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Thanh phan:
Mébi vién nang cing chifa;
— Ketoprofen...............cevnvnnennes

KEFLAVEN 75 coscstmpinusmminiad |

cac théng tin khac:
Ketoprofen 75 mg Xem t& huéng din sif dung thudc bén trong hop

Bao quan: Noi kho, nhigt do dudi 30°C

Tiéu chudn 4p dung: TCCS
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Boc ky huéng dan sir dung trudc khi diing
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Huéng dén sir dung thuéc:
Thubc ban theo don

KEFLAFEN 75
-DANG THUOC : Vién nang cling
- QUI CACH PONG GOI : Hop 10 vi x 10 vién nang cimg
- THANH PHAN : Mdi vién nang cting chira
Ketoprofen 75 mg
Ta dugc vd 1 vién

(Té diwoc gom: Microcrystallin cellulose, crospovidon, pregelatinized starch, natri lauryl
sulfat, colloidal silicon dioxid).
-DUQC LUC HOC:
+ Ketoprofen 1 thuc khang viém khong steroid thuoc nhém propionic, dan xuat cta acid
arylcarboxylic.
+ Ketoprofen o tac dung giam dau, ha sot, chong viém. T4c dung ha st cta ketoprofen kém
nén it dung lam thuoc ha st don thudn.
+ Co ché tac dung chéng viém cua ketoprofen trc ché khong chon loc enzym cyclooxygenase
(COX) 1a enzym téng hop chét trung gian hoa hoc gdy viém quan trong la prostaglandin lam
giam qua trinh viém.
Ngoa1 ra thudc c6 con e ché hod hudng dong bach cdu, trc ché sy di chuyen ctia bach cau t6i 6
viém, ddi khang véi hé enzym phan huy protein ngan can qua trinh bién d6i protein lam bén
vimg mang lysosom va déi khang téc dung cla céc chit trung gian hoa hoc nhu serotonin,
histamin...
Ketoprofen c6 tac dung giam dau tir nhe dén dau vira, vi tri téc dung 1a & cac receptor cam giac
ngoai vi. Tac dung tot véi cac loai dau do viém. Co ché giam dau cua ketoprofen la giam tong
hop prostalandin E2, lam giam tinh cam thu ctia ngon ddy than kinh cam gidc vdi cac chit gy
dau cua phan tng viém nhu bradykinin, serotonin...
-DUQC DONG HOC:
+ Hdp thu: Thude hap thu nhanh, nong do huyet thanh t6i da dat sau 60 - 90 phit.
+ Phdn bo: Lién két 99% v0i protein huyet twong. Khuéch tan vao hoat dich va ton tai kéo dai
tai d6 v6i ndng d6 cao hon nong do huyét thanh sau gid tht tu. Thude qua duoce hang riao nhau
thai.
+ Chuyén héa: Bién dbi sinh hoc cua ketoprofen xay ra theo 2 co ché: mét phin nhé duoc
hydroxyl héa, phan 16n lién hop véi acid glucuronic.

+ Thai trir: 24 gi& sau khi dung thude, 80% lidu ding dugc thai trir qua nude tiéu, cha yéu
dudi dang chuyen hoa glucuronic. Thoi gian bén thai tir 2-3 gid.
O nguoi l6n tudi: Su hap thu khong thay doi, nhung thoi gian ban thai kéo dai va giam su
thanh thai toan phan phan anh sy chuyén hoéa bj chidm lai.
o ngirm suy than: C6 su giam thai trir va ting thoi gian ban thai.
- CHI PINH:
+ Viém khép dang thap
+ Thodi hoa khép.
+ Viém ct song dinh khép

+ Réi loan khépyva quanh khé ‘p tinh ( viém tui thanh mac, viém bao khép, viém mang hoat

dich, viém gan

+ Thoai hoa c¢



+ Dau lung vung thép ( cang co, dau thit lung, dau than kinh toa, viém mo Xq_j}'
+ Tinh trang dau co xwong (il
+ Gout cap tinh | B
+ Kiém soat dau va viém sau phau thuat chinh hinh

-LIEU LUQONG VA CACH DUNG: Thuébc ding theo ké don cua bdc sy : 2
Cdch dung: Nén udng ketoprofen ciing véi thirc an hodc véi mdt coc nude diy; tranh dung do
udng c6 con dé giam tac dung c6 hai dbi v6i duong tiéu héa cia thube. ‘Trong trudng hop bi
dau da day, nén ding thém thudc bao niém mac da day. Khoéng thay sur hép thu ciia ketoprofen
glam di khi dung chung véi gel nhom.

