Rx; Thudc ndy chi ding theo don thuéc

DEXIBUFEN .

Dexibuprofen 400,0 mg/vién
Déxa tdm tay tré em
Doc ky huiting déin st dung tnrde khi ding

Thanh phan: Mai Vién nan
Hoat chdt:

Dexibuprofen 400 mg

Td duotc:

Methylparaben natri, PropyIparaben natri, Vitamin £, Polyethylen glycol 400, Polyoxyl 40 hydragen castor oil,

Povidon K30, McznOElhannlamin, Gelatin, Glycerin, Sorbitol, Vanillin, Nutdc tinh khit vifa di(*)
(*) Bay hai 1 phdn {rong qua trinh sin Xuat.

Dang bao ché: Vien nang mém

Méq ta: Xién nang mém mau tring dén nga vang, bén trong chiia dich uong nga vang hoic hoi vang, dong nhat.
Chi dinh: ;

9 Mém c6 chifa:

Dau va viém trong viém khap.
Giam dau trong cc triong hop nh dau rang hoac dau do nhd rang, dau dau, dau bung kinh, dau do bong gan...
Hai tién st di iing ctia bénh nhan, néu bénh nhan c6 mdt trong cac tién si di iing: viém mii man tinh,
hen, mé day, da bi di ing véi Ibuprofen hoac NSAIDs khac.... Bénh nhan cin nhac giifa loiich va nquy co (xem
phan tac dung khong mong muan)
Lidu ltong va cach diing
Ligu dung nén duoc diéu chinh theo mic d nghiém trong va khd nang dap ting cta bénh nhan. Khi st dung kéo
dai, liéu can duoc diéu chinh dén liéu duy tri thap nhat ma tai do van dap tng duoc khd nang diéu tri.
Khong udng nhiéu hon 400 mq dexibuprofen mdi lén dung.
Khang udng nhiéu hon 3 vién 400 mq dexibuprofen trong mot ngay.
Diéutri dau do viém khap:
Dung 1vién/lan x 2 13n/ngay.
Trong diéu tri cap liéu o thé tang Ién: 1 vién/ldn x 3 lan/ngay.
Diéu tri dau nhe va vira (dau do nhé rang, dau dau, dau bung kinh, dau do bong gan...):
1vién/lan x 21dn/ngay. Khong ding qud 3 vién 400 mg dexibuprofen moi ngay.
Diéu chinh liéu & cac doi tuong dac biét:
-DGi vaii ngui cao tudi: Ligu diéu tri nén bit déu bang liéu thap nhat, liéu c6 thé tang dan trong qua trinh diéu tri
néu can thiét.
- Bénh nhan suy gidm chifc nang gan: Cén gidm liéu va duroc theo dai chit ché trong qud trinh duing thudc déi véi
bénh nhén suy giam chiic nang gan & miic do nhe va vira. Khong duing thudc cho bénh nhan suy giam chic nang
gan d mdc do nang.
- Bénh nhan suy gidm chiic nang than: Can giam liéu déi véi bénh nhan suy gidm chiic nang than & miic do nhe va
via. Khong ding thuc cho bénh nhan suy giam chic nang than & mitc do nang.
Chang chi dinh
Man cam vdi dexibuprofen va bat ci thanh phan nao ciia thud.
Tién sif chay mau hoacloét da day — ruot lién quan dén st dung NSAIDs trudc day.
Qua mén vdi aspirin hay vdi cac thuéc ching viem khéng steroid khc (hen, viem mii, ndi may day sau khi diing
aspirin).
Ngudi suy gan hoac suy than nang.
Nguai bénh dang duc diéu tri bang thudc chdng dong coumarin,
Nguoi bénh bi suy tim, cao huyét dp nang.
3 thang cudi cta thai ky mang thai.
Bénh Crohn.
Bénh nhan ¢6 bt thuang hodc cd bénh vé dong mau.
Canh béo va than trong khi dung thugc
