U NOVARTIS

Rx - Thuédc ban theo don

Cataflam 25°
Cataflam 50°€

(diclofenac kali)

Thudc khéng viém va chiing thip khép, khong
steroid, 1a din xuat cla acid acetic va chét lién
quan.

THANH PHAN VA DANG BAO CHE

Hoat chét 1a kali-fo-[(2,6-dichlorophenyl)-amino]-
phenyll-acetate (diclofenac kali).

M&i vign nén bao dudmg Cataflam 25 chira 25mg
diclofenac kali. Mdi vién nén bao duwéng Cataflam
50 chira 50 mg diclofenac kali.

Trong Cataflam 25 va Cataflam 50, ion natri cia
diclofenac natri (Voltaren®) dugc thay thé bdi ion
kali.

V& danh myc t4 dugpc diy du, xem phin TA
DUCIC.

Céc ham lugng cd thé khdng s8n co & tat ¢ cac
nLoe,

CHI BINH
Didu tri ngdn han cac tinh trang cAp tinh sau:

« Bau sau chén thworng, viém va sung nhuwr do
bong gan.

» Dau sau phdu thudt, viém va swng nhur sau
phau thuit rang hodc phau thudt chinh hinh.

« Tinh trang dau va/hodc viém trong phy khoa
nhir dau byung kinh tién phat hodc viém phén
phuy.

« Con dau nira diu (migraine)
+ Hé&i chirng dau et sdng
« Bénh thap khéng phai & khép

« Diéu tri hd trer trong cac nhidm khudn viém
dau nang & tai, mii hodc hong, nhw viém
hong amidan, viém tai. Theo nguyén tic didu
tri chung, can diéu tri bénh chinh béng tr lidu
cor ban thich herp. Sét don thudin khiing phai 13
mit chi dinh.

LIEU LUPONG VA CACH DUNG

Lidu lweng

Theo khuyén céo chung, lidu diing nén duwge didu
chinh theo timg bénh nhan, Céc tac dyng khéng
mong mubn co thé dugc giam thidu thi da bing
cach slr dung liéu thap nhat co hiéu qua trong theéri
gian ngan nhat can thiét dé kiém soét triéu chirng
(xem phan CANH BAO VA THAN TRONG),

Nhom bénh nhan chung

Lidu khéi diu khuyén cdo hang ngdy 14
100-150 mg. Trong cac trirdrng hop nhe hon, lidu
75-100 mg/ngay thurdng 1a di.

Néi chung tdng libu hang ngay nén chia lam 2-3
libu rigng biét, ndu co thé &p dyng.

Trong chimg dau byng kinh tién phat, liéu hang
ngdy nén dugre didu chinh theo tirmg bénh nhan va
thurémg tir 50-150 mg. Liéu khéi ddu 50mg thudng
I& d0. Néu cén, lidu khéi diu 100mg co thé dugc
ké don i lidu thi da 200mgingay dat dugce qua
liéu trinh vai chu ky kinh nguyét. Nén bét diu didu
tri khi o triéu chirng dau tién va tiy thude vao triéu
chirng hoc, tiép tuc didu trj trong vai ngay.

Trong chirng dau nira dau (migraine), nén ding
liéu khéi diu 50 mg I cac ddu higu diu tién cia
con sép xdy ra. Trong trurémg hop khéing dat duoc
sy giam dau trong vong 2 gidr sau liéu dau tién, cd
thé ding thém 1 lidu 50 mg. N&u cin thidt, cb the
ding thém cac lidqu 50 mg cach nhau 4 dén 6 gid,

khéng virgt qua tong lidgu 200 ma/ngay.
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Nhém bénh nhan dic bigt

Tré em

Khing khuyén céo ding Cataflam cho tré em va
thidu nién duwdi 14 twdi. D& didqu ti cho tré em
va thiéu nién duwdi 14 tudi, diclofenac 12.5 mg
va 25 mg dang giot ubng hodc thudc dan cb thé
dugrc sir dung. BAI vdri thidu nign tie 14 tudi trd 18n,
liéu 75-100 mg/ngay thudmg Ia du.

Khéng nén vwet qua liéu thi da 150 ma/ngay.
Néi chung tdng liéu hang ngay nén dwerc chia lam
2-3 liéu riéng biét, ndu cb thé 4p dung.

Vige sl dung Cataflam (tit ¢ cac dang) trong
con dau nira ddu (migraine) chwra dugc xac dinh
& tré em va thiéu nién,

Nguwéi cao tudi (bénh nhan tir 65 tudi trér lén)

Khéng cin didu chinh lidu khédi ddu cho bénh
nhan cao tudi (xem phan CANH BAO VA THAN
TRONG).

Bé&nh Iy tim mach hodc cac yéu td nguy cor tim
mach quan trong Néi chung khéng khuyén céo
diéu tri v&i Cataflam & nhirng bénh nhan o6 bénh
Iy tim mach hodic ting huyét 4p khing kiém soét.
Néu cén, nhirng bénh nhan co bénh Iy tim mach,
tdng huyét ap khong kiém soat hodc cb cac yéu
th nguy cor tim mach quan trong chi digu tri véi
Cataflam sau khi cin nhic k§ va & lidqu = 100 mg
mét ngay néu didu tri trén 4 tudin (xem phan CANH
BAO VA THAN TRONG).

