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Rx: Thudc nay chi duing theo don thudc

DEXIBUFEN <o

Dexibuprofen 400,0 mg/vién
Déxa tam tay tréem
Doc ky hudng ddn st dung trudc khi ding

Thanh phan: Mgi vién nang mém c6 chia:

Hoat chdt:

Dexibuprofen 400 mg

Td dugc:

Methylparaben natri, Propylparaben natri, Vitamin E, Polyethylen glycol 400, Polyoxyl 40 hydrogen castor oil,
Povidon K30, Monoethanolamin, Gelatin, Glycerin, Sorbitol, Vanillin, Nudc tinh khiét vira di(¥)

(*) Bay hai 1 phan trong qua trinh san xudt.

Dang bao ché: Vién nang mém

M& ta: Vién nang mém mau tring dén nga vang, bén trong chifa dich udng nga vang hodc hoi vang, dong nhat.

Chi dinh:

Dau va viém trong viém khép.

Gidm dau trong cac trutng hgp nhu dau rang hodc dau do nhé réng, dau déu, dau bung kinh, dau do bong gan...
Haéi tién st di iing cia bénh nhan, néu bénh nhan ¢6 mot trong cac tién sit dj ing: viém mii man tinh,
hen, mé day, da bi di iing vi Ibuprofen hoac NSAIDs khac.... Bénh nhan can nhac gitta lgi ich va nguy co (xem
phén tac dung khong mong mudn)

Liéu lugng va cach ding

Liéu dung nén dugc diéu chinh theo mic d9 nghiém trong va kha nang dap (ing cia bénh nhan. Khi st dung kéo
dai, liéu cén dugc diéu chinh dén liéu duy tri thap nhdt ma tai d6 van dap ing dugc khé nang diéu tri.

Khdng udng nhiéu hon 400 mg dexibuprofen méi lan ding.

Khong udng nhiéu hon 3 vién 400 mg dexibuprofen trong mot ngay.

Diéu tri dau do viém khdp:

Duing 1vién/lan x 2 1dn/ngay.

Trong diéu tri cdp liéu c6 thé tang Ién: Tvién/Idn x 3 an/ngay.

Diéu trj dau nhe va vita (dau do nhd ring, dau déu, dau bung kinh, dau do bong gan...):

1vién/Ian x 2 1dn/ngay. Khong diing qua 3 vién 400 mg dexibuprofen méi ngay.

Diéu chinh liéu ¢ cdc doi tugng dac biét:

- D3i vdi ngudi cao tudi: Liéu diéu tri nén bat dau bang liéu thdp nhat, liéu ¢6 thé tang dan trong qua trinh diéu tri
néu can thiét.

- Bénh nhén suy gidm chic nang gan: Can giam liéu va dugc theo ddi chat ché trong qué trinh diing thudc ddi vdi
bénh nhan suy gidm chiic nang gan ¢ mutc do nhe va vira. Khong diing thudc cho bénh nhan suy gidm chiic nang
gan ¢ muic d nang.

- Bénh nhén suy gidm chiic nang than: Can giam liéu di véi bénh nhan suy gidm chic nang than & mic do nhe va
vira. Khong diing thudc cho bénh nhan suy gidm chiic nang than & mdc do nang.

Chéng chi dinh

Man cdm vdi dexibuprofen va bét c thanh phan nao clia thudc.

Tién st chay mau hodc loét da day — rugt lién quan dén st dung NSAIDs trudc day.

Qua man vdi aspirin hay véi cac thuc chdng viém khong steroid khéc (hen, viém mii, ndi may day sau khi ding
aspirin).

Nguai suy gan hodc suy thédn ndng.

Ngudi bénh dang dugc diéu tri bang thudc chdng dong coumarin.

Ngudi bénh bj suy tim, cao huyét p nang.

3 thang cudi cla thai ky mang thai.

Bénh Crohn.

Bénh nhan cd bat thudng hodc cd bénh vé dong mau.

