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Thinh phin durge chilt: Méi vién chira Diclofenac natri 100

mg
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CHIDINH o

ELARIA 100mg chira diclofenac natri, 1 mt thube chbng
viém khong steroid (NSAID) o6 téc dung gikm dau vi khing
viém duge chi dinh diéu tri trong chc trromg hop sau

= Béaoh viém khop nhur viém khop dang thip, viém xuomg
khap, viém cft song dinh khép, dgt cap ciia bénh gout.

+ Dot cap cia roi loan oo xwong nhy viém khop vai (abir
viém khop vai thé dong cime), viém gim, viem bao gén,
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Tré em tir | dén 12 tudi: Viém khop man tinh &r e vi thanh nién
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sung véi morphin hosc thube giam dau chira y nghifn
@€ giim dau cip tinh sau philu thuit
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ding
Téc dyng khong mong mubn cia ELARIA 100mg ting theo

R b L il O
mgﬂﬁ?’;fnngil?mvﬁ liéu thip nhér dem lai higu qua
.
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Eﬁm,&]mnnmmnmm ay dat tryc
hilggvinbuﬁi(énmmkhldmmknéudnmﬁ‘dﬂng
phoi hgp diclofenac 25 mg hodc 50 mg bing duimg ubng
nhung khong duge vuot qua tbng Jiéu 15i da hang nghy cta
chcdang bao ché 3 150 mg.
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Tuy nhién, gibng nhu chc NSAID khic, diclofenac cin thin
trong sir dung & nguii cao tbi, dac bigt 1 & nguai cao b
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nlnst_mdakﬂm v O nhing bink ohén o6 ks s lod.
;l’thc!hammmtuymh*mm dy duy rale
4n gy oo thc dyng khing mong nwue e duimg
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Usbu thip nhis o6 higu gui tong thiy gian sghn it o6 g
Ligu phip phis hgp von cic tée nhbo o & ds Goy (aby
Iogic thisbe iac ché bors proton) s dugc xem xés
m,mubé-imlﬂnmmmdu:tmbmwmw

thutmg & bysg, dac bt 14 chiby mibu 4 dy nsf

Thén trong ki dimg cac thubc 4bng 6 o6 thé lim
nwvwwmmyméa&xwmw
conicosteroid 1oan thés, thubc chong by ahu
warfarin, thubc e ché thi hip thu chon loc (SSRs) hojc
thulic chong 1y ciu nby acid accty!

Phii dugc gilm sit y khos chjt che vi thin trong kbi chi dynh
ding ELARIA 100mg cho béah nhin viém hofc loét d day,
viém ket tring, hofic vén bénh Croba.

g8
Gibng nhu NSAID khic, diclofensc c6 thé giy ting mix
103 nhiéy men gan: 4o 6 nén thin trong ksém tra chac ning
20 trong wnimg bop dung thube kéo dai. Kha cic két gua
kiém a chisc pang gan cho théy 6 sy bit thuong dai diog
hoge ndng Lén by ki <6 che dhu bigu bolic trifu chimg tm
sgﬁgmbe-:émb;oecwmmwﬂu(mmm
44) ehs 1. po

Viém gan co thé xizy re mi kg cb dbu bidu béo redc. Cin
phéi thin wong khi ding cho béah nhin by rbi loan chuyén
bée porphynin & gan do diclofenac o6 thé phit dong bénb Iy
ndy, Phai duge gim sit y khos khi chi djnh diclofenac cho
bénh nhin suy chirc néing gan vi c6 thé lam cho tioh trang suy
gan Uam rgng hon.