Vi cac nguy co tim mach cla diclofenac co thé
téng theo lidu va theri gian tidp xac, libu hang ngay
thap nhéat c6 hiéu qua nén duge sir dyng trong
theri gian ngan nhét co thé. Nén dinh ky danh gia
lai sir cin thiét cia bénh nhén trong dap (ng va
didu tri triéu chirng, dac biét khi didu tri lién tuc
hon 4 tudn,

Bé&nh nhan cin cdnh gidc véi nhimg dau hidu va
triéu chirng cOa huyét khdi ddng mach (nhu dau
ngire, hoi thér ngén (hut hai), suy nhuge, ndi kho)
co thé xuédt hign ngodi cadnh bao. Trong nhirng
trurémg herp nhur vay, bénh nhan cin dwgc hudng
d&n téi gdp bac s ngay.



Suy than
Cataflam chéng chi dinh trén bénh nhan suy than
nang (xem phian CHONG CHI DINH).

Khéng of nghién ciru cu thé dugc tién hanh trén
bé&nh nhan suy gidm chirc ndng than tir nhe dén
trung binh, vi vy khéng dua ra khuyén céo didu
chinh liéu trén d&i tugmg bénh nhan nay. Can than
trong khi sir dung Cataflam cho bénh nhén suy
gidm chirc ndng thén tir nhe dén trung binh (xem
phan CANH BAO VA THAN TRONG).

Suy gan
Cataflam chdng chi djnh trén bé&nh nhan suy gan
n&ng (xem phan CHONG CHI BINH).

Khéng c6 nghién clru rigng bigt dwoc tién hanh
trén benh nhan suy giam chirc ndng gan tir nhe
dén trung binh, vi vay khéng duwra ra khuyén céo
didu chinh lidu trén d8i twgng bénh nhin nay. Can
than trong khi sir dung Cataflam cho bénh nhén
suy giam chirc ndng gan tir nhe dén trung binh
(xem phan CANH BAO VA THAN TRONG).

Cach ding

Mén nudt cd vign véi thire ubng, it nhit Ia tnedc
cac bira an chinh, khéng dwere bé hodic nhai.

CHONG CHI BINH

Da biét qua mAn cam véi hoat chét hodc bt ky
t4 duwgre ndo cha thude.

+ Bang bj lo&t, xuat huyét, hodc thing da day
hodc rudt (Xem phan CANH BAO VA THAN
TRONG wva TAC DUNG KHONG MONG
MUGN).

« 3 thang cubi cla thai ky (xem phin PHU NC
SAP CO THAI, CO THAI VA CHO CON BU VA
CO KHA NANG SINH SAN)

= Suy gan nang
= Suy than ndng
+  Suy tim ndng (xem phin CANH BAO VA THAN

TRONG).

+ Ciing nhir cac thube khang viém khéng steroid
(NSAID) khac, Cataflam cfing chéng chi dinh
& nhirng bénh nhdn ma cac con hen, ndi mé
day hodc viém mii cap dé xdy ra do acid
acetyl salicylic hoic NSAID khac (Xem phan
CANH BAD VA THAN TRONG va TAC DUNG
KHONG MONG MUON).

CANH BAO VA THAN TRONG

Poc ki hwdmg dan sir dyng trirée khi ding.
Néu can thém théng tin, xin hoi y kién béc si.

Thuéce nay chi ding theo don cda béc si,
Anh hwéng trén dwdng tiéu hda

Xudt huyét, loét hodc thiing da day rudt co thé gay
tr vong da dugre ghi nhan v tt ca cac NSAID,
bao gbm ca diclofenac va co thé xay ra bit ky lic
nao trong khi didu tri, co hodc khéng cb cac triéu
chimg canh béo hodc tién sir vé& cac sy cb da
day-rut nghidm trong. No6i chung, nhirng trréng
hgp nay cd hdu qua tram trong hon & nguwdi cao
tudi. Néu xuit huyét hodc loét da day-rudt xay ra &
nhirng bénh nhan dang diéu trj bing Cataflam thi
phai ngirng thubc nay.

Cilng nhu tt ca cac NSAID khac, bao gbm ca
diclofenac, bat budc phdi gidm sat chat ché vd v
khoa va can phai than trong dac biét khi ké don
Cataflam cho nhirng bénh nhan b céc trigu chirng
rdd loan tiéu hda hodc co tiénsﬁgp‘i v ve loét, chay
mau hoéc thing da day hodc rudt (xem phan CAC
TAC DUNG KHONG MONG MUON). Nguy cor vé
chdy mdu da day-rudt cao hon khi ting lidgu NSAID
va & nhirng bénh nhin co tién sir loél, dic biét
néu da co bién chirng xuét huyét hodc thiing va &
nguéri cao tudi,

Dé lam gidm nguy co ddc tinh d&i vai da day-rudt
& nhirng bénh nhan cod tién sl loét, dic biét ndu
da cH bién chimng xudt huyét hodc thing, va &
nguwdni cao tudi, nén didu tr khéi diu va diéu tr
duy tri vévi lidu thap nhat ma co hiéu qua.

MNE&n xem xét didu trj két horp cac thube bdo vé (nhur
céc chéit (rc ché bom proton hodc misoprostol) dbi

https://vnras.com/drug/

véi nhimg bénh nhan nay, va dbi v&i nhirng bénh
nhan dang cdn sir dung déng théi nhirng thudc
chira acid acetylsalicylic (ASA) lidu thdp hodc
nhirng thubc khac cé kha néng 1dm tang nguy cor
dbi vari da day-rudt.

