) NOVARTIS

Rx - Thuéc ban theo don
Voltaren®
(diclofenac natri)

Thubc khang viém va chéng thép khop, khong
steroid, 1a din xuét clia acid acetic.

MO TA VA THANH PHAN
Dang bao ché

Vién nén khéng tan trong da day.
Hoat chét

Hoat chét 14 diclofenac natri.

Mét vién nén khéng tan trong da day chira 25
mig hodic 50 mg diclofenac natri.

Danh myc ddy d0 cac ta dugc, xem phin TA
Durorc.

Cac dang bao ché 6 thé khdng c6 san tai mdi
nwéc,

CHI BINH

Pidu tri:

«  Viém va cac dang thodl hoa ctia bénh thip
khérp: viém khép dang thép, viém khép
dang thdp & thidu nién, viem dét séng
clrng khép, viém xuwong khérp, viem khop

dbt séng, hdi chieng dau cit sbng, bénh
th&p khéng phai & khevp.

« Dot chp clia bénh gut.

» Pau sau chén thwong, dau sau md, viém
va sung, vi dy sau nhd ring hodc phiu
thuét chinh hinh.

=  Cactinh trang dau vafhodc viém trong phy
khoa, vi dy dau byng kinh tién phat hoac
viém phéan phy.

LIEU LIPONG VA CACH DUNG

Ligu lirgrng

Theo khuyén cao chung, lidu ding nén dugc

dibu chinh theo tirng bénh nhan. Cac tac dyng

khéng mong muén co thé dugc gidgm thidu toi
da bang cach sl dyng lidu thap nhat co higu
qua trong thixi gian ngén nhét cén thidt dé kiém
sodt tridu chimg (xem phin CANH BAO VA

THAN TRONG). Liéu t5i da khuyén cdo Ia 150
mg/ ngay.

Nhém déi tirong chung: ngwéi lém

Lidu khéri dAu khuyén cdo hang ngay 14 100-150 mg.

Trong cac tredng hep nhe hon clng nhw trong
diéu trj dai ngay, lidu 75-100 mg/ngay thurirng la
du.

N6i chung tdng lidu hang ngay nén chia lam 2-3
l4n. D& ngan chan con dau ban dé&m va cing
khérp budi sang, b thé bd sung didu tri cac vién
nén trong ngay béng cach dang thém mdt vién
dat lte di ngli (1ng liBu 18] daingay 14 150 mg).

Trang chirng dau bung kinh tién phat, lidu hang
ngay nén duoc didu chinh theo tirng bénh nhan
va thurdrng tir 50-150 mg. Nén dung mét lidu
50-100 mg luc khéi dau va néu cén, ting 1&n trong
lidu trinh vai chu ky kinh nguydt dén t&i da 200
mg/ngay. Nén bét ddu didu tr khi 6 trigu chirng
dau tién va tay thude vao tridu ching hoe, tiép
tue didu tri trong vai ngay.

Nhém déi i biét
Bénh nhan nhi (dwéi 18 tudi)
Tré em tir 1 tudi tr& 1&n va thiéu nién nén ding

0,5 - 2 mglkg thé trong/ngay chia lam 2-3 lan,
tiy thudc vao d6 trdm trong cha bénh. Dé didu
trj viém khép dang thép & thiéu nién, lidu hang
ngay cé thé tang 1&n dén ti da 1a 3 mg/kg/ngay,
chia lam nhiéu 1&n.

Khong dugc vegt qua lidu tdi daingay 1a 150
mg.

Do ham lwgng cao, khdng khuyén ding vién
nén bao tan trong rudt Voltaren 50 mg cho tré
em va thidu nién duwdi 14 tudi; ¢o thé ding vién
nén bao tan trong rudt Voltaren 25 mg & nhitng
bé&nh nhan nay.

Bénh nhan cao tudi (Tir 65 tudi trér 1én)

Mée di cac déc tinh dwge ddng hoc cda Voltaren
khiing bi suy gidm dén mirc co ¥ nghia lam sang
& ngudri cao tudi, cac thubc khang viém khdng
stercid nén dugc sif dung mdt cach than trong
dac biét cho nhirng bénh nhan Ion tudi nay — 14
nhitng ddi tirgng dé& gap bién cb bét lgi. Dac
biét khuyén c4o nén st dyng lidu thip nhit o
higu qué cho cac ddi tirgng bénh nhan gia yéu
hodc nhe can va cic bénh nhan nay cin dugc
theo ddi tinh trang xuit huyét tiéu héa trong
qua trinh tri ligu khang viém khang steroid (xem
phén CANH BAO VA THAN TRONG).

Suy tim sung huyét (phan loai NYHA 49 1)
hodc cac yéu té nguy co tim mach guan
trgng.

Céc bénh nhan suy tim sung huyét (phan loai
NYHA d |) va bénh nhan cé cac yéu 16 nguy co
tim mach quan trong chi diéu rj véi Voltaren sau
khi can nhic ki va & lidu < 100 mg mét ngay
néu didu trj trén 4 tudn (xem phin CANH BAO
VA THAN TRONG).

Suy gan

oltaren chéng chi dinh trén bénh nhan suy gan
{xem phan CHONG CHI DINH).

Khéng c6 nghién clru riéng bigt dugc tién hanh
trén bénh nhan suy gidm chirc ndng gan, vi vay
khéng dwa ra khuyén cao didu chinh lidu trén
dbi twong bénh nhan nay. Can than trong khi
str dyng Voltaren cho b&nh nhan suy giam chirc
nadng gan tir nhe dén trung binh (xem phén
CANH BAOD VA THAN TRONG).

Suy thin

Voltaren duge ching chi djnh trén bénh nhan
suy than (GFR < 15 mL/phat1,73 m?) (xem
phan CHONG CHI BINH).

