https://trungtamthuoc.com/

) NovARTIS

Rx - Thudc ban theo don

Cataflam 25°
Cataflam 50°

(diclofenac kali)

Thude khang viém va chéng thip khép, khéng
steroid, 1& dAn xuét cia acid acetic va chét lign
quan.

THANH PHAN VA DANG BAO CHE
Hoat chét 1a kali-jo-{(2 B-dichlorophenyl)-aminal-
phenyl}-acetate (diclofenac kali).

MBI vién nén bao duéng Calaflam 25 chira 25mg
diclofenac kali. M&i vién nén bao dudng Cataflam
50 chira 50 myg diclofenac kali.

Trong Cataflam 25 va Calaflam 50, lon nalri cia
diclofenac natri (Voltaren®) dugc thay thé béri jon
kali,

V& danh myc td duge ddy 4, xem phin TA
DUQcC.

C4c ham lugng cb thd khong s3n cb & tht ca cac
nuére.

CHI BINH

Didu trj ngén han cac tinh trang cip tinh sau:

* BDau sau chdn thuong, viém va sung nhir do
bong gan,
Dau sau phiiu thudlt, viém va sung nhu sau
phiu thuat rang hogic phiu thudt chinh hinh,

+ Tinh trang dau va'hodc viém trong phu khoa
nhi dau byung kinh tién phat hodc viém phin
phy.

e ———

» Con dau nira ddu (migraine)

«  Héi chirng dau it sbng

* Bénh thdp khdng phai & khap

« Bibu tri hd trg trong céc nhidm khuldn viém
dau ndng & lal, mii hofic hong, nhir viém
heng amidan, viém tal, Theo nguyén téc diby
trj chung, cin didu trj bénh chinh blng tr ligu
co ban thich hop. SOt don thulin khang phal 13
mét chi dinh.

LIEU LU'ONG VA CACH DUNG

Lidu lirgng

Theo khuyén cdo chung, lidu ding nén duge didy
chinh theo timg bénh nhén, Céc tic dung khéng
mong mubn o thé duge giam thibu 181 da bing
cach sir dung lidu thép nhilt oo hidu qua trong thi
gian ngdn nhit cAn thibt 68 kidm soal trigu chimg
(xem phin CANH BAO VA THAN TRONG),

Nhém bdnh nhén chung

Lidu khéi dbu khuyén cdo hang ngay la
100-150 mg. Trong céc trudmg hgp nhe hon, lidu
75-100 mgingay thudmg la dd.

Néi chung tng lidu hang ngdy nén chia lam 2-3
libu rigng bidt, ndu cb thé &p dyng.

Trong chimg dau byng kinh tidn phat, libu hang
ngdy nén dugre didu chinh theo timg bénh nhan va
thurérng tlr 50-150 mg. Lidu khir 64u 50mg thudmg
14 a0, Néu cin, by khéi dhu 100mg cb thé dirgre
kit don v lidu t8i da y dat duge qua
ligu trinh vai chu ky kinh nguyét. Nén béit dhu dibu
trj khi o6 tridu chirmg dAu tign va thy thudc vao tridu
chimg hoc, tiép tyc didu tri trong vai ngay.

Trong chirng dau nira d4u (migraine), ndén ding
lidu khéri ddu 50 mg I cae dAu hidu dhu tign coa
comn shp xdy ra. Trong trudmg hop khéng dat dugc
sir gidm dau trong vong 2 gitr sau libu dAu Bdn, cb
thé ding thém 1 libu 50 mg. Néu chn thiét, co thé
diing thém cac lu 50 mg céch nhau 4 dén 6 gidr,
khong vurgt qua tdng idu 200 mgingdy.

Nhém bénh nhan dac bigt
Tréd em

Knéing khuyén cao ding Cataflam cho tré em va
thiéu nién dudi 14 Wwdi. D& didu trj cho tré em
va thidu nign dudi 14 wdi, diclofenac 12.5 mg
v 25 mg dang giot ubng hodc thubc dan cb thé
duge si dyng. DI v thidu nién tr 14 wdi trd 1n,
lidw 75-100 mg/ngay thurdng 14 di,

Knhing nén vuot qua lidu 18 da 150 mg/ngay.
Néi chung téng lidu hang ngdy nén dwec chia [am
2-3 lidu riéng bigt, ndu cb thé ap dyng.

Viéc sir dyng Cataflam (tt cd cc dang) trong
con dau nira dhu (migraine) chwra dugc xéc dinh
& tré em va thidu nién

Nguw cao tudi (bgnh nhin tir 65 tudi trér 18n)

Khiing cn didu chinh l&u khél dhu cho bénh
nhdn cao tudi (xem phén CANH BAO VA THAN
TRONG).