Bénh nhan cb tién sir ddc tinh dbi véi da day-
rudt, d&c bidgt & ngudi cao twbdi nén bao cao bat
ky tridqu chirng bat thwémg nao vé bung (déc
biét 1a chdy mau da day-rudt). Nén than trong &
nhirng b&nh nhén dang ding déng thivi cac thube
ch thé lam ting nguy co loét hodc chay mau nhw
coricosteroid ding duwéng toan than, thube chbng
déng mau, thube chéng tiéu clu hodc thubc (rc
ché& tai thu nhdn serotonin chon loc (xem phéan
TUONG TAC THUOC).

Cén giam sét y khoa chit ché va phai than trong &
nhirng bé&nh nhan bj viém loét dai trang hodc bénh
Crohn, vi tinh trang cia ho co thé nang lén (xem
phin CAC TAC DUNG KHONG MONG MUGN).

Tac dung trén tim mach

Diéu tri bdng NSAID, bac gbm oa diclofenac, dic
biét & libu cao va dai han, co thé di kém va&i sur
tdng nhe nguy co bj bién cb huyét khéi tim mach
nghiém trong (bao gdm ca nhéi mau co tim va
dit quy).

Néi chung, khéng khuyén céo sir dung
Cataflam che bénh nhidn cé bénh Iy
tim mach (suy tim sung huyét, bénh
tim thiéu mau cyc bd, bgnh ddéng mach
ngoai bién) hodic ting huyét ap khéng kiém
soadt. Néu c¢dn, cac b&nh nhan cé bénh Iy tim
mach, ting huyét 4p khéng kiém soat hodc co
céc yéu td nguy co tim mach quan trong (nhw
ting huyét ap, ting lipid méu, d4i thao dwéng
va hit thudc) chi nén didu tri véi Cataflam sau
khi cdn nhic cin thin va & lidu S100mg mot
ngay khi didu tr lién tyc trén 4 tudn.

Vi céc nguy co tim mach cla diclofenac cé thé
ting theo lidu va thdi gian tidp xdc, lidu hang
ngay thidp nhét cé hiéu qua nén dwoc sirdung
trong th&i gian ngdn nhit cé thé. Nén djnh
ky danh gia lai nhu clu giam tridu chirng cha
bénh nhan va dap {mg véi didu trj, dic bigt khi
diéu tr lién tuc hon 4 tudn.



Bénh nhan cin canh giac véi nhirng dau hiéu
va triéu chirng cua cac bién c6 huyét khoi
dong mach nghiém trong (nhw dau ngwe, hut
hoi, yéu mét, noi kho) co thé xuat hién ngoai
canh bao. Trong nhirng trweé'ng hep nhw vay,
bénh nhdn can dwec hwéng dan téi gap bac
si ngay.

Chi y: Hwéng dén chi tiét da dwoc cung cap
trong phan liéu lwong va cach dung déi véi
bénh nhan bénh ly tim mach hodc cé cac yéu
t6 nguy co tim mach quan trong.

Tac dung vé huyét hoc

Viéc s dung Cataflam chi dwoc khuyén cao dbi
véi dieéu tri ngan han. Tuy nhién, néu Cataflam
dwoc dung trong mét thdi gian dai, nén theo doi
s6 lwong huyét cau nhw véi cac NSAID khac.

Cang nhw cac NSAID khac, Cataflam co thé (rc
ché tam théi sy ngwng két tiéu cau. Bénh nhan
bi khiém khuyét v& sy cdm mau can duoc theo
doi cAn than,

Tac dung trén hé hap (hen c6 tir trrérc)

O cac bénh nhan bi hen, viém mii di ¥ng theo
mua, swng niém mac mii (nhw polyp mii), bénh
phéi tdc nghén man tinh hodc nhiém khuan man
tinh dwérng hé hap (d3c biét néu co lién quan dén
cac triéu chirng nhw viém mdi di irng) thi cac phan
(rng v&i thubc NSAIDs nhw cac con hen kich phat
(dwgc goi 1a khéng dung nap véi cac thube gidm
dau/ hen do thudc gidm dau), phii Quinck hoac
may day, thudng gap nhiéu hon & cac bénh nhan
khac. Do db, can déc biét than trong véi cac bénh
nhan nhuw vay (chuan bj sn sang phwong tién cap
ctru). Cang phai chi y dic biét déi véi nhirng bénh
nhan da tlrng bi di &rng v&i cac chéat khac, nhw
phan tng véi da, nglra hoac may day.

Tac dung trén hé gan mat

Yéu cau giam sat y té chat ché khi k& don

Cataflam cho bé&nh nhan suy giam chirc nang gan
vi tinh trang ctia ho cé thé nang thém.

Clng nhw vé&i cac NSAIDs khac, bao gbm
diclofenac, trj sé clia mét hay nhiéu enzym gan
co thé tang. Trong qua trinh diéu tri kéo dai voi
Cataflam theo ddi thwérng xuyén chire nang gan
dwoc chi dinh nhw mot bién phap phong nglra.
Néu xét nghiém chirc ndng gan bét thwérng hodc
tdi t& hon, néu c6 dau hiéu 1am sang hoic triéu
chirng lién quan dén bénh gan phat trién hodc néu
cac biéu hién khac xuat hién (nhw ting bach cau
eosin, phat ban) nén ngung st dung Cataflam.
Viém gan co6 thé xay ra khi st dung diclofenac ma
khong c6 triéu chirng bao trudec.

Théan trong khi sir dung Cataflam cho nhirng bénh
nhan réi loan chuyén hoa porphyrin  vi co thé
gay ra con céap.