Khang eb nghién cdru rigng bigt dwgre tién hanh
trén bénh nhan suy giam chirc nang than, vi vay
khéng diwra ra khuyén céo diéu chinh ligu trén
dbi twegng bénh nhan nay. Can than trong khi
s(r dung Voltaren cho b&nh nhan suy giam chirc
néng than (xem phin CANH BAO VA THANM
TRONG).

Cach ding

Cac vién nén duge nubt toan bd véi chit 16ng,
tét nhét 14 trede bilra 4n, va khang duoe phan
chia hoac nhai.

CHONG CHI BINH

s P& bidt qua mén cdm véi hoat chét hodc
bét ky t4 dugce nao cla thude.

=  Bang b loét, xudt huyét, hodc thing da
day hodc rudt (xem phén CANH BAD VA
THAN TRONG).

* 3 thang cudi cha thai ky (xem phan PHU
NI CO KHA NANG MANG THAI, CO
THAI, CHO CON BU VA CO KHA NANG
SINH SAN)

. Suy gan nang

=  Suy than nang (GFR < 15 mbL/phit/1,73
=),

s Ciing nhw cac thube khang viém khang
steroid (NSAID) khac, Voltaren ciing
chong chi djnh & nhirng bénh nhan ma cac
con hen, ndi mé day hodc viém mai cAp dé
xay ra do acid acetyl salicylic hodic NSAID
khac

»  Tién str xudt huyét tiéu hoa hodc thing da
day lign quan dén didu tri NSAIDs.

= Suy tim sung huyét (phan loai NYHA 48 Il -
IV), bénh tim thidu mau cyc bd, bénh déng
mach ngoai bién vafhodc bénh Iy mach
nao

= Tréem co cén nang dudi 35 kg (khdng phi
hop véi dang bao ché caa thude).

CANH BAO VA THAN TRONG

Doc ky hwdmg dén sir dung trirtre khi ding.
Néu ¢an thém théng tin, xin hoi y kién béc si.

Thuébc ndy chi dang theo sir ké don cla bic
s

Téc dyng trén da day-rudt

Xuét huyét, loét hodc thiing da day rudt co thé
géy tir vong d& dwgc ghi nhan voi tht ca cac
NSAID, bao gbm ca diclofenac, va co thé xay ra
bét ky luc ndo trong khi didu tri, cd hodc khéng
c6 cac triéu chirng canh béo hodc tidn st vé céc
bién cb da day-rudt nghiém trong. N6i chung
nhi¥ng trréng herp ndy o6 hau qua trdm trong
hon & nguéri cao tudi. Néu xudt huyét hodc loét
da day-rudt xay ra & nhirng bénh nhan dang
digu tri bang Voltaren thi phai ngirng thudc nay.

Ciing nhur tht ca cac NSAID khéc, bao gbm ca
diclofecnac, bat budc phai giam sat chat ché vé
y khoa va can phai than trong dac bigt khi ké
don Voltaren cho nhitng bé&nh nhén ¢ cac tridu
chieng réi loan tigu hoa hodic co tién sir goi ¥
vé loét, chay méau hodc thiing da day hodc rudt
{xem phin PHAN FNG BAT LQI CUATHUOC).
Nguy cor vé chdy mau da day-rudt cao hon khi
tang lidu NSAID va & nhirng bénh nhan co tién
siF loét, dac biét néu da co bién ching xudt
huyét hodic thing va & nguwdi cao tudi. Dé lam
gidm nguy co doc tinh dbi voi da day-rudt &
nhirng bénh nhan co tién sir loét, dac biét néu
da co bién ching xuét huyét hodc thing, va &
ngudi cao tudi, nén didu tri khdi dau va didu tr
duy tri v lidu thap nhét co hidu qua.

Nén xem xét didu tr két hop cac thudc bao
vé (nhur cac chit ¢ ché bom proton hodc
misoprostol) déi véi nhirng bénh nhan nay, va
dbi v&i nhitng bénh nhan dang cin sl dyng
dbing thoi acid acetylsalicylic (ASA)aspirin lidu
thap hodc nhirng thubc khac cé khad nang lam
tang nguy co ddi véi da day-rudt.

Bénh nhan cb tién sir doc tinh ddi voi da day-
rudt, dac biét & ngudi cao tudi nén béo cdo bat
ky triéu chirng ndo vé& byng bét thwong (dic
biét 14 chdy mau da day-ruft). Nén thén trong
& nhitng bénh nhan dang ding déng thévi cac
thubc cb thé 1am ting nguy co loét hodc chay
mau nhyr corticostercid ding dwérng toan than,
thuée chbng dong mau, thubc chéng tidu clu
hodc thudc (ke ché tai thu nhan serotonin chon
loc (xem phédn TWONG TAC THUGC).

Céan giam sat y khoa chat ché va phai than trong
& nhirng b&nh nhan bi viém loét dai trang hodc
bé&nh Crohn, vi tinh trang cia hg c6 thé néng Ién
{xem phin PHAN U'NG BAT LQI CUATHUOC).

Téc dyng trén tim mach

Didu trj vai thudc NSAID nher diclofenac, dic
biét & lidu cao va dai han, co thé lién quan dén
nguy co' gia tang clia cac bién cb nghiém trong
vé huyét khéi im mach (bao gbm c& nhdi mau
cor tim va dit quy).

Céc bénh nhan suy tim sung huyét (phan loai




NYHA dé 1) hodc bénh nhan cb cac yéu td nguy
cor tim mach quan trong (vi dy nhu: tang huyét
4p, tang lipid méu, dai théo dudmng va hut thude)
chi nén duge didu tri voi Voltaren sau khi can
nhéc ky va chi & lidu s 100 mg mdi ngay néu
diéu trj trén 4 tudn.