Diéu tri tri¢u chitng viém:

Ngudi 16m: Dé diéu tri triéu chimg viém khép dang thap cap hodc man hodc viém xuong khdp
hodc nhimg bénh co xuong: 75 mg (1 vién)/lan, dung 3 lan/ngay. Cé thé tang lidu t6i 300 mg
(4 vién)/ngay, chia 2 lan.

Piéu tri giam dau:

Ngudi 16m: 75 mg (1 vién)/lan, 2 1in/ngay.

Chii : Déi véi ngwoi suy thin hodc suy gan

Nén giam lidu tir 33% dén 50% lidu thong thuong. Lidu t5i da cua ketoprofen cho ngudi suy
than nhe la 150 mg (2 vién)/ngay va suy théan vira 14 1 vién/ngay. Ngudi bénh suy gan c¢6 nong
do albumin trong huyét thanh duéi 3,5 g/dl nén dung litu ban dau ketoprofen 1& 75mg
(1vién)/ngay.

- CHONG CHI DINH:

+ Qué4 mén véi ketoprofen, aspirin hodc céc thudc giam dau chéng viém khéng steroid khac
hozc bat ctr thanh phan nao cua thude.

+ Loét da day-ta trang tién trién.

+ Tré em dudi 18 tudi.

+ Co thét phé quan, hen, viém mii ndng, va pht mach hoic ndi may day do aspirin hodc mét
thudc chdng viém khéng steroid khéc gdy ra.

+ Suy gan néng.

+ Suy tim ning.

+ Suy than néng véi muc loc cau than dudi 30 ml/phit.

+ Ngudi ¢6 tién sir xudt huyet loét, thung dudng tiéu héa, xuat huyét tang

- THAN TRONG VA CANH BAO:

+ Chon lidu thdp nhét 6 téc dung v&i thoi gian ngén nhit c6 thé dé kiém sodt tridu chimg.

+ Nén tranh vige sir dung ketoprofen véi NSAID.

+ Cén than nén giam lidu & ngudi 16n tudi.

+ Bénh nhan bi bénh tim mach, thén, suy gan, bénh nhén hep dong mach chi: phai theo ddi cin
than chirc nang than khi bat dau dieu tri.

+ Bénh nhan c6 tién sir ting huyét ap: gdy gilt nwde va phu.

+ Nguy co gdy ha huyét ap ¢4 triéu ching, nguy co dau thit nguc va nhdi mau co tim khi khoi
lidu va tang licu.

+ Bénh nhan bi hen suy &n, viém miii man tinh, viém xoang man tinh, polyp miii c¢6 thé gay ra
con suyén hoic co thit phé quan.

+ Bénh nhan c6 tién str loét da day-ta trang: gy xudt huyét tiéu hoa, loét hodc thung da day.

+ Bénh nhan lupus ban d6 hé thdng|ting nguy co bénh viém mang nio vo khuén,
Wm gidc, anh huéng trén tim mach, kha ning
tring:

+ Dung thube ¢ thé gdy: phan ¢
thu thai, che m triéu chimg nhié



+ Tré em dudi 15 tum An toan va hiéu qua cta thudc chira duoc xac dinh. Khong nén dung
ketoprofen cho lira tudi nay.

+ Trong truong hop diéu tri dai ngay, cin theo ddi cong thirc mau, chirc nang gan va than.

- THOI KY MANG THAL:

Str dung chat trc ché tong hop prostaglandin trong giai doan dau thai ky lam ting nguy co say
thai, di tat thai nhi. Trong 6 thdng d4u thia ky, ketoprofen khong nén dung trir truong hop that
can thiét, khi d6 lidu dung nén & mirc thap va thoi gian diéu tri cang ngan cang tot. Ketoprofen
chong chi dinh trong 3 thang cudi cua thai ky do nguy co gy doc tinh trén tim phdi, rbi loan
chirc nang than & thai nhi, irc ché co bép tir cung dan dén chuyén da cham hoic kéo dai & ba
me.

