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* Nhan trén géi 1,5 g: (Gop y lan 1)

BO Y TE
CUC QUAN LY pugC

DA PHE DUYET
Lan dau:.. 2700208,

agife
00 |

Goi 1,5 g thuéc cdm
pha hén dich uéng DHG PHARMA

Hagifen
00 |

G6i 1,5 g thudec cm
pha hdn dich uéng DHG PHARMA

: Ibuprofen ......... 100 mg
Té duge vira 4o ......... 1g6i

CHi DINH - CHONG CHI DINH - LIEU DUNG VA CACH DUNG -

CACTHONG TIN KHAC: .

Xin doc trong t& hudng dan sif dung. 2z

BAO QUAN: Nai khé, nhiét 46 khéng qua 30°C, 28

tranh dnh sing.

Nha may dat tiéu chudn GMP - WHO

San xudt tai: CONG TY TNHH MTV DUQC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1,
xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hiu Giang

\_/ Mol théc méc vé san
xin vui ldng
@ 0292.389

S6 16 SX: HD:
THANH PHAN: Ibuprofen .......... 100 mg
Ta dugcvia da ......... 1 goi

CHI DINH - CHONG CHI DINH - LIEU DUNG VA CACH DUNG -
CAC THONG TIN KHAC:

Xin doc trong t& hudng dan s dung.

BAO QUAN: Nai khé, nhiét 46 khéng qué 30°C,
tranh anh sing.

Nha may dat tiéu chudn GMP - WHO
San xust tai: CONG TY TNHH MTV DUOC PHAM DHG

L& B2 - B3, Khu céng nghiép Tan Phi Thanh - giai doan 1,
xa Tan Phd Thanh, huyén Chau Thanh A, tinh Hiu Giang

S6 16 SX: HD:

xin vul 1dng lién hé
0292.3899000

\_/ Mol théc méc vé sén phém,
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* To hwéng dan sir dung thude (danh cho cin b y té): (Gop ¥ 1an 1)
NI DUNG HUONG DAN SU DUNG THUGE CHO CANBO ¥ TE

MA ATC. MOTAEO!

Thuprofen 1 thubic idving vitm nhom NSAID dln xult i acid propionic od te dyng e chif Wing hap prastaglandin, ibuprolen ghip lam
gidm cac con dau do vidm, sung phis vi s8t Ngodi ra, ibuprofen cing e ché kit t3p tido el

Nhifu did iy thye nghigm cho thay ibuprofen o6 thé Oc ché canh tranh vl aspirin trén su ket t5p i clu kv s dung Bbng thai 2 thule
ndty. Mét 8 nghin ciu a8 chi ra vide s dung iduproten fifu 400 mg trong wing B gk trudc hoje 30 phit sau khi uSng aspirin iy thip
(81 mg) % [ gidm tic dyng dc ché 1éng hap thromboxan vi U ché ket tap tid cdu ciia aspirin. Tuy chia chdc chin néu ngogl suy 1
G4 40 iJu ndy nhung kg thd logi trir khi niing Km glim higy qud bio v tim cika aspirin khi sl dung ibuprofen tu dii.

DUPC DONG HOC:

Hip thy

Ibuprofen hdp thy nhanh qua dubng tiéu hoa viX sinh khd dyng B0 - 50% Néng 60 dinh trong huydt tung dat dups sau 2 gio uing
thubic. Khi uing cing thic &n, néng 00 t6i da trong huyt tuong thifp han v thil gian dat dugc Cmax Hu han 50 vl uling thes lic byng
an;y‘mmthmmmmimmmmnhm

Phin

Thude duc phdn b6 rdng khip co thé, tf 1§ gdn kit protein huylt tung it cao (89%). ThE tich phiin b & ngudt truding thinh 1
0,12-02V/kg.