- Liéu dung 400 mg/lan chuta 8 béo cdo an toan va hiéu qud trén tré em va thanh thiéu nién (<18 tudi) do 6 cin
than trong khi st dung cho nhiing dai tugng nay.
-Nguoi gia: Khi dung thudc cho d6i tuang nay, nguy co xudt huyét tiéu héa va thing duong rut din dén tlvong
do do can kiem sodt va theo dai chit ché khi ding thudc cho doi tuang nay.
~Tranh dung thudc phéi hap vdi cac NSAID khic, bao gém cac thudc tic ché c6 chon loc trén COX-2 (Cyclooxygen-
ase-2).
- Gan than trong khi st dung thudc cho bénh nhan dang st dung cic thudc o thé lam tang nguy o chdy mau.
- Do trong cong thic c6 methyl paraben va propyl paraben do dé cin than trong khi sif dung do co kha nang gay ra
diung.
- Tror?g cong thifc Dexibufen softcap <6 chia sorbitol do do can than trong khi st dung cho ddi tuong khong dung
nap sorbitol, Vi liéu dung sorbitol 1én dén 140 mg/kg/ngay, o thé cd cim giackha chiu duong rudt va nhudn trang
nhe cd thé xay ra.
- Nguy co huyét khoi tim mach: Cac thudc chong viem khang steroid (NSAIDs), khong phdi aspirin, dung duong toan
than, 6 thé lam tang nquy co xuat hién bién cd huyét khdi tim mach, bao gom ca nhoi mdu o tim va dot quy, o
thé dan dén td vong. Nguy o nay cd thé xudt hién som trong vai tudn dau dung thudc va c6 thé tang lén theo thai
gian dung thudc. Nguy o huyét khoi tim mach duoc ghi nhan chi yeu d liéu cao.
Bac i can danh gid dinh ky su xuat hién cda cac bién co tim mach, ngay ci khi bénh nhan khang cd cac triéu chiing
tim mach trudc do. Bénh nhan can dugc canh bdo vé cic triéu chiing cia bién cd tim mach nghiém trong va cin
tham kham bac si ngay khi xuat hién cac triéu chiing nay.
Dé giam thiéu nguy co xudt hién bién d bat loi, can sif dung dexibuprofen & liéu hang ngay thap nhat cd hiéu qua
trong thoi gian ngan nhat cd the.
Strdung thudc cho phu nif 6 thai va cho con bii
Surdung cho phu nii 6 thai
Cdc thudc chang viem ¢ thé G ché co bap tif cung va lam chim dé.
Cacthudc chdng viem khong steroid ciing 6 thé gay tang dp luc phai nang va suy ho hap nang & tré sa sinh do dong
s0m ong dong mach trong t cung. Cac thudc chong viém cang dc ché chiic nang tiéu cu, lam tang nguy co chdy
mau.
Sau khi uong cac thudc ching viém khong steroid ciing ¢d nguy co'it nudc di va vo niéu d tré so sinh. Trong 3 thang
cudithai ky, phai hét stic han ché sir dung doi vai bat e thudc chong viém nao. Cac thudc nay ciing co chang chi dinh
tuyét doi trong vai ngay trudc khi sinh.
Strdung cho phu nix cho con b
Dexibuprofen vao siia me rét it, khong dang k€. It khd nang xdy ra nquy co cho tré & liéu binh thuang vai me.
Anh hudng dén kha nang Idi xe va van hanh méy méc
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s oy mot <6 tac dung khang mong mudn nhu nhiic ddu, hoa mdt chéng mat, bén chdn. Can than trong khi st
duna thudc cho bénh nhan 1i xe hodc van hanh mdy mdc

Qué lidu va xir tri

Phan tng qua liéu it xdy ra va triéu ching kém r6 rang.

