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X Thudec bdntheo don

Diclofenac 50

Vién bao phim tan trong rudt

THANH PHAN:
= DO O TR T e et R o e T R T i s desae sttuast i ity 50 mg
- Té duge (Tinh bt ngd, Lactose, Natri starch glycolat, PVP K30, Aerosil, Talc, Magnesi stearat, HP-55,
Titan dioxyd, Mau Do Ponceau lake, Triethyl citrat, Ddu Parafin).........v.d. 1 vién bao phim tan trong rut.

CHI DINH:
Diéu trj dai ngay viém khép man, thodi hoa khdp.

LIEU DUNG VA CACH DUNG:
Liéu ding:
Dé giam thi€u nguy co xudt hién bién ¢f bat Igi, cdn sif dung Diclofenac & liéu hang ngay thdp nhat
c6 higu qua trong thdi gian ngén nhat c6 thé (xem thém phén than trong).
C4n phai tinh todn liéu mdt cach than trong, tily theo nhu cdu va ddp (ng clia ting ¢4 nhan va cdn
phai ding liéu thdp nhit c6 tac dung. Trong trj lidu dai ngay, két qud phdn I6n xudt hién trong
6 thang ddu va thuding dugc duy tri sau dé.

- Thodi hda (hy) khdp: 1 vien/lin x 2 - 3 ldn/ngdy. Didu tri dai ngdy: 2 vién/ ngay, chia 2 4n; khong
nén ding lidu cao hon.

- Viém khop dang thdp: 1 vién/idn x 3 - 4 ldn/ngay. Diéu tri dai ngay viém khdp dang thap:
Liéu khuy&n nén ding 12 1 vién/1dn x 2 14n/ngay va néucdn tang, 1&n tdi 4 vien/ ngay, chia hai lan.
Cdch ding: udng trude khi n.

Luu y: Nudt nguyén vién thudc voi nudc, khdng bé, nghién nat hodc nhai vién thubc.

CHONG CHI DINH:

- Qua man vdi diclofenac, aspirin hay thudc chOng viém khdng steroid khdc (hen, viém mii, may day
sau khi diing aspirin).

- Loét da day tién trién.

- Ngubi bi hen hay co that phé quan, chdy mau, bénh tim mach, suy than ndng hodc suy gan nang.

- Ngudi dang ding thudc chng ddng coumarin.

- Ngudi bj suy tim & mau, gidm thé tich tudn hoan do thudc Igi niéu hay do suy than, tc df loc cduthan
< 30 mV/ phit (do nguy co xudt hién suy than).

- Bénh nhan suy tim sung huy8t (tir dd Il d&n A0 IV theo phan dd chic nang clia suy tim theo HOi Tim New
York — NYHA), bénh tim thiéu mau cyc b, bénh dong mach ngoai vi, bénh mach méu nao.

- Ngubi bi bénh chat tao keo (nguy oo xut hign viém mang néo vb khudn. Cdn chir ¥ I tét ca cac tniing hop bi
viém mang ndo v khudn déu c6 trong tién sl mot benh ty mién nao do, nhu mot y&u t dé mdc bénh).

- Ngudi mang kinh sat trong.

THAN TRONG:

- Ngudi c6 tién sir loét, chdy mau hodc thiing duding tiéu hoa.

- Ngudi bénh suy than, suy gan, bilupus ban dd toan than. e

- Ngudii bénh ting huy&t ap hay bénh tim c6 ¢ nudc hodc phu.

- Ngubi co tién sir bénh gan. Cin theo ddi chilc néng gan thubing ky khi diéu tri dai ngay bang diclofenac.

- Ngudi bi nhim khudn.

- Ngubi c6 tién sif rbi loan ddng mau, chay mau.

- C4n kham nhan khoa cho ngudi bénh bi rfi loan thj gidc khi diing diclofenac.