Phan (rng & da

Cac phan ng da nghiém trong, mét s6 trudng
hop bi t&r vong, bao gdm viém da troc vay, hoi
chirng Stevens-Johnson va hoai t& biéu bi nhiém
déc da dwgce ghi nhan trong nhivng trwedng hop
rAt hiém lién quan v&i viéc dung NSAID, ké ca
Cataflam (xem phadn PHAN UNG BAT LOI CUA
THUOC). Bénh nhan c6 nguy co cao nhét vé cac
phan (rng nay sém trong tién trinh diéu tri, kh&i
phat phan (rng xay ra trong da so tredng hep trong
vong thang dau diéu tri. Phai ngirng Cataflam khi
c6 bidu hign dau tién v& phat ban da, tdn thwong
niém mac hoac bat ky ddu hiéu qua méan nao khac.

Cing nhuw cac NSAID khac, cac phan (rng di (rng
ké& ca phan ng phan vé/phan &ng kiéu phan vé
ciing cé thé xay ra trong nhirng hop hiém gap
véi diclofenac ma khéng cé tiép xdc treéc dé voi
thubc.

Tac dung trén than

Piéu tri bang thudc NSAIDs ké ca diclofenac
thwéng gay gilr dich va phl, nén cin dic biét
chi y khi dung cho bé&nh nhan bi tén thwong chire
néng tim hodc than, co tién st bj tang huyét ap,
ngudi cao tudi, bénh nhan dwoc diéu tri ddng thoi
vari thube Igi nigu hodc cac thude anh hwéng dén
chirc nang than, va nhitng bénh nhan mét dich
ngoai té bao do béat cl¥ nguyén nhan nao, vi du
trwdc hodc sau nhivng phau thuét Ién (xem muc
CHONG CHI BINH). Theo déi chire nang than la
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bién phap phong ngira sém khi dung Cataflam

trong nhikng trwérng hop nhw vay. Ngirng diéu tri
thudng phuc héi lai dwoc trang thai trvde didu tri.
Bénh nhén cao tudi

Can phai than trong dbi véi nguoi cao tudi dua
trén cac co s& y khoa co ban. Dac biét khuyén
céo dung liéu thap nhat cé hiéu qua & nhirng bénh
nhan gia yéu hodc nhirng ngudi c6 can ndng thap.

Tworng tac veri cac NSAIDs khac

Nén tranh dung ddng th&i Cataflam véi cac NSAID
dung dwéng toan than bao gdm ca cac chat (e
ché cyclooxygenase-2 chon loc do khong cé bét
ky bang chirng nao chirng minh sy c6 lgi hop luc
va do kha nang co thém cac tac dung khéng mong
mubn (xem phan TUONG TAC THUOC).

Che l4p déu hiéu nhiém triung

Ciing nhw cac NSAID khac, Cataflam co thé che
l&p céac dau hiéu va triéu chirng nhidm khuan do
cac déc tinh dwoc lwc hoc cia né.

TUONG TAC THUOC

Nhirng twong tac sau day bao gém nhirng trudng
hop da quan sat dwoc voi vién nén bao dwdng
Cataflam va /hodc cac dang bao ché khac cla
diclofenac.

Twong tac quan sat dwgc

Chat (rc ché CYP2C9 manh: Than trong dwoc
khuyén céo khi dung ddng théi diclofenac véi chat
trc ché CYP2C9 manh (nhw voriconazole), diéu
nay co thé gay tang dang k& nbng do dinh trong
huyét twong va ham lwong diclofenac do (rc ché
sy chuyén hda cla diclofenac

Lithium: Néu dung déng thei, diclofenac c6 thé
lam tang nong do6 lithium trong huyét twong.
Can theo ddi murc lithium huyét thanh.

Digoxin: Néu dung ddng thei, diclofenac co thé
lam tang ndng dd digoxin trong huyét twong.
Can theo ddi ndng dé digoxin trong huyét thanh.

Thubc lgi tiéu va thudc tri ting huyét ap: Cing
nhw cac NSAID khac, dung dong thoi diclofenac
véi cac thude lgi tiéu hodc thube tri tang huyét ap
(nhu thubc chen beta, chét (rc ché men chuyén
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angiotensin - ACE) c6 thé lam gidm tac dung tri
tang huyét ap clia ching. Vi vay, can than trong
khi dung két hop va cac bénh nhan, dac biét la
ngudri cao tudi nén dwoc theo dbi huyét ap dinh
ky. Bénh nhan can dwoc cung cap nwéc day da
va nén xem xét theo ddi chirc nang than ddng thoi
sau khi bat dau diéu tri va sau do theo déi dinh
ky, d&c biét dbi vdi cac thude loi tidu va thudce (e
ché ACE do tang nguy co doc cho than (xem phan
CANH BAQO VA THAN TRONG).

Ciclosporin: diclofenac, gibng nhw cac NSAID
khac, c6 thé lam tang déc tinh d6i véi than cla
ciclosporin do tac dung trén prostaglandin ¢ than.
Vi vay, phai dung liéu thap hon liéu thwéng dung &
cac bénh nhan khéng dung ciclosporin.

Cac thuoc dworc biét co thé gay hyperkaremfa
ding dbng théi véi thude

ciclosporin, tacrolimus hoac tnmethoprim co thé
c6 lién quan dén sy tang ndng do kali trong huyét
thanh, vi vay can theo déi thwéng xuyén néng do
kali huyét thanh. (xem phan CANH BAO VA THAN
TRONG)

Thubc khang khuén quinolone: Ba co cac bao

céo riéng 1& vé& co giat do dung ddng th&ri quinolone
va NSAID.