Anh huémg wén thin

Nhwr céc NSAID khéic, vigc huu gilr chét long va phis né 83
duc blo cho kbi diclofenac; do d6, thin trong chi dinb cho
bénh nhin suy tim hoc thin, ién sir ting huyés p, ngud cao
wbi, béah nhin diéu try ong thin 01 thube ki tiby ol
thubc khic. Thc dong dén chic ning thin va phimg bénh
nhén suy giém thé tich ngogi bao dang ke 1 bt iy nguyén
nhiin pio (nhy tnsge hojc sau kb phiy thudt lm), o 46 pén
thin i

Phin Gng ¢ da i -
Nhur cic NSAID khic, phin (mg da nghiém trong, mit s5
trubmg hop o6 thé ghy L vong, tuy hibm gip nbung viém da
trésc vay, héi chimg Stevens-Johnson va bogi tlr bibu bi Ao
asmgfb&omab@mmm@wfmnmm
(mg bat ki niy cb the xéy re khi bat diu diéu 11 hogc bat ky
hién diém nio trong subt qué trish diéu tr). Can thong béo cho
bénh nhéin vé cic dhu higu v trigu chimg cis che phin img

dichofensc néu xubt phit

abg cdn vé 6 sirc khoe kém va bénh nhin cin dugc theo dgi 42 nghiém trong v ngimg sir dung ;
nmmcﬁynﬁqduhgﬁmmwmmgfmm ban da, ton thuong niém mac hojc bt ky thn thiong da khéc.
tong thér g vin liéu thép nhét dem lni higu gui | b b F) vi biah ma lisn ks bha hoo
didotri Pbmmhwmm,heﬂw%viréwmmwhén
i iy -
mngr&mduhdinh‘whdﬂdichfmmsomgvi 100 & khéi tim mach

e g vk dii 2 ; Y "

; g NSAID, khéng phai s todo thin c6 thé Jim
125 mg o diclofenac nain 25 mg. - g ney oo b oyt it b
Viém khép man tinh 6 tré vi thanh nién (1 dén 12 wi): 13 ca nis mu co tim v dt quy, of thé dan &b t vomg. Ney
mg/kg, chia lam 2 hodc 3 Fin linmbingay. ! o0 nidy o6 thé xudt hién wong vi tubn déu ding 406
Gidm dau cip tinh sau phiu thujt cho tré em (i trén 6 i; 1 - thé tang lén theo then gian dimg thube. Newy co huybs i
2 mg/kg/nghy, chia lam nhiu lin trong ngay vi khéng duge  tim mach ghi nhin chi yéu & biuh mhin

ding qua 4 ngay.

Bénh nhén suy thin

Bénh nhin suy thin thin ngng: Chbog chi dioh.

Do khéng cb nghién clru c6 kiém sodt vé viéc dimg thubc &

bénh nhiin suy thin nén khong c6 khuyén cio o cy
vE diéu chinh lidy ding & bénh nhin suy thin, cin thin

trong khi ding diclofenac cho béah nhén suy thin mic d tir

nhg dén trung binh.

Bénh nhan suy gan

Bénh nhin suy gan ning: Chéng chi djnh.
Do khang c6 nghién cinu c kibm soét yé vige ding thube &
bénh nhén suy gan qam.gcamymmumyi‘mw
thé vé dicu chinh liéu ding & bénh nhin suy gan, cin thin
trong khi ding diclofenac cho bénh nhén suy gan mie d§ tir
nhg dén trung binh.

Cichding

Vién ELARIA 100mg chi diing dé diit irye tring, khéng dugc
uéng va nén diing thudc vao bubi 163 sau khi di vé sinh vit
trudc khi di ngi.

Cich dat vién ELARIA 100mg vo tryc tring
Bénh nhin sau khi da di V¢ sinh, rira tay sach, lhy mét vién

"
dan; i nghiéng mt bén, o Gl 1l vE phia e
ctn ban, e nnng day diu hon ci vien dan vio iy ring
béng ngén tay cia ban, ddy vién dan cang xa cang tht va cao
hom lam giam cam gidc khéng duge dé vién dan rét ra ngoai.
Rira tay sau kbi sirdyng,

CHONG CHi DINH = e
Bénh nhén qua mén véi diclofenac holic bt et thanh phiin t4
duge nio cika thuoe.

Bénh b b tén s o dang b lot,chiy .
da day-rudttién trién.

