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Manufactured by: IMEXPHARM CORPORATION
no. 4, 30/4 street, Cao Lanh city, Dong Thap province, Vietnam.
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THANH PHAN: DE XA TAM TAY TRE EM.

M&i vién bao tan trong ruét chua:  POC KY HUGNG DAN SUDUNG
Diclofenacnatri. ... .. 50 mg TRUOC KHI DUNG.

T4 dugc vira di 1 vién bao tan

trong ruot. SBK / Visa No.: XX-X000(-X0(

CHI BINH, CHONG CHI BINH,
CACH DUNG: Xin doc trong t& San xudt tal:

BAO QUAN DU 30°C, TRANH s6 4, duong 30/4, thanh phé

AM VA ANH SANG. Cao Lanh, tinh Bdng Thap, VN.
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POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

g;"]- atfan trong rudt chifa: Diclofenac matri ..........ooccoevoevereccerecicnnnn 50mg

+-Ta-duge: Cellulose vi tinh thé, Lactose monohydrat, Povidon, Sodium starch
glycolat, Colloidal anhydrous silica, Magnesi stearat, HPMC, PEG 6000, Titan

dioxid, Acryl EZE, Red ion oxyd, Yellow 5 lake, Ethanol 96%, Nudc trao ddi ion.

DANG TRINH BAY:
Hap 3 vl x 10 vién bao tan trong rut.
Hp 10 vix 10 vidn bao tan trong rudt.

DUQC LYC:

- Diclofenac, din chét clia acid phenylacetic 13 thuSc chdng viém khong steroid.
Thudc ¢d tac dung chlng viém, gidm dau va gidm stt manh. Diclofenac 13 chét ic
ché manh hoat tinh clia cyclooxygenase, do d6 1am gidm déng k¢ sy tao thanh
prostaglandin, prostacyclin va thromboxan 13 nhing chét trung gian clia qué trinh
viém, Diclofenac ciing diéu hoa con duding lipooxygenase vA sy k&t ty tifu ciu.

- Gifing nhu céc thubc chéng viém khdng steroid khac, diclofenac gy hai dubing
tiéu hoa do gidm téng hop prostagladin ddn dén dc ché tao mucin (ch4t co tac
dung bdo v& dudng tidu hod). Prostaglandin c6 vai trd duy tr} tudi méau thn, Céc
thudc chéing viém khong steroid (c ché tng hop prostaglandin nén co thé gdy
viém than k&, vidm cdu thdn, hoai ti nhi va hdi ching thin hu dic biét & nhimg
ngubi bj bénh than hoc suy tim man tinh. Vi nhiing ngudi b&nh ndy, céc thudc
chéing viém khang steroid c6 thé 1am ting suy than cdp va tim c4p.

DUGC BNG HOC:

- Diclofenac dugc hdp thu chdm khi ding dudi dang vién bao tan trong rut. Thudc
duyc hip thu ahanh hon néu uing lic déi, Diclofenac gdn rét nhidu véi protein
huyét tuong, chil yéu gdn véi albumin (99%). Khodng 50% lidu udng dugc chuyén
hod qua gan 14n d4u va sinh kha dung khodng 50% sinh kha dyng ciia liéu tiém
tinh mach. Néng d9 thudc 16i da trong huy8t tuong xust hign 2 gid sau khi uing,
néng d¢ trong dich bao hoat dich dat mic cao nhdt sau khi uing 4 - 6 gid. Tac
dung cla thudc xust hién 60 - 120 phit sau khi uing.

- Thi¥i gian béan thdi trong huy8t tuong khodng 1 - 2 gid, thdi gian ban thai khdi dich
bao hoat dich 12 3 - 6 gi6. Khodng 60% liéu ding dugc thai qua than dufi dang cic
chat chuy&n hod cdn mét phdn hoat tinh va dudi 1% & dang thudc nguyén ven,
phdn con lai th3i qua mat va phan. Hép thu, chuyén hod va dao thai khéng phy
thudc vao tudi, N&u liéu ligng va khodng céch gilia cc 14n ding thudc dugc tuin
tl;z theo chi diin thi thudc khdng bj tich Iuj, ngay ca khi chic ning thin va gan bj
gidm.

CHIDINH:

- Difutrj dai ngay viém khdp man, thodi hod khép.

- Théng kinh nguyén phét.

- Dau cp (viém sau ch4n thuong, sung né) va dau man,
THUOC NAY CHI DUNG THEO BON CUA BAC SI.

CHONG CHI BNH:

- Qu4 mén véi diclofenac, aspirin hay thufic chéing viém khong steroid khic (hen,
viém mii, may day sau khi diing aspirin).

- Loét g day tién trién.

- Ngudi bj hen hay co th&t ph& quan, chdy mau, bénh tim mach, suy thdn n3ng hodc
Suy gan niing.