- THO1 KY CHO CON BU:

Ketoprofen bai tiét vao sita me & ndng do thép. Khéng khuyén cao sir dung ¢ thoi ky cho con
bu.

-SUDUNG THUOC KHI LAI XE, VAN HANH MAY MOC:

Bénh nhan can dwoc canh béo vé kha nang budn ngu, chong mat, mét méi va roi loan thi giac
ki str dung ketoprofen. Khong nén 14i xe hay vén hanh may méc néu céc triéu chung nay xudt
hién. ' Yo'

- TAC DUNG KHONG MONG MUON (ADR):

+ Rdt thuwong gdp, ADR>10/100

Tiéu héa: Réi loan tiéu hoa

Gan: Bat thuong céc gia tri xét nghiém chirc niang gan (15%)
+ Thwong gap, 1/100<ADR<10/100: &
Than kinh trung wong: Mét méi, dau dau, trAm cam, chong mit, U tai, méat ngti
Tiéu hoa: Kho tiu, trudng bung, dau thugng vi, budn non, ia chay, tao bon, chay mau da day,
loét duong ti€u hda (2%), viém da day, nén, chan an.

Thén: Réi loan chirc ning thin

Da: Ngira, ndi ban

Tim mach: Phu ngoai vi

Mit: Réi loan thi gic

T1et niéu: Kich thich duong tiét niéu

+ It gdp, 1/1000<ADR<1/100:

Toan than: Soc phéan vé

Da: Hoi chimg Stevens-Johnson, n6i may day, phtt Quinck, man cam véi 4nh sang, hoai tir biéu
bi nhiém dgc, viém da eczema, hdng ban da dang

Gan: Viém gan, vang da

Ho hap Hen, viém miii di tng, bong rat hong

Ha tiét nidu: Viém than k&, hoai tr mao mach thén.

Tuan hoan va tao méu: Thodi héa bach ciu hat, giam bach cau, xuét huyét giam tiéu cau, thiéu
mau tan mau, phi mach ngoai vi, ha natri huyét, ting huyét 4 ap.

+ H:em gap, 1/10000<ADR<1/1000:

Tuan hoan: Thiéu m4u do xuét huyét.

Toan than: Séc phan vé.

Mit: R01 loan thi glac

Hé hap Hen suye
Hé tiét nidu: Vié
+Rathtem, ADR<H10 0'