Nh.lmq h(?nh nl.»;m ‘hl qud I»éu.dmlmp‘mfm Fhmmq €6 156 biéu hién nhut budn non, ndn, dau thiigng vi va doi khi <6
thé @ tiéu chdy xdy n U m‘, da:n (.hu, (I]Ay mAuAmmng tiéu hoa ciing c6 thé xdy ra. Trong truig hap ngd doc
nﬂhvf‘m'lmna‘ lmn., GOf uqh @ thé xim nhavp vénlhe thang than kinh trung ang din dén 6 thé cd mot s6 biéu hién
nhubudn an,vhoa( o thé mfn phuqnq hlmn.g, hon l_né, cogiat... Trong tritcmg hop ngd ddc nang ¢6 biéu hién nhiém
toan (h’uyt‘.n h'oa, thai gian don’q mdu kéo dai. Dot cap hen suyén cd thé xdy ra ¢ bénh nhan hen, viém than, suy gan
cling ¢d thé xay ra trong qud liéu ibuprofen...

;::r::f“ls;;:: Ll(!\:l‘l(l‘;]ll::(lﬂ:g:;:z;m Pféu fiﬁ m")‘ng‘qlu:i liéu lhi’dn dp dung nhiimg bién phap sau dy nham tang

A 1 C Y, gdy non va lai tiéu, cho udng than hoat hay thudc tdy mudi. Néu co gidt xdy

ra, diéu tri co it bang diazepam, cho gian phé quan & bénh nhan hen suyén.

Tuong tac, tuong ky cia thude

Thu‘(a( chong fiéljg' l‘)exibl‘lpmfcntlém tang tac dung ctia cc thuoc chong dong mau nhu warfarin, heparin...

Thudc ha huycf apva thudc loi ticu: Dexibuprofen lam gidm tac dung ctia cic thudc nay. Thudc loi tiéu: Lam tang
nguy co suy than thii phat do lam gidm tudi mau than khi dung cing dexibuprofen.

Corticosteroid: Lam tang nguy ca xuat huyét tiéu hoa.

Cac thudc e ché ngung két tiéu cu, tc ché tai thu hai serotonin: Lam tang nguy co chay mau.

Glycosid tim (digoxin): Lam tang nquy co suy tim trém trong, tang néng dd glycosid tim trong huyét tuong.

Lithi: Dexibuprofen lam tang néing do trong huyét tuong cia lthi do tic ché kha nang thdi trslthi qua than.

Vi cac thudc chang viem khdng steroid khac: Tang nguy co chdy mau va gay loét.

Methotrexat: Dexibuprofen lam tang doc tinh cia methotrexat do tc ché khd nang thai trif methotrexat qua than.
Zidovudin: Lam tang dc tinh trén mau khi ding chung vdi cc thudc chong viem NSAIDs khac.

Tacrolimus, ciclosporin, sirolimus, khang sinh aminoglycosid: Tang nguy co c6 thé nhiém doc than khi dung cung cdc
thuoc NSAIDs.

Vi céc thudc chong viém khong steroid khdc: Tang nguy co chdy mau va gay loét.

Magnesi hydroxyd lam tang su hap thu ban d3u cla dexibuprofen; nhung néu nhom hydroxyd cung & mat thi lai
khng ¢ tac dung nay.

Mifepriston: Khng nén sit dung NSAIDs trong vong 8-12 ngay sau khi diing mifepriston. Céc NSAIDs ¢6 thé [am
giam hiéu qua cia mifepriston.
Khang sinh ho quinolon: D liéu nghién ciu trén dong vt cho thay cd kha nang tang nguy cd o giat khi két hop
khang sinh quinolon va vai céc thudc NSAIDs.
Téc dung khong mong mudn
So véi dang diing 12 hén hop racemic ibuprofen thi dexibuprofen it cd téc dung phu hon. Mt 6 tac dung phu duoc
bao cdo dudi day cd thé xdy ra khi diing vdi hn hap racemic ibuprofen ma chua duoc quan sat hoac chua 0 bdo cdo
khi dung vdi dexibuprofen.