Vi cac nguy cor tim mach cuia Diclofenac c6 thé
tang theo lidu va thoi gian tiép xGc, liBu hang
ngay thap nhét c6 hiéu qua nén duge st dyng
trong thévi gian ngén nhét cé thé. Nan dinh ky
danh gia lai sy cn thiét clia bénh nhan trong
d4ap (rng va digu trj tridu chirng, dac bist khi diéu
tri li&n tyc hon 4 tudn.

Bénh nhan cin canh gidc v&i nhing diu hiéu
vé tridu chiFng cia huyét khéi déng mach (nhu
dau nguc, hoi thé ngan (hut hoi), suy nhugc,
ndi khé) co thé xuét hién ngoai canh béo. Trong
nhitng trwémg hop nhir vay, bénh nhan cén
dugec hrdng din t&i gap bac sT ngay.

Tac dyng vé huyét hoc

Khi diéu trj bAng Voltaren trong mét théri gian
dai, nén theo dbi sb lvong huyét cdu nhu véi
cac NSAID khac.

Cing nhw cdc NSAID khéc, diclofenac c6 thé
(rc ché tam thivi sy ngung tap tidu cAu. Bénh
nhan bj khiém khuyét vé s cam mau can dugc
theo dai can than.

Téc dyng trén hd hap (hen cé tir truérc)

O cac bé&nh nhan bj hen, viém mii dj ing theo
mua, sung nigégm mac mai (nhw polyp mai), bénh
phdi tdc ngh&n man tinh hodc nhiém khuan man
tinh dwérng hd hap (déc biét néu cd lién quan
dén cac triéu chirng nhur viém mii dj ¢ng) thi
cac phan (ng véi thubc NSAIDs nhw cac con
hen kich phat (dwoe gol 14 khing dung nap vdi
céc thude gidm dau/ hen do thudc giam dau),
phi Quinck hodc may day, thuéng gap nhidu
hon & cac b&nh nhan khac. Do do, cin déc biét
than trong v cac bénh nhan nhuwr vay (chudn bj
s&n sang phuong tién cép clru). Cing phai chi
¥ dac biét dbi véi nhirng bénh nhan da ting bi
di &rng véi cac chét khac, nhir phan (ing voi da,
ngira hodc may day.

Tée dung trén hé gan mat

Yéu chu gidm sat y t& chat ché khi ké don
Violtaren cho b&nh nhan suy gidm chire ndng
gan vi tinh trang cta ho ¢d thé nang thém.

Cling nhu véi cac NSAIDs khac, bao gbm
diclofenac, tri s& cla mdt hay nhidu men gan
6 thé tang. Trong qua trinh didu tri kéo dai vdi
Voltaren (nhw vii dang vién nén hodc thudc
dat), theo doi thwdrng xuyén chirc nang gan
dugre chi dinh nhu mét bién phap phéng nglra.
Néu xét nghiém chire ndng gan bét thuémg kéo
dai hodc toi t& hon, néu co dau hidu 1&m sang
hodc trigu chirng lién quan dén bénh gan phat
trién hodc néu cac bidu hign khac xuit hién
{nhr tang bach cAu eosin, phat ban) nén ngung
sir dung Voltaren. Viém gan c6 thé xay ra khi s
dung diclofenac mé khéng cé tridu chirng bdo
trudre.,

Thén trong khi sl dyng Voltaren cho nhirng
b&nh nhén rdi loan chuyén héa Porphyrin gan
vi ¢4 thé gay ra con Porphyrin cép.

Phan (rng & da

Cac phan (rng da nghigém trong, mét s treéng
hgp bi tr vong, bao gdm viém da troc vay,
héi ching Stevens-Johnson va hoai tr bidu
bi nhiém déc da dwgc ghi nhén trong nhirng
treérng hop rat hiém ligén quan véi vigc dung
NSAID, ké ca Voltaren (xem phdn PHAN UNG
BAT LQI CUA THUOC). Bénh nhan eb nguy co
cao nhit vé cac phdn Gng nay sérm trong tién
trinh didu tri, khéi phat phan (ng x3y ra trong

da sb truérng hop trong vong thang diu didu tri.
Phai ngieng Voltaren khi c6 bidu hién dau tién
v& phat ban da, tdn thireng niém mac hodc bt
ky dau hiéu qua man nao khac.

Cing nhw cac NSAID khac, cac phan (rng dj
irng k& c& phan (ng phan vé/phan (rng kidu
phén vé cling cé thé xay ra trong nhirng trerérng
hip hiém gap véi diclofenac ma khéng co fiép
xuc trrdre dé véi thude.

Téc dung trén thén

Bidu tri bang thudc NSAIDs k& ca diclofenac
thirérng gay gilr dich va phu, nén cdn dac biét
chi y khi ding cho bénh nhén bj tdn thuong
chiFc néng tim hodc than, co tién s bj ting
huyét 4p, ngudi cao tudi, bénh nhan duge didu
trj dbng théri véi thudc Igi niéu hodc cac thudc
anh hwédng dén chirc néng thén, va nhing bénh
nhéan mét dich ngoai t& bao do bt clr nguyén
nhin nao, vi du trwéc hodc sau nhikng phéu
thuat Iém (xem muc CHONG CHI BINH). Theo
déi chire nang than 1a bign phap phing nglra
sdm khi ding Voltaren trong nhirng trurdmg hop
nhur vay. Ngirng didu tri thuwémg phyc héi lai
dugc trang thai trudre didu tri.

Bénh nhén cao tudi

Can phai than trong i vé&i ngudi cao twdi dua
vao tinh trang v khoa co ban cla bénh nhéan,
dac biét & nhing bénh nhan gia yéu hodc
nhirng ngwdi nhe can,

Twong téc véi NSAIDs

Nén tranh dung ddng théi Voltaren voi céc
NSAID ding dudng toan than bao gbm ca
cac chét rc ché cyclooxygenase-2 chon lgc
dé trdnh céc tac dung khéng mong mubn thém
{(xem phén TUONG TAC THUOC).