Canh bao va than trong khi dung thudc

- Liéu duing 400 mg/lan chua 6 béo cdo an toan va higu qua trén tré em va thanh thiéu nién (<18 tudi) do d6 can
than trong khi st dung cho nhiing di tugng nay.

- Ngu#i gia: Khi diing thudc cho ddi tugng nay, nquy co xuat huyét tiéu hoa va thing duong rugt dan dén ti vong
do d6 can kiém soat va theo ddi chét ché khi dung thudc cho ddi tugng nay.

- Tranh dung thudc phdi hgp véi céc NSAID khdc, bao gom céc thudc tic ché c6 chon loc trén COX-2 (Cyclooxygen-
ase-2).

- Can thén trong khi st dung thudc cho bénh nhéan dang st dung cc thudc cd thé lam ting nguy co chdy mau.

- Do trong cong thitc cd methyl paraben va propyl paraben do do can than trong khi stt dung do 6 khé néng gay ra
di ing.

- Trong cdng thiic Dexibufen softcap c6 chia sorbitol do do can than trong khi st dung cho ddi tugng khong dung
nap sorbitol. Vdi liéu dung sorbitol Ién dén 140 mg/kg/ngay, c6 thé cd cdm gidc khd chiu duding rugt va nhudn trang
nhe cd thé xdy ra.

- Nguy co huyét khi tim mach: Cac thudc chdng viém khong steroid (NSAIDs), khdng phéi aspirin, diing dutng toan
than, ¢ thé am tang nguy co xudt hién bién ¢& huyét khdi tim mach, bao gom ca nhéi mau co tim va dot quy, c6
thé dan dén tdrvong. Nguy co nay c6 thé xudt hién sém trong vai tuan dau dung thudc va c6 thé tang Ién theo thai
gian dung thudc. Nguy co huyét khoi tim mach dugc ghi nhan chd yéu & liéu cao.

Béc sican danh gid dinh ky su xudt hién ctia cac bién ¢6 tim mach, ngay ca khi bénh nhan khdng c6 cac triéu chiing
tim mach truc do. Bénh nhan can dugc canh bao vé céc triéu ching clia bién c6 tim mach nghiém trong va can
tham kham bac si ngay khi xudt hién cac triéu ching nay.

DE gidm thiéu nguy co xudt hién bién c6 bét lgi, cn st dung dexibuprofen & liéu hang ngay thap nhat c6 hiéu qua
trong thdi gian ngan nhét c thé.

Sir dung thudc cho phu nit ¢6 thai va cho con bu

Strdung cho phu nit cé thai

Cac thudc chdng viém cd thé tic ché co bdp tl cung va lam cham dé.

Cac thudi chéng viém khdng steroid ciing c6 thé gay tang &p luc phdi ndng va suy ho hap ndng & tré s sinh do déng
s6m 6ng dong mach trong tit cung. Cac thudc chéng viém ciing tic ché chiic nang tiéu cdu, lam tang nguy co chay
mau.

Sau khi udng cac thudc chdng viém khong steroid ciing c6 nguy co it nudc 6i va vo niéu & tré s sinh. Trong 3 théng
cudi thai ky, phai hét stic han ché st dung ddi vdi bét it thudc chdng viém nao. Géc thudc nay ciing cd chéng chi dinh
tuyét ddi trong vai ngay trudc khi sinh.

Strdung cho phu nit cho con bii

Dexibuprofen vao sita me rét it, khong déng ké. it kha nang xay ra nguy co cho tré & liéu binh thudng véi me.

