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D€ xa thm tay tré em
Poo ki huéng diin slf dung trudo khi dung
N&u ofin thém thdng 1In Xin hél y kin Béc si
Thu6c nay chi diing theo dan thuéc

Diclofenac Sodlum ..., 50mg

Tadugevd..... 1 vién nén bao phim tan trong rudt

(Thanh phén ta dugc: Polyvinyl pyrrolidon K30, lactose monohydrat, tinh bot s#in, natrl starch glycolat, magnesi stearat, talc, eudragit L 100, hydroxypropyl
methylcellulose 605, titan dioxyd, mau sunset yellow, mau quinolin yellow, mau caramel, polyethylen glycol 6000)

Dang bao ché: vién nén tron, bao phim tan trong ruét mau vang nau, hai mattran, canh va thanh vién lanh lan,

Chidinh 3

Bidutrjtridu ching Iau dal cdc loal vIBm khép man tinh: VIém da khdp dang thép, viem cot s6ng dinh khdp, viem khép vy nén, mét s6 thoal héa khép gay
dauvatantat, p

Bibu trj trldu chiing ng&n ngay céc gt c&p vidm canh khép (val dau cép, viém gén, vidm bao hoat dich), viém khép do gut, dau lung, dau ré thén kinh n&ng.
Bléutritridu ching dau sau phu thult (chinh hinh, phy khoa, rang, ché&n thuang).

U6ng nguyén vién thuc, khéng dugc nhal. CAn phal tinh toan lI8u mt cach thén trong, ty theo nhu chu va dép dng clia ting cé nhan va cén phai ding
li6u thap nhét cé tac dung. Libu 181 da 1a 150mg. Trong tr| I1§u dal ngay, k&t qua phén I6n xudt hién trong 6 thang dAu va thudng dugce duy trl sau d6.

D& glam thidu nguy co xulit Kién bién c6 bét Igl, cén si dyng DICLOFENAC 60 & liéu hang ngay th&p nhét c6 higu qua trong thdi gian ngén nhét c6 thé
(xem thém phéin Than trong va canh bdo dic bigt khi st dyng thubc),

Viém ot s6ng dinh khdp:UBng 1 viénAén, ngdy 2 14n.

Thodi hda (hu) khdp: USng 1 vién/ién, ngay 3 1&n. Dibu tr| dai ngay: 2 vién/ngay; khéng nén diing liéu cao hon. Néu daunhiéu vé dém, chuyén uéng vao
budlt8i trude khi dingl.

Viém khdp dang thép:LIéu thudng duing: USng 1 vi8n/én, ngay 3 14n. BIu ir| dai ngay: LIBu khuyén diing: 2 vién/ngay va néu cén tang, 18n 61 3 vién/ngay.
Nguoi suy thén:Khéng khuyé&n cdo ding cho ngudi suy thdn nang.

Ngudi suy gan:Cé thé phai diéu chinh lidu.

Nguoi cao tudi:Khdng cé khuyén céo dac bidt, ding theo liu clia ngudi 16n, tuy c6 thé cé nhibu tai bién phy han.

Khi métién quén khéng diing thuéc: tiép tuc dung thuéc theo chi djnh ciia Thay thubc, khéng dung bu liéu da quén.

Qua mén vl diclofenac, aspirin hay thu6c chéng viém khéng steroid khac (hen, viem mal, may day sau khi diing aspirin),
Loétda day tiéntrién.
Ngudi bl hen hay co that phé& quén, chdy mau, bénh tim mach, suy than néng ho#c suy gan néng.
Ngudl dang diing bét cii thuGc ch6ng déng mau nao (coumarin, thuc chéng kéttap tiéu céu).
Ngudi bj suy tim sung huyét, giam thé tich tuén hoan do thuGc Igi niéu hay do suy than, t6¢ d6 loc cAu than < 30 ml/phit (do nguy co xuéit hign suy than).
Ngudi b| bénh ch&t tao keo (nguy co xuét hién viem mang nao vé khuén. Cén chd ¥ (4 tt ca céc truéing hgp bj viém mang nao vé khuén déu c6 trong tién
st motbénh ty mi&n nao dé, nhu motyéu t6 dé mac bénh).
Glam dau trong hoan c&nh phau thuét ghép néi tdt dong mach vanh do nguy cd nh6i méu co tim va dt quy.
Bénh nhan suy tim sung huyét (ti d Il d6n d6 IV theo phan db chic nang clia suy tim theo HYI Tim New York - NYHA), bénh tim thiu méu cyc bd, bénh
ddng mach ngoai vi, bénh mach méu nao.
béo bl (dungt
Thubc cé chifa té duge mau, cé thé gay dj Ung.
ThuBc cé chia lactose. Nhing b&nh nhan khéng dung nap dugc galactose, thiéu hyt enzym lactase hodc kém hép thu glucose-galactose thl khéng nén
dung thuGc nay.
Ngudl cé tién st loét, chay mau hoéc thiing dugng tiéu héa.
Ngudibénh suy than, suy gan, bj lupus ban dé toan than.
Ngudsi bénh tang huyétAp hay bénhtim cé 1f nuéc hogcphi. . R .
Ngudl cé tién sir bénh gan.
Cén theo ddl chic n&ng gan thudng ky khi diéu tr| dai ngay b&ng diclofenac.
Ngudi cé tién si 6l loan ddng mau, chay mau.
Cén kham nhan khoa cho ngudi bénh bj r6i loan thj gldc khi dung diclofenac.

