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R HUGNG DAN SU DUNG
Thude nay chi ding theo don ciia Béc sy
Doc k¥ huéng din sir dung tnrée khi ding
Hoi Béc sy holic Dugc sy dé biét thém thong tin chi tiét

NALGIDON-200
(Vién nén bao phim Dexibuprofen 200 mg)

THANH PHAN: Mi vién chita

Hoat chit: Dexibuprofen 200 mg

Ta dwege: Microcrystalline cellulose, Colloidal
Anhydrous silica, Talc tinh khiét, Calei CMC,
Hypromellose E-15, Titan Dioxid

DANG BAO CHE: Vién nén bao phim

TRINH BAY: Méi vi nhém ¢hira 10 vién. 03 vi trong
hop carton va mot t& huéng dan sir dung.

DUQCLUC HOC

Dexibuprofen la dong phin quay phai (S(+)- 1bupr0fen)
co hoat tinh dugc ly cua ibuprofen racemic (la hon hep
bing nhau cia 2 dong phin R(-) va S(+)-ibuprofen),

Dexibuprofen co tac dung duoc 1y manh hon :buprofen

Dexibuprofen duge st dung dé giam dau va chéng viém
¢'mirc dg tirnhe tai vira phai.

Gibng nhu cdc thudc chéng viém khong steroid khéc,
dcxlbuprnfcn co tac dung glam dau, ha sbt va chdng
viém. Co ché tic dung cta thube la (e ché prostaglandin
synthetase va do d6 ngan tao ra prostaglandin,

thromboxan va cac san pham khac cua cyclooxygenase.
Dexibuprofen ciing (e cheé tong hop prostaglandin ¢ thin
vi c6 thé gly nguy co rnude do lam giam dong mau téi
than. Cén phai dé y dén diéu nay d6i véi cac ngufn b¢nh
bi suy than, suy tim, suy gan va cac bénh c6 réi loan vé
thé tich huyét trong.

Téc dyung chéng viém ciia dexibuprofen xuat hi¢n sau hai
ngﬁ) diéu trj. Dexibuprofen ¢ tic dung ha s6t manh hon
aspirin, nhlmg kém indomethacin. Thuou €0 tac dung
chong viém tot va c6 tac dung giam dau tot trong diéu trj
viém khop dang thép.

DUQC DONG HOC:

Dexlbuprofen hap thu chu yéu & rudt non. Nong dq toi da
cua thuoc trong huyet tuong dat dugc sau khi uong tir 1
dén 2 gi¢r. Udng thude cung thirc én lam chim thai gian
dat nong 4 tHi da (2,1 gidr sau khi ubng thude vao lic doi
va 2 8 gidr sau khi unng thube vao lac no) va gmm nong
dd t6i da trong huyét twong tir 20,6 mlcmg,am xuong 18,1
microgam) nhung khéng anh huong tdi tong lwgng thude
durge hip thu,

Sau khi chuyén hoa o gan, céic chat chuyén héa khong co
hoat tinh duge ddo thai hoan toan, chi yéu qua than
(90%), va mot phﬁn qua mdt. Nia dérl sinh hoc cua
dexibuprofen 1,8 dén 3.5 glér Thuéc gin nhiéu véi
protein huyét tuong (khoang 99%).

Nira doi cua thude khodng 1,8 dén 3,5 gio. Dexibuprofen
dao thai rit nhanh qua nude tiéu (1% dudi dang khéng
doi, 14% dudi dang lién hop)

CHI DINH:

Chéng dau va viém tir nhe den vira: Trong mdt 50 benh
nhu théng kinh (c6 tac dung ot va an toan), nhirc déu,
dau ring va thi thuit vé ring, dau hé co xuong.

Diéu trj triéu chimg va giam dau trong viém khép dang
thép.

LIEU LUGNG VA CACH DUNG:

Ngudi 16m: Liéu udng thong thudmg dé giam dau: 600 -
900 mgfngﬂy, chia lam 2 -3 lan liéu t6i da 1 1dn 1a 400
mg. Liéu cd thé tang 1én dot xudt 1én téi 1200 mg /ngay,
trong trudmg hop dau clptinh nang.

Tré em: Dex:buprofen khong khu}ren cio ding cho tré
dudri 18 tudi vi d6 an todn cua lira tudi nay chura durgc xdc
nhdn.

Ngudi cao tuul Ding liéu lhap nhit ¢6 tac dung. Liéu cé
thé ting 1én néu dung nap tot.

Ngurdi bj suy gan nhe va vira phai, Nguﬁn bi suy than nhe
ti vira phai: Khoi dau véi liéu thip va cin giam sat chat
chg,

Khong dung cho ngudi suy gan nang hodc suy thin ning.