Anh huéng dén kha nang ldi xe va van hanh may méc

Thudc gdy mt s6 tac dung khong mong mudn nhu nhic dau, hoa mét chong mat, bdn chon. Can than trong khi st
dung thudc cho bénh nhan I xe hodc van hanh mdy méc.
Qua liéu va xi tri
Phén ting qua liéu it xay ra va triéu chting kém rd rang.
Nhitng bénh nhan bi qua liéu dexibuprofen thuang c6 16 biéu hién nhubudn non, nén, dau thugng vi va déi khi co
thé c6 tiéu chay xdy ra. U tai, dau dau, chdy méu dudng tiéu héa ciing 6 thé x3y ra. Trong truting hgp ng doc
nghiém trong hon, ddc tinh ¢ thé xam nhap vao hé théng than kinh trung uong dan dén co thé cd mot sé biéu hién
nhu budn ngd, hodc cd thé mat phuong hudng, hon mé, co gidt... Trong trudng hop ngd doc nang 6 biéu hién nhiém
toan chuyén hoa, thoi gian dong méu kéo dai. Dot cap hen suyén ¢ thé xay ra & bénh nhan hen, viém than, suy gan
cing ¢ thé xdy ra trong qua liéu ibuprofen...
Thudng la diéu tri triéu chiing va ho trg. Néu da udng qua liéu thi cn &p dung nhitng bién phap sau déy nham tang
dao thai va bt hoat thudc: ria da day, gay ndn va loi tiéu, cho udng than hoat hay thudc tay mudi. Néu co gidt xay
ra, diéu tri co gidt bang diazepam, cho gian phé quan ¢ bénh nhan hen suyén.
Tuong tac, tuang ky ctia thudc
Thudc chdng dong: Dexibuprofen 1am tang tac dung clia cc thudc chdng dong méu nhu warfarin, heparin...
Thudc ha huyét ap va thudc lgi tiéu: Dexibuprofen lam gidm tac dung cla cac thudc nay. Thudc loi tiéu: Lam ting
nguy co suy than thit phét do lam giam tudi mau than khi dng cuing dexibuprofen.
Corticosteroid: Lam tang nguy co xudt huyét tiéu hoa.
Cac thudc tic ché ngung két tiéu cau, tic ché téi thu héi serotonin: Lam ting nguy cd chdy méu.
Glycosid tim (digoxin): Lam tdng nguy ca suy tim trdm trong, tang nong d9 glycosid tim trong huyét tuong.
Lithi: Dexibuprofen 1am tang ndng do trong huyét tueng cda lithi do tic ché kha nang théi tris lithi qua than.
Vi cac thudc chdng viém khong steroid khac: Tang nguy co chdy mau va gay loét.
Methotrexat: Dexibuprofen lam tang dc tinh cia methotrexat do ttc ché kha néng thai trir methotrexat qua than.
Zidovudin: Lam tang doc tinh trén méu khi ding chung véi céc thudc chdng viém NSAIDs khac.
Tacrolimus, ciclosporin, sirolimus, khang sinh aminoglycosid: Tang nguy cg cd thé nhiém dc than khi diing cing céc
thudc NSAIDs.
Vidi céc thudc chdng viém khdng steroid khdc: Tang nguy co chdy méu va gay loét.
Magnesi hydroxyd lam tang su hap thu ban dau cta dexibuprofen; nhung néu nhom hydroxyd ciing c6 mat thi lai
khdng c6 tac dung nay.
Mifepriston: Khdng nén sit dung NSAIDs trong vong 8-12 ngay sau khi dung mifepriston. Cac NSAIDs c6 thé lam
gidm hiéu qué ctia mifepriston.
Khéng sinh ho quinolon: Di liéu nghién cu trén ddng vat cho thdy c6 kha nang tang nguy co co gidt khi két hgp
khang sinh quinolon va véi cac thudc NSAIDs.
Tac dung khéng mong muén
So vdi dang dung la hdn hop racemic ibuprofen thi dexibuprofen it cd tac dung phu hon. Mgt s6 tac dung phu dugc
béo cdo dudi day c thé xay ra khi duing véi hon hop racemic ibuprofen ma chua dugc quan sét hodc chua 6 béo céo
khi dung véi dexibuprofen.
Thudng gip, ADR >1/100
Toan théan: S6t, méi mét.
Tiéu hoa: Chudng bung, budn ndn, non.
Than kinh trung uong: Nhiic dau, hoa mdt chéng mat, bon chdn, U tai, réi loan thinh gidc, thi gidc...
Da: Man ngta, ngoai ban
ftgdp, 1/100 > ADR > 1/1000
Toan than: Phan (ing dj tng (dac biét co that phé quan & ngudi bénh bi hen), viém mdi, néi may day.
Tiéu hoa: Dau bung, chdy mau da day - rudt, lam loét da day tién trién.
Than kinh trung uong: Lo ma, mat ngd, U tai.
Mat: Rdi loan thi gidc.
Tai: Thinh lyc gidm.
Méu: Thai gian mau chdy kéo dai.
Tudn hoan: Nguy co huyét khdi tim mach.
Hiém gdp, ADR < 1/1000
Toan than: Phu, ndi ban, hoi chiing Stevens - Johnson, rung téc.
Than kinh trung vong: Trdm cam, viém mang no vo khuan, nhin mg, réi loan nhin mau, gidm thj luc do ngé doc
thudc.
Mau: Gidm bach cdu, gidm tiéu cau, gidm bach cu trung tinh, ting bach cdu va eosin, gidm bach cdu hat, thiéu
méu.
Gan: Rdi loan co bdp tdi mét, cc thir nghiém tham do chic nang gan bat thudng, nhiém doc gan.
Tiét niéu - sinh duc: Viém bang quang, dai ra méu, suy than cdp, viém than k&, hoi chiing than hu.