Twong tac cé thé xay ra

Céac thudc khang viém khéng steroid (NSAID)
khac va corticosteroid: Ding dbng thoi
diclofenac va cac NSAID khac dwdng toan than
hodc corticosteroid co thé 1am ting tan suét cac
tac dung khéng mong mudn & da day-rudt (xem
ph&n CANH BAO VA THAN TRONG).

Céc thubc chéng déng méu va thuéc chong két
tap tiéu cdu: Nén than trong vi ding dong théi co
thé 1am tang nguy co chdy mau (xem phan CANH
BAO VA THAN TRONG). Mac di cac nghién clru
lam sang khéng cho thay diclofenac anh hwéng
dén tac dung clia céac thudc chbéng déng mau, da
cé nhirng b&o céo riéng 1& vé& tdng nguy co xuat
huyét & nhirng bénh nhan dang dung dong thoi
diclofenac va thubc chéng déng mau. Vi vay nén
theo déi sat nhirng bénh nhan nay.

Chét trc ché tai thu nhan serotonin chon loc
(SSRi): Dung dong thoi cac NSAID dwéng toan
than, bao gdm ca diclofenac, va SSRI ¢é thé lam
tang nguy co chay mau dwéng tiéu hoa (xem phén
CANH BAO VA THAN TRONG).

Thubc trj dai thdo dwéng: Cac nghién clru
lam sang da cho thay 1a diclofenac cé thé duoc
dung cling v&i cac thubc chdng dai théo dudng
dang uéng ma khéng anh hwdng dén hiéu qua 1am
sang cta ching. Tuy nhién, da c6 cac bao cao
riéng I& vé ca hai tac dung ha dwong huyét va ting
dwéng huyét, bat budc phai thay déi lidu cha cac
thudc chdng dai thao dwong trong thdi gian diéu
tri bang diclofenac. Vi ly do nay, can theo ddi mirc
dwéng huyét nhw 1a mét bién phap phong nglra
trong khi digu tri dong thoi.

Phenytoin: Khi dung déng th&i phenytoin véi
diclofenac, viéc kiém soat ndbng dé phenytoin trong
huyét twong dugc khuyén céo do cb sy tang theo
dw doan vé ham lwgng phenytoin.

Methotrexate: Can than trong khi ding NSAID ,
bao gbm c& diclofenac, dudi 24 gior treéc hodc
sau khi diéu tri bang methotrexate, vi noéng do
methotrexate trong méu cé thé tang I1&n va doc
tinh clia chat nay tang lén.

Glycoside tim: O bénh nhan s dung dong thoi
glycosid tim va NSAID cé thé lam tram trong thém
bién ching cla suy tim, giam GFR va lam ting
ndng do glycoside trong huyét tvong.

Tacrolimus: tdng nguy co cé thé nhiém doc
than khi stz dung NSAIDs clng véi tacrolimus.
Diéu nay c6 thé qua trung gian cac tac dong
khang prostagladin than clia ca NSAID va (rc ché
calcineurin.

Colestipol va cholestyramine: Nhitng tac nhan
nay c6 thé gay ra mot s cham hodc gidm hap
thu diclofenac. Do do6, khuyén khich st dung
diclofenac it nhat mét giér trvdrc hodic 4-6 gid sau
khi uéng colestipol / cholestyramine.

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

Phu nir sap cé thai

Khong co di¥ liéu dé dwa ra bat ky khuyén céo nao
dbi véi phu niv sép co thai.
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Phu ni¥ cé thai

Khéng di dir liéu vé viéc sir dung diclofenac & phu
nir co thai. Vi vay, khéng nén dung Cataflam trong
3 thang dau va 3 thang gilra cua thai ky trir khi lgi
ich ky vong déi vé&i ngudi me cao hon nguy co cb
thé ¢6 dbi véi thai nhi. Cling nhw cac NSAID khéc,
chdng chi dinh dung diclofenac trong 3 thang cubi
cla thai ky do kha ndng bj d& tlr cung va/hodc
dong sém ong dong mach (xem phan CHONG
CHI BINH va xem thém phan CAC D LIEU AN
TOAN TIEN LAM SANG).

Cho con b

Gibng nhu cac NSAID khac, diclofenac di vao
sira me v&i lwgng nho. Vi vay, khdng nén diung
Cataflam trong khi cho con bl dé tranh cac tac
dung khéng mong mudn & tré em.

Kha ndng sinh san

Ciling nhw cac NSAID khac, viéc st dung Cataflam
c6 thé lam gidm kha néng sinh sdn va khéng
khuyén dung & phu ni dang cd gang co thai. O
phu nlr gap khé khan khi thu thai hodac nhirng
nguwdi dang duoc kiém tra vé sy vo sinh, nén xem
xét nglrng dung Cataflam.

ANH HUONG TOI KHA NANG LAI XE VA VAN
HANH MAY MOC

Nhirng bénh nhan c6 rdi loan thj giac, hoa mat,
chéng mat, ngl ga hodc cac réi loan hé than kinh
trung wong khac khi dung Cataflam thi khéng nén
lai xe va van hanh may méc.

