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\ Diclofenac sodium 1% wiw f
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Y Precaution, Side Effect, Contralndication |
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' See enclosed msert for complese information |
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TOPICAL NON-STEROIDAL THUOC CHONG VIEM
ANTI-INFLAMMATORY | NON-STEROID DANG X|T
Diclofenac diethylammonium cqg. to Diclofenac diethylammonium trong
Diclofenac sodivm 1% win dwong viri Natri Diclofenac 1% wiw
Think Prubn:
Commpesitian: Ml M0 g B pham cib chin:
Fach 10 g cantains Tiichufemas diedhylammuaium .
N R ———— nrng dwvng vin Nairi Dicofmae
| Dicintemac sndimm 1 2 (1% wiw | teitt E
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THUOC CHI BAN THEO KE DON 325cm.

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG!

THUOC CHONG VIEM NON-STEROID DANG XIT

% THANH PHAN:
Moi 100 g thinh phim co chira:
Diclofenac diethylammonium treng dwong vid natrd diclofenac 1 g (1% wiw)
Ti dhieere: . : .
Propylene glycol, menthal, ua}uphnr. diu hdi, din khuynl digp. diu bac hi, ketone 16508, butylated hydroxytoluene, isopropyl aleohol, ethyl

aleohol 95% va nude tinh khict = ==

& MO TA: £ |
Dung dich wrong ¢é miu ving nhat v mibi them cia long ndo va vj bac ha. E !

4 DUGC LY HOC: § |
Duge lc hye = T
Diclofenac & din chit cia acid phenylacetic, la thude chong viém non-steroid. Tic dung clu thude ching vidm non-steroid 1a do (e ché manh | &
hoat tinh cia cyclo-oxygenase 1a chat tham gia vao qud trinh sinh tdng hop ciia glandins va it tir acid hidonic. Prostaglandins g fal
et val rd quan trong trong qud trinh gly dau vi viem, Do d6, thude o6 tic dung chong viem, gidm dau. Kt hop uic dung chong viem vi gidm dau | !
cia NSAID tao ra hiu ich dac biét trong diéu tri cdc bénh cd trigu cining dav v/ hoge viem, bao gom réi loan khdp nhu viem khop, viém khdp man ! g
tinh, thodi hod cot séng, i loan guanh vang khap va viégm mo mém, - v
Duepe dgng hoc . . . . . Bl 13
Diclofenac duge hap thu qua da. O nong 4§ dicu iy, hom 99% thude gin van protein huyet twomg. Diclofenac thim nhip vio chat long hog dich, we 25 il g 3
diiy thude ¢d the duy tri nong do ngay ca khi nong d huyét tuemg giam. Diclofenac c6 the phiin ba qua sira me nhung cde nha nghién edu danh gis ué z1l2%
lwgng phin bo qua nho dé ¢ the ¢6 hai cho tré sa sinh bi sita me. Thin gian ban thai huyét romg vio khodng 1-2 gitr. Diclofenac duge chuyén hoa 2 £ { =
thinh 4-hydroxydiclofenac, S-hydroxydiclofense, ¥-hydroxydiclofenac vi 4 S-hydroxydiclofenac. Sau 46 thude dwge bi tigt dudi dang lién hgp ou g $
vin glucoronide vi sulphate, chi yéu | qua nude ticu (khoang 65%) vi ciing ¢o qua mil (khoang 35%). B E L

% CHI DINH: = 3.
Diclofenac khir tni duge chi dinh difu tr d€ giim dau va chéng viém trong cac trrmg hap khic ohau trong bénh 1§ co xuong vi khép nhit viem H;
khiwp dang thap, viem xumg khap. viem cing khop dot song, cdc roi loan guanh khop nhu viém gan, roi loan mo mém nbu bong gan va din co.

% LIEU LUYNG VA CACH DUNG: ;

Xit trge ligp vio vi trf viem, daw 3-4 lin/ngay: Neu si dung trong didu i vigm xuong kKhop man inh can dink gid Lai sau this gian difu ui 14 hode 28 ngiy. s | =

% THAN TRONG: . ) 0 18 .
Cin thin rong vi theo dai khi chi dinh thude cho bénh nhin roi loan xuat huyét, ting huy_ét dp v suy thin, gan, hode suy giam chic ning tim, & 8 é
Bénh nhin dang diéu trj vin mt st NSAID 6 the can phai duge theo di i phit trién cua rﬁi{luun ma, l!lf!ﬂ‘ an hodc miat, Mot so NSATD oo the ;‘ —
gy anh huong doi vai thu nghig¢m chire ning yén giap do lam giam nong 44 hormon huyct thanh-tuyén gidp ©
Phy nir mang thai . P =
Trinh vige stt dung NSAIDs trang thér ki mang thai, trir phi loi ich dieu trj lém hon nguy co. Nén trinh siz dung NSAID trong 3 thang cudi cus tha =3
ki vi vide sir dung co lién quan dén nguy eo dong ong ddng mach cua thai nhi trong tir cung vi co the xiy ra tinh trang tng ip phoi kéo din o tre
so sinh. Ngoiai ra, thii diém bt didu chuyén di ¢d thé bi tri hodn va khoang thin gian chuyén da co the wing 1én.