Chuyén hda

Thudic durc chuyn hoa t3i gan bal enzym P4S0 (chd yéis CYP2CS) thanh 2 chit chuyén hoa khong o6 hast tinh 13 2 - hydroxyibuproten
v 3 - carboxylbupraten. Khodng 90% thuc duc bai 18t qua nudc tifs duli dang oxy hoa v 180 bgp vl acid ghicuronic. Chi co mit
fung nho ibuprofen uoc bl tét dut dang khong 6 trong nud bl

Thii trd

Thi gian bin thii trén nguts khoe manh khadng 2.5 gid. Cde chit chuyéin hoa khdag co hogt tinh dug b tiét ché yiu quo thin vi mj1
(90%).

Trén cde 6] tugng dhc bigt

Nouci cao tudi

Khdng co sy khdc bidt ddng kf vé cic thing sb dupe ddng hoc 9ita npudi cao tuli khoe manh vi nguls tré.

Tré em

DO vl tré 1 1 tudi trd 0 83 Buc hiu chinh liés ding theo cdn ndng (5 - 10 mg! kg) thi cde thing s dusc ddng hoc tung 1y nhy
nguti truing thinh. Tré e 3 thing o6 2,5 tufi co thé tich phin b (1 kg) vA 60 thanh thii (V ka/ gid) cao hon 5o voi tr 2.5 - 12 ufh.
Suy thin

S0 Wi nguix khde manh, trén binh nhin suy thin nhe 53 ting ddng phin (S) - ibuprofen 1y do. LAng AUC v 1f 1 ddng phdn S so vl
3ng phdn A.

O bénh nhdn suy thin giai doan cudl dang chgy thin nhdn tao, U 1§ Iuprofen ty do khodng 3% so vl 1% & ngudi khde manh. Tinh
trang suy thn niing ob thi dn dl tich ty cac chdt chupn hia. tuy nlilén chua nhdn thily Anh huing ding k€ v cd tE laai b9 cdc
chdt ndy blng thim phin mdu.

Suy pan

Bénh pan do rug 66 suy gan nhe 6 trung binh khidng [m thay d8i cdc thing S8 dupe 8dng hoc

O nhiing bénh nhan xa gan bi suy gan trung binh (chi 53 Child Pugh 6 - 10) khi difu tri bing ibuprolen o6 thid gtan bin thi) dii gfip 2
14n v 1y 58 AUC (S/R) thifp hon dang kE 50 Wi ngudl khide manh

QUY CACH DONG GOI: Hop 24 0l x 1,59,

CHI DINH: Ding cho tré 1 3 thing - 12 tubi:

Gidm st trong cdc triing hop s82. bao pdm cl s8t s3u iém chilng.

Gidm cdc trigu ching cdm cim v cic trubng hop dau nhe Bfin vita nhurvidm hong, dau ring, Gau moc réng, Gau dfu. dau tal, bong gdn,
trdt kidp, dau ¢,

L1Ey DUNG VA CACH DONG:

Trd 13- 6 thing tuli v cin ndng trén § kg 50 mg (172 poi) x 3 1n/ ngdy.

Ted 16 - 12 thing tudk: 50 mg (172 08/) x 3 - 4 M/ ngdy,

Trdem w1 - 3tudic 100 mg (1 @A) x 3 o/ ngdy.

Tré em 4 - 60t 150 mg (1 % gof) x 3 n/ ngdy.

Tré em b7 - 9 tulc 200 mg ( 2 obi) x 3 L/ ngly

Tré em 110 - 12 tudi: 300 mg (3 gol) x 3 1/ ngay.

Knodng céch gilla cdc lifu tir - 8 gid, 16l thifu 14 phdf cach ft nhdt 4 gid.

Khidng sif dung cho trd e duh 3 thing tudl hode cAn ndng Buts 5 kg do thid di ligy vé 69 an todn,

Khuy8n cdo s dyng Hidu thip shat o6 hide qud trong khadng thi gian ngdn nhat

D8I v tré 3 6 thing: Néu trigu ching xS di hodc keo di trén 24 gia, cdn tham khdo  kifn bic si.

DI voi tré > 6 thang: N tridu chuing xdiu di hodc k6 i trén 3 ngdy, cén tham kivio ¥ kién bic sT

Hodi: theo chi ¢in ol Thiy thadc

CHONG CHI DINH: Miin cim v ibuproten hodc mdt Irong cc thinh phin cia thudc.

