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SIadlofon 50 Suoo. ' Vien thu6c dan hinh tnny 161. mat Irang den Irang riga. nh5n
SIadlofon 100 Suno . V 6n thu6c dan hinh tnny 101, in au Irang d^n tr6ng riga, nh3n
Chi dinh

Ngub. I 10n va rigord caO co6i: G am 151 ca cac inuc do dau va viem tr6n dien cong coa cac benh. bao g6m:
Benh viem kh6, p: Viem khdp dang thap, th06i h6a khOp, viem cot 56ng dinh khdp, benh 901 cap tinh,
R6i loan co- xuang cap 11nh nhu v em quanh kh@p (nhu cling kh6. p vai), viem gan, viem bao gan. viem bao hoai d!ch,
Cac 11nh hang dau khac do chan Ihuong, bao g6m gay xuang, dau Ihai lung. bong gan. cang co, Ir6i khdp. ph8u inu^I chinh hinh,
phau Ihuai nha khoa va cac I6u ph5u khac.
Kh6ng chi dinh Stadlofen Supp. cho Ir6 em.
Cach dung, Ii^u dting
C^ch dong

06 giam heu riguy co xu6t hiQn bign co bat 10i. can sir dung Stadlofen Supp. d 11^u hang rigay Ihap nhat co hieu qua trong ladi 91an
rig6n nh5t co the (xem inuc 8. Canh b60 va Ih^n trong khi dung much).
Stadlofen Supp. kh6ng dryqc dong bang dudng u6ng. chi duoc dung dudng tryc hang.
Vien thu6c dan nen duoc dua sau vao iruc Irang. N6n dung thu6c dan sau khi 61 d^i 11^n.
Stadlofen Supp. Ia dang vien Oat, giai phong 6 than nhi6t (37 C). vi vay nen dai Ihu6c Irong to Ianh (4 - I0fC) 5 - 10 phOt tm6c khi
sir dung.
Lieu dong
Nqu6i 16n

Li^u dung hang rigay 75 - 150 ing. chia thanh nhi^u Ian Irong rigay.
Lieu toi da duoc khuy6n caO cua Sindlofen Supp. Ia 1.50 ing/rigay.
V6'i dong v'6n dan 50 ing. co Ih6 sir dung kgi hop cac dang bad ch6 khac nhu vien han.
Vien dan 1.00 ing co the dong irong phac d6 dieu Irj in@I Ian in 61 rigay, thudng vao ban d6m. Khi can Ihi6t. 116u phap c6 the kgt hop
v6. I v en n6n 25 ing ho^c 50 ing h06c vien dan v6. i in^u 16i da 150 ing/rigay
06i turqng a^c bi^I
Noub'I caO Iu6i

M^c do dutyc d^rig hoc coa dic ofenac sodium kh6ng b! suy giam den intrc co y righia jam sang a benh nhan caO Iu6i. rign d^c biei
Ih^n Irong khi sty dung cac thu6c ch6ng viem kh6ng steroid Ir6n nh6m benh nhan nay. vi d6 b! cac 16c dung kh6ng mong inu6n.
D^c biQt, khuy6n caO sir dung lieu th5p nh5t co hi6u qua 6. rigub. I caO Iu6i y6u SOC ho^c nhe can va nhO. rig benh nhan nay can duoc
theo do I xu5t huy6t dudng tieu h6a trong khi di^u to v6i Ihu6c ch6ng viem kh6ng steroid (NSAID).
N adj' mac nh Jim mach va co c6c u to n co 11m mach d k6

Diclofenac ch6ng chi dinh 6 nhO. rig b^nh nhan bj suy 11m sung huy6t (tu doll den do IV theo phan do ch!IC nang coa suy tim theo
H6i Tim New York - NYHA), benh Iim Ihi6u in au c\IC b@, benh dong mach rigoai vi vatho^c benh mach in au nao.
Benh nhan b suy t in sung huy6t (do I theo phan do chuc nang coa suy I in theo H6i Tim New York NYHA) ho^c co cac y6u 16
riguy co dang k6 v^ benh 11m mach chi nen duoc di^u in bang did o1enac sau khi da can nhac can than. \n riguy co 11m mach v6i
diclofenac co the tang theo reu va th6. i gian tiep xic, n6n sir dung lieu hang rigay Ih6p nh6t co hi6u qu6 va irong Ihb, I 91an rigan nhat
co the

Suv than

Diclofenac ch6ng chi dinh d benh nhan suy than
Chua co righ 6n cum d^c hi^u nao duoc Ihqc hi6n d b^nh nhan suy than. do 00 kh6ng the dua ra khuy6n caO dieu chinh 116u cu the
Can than irong kh dung dic orenac cho benh nhan suy Ih^n nhe den irung binh.
Suv oan

01clofenac ch6ng chi dinh d benh nhan suy gan.
Chua co righi6n cou d^c hieu nao duoc thirc hi^n 6 benh nhan suy gan, do do kh6ng the awa Ta khuy6n caO dieu chinh 11^u co the
Can Ih^n Irong khi dung diclo!enac cho b^nh nhan suy gan nhe den Irung binh
Tie em

Kh6ng chi dinh Stadlofen Supp. cho Ir6 em.
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Ch6ng chi dinh
Qua man vin hoai chat ho^c bat I^ thanh ph^n Ia duqc nao coa thu6c.
Bang b! 1061, chay mat ho^c IhOng da day ho^c ru@t.
T an sty xu5t huy6t ho^c thong dudng lieu h6a. lien quan den 11^u phap NSAID irudc do.
Dang bj hoac co Ii^n sir tai phat 10etixu5t huy@I da day Ia hang (hai ho^c nhi^u dor 1061 ho^c xu5t huy6, da duoc ghi nhan).
Ba thang cu6i coa Ihai ky.
Suy gan.
Suy Ih^n.

