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Vién nén Dexketoprofen 25 mg

[THANH PHAN] M&i vién cé chira: ,
Dexketoprofen trometamol twong duong dexketoprofen.. ...............25mg

Té dugc: Tinh bjt tién gelatin hoa, Cellulose vi tinh thé, Tinh bt bip, Povidon K30, Natri starch glycolat, Colloidal silicon dioxid,
Magnesi stearat, bt Talc, Opadry white 06G 284301 _ T
MOTA] ; ;

Vién bao phim hinh tron, hai miit 161, mau trfing, mét mt c6 khic vach phén lidu

[CHI DINH] '

Biéu trj con dau nhe dén vira nhu dau co xurong, dau byng kinh, dau ring

[LIEUDUNG VA CACHDUNG]

Nguwtri 16m: .

Tay vao ban chét va mirc 45 dau, liéu thudmg ding 25 mg mi 8 gidr. Téng lidu hang ngay khéng qui 75 mg

Khéng ding dexketoprofen lau dii, chi gidi han trong théi gian didu trj tridu chimg dau.

Thirc &n lim %émtj' 1éhép thu ciia thudc, do 46 trong truémg hop dau cip, diing thudc cich bira &n ftnhét 30 phi.

N 16m tudi:

Liéu khéi déu thip hon (50 mg/ ngay). Chi ting li¢u khi nhin thiy bénh nhén dung nap tdt véi thube.

Suy gan: G T ! )

Bénh nhéin suy gan nhe dén vira nén kiéi diu diéu trj liu thip (50 mg/ngay) vA durgc theo dbi thn trong. Khong ding thubc nay cho béah
nhén suy gan ning. '

Suy thén: .

Liéu khéi diu 50 mg/ngay cho bénh nhén suy thén nhe. Khéng diing thudc nay cho bénh nhén suy thin viradén njing.

Tréem: i .

Tinh an todn va higu qua cta dexketoprofen trén tré em chua duge xéc djnh. Khéng ding dexketoprofen cho tré em.

[CHONG CHi PINH] .
- Bénhnhin min cim véi dexketoprofen, cic thudc khac thude nhém khéng viém khéng steroid, hoicmmnh phiin ndo ciia thube.
- Bénh nhén bj hen suyén, co thit phé quén, viém mili chp, polyp mili, i mé day, phi mach do céc cb the déng trong tw (nhw
Aspirin hofic cdc thuoc khéng viém khong steroid khdc)

Bénh nhén cé tién sit hoic loét da day th tring tién trién

Bénh nhén xuit huyét duong tiéu héa hojc cdc rdi loan chiy méu

Bénh nhan bénh Crohn's hoic viém loét dai tring

Bénh nhén ¢ tién sir hen khi quan

Bénh nhén suy tin mirc 4y ning

Bénh nhin suy thin vira dén ning

Bénh nhén suy gannfng

Bénh nhén c6 xu huéng chay mau hojdc chc réi loan dong méu khéc

Phy nit ¢6 thai, phy nir cho con bit

_[THANTRQNG] = i oy e o

- Tinh an todn ciia thudc khi sit dung cho tré em chira dge xdc djnh. _

- Dexketoprofen dugc chi dinh thin trong & bénh nhén c6 tién sir dj tmg. Vi cée thubc khﬁngﬁemkhﬁngsméféubitk?ﬁénsﬁﬁém
thyc quén, viém da day va/hodc loét da diy th tring phai dugc phét hign va diéu trj khoi hén trwéc khi bét déu diéu trj dexketoprofen
trometamol.

- Bénh nhin véi cic triéu chimg dudmng tiéu héa hojc tidn si bénh dudmg tiéu héa cin duge kiém tra thin trong réi loan tiéu héa, dic bt
xudt huyét dudmg tiéu héa. Trong tnrdmg hop xult huyét dudmg tiéy héa hoic loét Xay ra & bénh nhin dang ding dexketoprofen

' trometamol, ngung ding ngay dexketoprofen trometamol. .

- Cég thube khéng viém khéng steroid khéng chon loc ¢6 thé trc ché két tap tiéu cau vi kéo dii théi gian dong méu qua irc ché tnghgp
din. Do 46, khdng chi dinh dexketoprofen trometamol cho bénh nhéiin dang diéu trj céc thubc khic ngin cén tién trinkr cim
méu nhu warfarin, c4c thuéc nhém coumarin hoic heparin, ’ -

- Céc thube Khéng viém khéng steroid cé thé 1am ting urea nitrogen va creatinin huyét tuong. Ciing nhur céc thudc jrc ché tdng hop
prostaglandin, dexketoprofn cé thé lién quan dén céc tic dyung ngoai ¥ trén thin, c6 thé dfin dén viém cdu thin, viém thin k&, hoai tir
nh thin, hdi chimg thin hur va suy thin cip.