Che I4p ddu hidu nhidm khuin

Ciing nhir cac NSAID khac, diclofenac cé thé
che l&p cac diu hiéu va trigu chimg nhidm
khun do céc ddc tinh dirgre e hoe clia no.

Kha nang sinh san

Cing nhw cac NSAID khac, viéc sir dyng
Voltaren c6 thé lam gidm kha nédng sinh san &
phu ni va khéng khuyén ding & phy ni dang
b géng cd thai, O phu nir gap khé khan dé thy
thai hodic nhing ngudi dang dugc kiém tra vb
sinh, nén xem xét nglrng ding Voltaren (xem
phin PHU NO' CO KHA NANG MANG THAI,
PHU NI CO THAI, PHY NOF CHO CON BU,
PHU N CO KHA NANG SINH SAN).

TUWONG TAC THUOC

Nhitng twong tadc sau day bao gbm nhiing
trrdmg hop d8 quan sat dugo vii vién nén
Voltaren khéng tan trong da day va/hodc cac
dang bao ché khac cla diclofenac.

Céac twong tac nén duwgre xem xét

Chét (rc ché CYP2C9: Than trong dugc
khuyén cao khi ding déng thei diclofenac véi
chét (rc ché CYP2C9 (nhw voriconazole), didu
nay &6 thé gay ting déng ké ndng db dinh trong
huyét twong va ham lugng diclofenac.

Lithium: Néu ding ddng théi, diclofenac co thé
lam tdng néng A lithium trong hu*yét twrong.
Can theo ddi mirc lithium hu*_.rét thanh.

Digoxin: Néu ding ddng thdi, diclofenac cé thé
lam tang ndng d6 digoxin trong huyét twong.
Can theo dai néng 3 digoxin trong huyét thanh.

Thubc lpi tiéu va thudc trf cao huyét dp:
Cing nhw cac NSAID khac, ding déng thoi
diclofenac véi cac thude loi tidu hodc thube tri
cao huyét ap (nhw thubc chen beta, chét (rc ché
men chuyé&n angiotensin - ACE) c6 thé 1am giam

tac dung tri tng huyét ap cla ching. Vi vay,
cn than trong khi ding két hop va céc bénh
nhan, dic biét 1a ngudi cao tudi nén dugc theo
d6i huyét ap dinh ky. Bénh nhén cin dugc cung
cAp nudrc day du va nén xem xét theo dai chire
nang than sau khi bit dau didu tri dbng théi va
sau db theo ddi dinh ky, dac biét ddi véi céc
thubc loi tidu va thudc e ché ACE do tdng
nguy co doc cho than (xem phin CANH BAO
VA THAN TRONG).

Ciclosporin vé tacrolimus: Diclofenac, gidng
nhir cdc NSAID khéc, c6 thé lam ting doc
tinh ddi v&i than cia ciclosporin vé tacrolimus
do tac dung trén prostaglandin & than. Vi vay,
phai diing lidu thip hon lidu thuéng ding cla
c&c bénh nhan khéng ding ciclosporin hodc
tacrolimus.

Thudc géy ting kali mdu: Ding dong thei
v thube lgi tidu gilr kali (nhw Spironolacton),
ciclosporin, tacrolimus hodc trimethoprim c6 thé
lam ting ndng db kali trong huyét thanh, do do
cin duge theo ddi thudng xuyén (xem phin
CANH BAO VA THAN TRONG).

Thube khdng khudn quinclone: Ba cd cac
béo cdo riéng I& vé& co giat do ding ddng thai
guinolone va NSAID.

Céc twong tac di kién dwge xem xét

Cdc thudc khdng viém khéng steroid
{NSAID) khdc véa corticosteroid: Ding déng
theri diclofenac va cac NSAID khac dwding toan
than hodc corticostercid 6 thé lam tang tin
suét cac tac dung khing mong mubn & da day-
rudt (xem phin CANH BAO VA THAN TRONG).

Cic thubc chéng déng méu va thuéc chéng
tiéu cdu: Nén than trong vi diing dbng thei cd
thé lam tang nguy co chay mau (xem phan
CANH BAO VA THAN TRONG). Méc di cac
nghién ciru lam sang khéng cho thay diclofenac
anh hwéng dén tac dyng clia céc thudc ching
déng mau, ¢ nhirng bao céo riéng 1é vé tang
nguy co xudt huyét & nhirng bé&nh nhan dang
ding déng th&i diclofenac va thubc chéng déng
mau, Vi vy nén theo dbi sat nhi*ng bénh nhén
nay.

Chét trc ché téi thu nhin serotonin chon lgc
(SSRI): Dung dbng thei cac NSAID dudng toan
than, bao gom ca diclofenac, va SSRI ¢ thé
lam t&ng nguy co chay mdu dwirng tiéu hoa
(xem phgén CANH BAO VA THAN TRONG).

Thuéc chéng dai thdo dwémg: Cac nghién
clbu 1am sang da cho théy 14 diclofenac co thé
duge ding cing véi cac thube ching dai thao
dudng dang ubng ma khéng dnh hwdng dén
hidu qud 1dm sang cla chung. Tuy nhién, d3
ct cac bao cdo rigng 18 v& ¢a hai tac dung ha
duirng huyét va ting dudmng huyét, bat bude
phéi thay ddi liéu cla cac thubc chéng dai thao
duwéng trong théri gian didu trj bang diclofenac.
Vi Iy do ndy, can theo déi mirc glucose huyét
nhuw 14 mét bién phap phong nglra trong khi didu
trj déng thévi.

Ciing cb cac bdo céo riéng 1& vé nhiém toan
chuyén héa khi sir dung déng thoi diclofenac
wii metformin, dac bidt trén bé&nh nhan suy than
tir trurdre do.