B^nh suy Iim sung huy6t (to 00 11 den do IV Iheo phan do ch!}c nang coa suy 11m theo H6i Tim New York - NYHA). benh Iim thi6u
in au CLIc b^, benh dong mach rigoai vi va/ho^c benh mach inau n6o
Cong nhu c6c Ihu6c ch6ng viem kh6ng steroid (NSAID) kh6c. diclofenac ch6ng chi dinh 6. nhO. rig benh nhan bi hen ph6 qu6n, phil
mach, may day hoac viem min cap tinh do ibuprofen, acid acetylsalicylic hoac cac Ihu6c ch6ng viem kh6ng steroid khac gay re
viem tryc Irang.
Canh bao va than trqng khi dong thu6c
76ng quat
Cac Iac dung kh6ng mong inu6n co the duoc 91am Ihi6u bang c6ch sir dung 11^u th5p nh5t co hi^u qua Irong thin 91an rig6n nhai can
Ih 61 66 ki6m soar cac theu ch!}rig.
N6n Iranh sir dung d6ng thin duofenac v6. cac NSAID dung dudng loan than bao g6m Ihu6c uc ch6 chqn IOC cyclooxygenase-2 do
kh6ng co bat ky bang chang nan chung in nh Icy Ich hiep dong va 11^in nang gay re cac Iac dung kh6ng mong inu6n cong 96p.
Can than trong d6i vdi rigu6. I caO Iu6i dua va0 11nh Irang y khoa co ban coa benh nhan. D^c biet, khuyen caO sir dung 16u Ih6p nh5i
co hieu qua 6 rigu6'I caO to6 y6u suc hoac nhO, rig rigub. I nhe can
Cong nhu cac thudc ch6ng viem khOng steroid khac. ba0 96m diclolenac, cac ph6n ung di ung, k6 co phan ung phan velgi6 phan v^.
c6 the xay re in a kh6ng co tiep xOC Iru6c do v6, i Ihu6c. Ph6n ling qua man cong co the lien trign thanh h6 chiing Kounis, in6t phan
ling dj ling righi6m liong co the dan den nh6i in au co tim. Cac Iri6u chung coa nhO. rig ph6n ung nay co the ba0 96m dau rig VC x6y re
lien quan den ph6n ling dj ling v6i diclofenac.
Gi6ng nhu c6c NSAID khac, diclofenac c6 the che lap cac dau h Qu va Ir eu chung nh am trung do cac dac tinh dutyc IVC hoc coa
Ihu6c.

