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- Ha sot . .
- Giam dau tr nhe téi vira trong cac trrong hop dau dau, dau ntra dau, dau bung kinh,
dau lyng, dau rang, dau xuong khép, cam cum, dau hong. Phu hop vé1 cac trudng hop
dau khong dap (rng voi ibuprofen hoac paracetamol don déc.

LIEU DUNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC:
Xin xem ky to hwong dan sw dung

DibUIaxan 100 tablets “‘

Box of 5 Blisters x 20 tablets Jf, nallamla
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‘ THANH PHAN: Méi vién chira BE THUOC XA TAM TAY TRE EM
Ibuprofen . 200 mg DOC KY HUONG DAN SU DUNG
| Paracetamol . e 25 NG TRUOC KHI DUNG
Taduoc vira du 1 vién Tiéu chudn ap dung : TCCS
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DIBULAXAN

Poc kj hwéng dan sir dung trude khi dung - Pé thudce xa tAm tay tré em - Thong bao ngay cho

Bic si nhirng tac dung khong mong mudn gip phai khi sir dung thude

THANH PHAN-HAM LUQNG: MGi vién nén chtra
PALACETAING] | s smnnsmsmsunss s sus pmppmcssssmansmms smamnsernssssssanssssns 5 6 S35 45 DIFFDY 108 SEVERRARES 03 : 325 mg
1515103103 £ 1 RO OO S PSPPI PSS SRS APS : 200 mg
T4 duoc (Eragel, tinh bot mi, lactose monohydrat, mau erythrosin lake, mau
tartrazin lake, Aerosil, talc, povidon K30) vira dll ......cccoviiiininiiniininiiiiine, : 1 vién
DANG BAO CHE: Vién nén hinh tron 2 16p, mét 16p mau hong va 16p kia mau trdng, canh
va thanh vién lanh lan.
QUY CACH PONG GOI: Thubc déng trong vi 20 vién nén, hop 5 vi ¢ kem to huéng dan
su dung.
CAC PAC TINH DUQC LUC HQC, DUQC PONG HOQC
Dworce lue hoc
- Dibulaxan két hop tic dong gidm dau va khang viém cta ibuprofen va tinh chat giam dau,
ha nhiét ctia paracetamol. Ibuprofen ngin can sy sinh tong hop prostaglandin bang cach trc
ché hoat dong clia enzym cyclooxygenase, vi vy lam giam su viém. Trong khi ibuprofen co
tdc dong ngoai bién, paracetamol lai ¢ tic dong trung wong ngoai bién, vi vdy tao nén li¢u
phap giam dau rt ¢6 hiéu qua.
- Su két hop ctia ibuprofen va paracetamol ¢ lidu diéu tri thap nhat thi khi str dung s& an toan
hon 1a khi st dung hai vién riéng r€ ma van cho hiéu qua giam dau cao hon. Ngoai ra,
Dibulaxan con lam giam tac dung phu khong mong mudn nhu U tai, chéng/mit, giam thinh
luc, bdn chon, su bao mon hay xuét huyét cuia niém mac duong tiéu M nhiing mo khac,
budn nga, ndén mira, dau dau va céc chimg tuong tu thuong gap khi ‘sfr dung cac thube giam
dau phdi hop khac.
Dwoc dong hoc
* Paracetamol
_ Paracetamol dugc hap thu nhanh chéng va hau nhu hoan toan qua duong tiéu hoa. Nong do
dinh trong huyét tvong dat trong vong 30 dén 60 phit sau khi ubng voi lidu diéu tri.
- Paracetamol phan bd nhanh va dong déu trong phan 16n cdc md cua co thé. Khoang 25 %

paracetamol trong mau két hop véi protein huyét tuong.
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- Nitra doi huyét twong ciia paracetamol 1a 1,25 — 3 gid, c6 thé kéo dai véi lidu gay doc hodc &
ngudi bénh c6 thuong ton gan.