Bénh nhin c6 tién sir chiy mén hoge thiing durd 6

diclofenac liéu cao (150 mg/ngiy).

Béc si cin dénh gi4 dinh ky sy xubt hign cisa cée bikn of tim
mach, ngay ca béah nhin khong c6 triéu chimg tm mgch
trutc 46. Bénb nhin cin dugc cinh béo vé che Iriéu chimg
clia bién cb tim mach nghiém rong vi cn thbng béo ngsy
cho béc s9 diéu tri khi ult b, che gy chimg nay.
Déyu:}"nuﬁnq@yw iht hign bién ob b hsi wén tim
W"“ u_;.a,faamgl;umlwmh?hﬁnum
Chncén di yéutdh
nwywmﬁlmd:bﬁzcbhmwrﬂr&(ﬂwdﬁm
4p, tiing lipid huyEt thanh, 44 thao diomeg, nghién thube 14

o bénh nhi

G‘lgﬁg ‘nhu NSAID khic, viée dimg diclofensc wong thoi
ian dai cin phai dugc theo 40 chng Saisc miu do diclofenac
ok e el e
Iyt L mau hoje
Flméndlmcd:pod&dn’dﬂn. e

ché sinh thng hop
prostaglandin, vige sir dyng diclofenac va cic NSAID khac
wmlunhﬁnuwglfﬂurglkiegm!}ﬁ;hé é

lién quan dén vigc dimg NSAID truée ddy.
Phynii @ ba thing cudj cla thai ky

Bénh nhin viém tryc tring

Bé¢nh nhan suy tim sung huyét (tir 4 11 dén 45 1V theo phin
@ chirc ning cia suy tim theo Hpi Tim New York - NYHA),
bénh tim thiéu méu cyc b, bnh dong mach vanh ngoai vi,
bénh mgch mau ko,

Bénh nhin bj hen suyén, phis mach, nbi méy day hotic viém
mili cip tinh khi ding ibuprofen, acid acetylsalicylic hojc
chc NSAID khic

CANH BAO VA THAN TRONG KHI DUNG THUOC

Téng.quit ;
Ticdwgﬂ)bnsmnxmubacbﬂduw&lﬁ“lhlﬁlb:zg
cach diing liéu thip nhit c6 hifu qua trong thi gian ny
b ¢6 thé dem lpi higu qua didu i 3
Khong nén ding dﬁf thérn dl,EELAR.IA 100mg véi cic NSAID
Khic bao gém chc chil (re ché chon loc cyclooxygenase-2 do
Khéng c6 bit ke bang chimg nao chimg 3 oy ich hiép dbng vi
thng cac tic dyng phy khong mong mubn cis thudc vil vige
dimg dbng thin lam ting nguy co ghy hai cho duimg tiéu hés,
Th:uhﬂpphlldcdu:glhﬁng:msm khi ding
NSAID tang & nguin cao tbi; dac bigt 1a & nhimg bénb nhin
gid yéu hodc nhe cin; do 6 khuyén céo nén sir dyng liéu higy
qué thip shit rong this gian ngan nhdit va cdn theo dbi nguy
cochiy miu duong tiéu hoa trong kbi dieu irj bing NSATD
('ﬁngnhucacNSMthhcﬁcphﬂnlmgﬂﬂng.bmg&n
{mg gibng phin v§ / phiin vé, cling xiyra khi
mdufofnncmlkbﬁnldnu mvﬁ.un:ﬁmu
Gitng nhir cac NSAID, diclofensc o6 thé che diu cac diy
hidu vi trigu chimg ca nhiém kiudn do dsc finh duge lue
o cita thubc nay

Anh hzimg rén dudmg tiéu hoa

Chiy méu dutmg tiéu héa (chiy mau, di tiéu phin den), loét
e thi c6 1 ghy i vong 08 g ghi ahin & bigh e
diing NSAID, buo ghn diclofensc vi c6 the xay ra bt i lise
ndo tropg khi diéu frj, l:zckmxwmmmuchmm
hojc tién sir cla cac b da déy-ruft nghiém rong, N
, loét hodc thisng da diry-rudt trong khi
thi chn ngung nggay thude