CHONG CHI PINH:

Mén cam véi Dexlbupmfen hodic véi bét cir thanh phén
nao cua vién thude

Qué mén voi aspirin hay véi cac 1hu6c chdng viém
khéng steroid khéc (hen, viém miii, néi may day sau khi
diing aspirin)

Loét da day ta triu'lg tién trién, ngudi bj bénh Crohn hojc
loét dai trang tién trién

Ngudi bénh bi hen hay bj co thiit phé quan, r6i loan chay
méu, bénh tim mach, tién sir loét da day td trang, suy gan
hoéc suy than (luu lugng loc ciu thin dudi BOmUphut)
Ngudi bénh dang duge diéu tri bang thude chéng dong
coumarin

Ngufn bénh bj suy tim sung huyét, bj giam khi luong
tudn hoén do thude loi niéu hodic bi suy thin (ting nguy
cordi loan chirc nang thin), suy gan ning.

Ngudi bénh bj bénh tao keo (c6 nguy co b viém mﬂng
ndio vo khudn. Cﬁn chi y la tat ca céc ngudi bénh bi viém
mang ndo vo khudn déu di co tién sir mic mdt bénh ty
rmen)

3 thang cudi cua thai ky

THANTRONG:

Thén trong vi bénh nhan ¢6 khuynh hudng by cac tac
dung khong mong muon t&i dudmg tiéu hoa khi ding cac
thuoe chong viém khong-stermd (nhur dexibuprofen),
bao gbm nhimg ngudi dang bj roi loan tiéu hoa, nhimg
ngudi trude do bi loét da day, 14 l.réng, dai tring, bénh
Crohn, va nhimg ngu'm nghién rugu, Céan giam sat chit
ché diic bigt 1a xuit huyét duong tiéu héa.

Cén thin trong khi dung dexibuprofen cho ngudi bi suy
tim, cao huyel dp.. bi b¢nh gan hodc thin, dic biét nhimg
ngudri dang diéu trj voi thuoc lgi tiéu, vi c6 nguy i g,ur
nuée hodc anh huémg xdu dén chirc nang thin, néu can
ding Dexibuprofen cho nhitg bgnh nhén nay can dung
liéu thap nht c6 thé vadinh ky kiém tra chirc néng thin.
Cén thin trong khi diing dexibuprofen cho ngudi cao tudi
vi lita tudi ndy co khuynh hudéng bj cac téc dung khong
mong mubn v6i thude chéng viém khong steroid cao hon
ngm?n tré tudi.

Can thin trong khi dung dcxuhupmfcn cho nhﬁng ngudi
dang bi hojic tién sir b] hen phe quan vi cac thu6e chong
viém khong steroid co thc gdy co thit phé quan & nhirng
bénh nhan ndy. Céc thube chong viém khong steroid ¢
thé che d&u tri¢u chﬁ‘ng nhiém khusn.

Ciing gidng nhir cdc thube chéng viém khong steroid,




htt&zzm(v/tru?eqt am Egng ni-to' va creatinin trong

mau vé co thé o nhirng tac dung c6 hai cho thin (viém
than tiéu cau, vuam khe thdn, hoai tir gai than, hi chimg
thin vasuy than cp).

Ciing gidng nhir cdc thube chﬁng viém khéng steroid,
dexibuprofen ¢d thé lam ting tam thoi va c6 phue héi cae
men gan (SGOT va SGPT). Néu c6 déu hiéu ting men
gan, phai ngung thuoc

Dcxlbuprofen wrc ché két tu tiéu cau nén co thé lam cho
théri gian chay mau kéo dai. Can than trong khi ding
dexlbuprofen véi cac thude chong ddng mau.

Néu sir dung dexlbuprofcn kéo dai can kiém tra chirc
nang gan, thin, mau hodc huyetdo

Khi sir dung dong thoi cic thude giam dau co lhc dan toi
giai doan mudn cua suy than (vi thube che diu triéu
chirmng dau thin), do d6 nén tranh ding dexibuprofen vai
cac thudc chéng viém khong steroid khac (ké ca cic
thudc khéng ding theo dom).