- Sau lidu diéu tri, co thé tim thay 90 % dén 100 % thudc trong nudce tiéu trong ngay thir nhét,
cht yéu sau khi lién hop trong gan véi acid glucuronic (khoing 60 %), acid sulfuric (khodng
35 %) hoic cystein (khoang 3 %); cling phat hién thdy mot lugng nho nhiing chit chuyén hoa
hydroxyl - hoa va khur acetyl. Tré nho it kha nang glucuro lién hop véi thudc hon so véi ngudi
16m.

- Paracetamol bi N - hydroxyl héa boi cytochrom Paso dé tao nén N - acetyl -
benzoquinonimin, mot chét trung gian c6 tinh phan Gng cao. Chét chuyén hoa nay binh
thuong phan ng v6i cac nhém sulthydryl trong glutathion va nhu vay bi khtr hoat tinh. Tuy
nhién, néu udng lidu cao paracetamol, chét chuyén hoa nay duoc tao thanh véi luong du dé
lam can kiét glutathion cua gan; trong tinh trang d6, phan tng ctia né v6i nhom sulthydryl
cda protein gan tang 1én, c6 thé dan dén hoai tir gan.

* Ibuprofen

Ibuprofen hép thu tét & dng tiéu hoa. Nong do t6i da clia thudc trong huyét tuong dat dugc
sau khi ubng tir 1 - 2 gio. Thude gin rat nhidu véi protein huyét tuong (90 % - 99 %). Ntra
doi cta thude khoang 2 gio. Ibuprofen dao thai rét nhanh qua nudc tiéu (1 % dudi dang
khong ddi, 14 % dudi dang lién hop).

CHI PINH

- Ha st.

- Giam dau tr nhe td1 vira trong cac truong hop dau dau, dau nta ‘wung kinh, dau
lung, dau rang, dau xuong khép, cam cum, dau hong. Phu hop véi cé?ﬁ truong hop dau khong
dap tmg véi ibuprofen hodc paracetamol don doc. |

LIEU DUNG - CACH DUNG

Dung theo su huéng dan ctia Bac si hodc lidu trung binh:

* Liéu thong thuwong cho nguoi lom

- Trudng hop cép tinh: Mi 1an 1 - 2 vién, ngay 3 lan, cach nhau it nhat 6 gio.

- Trudng hop man tinh: Mdi 1an 1 vién, ngay 3 lan, cach nhau it nhat 6 gio.

- Khong ubng nhiéu hon 6 vién 1 ngay (1950 mg paracetamol, 1200 mg ibuprofen).

* Cha y: Chi diéu tri ngin han. Khong tu diéu tri qua 3 ngay. Udng thude sau khi an dé han

ché tac dung khong mong mudn.
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CHONG CHI PINH

- Nguoi bénh man cam véi mot trong céc thanh phéan cua thude.

- Loét da day ta trang tién trién.

- Qua min vd&i aspirin hodc cac thude khang viém khong steroid khac.

- Ngudi bénh dang duge didu tri bang thude chdng dong coumarin.

- Nguoi bénh bi suy tim sung huyét, bi giam khoi lugng tudn hoan do thudc loi ni¢u hoac bi
suy than (tang nguy co rdi loan chtrc ning than).

- Suy gan hodc suy than néang.

- Ngudi bénh mac mot trong nhém bénh tao keo (c6 nguy co bi viem mang ndo v khuén, can
chuy la tat ca nguoi bénh bi viém mang ndo vo khuan déu da cé tién sir mac mot bénh tu
mién).

- Tré so sinh thiéu thang dang c6 chay méau nhu chay méu da day, xudt huyét trong so va tré
c6 giam tiéu cau va rdi loan déng mau.

- Tré so sinh ¢6 nhiém khudn hodc nghi ngd nhiém khudn chua duge diéu tri. Tré so sinh
thiéu thang nghi ngd viém rudt hoai ti.

- Phu nit mang thai trong ba thang cudi thai ky.

- Phu nlt dang cho con bu.

- Tré em dudi 18 tudi.

THAN TRONG KHI DUNG THUOC

- Str dung thudc than trong & ngudi cao tudi.

- Can theo dbi chirc nang gan thuong xuyén khi str dung thude 1au dai.