Phenytoin: Khi ding déng thoi phenytoin v
diclofenac, viéc kidm soat ndng dd phenytoin
trong huyét tuong dugc khuyén céo do co sy
tdng theo dy doan v& ham lwgng phenytoin.

Methotrexate: Cin thén trong khi ding NSAID,
bac gbm ¢a diclofenac, dudi 24 gidr trée hodc
sau khi didu tri bing methotrexate, vi ndng 4
methotrexate trong mau cd thé ting 18n va doc
tinh ctia chit nay tang lén.

Cac chét cam tng CYP2CH: khuyén cdo than



trong khi k& don diclofenac dong théi v céc
chét cam trng CYP2C9 (nhu rifampicin), diéu
nay co thé lam gidm co ¥ nghia ndng dd trong
huyét twong va sy phoi nhiém diclofenac,

PHY N’ CO KHA NANG MANG THAI, PHY
NO' O THAI, PHY N(F CHO CON BU, PHY
N CO KHA NANG SINH SAN

Phy ni¥ cé kha ning mang thai

Chua co dir liéu lam sang dugc khuyén céo cho
phu nir cé kha ndng mang thai.

Phu ni¥ o thai

Viée e ehé téng hop prostaglandin cé thé anh
hwéng xiu dén thai ki valhodc sy phat trién
clia phéi/thai. Dir liéu tir cac nghién ciu dich té
hoc cho thdy cd nguy co gia tang viéc sy thai
va'hodc dj dang tim va thoat vj rén sau khi sir
dyng chat (rc ché téng hop prostaglandin trong
giai doan dAu thai ky. Nguy co tuyét déi cla di
dang tim gia téng tl dwoi 1% cho tdi khoang
1,5%.

Nguy cor dugre cho 14 tang theo liéu va thei gian
didu tri. O déng vat vide sir dung chét e ché
téng hop prostaglandin din dén viéc gia tang
thét bai trude va sau qua trinh 1am td cla phoi
va tlr vong & phbi-thai.

Thém vao d6, tang ty 1& mac nhidu dj tat khac
nhau, bao gn‘jm trén tim mach, da dwgc bao cao
trén ddng vat dugc cho ding thudc e ché téng
hgp prostaglandin trong giai doan hinh théanh
céc hé co quan. Néu sir dung Voltaren cho phuy
nik dang cb gang d4u thai hodc trong 3 thang
dAu thai ky, nén ding & liéu thdp nhit va thei
gian tr liéu ngén nhét c6 thé.

Q' 3 thang cudi thai ky, tat ca cac chit (rc ché
tdng hop prostaglandin déu c6 nguy co phoi
nhiém phbi thai vi:

« Dfc tinh tim phdi (gay déng éng ddng
mach sém va tang huyét 4p doéng mach
phéi)

»  Suy chirc ndng than co thé tién trién dén
suy than v& gy thiéu &i

WVao cubi thai ky, ngudi me va tré so sinh cb

thé bi:

» Thdi gian chdy mau kéo dai, finh trang
ching két tap tidu clu co thé xdy ra ngay
ca & nhikng lidu rét thép

o o ché sy co ti cung lam qua trinh chuyén
da bj cham tré hay kéo dai

Vi vay, chéing chi dinh Voltaren & 3 thang cudi
thai ky.

Cho con bii

G’tt‘:-ng nhw cac NSAID khac, diclofenac qua
sira me v lwging nhd. Vi vy, khéng nén ding
Voltaren trong khi cho con bd dé tranh céc tac
dyng khéng mong mudn & tré em,

ANH HUONG TO! KHA NANG LAl XE VA
VAN HANH MAY MOGC

Mhirng bé&nh nhan co réi loan thj gidc, hoa miit,
chéng mat, ngl ga hodc cac rdi loan hé thin
kinh trung wong khac khi ding Voltaren thi
khdng nén lai xe va van hanh may moc.

PHAN IPNG BAT LQ/I CUA THUOC
Bang tom tat cac phan (g bt lgi cda thuée.

Céc phén (rng bit lgi coa thube (Bang 1) tir céc
thir nghigém lam sang va / hodc cac trudng hop
ti phat hay trong y vin duoc ligt ké theo hé
théng phan loai co quan MedDRA. Vé&i mbi loai
hé théng phan loai, phan trng bAt lyi dwgc xép
loai thea dé myc v& thn suét, diu tién la thiréng
gép nhat. Trong mdi nhém tAn sé, phan (ng
phu clia thude duge trinh bay theo thir ty gidm

mirc @6 nghiém trong. Ngodi ra, cac loai tan sb
twrong (rng cho mdi phan tng phy cia thudc
dira trén st dung quy wéc sau day (CIOMs).
rat thudmg gdp (= 1/10), thwémg gép (21/100,
<1/10), it gép (= 1/1,000, <1/100), hiém gap (=
1/10.000, <1/1.000), rat hiém gap (<1/10.000).

Céc tac dung khéng mong mudn sau day bao
gbm c& nhirng trdmg hop da duge bao cdo
v vién nén Voitaren khing tan trong da day
valhodc cac dang bao ché khéc cua diclofenac,
dung ngén han hodc dai han.
Bang 1 Phén irng bt lgi cia thube
R&i loan mau va hé bach huyét
Ré&t hiém gap: | Giam tidu cAu, gidm bach clu,
thiéu mau (k& ca thiéu mau
tan huyét va thidu mau bét
| san), mét bach cau hat
'Réi loan hé mi&n d]ch .
'Hiém gép: Qué méan cadm, phadn (ng
phan v& va phan dng kiu
phan vé (bao gbm c¢a ha huyét
&p vé shock) |
Phu neé loan than kinh-mach
. (bao gom cd phi mat). |
R6i loan tdm than |
| R4t hiém g&p: | M&t dinh hudng, trdm cam,
mét ngl, 4c mdng, cau gat, |
ri loan tam thén.
R&i loan hé thn kinh
Thuwéng gép: | Nhikc dau, chéng mét
Higm géip: Budn ngl
'R&t hiém gap: | Dj cam, giam tri nhé, co giat |
lo &u, run, viém mang ndo vo |
| khuén, rbi lr.:uan vi giac, tai b-!én
: ]mach mau ndo.
Réi loan mét
RAt hiém gap:

'RAt hiém gap:

R&i loan thi gidc, nhin md,
song thi
Rbi loan tai va mé dao
Thuéng gap: | Chéng mét
Rét hiém gép: | U tai, gidm thinh gidc
Réi loan tim
ltgap -

Nhoi mau co tim, suy tim,
danh tréng ngwre, dau nguc.

