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ACECLOFENAC TABLETS 100 mg
INTAFENAC

(INTAS)

ACECLOFENAC TABLETS 100 mg
INTAFENAC
(TA9)

Each film coated tablet contains;
Aceclofenac BF 100 mg
Dosage

As directed by the Physician
Store in a cool dark dry place,
below 30°C

Mg Lic No Gf1339

Manufarimed

INTAS PHARMACEUTICAL LTD

Pigt numbers 457 and 458, Sarkhej-
Bavla Highway, Matoda. Sanand,
Ahmedabad, Gujarat, In-382210, India
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| Each film coated tablet cantains:
INTAFENAC |  Aceclofenac BP 100 mg

direction for use : See in the leaflet
Specification : In-house
VISA NO - VN-HEH-#H

Manufactured
INTAS PHARMACEUTICAL LTD

s13ael 01 X s1aisiig §

Indication, administration, contraindication,

Plot numbers 457 and 458, Sarkhej-Bavla Highway,
Matoda, Sanand, Ahmedabad. Gujarat, In-382210, India.
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INTAFENAC

(Vién nén bao phim aceclofenac 100 mg)

CANH BAO PAC BIRT:

Chi stt dung thudc nay theo don

Daoc k3 hudng ddn sit dung trude khi sit dung.

Néuw cdn thém thong tin, xin hdi ¥ kién bdc si.

Khéng ding qud liéu chi dinh.

Xin théng bdo che bdc sT biét cdce tde dung khdng mong mudn xdy ra trong qud trinh sit dung.
Khéng stk dung thudc dd qud han ding.

Pé thudc ngodai tdm vdi ciia 1ré.

THANH PHAN:

M&i vién nén bao phim cé chita:
Hoagr chdt: Aceclofenac 100 mg
Td duge: Cellulose vi tinh thé, povidon (K-30), nudc tinh khi€t*, natri croscarmellose,
magnesi stearat, HPMC E-3, tale, titan dioxid, polyethylen glycol 400, 1sopropyl alcohol®,

b
o

dichloromethan*.
* Bay hdi trong qud trinh sdn xudt, khong tham gia vao thinh phin cudi cling cla vién.
DUQC LUC HOC:
Aceclofenac 1a mot thude khdng viém phi steroid, Aceclofenac va chit chuyén héa 4'-
hydroxyaceclofenac la thanh phin duge chil chinh trong mdu sau khi diing aceclofenac.
Aceclofenac e ch& hoat tinh cyclooxygenase (COX) va khif sdn sinh PGE2 gy ra do cdc t&
bao viem. Cdc 1€ bao viém gidi phdng IL-1 va TNF, nhitng chilt tao ra PGE2 do sy kich thich
clia COX-2. Aceclofenac va 4’ -hydroxyaceclofenac xdm nhip vao t€ bao viém nhi & bao da
nhan, bach cdu don nhidn, € bio hoat dich thdp khdp. Bén trong cdc t€ bao viém,
aceclofenac va 4’ -hvdroxyaceclofenac duge thity phin thanh cdc chit chuyén héa hoat tinh
diclofenac vi 4’-hydroxydiclofenac 1c ché& IL-1 va TNF dudge & bao viém gidi phéng nhiim
khit sdn sinh PGE2 tai chd viém.
DUGC PONG HOC:
Hip thu: Aceclofenac duge hdp thu nhanh chéng sau khi uéng va d6 sinh khd dyng dat gin
nhut 100%. Nong d6 dinh huyél twong x&p xi 1,25 - 3. Thite &n lam chim thai gian dat duge
nong dé dinh wong huyét Wwdng nhung khong dnh hudng dén do hap thu.
Phin bd: Aceclofenac gén két cao vdi protein (> 99,7%), aceclofenac Xam nhap vao hoat
dich, tai d6 ndéng dd dat x4p xi 60%. Thé tich phian b& khodng 30mL.
Théi trir; Nita d&i ban thdi cda huy€t twong 1 4 — 4,3 gid. PO thanh thdi khodng 5L/gis. Xdp
xi 2/3 lidu ding duge thdi trit qua nudc tiéu, chi 1% liéu diing dude thai trif dudi dang khong
a6i. Aceclofenac dude chuy€n hda thinh chit chuyén héa 4’-hydroxyaceclofenac chi yéu
qua CYP2CS.
CHI DINH:
Aceclofenac duge chi dinh diéu tri:
Bénh thip khdp.