Lot da day 1 trién.

Out miin v aspicin hodc vii cic thullc chding viém khdng steroid khac (hen, wém mii, nbi méy day sau khi dung 3spinn).

Hguiy bgnh bj hen hay bi co thdt phd guin, o kean chdy mdu, biah tim mach, tién sif loét g diy 14 trang, suy gan hodc suy thin (mi
Toc cu thin dudi 30 mi/ phit).

Nyud binh dang duic didu trf bing thude chéng ding coumarin,

Nguk bénh bi suy tim sung huyS, bi gidm khai hang tudn hoan do thulc I nigu hosc bi suy thin (tang nguy cd rdi legn chike ning
thjn).

Ngui binh mdc mit trong hGm bénh tao keo (o6 nguy ca bi viemy mng nio v8 khudn; cdn chii y 14 14t c& noubl banh bj viém ming
o v0 khudin diéu di o tifn st mic mdt bénh ty miln).

Ba thing cudl thal ky.

Tri 50 sinh thiély thang dang ¢ chidy mau nhy chily mau g ddy, vt huyét trong 50 va tré ¢ grdm i cdu vi 18k Jogn ddag miu.

Tré 50 sinh of nhidm khudn hajc nghi ngd nhikm khudn chua dusc ifu tri. Tré s sinh thigls thing ngni ngo viem ruft hows i

CANH BAD VA THAN TRONG:

Téc dung khdng mong mudin ¢8 I duge gim thidu bing cch si dung hiéu thap nhit trang kholing thii gian npdn nhdl.

C4n thin trong khi ding Ibuprafen 0 voi ngudi c2o tudi.

Ibupraten nén sit dyng thin trong cho binh nhan mic hadc b tén sif cia bisah han phé quin hodc bénh di dng do nguy co bl co thit

phé quin.

Ibuproten c4 thé lam cac enzym fransaminase ting Jin trong mdu, nhung bién 8 ndy thodng qua v hi% phyc duge.

C4n theo di chiz niing gan thubng xuyén khi s dung (buprofen 18y d3L. Ndng 83 ALT huyl twong & chi s6 nihgy nht 04 dinh g nguy
o0 lam gidm chilt ndng gan cfa thubic chiing vidm khdng sterosd.

R loan thi gléc nhu nkin md K o hiéu chu quan va s hét khi ngimg ding luprofen,

Ibuproten dc ché ket t3p tifu cu nén o6 thé [m cho thil gian chiy miu kéo di

Cdn than trong va theo i chit ch bénh nhén suy pldm chilc ndng thn khi i dyng lbuprofen

© ngulh cb acid phenyipyruvic nibu (nhiy thiy enzym phanytalanin hydrocylase) v nhing ngudl phii han ché lumg phenylalanin nén
thin trong ki s dung thulc ndy

Cilin theo dbi ch3t ché nguy co chiy mdu khi ding ibuproten & tré s sinh thiu idng

Thdn trong ki i cung ibuproten & tré 5o sinh thifu thing & nguy ca nhilim khudin hodc nhibm kinan chua oue kiém soat ddy di

Khi 56 dung Ibuproten cd thé 1am ting huyét 4p halc im ning han bénh ting huyét do. m ting nguy oo cac biEn 5 tim mach & bénh

nhdn co bénh tim mach hode ¢0 yBu 18 nguy oo mic biah tim mach.

Ibproten nén 50 dyng than trong 4 binh nhén cd d dich, suy tim,

Cdn than trong vi Lac dung ha nhidt v ching viém clia ibuprofen ¢4 thé che md cAc ddu hidu vé tridu chaing vitm ciia bénh ke

mwmunmnmwmmawmmnumwumuuw&mmeowummmmmnmgunmn

Lién quan dén da: Cac phin dng da nghigm trong, mit s8 cb thé gdy tif vong, baa gom vitm da tréc vy, hik shimg Stevens - Johitson,