Bénh Iy tim mach hodc céc ybu té nguy co tim
mach quan trgng N&i chung khéng khuyén cao
dibu trj viri Cataflam & nhimg bénh nhan cé bénh
Iy tim mach hodc tiing huybt ap khdng kidm soét
Néu chn, nhimg béinh nhin cb bénh Iy tim mach,
tang huydt 4p khong kidm sodl hodic ob céc yéu
4 nguy co tim mach quan trong chi didu tri véi
Cataflam sau khi cin nhic k§ va & lidu < 100 mg
moL ngay ndu didu tri trén 4 tudn (xem phin CANH
BAO VA THAN TRONG).

Vi cac nguy co lim mach cla diclofenac cb thé
téng theo lidu v thér gian tidp xdc, libu hang ngay
thAp nhét ob hidu qué nén duoc sir dyng trong
théni gian ngan nhit cb thé, Nén dinh ky dénh gia
Iai s cn thidt cia bénh nhan trong dép (mg va
didu U tiu chimg, dac bidt khi didu tr lidn tyc
hom 4 twhn,

Bénh nhén cin cénh gide véi nhimg diu higu va
tridu chirng cda huydt khdl adng mach (nhur dou
ngye, hoi thér ngdn (hyut hai), suy nhugc, néi khd)
cé thé xult hidn ngoai canh bao. Trong nhimg
trurdmg hop nhi vy, bénh nhan cin dugce huéng
dln & gép béc 3T ngay.
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Suy thin

Cataflam chdng chi dinh trén bénh nhan suy than
néng (xem phin CHONG CHI BINH).

Khiing b nghién ciru cy thé dugc tidn hanh trén
bénh nhén suy gidm chirc ndng thén tir nhe dén
frung binh, vi vdy khdng dua ra khuyén cdo didu
chinh lidu trén ¢bi trgmg bénh nhin nay. Cin than
trpng khi s&r dyng Cataflam cho bénh nhin suy
gidm chirc néing than tir nhe dén trung binh (xem
phin CANH BAO VA THAN TRONG),

Suy gan

Cataflam chéng chi dinh trén bénh nhin suy gan
nang (xem phin CHONG CHI BINH),

Khéng cb nghién ciu riéng bidt dugc tidn hanh
trén bénh nhdn suy gidm chirc nfing gan tir nhe
dén trung binh, vi vy khéng dua ra khuyén cdo
didu chinh lidu trén dbi tuong bénh nhan nay. CAn
thin trong khi sir dyng Cataflam cho bénh nhan

suy giam chire gan 1ir nhe dén trung binh
{xem phin CANH VA THAN TRONG).
Cach ding

N&n nudt ¢ vién v thire ubng, 16t nht 14 tnedre
céc bira &n chinh, khing dirgre bé hodic nhai,

CHONG CHI BINH
+ DA bidt qua mln cam vér hoat chiit hodc bt ky
14 duge ndo cia thudc.

Bang bj loét, xull huyét, hodic thing da day
hodic rudt (Xem phin CANH BAO VA THAN
TRONG v TAC DUNG KHONG MONG
MUON).

+ 3 thang cubi cta thai ky (xem phin PHY NOT
SAP CO THAI, CO THAI VA CHO CON BU VA
CO KHA NANG SINH SAN)

*  Suy gan ndng

«  Suy thén ning

*  Suy tim néng (xem phin CANH BAO VA THAN

TRONG).

= Cing nhv cic thudc khang viém khing steroid
{NSAID) khac, Cataflam ciing chdng chi dinh
& nhirng bénh nhan ma cac con hen, ndi
day hodc viém mii chp db xdy ra do
acelyl salicylic hoic NSAID khac (Xem
CANH BAO VA THAN TRONG va TAC DUN
KHONG MONG MUON),

H 4 5

CANH BAO VA THAN TRONG

Doc ky hirémg ddn sir dyng trére khi ding.
Néu cdn thém théng tin, xin hol y kién béc s,

Thudc nay chi ding theo dom cia béc sT.
Anh hwémg trén dudng tibu héa

Xudt huybt, loét hosic thing da day rudl cb thé gay
tr vong di duge ghi nhin wéi 1Al ¢ cac NSAID,
bao gbm ca diclofenac va cb thé xdy ra bt ky lic
nao trong khi didu tri, c6 hofic khdng cb céc tigu
chimg canh bdo hodc tidn sir vé cic sy b da
day-rudt nghidm trong. NG chung, nhimg trudng
hop ndy cb hdu qua trdm trong hon & ngudi cao
tdi. Néu xudt huydt hogic loét da day-rudt xiy ra &
nhimg bgnh nhin dang Géu tri bAng Catafiam thi
phdi ngimg thubc nay.