Nhur cie NSAID khic, vige dimg diclofense chn phii
sét y khoa chit ché va than trong khi ké wa diclofenac
nhdn c6 trigu chimg rb loan tiéu hoa hoge ¢ tén sit chiy
miéu, loét hoge thing dy day-ruft. Nguy co chiy miu, logt
hodc thing da diy-nubt cao hon khi ding NSAID liéu cao,

diing hofc dang
Phunirco kha nang mang thai

Viée sit dyng diclofenac o6 thé 1im gitm kha ning sigh sin
ctia phy plr v uge khuyén cio i phy n mubn ty
thai, F nhiing phy ndr c6 thé gap kchs khn trong viéc thy thai
hofic dang tris qua diéu tra v6 sinh, khuyén céo khong nén
dimng diclofenac

SUDUNG THUGC CHO PHY NI CO THAI VA CHO
CONBU
l’hubnr;:glhl

Chi disng diclofensc cho nguisi mang thai kb thit cdn thitva
khi nguen bénh khbug dimg duge che viém
I%wmmwwnmmmm&nm nhat
Chibng chi dinh thube trong ba thing cubi thai ky (aguy co e
ché s cung co bop vi lam bng aomg mach dong sim, gy
1 h khong b phuc. g‘ywohu
Phy ntrcho con b

Diclofenac duge 4 vao sira me rd it Chua cb diF lidu vé thc
@nxummwm&.ﬁmmmmmwm
Vi sai 2 lgi fch vige 15} bém bom o

forpraipeiope, nguy oo gly

ANH HUONG CUA THUOC LEN KHA NANG LAI XE
VAVAN HANHMAY MOC

TUONG TAC THUOC
Lithi

Diclofenac e b Lim ting ) lithi trong thanh
m"’“ﬂwoc thnm‘mmmf. Mﬁ:
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0 14 ;i bin this cus digonin Do 46, cn
"m 44 digoxin iy vi oo giam béu
digoxin 0y ding dbng then ca 2
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ahé men chiryén angiotensin), Do
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diclofennc vin cde lhumny. e bié I ven o ol téu vi
e (¢ ché men ahwiydn angiotensin do tng nguy o doe
finh wén (hin ks
g domi b duncs. bl gy g kgl mau
Dty ) g thin dicnfenac vin lhlﬁc lon il gy thng kil
lalosporin, tierolimus hodg wimethopnm ¢b the lién quan
i nong 40 kali Iyt thanh 1&ng, do d6 cln duge thea dby
Whurdmig Xuydn,
Thude.ch dénammmmnhlngc sl
Dung dong thr diclofensic voi thude ehong dong may hose
vic nhitn chong ket egp niéu o c6 the 1am thng nguy co chiy
mdu. Mie dit cée nghién el Tam dutmg nlt khong chi
 rng diclofensc ub dnh hutmg dén tic dung con th
chibng ddng miy, tay nhién cb bao cao vé mnqnguy o chiy
mén & bénh nhin de ficlofenac vi thude dong miy.
Do d6, cAn dibu chinh libu dimg thude chéng dong miu va
chn phal theo ddi chit che tinh trang chdy méu & benh nhiin
6. Clng nhu cée NSAID, diclofenac & litu cao ¢6 thé dio
ngwoe e ché kéudp téu chu.
Ciig NSAID. khidc, bao_gbm cée. thude g ché chen Jos
cyﬂhmg"mw!ynummm g
Dimg dong (hat diclofenac voi cic NSAID khdc, bao gbm
e thude tre ché chon loe cyclooxygenase-2 v corticosteroid
c6 thé lim llxg gy co chiy mau, 106t ds day-rudt, vi viy,
trénh ké toa dong thari diclofenac vl ede NSAID khie,

ap ndu diany 4o
g chen héta, hi

cmcnaﬁnmmm;mm:mmﬂmmmsm
Dang dong thoi SSRI cé the lam ting nguy o chiy miu
duwemg tiéu hba,