- Khi bat dau diéu tri, cdn theo di that k§ su bai tiét nude tiéu va Wheé nang than & bénh nhan
bi suy tim, X0 gan va hu than, ¢ bénh nhan dang dung thude 1oi tiéu, & bénh nhan suy than
man tinh va dédc biét & nguoi gia.

- Theo d&i nhitng bénh nhan da c6 tién sir loét da day td trang, thodt vi hoanh hodc xuat huyét
tiéu hoa.

- Can than khi sir dung & bénh nhan ¢ bénh tim va tang huyét ap.

- Thude ¢6 chira thanh phan ibuprofen nén than trong khi st dung & bénh nhan tang bilirubin
toan phan vi nguy co foribuprofen thay thé bilirubin trong lién két véi albumin.

- Phan tung da nghiém trong, c6 kha ning gy tir vong bao gém hdi ching Steven-Johnson,
hoai t&r biéu bi nhiém doc (TEN), hoi chiing ngoai ban mun mu toan than (AGEP: Acute

generalized exanthematous), hoi ching Lyell tuy hiém nhung da xay ra voi paracetamol.
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Ngudi bénh can phai ngiing sir dung thude va di kham Bac si ngay khi thdy phat ban hodc cic
biéu hién khac ¢ da hodc cac phan tng man cam trong khi diéu tri. Nguoi bénh c6 tién st co
cac phan ung nhu vay khong nén dung Dibulaxan.

- Ubng nhiéu ruou co thé gay tang doc tinh véi gan clia paracetamol, nén trdnh hodc han ché
ubng ruou.

- Sir dung thudc than trong & ngudi bénh co thiéu mau tr trude, vi chimg xanh tim co thé
khong biéu 16 rd, mic du ndng d6 cao & mirc nguy hiém ctia methemoglobin trong méu.

- Nguy co huyét khéi tim mach: Céc thudc chdng viém khong steroid (NSAIDs), khéng phai
aspirin, dung duodng toan than, co thé 1am tang nguy co xuét hién bién ¢ huyét khéi tim
mach, bao gdm ca nhdi méau co tim va dot quy, c6 thé dan dén tir vong. Nguy co nay co thé
xuét hién som trong vai tudn dau dung thudc va co thé ting Ién theo thoi gian dung thude.
Nguy co huyét khéi tim mach dugc ghi nhan chi yéu & liéu cao.

Bac si can danh gia dinh ky su xuét hién cua céc bién cb tim mach, ngay ca khi bénh nhan
khong c6 céac triéu ching tim mach truéc do. Bénh nhan cin duoc canh bao vé cac triéu
ching cta bién ¢b tim mach nghiém trong va can tham kham Béc si ngay khi xuét hién céc
triéu chirng nay.

Dé giam thiéu nguy co xut hién bién cd bét loi, can s dung Dibulaxan ¢ licu hang ngay
thap nhat ¢ hiéu qua trong thoi gian ngin nhét co thé.

- Thudc c6 chira lactose, nhitng bénh nhan c6 véan dé di truyén hiém gap nhu khéng dung nap

galactose, thiéu hut lactase hoic kém hap thu glucose - galactose khongnér ding thude nay.

- Thude ¢6 chira tinh bot mi, nhitng bénh nhan bi di tng véi bot mi khong nén st dung thude
nay.

- Thubc c6 chira tartrazin lake c6 thé gdy phan tng dj tng.

THOT KY MANG THAI VA CHO CON BU

Anh hudng cua thude trén thai ky: Ibuprofen c¢é thé tic ché co bdp tir cung va lam cham dé.
Ibuprofen ciing c6 thé gy tang 4p luc phoi ning va suy ho hap nang & tré so sinh do dong
som ong dong mach trong tir cung. Ibuprofen trc ché chirc nang tiéu cau, lam tang nguy co
chay mau. Do trc ché tong hop prostagladin nén c6 thé gay tac dung phu trén hé tim mach ctia
thai. Sau khi ubng cac thuée chong viém khong steroid cling ¢ nguy co it nuéce 61 va vo niéu
¢ tré so sinh.