R6i logn mach
RAt hiém gap: | Tang | huynét ap, viém madﬂ_ |
R&i loan hé hip, ngwe va trung thit

Hiém gap: Hen (ké ca khé thé).

RAt hiém gdp: | Viém phdi

R&i loan tidu héa
Thiréng gép: | Bubn ndn, ndn, tiéu chay, kho
tigu, dau byng, @4y hoi, chan
an.
Viém da day, xudt huyét da
day-rugt, nén ra mau, tiéu
chdy xuét huyét, phan den,
logt da day-ruét (cd hodc
khéng o6 xuft huyét, hep
duriyng tigu hda, hay thing, co
thé gay viém phlic mac).
Viém dai trang (bao gbm viém |
dai trang xudt huyét, viém
|dai trang do thibu mau cuc
bé va tang db trdm trong cla
viém loét dai frang hodc bénh
Crohn), tao bdn, viém da day,
viém Iudi, réi loan the quan,
| bénh hep rugt, viém tuy.
| R6i loan gan-mét

!l Hiém gap:

' RAt hiém aip:

| Thuding gép: Téng transaminase
| Hiém gap: Viém gan, vang da, rdi loan &
L | gan

RAt hiém gap: | Viém gan kjch phat, hoai tir
| lgan, suygan |
| Réi loan da va mé dwéi da i

Fhwaﬁgap: Phat ban i
| Hiém gép: Ndi mé day |
Viém da béng nwdc, eczema,

i RAt hiém gap:

| ban d5, ban d& da hinh, hdi
. chirng Stevens-Johnson, |
| hoai tir bidu bi nhiém ddc (hdi
chirng Lyell), viém da troc vay,
rung 1Bng tée, phan ¢ng cam |

|quang, ban xudt huyét, ban

| xuét huyét Schonlein, ngira.

' R6i loan than-tiét nigu

'RAt hiém gap: | Tén thuong than cdp tinh {sw
than cép), dai mdu, protein
nigu, hgi chirng than hu, viém |
than-dng than md ké, hoai lu'
nhu than.

'R&i loan toan than va tinh trang tai chd |

| diing

l_ﬂ'em gdp: | Phune

*Ty |& phén anh sb liéu tir cac tri lidu AU dai véi
libu cao (150 mg/ngay)

Mé ta cdc phan Ong phy dwege chon lge
Huyét khéi ddng mach

Cdc phan tich thng hop va cac div lidu dich &
duge hoc cho thdy mdt nguy co gia tang nhe
clia cac bién cb huyét khga dgng mach (vi dy
nhwr nhdi mau co tim) ligén guan dén vigc siy
dung Diclofenac, dac biét & lidu cao (150 mg/
ngay) va didu tri trong théri gian dai (xem phén
CANH BAO VA THAN TRONG).

Anh hwéng trén thj giac

R&i loan thj gidc nhw suy gidm thi lre, nhin mé
hodc song thj xuét hién nhur 14 cac anh hirding
clia nhom thubc NSAID, va thwéng héi phuc
khi ngirng ding thubc. Co ché cia rdi loan
thi gidc rat cd kha nang 14 (e ché tdng hop
prostaglandin v& cac hgp chét khac, lam thay
adi sy didu hda lwu lrgng mau ving mac, cd
thé gay ra cac thay doi v& thi giac. Néu cac
triéu chimg nay xay ra khi dang didu tri v&i
diclofenac, nén cén nhdc kham mét dé loai bd
cdc nguyén nhan khac.

Théng bdo cho bdc sinhimg téc dung khéng
mong mubn gip phai khi str dung thube.

QUA LIEU
Triéu chirng

Khéng cé bénh canh lam sang dac higu do qua
lidu diclofenac. Qué lidu c6 thé géy ra cac tridu
chieng nhur ndn, xuét huyét tidu hoa, tidu chay,
chang mat, U tai hoac co gigt. Trong trerdrng hop
ngd doc dang ké, co thé bj suy than cip va tdn
thuwrong gan.

‘Bién phap diéu trj

Xir tri ngd d6c cAp NSAID, bac gbm ca
diclofenac, chii yéu gbm céc bién phap hd try
va didu tr tridu ching. Cén tién hanh cac bién
phap hé trg va didu tri trigéu ching dbi voi cac
bién ehirng nhir ha huyét ap, suy thén, co giat,
rdi loan tidu hda va suy hd hip.

Cac bién phap dac biét nhwr gay tang bai nigu,
thAm tach mau hodc truyén mau c6 thé khong
gitp gl trong viéc loai bd cac NSAID, bao gbm
ca diclofenac, do sy gén vao protein cao va sy
chuyén héa manh.

C6 thé xem xét diing than hoat sau khi udng
qua lidu cé kha nang gay nhiém déc, va khir déc
da day (nhu géy nén, riva da day) sau khi ubng
qué lidu co kha ndng de doa tinh mang.