Thube tri ddi thio duimg X

Céc nghién ciru 1am sing cho thily ring diclofenac c6 thé
ding dbng in véri thude tri Qi théo bing dutmg uog mi
khong dnh huong dén higu qua lim sang cia ching. Tuy
nhién 8 c6 bio cho bt thudng vé dyémg huyét niir ting
hofe hy dutmg huyét, do 6, néu ding dong tha diclofenac
vén thube tri ddi thio dutme, cdn diéu chinh liéu dung ciia
thube tr) 4 thao duemg vi theo d6i mic dudmg huyét @ binh
nhén trong khi didu tr)

Methouexate

Diclofenac ¢6 thé ire ché sy thii trir methotrexate qua dng
thiin, do dd 1am ting nong 4o methotrexate, oo the gy ng
doc. Cin thin trng khi thude ching viém khang steroid,

ci diclofenac, duge dang dudi 24 giés tnrge khi diéu tri bang
methotrexate, vi ndng 4 trong miu cia methotrexate ¢
tang 1én vi ting ddc tinh coa meihotrexate, Cac uma hop
ngd doc nghiém trong 48 duge bio cdo khi dang dong thai
methotrexale v NSAID, bao gbm diclofenac duge ghi nhin
trong vong 24 git diing thudc.

Ciglosporin

Gibng nhu cie NSATD khic, diclofenac o6 thé Jim (ing doc
tinh trén thin cua ciclosporin do tic dung taidg gian cla
prostaglandin; do dé, cin diéu chinh liéu dng diclofenac va
kiém tra, dénh géimm nang thiin trong diéu iri ket hop, theo
daibénhnhin vé cdc du hién suy thin,

Gmg nhu NSAID khiic, diclofenac co thé lam ting nguy co
ahiém doc than khi ding dong thoi voi tacrolimus do tic
dung qua tung gian cua antiprosiagladin @ thin cla. ca
NSAID vit chilt ire ché calcineurin,

éﬁ' ng ninr NSAID kv, diclofienae co thé gay co gidt @ bénh

nhén dang didu tri vori khing sinh phom guinelon va c6 thé
iy ra & bénh nhéin ¢ hofic khdng co tién sir bénh dgng kinh
hofic co gilt e d6; do d6, cin thin trong khi xem xét vige
st dyng khang sinh nhém quinolon & nhimg bénh nhin dang
ding thude NSAID.

Khi sir dung phenytoin dong thin vén diclofenac, nén theo ddi
nong Ao phenytoin trong huyét tueng do sy gia ting dy kién
Khi tiép xtie vdi phenytoin.

Colestipol va cholcstyramine

Céic tic nhfin ndy e6 thé gdy chim tré holic gidm hip thu
diclofenac; do dé, nén diing diclofenac it nhit mot gidr rude
hoic 4 dén 6 gios sau khi ding colestipol vii cholestyramine.

Gitng nhur NSAID, sir dyng dbng thai glycosid tim va
diclofenac c6 thé 1am trim trong thém suy tim, giam GFR va
tang néng dé glycosid huyét wrong.

Mifepriston p

Vi NSAID ¢6 thé lim gidm tic dung cta mifepristone; do 46
Kkhong nén dimg diclofenac trong 8 dén 12 ngdy sau khi ding
mifepristione,

Thin tong khi phdi hop diclofenac véi cic chit Ge ché
CYP2C9 manh (nhie voriconazole), ¢6 thé lim ting nbng dg
dinh trong huyét hrong va tiép xiic véi diclofenac do irc ch
chuyén hoa diclofenac

B !
(3 |h2 Jam nbng dg diclofenac tang Jén gip 46i néu duge
ding dbng thoi. Diéu nay ¢6 thé cé tic dung lim sang
ngudi bi bénh khop nhumg lai ca thé xay m ngd doc
diclofenac, dfc biét & nhimg ngué bj suy gidm chirc ndng
thin, tdc dyng thi acid uric-niéu khong bj anh hirgng, n
céin thi gidm lidu diclofenac khi dimg dong thor hai mufc.