PHAN NG PHU CUA THUOC

Phan (rng phu cla thubc tir cac thir nghiém lam
sang va/hodc cac bao cao ty phat hodc bao cao
trong y van (Bang 1) duwgec liét ké theo phan loai
nhém co quan hé thdng clia MedDRA. Trong mbi
nhém co quan hé théng, cac phan (rng phu dugc
sap xép theo tan suat, dau tién la cac phan (ng
phu thwdng gép nhat. Trong mdi nhém tan suét,
cac phan trng phu cta thudc dugc trinh bay theo
th(r tw mirc d6 nang gidm dan. Ngoai ra, con cb
loai tn suat twong (rng do6i véi mbi phan (rng phuy,
str dung quy wdc sau day (CIOMS III): rat theéng



gdp (> 1/10); thwomg gap (= 1/100 dén < 1/10); it
gap (= 1/1.000 dén < 1/100); hiém gap (= 1/10.000
dén < 1/1.000); r&t hiém g&p (< 1/10.000).

Céc tac dung khéng mong mudn sau day bao gbm
ca nhirng treérng hop da dwoc bao céo véi thube
dan Cataflam va’ho#c cac dang bao ché khac clia
diclofenac, dung ngén han hoac dai han.

Bang 1

Roi loan mau va hé bach huyéet

RAt hiém gap:  Giam tiéu cau, gidm bach cau,
thiéu mau (ké& ca thiéu mau tan
huyét va thiéu mau bat san),
mét bach ciu hat

R6i loan hé mién dich

Cac phan *ng phu cua thudc

Hiém gap: Qua mén cadm, phan (&rng phan
vé va phan (ng kiéu phan vé
(bac gdbm cé ha huyet ap va
sbc)

RAt hiém gép:  PhU mach (bao gdm ca phu
mat).

R&i loan tam than

R4t hiém gap: Mt dinh huwéng, trdm cam,

mét ngl, 4c mang, cu gét, réi
loan tam than.
Réi loan hé than kinh

Thwérng gép: Nhtrc diu, chéng mat
Hiém gap: Budn ngu
R&t hiém gap:  Di cam, gidm tri nhé, co giat,

lo &u, run, viém mang na@o vo
khudn, réi loan vi giac, tai bién
mach mau néo.

Roi loan mat

Rat hiém gap:  Réi loan thj gidc, nhin mé,

song thi
R6i loan tai va mé dao
Thuwdng gap: Chéng maét
Ré&t hiém g&p: U tai, gidm thinh giac
Roi loan tim
it gap *: Nhéi méu co tim, suy tim, danh

trébng ngwre, dau nguc.
Réi loan mach
R4t hiém g&p:  Tang huyét 4p, viém mach, tut

huyét ap.

Réi loan ho hap, ngwe va trung that  https:

Hiém gap: Hen (ké ca kho thé).

RéAt hiém gap:  Viém phbi

R6i loan tiéu héa

Thudng gép: Budn nén, non, tiéu chay, kho
tidu, dau bung, day hoi, chan
an.

Hiém gap: Viem da day, xuét huyét da
day-rudt, ndén ra mau, tiéu chay
xuat huyet, tiéu phan den, loét
da day-rudt (cé hodc khéng co
xuét huyét hay thling).

RéAt hiém gap:  Viém dai trang (bao gdm viém

dai trang xuét huyét va ting do
tram trong cla viém loét dai
trang hoac bénh Crohn), tao
bon, viém miéng, viém lwdi, roi
loan thyc quan, chit hep rudt
gibng co hoanh, viém tuy.

Réi loan gan-mét

Thwéng gap: Téang transaminase

Hiém gap: Viém gan, vang da, réi loan &
gan

Rat hiém gap:  Viém gan bdc phat, hoai ti
gan, suy gan

Roi loan da va mé dwéi da

Thuwérng gap: Phat ban

Hiém gap: N&i mé day

RAat hiém g&p:  Ban mong nuéc, eczema, ban

dd, ban doé da hinh, hdi chirng
Stevens-Johnson, hoai tlr biéu
bi nhiém déc (hdi chirng Lyell),
viém da tréc vay, rung léng
téc, nhay cadm véi anh sang,
ban xuét huyét, ban xuat huyét
Henoch-Schonlein, ngtra.

Réi loan than-tiét nidu

RAt hiém gdp:  Suy than cép, huyét niéu,
protein niéu, héi chirng than
hw, viém than ké, hoai t&¢ nha
than.

Réi loan toan than va tinh trang tai ché ding

Hiém gap: Phi né

*Ty 1& phan anh sb lidu tir cac tri lidu 1au dai véi
liéu cao (150 ma/ngay)
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Md t& cac phan (rng phy duwere chon lge.
Huyét khéi ddng mach

Céc phén tich tdng hop va céc dir liéu dich t& duoc
hoc cho thay mét nguy oo gia tang clia cac bién cd
huyét khéi dong mach (vi du nhw nhdi méu co tim)
lign quan dén viéc st dyng diclofenac, dac biét &
lidu cao (150 mg/ngdy) va diéu tri trong thai gian
dai (xemn phén CANH BAO VA THAN TRONG).

Théng bédo cho bac si nhimng tac dung khéng
mang mudn gép phéi khi st dyng thude.

QUA LIEU
Triédu chirng

Khéng oo bénh canh 1&m sang ddc hidéu do qua
lidu diclofenac. Qué lidu co thé gly ra cac triéu
chirng nhw ndn, xudt huyét tidu hda, tidu chay,
chéng mat, U tai hodc co giat. Trong trirrng hop
ngd dic dang ké&, o6 thé bi suy than cip va tbn
thwong gan.

Bién phap diéu tri

Didu tri ngd dbc cAp NSAID, bao gbm ca
diclofenac, chii yéu gbm cac bién phép hé tro va
didu trj tridu chirng. Can tién hanh céc bién phap
hé trg va didu trj tridu chimg ddi v&i cac bién
chirng nhw ha huyét &p, suy than, co gidt, rdi loan
lidqu hda va suy hd hép.