Phu nit mang thai trong 3 thang cudi thai ky khong nén st dung thude, chéng chi dinh tuyét

d6i viéc str dung Dibulaxan trong vai ngay trudce khi sinh. /l..\
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Ibuprofen va paracetamol diéu tiét trong sita me nhung véi luong nhé, khong gdy anh hudng
dén viéc tiét sita cling nhu tré bt me, vi vdy khong can thiét phai ding cho con bu trong khi
str dung thudc.

TAC DUNG POI VOI KHA NANG LAI XE, VAN HANH MAY MOC VA NGUOI
LAM VIEC TREN CAO

Thubc c¢6 thé gdy dau dau, chong mit, réi loan thi gidc. Khong nén 1ai xe, van hanh méy méc
hay lam vi¢c trén cao khi st dung thude nay.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

- Do thube ¢6 chira ibuprofen nén khi dung kém véi thude sau can luu y:

+ Vi thube chdng dong méu loai coumarin ¢6 thé lam tang nguy co xuat huyét.

+ Vi vai aspirin: Co thé ha thip nong do ctia ibuprofen trong mau va lam gidm hoat tinh
chéng viém.

+ V6i cac thube Ge ché men chuyén hay ddi khang thu thé angiotensin II, can phai theo doi
chit ché huyét 4p ctia bénh nhan.

+ Véi cac khang sinh nhom quinolon: Co thé lam ting ADR cla cac \JX ang/’sinh nhém
quinolon Ién hé than kinh trung vong va c6 thé gay co giat.

+ Vi methotrexat: Co thé 1am tang doc tinh cia methotrexat.

+ Vi furosemid, cac thiazid: Co thé 1am giam tac dung bai xuét natri niéu cia furosemid va
céc thude loi tiéu.

+ Digoxin: Co thé 1am ting ndng do digoxin trong huyét tuong.

- Do thudc ¢6 chtra paracetamol, nén khi dung kém véi céc thude sau can luu y:

+ Vi céc thube thude nhom phenothiazin: Can cha y dén kha ning gay ha than nhiét nghién
trong.

+ Ruou: Udng rugu qua nhiéu ¢6 thé lam ting nguy co gy doc cho gan cua paracetamol.

+ Céc thude chdng co giat (gdbm phenytoin, barbiturat, carbamazepin) gy cam mg men gan:
C6 thé lam tang tinh doc hai gan ctia paracetamol do ting chuyén hoa thudc thanh nhing chat
doc dbi voi gan.

+ Vi isoniazid va cac thude chong lao: C6 thé lam tang doc tinh trén gan cla paracetamol.

+ Dung lau dai paracetamol co thé lam tang tac dong giam prothrombin huyét cua thude

chong dong mau.
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TAC DUNG KHONG MONG MUON

- Phan tng da nghiém trong nhu hoi ching Stevens-Johnson, hdi chirng Lyell, hoai tr biéu bi
nhiém ddc, mun mu ban do toan than cip tuy hiém xay ra, nhung c6 khé ning gy t vong.
Néu thdy xuét hién ban hoic cic biéu hién khac vé da, phai ngimg dung thubc va thim kham
Béc si.

- Ban da va nhitng phan tg dj ing khéc thinh thoang xay ra. Thuong la ban do hodc mé day,
nhung doi khi nang hon va cé thé kem theo st do thudc va ton thwong niém mac. Néu théy
s6t, bong nude quanh cac héc tu nhién, nén nghi dén hdi ching Stevens-Johnson, phdi ngung
thudc ngay.

- Réi loan tiéu hoa: Budn non, 6i mua, kho tiéu, dau da day, dau thuong vi, Xudt huyét ngém

ngam hogc 16 rd, roi loan vén dong.

- Réi loan than kinh: Nhuc dau, suy nhuge, chong mat.
- Phan tng man cam: O da (ndi man, ngta), & hé ho hép (do6i khi co thit phé quigh ohguoi di
rng vGi aspirin va cac thudc chdng viém khong steroid khac), phu.
- Réi loan gan (hiém): Tang tam thoi transaminase.