Nguy co huyét kh6| tim mach

Céc thubc chéng viém khong steroid (NSAIDs), khong phai aspirin, ding duding toan than c6 thé lam tang nguy cd xuét hién bién c6 huyét khé| tim mach,
bao gém ca nh6l mau cd tim va dot quy, c6 thé dn dén tif vong. Nguy cd nay c6 thé xuét hién sém trong vai tudn du ding thubc va cé thé tang 1én theo
thi glan diing thuc. Nguy co huyétkh6 tim mach dugc ghi nhan chi yéu & liéu cao.

Béc s cén dénh gla dinh ky sy xu&t hién clia cac bién c6 tim mach, ngay ca khi bénh nhan khong o6 céc trigu ching tim mach trudc d6. Bénh nhan cén
dugc canh bao vé cactriu chdng clia bién ¢ tim mach nghiém trong va cén tham khém bac sTngay khi xu&t hién céc trldu chdng nay.

D& glam thiéu nguy co xusthlén bién c6 bét Igi, cén s dyng DICLOFENAC 50 & liéu hang ngay th&p nhétcé higu qué trong thi glan ngén nhé&tcé thé.
Cén can nhéc c4n thén khi sif dyng diclofenac cho bénh nhan c6 céc y&u t6 nguy cd xuét hién cac blén c6 tim mach rd rét (nhu tang huyét 4p, tang lipid
huyétthanh, d4l thao dudng, nghlén thu6c14).

Phun@cé thal

Chlding diclofenac cho ngudi mang thal khi that céin thigt va khi ngudi bénh khéng dung dugc cac thuBc chéng viem thude cac nhém khéc va chiding vél
li6u cén thi6t th&p nhét. Khéng nén dung thudc trong ba théng cud thal ky (nguy cd tic ché WU cung co bép va lam 8ng dng mach déng s6m, gay tang &p
{yc tiéu tuén hoan khéng hél phyc, suy than & thal).

Nguol dinh mang thal khong nén diing bt ky thubc nao c6 tac dyng tc ché téng hgp prostaglandin, ké cé diclofenac, vl ic ché phoi bao lam té.

Diclofenac vao dugc siia me rét it. Chua c6 dli 118u vé tac dyng trén tré b me, Ngusl me cho con bii ¢6 thé dung diclofenac khi c4n phal ding thu6c chéng
viém khong steroid.

Than trong vi thuBc c6 thé gay r6l loan th glac.