- Nhu céc thude khang viém khong steroid, dexketoprofen c6 thé lim ting nhe c4c théng sé gan, va lim ting d4ng k& SGOT va SGPT.
Trong trrdmg higp ting cAc théng sb ndy, ngumg diing thubc.

- Thén trong khi ding dexketoprofen trometamol cho bénh nhén réi loan huyét hec, bénh lupus ban d6 hé théng hodic bénh mé lién két
tbng hop, dexketoprofen c6 thé che ddu cc trigu chimg nhiém khuén. ;

- Thén trong & bénh nhéin suy gan suy thin hojc suy tim ciing nhu bénh nhén ¢6 xu hwdng gilt nwée. O nhimg bénh nhin ndy, viée sit

dung céic thube khéing viém khong steroid c6 thé 1am Anh hudng xéu dén chirc ning thin va gy giir mréc. Thin trong & bénh nhén dang
ding thudc l¢i tidu hodc bénh nhan c6 thé giam hwu hrgng méu do thudc lim ting ngoy codgc tinh trénthin.
Bénh nhan 16n tudi nhin chung d& nhay cam véi céc the dung ngogi ¥. ; :

- Xudthuyéttidu héa vi/hojic in mén cb xu huémg phy thufc litu, thudmg nfing hon vd c6 thé xay ra ma khdng c6 diu hidu cinh biohodic
tidn six trude 44 tai bt ky thoi diém ndokhi ding thube, :

- Dexketoprofen c6 thé lam gidm kha ning sinh sin & ni gi6i va khéng khuyén céo ding thubc & nhitng nguéi dang mudn c6 thai.

_ Ngumg diing thudc cho nhimg phu nit khé 6 thai ho¥ic dang tim hiéu nguyén nhén kho thy thai. :

[TUONG TACTHUOC] ,

Céc tuong téc thudc sau 4p dung cho céc thude khing viém khdng steroid néi chung:

Tuong tdc khuyén cdo khong nén ding két hop: ]

- Céc thube khang viém khéng steroid khéc, bao gom liéu cao salicylate (3 g/ngdy): Chi dinh d6ng thni céc thudc khang viém khing
steroid lAm ting nguy co loét va xuit huyét da day t4 tring, dotéc dong higp Iye. - ,

- Thudc chéng dong miu duimg udng, heparins: ting nguy co gy xufit huyét cia thubc chéng déng (do dexketoprofen géin vao protein
huyét tuong ghy trc ché chitc ning tidw cAu va gy ton thuong niém mac thye quan da diy). Néu khéng thé trénh khéi viéc két hop
thudc, cin theo d6i chiit ché céc tr sé xét nghiém. " : , ) , .

- Lithium: chc thuéc khang viém khong steroid 1am ting mirc lithium trong méu, o6 thé diin dén 48c tinh (bai tift lithium qia thin gidm).
Chin theo ddi trj s6 lithium trong subt qué trinh khéi d3u didu trj, diéu chinh lidu hojc ngung diing dexketoprofen.

- Liéu cao Methotrexate, trén 15 mg/tuin: ting dc tinh huyét hoc do cic thubc khéng viém khéng steroid 1im giim 4§ thanh thii ciia
methotrexate qua thin :

- Hydantoin v sulphonamid: dfc tinh cda cdc thudc ndy c6 thé tng. _

wong tac thuoc khuyén cdo cdn thin trong: . o )

- Cic thubc lgi tiéu, thubc irc ché men chuyén va thubc 46 khing thy thé angiotensin II: dexketoprofen c6 the 1am gidm tic dung cia céc
thudc nay. Vi bénh nhan tén thuong chirc ning thin (nhu bgnh nhén bj mét nuée, ngudi gia véi chirc ning thin tdn thuong), chi dinh
déngthbicﬁcthnéc&cchécycio—oxygmasevéﬁcchémmchuyéuhﬁclhuécdéikh&nglhuthéangiotmsinneﬁthélimclmcnéng




thin Bj tinthirdng njnig o) dhung <6 tihH thudn nghich. Truémg hop két hop dexketoprofen va thudc lgi tidu, cin ddm bio bénh nhiin
khong bi mét nutc va kiém tra chire ning thin ngay e khéi dau diéu trj. :

» Methotrexat ligu thép, duéi 15 mg/ke: ddc tinh trén méu cita methotrexate ting do thubc khing viém khéng steroid Jam gidm dio thai
methotrexate qua thin, Kiém tra cdng thirc méu trong subt tudn din tién két hop dicu tr. : .