Anh hub, ,g trCn dub, 19 tieu h6a
Xuat huy6i (n6n ra in au, dai 11^n phan den), 1061 ho^c thong dudng 116u h6a c6 the dan den tit vong da duqc bao caO v6. I 15t ca c6c
NSAID, ba0 96m diclofenac. to co the xay ra bat ky Ih6, I d Cm nao irong qua Irinh dieu tri, co ho^c kh6ng co cac lineu chitng canh bao
ho^c co tien sir v6 cac bi6n c6 dudng tieu h6a righiem irong. NhO. rig iti^u chiing nay thudng gay ra h6u qua nohiem Irong han d
rigub!I caO tu6i. N6u xay ra xuai huy6t ho^c 10et dudng lieu h6a 6. benh nhan dang dieu in bang diclofenac. n6n rigtrng thu6c nay.
Cong nhLr v6. I tat ca cac Ihu6c NSAID. ba0 96m diclofenac, can 91am sat y khoa chat ch6 va than irong dac bi6t khi k6 don diclofenac
cho benh nhan co cat meu chi}rig adj loan duong tieu hoa ho^c co men sir gal y 10ei. chay in au hoac thong to day hoac rubt.
Nguy co xu5t huy6!, 1061 hoac thong dudng lieu h06 caO han khi lang lieu NSAID, bao gom did o1enac va 6. nhung benh nhan co
lien sir 10et, d^c bier neu co bien chitng xuat huy6i hoac thong.
Ngud caO Iu6 co tan suat tang Iac dung kh6ng mong inu6n vdi NSAID, d^c biet Ia xuat huyet va thing dudng tieu h6a co the gay
,t vong
06 91am riguy co nh em d^c dubng tieu h6a d nhO. rig b^nh nhan co lien sir 1061, d^c b 61 rigu da co b en chung xu5t huyei hoac
thong va 6, riguO. I caO Iu6i. n6n bat dan di^u in to duy in 6,116u Ih5p nhai co hi6u qua.
Nen xem net di^u mm kgt hop v6i c6c thu6c bao v6 (nhu misoprosiol ho^c Ihu6c 11c ch6 bam proton) cho nhO. rig b^nh nhan nay. cong
nhu cho nhO. rig b^nh nhan can sir dung d6ng rho. i cac Ihu6c co chi}a acid acetylsalicylic lieu Ih5p (AsA/aspirin) ho^c nhO, rig Ihu6c c6
kh6 nang lain tang riguy co tT6n dudng tieu h6a
B^nh nhan co 11^n sir nhi^in doc dubng lieu h6a, dac bier 6 rigu6. i caO Iu6i. n6n bao caO khi xu5t hi^n bat ky Irieu ch!I'rig bat thudng
na0 6' bung (d^c b et in xu5t huy6t dudng Ileu h6a).
Khuy6n caO than Irong d nhO. rig benh nhan dung a6ng Ih6i c6c Ihu6c co the lain lang riguy co joet ho^c xuai huy6t. nhu
corticosteroid Iac dung loan than, Ihu6c ch6ng dong in au nhu wariarin. Ihu6c 11c ch6 tai h6p Ihu serotonin co chon IOC (SSRI) hoac
thu6c ch6ng t 6u cau nhu acid acetylsalicylic.
Can 91am sat y khoa ch^I ch6 va Ih^n Irong d nhO. rig benh nhan by viem 106t dai Irang hoac benh Crohn vi tinh trang benh co the
n^rig han.
Cac NSAID. bao g6m did ofenac. co the lain tang riguy co to ri thong n6i da day-ru6i. N6n 91am sal y khoa ch^t ch6 va Ih^n trqng khi
sir dung diclofenac sau ph5u thu^t da day-ru@I.
Anh hub, ,g tr6n gan
Can giam saly khoa ch^t ch6 khi to don diclofenac cho benh nhan suy giam chiic nang gan vi tinh Irang benh co the nang han.
Cong nhLr cac NSAID kh6c. ba0 96m diclofenac, n6ng do enzym gan c6 the tang en. Trong qua winh dieu un k60 dai bang diclolenac,
vi^c theo doi thudng xuyen chi}c nang gan dutyc chi dinh nhu in 61 bi^n phap ph6ng rigtra
N6u cac xet righiem chiirc nang gan bat Ihub, rig keo dai ho^c xau d'. c6c dau h'^u ho^c Irieu chti. rig lain sang lien quan den benh gan
lien it 6n hoac n6u cac bigu h ^n khac xu6t h 6n (lang bach cau 61 loan, phat ban), nen rigtrng sir dung diclolenac.
Viem gan co the xiy re khi sir dung diclolenac in a kh6ng co trieu chiirng bao Iru6. c.
Can than Irong khi sly dung diclofenac 6 benh nhan 161 loan chuy6n h6a porphyrin d gan vi co the gay Ia con POTphyrin cap
Anh hub, ,g tren the, ,
01^u In bang cac inu6c NSAID. bao g6m dialofenac thudng gay giO. d!ch va phti, can d6c biet than irong khi dong cho nhO'rig benh
nhan bj suy gi6m chi}c nang Iim hoac Ih^n. co ti^n sir tang huy6i ap, rigorb. I caO Iu6i. benh nhan dang di^u in d6ng thb. I v6. I thudc Ion
116u hadc cac Ihu6c anh hu6. rig den chit nang Ih^n dang kg. va a nanng b^nh nhan bi suy giam the tich dich rigoa bao do b^t ky
riguy6n nhan nao. nhu irudc ho^c sau cubc ph5u Ihu^I 16n. Khuy^n caO theo d6i chuc nang Ihan nhu in 61 b ^n ph6p phong rigua kh
sly dung diclofenac Irong nhO. rig trufyng hop nhu vay. Ngtrng dieu un thudng h6i phVC a Irang ina ITU6c dieu tr .
Anh him19 tr6n to
Cac phan ling da righiem irong. in 61 s6 c6 the gay to. vong, bao gom viem da Ir6c vay, h^I chting Stevens-Johnson va hoai ttr bigu bi
nhi6m doc, da duoc bao caO rat hi6m g^p lien quan den viec sir dung NSAID. bao g6m ca diclofenac. NhO'rig benh nhan co riguy co
caO nh6i v^ cac phan ling nay Irong giai do^n dau di^u Ir!: Da s6 Eru6. rig hqp kh6. i phat phan ung xay ra irong thang dan dieu Iri. N6n
rigtrng sir dung diclolenac khi Ih5y co bigu hi^n dau lien v6 phat ban, 16n thudng niem mac, hoac bai ky d5u h eu qua man nao khac.
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SLE va benh in 6116n kgt h6n hop
O nhtrng b^nh nhan bj benh lupus ban do he Ih6ng (SLE) va cac adj loan in 611en kgt hon hop co the tang riguy co viem mang nao
to khu6n.

Nguy co huy6t kh6i tim mach
Cac thudc ch6ng viem kh6ng steroid (NSAID), kh6ng phai aspirin, dong duong loan than co the lain tang riguy co xuat hien bign co
huy6t kh6i tim mach, ba0 96m ca nh6 mat co tim va dot quy, co the dan den to vong. Nguy co nay co the xuat hien som Irong vat
roan dau dong Ihu6c va co Ih^ tang 16n theo thin gian dung Ihu6c. Nguy co huy6t kh6i rim mach duoc ghi nhan chti y6u dineu caO.
Bac SI can danh gia dinh ky s\r xu6t hign coa cac bign c6 t in mach, rigay ca khi benh nhan kh6ng c6 cac Ineu chii. rig tim mach iru6c
do. Benh nhan can duoc canh bao ve cac Irieu chung coa bign co I in mach righi6m Irong va can tham kham bat SI rigay khi xu5t
hi^n cac Iri6u chiing nay.
Be gi6m Ihi6u riguy co xuat hi6n bign co bat 101, can sir dung SIadlofen Supp. a 116u hang rigay Ih5p nh5i co hieu qua Irong thin gian
rigan nh5t co the.
Can can nhac can Ih^n khi sir dung diclolenac cho benh nhan c6 c6c y6u 10 riguy co xu5i h ^n cac bign c611m in^ch to rel (nhu tang
huy6t ap, tang lipid huy6t thanh. dai that dubng, righi6n thudc Ia).
Anh hu^,, g tr6n rim in^ch va mach in au nao
Benh nhan suy tim sung huy6t (00 I theo phan do chic nang coa suy tim theo H^I Tim New York - NYHA) ho^c benh nhan co y6u 16
riguy co dang kg v^ bign co Iim mach (nhu tang huy6t ap, tang lipid mat, dai Ihao dubng, hut Ihu6c) chi nth dieu mm bang diclofenac
sau khi can nhac can than.
\A cac riguy co Iim mach coa diclofenac co the tang theo reu va Ih6. i gian sir dung nen dung Ihu6c irong Ihdi gian rig8n nh5t co the
va 116u hang rigay Ihap nhai co hi6u qua. Can danh gia dinh ky nhu cau coa benh nhan 66 am 916m Irieu chiing va dap ling di^u In.
Can theo d6i va hu6. rig dan sir dung Ihlch hop cho nhO, rig benh nhan co han sir tang huy6t ap va suy 11m sung huy6i (do I theo
phan do ch!I'c nang coa suy Iim theo H6i T in New York NYHA) vi tinh trang giO. nLrdc va phu da dutyc bao caO khi di^u tr! bang
NSAID, ba0 96m diclofenac.
Do lieu thti' righi6m lain sang va d!ch 16 hoc da chi re riguy co tang cac bign co huy6t kh6i dong mach (nhu nh6i man co Iim h06c cot
quy) lien quan den viec sir dung diclofenac, d^c bi^t 61 ^u caO (150 ing/rigay) va 61^u to Iau dai.
Benh nhan n6n canh giac vdi cac d5u hi^u va 11 eu chung coa cac bign c6 huy6t kh6i d^rig mach righiem Irong (nhu dau rig VC, kh6
tnn. suy nhuqc, n6i lap), co the xay re ina kh6ng co canh bat. Benh nhan han dutyc hub. rig dan den g^p bac sT rigay I^p inc trong
Eru6'rig hop x6y re bi6n co nhLr vay.
Anh budr, g buy6t hoc
Trong qua innh di^u in k60 dai bang did Dienac, cung nhu cac NSAID khac, khuy6n caO theo doi cong Ihtic in au.
D clotsnac co the in ch6 inu^n righich s\r kgt tap I6u cau. Can theo d6i can than d c6c benh nhan b! khi6m khuy6t v6 cam mat.
tang xuat huy6i ho^c bat thudng v^ huyei hoc
nan sir hen