!unﬂubblnnlmMcdlmundonnwnmﬂhsﬁmﬂwos.C&pﬂlnmonlyd!ﬂlmnmwaunmabu

trinh didu b, d3c biét trong thing dd tin s ung thudc. Cln ngung s dung ibupraten khi xuudt hién cde fridu chidg ban da 160 thuong

nism mac hode céc dfu higu qua miin knac

Ngodi ra, virus thizy ddu cé thé gdy ra cdc bih ching nhifm tring da vi md nghidm trong. Do do khéng thé 1oai tri ring NSAIDS lim

trém trong hon ¢ac trubng hap vigm nhidm ndy, <Sn trinh sitdung ibupraten A6l i bink nhin thiy du

mu-mynmﬂnra:mkm&qummm (NSAIDs), khdng phili aspinin, almg dutng todn thin, cb thé Bm

tang nguy o xuslt hign bidh ¢ buydt ki tim mach, bao aém cd nbéi mdu oo tim v dot quy, ob thé aln dén 1 vong. Nguy co ndy cd thé

Zt;z::mmgﬂnunwwgmuwuummmmwnmm Rguy ¢a huyét kil tim mach dug ghl nhdn
lidu can

Badc o clin dinh i dinh ky sy xult hidn cia cdc bigh of tim mach, ngay ca kiv binh nhin khing ¢6 cic tridu ching tim mach tnas 86,

Bénh nhdn cln dupe cinh bdo v cic ridu ching cia bign cb tim mach aghidm trong va cdn INm khim bdc s7ngay K xust bign cic

trigu ching nay. D€ pidm thid nguy ool hifn bih o6 bt Ik, e s dung Hagiten kids 4 liu hang ngiy thilp nhit c6 higy oud trong

thai gian ngdn ohit cd thé

Lign quan 68h 14 duyc:

Lactose: Thudc o6 chia 1 dupc lactose do 86 o thé khdng phil hop cho binh nhdn thids men tactase khéng dung ngp galaciose, hay

kém hsp thu glucase/ gaiactose. Cn tham khda ¥ ki bic 7 truds khi sif dung

Aspartam: Cin thin trong 851 w0t bénh nhidn bl phenyiceton nigu v binh nhin cln Kidm soat kieng phenylalania i thudc cd chia

aspartam (Do aspartam chuy#n héa trong dubng tiéu hia thanh phenylakanin)

Phy nd cd thai vl cha con bi: Khdng sif dyng thudc trong thil ky mang thai vi thulc c8 thé dt chd co bép bt cung va lim chjm a6 nguy

cd ting dp lue phi ndng vi sy 1d hip ning A tré so sinh; lim ting nguy oo chiy mds; co thé gdy tic dyng phy trén h tim mach cia

thai nhi. Trong 3 thing cufi thal ky, phil hét s0c han chE sil dung A8 Wl b3) el thulc chiing vitm nia. C4c thuSc ndy ending chi dinh

tuydt 08 trong vl ngdy tnadc khi sinh.

Ibuproten vho sita me rit I, khong ddng k. ft khi nding xdy ra nquy ¢d cho tré & iy binh tudng vos me. Khdng khuyEa cdo it dung

thudc trong thil gian cho con bl vi nguy co dc chif prostaglandin tidm tang A tré sa sinh

Anh hudng cia thubic 661 va) cang vige: Thin trong sil dyng thule khi dang v hinh may moc, b thy xe, ngudt (am vikc trén cao vA

©dc tidng hop khdc,

mnlcm&xmmwmn:mwmnmmcntymum Phai hop hai thude ndy Bm tang nguy co chiy

miu da diy cao han khi giing ting thuse dan doc.

fouprofen khi ding @6ng thal vii aspirin m tIng nguy co gdy chiy mdu da ddy. Nood ra, ibuproten 681 khing téc dung te ché két tip

tidu i khding héi phuc ci aspirin ndn im gidm tic dung ciia aspirin trén tim mach vi m tng nguy cotm mach. Do nguy co ting tie

dung phy nén khuyén cap khdng nén ding déng thil thube chilng viém khang steroid vo) aspirin

{buproten lm ting ndng A0 huyBt tuong cis2 Jith! vi gidm thai trir lithi qua thin,

Khang phoi hoyp ibuprolen val cc thusk dc chi enzym chuylin hay d6i khdng thy thé angiotensin 1 do tim gedm higu qui ol cac nhom

thudc ndy 1rén huyét dp

$iroyng déng thol corticond va thudc chiing viem khdng starcid kam tAng nguy co lodt 43 dly.

