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Thanh phén:
Diclofenac natri 75 mg
Té duge viva du 1 vién

Dé xa thm tay tré em, So¢ K™ .

huéng dan sir dung trude khi ﬂmﬁ:? |
i

Chi djnh, chéng chi djnh, Liéu ding - cach ding:

Xem t& huéng dan bén trong hép.

Bao quan: Noi kho rdo, nhiét db duéi 30C, tranh anh sang
Tiéu chudn ap dung: TCCS
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GMP-WHO

Rhomatic

100 Enteric film coated tablets
Diclofenac natri 75mg
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Excipents q.s 1 Film coated tablet.

Indication, contraincations, Desage - Administration:
See in packge insert inside,

Storage:dry, temperatures below 30C protected from light
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Thanh phéan: Dé xa tam tay tré em, dOGKY
Diclofenac natri 756 mg hudng dan sir dung trud oy i
Ta dwee vira dl 1 vién c

Chi dinh, chéng chi djnh, Lidu ding - cach diing:

Xem t& huéng dén bén trong hop. -t
Bao quan: Noi kho réo, nhigt dé dueéi 30C, tranh dnh sang 4
Tiéu chudn ap dung: TCCS -
SPK: Ngay SX: )
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¢ film coated tablets

Rhomatic

HADIPHAR
Compositions: Keep out of reach of children. |
* Read enclosed leaflet carefully before use. .
Diclofenac nate.............. 75mg 2 KT: 97x60x45mm

Excipents q.8 1 Film coated tablet.
Indication, contraincations, Dosage - Administration:
See In packge insert inside,

Storage: dry, temperatures below 30C protected from light
Specifications: Manufacturer

Reg. na:

HATINH PHARMACEUTICAL J.§.C

167 HaHuyTap St, HaTinh City, Vietnam 8
Tel: +84,39.3856906"Fax: +84,39,3856821
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Thanh phén:
Diclofenae natri 76 mg
Ta duge vira dd 1 vién

Chi djnh, ehéng chi dinh, Liéu dung - cach ding:
Xem I huong dan bén trong hép,
Bae quan: Noi khé réo, nhiét dé dudi 30C, trénh énh sang

Tiéu chudn ap dung: TCCS
SDK:
CONG TY CP DUQC HA TiNH

167 Ha Huy Tap, Tp. Ha Tinh
Tel: 039 3655906 Fax; 030 3856821
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Compositions:
Diclofenac natri................. T5mg

Excipents q.s 1 Film coated tablet.
Indication, contraincations, D

ted tablets

~ Vi10 vién x hp 3 vi vién nén bao tan trong rudt

Keep out of reach of children.
Read enclosed leaflet carefully before use.

See in packge insert inside.

Storage:dry, temperatures below 30C protected from light

Specific
Reg. no:

HATINH PHARMACEUTICAL J.8.C
167 HaHuyTap St, HaTinh City, Vietnam 8
Tel: +84.39.3855006"Fax: +84,39.3856821
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Hatinh Pharmaceutical joint- stock Company

TO HUONG DAN SU DUNG THUOC
RHOMATIC 75
Céng thirc bao ché: 1 vién.
Diclofenac natri 75mg

Ta dwgc: Tinh bot my, Lactose, Talc, Magnesi stearat, PVP, Nudc tinh khiét, Ethanol 96%, Eudragit L
100,PEG 6000, Titan dioxyd, Erythrosine lake, vira di 1 vién

Cic dic tinh dugce luce hoe

Diclofenac, dén chét ciia acid phenylacetic 1a thuéc chéng viém khéng steroid. Thudc c6 tac dung chéng
viém, giam dau va giam sét manh. Diclofenac 1a mét chét trc ché manh hoat tinh ctia cyclooxygenase, do dé
lam giam dang ké sy tao thanh prostaglandin, prostacyclin va thromboxan 14 nhitng chét trung gian cua qué
trinh viém. Diclofenac ciing diéu hoa con dudng lipoxygenase va sy két tu tiéu cdu.