- Gidm dau do chin thuong va phiu thudt.
LIEU LUYNG VA CACH DUNG:
Thude ding dudng udng. Diing theo sif chi din clia bic s§ diéu 1.
Aceclofenac ¢6 thé ubng cling vdi thire 4n, udng vdi nhidu nude,
Nguihi 16n: Lidu t8i da 12 200 mg/ngay, chia hai 1dn sdng va t8i, moi lan 100 mg.
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Ngudfi“gia: Khéng cin thiét phdi chinh liéu. Tuy nhién cin thin tong khi ding thudc cho

ngudi gia,

Tré em: Tinh an toan va hiéu qud cia thuSc d&i vdi tré em van chua dude thiét 14p.

Suy gan: Cin gidm liéu aceclofenac & bénh nhin suy gan nhe va vita. Liéu khdi ddu t6i da [a
100 mg/ngay.

Suy thin: Khong ding aceclofenac cho bénh nhin suy thin mufc dé vira va nang.

CHONG CHI PINH:

Bénh nhin qud mén vdi aceclofenac va bat e thinh phin nao cia thude.

Bénh nhén dang dung cdc thudc nhu aspirin hodc céc thuc NSAID khédc, bénh nhian hen
suy&n, dau that ngye, viém mili hodc viém dudng tiét niéu ning hodc qua méin vdi cdc thude
nay.

Bénh nhin bi nghi ngd hodc ¢6 tién sit viém loét hé tiéu héa hodc td trang, bénh nhin bi
chdy mdu da day hodc r6i loan chdy mdu. ;

Bénh nhédn suy tim nang hoidc suy chifc ning gan ndng. ﬂnf ¢

Bénh nhén suy thin mic 4§ vira va nang.

Phu nit mang thai hodc nuéi con b, tré nhd: do tinh an todn va hiéu qud cda thudc chua dudge
thi€t ldp twén nhém ddi tugng nay.

KHUYEN CAO VA THAN TRONG:

Céin thin trong khi ding aceclofenac cho bénh nhin dang diing thudc lgi tiéu hodc nhitng
thudc khac ¢6 nguy ed gidm luu lfgng mdu.

Cén thian trong khi sit dung thude cho ngudi gid vi néi chung s& c6 nhiéu phan tng phy hdn. iy
Chay mau da day hodc thing da day c¢6 thé xdy ra & mifc nghiém trong ma khong c6 triéu

chifng trude trong sudt thdi gian diéu i vai aceclofenac.

Cén ki¢m tra chifc ning gan, thin vad d€m hdng cdu & bénh nhén diéu tri dai ngay vdi cdc

thudc NSAID.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC : “

Can thin trong do aceclofenac c6 thé giy tic dung khong mong mudn: dau dau, mét moi.
SU' DUNG CHO PHU N €O THAI VA CHO CON BU:

Tinh an toan vA hiéu qu cla thude di véi phy nit mang thai vin chua duge thiét 1ap. Vi vay
khong diing aceclofenac trong sudt thdi ky mang thai.

Chua bi€t thude ¢ ti€t vao sita me hay khong, do viy khong diing thudc trong thi gian nudi Eﬁ
con b, hodic ngitng cho con bii né€u ding thude.
TUGNG TAC THUOC:

Aspirin hodc cdc thudc NSAID khéc: khong két hop aceclofenac vdi aspirin hodc cdc thude S
NSAID khdc do ¢6 thé Jam ting nguy ¢d tdn thudng da diy - rudt nghiém trong. —
Nguy ¢d chdy mdu da diy va viém loét c6 lién quan dén cdc thubc NSAID ting lén khi sit

dung k&t hgp vdi cde thude corticosteroid, chdng tip k€t tiéu ciu clopidogrel va ticlopidin,

hoiic con, bisphosphonat, hodc pentoxifyllin,

Thube chéng déng theo duting uéng va heparin: cdc thude khdng viém NSAID lam ting dnh

huding clia cde thude chéng ddng (dic biét 1a azapropazon va phenylbutazon), lam ting nguy

cd giy xuat huyél niing,

Khang sinh nhém quinolon: Aceclofenac vi cdc thuéc chdng viém khong steroid khdc ¢6 thé

lam ting tic dung phu 1én hé thin kinh trung udng ctia khdng sinh nhém quinolon, c¢6 thé din

dén co giat.