Ibuproten vi cac thullc chdng vidm khdng starold kiéc Kim 13ng ADR cila cac khidng sinh nham quinclon kn hE thiin kinh trung uong v

b thé ¢dn 68 co gigt.

Magnesi hydroxyd [4m ting sy hdip thy ban déu clia ibupraten, nhung néu nhoem hydroeyd cing ¢ m3t thi khdng ¢4 te dung ndy.

Vi cdc thubic chdng viém khong steruid khac: ting nguy ca chiy miu va gly lodt

Mathotrexat: ibuprofen Lim ting ddc tinh cia mathotrexat.

Furusemid, cic thiazid: ibuprofen cd ti thm gidm tic dung il xudt natri nidy cla furoseinid va cic I ol tiéu

Digexin: ibuprofen c6 thé lim ting ndng 85 digonn trong huyst hang

Mitepriston; e gidm hipu qud ciia thudc. i sy cd i gili thich do thc 8ng tuit ch¥ prostaglandin clis NSAIDs. St thidu cic ching

el cho ring viéc sil dung NSAIDS kil dang uling prostaglandin khiing dnh huling nheéu d€n hidu qul G mitepriston hay prostagiandin

180 &y chin o 1T ung vi can co thilt t cung clng nh khing lm ghim tic dung pha thai ol prostaglandin

Zidovudin: ting nguy co gdy 60¢ vé huyll hos khi s dung chung NSAIDS vA 2idovudin, O o8 chimg ol vit vide ting nguy 2o ty mdu vty

mdud kndp 1réa binh nhdn duong tinh vl HIV ki sit dyng d0ng Ik zisovudin va ibuprofén

Ciclosporin: ting nguy co gy 3¢ thin

Tacrolimus: hm t4ng nguy co gay dbe than khl si dung dong thil NSAIDS vi tacrolimis

TAC DUNG KHONG MONG MUON: 5 - 15% nguti éan co tc dyng phy vé té héa.

Nguy ca huydt khi im mach (xem thém baa vi thin trong)

Thudng gdp, ADR > 1/ 100
Toin thia: 61, m¢t méi. Téu . budn ridn, nfn. Thin kinh trung uong: ahdc dlu fioa mdt, chang mit, bén chdn. Da: mén
Qua. npagi ban.

ltgdp, 17100 ADR > 1/1.000

Todn thin: phidn Ong di ing (43¢ bidt co thit phE quin & ngusl bénh bj hen), viém mix. ndi may day. Tiéu hoa: dau byng, chiy mau da
ddy - rudt, K lobt da g3y tién triin. Thin kinh trung uang: Jo me, mit agh, istal. MAt: r6i loyn thi glac. Tai: thin hye gidm. Mau: thas glan
chdy mau koo ddi

Higm gidp, 1/10.000 < ADR < 1/1.000

Todn than: phis. ndi han, hi¥ ching Stevens - Johnson, rung t6¢. ha natrl. Thin kinh tning wng: trim cim, wém mang nlo vo khusn vi
hon mé, ahin ma, 18 logn nhin may, gdm i lye do ngd doe thudc. Maw: gldm dach cle, gidm tidu clu, giam bach cdu trung tinh, ting
vach ciu e eosin, giam bach cdu hat, tnifu miu Tidu héa: 101 loan co bdp il mdt, cIe i nghiém thim db chie ndng gan bit thang,
nhim doc gan. Vidm rudt ol 1, hdi ching Crotin, wibm tyy. T4t rdu - sinh dyc: witin bing quang. ddi ra mdw. suy thin cap. viém thin
k&, hoi chimg than hat. Da: nhay cam v &nh sdng