01 b^nh nhan hen, viem mm dj ling theo incla, sung ni6m in^c mai (nhu polyp mai), benh ph6i tac righ6n in^n tinh ho^c nhi6m tmng
man tinh dudng h6 hap (dac bi6t rigu comen quan den cac meu chung 96ng viem mai dj ling), cac ph6n ling vin NSAID nhu cac con
hen kich phat (dutyc 901 Ia kh6ng dung nap Ihu6c giam dau/hen do Ihu6c g am dau). phD Quincke ho^c n6i may day thudng g^p han
6 nhO. rig b^nh nhan khac. Do do, can d^c bi6t Ih^n irong 6 nhO. rig benh nhan nay (chuan bj san sang phuong lien cap con). Cong
can chO y d^c bi6t 00 vd nhtrng b^nh nhan da fung b! d ung v6 cac chat khac, nhu cac phan ling da, rigiia ho^c may day.
Gi6ng nhLr cat thu6c 11. c ch6 hoat dong t6ng hop prosiag andin khac, did ofenac sodium va c6c NSAID khac co the gay co that ph6
quan rigu dong cho benh nhan dang mac hoac co 11^n sir hen ph6 qu6n.
Khd nang sinh san 6, ph{, nO,
Viec sir dung diclofenac co the lain gi6m kh6 nang s nh san 6' phu nO. va kh6ng duqc khuy6n caO d nhO. rig ph\I nit dang mong inu6n
c6Ihai. d nhO'rig phu rin. kh6 thu Ihai ho^c dang duoc dieu Irj v6 sinh. nQn can nh6c v ec rigung sir dung dic ofenac.
Stadlofen Supp. co chua dudi I mm01 (23 ing) sodium irong mai vien, v6 co ban dugc xem nhu "kh6ng chua sodium".
SI> dung thu6c cho phi, nO, c6 thai va cho con bii
Ph, , n^. c6 that
SLr tic ch616ng hop prostaglandin co the anh hLr6. rig xau den thai ky varho^c s\r phai trign coa ph6iithai nhi Do in^u tir cac righi6n cou
d!ch re hoc cho Ihay riguy co say Ihai varho^c dj ^t rim va Ihoai vj thanh bung tang Ien sau khi sir dung Ihu6c trc ch6 16ng hq'p
prostaglandin tong trioi I^ dau mang that. Nguy co Iuy^I 66i v6 dj ^I Iim mach da tang my dudi I% 101 khoang 1.5%.
Nguy co duoc cho Ia tang theo lieu va Ihb. I gian di^u Iri. d dong v^I, viec so dung chat uc che 16ng hop prosiaglandin cho Ihay da
dan den gia lang mat ph6i iru6c va sau qua innh lain 16 coa ph6i va gay ch6i ph6i-tha .
Ngoai ra. ty Ie mac cac di tai khac nhau lang 16n, bao g6m ca 11m mach, da duoc b60 caO d dong vat duoc cho sir dung chat tic ch6
t6ng hqp prostagland'n irong giai do an hinh thanh cac h^ co quan. Ttr tuan Ihii 20 coa Ihai ky tr6, di. viec sir dung diclofenac co the
gay thi6u or do adj loan chiic nang than cm thai nhi. Di^u nay co the xay ra rigay sau khi bat dau dieu am va thudng h6i phvc khi
rigtrng thu6c. Ngoai ra, da co bao caO v611nh Irang co that dong mach sau khi dieu mm irong ba thang giO. a Ihai ky, hau hat d^u kh6i
sau khi rigung d au Iri vi vay. Irong ba thang dau va ba thang gin. a coa Ihai ky, kh6ng n6n dong diclofenac trtr khi in^t can Ihi6i. N6u
ph\I nO. Gang mong inu6n c6Ihai h06c Irong ba thang dau hoac ba thang giO. a coa thai ky da sir dung diclofenac, n6n dong lieu Ihap
nhai va Ihb!I gian di^u to cang rig6n cang 16t. N6n can nhac the a d6i iru6c khi sinh tinh Irang Ihi6u 61 va co that 6ng dong mach sau
khi tiep XIIC VCIi diclofenac liong vai rigay k6 itr tuan Ihai thiir 20 tr6. di. N6n rig, rng sir dung diclofenac n6u phat hi^n Ihi6u 61 ho^c co
that 6ng dong mach
Trong ba thang cu6i coa that ky, , 151 c6 cac chat tic ch6 t6ng hop prostaglandin d6u c6 riguy co phoi nhi6m ph6i mai adj.
Doc tinh Iren 11m ph6i (co thaUd6ng coin 6ng d6ng mach va tang huy6t ap ph6i);
R6i loan chii. c nang than.
Ngubi me va Ir6 so sinh van cu6i thai' Ity co Ih6 bj:
Keo dai th6'I gian chay inau, tat dung ch6ng kgi tap tieu can co Ih6 x6y re rigay ca 6' 116u rat Ih5p;
17c ch6 co b6p ttr cung jam qua tnnh chuy6n da chain ho^c k60 dai.
Vi v^y, ch6ng chi dinh diclofenac irong ba thang cu6i Ihai ky.
Phv rig, cho con b, I