- Pentoxyfilline: ting nguy co chiy méu. Cin thwémg xuyén theo dbi lim sing va kidm tra thii gian chiy méu,

- Zidovudine: ting nguy co ddc tinh trén hdng ciu do tic dong trén té bao ludi, gy thifu méu trim trong xiy ra sau 1 tuin didu trj thudc -

- khéng viém khong steroid. Kiém tra cng thirc méu va s6 hugng t€ bio luéi 1 hojic 2 tulin sau khi diu trj thubc khing viém khong
steroid. - '

- Sulfonylureas: thudc khéng viém khong steroid c6 thé lam téng tic dung ha dirdng huyét cita thubc nhém sulfonylureas do canh tranh
gén vio protein huyét twong. .

- Thuéc chen kénh beta: cic thubc khéng viém khéng steroid c6 thé ldm giam hi¢u qua ha huyét 4p do trc ché tdng hop prostaglandin.

- Cyclosporine va tacrolimus: dgc tinh l:énthﬁnnéniuhdn do thudc khing viém khéng steroid tic dung trung gian trén prostaglandin
thiin, Theo ddichirc ning thén trong sudt qué trinh dicu trj

- Throbolytic: ting nguy co chay méu ;

- Probenecid: ndng 45 huyét tuong cita dexketoprofen c6 thé ting; twong tic ndy cb thé do co ché rc ché tai noi bai tiét qua dng thin vi
qué trinh lign hgp glucuronid héa. Cin digu chinh liéu ding dexketoprofen. R

- Glycoside tim: thudc khéng viém khéng steroid |am ting ndng 4§ thubc glycoside tim trong huyét twong.

- Mifepristone: do nguy co céc thubc tong hop prostaglandin c6 thé thay thé-higu qua ciia mifepristone, khong ding thude khéng viém
khdng steroid 8-12 ngdy sau khi diing mifepristone . )

- Khéng sinh nhom quinolone: dit lidu trén siic vt cho thiy lidu cao thuéc nhém quinolone két hop thude khang viém khéng steroid 1m
ting nguy co co gift. :

[PHU N CO THAL PHUNUCHO CON BU]

Phy nik cé thai:

Khéng chi dinh dexketoprofen cho phy nit mang thai. Chura c6 thong tin ddy dii vé an todn ciia thubc cho phy nir mang thai. Céic nghién

::li'udﬁctinhbé.othaimsﬁcvéldiduchﬁnh#néﬁhm,dmkemmknﬁcchélénghgwlgnﬁn.

Thubc khéng viém khéng steroid c6 thé irc ché co thit da con va lim chim d. Thubc c6 thé giy thit bén trong tir cung hofic dong dng

dﬁnuﬂmhdin dén ting p phdi vA thiéu nfing hd hip &tré sosinh. )

Thudc khing viém khéng steroid lim giim chirc niing tidu ciu bao thai va irc ché chirc nfing thin bio thai, gdy ra v6 niéu va thiéu nidu &

tré so sinh, ‘

Phy nir cho con bh: .

Chura duge biétdexketuprofen&wcb&itiétv&usﬂ'amghaykhﬁng.Doqié,khﬁngdl‘angthuéc nay cho phy nif dang cho con bil.

[TAC DUNG CUATHUOC TREN KHA NANG LAIXE VA VAN HANHMAY MOC] .

—Dexketoprofen cb thé giy tic dyng nhe hofic vira trén khé ning ti xe vi vin hinh méy moc do c6 thé gdy chodng vang, budnngi— - —

[TACDUNG NGOAI Y] _

- : budn ndn, 6i mira, dau bung, tidu chiy, kho tiéu ) :

- ft gsu:?gﬂm gific ngu, lo 4u, dau dAu, chodng ving, chéng mit, hdi hap, 46 bimg, viém da ddy, to bon, khd miéng, dAy hoi, ué oai,
dau, suy nhuge, khé chiju, minh. 5 - i

- Hiém: dj cdm, ngfit, tAing huyét 4p, thes chdm, loét da day té trdng, xufit huyét tidu hoa, mé day, myn, ting tiét md hoi, dau hrng, chimgda
ggu.réi!oankinhngugt, i loan tién liét tuyén, phit ngoai bién, bit thudmg xét nghiém chirc ning gan,

- Réthiém: gidm bach cu trung tinh, gidm tiéu cin, qué min cAm bao gdm soc phén vé, tim nhin kém, U tai, tim d3p nhanh, ha huyét 4p,
co th&t phé quan, khé thé, viém tuy, tbn thuong té bao gan, idi chimg Stevens Johnson, hoai tir biéu bi do nhiém dgc (Lyells), phit mit, -

- nhaycam anhs&us,ugﬁaﬁichﬁugthﬁmhu. g . .