Ciing nhw thl ca cac NSAID khéc, bao gbm ca
diclofenac, bit budc phdi giam sét chat cha vd y
khoa va cAn phdi than trong ddc biét khi ké domn
Cataflam cho nhirng bénh nhan cb cac tridu chimg
rdi loan tiéu hoa hodic ob lién sir gori ¥ vé loél, chiy
mau hodic thing da day hodc rudt (xem phin CAC
TAC DUNG KHONG MONG MUON), Nguy co vé
chéy mau da day-rudl cao hon khi ting libu NSAID
va & nhimg bénh nhin cb lidn sir loél, dje bidL
néu di ¢ bién chimg xudl huydt hodc thiing va &
ngudn cao tubi

B lam gidm nguy cor ddc tinh d&i véri da day-nudt
& nhimg bénh nhan o tidn sir lodt, dac bidt ndu
da o bidn chimg xudl huydl hofic thing, va &
ngurdr cao tudl, nén dibu trj khdi diu va didu tr
duy Iri wéri lidu thdp nhit ma o6 hifu qua

Nén xem xiét dibu tri két hop cac thude bdo v (nhur
céc chit irc ché bom proton hode misoprostol) d4i

Bénh nhan cb tlbn sir déc tinh 84 v&i da da
rudl, ddc bigt & u&imwmmmbi;
ky trigu chimg thwémg ndo wé bung (ddc

ky danh gia ) nhu cAu glam triu ch
bénh nhan va dap Gmg véi didu tri, ¢ bidt khi
didu tri lién tyc hom 4 tuldn.
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Bénh nhén cén cinh giac véi nhimg ddu higu
va tridu chirng cia cac bién cd huyét khéi
déng mach nghiém trgng (nhw dau ngwc, hut
hoi, yéu mét, ndi kho) cé thé xudt hién ngoai
canh bao. Trong nhirng trwdng hep nhw vy,
bénh nhan cin dwoc hwéng din téi gap bac
singay.

Chi y: Hwéng dén chi tiét da dwoc cung cip
trong phan liéu lwong va cach dung doi voi
bénh nhan bénh Iy tim mach hodc cé cac yéu
td nguy co tim mach quan trong.

Tac dyng vé huyét hoc

Viéc str dung Cataflam chi duoc khuyén cao doi
véi diéu tri ngan han. Tuy nhign, néu Cataflam
duere ding trong mdt thoi gian dai, nén theo déi
sb lrgng huyét chu nhu véi cac NSAID khac.

Cong nhu cac NSAID khac, Cataflam cé thé (rc
ché tam théi sy ngung két tiéu cAu. Bénh nhan
bi khiém khuyét vé sy cAm mau can dugc theo
ddi cAn than,

Téac dung trén hé hap (hen cé tir trére)

O cac bénh nhan bi hen, viem mii dj tng theo
mua, sirng niém mac mii (nhe polyp mii), bénh
phdi tac nghén man tinh hodc nhiém khudn man
tinh dwérng hd hap (dac bigt néu cb lién quan dén
céc triéu ching nhu viém mi di ing) thi cdc phan
(rng v&i thube NSAIDs nhu cac con hen kich phat
(dugre goi 13 khéng dung nap véi cac thude gidm
dau/ hen do thudc gidm dau), phis Quinck hodc
may day, thwdng gap nhidu hon & cac bénh nhan
khac. Do db, can déc biét than trong véi cac bénh
nhan nhu vay (chudn bj sén sang phuong tién cip
ciru). Cing phai chi v d3c biét dbi véi nhiing bénh
nhan da tirng bi di (g vdi cac chat khac, nhw
phan tng véi da, nglra hodc may day.

Tac dung trén hé gan mat

Yéu clu gidm sat y t& chat ché khi k& don

Cataflam cho bénh nhan suy giam chirc néng gan
vi tinh trang clia ho co6 thé ndng thém.

Cong nhw véi cac NSAIDs khac, bao gom
diclofenac, tri s6 cia mol hay nhiéu enzym gan
cb thé tang. Trong qué trinh didu tri kéo dai voi
Cataflam theo ddi thudng xuyén chire nang gan
duoc chi dinh nhe mét bién phap phéng nglra.
Néu xét nghiém chirc n&ng gan bt thurdmg hodc
toi té hon, néu cd dau higu Id&m sang hoac triéu
chirng lién quan dén bénh gan phét trién hodc néu
cac bidu hién khac xuét hién (nhu tang bach cau
eosin, phat ban) nén ngung st dyng Cataflam,
Viém gan ¢6 thé xay ra khi sir dung diclofenac ma
khang c6 triéu chirng béo trude.

Thén trgng khi st dung Cataflam cho nhirng bénh
nhan rdi loan chuyén héa porphyrin  vi cé thé
gay ra con cép.

Phan (g & da

Céac phan (rng da nghiém trong, mét sé trudng
hop bi tir vong, bao gbm viém da troc vay, hoi
chirng Stevens-Johnson va hoai tr biéu bi nhiém
doc da dugre ghi nhan trong nhirng trrdng hop
rat hiém lién quan v&i viéc ding NSAID, ké ca
Cataflam (xem phin PHAN UNG BAT LQI CUA
THUOC). Bénh nhan cé nguy co cao nhét vé cac
phén (rng nay sém trong tién trinh diéu trj, khéi
phat phan ng xay ra trong da sé trvémg hep trong
vong thang dau diéu tri. Phai nglrng Cataflam khi
¢6 bidu hién dau tién vé phat ban da, tdn thuong
niém mac hodc bat ky dau hiéu qua man nao khac.