TAC DYUNG KHONG MONG MUON
Cic tc dung phy khéng mong mudn (ADR) sau diy bao
himg biio cio ding diclofenac trong théi gian ngin han
hay da han v tin xuit xuit hién dugc qui wdc b sau: rit
(humg gAp (ADR >1/10); thurimg gp (1/100 < ADR < 1/10),
ft gip (1/1.000 < ADR = 1/100), haém gap (1/10.000 < ADR
< 1/1.000), rit hiém gdp (ADR < 10.000), chua biét (i cée
dirligu chua thé danh gid duge).

t hiém gip: Gidm tidu cdu, giam bach chu, thiéu méu (bao
2bm thiéu miu tan miu vi itk ol s tuy), mft bach
u hgt

Hitm ghp: Qua min cim, cde phin img phan v§ v phan img
ﬂmphﬂﬂvf(bﬂﬂsﬁmmhnyglipvém)
Rit hiém gap: Phitmach (bao gom ci phi mat)

i hiém gap: Mt djnh huémg, trim cam, mit ngd, ac mdng,
chu gat, b loan tm thin

ﬁubnggﬁp:Nhfmdg.Mﬂg mat

Hiém gfp: Budn ngd

Rt mfm glp: Dj cim, giam tri nha, co git, lo fu, run, viém
‘ming ndo vo khudn, rbiloan vi gide, tai bién mach mi nio

%ﬁ ll':ﬁ; ghp: ROi loan thi gie, nhin mé, song th
RbL 3 v

Thuemg gip: Chong mit
Riit biém ggp: U tai, gidrn thinh gide

it gip: Nhioi mu cortim, suy tim. dénh tréng ngye, devngyc.
Ciic hir nghiém lim sang va dich t¢ duge cho théy vige sir
¢ diclofenac o Jién quan dén tAng nguy co xut hign bién
oty khoi tim mach (nhi nhoi mau co im hogc ddt quy),
e bigt khi str dyng diclofenac trong thén gian dai & ligu cag
(150 mg/ngay).

tiém gp: Tang huyé ép, viem mach
1 b

Hi gsl: Hen (ké ca kho tha)

Rt hiém gép: Viém phoi

Eﬁilmﬁdnﬁz,ﬂ&l
Thiusemy : Butn nbn, ndn, tiéu chay, khé tié
dﬂylmlfgj”nﬁn it M
Hibm ghp: Viém da diy, chiy méu tiéu hda, non ra i, chay
miu khi tiéu chiy, tiéu phin den, loét da day c6 hofic khong
6 chily méu hofi thiing da day, c6 thé ghy i vong djc bide b
bwﬂ‘"w\}a;wm(m;bnm iém dai tring
hi ; Vil viém dai
mhuyéiumunuddhﬁnmgmvwmduﬂuw
bénh Crohn, tho bon, viém migng, viém huy, b) loan thue
quin, bénh ming ngan & rut, viém tuy

b loan v gan:mii
Thuimg gap T ing minsaminase

Hidm gap, Vi g, ving da,
"""mlh‘-’ anm’mmrm, Ay gan
yimd i da

Thurtmg gap: Phit ban
Hidm gapy N may day:
Rt hiém gop: Viem da bong muce, cham, ban do, hing ban
da dang. b1 chimg Stevens-Johnson, hogi i bidu bi nhidem
e (hoi chimg Lysll), viém da troe vity, rng téc, phin (mg
cAm quang, ban xuit huyét, ban xudt uyét dy img, ngira

i Jogg & thin i niéu

t hiém gip: Suy thin cdp, huyét nidu, protein nigu, hoi
chimg thin hu, viém dng thin md ké, hopi 1 gai thiin

Jogn hé. vyl
l:gllh?gglw qns

Wmtwmnfuuw
t iém glp: Ratda i chd, phi ni

Thing bdo cha bic s§ holic durge 5§ cde tdc dyng Khing
mong mubn g&p phai khi sir dung thude.