Théng bdo ngay cho bdc si hodic duc si khi gép phdi cdc tdc dung khéng mong muén ciia thuéc.
Cacdactinh dugc luchoc
Ma ATC: MOTAE14
Nhom tac dung dugc Iy: Thudc khang viém va chdng thép khap, khong steroid.
Dexibuprofen ((S)-+ibuprofen) 1a dong phan enantiomer cla ibuprofen thudc nhém chdng viém khéng steroid.
Gidng nhu céc thudc chdng viém khdng steroid khéc, dexibuprofen ¢6 tac dung gidm dau, ha s6t va chdng viém. (o
ché tac dung clia thudc la tic ché prostaglandin synthetase. Dexibuprofen da dugc chiing minh la ¢6 téc dung tuong
duong véi hon hgp racemic cta ibuprofen trong diéu trj viém khdp va gidm dau trong trudng hgp dau bung kinh tai
liu khuyén cdo.
Cac dac tinh dugc dong hoc
Dexibuprofen dugc hap thu chd yéu tai rudt non, nong df t6i da trong huyét tuong dat dugc sau khi uéng khoang 2
gid. Kha nang lién két protein tuong déi cao (khodng 99%) va dugc chuyén héa tai gan dudi dang cac hgp chdt
hydroxyl, carboxyl hda thanh céc chat khong con hoat tinh. Cac chdt nay dugc thai trir chd yéu 6 than (90%) va mot
phan nhé dugc thai trir qua mat. Thoi gian ban thai tir 1,8 - 3,5 gio.
Thic an lam kéo dai thoi gian dat dugc nong do tdi da trong huyét tuong cla dexibuprofen va 1am gidm néng do
chdt nay trong huyét tuong tuy nhién khong dnh hudng dén mic do hap thu cta dexibuprofen.
Quy cach dong goi: Hop 2 vix 15 vién.
Bao quén: Bao quan trong bao bi kin, trénh dm, tranh dnh sang, nhiét do dudi 30°C.
Han diing ctia thuéc: 30 thang k€ tir ngay san xudt khi bao quan trong bao bi kin.
Tiéu chudn chat lugng: TCCS.
Tén, dia chi, biéu tugng (néu c6) ctia ca s6 san xudt:

cpc1HN
CONG T CO PHAN DUGC PHAM CPC1 HA NOI
Cym cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thutng Tin, thanh phd Ha Noi