Caing nhu cac NSAID khae, cac phén (g di img
ké ca phan tng phén vé/phan (ng kiéu phan vé
cling co thé xay ra trong nhiig hop hiém gép
v&iédiciofenac ma khéng c tiép xac trede 46 voi
thubc.

Tac dung trén than

Piéu tri bang thubc NSAIDs ké ca diclofenac
thudng gay git dich va phi, nén can dic biét
chi ¥ khi ding cho bé&nh nhan bj tén thwong chirc
nang tim hodc than, o lién st b tang huyét ap,
ngudi cao tudi, bénh nhan dugc diéu trj dbng thoi
véi thube lgi niéu hodc cac thudce anh hudng dén
chire nang than, va nhirng bénh nhan mét dich
ngoéai t& bao do béat cir nguyén nhan ndo, vi dy
trrérc hodc sau nhirng phau thuat Ién (xem myc
CHONG CHI BINH). Theo d&i chirc ndng than l1a
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bién phap phéng nglra sém khi dung Cataflam
trong nhikng trirng hop nhw vay. Ngirng diéu trj
thutng phuc hdi lai duge trang thai trude didu tri.
Bénh nhén cao tudi

Can phai than trong déi voi ngudi cao tubi dya
trén cic co s& y khoa co ban, Dac biét khuyén
céo ding lidu thap nhat c6 hidu qua & nhirng bénh
nhan gia yéu hodc nhlrng ngudi ¢6 can néng thép.

Twong tic véi cac NSAIDs khac

Nén tranh ding déng théi Cataflam vdi cac NSAID
dung dudng toan than bao gdm cé cac chél e
ché cyclooxygenase-2 chon loc do khdng co bét
ky béng chirng nao chirng minh sy ¢o lgi hop lyc
va do kha nang cd thém cac tac dung khdng meng
mubn (xem phan TUONG TAC THUOC).

Che 14p dau hiéu nhiém tring

Ciing nhu cac NSAID khac, Cataflam c6 the che
l4p cac dAu hiéu va triéu ching nhidm khudn do
cac dac tinh duoe lue hoe cla nd.

TUONG TAC THUOC

Nhing twong tac sau day bao gdm nhirng truéng
hop da quan sal dugc voi vien nén bao duéng
Catafiam va /hodc cac dang bao ché khac cua
diclofenac.

Twong tac quan sat dwegrc

Chét irc ché CYP2C9 manh: Than trong duoc
khuyén cao khi dung déng thdi diclofenac véi chit
{rc ché CYP2C9 manh (nhw voriconazole), diéu
nay co thé gay tang dang ké néng dé dinh trong
huyét trang va ham legng diclofenac do (rc ché
s chuyén hda cla diclofenac

Lithium: Néu diing dbng th&i, diclofenac co thé
ldm tdng ndng do lithium trong huyét tuong.
Can theo ddi mire lithium huyét thanh,

Digoxin: Néu ding dbng thei, diclofenac co thé
lam ting nbng dd digoxin trong huyét tuong.
Cén theo ddi nong do digoxin trong huyét thanh,

Thubc lgi tiéu va thubc trj ting huyét p: Cing
nhu cac NSAID khac, ding déng thoi diclofenac
véi céc thude lgi tidu hodc thube tri tang huyét ap
(nhur thubc chen beta, chél (rc ché men chuyén

06S

angiotensin - ACE) ¢ thé lam gidm tac dung tri
tang huyet ap cda ching. Vi vay, can than trong
khi ding két hop va cac bénh nhan, dac biét 1a
ngudi cao tubi nén duoc theo ddi huyét &p dinh
ky. Bénh nhan can dugc cung cap nwdc day Gu
va nén xem xét theo ddi chirc néng than déng thér
sau khi bat dau diéu trj va sau d6 theo ddi dinh
ky, dac biét dbi voi cac thube lgi tidu va thube e
ché ACE do tang nguy co 6dc cho than (xem phan
CANH BAO VA THAN TRONG).

Ciclosporin: diclofenac, gibng nhu cac NSAID
khéc, co thé 1am tang ddc tinh dbi véi than cla
ciclosporin do tic dung trén prostaglandin & than.
Vi vay, phéi diing liéu thap hon liéu thwémg ding &
cac bénh nhan khong dung ciclosporin,

Cac thube duwge biét ¢o thé gy hyperkalemia:
diing ddng thai véi thude loi tidu tiét ki i
ciclosporin, tacrolimus hodc trimethoprim cé thé
¢ lién quan dén sir tang ndng d kali trong huyét
thanh, vi vay can theo ddi thurdrng xuyén nong do
kali huyét thanh. (xem phan CANH BAO VA THAN
TRONG)

Thubc khéng khudn quinolone: DA cé cac b4o
céo riéng 18 vé co giat do diing déng thévi quinolone
va NSAID.