- Nguy co huy&t khdi tim mach:

+ Céc thudc chdng viém khong steroid (NSAIDs), khdng phai aspirin, diing duing toan than cé thé lam
ting nguy co xuat hién bign cB huyt khi tim mach, bao gém ca nhéi méu cotim va dot quy, co thé dan
dén tir vong. Nguy co nay c6 thé xudt hign som trong vai tufin ddu ding thudc va cd thé tang I8n theo thdi
gian diing thudc. Nguy cd huy&t khdi tim mach dugc ghi nhan chi y&u & liéu cao.

+ Bac sicdn danh gia dinh ky sy xudt hign clia cac bin cd tim mach, ngay ca khi bgnh nhan khong co cac
tribu chitmg tim mach trudc do. Bénh nhan cdn dugc canh béo vé céc trigu chimg clia bién c6 tim mach
nghiém trong va cdn tham kham bac singay khi xudt hign cac trigu chimg nay.

+ D& gidm thigu nguy co xudt hién bién cb bat Igi, cdn sif dung Diclofenac d lidu hang ngay thdp nhat
c6 hifu qué trong thdi gian ngdn nht co thé.

+ C4n can nhdc cdn than khi sif dung Diclofenac cho bénh nhan cd cac y&u t nguy cd xudt hign céc bién cd
tim mach rd rét (nhuting huyét ap, ting lipid huyét thanh, dai thio dubing, nghién thudc 1a).

TAC DUNG KHONG MONG MUON:

5 - 15% ngudi bénh diing diclofenac ¢6 tic dung phy & bd may tiéu hoa.

- Thuong gap: Toan than: Nhic d4u, bén chdn. Tiéu héa: Dau viing thugng vi, bubn ndn, ndn, ia chay,
trudng bung, chan &n, khé tiéu. Gan: Tang cac transaminase. Tai: U tai.

- [t géip: Toan than: Phi, di (g (d%c biét co tht ph# quin & nguéi bénh hen), choéing phan vé ké catyt huyét ap,
viém miti, méy day. Tiéu héa: Dau bung, chdy mau dubng tiéu hoa, 1am 8 loét tign trién, ndn mau, fa méu, fa
chay ln méau. He thdn kinh: Budn ngli, ngi gat, trdm cam, mét ngl, lo au, kho chiu, d& bj kich thich. Da: May
day. Ho hip: Co that ph& quén. Mat: Nhin md, diém ti thi gidc, dau nhiic mat, nhin doi.

- Hiém gdp: Toan than: Phi, phat ban, hdi chiing Stevens - Johnson, ryng toc. H§ thdn kinh: Viem
mang nao vo khudn. Mau: Giam bach cdu, gidm tidu cdu, gidm bach cdu trung tinh, ting bach cdu di
toan, gidm bach c4u hat, thi€u mau. Gan: RGi loan co bop tii mat, test chic nang gan bt thudng,
nhi&m doc gan (vang da, viém gan). Tiét nigu: Viém bang quang, dai mau, suy than cdp, viém thin
k&, hdi chitng than hu.

- Nguy cd huy8t khéi tim mach: Cc thif nghigm Iam sang va dich té dugc hoc cho thdy viée sif dung
Diclofenac c6 lién quan d&n tang nguy cd xut hién bién c& huyét khdi tim mach (nhu nhdi mdu co
tim hodc dot quy), dac biét khi sif dyng Diclofenac @ liéu cao (150 mg/ngdy) va kéo dai (xem thém
phén than trong).

Théng bao cho bdc sT nhiing tdc dung khGng mong mudn gép phai khi su dung thude.

THO! Ki MANG THAL:

Chi diing diclofenac cho ngudi mang thai khi that cdn thi€t va khi ngui bénh khong diing dugc cac
thudc chdng viem thudc cic nhém khac va chi ding véi liéu cdn thiét thdp nhdt. Khong nén ding
thudc trong ba thang cudi thai ky (nguy co (rc ché tir cung co bop va lam 6ng dong mach dong som,
gdy tang 4p lyc tiéutudn hodn khdng hdi phuc, suy than & thai).