6-16% ngudl bénh dung diclofenac cé tac dung khéng mong muén & bd may tidu hda
Cha §: Trong 86 cac thu6o chéng viem khong sterold, diclofenac dfo han lbuprofen va Ibuprofen 1a thuc it ddc nhét nhung van higu qua.
Thueng gép, ADR > 1/100
Toan than: Nhdc ddu, bbn chén,
Tlou hoa: Pau vlng thugng v], bubn ndn, nbn, la chay, truéng byng, chén an, khé tigu,
Qan: Tang oéctransaminase,
Tal; Utal,
Itgap, 171000 < ADA < 1/100
TobnthAn: Pht, d) dng (dfc big1 ¢ h&t phé quin & ngui benh hen), chodng PhAN ve ké oA tuthuyét &p, viem mI, may day.
Tibu héa: Dau byng, ohky mau dU6NG b héa, lam 6 loé1 16N trién, non ramU, lamau, Ta ohAy IAn mau, kich tng tal chd (khi ditihubovao tryotrang),
H# thn kinh: Bubn ngl, ngts g4, trAm ohm, mAtngt, lo Au, khé ohlu, d8 b kich thich,
Da: May day,
Ho hiip: Co thél phé quhn.
MA1: Nhin md, diém 161 1h] glho, 48U nhido mAt, nhin do),
Hi6m gip, ADH < 1/1 000
Tohn thtn: Phi, phét ban, hol ohdng Blavens-Johnsan, ryng t6o.
Ho thén kinh: Viem mang nao vo khufn,
Mbui Ol byoh ou, glhm 1164 08U, G1Am baoh olu trung tinh, tAng baoh o 4110an, gidm bach oy hat, INIGu méu,
Gan; Af lopn oo bop 11 Al 19810hGo ndng gan ) 1hyeing, nhidm doo gan (VAnG da, viem gan),
TI61 010 ; Yidm bisng quaing, 941 MEY, auy than olip, vibm thhn kb, hol ahing thAn hu.
Nyuy nd hisy#1 k61 tim maoh: Oho th nghim lam sang va ujoh 14 duigo e 12 By vigu s dung diolotenuo a6 11on quan déin 18ng nUY 00 XuBthion bién
60 huy8) kheil lim mooh (nhy nh&! My od i hapo a1 quy), do hie! khi alt 9Ung dialotanao & lidu ano (160my/ngay) v kéo dai (xem Ihbm phn Than
t1ng vi ohnh b i 1161 khi 8l Hung thiia),
THidrig ke otio Biko al iiing 1o AUNG Khony mong mudn gap phi ki s dynd 1Modo.
Maalnuwﬂ,
Diatutnnan o6 thll 1hm teng hay (0 1A 160 dyrig ofys ono 1uto khAn.



K= Diclofenac 50

Khong nénding diclofenac phdl hgp vdl: )

Thue chdng dong theo dudng udng va hoparin: Nguy cd gay xulithuytnpng,

Khang slnh nhdm quinolon: Diclofonac va cde thude chdng vidm khong atarold khite cé thé lam 1ang tée dung phy 16n ho thin kinh trung uong otia khéng
sinh nhém quinolon, din ddn oo glat (nhung edn nghlon cuu thom).

Asplrin hode glucocorticold: Lam gldm néng do diclofenac trong huy8ttuang va lam tang nguy cd cOng nhu 1am tling nghidm trong 18n thudng da day - rugt,
Diflunisal: DAng diflunisal déng thdl vai diclotonac ed thd lam tang néng dg diclofonno trong huy6t tuang, lam gldm a6 thanh loc diclofenac va o6 thé gay
chily mau rat nng & duding tidu hda. )

Lithi: Diclotenac ¢6 thd lam tang ndng d lithi trong huydt thanh dén mue gay dge. NGu bude phal ding dbng théi thi céin theo dol ngudi bnh that clin than
@8 phat hidn kip thai ditu hidu ngd déc lithi va phai theo doi néng Ao lithi trong mdu mot cach thudng xuydn, Phai digu chinh liéu lith trong va sau dibu tr|
blngdiclotenac.

Digoxin: Diclotonac ¢6 thd lam tang néng d digoxin trong huydt thanh va koo dal nlta dol cla digoxin. cfin djnh lugng néng do digoxin trong méu va cén
gldm li6u digoxin ndu dong déng thdl cd 2 thude.

Ticlopldin: Dang cung diclotenac Iam tang nguy co chdy méu,

Dyng cy trdnh thal dattrong tr cung: C6 tal ligu néi dang diclofenac lam mat tac dyng tranh thal,

Mothotrexat: Diclotenac lam tang ddc tinh ca methotroxat.

Cd thé dung diclotenac cung vdl cdc thube sau nhung phil theo dél st nguol bénh:

Cyclosporin: Nguy co b| ngd ddc cyclosporin, ofin thudng xuydn theo dbi chirc nting thiin ctia ngudi bnh,

Thudc lgi tifu: Co thé lam tang nguy cd suy thn th phat do gldm Iuu lugng mau d6n than vi diclofenac te ché prostaglandin.

Thudc chia tang huy8t dp (thudc Ucch8 men chuyén, thube chon bota, thusc I¢i tidu).

Dong thubc chdng toancé th lam gidm kich ung rudt bdi diclofenac nhung lai cd thé lam glam néng dé diclofenac trong huyét thanh.