Twong tac c6 thé xdy ra

Céc thubc khéng viém khéng steroid (NSAID)
khdc va corticosteroid: Dung dong thoi
diclofenac va cac NSAID khac dwéng toan than
hoac corticosteroid co thé 1am tang tan sut cac
tac dung khéng mong mudn & da day-rudt (xem
phin CANH BAO VA THAN TRONG).

Céc thuée chéng déng méu va thube chong két
tap tiéu cdu: Nén than trong vi ding dong thei cd
thé lam 1ang nguy co chay mau (xem phan CANH
BAO VA THAN TRONG). Mac du cac nghién cliu
1am sang khdng cho thdy diclofenac anh hudng
dén tac dyng ctia cac thubc chéng dong mau, da
c6 nhirng bao c4o riéng & vé tang nguy co' xult
huyét & nhirng bénh nhan dang ding ddng thdi
diclofenac va thudc chéng ddng mau. Vi vay nén
theo déi sat nhirng bénh nhan nay.

1814339 VN (1309)
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Chét irc ché tai thu nhén serotonin chon loc
(SSRI): Diing ddng théi cac NSAID dudng toan
than, bao gbm ca diclofenac, va SSRI ¢cé thé lam
t&ng nguy co chdy mau duwéng tigu hoa (xem phan
CANH BAO VA THAN TRONG).

Thubc trj déi thdo dwdmg: Cac nghién ciu
lam sang da cho thay |a diclofenac cd thé dugc
dung cing voi cac thubc chéng dai thao dwdng
dang ung ma khéng dnh hudng dén hiéu qua lam
sang cla ching. Tuy nhién, d3 cd cac bdo cao
riéng I& vé ca hai tac dung ha duwdng huyét va ting
dudng huyét, bat bude phai thay doi lieu clia céc
thubc chéng dai thao duéng trong thei gian didu
trj bang diclofenac. Vi ly do nay, can theo déi mirc
dudng huyét nhw 14 mot bién phap phong nglra
trong khi diéu trj dng thoi.

Phenytoin: Khi dung dbng théi phenytoin véi
diclofenac, viéc kiém soat ndng dd phenytoin trong
huyét trong duoce khuyén cio do co sy tang theo
dir doan vé ham lugng phenytoin.

Methotrexate: Can than trong khi ding NSAID |
bao gbm ca diclofenac, dudi 24 gid trude hodc
sau khi didu tri bing methotrexate, vi néng 4
methotrexate trong méu cé thé tang lén va doc
tinh ctia chét nay tang [én.

Glycoside tim: O bénh nhan sir dyng dbng théi
glycosid tim v4 NSAID cé thé 1am trdm trong thém
bién chimng cda suy tim, gidm GFR va 1am ting
néng dd glycoside trong huyét twong.

Tacrolimus: tdng nguy co c6 thé nhiém déc
than khi sir dung NSAIDs clng véi tacrolimus.
Piéu nay co thé qua lrung gian céc tac dong
khang prostagladin than cla cd NSAID va ¢ ché
calcineurin,

Colestipol va cholestyramine: Nhirng tac nhén
nay co thé gay ra mot sy chadm hodc gidm hép
thu diclofenac. Do d6, khuyén khich s dung
diclofenac it nhat mdt gi& tredrc hodc 4-6 gidr sau
khi ubng colestipol / cholestyramine.

PHU NF SAP CO THAI, CO THAI VA CHO CON
BU VA CO KHA NANG SINH SAN

Phu nir sap cé thai

Khéng c6 dir lidu dé dwra ra bét ky khuyén céo ndo
déi véi phu nir sép ¢ thai.

Phu nir c6 thai

Khéng di dir liéu vé viéc sir dung diclofenac & phu
nir ¢ thai. Vi vay, khéng nén diung Cataflam trong
3 thang dAu va 3 thang gilra clia thai ky trir khi loi
ich ky vong dbi véi ngudi me cao hon nguy co ¢b
thé co ddi véi thai nhi. Cling nhu cac NSAID khac,
chéng chi dinh ding diclofenac trong 3 thang cudi
clia thai ky do kha ndng bj d& t&r cung va/hodc
doéng sém 6ng dong mach (xem phan CHONG
CHI BINH va xem thém phan CAC DO LIEU AN
TOAN TIEN LAM SANG).

Cho con b

Giéng nhu cac NSAID khac, diclofenac di vao
sira me voi luvong nha. Vi vay, khong nén ding
Cataflam trong khi cho con bi dé tranh céc tac
dung khéng mong muédn & tré em.

Kha ndng sinh san

Ciling nhw cac NSAID khac, viée sir dung Cataflam
c6 thé lam gidm khad nang sinh san va khong
khuyén ding & phy nir dang cb gang cd thai. O
phy nr gap kho khan khi thu thai hodc nhikng
ngudi dang dugc kiém tra vé sy vé sinh, nén xem
xét nglrng ding Cataflam.

ANH HUONG TOT KHA NANG LAI XE VA VAN
HANH MAY mMOC

Nhirng bénh nhan c6 réi loan thi gidc, hoa mat,
chéng mat, ngt ga hodc cac rdi loan hé than kinh
trung wong khac khi dung Cataflam thi khong nén
lai xe va van hanh may maoc.