Gidng nhur cac thudc chéng viém khéng steroid khéc, diclofenac gdy hai dudng tiéu héa do giam tdng hop
prostaglandin dan dén trc ché tao mucin (chat c6 tac dung bao vé dudng tiéu héa). Prostaglandin ¢6 vai trd
duy tri tuéi mau thén. Cac thudc chéng viém khéng steroid tc ché tong hop prostaglandin nén c6 thé gay
viém thén k&, viém ciu than, hoai tir nha va hdi chimg thén hu déc biét & nhimg ngudi bi bénh thén hodc suy
tim man tinh. V&i nhirg ngudi bénh nay, céc thube chdng viém khéng steroid c6 thé 1am ting suy thén cip P
va suy tim cip.

Cic dic tinh duge dgng hoc

Hép thu: Diclofenac dugc hép thu dé dang qua duong tiéu héa sau khi uéng. Thube duge hdp thu nhanh hon !
néu ubng lic doi. Diclofenac gén rat nhiéu véi protein huyét tuong, chi yéu véi albumin (99%). Khoing ;

50% liéu udng duge chuyén qua gan lan dau va sinh kha dyung trong méau tudn hoan. Nong dé thubc téi da e
trong huyét twong xuét hién sau 2 gio sau khi uéng, ndng do trong dich bao hoat dich dat mirc cao nhét sau >

khi ubng tir 4-6 gid. Tac dung cua thude xuét hién 60-120 phut sau khi udng.

Nira doi trong huyét tvong khoang 1-2 gidr. Nira doi thai trir khoi bao hoat dich khoang 3-6 gid. xap xi 60%
lidu ding dugc thai qua than dudi dang céc chét chuyén hoa con mét phan hoat tinh va duéi 1% & dang
thudc nguyén ven; phén con lai thai qua mét va phan. Hip thu, chuyén héa va dao thai hinh nhu khéng phu
thude vao tudi. Néu lidu lugng va khoang cach gitra céc lan ding thubc duge tudn thi theo chi din thi thude

khong bi tich ltiy, ngay ca khi chirc ning thén va gan bj giam. i «-"_-\
Chi djnh diéu tri: Diéu trj viém khép man, thodi héa khép. Théng kinh nguyén phét. Dau cip (viém sau A%
chén thuong, sung né) va dau man. Viém da khép dang thAp thiéu nién. U

Liéu ditng va cdch ding: Can phai tinh toan liéu mdt céch than trong, tity theo nhu cdu va dép tmg ciia timg
c4 nhén va cn phai dung lidu thip nhét c6 tac dung. Trong tr liéu dai ngay, két qua phan 16n xuét hién trong
6 thang d4u va thudng dugc duy tri sau dé.

Viém dot song cimg khop: Ubng 100 - 125 mg/ngay, chia 1am nhidu lin (25 mg, bén lin trong ngay, thém
mot l4n 25 mg vao lac di ngi néu can).

Thodi héa (hu) khép: Ubng 100 - 150 mg/ngay, chia lam nhiéu 14n (50 mg, hai dén ba 14n mot ngdy, hoic 75
mg, ngdy hai 14n). Diéu tri dai ngay: 100 mg/ngay; khong nén dung liéu cao hon.

Hu khép: 100 mg/ngdy, udng lam mot 1an vao budi t6i trude lic di ngi hodic udng 50 mg, ngay hai 1n.

Viém khép dang thap: Ubng 100 - 200 mg/ngay udng lam nhiéu 14n (50 mg, ngay ba hozic bén lin, hogc 75
mg, ngay hai 14n). Téng lidu t6i da 200 mg/ngay.

Diéu trj dai ngdy viém khép dang thép: Lidu khuyén nén ding la 100 mg/ngay va néu cin ting, 1én t6i 200
mg/ngay, chia hai lan.