DWFQC LY HOC
Cor ché tic dung (MOA)
Voltaren chiva dilofenac natri 12 mét hop chét



khéng stercid cd dac tinh chong thdp khép,
chéng viém, gidm dau, va ha sbt. Sy (¢ ché
sinh tdng hop prostaglandin da dwgc ching
minh trong thyc nghidém dwoc xem & co sd
cho cor ché tac dung clia nd. Cac prostaglandin
dﬁn% wvai trd quan trong trong viée gay viém, dau
va sit.

In vitro, diclofenac natri khéng ngdn chén s
sinh téng hop protecglycan trong sun & néng
dd twong dwromg v&l ndng do dat dwec & ngudr.

Duwere Iwe hoc (PD)

Trong cac bénh thip, dac tinh chfng viém va
gidm dau cla Voltaren cho thy dap tng lam
sang dugc dac treng bing sy gidm ro rét cac
cac dau hiéu va triéu chirng nhur dau khi nghi
ngoi, dau khi clr dong, clirng khép budi sang
va sung khop, cing nhw sy céi thién vé chire
nang.

Trong céc tinh trang viém sau chan thwong va
sau md, Voltaren lam gidm nhanh chéng ¢ dau
ty phat va swng khi clr ddng, Jam gidm swng
trong viém va phi né vét thuong.

Trong cac thir nghi&m I&m sang, Voltaren cling
duwee ghi nhan 1a cé tac dung gidm dau rd trong
dau trung binh va dau ndng cd ngudn géc
khéng do bénh thép. Cac nghién ciru lam sang
ciing da phat hién 13 trong chirng dau bung kinh
tién phat, Voltaren cb kha ndng lam gidm dau va
gidm mire d6 ra mau.

Duge dgng hoc (PK)
Hép thu

Diclofenac dwoc hap thu hoan toan tir vién nén
khéng tan trong da day sau khi di qua da day.
Mac di sw hdp thu nhanh, khéi phat cé thé bi
cham la do bao cla vién nén khdng tan trong da
day. Ndng dé dinh trung binh trong huyét tong
la 1,5 microgam/L (5 micro maollL) dat dwec
trung binh 2 gi¢r sau khi udng 1 vién 50 mg. Con
dwédrng cla vién nén di qua da day thi chém
hon khi dwge diing trong bira &n hodic sau bia
an so v&i khi dwge diung tredre bilra 8n, nhung
lwrgrng diclofenac duoc hép thu thi nhw nhau.

Vi c6 khodng mét nira diclofenac dwoe chuyén
hoa 1An dAu qua gan (t4c dung “chuyén héa
ldn dau), dién tich dudi deéing cong nbng do
(AUC) sau khi ding dwirng ufing hoac durdng
trc trang béng khodng mgt nira so v&i sau khi
ding mot liéu twong duong dudng tigm.

Nb&ng d6 trong huyét twong & tré em khi dugc
diing ligu trong duong (mg/kg thé trong) tuong
twr nhw dat drgre & ngurdsi Ién.

Hoat ddng duere ddng hoc khéng thay ddi sau
khi ddng l&p lai. Khéng xdy ra sir tich 1Ty mién |a
c6 khodng cach gila cac lidu duge khuyén céo.

©6 tuyén tinh / phi tuyén tinh

Lwong hap thy tuyén tinh lién quan dén 48 Iém
cia lidu.

Phan bd

99,7% diclofenac gén v&i protein huyét thanh,
chi y&u 12 albumnin (99,4%). Thé tich phan b
biéu kién dugc tinh 12 0,12 dén 0,17 Likg.

Diclofenac di vao hoat djch, ndng d6 t&i da do
dwgc sau 2-4 gitr dat duge cac trj s6 nbng 46
dinh trong huyét tuong. Thii gian ban thai bidu
kién tir dich hoat dich 14 3-6 gitr. 2 gi&r sau khi
dat dugc mikc cao nhét trong huyét tong,
nbng & cla hoat chét da cao hon trong dich
hoat dich so véi trong huyét twong, va chiing
duy tri mirc cao hon cho dén 12 gié.

Diclofenac da dugc phéat hién & nbng d¢ thap
{100 ng / mL) trong slra me & mdt ba me cho
con bi. S6 lugng wére tinh qua dudng tigu hba

cda tré tlr stra me twrong duong vii 0,03 mg /
kg / lidu hang ngay.

Bién déi sinh hoc/chuyén héa

Sir bién d8i sinh hoc cla diclofenac thiee hién
mdt phadn do sy glucuronide héa phan tir
nguyén ven, nhung chi yéu do sy hydroxyl
hoa va methoxyl hoa lidu don va da lidu,
din dén tao thanh mét vai chét chuyén héa
phenolic (3-hydroxy-, 4'-hydroxy-,5-hydroxy,
4" S-dihydroxy, va  3-hydroxy-4'-methoxy-
diclofenac), phan lén chat nay dugc bign dbi
thanh cac dang lién hgp glucuronide. Hai trong
st nhirng chét chuyén héa phenolic nay cé hoat
tinh sinh hoc, nhirng & mre d6 it hon nhigu so
v&¥i diclofenac,

Bai tiét

D§ thanh thai toan phén cla diclofenac tir huyét
twong 14 263 + 56 ml/phdt (tri s& trung binh
+ d6 lach chudn (SD). Théi gian ban hiy cubi
cling trong huyét trong 14 1-2 gidv. Bbn trong
sé cac chit chuydn hda, bao gbm hai chat co
hoat tinh, cling c6 thivi gian ban hiy trong huyét
twong ngan tir 1-3 gid. Mot chat chuygn héa
l& 3'hydroxy-4'-methoxy-diclofenac co théi gian
ban hily lau hon nhigu. Tuy nhién, chét chuyén
héa nay gan nhuwr khiing o hoat tinh,

Khodng 60% lidu d3 ding dwoc bai tiét trong
nieére tidu duéi dang lign hop glucuronide clia
phén tF nguyén ven va dudi dang cac chat
chuyén héa, phan I6n ching dugc bién ddi
thanh cac dang lién hop glucuronide. Duwdi 1%
dwrorc bai tiét dudi dang khong dbi. Phan con lai
dugc bai tiét dudi dang cac chét chuyén héa
qua mat vao phan.