PHAN (PNG PHU CUA THUOC

Phan (mg phu cda thuéc tir cac thir nghigm l1am
sang va/hoac cac bao cao ti phat hoac bao cao
trong vy vén (Bang 1) duwoc liét ké theo phan loai
nhém co quan hé thdng cla MedDRA. Trong mbi
nhoém co quan hé tl16ng. cac phan (rng phu duoc
sép xép theo tan suél, dau lién la cac phan (g
phy thuwéng gép nhét, Trong mbi nhém tan sudt,
céac phan (g phuy ctia thubc dugc trinh bay theo
thir ty mirc d6 nang gidm dan. Ngoal ra, con cb
loai tAn suét twong (rng ddi voi méi phan tng phu,
str dung quy wéc sau day (CIOMS II1): rat thudng
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gdp (> 1/10); thwong gép (= 1/100 dén < 1/10); it
gép (2 1/1.000 dén < 1/100); hiém gap (= 1/10.000
dén < 1/1.000); rét hiém gép (< 1/10.000).

Céc tac dyng khéng mong mubn sau day bao gbm
ca nhiing truong hep & dugc bo céo véi thube
dan Cataflam varho#c cac dang bao ché khac clia
diclofenac, ding ngan han hodc dai han.

Bang1 Cac phan dmg phu cia thudc

ROl loan mau va hg bach huyét

RA&thiémgap:  Giam tidu cau, gidm bach cu,
thiéu mau (k& ca thiéu mau tan
huyét va thibu mau bét san),
mét bach céu hat

R6i loan hé mién djch

Hiém gép: Qua mén cam, phan (ng phén
vé va phan (rng kidu phan vé
(bac gdm ca ha huyét &p va
sbc)

R&thiémgap:  Phi mach (bac gbm ca phu
mat).

R6I logn tdm than

Réthiémgap:  Mat dinh hudng, trém cam,
mét ngli, 4c mang, cau gét, réi
loan tam than,

Ré&] loan hé thén kinh

Thuéng gap: Nhirc déu, chéng mat

Hiém gap: Bubn ngt

Réathiém gap:  Dj cam, gidm trl nhé, co giat,
lo &u, run, viéem mang ndo vb
khuén, réi loan vi giéc, tai bién
mach mau nao.

R6i loan mat

Rét hiém gap:  R&i loan thi gidc, nhin mé,
song thi

Rbi loan tal va mé dao

Thudng gép: Chéng mat

Réat hiém gap: U tai, gidm thinh gidc

R6i loan tim

It gap *: Nh&i méu co tim, suy tim, danh
trbng ngirc, dau nguc.

R6i loan mach

RAthiém gdp:  Tang huyét ép, viém mach, tyt
huyét ap,

Réi loan hd hap, nguwc va trung that

Hiém gép: Hen (k& c4 kho the),

Rét hiém gap:  Viém phdi

Réi loan tiéu héa

Thwéng gép:  Budn ndn, ndn, tidu chay, kho
tidu, dau byng, ddy hoi, chan
an,

Hiém gép: Viém da day, xuét huyét da
day-rudt, non ra mau, tiéu chay
xuat huyét, tiéu phan den, loét
da day-rudt (co hodc khong cb
xudt huyét hay thing).

R4t hiém gap:  Viém dai trang (bao gbm viém

dai trang xuét huyét va ting dd
tram trong cla viém loét dai
trang hod@c bénh Crohn), tdo
bén, viém miéng, viém ludi, rbi
loan thire quan, chit hep rudt
gibng co hoanh, viém tuy.

RéI loan gan-mét

Thudng gép: Tang transaminase

Hiém gap: Viém gan, véng da, rbi loan &
gan

R&t hiém gdp:  Viém gan bfc phat, hoai W&
gan, suy gan

Roi loan da va mé dwoi da

Thuong gap: Phat ban

Hiém gép: N&i mé day

RAt hiém g@p:  Ban mong nwéc, eczema, ban

dd, ban dé da hinh, hi chirng
Stevens-Johnson, hoai tlr biéu
bi nhiém dde (h¢i chirng Lyell),
viém da tréc vdy, rung l6ng
téc, nhay cam véi anh sang,
ban xual huyét, ban xuét huyét
Henoch-Schonlein, ngtea,

Réi loan than-tiét nidu

RAthiém gap:  Suy than clp, huyét niéu,
protein niéu, hgi ching thén
hu, viém than k&, hoai t nho

than.
Ré&i loan toan than va tinh trang tai chd ding
Hiém gap: Phii né

*Ty 1& phan anh s lidu tir cac tri lidu lau dai voi
liéu cao (150 mg/ngay)
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Mb 14 céc phan img phy dugre chon lge.
Huyét khéi dgng mach

Céac phin lich tdng hop va cac dir libu dich 18 duoc
hoe cho thiy mdt nguy co gia 18ng cia cac bidn cb
huydt khbl d6ng mach (vi dy nhur nhdi méu oo tim)
lién quan dén viéc sir dyung diclofenac, ddc biét &
libu cao (150 mgingdy) vé didu trj trong thai gian
dai (xem phin CANH BAO VA THAN TRONG).
Théng béo cho bac si nhimg tac dyng khéng
mong muén gip phéi khi sir dung thude.