9.

Gi6ng nhu cac NSAID khac, did Dienac of vao sira me v6i in^I Iuqng nh6. Do do, kh6ng nen dong diclolenac irong Ih6. I gian cho con
bu d6 tranh nhO. rig Iac dung kh6ng mong inu6n 6Ir6.
Kha nang sinh san 6, phq, rig,
V ec sir dung diclofenac co the lain giam kh6 nang sinh san 6 ph\I nO. va kh6ng duoc khuy6n caO 6, nhO'rig phu rin. dang mong inu6n
c6Ihai. O nhD. rig ph\I nO, kh6Ih\I Ihai ho^c dang dutyc dieu in v6 sinh, n6n can nhac viec rigCrng sir dung diclofenac.
Anh hadng coa thu6c 16n kha nang Iai xe, v^n hanh may in6c
Benh nhan bj r6i loan thj giac, hoa mat, ch6ng mat. bu6n rigd, r6i loan he than kinh trung uong rigO ga hoac met in6i khi dong NSAID
nen Iranh Iai xe ho^c van hanh may in6c.
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,. I. . Turong t6c. twong ky coa thu6c
Tub, ,g tdc coa ,hu6c

Cat Iuong tac sau day bao gain nhO, rig tvong Iac duoc quan sal Ih5y vin v en han khang to day diclofenac vatho^c cac dang
bao ch6 khac coa didorenac.
Lithium

NGu sir dung dong IhO'I, did ofenac co the lain tang ribng d^ lithium. Khuy6n caO Iheo d6i nong do lithium irong huy6i thanh.
Digoxin

N6u dong d6ng rhoi, d CIOfenac c6 the lain tang ribng do digoxin Irong huy6t Iuong. Khuy6n caO theo d6i ribng do digoxin trong
huy6t thanh.
Thu6c IQi tieu va Ihu6c ch6ng tang huy6t ap
Gi6ng nhu coc NSAID khac, sly dung d6ng thdi diclofenac VC, i Ihu6c 10i lieu va Ihuoc ch6ng tang huyet ap (nhu Ihu6c chen beta,
thusc us ch6 enzym chuy6n angioiensin (ACE)) co the lain giam Iac dung ch6ng tang huy6i ap coa chung thong qua *c ch616ng hqp
prostaglandin 96n mach.

Vi v^y, nen than trqng khi dung ph6i hop va nhO. rig b^nh nhan. d6c biQt Ia rigLrb. i caO Iu6i, n6n dutyc theo doi huyei ap dinh ky.
Benh nhan can duqc bO nudc day do va can can nh6c theo d6i chiic nang than sau khi bat dan di^u am dong Ihb. i va dinh ky sau do.
d^c bi^I d6i v6i Ihu6c 101 tieu to thu6c trc ch6 ACE do lang riguy co nhi^in doc Ih^n.
C6c Ihu6c gay tang kali huyCt
01^u 171 dong Ihb. i v6, i Ihu6c IQi tieu 910 kali, ciclosporin, Iacrolimus ho^c minethoprim co the lain lang n6ng do kali huy6t thanh, do do
can duo'c theo dai thudng xuy6n.
CAC thu6c ch6ng 66ng in au va thu6c ch6ng tieu cau
Nen than irong vi dung dang Ihb. i co the jam lang riguy co xu5t huy6t. M^c do cac righi6n cou lain sang kh6ng cho Ihay diclolenac
anh hub, rig den tat dung cm thu6c ch6ng 66ng in au, nhung co bad caO v^ lang riguy co xu6t huy6i d nhtrng b^nh nhan dung dong
Ih6, I diclofenac va Ihu6c ch6ng dong mat. Vi v^y, 66 ch6c chan kh6ng can Ihay doi 11^u Ihu6c ch6ng dong in au. can phai Iheo do I
ch^! che nhO, rig benh nhan nay. Nhu cac Ihu6c ch6ng viem kh6ng steroid khac, dic ofenac 6,116u caO co the itc ch6Ihu^n righjch sv
kgt I^p 116u cau.
Cac thu6c NSAID kh6c ba0 96m Ihu6c 11^c ch6 chqn IOC cyclooxygenase-2 va corticosteroid
Dong d6ng IhO. I dic orenac v6i cac NSAID dong dudng loan than ho^c corticosteroid khac co the lain lang riguy co xuat huy6, ho^c
1061 dudng tieu h6a. Tranh sir dung d6ng Ih6'i hai h06c nhi6u NSAID.
Cac thu6c IDC ch6 tai h5p thu serotonin co chqn IOC (SSRI}
Sty dung d6ng thin SSRI co the jam tang riguy co xu5t huy6t tieu h6a
C6c Ihu6c dieu mm dai th60 awing
Cac righien c!iru lain sang cho Ihay diclolenac c6 the duoc dong cong v6. i cac Ihu6c 61^u tr! dai thao duong dang u6ng in a kh6ng
anh hubng den hieu qua tr6n lain sang. Tuy nhi6n. da co cac bao caO ri6ng 6 v^ ca inc dung ha glucose huy^t va tang glucose huy6t
n6n can phai thay d6i 11^u c, a Ihu6c di^u in dai Ihao dudng irong qua trinh dieu in bang diclofenac. Vi Iy do nay. viec theo doI
ribng do glucose huy6t duoc khuy6n caO nhu in@I bi^n phap phong rigua irong qua winh di^u trj dang thfyi.
Mathotrexate