- Ngudi dang disng thudc chéng déng coumarin.

- Ngubi bj suy tim i méu, gidm thé tich tusn hoan do thudc Igi nigu hay do suy than,
tfic d§ loc cdu than (do nguy co xuit hidn suy than).

~ Ngusi bi b&nh chét tao keo (nguy coxust hién viém mang no v8 khudn).

TAC DUNG KHONG MONG MUON:

- Thubng gap: nhirc ddu, bdn chén; dau viing thugng vi, bubn ndn, ndn, tidu chiy,
trudng bung, chan &n, kho tiéu; ting céc transaminase; i tal,

= Eﬂpap: phiy, dj img (d3c bidt co thdt ph# quan & ngudi bénh hen), chodng phén

ca tyt huy&t 4p, viém mii, may day; dau byng, chdy mdu duling tidu héa, 1am
loét tién trién, nOn ra mAu, tiéu chdy in méu; budn ngd, ngi gat, trdm cam, mét
ngd, lo &u, khé chiu, d& bi kich thich; may day; co thit phé qudn; nhin md, difm
16 thi giac, dau nhic mt, nhin doi.

- Hi€m gp: phi, phat ban, hdi chimg Stevens - Johnson, ryng téc; viem mang nao
v khudn; gidm bach c4u, gidm tifu cdu, gidm bach c4u trung tinh, ting bach cdu
4itoan, gidm bach cdu hat, thi€u mau; rfi loan co bép tdi mat, test chic ndng gan
bt thubing, nhim doc gan (vang da, viém gan); viém bang quang, tifu ra méu,
suy thin cdp, viém than kg, hi chimg thin hu.

Thng béo cho Bac sT nhilng tic dyng khong mong mudh gdp phdi khi sit dyng

thudc.

LIEU DONG - CACH DUNG:

Wdng nguyén vién.

- Viém dét sdng cudng khdp: ubng 100 - 125 ma/ngdy, chia 2 - 3 14n,

— Thodi hod khdp: udng 50 mg x 2 - 3 |4n/ngay. Difu trj dai ngay: 100 mg/ngay;
khéng nén ding liéu cao hon,

- Hu khdp: 100 mg/ngay, uing 1am 1 14n vio bufi ti trudc loc di ngl hodc ulng
50mg x 2 ldn/ngay.

- Vibm khdp dang thdp: 50 mg x 3 - 4 lﬁn!ngﬂy. Téng liéu t6i da 200 mg/npay.

- Didy trf d&i ngdy viém khdp dang thdp: liéu khuyén ding 13 100 mg/ngay, va néu
cdn tang I&n t6i 200 mg/ngdy, chia 2 14n.

- weg da khdp dang thap thigu nidn: tr& em ti1 - 12 tudi: 1 - 3 mg/kg/ngay, chia 2
-31dn

- Pau cé"p hay thdng kinh nguyén phdt: 50 mg x 3 ldn/ngay.
- Dau t4i phdt, thdng kinh t4i phat: liéu du 100 mg, saudé 50 mg x 3 lin/ngay.

THAN TRONG:

- Ngutii c6 tién sitloét, chdy mau hojc thing dubing tidu hod.

- Ngubi b@nh suy thdn, suy gan, bj lupus ban dd toan than.

- Ngui bénh t3ng huy&t &p hay b@nh tim c6 i nubic hojc phis.

- Nguti ¢ tién sir b&nh gan. C4n theo di chitc niing gan thubng ky khi diéu trj dai
ngay bing diclofenac.

- Ngui bj nhi€m khudn,

- Ngutii 6 tién s rfi logn déng méu, chay mau.

- C4n khdm nhan khoa cho ngudi bénh bj rfi loan thj gidc khi diing diclofenac.

- Phy nit mang thai: chi ding diclofenac cho ngudi mang thai khi that c4n thiét va
khi ngudi bénh khong diing duge cdc thulc chding vidm thude nhém khac va chi
diing véi lifu cdn thigt thdp nhat. Khong nén ding thudc trong 3 thang cudi thai ky
(nguy cd dc ché tir cung co bop va 1am Eng déng mach dong sém, gy ting 4p lye
tiéutudn hoan khong hdi phyc, suy than & thai).

Ngutii dinh mang thai khdng nén ding bat ky thudc no c6 tic dung dc ché tdng
hgp prostagladin, ké ¢ diclofenac, vi itc ché phoi l3m 14,

- Phy nil dang cho con bii: Diclofenac dugc tidt vao sita me rdt It. Chua cd dit ligu vé
tac dyng trén tré bl me. Ngudi me cho con bii c6 thé diing diclofenac nfucdn phai
diing thudc chdng viém khéng steroid.