QUA LIEU

Trifu chimg

Khéng oo bénh cinh l&m sang ddc higu do qua
liby diclofenac, Qua lidu cb thé gly ra cic tidu
chimg nhu non, xudt | :
chéng mal, U tai hodc co gifit Trong trudng hop
ngd ddc dang ké, ob thé bj suy thén clp va tbn
thurong gan.

Bién phap didu tr|

Pidu i ngd dbc chp NSAID, bao gbm cd
diciofenac, cho ybu gbm cac bién phép hb tro va
&idu tri tridu chirng. Cln tidn hanh cic bién phéap
hd tro vA dibu tr tridu chimg a4l vii cac bién
chimg nhu ha huydt &p, suy thin, co gidt, bl lean
tiéu hoa va suy hd hip.

Céc bin phap dic bidt nhu gay tang bal niduy,
thim tach mdu hofic truydn mau cb thé khong
giip gi trong viéc loai bd cac NSAID, bao gém
ca diclofenac, do sy gén vao protein cao va sy
chuydn hda manh.

Co thé xem xét ding than hoat sau khi ubng qué
lidu ob kha nang gy nhidm dbc, va khir nhidm da
day (nhwr gy nén, nra da day) sau khi ubng qua
Ik o khé néng de doa linh mang.

CAC DAC TINH DUQIC LY HOC

Co chil tic dyung

Cataflam chira mudi kall cda diclofenac 1& mét
hop chit khang steroid ¢6 dac tinh tri bdnh thip,
gidm dau, khang viém va ha s1 rd rét. Syr (e ché
sinh tdng hgp prostaglandin, da dugc ching minh

trong thire nghlém, duoc xem l1a cor sé& cho co ché
tac dyng cua nd. Cac proslaglandin dong vai trd
quan trgng trong vide gy viem, dau va sbt

Vién nén Cataflam cd khdl phat tac dung nhanh
lam cho chiing thich hop diic bigt 8di wéri vide didu
tr) cAc tinh trang dau va viém clp.

In vitro diciofenac khdng (e ché sir sinh tbng hop
protecglycan trong sun & ndng 46 twong duong
woi nbng dd dat duge & ngurdi,

Tac dyng duge lyre hoc

Calaflam da dugc biét cb tac dyng lam gidm dau
t8 ré1 ddi véi dau trung binh va nang. Khi bj vidm,
vi dy do chén thuong hodc sau can thigp ngoai
khoa, nd lam gidm dau nhanh chéng cd dau by
phét v dau khi clr d0ng va lam gidm sung va phi
né vél thuong do viém,

Céc nghidn cou [Am sang clng da phat hién ia
trong dau bung kinh nguyén phat, hoat chit nay cé
khéd néng lam gidm dau va gidm mirc dd ra méu.
Trong céc con dau nira dhu (migraine), Cataflam
cho thiy 6 hibu qua trong vide lam gidm nhirc
dlu va ¢l thign céc tridu chimg Budn ndn va nin
kém theo.

Téc dyng duge dfng hoc
Hép thu
Diclofenac dirgre hdp thu nhanh va hodn todn tir

3.8 ymol/L dal dugc trong vong
khi ubng 1 vién 50 mg. Ding cing thirc &n khong
4nh huémg dén lugng diclofenac durge hip thu,
mac di khéi phal hdp thu cb thé hoi cham va the
dd hitp thu giém nhe .

Lugng thudc hip thu tuyén tinh ty 18 vii cf lidu
ding.

Vi b khodng mdt nira diclofenac duge chuyén
héa 1An ddu qua gan (tac dyng “chuydn hba An
dhu”), dién tich dudi dudmg cong ndng 4 (AUC)
sau khi ding Gudmng ubng hodic dudmg tryc tring

béing khoang mdl nira so wiri sau khi ding mdt lidu
twong duong dudmg tim.

Heat déng duoc ddng hoc khing thay bi sau khi
ding lap lai. Kndng xdy ra sy lich i0y mién b cd
khodng cach gitra cac libu duge khuyén céo.

Sy tuyén tinh/khéng tuydn tinh

Lugng thudc hip thu 1y 1 tuyén tinh véi mirc liéu
dimng

Phan bd

99,7% diclofenac gén véi protein huydt thanh, ch
yéu 13 albumin (99,4%). Thé tich phan bd bidu ki
dugctinh 1a 0,12 8én 0,17 Ukg.