Phy nir cho con bi

NSAID nén duge sir dung thin trong trong thi gian ¢ho con bi. Diclofenac dwge phin bi vao sita me nhimg viéi legng duroc cho [ qud nho dé co o
thi gty hyi che tré 5o sinh b sita mg. é
Tré em 4 -

Khéng cé di dif liéu vé higu qua vi an todn cho tré em va thanh thidu nién duén 14 tuéi. Tuy nhign, si dung thude cho tré em va thanh thifu mién §
cd tudi dévi ddi 14 o thudmg [i khdng phi hop. [}
Newrdi gia ; )

Nén thin trong khi su dyng cic thude NSATD cho ngudn gii Vige chay miaa do Aspirin vi cac NSAID khac phd bien hom o nguidn cao tud, oo the

din dén tii vong hodc cie hi qua nghiém trong khae. NSAIDs cing (i mét mai nguy hiém die bigt déi véri nhimg bénh nhan mic bénh tim hoje

suy thin, viée niy b theé mit lan nira ddt bénh nhin cao tudi vio nguy co dic bidt -
Anh hirimg cria thude lén khd nang lii xe va vin hinh mdy mic é
Viée sit dung dang thuoe xijt diclofenac ngodi da khong giy anh hwdng [én kha ning ld xe va vin hanh may moe, = y

% TAC DUNG PHU: ) gl |
Mt 56 phin dng nhe trén da nhu phil ban, ngda co thé xult hién o bénh nhin didu 10 bing diclofenac. Clc phin ung trén da ning hon ¢ thé thiy <L| 5
nhir: viém da bong rop, da ban do. E -E £

. 2R

 CHONG CHI DINH: _ o Q5]
Thude chdng viem non steroid (NSATDs) nén duge s dung thin treng & bénh nhan nhiém khudn, vi cac inéu chimg nbu sot vi viem co the b che z g
ldip, ciing edn sir dung than trong & bénh nhin hen suyén vi bénh 1y di tng. NSAIDs khong sir dung cho bénh nhin cd tién sir di (mg v Sspirin hode )

che NSAIDs khic, @ nhimg ngudi bi tin cong bai cie triéu chimg di tng nhr hen suyén, phi né. miy day hode viem mii khi ding 2spirin hodc bat
cif NSATDs nao khic.

& TUONG TAC THUOC:
Cir twomg tdc ddng chd ¥ c6 lign guan 16i NSATDs gom: @ng we dyng cla thude chiing dong miu dang udng (ddc bidt khi ding vai azopropazone
vi phenylbutazone) vi lim tang nong do lithium, methotexate vi glycoside tim wong huyet thanh. Nguy co gy ddc tinh & than cd the ting i2n khi
diéu tri déng this vdi cic thude e ché ACE, cyclosporine, Lacrolimus hodc thudc loi tiéu inh hnimg trén chiie ndng thin ed the dén i Lim giam
sir b et cua mot s8 thude. Khi didu o déng thini véi cde thude e ché ACE va thude Ion tidu gid kali c6 thé lim ting nguy co ting kali huyét Téc
dyng chiing cao huyét dp via cic thude ching cao huyét ip bao gom cic thudc te chi ACE, thude chen Beta vit thude (gi Ii_é_u cd the bi gidm. Chimg
o gt et thé xdy e do iamg e vl nhom quinolones. NSATDs co thé Fam tang tde dung ciia phenytoin va thude chong tiu duimg sulphonylurea.
Tie dung cia NSATDs cf the tang lén khi st dyng déng thii wi moclobermide, Nén trdnh si dyng dimg this v hen | NSAID (bao gém aspiring

vi cd thé lam tang nguy co phin g phu.
% QUA LIEU VA XU LY: o ) o e
thu thude todn thin ras thip )
i bién phip di¢u try chung thudmg duge ap dyung 38 dicu )
Y

PM Specification
AN{W

Qui liéu DOBUTANE Spray vi n.'\':ng kha xiy ra do vii ¢
Trong truimg hop nudt phai thube, din dén cde tic d
ngd dic v cac thude NSAID,

4 TIEU CHUAN:
Nhi san xuat

4 HAN DUNG: .
3 nim ke ur ngdy san xuit
KHONG SU DUNG THUOC QUA HAN DU

TUQ. CUC TRUONG
P.TRUONG PHONG
A = ]

O 3 a3 i 307 J quyen Hey S (tng
4 DONG GOl - e |
Hip | chai 60 mL P R
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