Nhom bénh nhan dic biét

Bénh nhan cao tudi: Chua ghi nhan s khac
bigt phu thudc tudi li&n guan trong sy hép thu,
chuyén héa hodc bai tiét thubc nay. Tuy nhién,
trong mdt vai bénh nhan Ién twdi truydn tinh
mach 15 phat dén dén néng dé trong huyét
tirong cao hon 50% so véi di kién tir céc dir
ligu vé dbi trrgng thanh nién khoé manh.

Suy than: O bénh nhan bj suy than, khiing c
s tich |Gy chit cb hoat tinh khong déi co thé
suy ra tir déng hoc lidu don khi dung lidu théng
thuérng. O dd thanh thai creatinine duwdi 10 mlL/
phit, ndng dé céc chét chuyén héa hydroxy
¢ trang théi &n dinh da duoc tinh & cao hon
khodng 4 I&n so véi & ngudn binh thudng. Tuy
nhién, cac chat chuyén héa nay cudi cing dugc
dao thai qua mat.

Suy gan: O nhirng b&nh nhan bj viém gan man
hodc xo gan mat bl, ddng hoc va chuyén héa
diclofenac twong ty nhw & nhirng bénh nhan
khong bj bénh gan.

NGHIEN CIFU LAM SANG
Voltaren la mét san pham da dwoc chirng minh.
CAC DO LIEU AN TOAN TIEN LAM SANG

Céac di ligu tién 1am sang tir cac nghién ciru
doc tinh cép va déc tinh lidu 13p lai, cling nhw
tlr cac nghién clru vé ddc tinh gen, tinh gay dét
bién va tinh géy ung thu véi diclofenac khéng
phat hién nguy hidm 15 rang nao dbi véi ngudi
¢ lidu diéu tri 3 dinh. Trong nghién ciru tién
1am sang trén déng véat, chura cb bing chimg
la diclofenac cé kha ndng gay quai thai & chudt
nhat, chudt céng hodc thd,

Diclofenac khéng &nh huwdéng trén kha ning
sinh san cla ddng vat me & chubt cfing. Ngoai
trir cho cac hiéu drng tdi thidu thai nhi & lidu ddc
tinh trén co thé me, sy phat trién tredre khi sinh,
chu sinh va sau sinh cda chudt con khang bi
anh huwémng.

S dung NSAIDs (bao gém ci diclofenac) (e
ché sir rung trirng & thd va bam dinh nhau
thai & chuft cong, va dan dén ddéng sirm bng
déng mach & chuft cbng mang thai. Lidu gay
déc cho me cla diclofenac ¢ lign quan v&i dé
khé, mang thai kéo dai, gidm ty 1& sbng cla bao
thai, va cham phat trién trong tir cung & chudt
ching. Céc hidu (rng nhe clia diclofenac trén cac
thdng st sinh san va sy sinh sdn ciing nhw bit
éng ddng mach trong ti¥ cung 13 hau qué duoc
Iy elia cac chéat (rc ché thng hop prostaglandin
(xem phan CHONG CHI BJNH va PHU NI CO
KHA NANG MANG THAI, PHYU N CO THAI,
PHYU NU' CHO CON BU, PHY NO' CO KHA
NANG SINH SAN).

TA DUQC

LGi cho 25 mg va 50 mg: Silic dang keo khan,
lactose monohydrat, tinh b§t ngd, tinh bjt natri
glycolate (loai &), povidon K30, cellulose vi tinh
thé, magnesi stearat.

Bao cho 25 mg: Hydroxypropyl methylcelulose,
sat oxyd mau vang (E 172), bt talc, titan dioxyd
(E 171), acid methacrylic va ethyl acrylat déng
trung hgp, macrogol 8000, nhid twong silicon
trong nudc dé tranh tao bot, ddu thdu dau
polyoxyethylene 40 hydro haa.

Bao cho 50 mg: Hydroxypropyl methylcelulose,
sat oxyd mau vang (E 172), bdt tale, titan dioxyd
(E 171), acid methacrylic va ethyl acrylat ddng
tring hgrp, macrogol 8000, nhil trong silicoh
trong nudre dé& tranh tao bot, s3t oxyd mau do
(E 172), ddu thau diu polyoxyethylene 40 hydro
hda.

Céng thirc bao ché cé thé khac nhau gilra cac
NLPeC.

TINH TUPONG KY

Chua dugc ghi nhan.

HAN DUNG

24 thang ké tlr ngay san xuét.

BAO QUAN

Bao quan dwdi 20°C va tranh 4m.

Lwu y: Vién nén Voltaren khéng tan trong da
day phai dé xa tim tay va tdm nhin cta tré
am.

HU'O'NG DAN SUF DUNG VA THAO TAC
Khéng cb yéu ciu gi dac biét.

QUY CACH BONG GOI

Hép 10 vi x 10 vién nén khing tan trong da day.
NHA SAN XUAT:

Novartis Saghk Gida ve Tanm Uriinleri San.ve
TicAS.

Yenisehir Mahallesi Dedepasa Caddesi No. 17,
34912 Kurtkoy/istanbul,

Thé NhT Ky.

Té& hwéng dén sir dung cho qubc té

Ngay phat hanh théng tin: Thang 1, 2016
Phién ban tiéng Viét: Thang 4, 2016

Mgay xem xét sira dbi, cip nhat lai ndi dung
huwrémg dan sir dyng thude: 29/09/2016

® = nhan hiéu 43 dang ky
Movartis Pharma AG, Basel, Switzerland
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