Dexibuprofen khi ding két hgp véi cae chal uc ché tong
hop cyclooxygenase / prostaglandin, c6 thé ton hai (c6
phuc héi) dcn kha ning sinh san, do d6 tranh ding cho
phunir chudin bi co thai

PHUNU COTHAIVA CHO CON BU:

Thoi k¥ mang thai: Cic thude chong viém ¢ thé {rc ché
co bop tr cung va lam chim dé¢. Céc thube chong viém
khong steroid cling c6 thé gay ting ap luc phéu ning va
suy hé hap ning & tré so sinh do dunh som ong dong
mach trong tur cung. Céce thude chbng viem cﬁng {rc ché
chire nﬁng tiéu cau, lam t&ng nguy co chay mau

Sau khi udng cic thudc ch&ng viém khong steroid ciing
¢ nguy co it nudc 0i va vo ni¢u ¢ tré so sinh. Trong 3
thing cudi thai kv, pl’lal hét sirc han ché sir dung déi voi
bét cir thube chong viém nao. Cac thudc nay ciing c6
chdng chi dinh tuyétddi trong vai ngay truée khi sinh
Thoi ky cho con bu: Dexlbupmfen vio stra me rit it,
khéng dang ké. it kha néing xay ra nguy co cho tré & liéu
binh thudng véi me.

TAC PONG CUA THUOC LEN KHA NANG LAl
XE VA VAN HANH MAY MOC:

Thudc c6 thé giy chong mit, mét moi do do can thin
trong khi lam nhimg cong viée doi hoi sy tinh tio nhu
lai xe hodc viin hanh may mac.

TAC DUNG KHONG MONG MUON (ADR):

Kinh nghi¢m lam sang cho thay tic dung khong mong
mudn cua dexibuprofen cling giong nhu ibuprofen
Thieomg gdp, ADR> 17100

Chudng bc,mg, budn non, nén, dau bung, tiéu chay, sot,
moi mét, dau dau, hoa mit chéng mat,

It gap, 1A000<ADR=<1/100

Phan ¢ng dj (mg (ddc bit co thit phe quan crngucl bénh
bi hen') viém miii, ndi may day, man ngira, ngoai ban, lo
mo, mat ngu, U tai, chay mau da day-rudt, lam loét da day
tién trién, tdo bon,

thoi gian mau chay kéo dai

Hiém gap, ADR < 1/1000

Téo bén, phu ngoai bién, noi ban, héi chirng Stevens —
Johnson, rung toc, giam bach cau giam ticu ciu, giam
bach cﬁu trung tinh, ting bach cdu ua eosin, giam bach
cau hat, thiéu mau, cac thir nghiém thim do chire niing
gan b:’it thuomg, nhiém déc gan, suy thin cdp, viém thin
ke, hoi chimg than hu

Huing déin cach xirtri ADR:

Néu nguol bénh thiy nhin mé, gidm thi lue, hodc rdi 1oan
nhin cim mau sic phai ngimg dung dexibuprofen. Néu
¢0 roi loan nhe vé tiéu héa thi nén udng thude lic in hay
uong vai sita

“Bdo cho bdc sy trong rng hop xdy ra bit clr ric
dung khéng mong mudn nio cé lién quan dén thuéc™.

TUONG TAC THUOC:

Céc thube chong dong mau: C6 thé lam ting nguy co
chay mdu. Neu viéc diéu trj dong thoi khong thé tranh
dm;rc, cén glam sét thoi gian chay mau trong thoi gian
diéu trj va néu can phai diéu chinh liéu cua thude chéng
déng mau. 3 ,

Methotrexat voi liéu 15 mg/tuan hoéc hon: dexibuprofen
lam ting doc tinh cia methotrexat. Do d6 nhimg bénh
nhan dang diéu tri vdi lieu cao methotrexat khong duge
dung dexi hupmfen

Véi cac thube chéng viém khong steroid khéc: Ting
nguy co chay méu va géy loct,

Lithium: Cac thu6e chong viém khéng steroid co thé
lam tdng nong do lithium trong huyel tuong vi lam
giam d thanh thai cua lithium & thin, do 6 tranh
dung dong thai hai thude nay Néu vigc diéu tri dong,
thén khong the tranh dugc, can dinh ky kiém tra nong
do lithium, néu can phai giam

QUA LIEU VA XU TRi:

Thuong 1 diéu tri triéu chimg va hd trg. Néu da ung qua
liéu thi can 4p dung nhimg bién phap sau diy nham ting
déo thai va bét hoat thudc: Rira da day, gﬁy non va lgi
neu cho uong than hoat hay thuée tay muoi.

Néu ning: Thiam tach méu hoic truyén mau. Vi thude
gdy toan hoa va dao thai qua nudce tiéu nén vé Iy thuyét sé
co lgi khi cho truycn dich kié¢m va loi tiéu

HAN DUNG: 36 thang tinh tir ngay san xuat, Khéng
a'ung thude qud han cho phép

TIEU CHUAN CHAT LUQNG: Theo tiéu chuin Nha
san xuat

BAO QUAN: Bao quin ¢ nhiét 46 dudi 30°C, tranh im
va dnh sang.

PETHUOC XATAMTAY TRE EM
SPK: VN-17596-13
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