Thuang gdp, ADR >1/100

Toan than: Sot, moi mét.

Tiéu héa: Chudng bung, buon non, nan.

Thin kinh trung uang: Nhtic dau, hoa mét chong mat, bén chdn, U tai, 16i loan thinh gidc, thi gidc...

Da: Man ng(fa, ngoai ban

ftgdp, 1/100 > ADR > 1/1000

Toan than: Phan dng di ting (d3c biét co that phé quan & nguai benh bi hen), viém mii, noi may day.

Tiéu hoa: Dau bung, chdy mau da day - rudt, lam loét da day tién trién.

Thén kinh trung tong: Lo mg, mat ngu, U tai.

Mat: Roi loan thi gidc.

Tai: Thinh lyc giam.

Méu: Thai gian méu chdy kéo dai.

Tusn hoan: Nquy o huyét khdi tim mach.

Hiém gdp, ADR < 1/1000

Toan than: Phil, néi ban, hoi chiing Stevens - Johnson, rung téc.

Thn kinh trung uong: Trm cam, viém mang nao vo khudn, nhin md, ri loan nhin mau, giam thi luc do ng doc
thudc.

Mau: Giam bach cau, giam tiéu cdu, giam bach cdu trung tinh, tang bach cau ua eosin, giam bach cau hat, thiéu
mau.

Gan: Réi loan co bop tii mat, cdc th nghiém tham do chiic nang gan bat thudng, nhiém doc gan.

Tiét niéu - sinh duc: Viém bang quang, ddi ramau, suy than cap, viem than k&, hai chiing than hu.

Théng bdo ngay cho bdc si hodc dugc si khi gdp phdi cdctdc dung khong mong muon ciia thudc.

Cacdactinh dugclychoc

Ma ATC: MOTAE14

Nhom tc dung dugc Iy: Thudc khang viem va ching thap khdp, khong steroid.

Dexibuprofen ((S)+ibuprofen) fa déng phan enantiomer cda ibuprofen thudc nhom chang viém khong steroid.
Gidng nhu céc thudc chdng viem khong steroid khac, dexibuprofen ¢ tc dung gidm dau, ha ot va chong viém. o
ché tac dung cla thudc [a tic ché prostaglandin synthetase. Dexibuprofen da dugc ching minh 1a co tac dung tuong
duong vdi hon hop racemic cda ibuprofen trong diéu tri viem khap va gidm dau trong truong hop dau bung kinh tai
liéu khuyén cdo.

Cac dac tinh dugc dong hoc

Dexibuprofen dugc hap thu chi yéu tai rudt non, ndng do toi da trong huyét tuong dat dugc sau khi udng khoang 2
gidt Kha nang lién ket protein tuong doi cao (khodng 99%) va duigc chuyén ha tai gan dudi dang cac hop chat
hydroxyl, carboxyl hoa thanh cac chat khang con hoat tinh. Cac chat nay duoc thai tri ch yéu & than (90%)\/3 mot
phén nho dugc thai tris qua mat. Thai gian ban thai tu 1,8 - 3,5 id. : '
Thl.f( ép lam kéo da.i thai gian dat vdugc nng do ti da trong huyét tuang ctia dexibuprofen va lam gidm ndng do
cht nay trong huyét tuang tuy nhién khong dnh hung dén muc da hap thu cla dexibuprofen.

Quy cach dong géi: Hop 2 vix 15 vién.

Bao quan: Bdo quan trong bao bi kin, tranh am, tranh dnh sng, nhiét do duai 30°C.

Han ding ciia thudc: 30 thng ké tir ngay san xudt khi bio qudn trong bao bi kin.

Tiéu chudn chat lugng: T(CS.

Tén, dia chi, biéu tugng (néu c6) ciia co b san xuat:

cpC1HN
: CONGTY (G PHAN DUGC PHAM CPCT HA NOI
Cum cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thuang Tin, thanh phd Ha Noi
T5-18-181023-T02373-NC01351
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