Diclofenac co th^ tic ch^ sir Ihanh Ihai methotrexate 6' orig than do do am lang ribng do methotrexate. Can Ihan irong khi dong
NSAID, bao g6m didorenac. dudi 24 g O. tru6c kh di^u Ir bang methotrexaie. v ribng do methoirexate Irong mat co the tang va lain
tang doc tinh coa Ihu6c. Cac iru6, rig hop rig600c righi6m Irong da duoc bao caO khi methoirexate va NSAID bao g6m ca duolenac
duqc dong irong vong 24 916. TUGng Iac nay thong qua Irung g an tich uy methotTexate do giam bai liet qua than kh co su hien di^n
coa NSAID.

Ciclosporin
01clolenac, gi6ng nhu c6c NSAID khac, co the lain lang d6c tinh tr6n than coa cic OSpor n do tat dung 16n prostaglandin d Ih^n.
Vi v^y. n6n dung reu Ihap han in^u dong cho b^nh nhan kh6ng dong ciclosporin.
Tacrolimus

C6 the tang riguy co doc 11nh Ir6n Ih^n khi dong NSAID cong vdi Iacrolimus. Di^u nay co the thong qua nung 91an Iac dung khang
prostagladin d Ih^n coa ca NSAID va Ihu6c tic ch6 calcineurin.
Khang sinh nh6m quinolone
Co Ih6 x6y ra co giai do Iuong t6c giO. a quinolone va NSAID. Di^u nay co the xay ra 6' nhO'rig benh nhan co hoac kh6ng co lien sir
d6ng kinh ho^c co gi^I tnn6c do. \A vay, can can nhac th^n irong khi sir dung quino one d nhO. rig b^nh nhan dang dung NSAID
Phenytoin

Khi sir dung phenyloin d6ng rhoi v6. i diclofenac, nen theo doI nong do phenylo n tong huy6t Iuong do dry do an co the lang ribng do
phenytoin.
Colestipol va cholestyramine
NhO. rig Ihu6c nay co the lain chain ho^c giam hap thu dialolenac. Vi vay, nen dong diclofenac it nh5t I gin tru6, c hoac 4 d^n
6910 sau khi dong colestipol/cholestyramine.
Glycoside tim

d nhD, rig benh nhan sir dung dong thb. i 91ycoside Iim va NSAID c6 the am tram trqng them 11nh Irang suy Iim, 91am a61qc cau Ih^n
(GFR) va lang ribng do 91ycos de irong huy6! toong.
Mifepristone
Khong nen su dung NSAID irong 8 - 12 rigay sau khi dung mileprisione vi NSAID co the am 91am Iac dung coa inifepristone.
C6c thu6c I^c ch6 in^nh CYP2C9

Can than Irong khi k6 don d6ng Ihb. i diclofenac v@i Ihu6c 11c ch6 manh CYP2C9 (nhLr vor conazole). d 6u nay co the dan den tang
dang k6 ribng do dinh Irong huy6i tuong va intrc tiep XIIc vdi diclofenac do 17c ch6 sly chuy6n h6a did Dienac.
Tub, ., g ky coa thu6c
Do kh6ng c6 cac righi6n cou v^ tinh Iuong ky coa Ihu6c, kh6ng Iron Ian Ihu6c nay v6 cac Ihu6c khac
Tac dung kh6ng mong inu6n ciia thu6c
Nguy co huy6t kh6i Iim mach: Cac Ihii. righiem lain sang to djch t6 duoc hoc cho th5y viec sir dung d CIOfenac colien quan den lang
riguy co xu5i hien bi^n c6 huy6t kh6i tin mach (nhLr nh6iinau co mm ho^c dot quy). dac biet kh sty dung diclofenac a theu caO
(150 ing/rigay) va k60 dai (xem inuc 8 Canh b60 va Ih^n trong khi dong Ihu6c).
Cac Iac dung kh6ng mong inu6n coa Ihu6c duqc fuel k6 dudi day duoc phan theo oai co quan va tan suat Tan suat duoc xac dinh
Ia: Rat thudng g^p (ADR a 1/10), thudng g^p my100 s ADR < L/10). it gap (111,000 s ADR < 1/100), h 6m g^p (1/10.000 s ADR <
111,000). rat hi6m g^p (ADR < 1/10.000), chua to tan suat (kh6ng the Lrdc 11nh to cat do, 11^u co san).
Cac Iac dung kh6ng mong mudn sau day ba0 96m nhO. rig Iac dung duqc ban caO khi sir dung rigan han ho^c dai han.
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M6u va bach huy6t
Rat hi6m g^p
He mien d!ch

Hi6m g^p
Rat hi6m g^p
Tam than

Rat hi6m g^p
H^ than kinh

Thudng g^p

Hi6m gap
Rat hi6m g^p
Chua r6 tan su6i

Mat

Rat hi6m g^p R6i loan Ihj 91ac, nhin intr. nhin d6i.
ChLra r6 tan suat Viem day than kinh am giac.
Tai va tai trong
Thudng gap

Rat h 6m g^p
Tim

it gap*
Chua to ian su5t

Mach in au

Rat hi6m g^p Tang huy6i ap, ha huy6t ap, v 6m mach
H6 h5p, rigq, c va trung that
Hi6m g^, Hen ph6 qu6n (bao g6m kh6Ihd)

Viem ph6iRat hi6m gap
Tieu h6a

Thudng g^p

Hi6m g^,

G am I6u cau, 91am bach cau, Ihi6u in au (ba0 96m Ihi6u inau tan huy6t va Ih 6u inau bat san). mat bach cau hat'

Qua man, phan ling phan ve va 10ai ph6n v^ (ba0 96m h^ huy6t ap va s6c)
Phti mach than kinh (ba0 96m phti in^I).