N1\ 6 it §al khBng Her-asagb&t ky thudc no cb tac dyng tic ché tBng hop prostaglandin, ké cé
diclofenac, vi tic ché phdi bao lam td.

THOI KY CHO CON BU:
Diclofenac dugc tiét vao siia me rdt it. Chua c6 dil ligu vé tac dyng trén tré bl me. Ngudi me cho con
bii c6 thé dung diclofenac néu cdn phai dung thudc chdng viém khdng steroid.

NGUGI LAI XE VA VAN HANH MAY MOC:
Thuic c6 thé gy mot s6 tac dung khdng mong mudn nhu nhic ddu, budn ngi, ngl gdt va anh hubng
dén thi giac, vi vay cdn than trong khi sif dyng ddi voi ngudi Ii xe va van hanh may moc.

TUONG TAC THUGC:
Diclofenac c6 thé lam ting hay (ic ché tac dung cla céc thudc khac.
Khong nén ding diclofenac phéi hgp vdi:

- Thudc chdng dong theo duing udng va heparin: Nguy co gdy xudt huy&t ndng.

- Khang sinh nhom quinolon: Diclofenac va cac thuc chéng viém khdng steroid khac co thé lam tang
tic dung phu 1&n h thin kinh trung uong clia khdng sinh nhém quinolon, din dén co giat (nhung
c4n nghién citu thém).

- Aspirin hoc glucocorticoid: Lam gidm néng do diclofenac trong huyét tuong va lam tang nguy co
cling nhu lam tang nghiém trong t6n thuong da day - rudt.

- Diflunisal: Diing diflunisal d6ng thdsi véi diclofenac ¢6 thé lam tang ndng o diclofenac trong huy&t tuong,
Iam giam @0 thanh loc diclofenac va c6 thé gy chay méu rét ning & dubing tiéu hoa.

- Lithi: Diclofenac cé thé lam tang ndng do lithi trong huy&t thanh d&n mic gay doc. NEu budc phai
diing d6ng théi thi cn theo ddi ngudi bénh that cdn than dé phat hign Kip thoi ddu higu ngf doc lithi
va phii theo ddi ndng d0 lithi trong mau mot cach thubing xuyén. Phai diéu chinh liéu lithi trong va
sau diéu trj bang diclofenac.

- Digoxin: Diclofenac c6 thé lam tang ndng do digoxin trong huy8t thanh va kéo dai nlta doi clia digoxin. Can
dinh lupng ndng 80 digoxin trong méu va cn giam lidu digoxin néu ding ddng thisi ¢a 2 thudc.

- Ticlopidin: Dung ciing diclofenac lam tang nguy co chdy méu.

- Dyng cy tranh thai dt trong tif cung: C6 ti liéu néi diing diclofenac lam mdt tac dung trénh thai.

- Methotrexat: Diclofenac lam tang ddc tinh clia methotrexat.

C6 thé dung diclofenac cing vdi cdc thudc sau nhung phdi theo doi st ngudi bénh:

- Cyclosporin: Nguy ca bj ngd doc cyclosporin. Can thubing xuyén theo dbi chilc nang than clia ngudi bénh.

- Thudc lgi niéu: Diclofenac va Igi niéu co thé 1am ting nguy cd suy thin thi phat do giam Iuu lugng
méu dén than vi diclofenac tic ché prostaglandin.

- Thudc chiia tang huyét p (thudc G ch& men chuyén d6i, thudc chen beta, thudc 10i nigu).

- Ditng thudc chdng toan c6 thé lam gidm kich (ng rudt bdi diclofenac nhung lai cd thé lam giam néng
do diclofenac trong huyét thanh.

- Cimetidin c6 thé 1am ndng d0 diclofenac huyét thanh gidm di mdt chit nhung khong lam gidm téc
dung chdng viém clia thudc. Cimetidin béo vé ta trang khoi tic dyng c6 hai cla diclofenac.