Cimetidin c6 thé 1am néng do diclofenac huyét thanh giam di mt chut nhung khéng lam glam tdc dyng chéng viém clia thube. Cimetidin bio vé t4 trang
khdltac dung cé halchadiclotenac,

Probenecidcd thé 1am néng do diclofenac tang 16n glip ddi néu duge dung déng thdl. Biéu nay c6 thé cé tac dung 1am sang t6t & ngudl bl bénh khép nhung

lai o thé xdy ra ngd ddc diclotenac, dac bigt & nhng ngudi b suy gldm chitc nang than. Tac dyng thél acid uric - nidu khdng bl nh hudng. N&u cén th)
gldm liu diclolenac.

Liéu g8y chét & ngudsi chua blét, ¢ ngudi da dungtdi4 g.

Ngd ddc clip diclofenac bidu hign chi y&u la cac téc dyng phy naing 1én hon.

XU tri: Bign phép chung 1a phai gay non ngay tc khic hokc rifa da day, tiép theo la diéu tr| tridu chilng va h& trg. Sau khi d& gay nén va rifa da day, c6 thé
ddng than hoat d8 gidm h&p thu thuc & 6ng tiéu hoa va & chu ky gan rudt. Thac ddy lgi tidu, kiém héa nudc 1i8u, thdm phan méu cé thé khéng gltip lch d§
tang dao thai diclotenac, Vi thubc g&n manh vao protein huyéttuong. N&u gay Igl tidu thl phai theo ddl chit ché can bang nuéc - dién glal vi cé thé xay ra r6l
logn nang vé dién giai va U nude.

Bactinh duge luc hoe

Loaithubc: Thubc chdng viém khéng steroid.

Ma ATC:MO1ABOS

Diclofenac 1a thudc chéng vidm khong sterold, d&n xuét ti acid phenylacetic. Thuc c6 téc dung ch6ng viém, glam dau va glam s6t nhanh. Cd ché tac
dung chinh xéc chua dugc blét ré. Diclofenac 1a mot chét Ue ché manh hoat tinh clia cyclooxygenase, It nh&t 1a hal isoenzym COX-1va COX-2 dé 1am giam
tao thanh prostaglandin, prostacyclin, thromboxan Ia nhiing ch&t trung glan clia viém, Uc chg COX-1 gay ra céc tdc dyng phy & niém mac da day (Uc ché
tgomucin 1a mt chétcé tac dung bao vé dudng tiéu héa) va két tap tiéu clu. TAc dung chéng viém, gldm dau, ha s6t chil yéu do tc ché COX-2.

Diclofenac néng df cao gay e ché tao cac cht chuyén héa khéc clia acid arachidonic bao gém leukotrien va acld 5-hydroxyeicosatetraenoic (§-HETE).
Diclofenac cé thé ngan can di chuyén bach cdu (bao gém bach cdu da nhan) vao v| tri viem. Tuy nhién, ¢c ché hinh thanh leukotrien va di chuyén bach céu
khéng do diclofenac tc ché tryc tiép lipooxygenase. Diclofenac cling Uc ché bach cAu da nhan glai phéng enzym ciia cac thé tidu bao va c6 thé (c ché san
xu&tsuperoxld va héa Ung dong clia bach cdu danhan,

Thyc nghiém trén chudt céng, dya trén trong lugng, hiéu qua chéng viém cla diclofenac th&p han piroxicam va gép khoéng 2,5, 10, 24, 80 hoac 430 I&n
hi¢u qua cla indomethacin, naproxen, phenylbutazon, ibuprofen, hoac aspirin, theo this ty. Thu6c khdng lam thay dé tién trinh clia bénh va khéng ngan
dugc pha hdy khdp. Nghién ciu trén ngudi, trén co sé trong lugng, tac dung gidm dau clia diclofenac tudng ty nhu codein va gép khodng 3-8, 8- 16, va 12
- 18 14n tac dyng clia naproxen, Ibuproten, va aspirin, theo thu ty. Khi dung kéo dai diclofenac, tac dyng gldm dau khdng bj glam. Cd ché tac dyng ha st
n6i chung cta céc thubc chéng viem khéng steroid chua rd, nhung cé thé do tic ché 18ng hgp prostaglandin & hé thén kinh trung udng (c6 thé & ha ddi).
Trén chubtcbng, tac dyng ha s6t cha diclofenac liéu 0,5mg/kg tuong ty véi tacdyng clalléu 1,2, 24, 35, 55 holic 185 mg/kg clia Indomethacin, ibuprofen,
phenylbutazon, naproxen hogc aspirin, theo thi ty tudng (ing. Prostaglandin cé vai tro duy trl tuél méu thn. Cac thudc chéng viém khéng sterold Uc ché
t6ng hgp prostaglandin nén c6 thé gay viem than k&, viém cAu than, hoal tif nhi va héi ching thén hu, déc biét & nhng nguél bj bénh than hodc suy tim
man.