Mat phuong hub, rig. tram cam, mai rigO, ac mong, cau kinh, adj loan jam than.

Dau dau, hoa mat.

Bu6n rigti. met in6i

D! cam. suy giam in nh6, . co gi^I. 10 au, run, viem mang nao v6 khuan. to I loan v! 91ac, tai bign mach inau nao
L0 16n, ao giac, adj loan cam giac, kh6 ch!u.

Ch6ng in^I.

U to . suy giam thinh IVC.

Nh6i in au co mm. suy 11m, danh Ir6ng rig VC, dau riguc
H6i chii. rig Kounis

Rat hi6m gap

Chua to tan su5i Viem to Irang heu in au CLIc 00.
Gan in, ,

Thudng g^p
Hi6m g^p
Rat hi6m g^p
Da va in6 duoi da

Thudng g^p

Hi6m g^p
Rat hi6m g^p

Bu6n non, non, tieu chay, kh6 tieu. dau bung, day hoi. chan an.
Viem da day, xuat huy6i lieu h6a, n6n re mat. fugu ch6y xuat huy6i. phan den, 1061 dudng tieu h6a co ho^c
kh6ng xu5t huy6t ho^c thong (doi khi gay it vong, d^c bi6i d rigLrO. i caO Iu6i).
Viem dai Irang (ba0 96m viem dai trang xu5t huy6t va dot cap viem 106t dai Irang ho^c benh CTohn), Iao bon,
viem mieng (kg ca viem 10ei mieng). vein lord . r6i loan IhVC quan. hep ru6t gi6ng co hoanh. viem coy.

Tang transam riase

Viem gan, vang da, r6i oan chuc nang gan.
Viem gan 16 cap. hoai it gan, suy gan

Th^n va tiet ni^u

Rat hi6m g^p
H^ sinh san va vi,

Rat hi^in g^p Bat IVC.

Toan than va tai c dong thu6c
Hi6m g^, Kich ling tai ch6 dong Ihu6c. phO n^.

* Tan su5t ph6n anh do' lieu tit vi^c d, ^u try k60 dai vd, I, au caO (150 ing/rigay).
00.11^u Ihi} righiem lain sang va d!ch 16 hoc Iu6n hub. rig den riguy co gia tang cac bign co huy6t kh6i dong mach (vi du nh6i in au co Iim
hoac dot quy) lien quan den vi^c sir dung diclofenac. dac bi6i 6,116u caO (1.50 ing/rigay) va khi di^u un k60 der.
Thong ban rigay cho b6c si ho^c dugc SI khi g^p cac Iac dung kh6ng mong inu6n nhu tr6n khi sty dung Ihu6c ho^c bao caO cac ph6n
ung c6 hai coa Ihu6c v^ Trung jam Th6ng tin thudc va Theo doI phan ling c6 hai coa thudc (ADR) Qu6c Gia. 01a chi: 1.3 - 15 L6 Thanh
T6ng - Hoan Kern - Ha N^I. Dien ihoai: 024,39335.618; Fax: 024.3.9335642; Email: di PVCenter@ginal. coin.
Qualiau va cach XI> in
Tri6u chin,
Kh6ng c6 benh canh lain sang dien hinh do dung qua Ieu diclofenac. Qua 11^u c6 the gay ra cac trieu chung nhu aau 65u. bu6n non,
non, dau vung IhLrqng vi. xuat huy6t tieu h6a. lieu chay, ch6ng in^t. mai phLrong hu6. rig, kinh d6ng, h6n me. rigti ga. O tai, rigal xiu ho^c
co 91^I Trong iru6, rig hop rig^ d^c nang co Ih^ xay re suy Ih^n cap va 16n Ihuong gan.
XIi, tr,

B^nh nhan can duoc d ^u in Ir eu ch!ing theo y6u cau. Co gi^I thudng xuyen ho^c k60 dai nen duoc di^u Ir! bang diazepam tern ITnh
mach Cac bi6n phap khac co the dryqc chi dinh toy theo tinh irong lain sang cm benh nhan.

Phat ban.

May day.

Ph6t ban bong nor6. c, chain, ban do. h6ng ban da dang, h@I chii. rig Stevens-Johnson, hoai Itr bigu bi nhi6m doc
(h@I chung Lyell), v em da tr6c vay, rung IOC. phan 17ng nhay cam VC, I anh sang, ban xu5i huy6t. ban xu5t huy6t
d! ling, rigiira

Suy Ih^n cap, tieu re in au, protein nieu, h@i chii. rig than hu, viem than k6, hoqi to nhU Ih^n.
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,. 4. D^c tinh duoc IVC hoc
Nh6m dune dy?: Thu6c ch6ng viem, ch6ng Ihap kh6. p. kh6ng steroid; dan xu6t cm acid acetic to cac chat an quan
M8 ATC: MOIAB05.