Viém da khop dang thdp thiéu nién: Tré em tir 1 - 12 tudi: 1 - 3 mg/kg/ngay, chia lam 2 - 3 lan.
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Hatinh Pharmaceutical joint- stock Company
Dau: Pau cip hay théng kinh nguyén phat: Vién giai phong nhanh kali diclofenac 50 mg, ba 14n mét ngay.
Pau tai phét, théng kinh tai phat: Liéu diu 13 100 mg, sau d6 50 mg, ba lan mdi ngay. Liu t6i da khuyén
diing mi ngay 1a 200 mg vao ngay thir nht, sau d6 la 150 mg/ngay.
Chéng chi dinh: Qua min cam véi diclofenac. Gibng nhu céc thube khang viém khong steroid khac: bénh
nhén da biét 1 (hen, ndi may day, viém mii cAp sau khi diing aspirin).
Loét da day t4 trang tién trién. Ngudi bj hen, hay co thit phé quan, chay mau, bénh tim mach, suy thén ning
hogc suy gan nang. Ngudi dang diung thube chong dong coumarin. Ngudi b suy tim &t mdu, giam thé tich
tudn hoan do thudc lgi niéu hay do suy thén, toc do loc cau than <30ml/phut. Ngudi bi bénh chét tao keo.
Nguoi mang kinh sét trong.
Nhitng lueu § dic biét va cinh bdo khi ditng thude: Ngudi c6 tién sir 10ét, chay mau hoic thiung dudng tiéu
hod. Ngudi bénh suy than, suy gan, bj bupus ban do toan than. Ngudi bénh ting huyét ap hay bénh tim ¢6
nuée hoge phit. Ngudi ¢6 tién sir bénh gan. Can theo déi chirc nang gan thudng ky khi didu trj dai ngay bang
diclofenac. Ngudi bi nhiém khuén. Ngudi c6 tién sir réi loan déng mau, chay mau. Cin khdm nhan khoa cho
ngudi bénh bj rdi loan thi gidc khi ding diclofenac.
Twong tic voi nhmrg thudc khdc, cic dang twong tic khdc: Diclofenac cé thé lam ting hay tic ché tac
dung clia cac thude khéc. Khong nén dung Diclofenac phéi hgp véi: Thude chéng dong theo dudng udng va
heparin, nguy co gay Xudt huyet ning.
Khéng sinh nhém qumolon Diclofenac cé thé lam tang tac dung phu 1én hé thin kinh trung uong cia khang
sinh nhém quinolon, din dén co giat.
Aspirin hodc glucocorticoid 1am giam nong d¢ diclofenac trong huyét tuong va lam ting nguy co cling nhu
lam tédng nghiém trong ton thuong da day — rudt.
Dung Diflunisal dong thdi c6 thé lam tang ndng do diclofenac trong huyét trong lam giam d¢ thanh loc
diclofenac va c6 thé gdy chay mau rat nang & duong tiéu hod.
Lithi: Diclofenac ¢6 thé 1am tang ndng d¢ lithi trong huyét thanh dén mirc gdy doc. Cén theo ddi bénh nhén
cin than dé tranh ngd doc lithi khi str dung diclofenac cung lithi.
Digoxin : chlofenac c6 thé 1am tang ndng do dagoxm trong huyet thanh va kéo dai nita doi cua digoxin. Cén
dinh luwgng ndng do digoxin trong mau va cin giam liéu digoxin néu dung ddng thoi ca hai thude.
Ticlopidin: Dung cling diclofenac lam ting nguy co chay méu.
Dung cu tranh thai dit trong tir cung : D4 c6 tai liéu néi diing diclofenac lam mét tac dung tranh thai.
Methotrexat: Diclofenac lam tang ddc tinh ciia methotrexat.
C6 thé dung cling mét s6 thube sau day nhung phai theo ddi bénh nhén : Cyclosporin, cimetidin, probenecid,
thudc chdng toan

Sir dung cho pkp niF cd thai va cho con bii: Thoi ky mang thai: Chi dung diclofenac cho ngudi mang thai
khi thét can thiét va khi nguoi bg:nh khong ding dugc céc thude chong viém thudc cidc nhém khic va chi
dung v6i liéu cin thiét thip nhét. Chdng chi djnh trong ba thang cudi thai ky (nguy co trc ché tir cung co bop
va lam éng dong mach déng sém, gay téng ap lyc tiéu tudn hoan khéng hdi phuc suy than & thai).