Cac bién phap diac bidgt nhir giy tadng bai nidu,
thdm tach mau hodc truydn mau co thé khéng
gilp gi trong viéc loai bd cac NSAID, bao gdm
cd diclofenac, do sir gén vao protein cao va sy
chuy&n hda manh.

Cé thé xem x&t ding than hoat sau khi ubng qué
lidu co kha ndng gay nhiém déc, va khir nhidém da
day (nhw gay nén, rira da day) sau khi ubng qua
lidu co kha ndng de doa tinh mang.

CAC PAC TINH DUFQIC LY HQC
Ceo ché tac dung

Cataflam chira mudi kali clia diclofenac la mét
hop chét khang steroid o6 dic tinh tri bénh thap,
gidm dau, khang viém va ha sbt rd rét. Sy (e ché
sinh thng hop prostaglandin, d3 duwge chirmg mink

trong thire nghiém, duge xem & co sé cho cor ché
tac dung clia nd. Cac prostaglandin déng vai trd
quan trong trong viéc gay viém, dau va st

Vién nén Cataflam cé kh&i phat tac dung nhanh
lam cho ching thich hop déc bidt di v viée didu
tri céc tinh trang dau va viém cép.

In vitro diclofenac khong (e ché sy sinh tdng hop
protecglycan trong sun & ndng d6 twong duong
vy nbng do dat dugre & ngurdi.

Tac dung duwge lpe hoc

Cataflam da dwerc biét ¢ tac dyng lam gidm dau
rd rét dbi véi dau trung binh va ndng. Khi bj viém,
vi dy do chén thwong hodc sau can thiép ngoai
khoa, nd lam gidm dau nhanh chong cé dau ty
phat va dau khi clr dfng va lam gidm sung va phi
né vét thuong do viém,

Cac nghién clru [@m sang cling d& phat hign la
trong dau bung kinh nguyén phat, hoat chét nay co
kha ndng lam gidm dau va giam mirc 4§ ra mau.

Trong cac com dau niva ddu (migraine), Cataflam
cho thay cb hiéu qua trong vidc lam gidm nhirc
déu va cai thién cac triéu chirng bubdn ndn va nén
kém theo.

Tac dung duwec ddng hoc
Hép thu

Diclofenac duoe hép thu nhanh va hoan toan tir
vién nén diclofenac kali. Sy hip thu xdy ra ngay
sau khi ding va sb lwgng duge hip thu twong
by nhw khi ding mét libu teong duong vién nén
khong tan trong da day diclofenac natn.

Nbng dd dinh trung binh trong huyét tremg 14
3.8 pmol/L dat dwgre trong vong 20 - 60 phit sau
khi uéng 1 vién 50 mg. Ding clung thirc &n khang
dnh hwéng dén lwgng diclofenac dwgc hip thu,
mac di khéi phat hip thu cé thé hoi cham va thc
dd hép thu giam nhe .

Lererng thude hip thu tuyén tinh ty 18 v b lidu
ding.

Vi co khodng mdt nira diclofenac duge chuyén
héa lan diu qua gan (tac dung “chuyén héa lAn
déu™), dign tich dwréi durding cong ndng db (AUC)
sau khi diing dwdng uéng hodc dwdng tryc traing
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béng khoang mot nira so véi sau khi dang mét lidu
twong dwong dudng tidm,

Hoat ding duge ddng hoe khdng thay déi sau khi
dang 1ap lai. Khéng xay ra sy tich |Gy mién 13 cb
khodng cach gilra cac liéu dugce khuyén cao,

S tuyén tinhikhéng tuyén tinh

Lurgng thubc hip thu ty 1& tuyén tinh véi mire ligu
ding
Phéan bd

99, 7% diclofenac gan v&i protein huyét thanh, chi
yéu 12 albumin (99,4%). Thé tich phan bb biéu kién
duge tinh 14 0,12 dén 0,17 Lkg.

Diclofenac di vao hoat dich va dat nong dd 16i da
tr 2-4 gidr sau khi dat duwge nbng dd dinh trong
huyét trong. Thei gian ban thai bidu kién tir djch
hoat dich 14 3-6 gi¢r. 2 gitr sau khi dat durgre nding
d6 dinh trong huyét tomg, nbng do cia hoat chét
frong hoat dich cao hon trong huyét twong va
ndng dé nay duy tri & mire cao hon subt 12 giér.

Diclofenac dwgc phat hign & nong do thép
(100 ng/ml) trong sira & ba me cho con bi. Lugng
thudc wére tinh di vao tré ba sira me twong duong
wiri mit lidu 0,03 mg/kgingdy.

Chuyén héa

Sir bién ddi sinh hoc cla diclofenac thirc hién mdt
ph&n do sy glucuronide hda phan tr nguyén ven,
nhung chil yéu do sy hydroxyl hoa va methoxyl
héa mdt Bn hay nhidu 1an, din dén tao thanh
mét vai chit chuydn héa phenclic (3-hydroxy-,
4'-hydroxy-, S-hydroxy, 4'5-dihydroxy, wva
3-hydroxy-4'-methoxy-diclofenac), phan  Iém
chat nay durge bién dbi thanh cac dang lién hgp
glucuronide. Hai trong sb nhirng chét chuyén hoa
phenaolic ndy cd hoat tinh sinh hoc, nhung & mic
dd it hon nhidu so véi diclofenac.