Tuy: Viém tuy
Da: Gay bénh da bong nudec. i M
Ghi chu: Thong bdo cho bdc si hay dwoc sy nhitng tac dung khong mong muon gap pha”: _kh:
stk dung thudc.
- HUONG DAN CACH XU TRi ADR: ' S
+ Pé han ché ADR phai tuén thu theo nguyén thc: Chon liéu thép nhit c6 tac dung vai thoi
gian ngan nhat c6 thé. C6 thé chinh lidu phit hop tuy theo dap umng cua tlmg ca thé.
+ Nén udng ketoprofen ciing véi thirc in hodc véi mét cbe nude ddy; tranh dung db udng cé
con dé giam tac dung c6 hai doi véi duong tiéu hoa cia thude. Trong trudong hop bi dau da day,
nén dung thém thudc bao niém mac da day
+ Thiy thudc can theo ddi ngudi bénh diéu tri 1au ngay vé dau hiéu va triéu ching cia loét va
chay mau dudng tiéu hoa, thong bao cho ho theo dai sat nhimg déu hiéu d6. Néu nhitng dau
hiéu d6 xay ra, nén ngimg thude.
+ Khi diéu tri bang ketoprofen cho ngudi suy tim vira/nhe, suy than hodc nguoi bi bénh gan
nhe, didu rit quan trong 13 phai theo doi cén bang nude/dién gidi, vi ¢6 nguy co gitt nude.
Ngudi bénh dang dung ketoprofen ma c6 rdi loan thi luc cin duge kidm tra, danh gia vé mit.
- TUON G TAC THUOC:
+ Thubc chbng déng mau (heparin va wafarin) va thude uc che két tap tiéu cau (clopidogrel va
ticlodipin): tang nguy co xuat huyét do tre ché su két tap tidu cau va tan cong niém mac da day
ctia cdc thude khang viém khong steroid.
Néu can thiét két hop, phai theo ddi chat chd vé mat 1am sang va sinh hoc.
+ Cac khang viém khong steroid khac (ké ca cac sahcylat & lidu cao): tang nguy co loét va xuit
huyét duong tiéu hoa do tac dung hiép luc.
+ Lithi: ting lithium huyét, co thé dat dén cac gia tri gdy doc, do giam bai tiét lithium qua than.
Néu can phai dung chung, can theo ddi chit ché lithium huyét va diéu chinh lidu trong va sau
khi ngung diéu tri véi thude khang viém khong steroid.
+ Methotrexat: ting ddc tinh trén mau cua methotrexat, do giam thanh thai & thdn va bi cac
khang viém khong steroid thay thé trong lién két véi protein huyét twong. Kiém tra huyét do
hang tuin trong cic tuan I& dau diéu tri phdi hop. Tang cuong theo dbi trong truomg hop suy
giam chirc ning than (du nhe), va ngudi 16n tubi.
+ Thudc lgi niéu: khi ding v6i hydroclorothiazid gay giam thai trir clo va kali, ¢6 thé gdy nguy
co din dén suy than thi phat do gidm dong méau dén than gdy ra bai uc ché téng hop
prostaglandin. Do d6 phai theo dbi chit nguoi bénh, didu chinh lidu khi cAn va theo ddi cén
béng nudc/dién giai.
+ Thudc glycosid tro tim, thudc giam dau, NSAIDs khac, corticosteroid, khang sinh quinolon,
probenecid, tacrolimus, zidovudin: nguy co tang tac dung phu.
+ Pentoxifyllin: ting nguy co xuét huyét. Theo doi chit ch& v& lam sang va kiém tra thuong
xuyén hon thoi gian chay mau.
+ Thube chen beta: giam hiéu luc chéng cao huyét 4p do khang viém khong steroid (rc ché
prostaglandin giin mach.
+ Ciclosporin: nguy co doc véi thén, nhét 1a & nguoi 1on tudi.
+ Thubc 1am tan cuc mau dong: tang nguy co xuat huyét.

-QUA LIEU VA XU TRI: '
Triéu ching:
Nhu céc dan chat cy b.rb:i/l[ir}qmmc khac, ketoprofen it doc hon aspirin. Phan 1on tricu ching
qua lieu ketoprofe a ngu ga, dau bung va ndn, nhung ciing c6 thé ha huyét ap, co thit
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phc quan va chay méau duong tiéu héa. Trong mot sd truong hop ¢o thé xay ra suy than cap va
ton thuong gan. Cac trueong hop qué lidu di droc canh bao véi liéu 1én dén 2,5g ketoprofen.
Xir tri:
Khoéng c6 thude dic hidu giai doc. Diéu tri qua lidu thuong 1a didu tri triéu chimg va hd trg. C6
thé gdy noén, rtra da day, c6 thé dung than hoat dé lam giam sy hap thu va tai hdp thu cua
ketoprofen. Khong thé 4p dung bién phap géy loi niéu manh, kiém hoa nuéc tiéu, tham tach
mau hodc truyen mau, vi ketoprofen gan két manh vdi protein huyét tuong.
- HAN DUNG: 36 thang tinh tir ngay san xuét.
*Luu y: Khong dung thudc da qua han st dung. Khi thdy nang thudc bi am méc, chuyen mau,
nhan thudc in s6 16 SX, HD mo...hay ¢6 cac biéu hién nghi ngo khéc phai dem th 5 tUl tra lai
noi ban hodc noi san xuét theo dia chi trong don. yZ o\
-BAO QUAN. Noi kho, nhiét do dudi 30°C. ,.«;:i"’ iy T ,
- THUOC SAN XUAT THEO: TCCS e P W
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Khong dung qua liéu chi dinh. We\ Wh T /
"Doc ky hwong dan sir dung trieée khi ding. \ O—
Néu can thém théng tin xin héi y kién bdc sj" N

THUOC SAN XUAT TAI:
CONG TY CO PHAN DUQC PHAM
T6 dén phé sé 4 - La Khé - Ha Péng - T.P.|
S6 dién thoai: 04.33824685 S6 faxt:
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