QUA LIEU VA CACH XU TRI

Trifu chimg qué liéu

Chc trigy chimg khi bi qui lidu diclofenac thutmg ghp 1
nhire dju, budn nén, non, dau ving thuong vi, xudt huyéttita
hoa, tiéu chiy, chong milt, mit phuong hudmg, kich thich,
hén mé, bubn ngd, 1 tai, nglt xiu hodc co gidt. Trong tnsmg
hop ngd doe ning c6 the giy suy thin ciip va ton thuong gan
Ciich xirtri

Hién churn o6 thude giai doc difc higu khi qué lidu diclofenac;
do dd, chn ap dung didu rj tri¢u chimg va diéu trj h trg khi
xirtri qua liéu diclofenae

Cic bién phéip diéu trj trigu chimg cin p dung khi xdy ra cic
bién chimg cita ngd dc diclodenac b ha huyét dp, suy
(i, €0 216, ri loan da diy rue, suy b6 hdp. Co giit thuomg
xuyén holc kéo dai nén duge diéu trj bing diazepam finh
mach. Cac bign phap khdc cd thé duge chi dinh bési finh trang
1m sing cita bénh nhin.

THONG TINVEDUQCLY

Durge lyre hoe

Nhom duge I Thuéie chéng viém khéng steroid

MAATC: MOIABOS

ELARIA 100mg chira v6i hoat chit diclofenac 14 mot
NSAID co tic dung chong gim dau, chong viém v ha nhigt,
Diclofenac 14 mét chit e ché manh hoat tinh coa
cyclooxygenase; do d6 lam gidm déng k¢ sy 1a0 thinh
T land vt 1 nhimg chit
frung gian ca qud trinh viém. Diclofenac ciing diéu hoa con
dwdmg lipoxygenase vi sirlét  tiéu e,

Nhu edc NSAID khic, diclofenac gy hai duémg tiéu héa do
gidm sinh tong hop prostaglandin din dén trc ché tao mucin
(chiit co tie dung bito v¢ durémg tiéu héa).

Do prostaglandin c6 vai trd duy tri tuéi méu thiin nén
NSAID trc ché téng hop prostaglandin ¢ thé giy viém thin
k&, viém chu thin, hogi tirnii va hoi chimg than hu diic bigt
& nhimg nguoi bj bénh thin hofic suy tim man tinh. Véi
nhiimg nguori bénh nay. che NSAID c6 thé lam tng suy thin
cip visuy tim cap.

Durge ding hoe

Thubc duge hip thu nhanh ehong, mc di chim hon so véi
diclofenac natri vién bao tan trong rudt ding duimg ubng.
Sau khi diing cic vién djt diclofenac natri S0mg, nong 4o
dinh trong huyét trong dat dirge trung binh trong vong 1 gid,
nhung nong d9 16i da tinh trén mi dom vi phin licu 1 khoing
2/3 50 véi ndng d§ dat durge sau khi ubng vién bao tan trong
ruét khodng 1,95+ 0,Bug/ml.

Sinhkhadung J
Sau khi ding licu don, dign tich dudi dudmg cong bang
Khoing mot nim so v&i gi trj nay sau khi dwmg tiém. Dugc
Aong hoc cia thube khong thay ddi khi ding cic lidu lip lai.
Khéng 6 hién teong tich liy thube néu tuin theo khodng
cich ding thube

Diclofenac gin rit nhidu véi protein huyét teong, ehil yéu van
albumin (99.4%). Diclofenac di vio dich hoat va nong do
dinh thube 0t duge sau. 2 dén 4 gits sau khi thue dat nong do
dinh trong huyét trong. Thin gian ban thii cda thude khéi
dich hoat i khiodng 3 - 6 gitr, Hai giérsau khi dat ndng 6 dinh
trong huyét ruong, ndng 43 thube trong dich hoat cao hon so
i trong huyét tuomg va giit mirc dé cho dén 12 gidr sau d6.
Diclofenac duge tim thiy trang sira véi nong 6 thip khoang
100 ng/ml; wéc tinh tré em bi me co thé nhn 0,03
mg/kg/nghy.