Diclofenac cé thé dc ché tiéu chu két tap va c6 thé kéo dai thai gian chéy mau, do Uc ché t8ng hgp prostaglandin do COX-1.

Hép thu: Diclofenac natri va kali h&p thu h&u nhu hoan toan qua dudng tiéu héa; vl thuéc chuyén héa budc ddu manh & gan, nén khoang 50 - 60% liéu

diclofenac t6ituén hoan dudi dang khong d8i. ThuSc cling h&p thu qua dudng hau mén va qua da.

Thaiglan tac dyng cham khi ubng vién glal phéng cham, nhung muc d6 h&p thu khéng déi.

Néng a6 dinh trong huyét tuang: Trong vong 2-3 gles. Thisc &n lam gldm t6¢ A6 h&p thu cla thudc, nhung khong anh hudng nhiéu dén muc do hép thu.

Thuc ch6ng acld cOng ¢6 thé lam giam t6c do h&p thu nhung khéng dnh hudng dén mulc o hép thu. So vél ngusi khde manh, C... khiuéng gidm & ngudi

viém kh6p dang thép, nhung AUC khong d6l. C.,,, ting g&p 4 [&n & ngudsi cao tudl va AUC tang gép 2 I4n, mac di vy, cling khdng c6 thay d8i thyc sy nao

vé li6u ding lién quan dén tbl dugc bao céao. Khong cé sy thay d61 vé duge dong hoc & ngudi suy than.

Phén bé: Sau khi ubng, thu6c phan b6 véo dich mang hoat dich, dat néng o dinh khoang 60 - 70% néng dé dinh trong huyét tuong, tuy nhién sau 3-6 gid,

néng 8% & dich mang hoat dich clia thu6c va chét chuyén hoa cao hdn nhibu néng dé trong huyét tudng. Thé tich phan bs: 1,3 - 1,4 IIVkg. Diclofenac gén

:lanéh nhung thugn nghich vél protein, chii y6u 1a albumin. & ngusi b| viém khép dang thép, diclofenac gan vao proteln trong dich hoat dich thép hon so vél
uyétiudng.

Diclofenac va céc chét chuyén héa qua duge nhau thal & chugt nhiit va chudt céng. Khi ubng liéu 100 mg/ngay, néng d¢ thuéc trong sGa me khéng nhidu,

nhung ft nhét da c6 ngudi ubng ll6u 150 mg/ngay, nbng dd diclofenac trong sla x@p xI 100 nanogam/ml.

Thal tris: Thuc bal 116t qua nudc tigu va phan. DUdl 1% l8u dang khong déi thal trs vao nuéc tidu. Khoding 60% ll6u thi tri vao nudc tiéu dudl dang céc

chét chuyén hoa, 66 con lal thl tris qua phan. Thel glan ban thal diclofenac khong dé| trong huy6t tuong khoang 1-2 gld. Thanh thal toan b trong huyét
tuong khoéng 263 ml/phit.

i Stt| MO ta 16m tét quy odch déng g6l Stt| MO ta tém tét quy céch déng gél
| 1 | EpVvIAL-PVC, vi4 vién, hop 10 vi 7 | Ep vIAL-PVC, vi 10 vién, hop 100 vi
i 2 | EpVIAL-PVC, vidvien, hop26vi | | 8 | Ep vl AL-PVC, vi20 vien, hop 5 v
| 3 | Ep VIAL-AL, vl 4 vién, hop 26 vi 9 | Ep vIAL-PVC, vi 20 vién, hop 60 VI
‘ 4 | EpVIAL-AL, vI 10 vién, hop 10 vi 10 | Péng chal 100 vien
8 | EpVIAL-PVC, vi 10 vien, hop 6 vI | | 11 | Déng ohal 200 vien
‘ 6 | EpvIAL-PVC, vi 10 vion, hop 10 vi | | 12 | Bong ohal 600 vién

Difukidn bho auhn: Nol kno réo, thodng mdt, trdnh &nh 84ng, nhigtdo khong qué 30°C.
Handlng: 36 thang ké 10 nghy ohn xufit,
:TCCB

160, dia ohl aén 00 ad ahn xulll
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