Co ch6 tdc dung
Did orenac sodium Ia in^I hop chat kh6ng steroid co d6c tinh gi6m daulch6ng viem to rel. Day Ia Ihu6c 11c ch6 prostaglandin
synthetase (cyclo-oxygenase).
in vitro, diclofenac sodium kh6ng *c ch6 sinh 16ng hop proteoglycan Irong sun d nong do tuong duong v6. i nang do del dugc 6 rigubi.

,. 5. a^c tinh duoc d@rig hoc
Hap thu
Hap Ihu nhanh ch6ng in^c do 16c do hap Ihu chain han so vdi vien n6n bao tan trong ruqt dong dudng u6ng. Sau khi dong vien dan
50 ing, ribng do dinh Irong huy6t Iuong dai dutyc nung binh irong vong I gi6. , nhLrng ribng do 16i co Iren in61 don vi 11^u bang khoang
2/3 ribng do der duoc sau in dong vien n6n bao tan irong rubt (1.95 t 0.8 Fig/in I (,., 9 pg)/in I = 5.9 p in o1/1)).
Sinh khd dung
Gi6ng nhu cac ch6 ph6m u6ng. AUC x5p xi bang in@I nO. a gia in Ii^u liem.
Tinh tramg dutyc dong hoc khOng thay d6i sau khi dong 16u lap Iai. Kh6ng xay re Iich my Ihu6c, inI^n Ia Iuan tnn khoang c6ch
khuy6n caO giO, a cac 11^u dong.
Phan b6

99.7% hoat chat lien kgt v6. i protein, cad y6u v6, i albumin (99.4%).
Did orenac vao duoc hoat djch, nthg do adj da do duqc Iuc 2 - 4916. sau khi dat dutyc ribng d^ dinh Irong huy6t unong. Th0. I 91an ban
Ihai bigu ki6n d6Ih6i trtr kh6i hoat d!ch Ia 3 - 6 gi6. . Hai g 01 sau kh del nong do dinh Irong huy6t Iuong, ribng do hoat chat trong hoat
djch da caO han Irong huy6t wong va duy in 6 intrc caO han cho den 12 giO'.
Did orenac da duqc phat hien d ribng 00 theip (100 rig/in ) hang sun me 6 inqt ba me dang cho con bu Wong Ihu6c u6. c tinh ina
Ir6 u6ng my sira me Iuong duong v@i lieu 0.03 ing/kg/rigay.
Chuy6n h6a
Sinh chuy6n h6a cm diclofenac toy re in@I phan bang qua innh 91ucuronid h6a phan Itr riguy6n ven, nhung cad y6u^
hydroxyl h6a va methoxyl h6a in@I Ian va nhi6u 15n Iao re nhiEu chat chuy6n h6a phenolic, phan 16n nhti. rig chat na
thanh dang lien hop glucuronid. Hai chat chuy6n h6a phenolic co hoat tinh sinh hoc nhung 6 intrc 66 Ihap han

Do thanh Ihai toan phan coa diclofenac irong huy6! toong Ia 263 t 56 in Up hot (91a trj trung binh = do Iech chuan). Thai
cu6i cong liong huy6t Iuong Ia I 291fy. B6n trong s6 cat chat chuy6n h6a. ba0 96m hai chat co hoat tinh, cong co Ih6.
irong huy6t tuong rigan to I - 3 gi6. '
Khoang 60% lieu dong duqc ba 1161 qua ntr6c I6u dud dang lien hqp glucuronid coa phan to riguyen Yen va dudi dan hat chuy6n
h6a, phan 10n nhO. rig chat nay cong dutyc chuyen thanh lien hop 91ucuronid. Dudi I. % duqc bat t 61 dudi dang kh6ng d6i. Phan con
iai coa in^u duqc thai trU' dudi dang chat chuy6n h6a qua in^I Irong phan.

Chua quan sal Ihay sir khac bi6t lien quan d^n d6Iu6i trong qu6 tnnh hap Ihu, chuy6n h6a h06c Ihai tnn coa Ihu6c, rigoai phat hi^n 6,
5 b^nh nhan caO Iu6i, iruy6n tinh mach Irong 15 phil dan den ribng do tong huy6t Iuong caO han 50% so v6. i d\r ki6n a nhO, rig
d6i Iuqng Ir6 kh6e manh.
SuyIh^n
O nanng benh nhan bj suy Ih^n, kh6ng co su tich my hoai chat co the suy re ttr cong hoc don 116u khi dong reu thong thudng. d
do thanh Ihai creatinin dudi 10 in liphOi, ribng do coa cat chat chuy6n h6a hydroxy trong huy6i Iuong 6, Irang Ihai 6n dinh caO han
khoang 41an so vdi rigudi binh thudng. Tuy nhien. cac chat chuy6n h6a cu6i cong dryqc dao that qua in^I.
Suy gan
d nhO. rig benh nhan viem gan man jinh hoac xo gan kh6ng mat bu. dong hoc va chuy6n h6a coa diclofenac gi6ng nhu d b^nh nhan
kh6ng mac benh gan.

1.6. Quy cach dong 96i
Hop I vi x 5 vien
Hop 2 vi x 5 vien.

a. 7. Dieu ki^n bao qudn, han diing, tieu chuan chat 11rqng coa Ihu6c
,. 7.1. Di^u ki^n bao quan

BaO quan Irong bao bi kin. noi kh6. Nhi6t do kh6ng qua 30'(:
,. 7.2. Han dong

24 thang kg un rigay san xu5t
17.3. Tieu chuan chat Ingng

TCCS.

1.8. Ten, dja chi coa co so san xuan thu6c

C6ng ty TNHH LD Stellapharm - Chi nhanh L
S640 dai 16 TV Do, KCN Viet Nam - Singapore.

P An Phii, Tp. Thuan An, T. Binh Duong, V 6t Nam
DT: (+84274) 3767470 Fax: (+84274) 3767469
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