- Tac dgng cia thudc khi 141 xe v3 v4n hanh may moe: Nhing ngubi c6 tién sir
chong mét, budn ngl, mét mdi hay réi loan thj gisc khong nén I4i xe hay vén hanh
mdy madc khi dang ding cac thudc chéng viém khdng steroid.

TUONG TAC THUGC:

- Khéng nén diing diclofenac phdi hgp véi:

+ Thudc chding dfing dubing ubng va heparin: nguy cd gdy xust huyét niing.

+ Khéng sinh nhém quinolon: diclofenac va céc thude chdng vidm khong steroid
khéc c6 thé 1am tang tic dyng phy 1€n hé thdn kinh trung wong cia khang sinh
nhém quinolon din dén co giat.

+ Aspirin hojc glucocorticoid: [am gidm ndng df diclofenac trong huy#t tuong,
14m t3ing nguy co va ting nghiém trong tdn thuong da day - rudt.

+ Diflunisal: c6 thé 1am ting ndng d diclofenac trong huyét tuong, lam gidm df
thanh lgc diclofenac va cd thé gdy chay méu rét nang & dubng tiéu hod.

+ Lithi: diclofenac c6 thé lam ting néng d{ lithi trong huyét thanh dén mic g4
dbc. N&u bude phdi ding ddng thai thi cdn theo ddi ngudi bénh thit cdn than d
phét hin kip théi ddu hidu ngd ddc lithi trong méu thung xuyén. Phii diu
chinh liéu lithi trong va sau diéu trj bing diclofenac.

+ Digoxin: diclofenac cé thé 1am tang néng dé digoxin trong huy&t thanh vi kéo
dai thoi gian bén thai digoxin. C4n dinh lugng ndng dd digoxin trong mAuva cdn
gidm liéu digoxin néu ding déng thdi cd 2 thusc.

+ Ticlopidin: lam tang nguy co chdy mau.

+ Dyng cy trénh thai dat trong tU cung: c6 tai liéu néi dung diclofenac 1dm mét tic
dyng trénh thai.

+ Methotrexat: diclofenac lam ting ddc tinh cla methotrexat.

C6 thé ding diclofenac cling véi cdc thudc sau nhung phai theo ddi sat ngubi

bénh:

+ Cyclosporin: nguy co bj ngd ddc cyclosporin, cdn theo ddi thubng xuyén chic
nang thdn clia ngudi bénh.

+ Thuc Igi tiéu diclofenac va thulic Igi tifu co thé 1am ting nguy ca suy thin thit
phét do gidm luu lugng méu dén thin vi diclofenac ic ché prostagladin.

+ Thudc ha huyét 4p (thudc i ché men chuyén, thudc chen beta, thudc igi tifu).

- Dimng thudc chdng toan cd thé 1am gidm kich ing rudt bdi diclofenac nhung lai co
thé 1am gidm néng d0 diclofenac trong huy8t thanh. s

- Cimetidin c6 thé 1am ndng dd diclofenac huyét thanh gidm di mdt it nhung khdng
Iam gidm tac dyng chiing viém clia thubc. Cimetidin bao vé 14 tring lhdilicguu
¢6 hai cila diclofenac.

- Probenecid c6 thé 1am néng dd diclofenac tang lén gdp ddi néu dugc diing 86ng
thai. Diéu ndy c6 thé cd tac dyng 1am sang 6t & ngudii bj bénh khdp nhung Jai cd
thé xdy ra ngd doc diclofenac, d3c biét & ngubi bj suy gidm chic ndng thin. Tac
dyng thai acid uric niéu khéng bj &nh hudng. N&u cdn thi gidm liéu diclofepac.

QUA LIEU VA CACH XU TRI:

Ngb doc cp diclofenac bifu hién chi y&u 1a céc téc dyng khong mong mudin niing
hon. Bién phép chung 1 gdy ndn ho3c ria da day ngay, tifp theo 13 didu trj trigu
chimg va hd trg. Sau khi dd gy ndn va ria da day, c thé ding than hoat df gidm
hdp thu thudc & Gng tiéu hod va & chu ky gan rudt. Gdy loi tifu o€ didu tri ngd ddc
diclofenac 14 bién phap déng nghi ngd vi thudc gdn nhiéu véii protein huyét tuong.
Tuy nhién, gay igi tiéu ciing c6 thé cd.ich g.0éu dc:? thi phai theo ddi chat ché
c4n bing nudc - dién gidi vi c6 i

DE XA TAM TAY TREEM.

NEU CAN BIET THEM THON

HAN DUNG: 24 thang ké

Sdn xudt tai:
<Q> CONG TY ¢ PHAN DUGC PHAM IMEXPHARM
S6 4, Dubing 30/4, TP. Cao Lanh, Tinh Béng Thap
IMEXPHARM pT: 067-3857570  E-mail: imp@imexpharm com
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