Diflunisal: lam gidm d6 thanh loc aceclofenac, ting ndng do thudc trong huy&t twdng va ¢o

thé gay chdy mdu ning & dudng tiéu hoa.
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Lithi: Aceclofenae ¢6 thé 1am ting néng d6 lithi trong huyc,l thanh dén mifc giy déc. Néu
budc phdi ding ddny thdsi thi ¢dn theo ddi ngudsi bénh thil cdn thian dé phat hién kip thai ddu
higu ngd déc lithi va phéi theo ddi ndng do lithi trong madu mdt cdch thuding Xuyén,

Digoxin: Aceclofenac ¢6 thé lam ting ndng d6 digoxin rong huy&l thanh va kéo dai nita di
ctia digoxin. Cin dinh lugng néng d6 digoxin trong mau va cin gidm lidu digoxin néu ding
ddng thai cd 2 thube.

Methotrexat: Aceclofenac it ché thai trit methotrexat & 8ng thin va lam ting ddc tinh clia
methotrexat.

Higu qua ctia mdt s8 thudc diéu tri ting huyét 4p gdm cdc thudc tc ché ACE, chen beta, va
cdc thudc 1gi tidéu bi suy gidm. Nguy cd dbe tinh thin cé thé ting khi ding két hap vdi cdc
thudc e ché ACE, ciclosporin, lacrolimus, hodc cdc thudc Idi tiéu.

Nguy cd doe tinh huy&l ting khi k&t hop edc NSAID vai zidovudin,

Ritonavir ¢6 (hé 1am ting ndng do huyét (wdng cda cic NSAID. {
TAC DUNG KHONG MONG MUON:

Thutmg gap: Khé tiéu, dau bung, budn nén, tiéu chdy, ting enzym gan.

It gap: Hoa mit, day hoi, viém da day, 1do bon, nén, viém loét da diy, ngifa, méin ngta,
vigm da, ting urc, ting creatinin huy€&t thanh.

Hiém ggp: Bau diu, mét méi, phil mit, phdn tng di tng, ting cin, thi€u mau, gidm bach ciu
hat, gidm bach ciu trung tinh, gidm lugng tidu cdu, phi né, tim dip nhanh, chudt rit, ban
xudt huy€t, cadm gidc khdc thudng, ring minh, chdy méu da day, viém loét da day, viém gan,
viém miéng, viém thin k&, cczema, ting phosphat kiém, ting kali huy&t, suy sup, mit ngi,
nhan dp khong binh thudng.

QUA LIEU:

Chura ¢6 biing ching nao vé& qud liéu thude. Céc triéu ching qué liéu c6 thé 1a: ndn, budn
ndn, dau bung, hoa mit, budn ngd va dau dau

Né&u x4y ra triéu chitng qud liéu, cin diéu tri bing cdc bién phdp thich hop nhur rira rudt, A\
diing than hoat vi antacid n&u ¢dn, ™
HAN DUNG:

24 théng ké tif ngay sdn xuat. y
S6 16 sdn xuat (Batch No.), ngay sdn xudt (Mfg. dal'L) hdl] dung (h‘(p date): xin Xem Llén .:'
nhin hép va vi,

BAO QUAN: {
Bdo quin nm kho rdo va t6i. dudi 30"C !
TIEU CHUAN CHAT LUONG: } \
Ti¢u chulin cd 6. w'{)(}\ S 1}
DONG GOI: oy
Hop chita 5 vi x 10 vién PHO CYC TRUSNG 4

Nouyén Vin Ghank,

Sdn xud't bdi;

INTAS PHARMACEUTICALS LTD.

Plot numbers 437 and 458, Sarkhej-Bavla Highway, Matoda, Sanand, Ahmedabad, Gujarat,
In-382210, An Po.