Bsﬁ dbi sinh hoc ciia diclofenac dién ra mdt phin boi
glucuronid héa cia cic phén tir con nguyén ven, nhung chu
yéu 14 do hydroxyl héa vi methoxyl hoa ¢ dang dom chit
‘hodic phbi hp, tao ra mtvai chit chuyén hoa phenolic, hau
hét trong sb d6 duge chuyén dbi thanh glucuronid lién hop.
Hai ehit chuyén héa phenolic ¢ hoat tinh sinh hoc nhumg &
mirc 4 thip hon nhiéu so vén diclofenac.

Téng d thanh thii toan phiin cia diclofenac trong huyét
tomg I 263 = 56 mU/phiit. Thos gian bdn thai cudi cimg cia
thudc trong huyét tiromg 1 Khodng 1-2 giév. Bon trong s6 cc
chilt ehuyén héa, ké ca hai chiit o hoat tinh, ciing c6 thén gian
bén thai trong huyét rong ngin mmng“l-s gidr. Khodng 60%
liéu ding duge bai tiét trong nude tieu dudi dang lién b
glucuronid cia cae phin tir con nguyén ven vicde chiit chuyen
hoa, hau hét trong 56 d6 ciing duge chuyén déi thinh dang lién
hop glucuronid. Tt hon 1% dugc thai trir duoi dang hoat chiit
khing déi. Phin con lai cta liéu diing duge thai ini du dang
chc chabt clnsdin b

Ciie dbi trgmg azc bigt

Khéng c6 sy khic nhau vé hip thu, chuyén hoa hay thai it
lién quan dén tudi tac.

SuE li¢u dgng hoe duge béo cdo it han ché o ré ém. Chi ¢6 56
liéu han ché & tré tir 6-16 1wdi ding vién dat mye ring
diclofenac natri 12,5 mg va 25 mg trong dicu trj viém khop
man tinh & tré vi thanh nién ngdy | 1in trong 2 win ghi nhin
duge nong d¢ thude trong huyét nromg dat dugc & tré em
dung cée liu trong duong (tinh theo mg/kg thé trong) tvong
tyr v nong déﬂlm&;dat dugc & ngrdi 1om.

D ligu an toan vi duge djng hoe & tre em ding vién djt
dicl 50mg va 100 duge thiétlap.

Bénh phin suy thin 5

O bénh nhin suy thin, khang co su tich Iy hoat chét chira b
chuyén hoa khi ding liéu don véi phic 46 binh thuimg, Vi
¢ sb thanh tha dudi 10 mU/phat thi 9 trong huyét
tong ciia cie chiit chuyén hoa theo 1y thuyet thi cao gip 4 lin
50 v binh nhin €0 chic nang thin binh thiromg. Mic diu
Viiy, cudi cing cic chit chuyén hoa vin bj thii trir quamjt.
Chong chi dinh diing thube cho bénh nhin suy thin ning.

O bénh nhan viém gan (nhu viém gan man tinh hojc xo gan
khéng mat bu), dong hoc va chuyén héa cia diclofenac
tuomg ty vén bénh shin ¢ chirc ning gan binh trimg.
Chéng chi dinh dimg thubc cho bénh nhin suy gan ning

QUICACHDONGGOT
Hop chira2 vix § vién djt truc trang

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHATLUQNG CUATHUOC

pidu kifn bio quin: Gitt thubc & nhigt 4§ 30°C trong bao bi
kin

Han ding: 36 thang ké tirngdy sdnxult
Tidu chuin eht leyng: Tiéu chudn cosé
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