- Réi loan than: Tiéu it, suy than.

- R&i loan mau: Mét bach cAu hat, thiéu mau tén huyét. Trong mot s6 truong hop ¢6 thé co
thiéu mau ca ba dong, giam bach cau trung tinh va giam bach ciu.

- Réi loan thi giéc.

- Nguy co huyét khoi tim mach (xem phan Canh bao va thén trong).

* Théong bdo ngay cho Bdc si cdc tdc dung khong mong muén gdp phdi khi siv dung thubc.
QUA LIEU VA CACH XU TRi

- ADR do qua liéu thuong phu thudc vao lugng thudc udng va thoi gian ubng.

- Nhiém doc paracetamol co6 thé do dung mot liéu doc duy nhat, hodc do uéng lap lai liéu 16n
paracetamol (vi du 7,5 - 10 g/ngay, trong 1 - 2 ngay), hoac do ubng thude dai ngay. Hoai tir
gan phu thudc liéu 1a tac dung ddc tinh nghiém trong nhét cta paracetamol do qua lidu va co
thé gy tir vong.

- Biéu hién

+ Budn non, ndén va dau bung thuong xdy ra trong vong 2 - 3 gio sau khi ubng lidu doc cta
thudc. Methemoglobin méu dan dén chtng xanh tim da, niém mac va mong tay. Khi bi ngo
doc nang, ban dau o6 thé kich thich hé than kinh trung wong, tiép theo co thé (rc ché hé than

kinh trung wong. Truy mach do giam oxy huyét tuong ddi va do tdc dung e ché trung tam,
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tac dung nay chi xay ra véi lidu rat 16n. Soc c6 thé xay ra néu gian mach nhiéu. Con co giét
nghet tho gay tir vong c¢6 thé xay ra. Thuong hén mé xay ra trude khi chét dot ngot hodc sau
vai ngay hon mé.

+ Dau hiéu 14m sang thuong tén gan trd nén rd rét trong vong 2 - 4 ngay sau khi udng liéu
ddc. Amino-transferase huyét twong tang va nong do bilirubin trong huyét twong cling ¢6 thé
tang; Thém nita, khi thuong ton gan lan rong, thoi gian prothrombin kéo dai. Co thé 10 %
nguodi bénh bi ngd doc khong dugc diéu tri ddc hiéu da cé ton thuong gan nghiém trong;
Trong s& d6 10 % - 20 % cudi cting chét vi suy gan. Suy than cép ciing xay ra & mot sd nguoi
bénh.

- Cdch xur tri

Khi c6 ngd ddc thude xay ra, diéu quan trong 1a phai diéu tri hd tro tich cuc: rira da day, gay

nhiing

non va loi tiéu, uéng than hoat hay thudc tdy mubi. Liéu phap giai doc chin i
hoat chét chtra sulfhydryl nhu N-acetyl cystein duong udng hodc tiém Z}\n mach hode
methionin.

Cén kiém soat nguy co ha huyét 4p, xuét huyét da day va toan hdéa mau.

- Néu cam thdy bt ky triéu chung bat thuong nao, can lién lac ngay véi trung tm y té ngi

gan nhat.
CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Khong dung thude qua han ghi trén hop, hodc khi ¢6 nghi ngd vé chét luong thude.

- Doc k§ huéng dan st dung trude khi dung. Mudn biét thém théng tin vé thuée, xin héy héi y

kién ciia Bdc st hodc Duoc st
DPIEU KIEN BAO QUAN: Noi khd, thoang, tranh anh sang, nhiét do khong qua 30 °C.
HAN DUNG: 36 thang ké tir ngay san xuét.

Ngay xem xét sira doi, cAp nhit ndi dung huwéng dan sir dung thube:

Thuéc dwoc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing ST Thanh Khé - Quén Thanh Khé - TP. Da ning
Tel: 0236.3760130  Fax: 0236.3760127  Email: Info@danapha.com
Dién thoai tu van: 0236.3760131

Va phin phoi trén toan quoc
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