Nguoi dinh mang thai khong nén ding bat ky thudc ndo c6 téc dung trc ché tdng hop prostaglandin, ké ca
diclofenac, vi trc ché phéi bao 1am td.

Théi ky cho con bii: Diclofenac dugc tiét vao sira me rét it. Chua c6 dir liéu vé tac dung trén tré bu me.
Ngudi me cho con bu ¢6 thé diing diclofenac néu cin phai ding thuée chéng viém khéng steroid.

Tdc djng ciia thudc khi ldi xe va vgn hanh mdy méc: Néu bénh nhan cam thiy chéng mit hodc c6 réi loan
than kinh trung wong thi khéng dugc 14i xe hay didu khién may méc.

Tic dung khéng mong mudn ciia thuoe: (5 - 15% nguoi bénh dung diclofenac c6 tc dung phy & bd may
tiéu hoa).

Thuong gdp, ADR > 1/100: Toan than: Nhirc diu, bdn chdn. Tiéu héa: Pau viing thugng vi, budn non, non,
ia chay, truéng bung, chén an, kho tiéu. Gan: Ting céc transaminase. Tai: U tai.

It gap, 1/1000 < ADR < 1/100: Toan than: Phy, dj (g (d3c biét co thit phé quan & ngudi bénh hen), chodng
phan v ké ca tut huyét 4p, viém miii, may day.

Tiéu héa: Pau bung, chay mau dudng tiéu héa, 1am & loét tién trién, nén mau, ia méu, ia chay 1an méu, kich
(mg tai chd (khi dat thubc vao tryc trang).

Hé than kinh: Budn ngi, ngli gat, tram cam, mét ngu, lo u, kho chju, d& bj kich thich. Da: May day. Ho hdp:
Co thit phé quan. Mét: Nhin mé, diém tdi thi giac, dau nhirc mét, nhin dbi.
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Hiém gap, ADR <1/1000
Toan thén: Phi, phat ban, hdi chimg Stevens - Johnson, rung téc. Hé thin kinh: Viém mang néo vo khuén.
Mau: Giam bach cdu, giam tiéu ciu, giam bach cdu trung tinh, ting bach cdu 4i toan, giam bach cAu hat,
thiéu méu. Gan: R&i loan co bép tai mat, test chirc nang gan bét thuomg, nhim doc gan (vang da, viém gan).
Tiét niéu: Viém bang quang, dai mau, suy than cép, viém than k&, hoi chimg thén hur.
Thong bdo cho Béc sy nhirng tic dung khong mong mudn gip phii khi sir dung thude
St dung qud liéu: Biéu hién qua liéu chi yéu 1a céc tac dung phy niing 1én hon. Bién phép chung hd trg va
didu tri triéu chimg.gdy nén, rira da day cang sém cang t6t va ding than hoat tinh. Céc triéu chimg nhu ha
huyét 4p, suy than, co git, kich Gmg da day-rudt, suy hd hdp c6 thé xir 1y bing céc bién phap hd trg va dicu
tri triéu ching
Qui cdch déng géi: Thubc duge dong g6i ép vi PVC/Al vi 10 vién hop 10 vi. hop 5 vi, hop 3 vi.
Bio quan: Noi kho rao, nhiét d¢ dudi 30°C tranh 4nh séng.
Han diing: 36 thang ké tir ngdy san xuat.
Tiéu chuén 4p dung: TCCS
DE THUOC XA TAM TAY CUA TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC SY.
THUOC NAY CHi DUNG THEO PON CUA BAC SY
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