Diclofenac di vao hogt dich va dat nbng b 16i da
tir 2-4 giér sau khi dal duoc ndng db dinh trong
huyét trong. Théi gian ban thal bidu kién tir dich
hoat dich 1a 3-6 gity. 2 gidr sau khi dat duge ndng
@6 dinh trong huyét twong, ndng G
trong hoat dich cao hon trong huyét tvong va
ndng A nay duy tri & mirc cao hom sudt 12 giv.

Diclofenac duge phit hign ¢ ndng 66 thip
(100 ng/mil) trong sira & ba me cho con bi. Lugng
thude vée Linh di vao tré bl sia me tuong duong
wiri moL libu 0,03 mgfkg/ngdy.

3

md val chit chuydn hda phenclic (3-hydraxy-,
4-hydroxy-, S-hydroxy, 4'.5-dihydroxy, vA
3-hydroxy-4-methoxy-diclofenac), phén  Ién
chét nay dugc bién dbi thanh céc dang lién hop
glucuronide, Hal trong sé nhimg chét chuyén héa
phenolic nay ob hosgt tinh sinh hec, nhung & mirc
4 it hom nhidu so véi diclofenac.

Thai trir

D4 thanh thai toan than toan phin cla diclolenac
tir huydt trong 14 263 & 56 mU/phat (tr 54 trung
mmxmmmnsm,nﬁwaﬁn hily
trung binh lrong teong 14 1-2 gid, trong
sd cac chit chuyén héa, bac gdm hai chit co
hogt tinh, clng co théd gian ban hiy trong huydt
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|

twong ngén 1 1-3 gidr. MGE ch
3'hydroxy-4"-methoxy-diclofenac cb thei gian ban
hiy Bu hon nhidu. Turlﬂﬂn,dtﬁldﬂaﬂn
ndy gin nhur khéng ob hogl tinh.

CAC NGHIEN CUU LAM SANG
Catafiam I san phdm da dugc xde 1p rd rang.

CAC DIr LIEU AN TOAN TIEN LAM SANG

Céc dir iéu tidn 1Bm sdng 1ir cie nghién ciu Sbc
tinh chp v déc tinh lidu 18p 15l, cing nhu tir chc
nghién ciru vé& ddc tinh gen, tinh gay dot bién va
tinh gy ung thur véi diclofenac khdng phal hign
nguy hidm 3 rang nao dbi vil ngudi & libu didu
tri @4 dinh. Trong cac nghién clu tidn 18m sang
chuln trén ddng vl khong o blng chimg I
diclofennc cb kha nang gy quédi thal & chudt nhét,
chudt cbng hodc tha,

Diclofenac khéng dnh hudmg trén khad nang sinh
sdn clia ddng vl me & chudt cbng. Sy phat tién
trurdre khi sinh, chu sinh va sau sinh cda chudt con
khéng bl Anh hurdng.

Vige sir dyng cAc NSAID (bao gdm c4 diclofenac) HAUcﬁNG DAN SU DUNG VA THAO -
i T

thanh banh rau & chudt cdng va da dn Sdn dong | .0, ¢ Vidn nén Cataflam phil dé
mwmméwwwmmw-m ﬂu:iywﬁnmﬂncﬂlﬁihn:- =

sbthaisbng NHA SAN XUAT:

chudt cbng.

Rilh Mg The ol ciciatenee Wia oo idrig 88 Tﬂmiua? Sajlik Gida ve Tanm Urdnleri San.ve
sinh

wmmﬂmmmwmmm Yenisehir Mahallesi Dedepasa Caddesi No. 17,
ciia thc dyng dugc I & nhém thudc e ché thng (1. Sok. No2)
landin ndy. (Xem phan CHONG CHI 34912 Kurtkoy/istanbul, Thd NhT K.

hop prostag

PINH va PHY NOF CO THAI, CO THAI VA 4 ag.

CHO CON BU VA KHA NANG SINH SAN) L R . g 53
Tér hurérng din sir dyung cho todn cdu .

TA DUgC Ngdy phat hanh thong tn: Thang @ nam 2013,
Vién nhan: Magnesl slearal. povidon, silic dang  Phi&n ban tiéng VisL

keo khan, inh bdt natri glycollate, tinh bdt ngd, ® = nhan hiéu da dang ky

canxi phosphat.

Bao dudmg Ceflulose vi linh thé, polyethylene

glycol BO0O, oxid st mau &6 (E 172) va titan dioxid

{E171) (chit phin tan Anslead), povidon, bt lalc,

BUCTOSE.

Sap: Polyethylene glycol 8000, sucrose.

TiNH TUONG KY

Chura duge ghl nhin,

HAN DUNG

Cataflam 25mg: 24 thang ké tir ngay sdn xull.
Cataflam 50mg: 24 thang ké tr ngay san xult.
BAO QUAN

Khéng bdo quin thube trén 30%C,

Tramh &m.

Khéng ding vién nén Cataflam qud han sir
dyng duwgc ghl “EXP" trén bao bi.

QuyY CACH PONG GOI
Cataflam 25: H&p 1 vi x 10 vién nén bao dudmg.
Cataflam 50: HOp 1 vi x 10 vién nén bao dudng
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