viém loét dai trang, dau
bung, tdo bon, déy hoi, non ra mau, phan den, loét duong ti€u hoa, kho tiéu, ¢ néng, chay mau truc
trang. Dot cAp cua viém dai trang va bénh Crohn da dugc bdo céo sau khi ding thudc. It gip, viém
da day. Viém tuy rat hiém khi xay ra.

Gan-mdt: Chirc ning gan bt thuong (bilirubin nigu), viém gan va vang da.
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Da va mé duwéi da: Céc phan tmg bong rop toan than bao gdm hdi chimg Steven-Johnson va hoai tir

biéu bi nhiém doc (rat hiém gap). Nhay cam anh sang.

Thén va tiét niéu: Kho tidu, tiéu 14t nhit (<1%), doc tinh trén than véi cac dang khéc nhau, bao gdbm

viém than k&, viém cau than va suy thén.

Toan thdn: Khé chiu, mét méi, suy nhuge, 6n lanh, sét.

Théng bdo cho bdc si nhitng tic dung khéng mong muén gdp phai khi sir dung thuéc.

TUONG TAC THUOC:

~  Sir dung dong thoi etodolac va cac NSAID khéc (ké ca sapirin) ¢6 thé lam tiang nguy co bi cac
tac dung khong mong mudn.

~  Chong tang huyét dp: Giam tac dung chdng ting huyét ap.

- Thuée lgi tiéu: Giam tac dung logi tiéu. Thudc 1oi tiéu co6 thé lam tang nguy co ddc tinh trén than
cua cac NSAID.

- Glycosid tim: NSAID c6 thé 1am ning thém suy tim, giam GFR va lam ting ndng d¢ glycosid
trong huyét tuong.

- Lithi, methotrexat: Giam thai trir lithi, methotrexat.

—  Cyclosporin: Pdc tinh trén than c6 lién quan t6i cyclosporin ¢6 thé tang 1én.

v - Mifepriston: Khong nén dung cac NSAID trong 8-12 ngay sau khi dung mifepriston vi cac
NSAID c6 thé 1am giam hiéu qua ciia mifepriston.

- Corticosteroid: Gia ting nguy co loét hodc xuit huyét dudng tiéu héa.

~  Chat chéng dong: Cac NSAID c6 thé ting cuong tac dung cua chét chbng dong nhu warfarin.
Thoi gian prothrombin c¢6 thé kéo dai khi ding etodolac va cac NSAID khac két hop voi
warfarin do d6 dan dén ting nguy co chay mau.

- Khdng sinh nhém quinolon: Nghién ciru trén dong vat cho thdy cic NSAID c6 thé lam ting
nguy co co giat lién quan dén khang sinh nhém quinolon. Bénh nhan dang dung cac NSAID va ~
quinolon ¢6 thé bi ting nguy co bi co giat. NS

—  Cdc chdt chong két tdp tiéu cau va ke ché tdi hdp thu setoronin c¢é chon loc (SSRIs): Gia tang )
nguy co chdy mau duong tiéu hoa. “

- Tacrolimus: Cé thé ting nguy co nhiém doc than khi cac NSAID duoc ding chung véi P
tacrolimus. )

- Zidovudin: Tang nguy co doc tinh huyét hoc khi cac NSAID duge ding chung véi zidovudin.
C6 bang chimg vé gia ting nguy co chay méu vao khoang khép va tu mau & bénh nhan HIV (+),
bénh ua chay mau dang diéu tri ddng thoi zidovudin va ibuprofen.

~  Xét nghiém: Xét nghiém bilirubin c6 thé cho két qua duong tinh gia do su hién dién cta cac chét ;\

chuyén hoa phenolic cua etodolac trong nuéc tiéu. O
QUA LIEU VA CACH XU TRi: 2
Triéu chirng: Céc triéu chung bao gém dau dau, budn ndn, ndn, dau thuong vi, xuét huyét tiéu hoa, e
hiém khi bi tiéu chay, mét phuong hudng, kich thich, hon mé, budn ngu, Fhéng mat, u tai, ngét xiﬂu, —
co giat thuong xuyén. Trong mdt so truong hop cd thé xay ra suy than cap do ngd ddc ndng va ton =
thuong gan.

Xir tri: Bénh nhan can dugc diéu tri triéu chimg. Than hoat tinh ¢ thé dugc sir dung trong vong
mdt gior khi ubng mot lugng c6 kha nang gay doc. Ngoai ra, & ngudi 16n, trong vong mdt gidr udng
qué liéu c6 kha ning de doa tinh mang can tién hanh rira da day.

bam bao lugng nude tiéu dugc thai ra tét. Chirc nang than va gan nén duge theo ddi chit ché.

Bénh nhan nén duge theo di trong it nhat bén gid sau khi udng mot luong thude qua lidu.

Co giat thudng xuyén hoic kéo dai nén diéu tri bang diazepam tiém tinh mach.

>
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Cac bién phap khac c6 thé dugc chi dinh tuy vao tinh trang 1dm sang ctia bénh nhan.
TRINH BAY: Hop 10 vi x 10 vién nang ctmg.
BAO QUAN: O nhiét d6 dudi 30°C, noi kho réo, tranh 4nh séng.

" HAN DUNG: 36 thang ké tir ngay san xuét. Khong dung thudc khi qua han sir dung.

THOIT GIAN XET LAI TO HUONG DAN SU DUNG:

PE XA TAM TAY TRE EM.
PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
KHONG DUNG QUA LIEU CHI PINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
Nha san xudt:

(e

Pharmaceuticals
CONG TY CO PHAN DUQC PHAM OPV
S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa I, Phudng An Binh, Tp. Bién Hoa, Tinh Dong Nai.
DT: (061) 3992999 Fax: (061) 3835088

Q CcucC TRL@N(J
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