Thai trir

D6 thanh thai toan thén toan phéan cla diclofenac
tir huyét twong 1a 263 + 56 mL/phdt (tri 6 trung
binh + @) lch chuan SD). Théi gian ban hiy
trung binh trong huyét teong 14 1-2 gidr. Bén trong
st cac chit chuydn hoa, bao gbm hai chét cd
hoat tinh, clng cd thévi gian ban hdy trong huyﬁt



twong ngdn tir 1-3 i, Mat chit chuyén hoa 1a
3 hydroxy-4"-methoxy-diclofenac co thai gian ban
hiy 1au hon nhigu. Tuy nhién, chét chuyén hoa
ndy gén nhw khong cb hoat tinh.

Khodng 60% liéu da ding dwere bai tiét trong nudre
tidu dudi dang lién herp glucuronide cla phén tir
nguyén ven va durdi dang cdc chat chuyén héa,
phén lén ching duge bién dbi thanh cac dang lién
hop glucuronide. Dudi 1% dwere bai tit dudi dang
khing dbi. Phan con lai dugre bai tiét dwdi dang
cac chét chuyén hoa qua mat vao phén,

Nhém bénh nhén dic biét

Chwa ghi nhan sy khac bigt phy thude tudi lién
quan trong sy hép thu, chuyén héa hodc bai tiét
thudc nay.

' bénh nhan suy than, khi dong liéu thdng
thudng, khdng cd sy tich Iy hoat chat khing
dwere chuyén héda, O db thanh théi creatinine
duéi 10 mUphit, néng d6 céc chét chuyén hoa
hydroxy & trang thai 6n dinh da dugc tinh 14 cao
hon khoang 4r;gn s0 i & nguedi binh thudng. Tuy
nhién, cac chit chuyén hoa nay cudi cling duge
ddo thai qua mat. O nhirng b&nh nhan bj viém gan
man hodc xo gan con b, ddng hoc va chuyén
héa diclofenac tvong tw nhur & nhimg bénh nhén
khéng b bénh gan.

CAC NGHIEN CUU LAM SANG

Cataflam la san phém d8 duwgc xac 18p rd rang.

CAC DI LIEU AN TOAN TIEN LAM SANG

Céc dir lidu tién |&m sang tir cac nghién cliru dbc
tinh cép va dbc tinh liéu 1&p lai, cing nhw tir cac
nghién clru vé& dbc tinh gen, tinh gay dbt bién va
tinh gay ung thw véi diclofenac khéng phat hién
nguy hidm rd rang nao a8 voi ngudi & lidu didu
trj 94 dinh. Trong cac nghién clru tién 1am sang
chudn trén dbng vat, khong cd bling ching |a
diclofenac cb kha nang gay quél thai & chudt nhét,
chudt edng hodc thd.

Diclofenac khing anh hw&ng trén kha niang sinh
sdn cla ddng vat me & chudt cbng. Sy phat trién
trurdre khi sinh, chu sinh va sau sinh cla chudt con
khéng bj anh hudng.

Vigéc sir dung cac NSAID (bao gbm ca diclofenac)
trc ché sir rung trirng & thd, sy lam td va sy hinh
thanh banh rau & chudt cng va da din dén déng
s&m dng dong mach & chudt cng mang thai, Lidu
diclofenac gy doc cho chudt cbng me co lién
quan véri dé kho, thai ky kéo dai, giam sb thai sdng
va cham phét trién trong tlr cung & chudt cbng.
Anh hwémg nhe cla diclofenac trén cac thdng s
vé sy sinh san va sinh d& cing nhw gay co khit
éng déng mach trong tr cung 14 nhirng hau qua
clia tac dung dugc Iy & nhém thubc (rc ché tbng
hop prostaglandin nay. (Xem phan CHONG CHI
DINH va PHY NI SAP CO THAI, CO THAI VA
CHO CON BU VA KHA NANG SINH SAN}

TA DUQIC

Vién nhén: Magnesi stearat, povidon, silic dang
keo khan, tinh bdt natri glycollate, tinh bdt ngd,
canxi phosphat.

Bao dudmng: Cellulose vi tinh thé, polyethylene
glycol 8000, oxid s&t mau do (E 172) va titan dioxid
(E171) {chat phan tan Anstead), povidon, bt talc,
sucrose.

Sap: Polyethylene glycol 8000, sucrose.

TINH TIFONG KY
Chuwa dwgre ghi nhan.

HAN DUNG
Cataflam 25mg: 24 thang ké tir ngay sén xuat,
Cataflam 50mg: 24 thang ké tir ngay san xuat,

BAO QUAN
Khong bde quan thube trén 30°C.
Tranh 4m.

Khong diong vién nén Cataflam qua han sir
dyng dwegc ghi “EXP" trén bao bi.

QuY CACH BONG GOI
Cataflam 25: HOp 1 vi x 10 vién nén bao dudmg.
Cataflam 50: Hdp 1 vi x 10 vién nén bao duémng.
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HUONG DAN S(F DUNG VA THAO
TAC

Lwu y: Vién nén Cataflam phai dé xa
tdm tay va tdm nhin cta tré em.
NHA SAN XUAT:

Movartis Sadlik Gida ve Tanm Urinleri San.ve
Tic.A.S.

Yenisehir Mahallesi Dedepasa Caddesi No. 17,
(11. Sok. No.2)

34912 Kurtkoy/lstanbul, Thd Nhi Ky.
Cho Novartis Pharma AG, Basel, Thuy 3y.

Té hwéng dén sir dyng cho toan cdu .

MNgay phat hanh thong Bn; Thang 9 nam 2013,
Phién ban tiéng Vigt,

® = nhan hiéu da dang ky
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