- Téc dyng ngoai ¥ sau c6 thé xuit hi¢n do téc dung irc ché tdng higp prostaglandin : viém méng néio v6 khuin, c6 thé xiy ra phén I6n &
bénh nhAn lupus ban 46 h¢ théng hoiic bénh md liénkét ting hop; va cic phan tmg huyét hoc (ban xudt huyét, thiéu méu toan dién, thicu
méu tan huyét, hi€m khi mét bac cauhat). -

" *Théng bdo cho béc sibdt ky tée dung ngogiy nao xdy ra khi ding thudc nay. -

[QUALIEU] ;

Trong trudmg hop ubng thubc qué lidu, didu trj triéu chimg tly vio tinh trang 14m sang ciia bénh nhan. Ding than hogt néu udng trén 5

mg/kg trong vong 1 gitr. C6 thé loai bo dexketoprofenbing phwong phip thimphan. . ; :

[PACTINHDU HCHQC] ’ i

Dexketoprofen, t acid arylpropionic, 14 dang 46i hinh S (+) Ketoprofen. Dexketoprofen trometamol [3 dang mudi trometamol

clia §-(+)-2-(3-benzoylphenyl) propionic acid, mét thubc ha sét, gidm dau khéng viém thudc nhém thudc khdng vieém khong steroid.

Co ché tic dung cia thudc khéng viém khong steroid 13 1im gidm tdng hop prostaglandin do e ché men cycloox; :

Diic biét, c6 su trc ché sy chuyén ddi acid arachidonic thanh cyclic endoperoxides, PGG2 va PGH2, l4 chét trung gian sin xuit ra

prostaglandin PGE1, PGE2, PGF2a vi PGD2, ciing nhu prostacyclin PGI2 v thromboxane (TxA2, TxB2). Hon nifa, trc ché thng hop

_ prostaglandin c6 thé anh hirémg dén cac chit trung gian khéng viém nhw kinin, gy ra the dong gisn tiép hd trg 1én tic djng tryc tiép

Dexketoprofen c6 hoat tinh {tc ché ci men COX-1 va COX-2 & dng vat thir nghiém va & ngudi. Cac nghién ciru lam sang cho thiy

dexketoproﬁ:uh‘ome!amnlcbticdunggiémdau.Hiéuquégiimd&ud;tdiwcsmwphﬁtuéngthuécv&myﬁﬁcdunggiémﬂauti-ﬁ

gid. . ' - :

[PAC TINHDUQC DONG HQC] .

Khi diing dexketoprofen trometamol ciing véi thirc &n, dién tich dudi dudmg cong khong thay ddi, tuy nhién nbng 46 t5i da cia

dexketoprofen trometamol gi&m va ty 1¢ hip thu chim lai. Ciing nhw céc thubc khéc véi ty 1§ gén vio protein huyét trong cao (99%), thé

tich phén bé trung binh dwdi 0,25kg. Dio thai chi yéu I3 lién hop glucuronid sau khi bai tiét qé.:: thin. Khéng cb sy chuyén déi

dexketoprofen thinh dang ¢6i hinh R-(-) & nguii. Dexketoprofen khong tich lity sau khi ding nhidu lidu & ngudi.

10 Vién/vi/hgpnhé x 10/hép l6n
[BAOQUAN]
Bio quén & nhiét 4§ dudi 30°C noi khd mat, trédnh dnh séng
. [HANDUNG]
24 théng ké tirngdy sén xult
[TIEU CHUAN] Tiéu chudn nha sén xuit

Thudc ndy chi ding theo sy ké don ciia bée st
Bé thudexatim tay tré em.

Bpc ki hurdng din sir dung trude khi ding
Wi cthii théme thBiig tnxin hoi § kién béc 57
Nha san xuft:

514442244VNO1

EMCURE PHARMACEUTICAL LTD.,
SIDCO Industrial Complex, Lane No 3, Phase II, Bari-Brahmana, Jammu (J&K)-181133, An Bé.