Rt idim dp, ADR < 1/ 10.000

Vigm nhidm; lm ngng hon finh trang vién phiim. Mau vi he lympha: 16l 0gn 190 mdx (thide mau, gldm bach clu, glam béu clu, Midy
mda khdng Ll tso, mat bach cdu hat). Cde du hidu hao gdm: s8¢, vidm tuag, lodt midng, Lridu ehing gidng cum, met mé qud mik, chdy
iy, xudt hign cac vit bim. H miln dich: df Ong qua muc, phis mat, ludi, thanh quiin, kho tha khi ndm, abip tim nhanh, byl dp thip
{do sii phin vi. phis mach), supbn, co thdt phe qudn, Tiéu hoa: lodt da day rubx. chy ma Bibu hoa, tiku phidn den. ndn ra mdu, vidm da
iy, vidm Ioet dai tring, Crohn. Gan mdt: 18 logn chuc ndng gan. Da vi md dudi da: céc phin ung nghidm trong trdn da nhw vitm da
tréc viy, viém da bong nudk, hii chilmg Stevens - Johnson, hing ban va hoai tir b bl nhilm doc. Thin va hd neu: suy thin cdp. hoal 2
nhd thin, tng ure huyé thanh, phi

QUA LIEU VA CACH XU TRI: 4 it thang tin vé xdy ra 0 tinh c&p vii Ibuproten. ADR do qu Kéu luuproten thuong phy tudc véo kigng
thetic uing va thes gran uing, Tuy nhiin vi s34 d4p tng ves thudkc 13 ikhac nhau ndn qua Bbu phdi danh gid trén ting cd thé,

G4 tridu ching qud idu pdm- dau byng, budn nén, non, tha o, ngi gd. 6 thé vy ra dau dy, con o cing, Uc ché thén kinh trung uong, co
idt, ha huy8t 39, nhip nhanh, th nhanh v rung nhi. RAL hiém gdp nhilm tosn chuyln hoa. hdn md, suy thin cip, ting kali huydl,
ngiing thé (chi yiu & trd nhé), dc chit hd hilp v suy b hip

0 tré em tinh lify theo trong hugng ca thé cb hd gl dy dodn e nguy co ddc tinh nhung nén ddnh gid trén ing cd thé. Uik
100 - 400 mi/ kg ¢dn uling khi dai va theo 61 tré tai co O y 1 4 i sau khi udng thusic. Vol iy trén 400 mg/ kg cdn can thiép bing
thudlc ngay 8p bk, theo dii ehat ché, didu tri h tro, khdng Kiuyéin cdo sif dung cic thudc gdy nin do nguy £o gdy o gist vi hit vao da
diy.

Thung & didu trf triéu civimg v hd tro. Wi 0F udny qua lidy I 28n 3p dung nhing Lign phip sau ddy nhim ting ddo thii va bt hoat
thde: rila 6 diy, gly non, il tifu, cho udng than hoat hay thutc ty mui. Ngundng: thém tich mdu hodc truydn midu. VI thefc gdy toan
dia v 630 thii qua nesic 1iky nn wé 1§ thuy8t s& oo igi cho truyén dich keém va iok tiéu. Cn phdl theo 8, laém sodt nguy coha huyét dp,
chily mau da déy vi toan hoa médu.

Doc kj g diin s dyng trude khi ding.

Né&u cdn thém thong tin, xin hdi j kidn bac si.

DIEU KIEN BAO QUAN: Nt khd. nhiét 8 khding qud 30°C. trinh dnh sdng

HAN DUNG: 24 thing ké tir ngiy san null )

NGAY XEM XET SUA D1, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUBC:

San xudt tai: Mol théc mée vé sén phdm,
xin vui Idng lién hé
CONG TY TNHH MTV DUQC PHAM DHG e b

L8 B2 - B3, Khu cong nghiép Tan PhU Thanh - giai doan 1,
xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hau Giang
DT: (0293) 3953454 e Fax: (0293) 3953555

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

Size 90%
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* To hwémg dan sir dung thube (danh cho ngudi bénh): (Gop ¥ lan 1)

__Hagifen

s e

(Lactose ropycei

hydroxy aspartam, bt huong cam)
MO TA SAN PHAM: Thutc c6m ma tring d8 tréng nga. khd rb, mil thom.
QuY CACH BONG GOI: Hop 24 goi x 1,5 g

THUOC DUNG CHO BENH 61: Ding chotr 1if 3 thng - 12 tubi

Gidm sdt trong cac tring hop s, bao gbm ¢d 581 sau Uém chiing.