- Probenecid c6 thé 1am néng do diclofenac tang l&n g&p doi néu dugc ding ddng thai. Diéu nay co
thé ¢6 tac dyng Iam sang 16t & ngudsi bj bénh khap nhung lai ¢ thé xdy ra ngd doc diclofenac, ddc
biét & nhilng ngudi bi suy gidm chitc ning than. Tac dung thii acid uric - nigu khdng bi anh hudng.
N&u cdn thi gidm liéu diclofenac.

QuA LIEU VA XU TRi:
Ngd doc cap diclofenac biéu hién chil y8u I céc téc dung phy nang Ién han. Bign phap chung la phai
tifc khdc gay nbn hodc rifa da day, tiép theo I3 diéu tri trigu chitng va h trg. Sau khi da gay non va
rifa da day, co thé ding than hoat dé gidm hdp thu thubc & Gng tidu hoa va d chu ky gan rubt. Gay loi
tiéu d€ diéu tri ngd dbc diclofenac 1 bién phap dang nghi ngd, vi thudc gdn nhidu vao protein huyét
tuong; tuy vay gdy lgi tifu ciing c6 thé c6 ich nhung néu ding thi phai theo ddi chat ché can bang
nudc - dién gidi vi c6 thé xdy ra rdi loan nang vé dién gidi va  nudc.

DUQC LUC HOC:
Diclofenac, din chat clia acid phenylacetic 12 thudc chdng viém khdng steroid. Thudc ¢d tic dung
chGng viém, giam dau va giam s6t manh. Diclofenac 1a mdt chdt dc ché manh hoat tinh cla
cyclooxygenase, do dé lam giam déang ké sy tao thanh prostaglandin, prostacyclin va thromboxan la
nhitng chét trung gian clia qua trinh viém. Diclofenac cling diéu hoa con dudng lipoxygenase va sy
két ty tidu cdu.

DUJC BONG HOC:

Diclofenac dugc hdp thu dé dang qua duding tiéu hoa sau khi udng. Thudc duge hdp thu nhanh han
néu ubng lic doi. Diclofenac gan rat nhiéu véi protein huyét tuong, chll yéu véi albumin (99%).
Khodng 50% liéu udng dugc chuyén héa qua gan I4n ddu va sinh kha dung trong méu tudn hoan xdp
xi 50% sinh kha dung clia liéu tiém finh mach. Néng d thudc t8i da trong huy&t tuong xudt hién 2 gid
sau khi udng, ndng do trong dich bao hoat dich dat mic cao nhat sau khi udng tir 4 dén 6 gio. Tac
dung ctia thudc xudt hign 20 - 30 phit sau tiém bdp. 30 - 60 phat sau khi dat thudc vao trifc trang,
60 - 120 ph(t sau khi vdng.

Nifa d0i trong huyét tuong khodng 1 - 2 gid. Nifa ddi thai trir khéi dich bao hoat dich 1a 3 - 6 gid. Xdp xi
60% liéu dung dupc thai qua than dui dang céc chat chuyén héa con mt phdn hoat tinh va duti 1% &
dang thudc nguyén ven; phdn con lai thai qua mat va phan. Hap thu, chuyén héa va dao thdi hinh nhu
khong phu thudc vao tudi. Néu lidu lugng va khodng cach gilia céc ldn dung thudc due tudn thii theo chi
dan thi thudc khong bitich Iy, ngay ca khi chiic nang than va gan bj giam.

QUY CACH DONG GOI: Hop 3 vi x 10 vién, hgp 10 vix 10 vién bao phim tan trong ruft.
HAN DUNG: 24 thang (k& tif ngay san xudt).
BAO QUAN: Nai khd, tranh 4nh sang, nhiét do khong qué 30°C.

TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM
THUGC NAY CHI DUNG THEO BON CUA BAC Si
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

CONG TY CO PHAN DUGC PHAM TW 25
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