Gidm cdc trigu ching cim cim va cic trung hop dau nhe dén viza nhw vidm hong. dau rang, dau moc rang, dau ddu,
dau tai, bong gin, trjt khip, dauca.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Tré 113 - 6 thang tudi va can ngng trén 5 kg: 50 mg (1/2 g6i) x 3 n/ npdy.

Tré tir6 - 12 thing tudi: S0 mg (172 9oi) x 3 - 4 1n/ ngay.

Tréem tif 1 - 3t 100 mg (1 poi) x 3 dn/ ngdy.

Tréem tir4 - 6 tufk: 150 mg (1 % g6i) x 3 14n/ ngdy,

Tré em 117 - 9 tul: 200 mg ( 2 goi) x 3 n/ ngdy.

Tré em 1l 10 - 12 twi 300 mg (3 goi) x 3 n/ ngdy.

Khodng cich gilla cdc Néutir6 - 8 giv, 1k thidu 14 phii cdch it nhdt 4 gid

Khong sit dyng cho tré em dudi 3 thang tubi hode cn ngng dudl 5 kg do thidy dd 11§y vé 86 an toan,

Khuyén cao si dyng iy thifp nhit ¢ hidu qud trong khodng thii gian ngdn nhilt

6 v trd 3 - 6 thing: Néfu trigu ching xdu di hodc kéo dai trén 24 gid, cén tham khic § kién bdc s7

B0 v tré > 6 thang: Néu tigu ching xdu 8l hodc kéo ddi trén 3 ngdy, cdn tham khio y kién bac si.

Holic theo chi alin ciia Thdy thulc.

KHI NAD KHONG NEN DUNG THUGC NAY:

Min cdm vl ibuprofen hode mot trong cic thinh phén cia thudc

Loét 9 day ti€n trién.

Qud min vof aspirin hodc vt cic thudc chdng vigm khdng steroid khic (hen, vigm mil, ndi may day sau khi ding
aspitin).

Ngutt bénh bi hen hay bi co thit ph& quin, 8l logn chay mau, bénh tim mach, tién sit Ioét da day 14 trang, suy gan
holic suy than (mdc loc cdu thin dudi 30 ml/ phit).

Nguti bénh dang dugc diéu tri bing thudc ching dng coumarin

Noudi bénh bi suy tim sung huy&t, bj giam ki lugng tudn hodn do thudc Il nidu hojc bi suy thin (ting nguy ca rdi loan
chic ning thin)

Ngudl bnh mdc mdt trong nhom binh 130 keo (cd nguy ca bi viém mang ndo vd khudin; cdn chi 1 tit cd ngudl bhoh
bl viém mang ndo v0 khudn déu 63 c6 tién sit mic mot benh ty midn),

Ba théng cufi thai ky,

Tré 5o sinh thidu thing dang c6 chiy mau nhu chiy mau d3 ddy, xult huy! trong s va trd ¢6 gidm thdu cdu va r8i lsan

ddng miu.

Tré 50 sinh ¢4 nhifm khudn hodc nghi ng nhidm khudn chisa dugc didu tri. Tré so sinh thidy thing nghi ngd viém rudt
hogi tit

TAC DUNG KHONG MONG MUON: 5 - 15% nguth b4nh co tac dung phu vé tiu hoa.

Nguy ¢ huyBt khii tim mach (xem thém phdn Cinh bdo va thin trong)

Thuding gdp, ADR > 1/ 100

Todn thin: s6t, mét méi. Tiéu hoa: trudng bung. budn ndn, ndn. Thin kinh trung uong: nhix ddu. hoa mdt, chdng mat,
b chdn. Da: mén ngia, ngogi ban.

ftgdp, 1/100>ADR > 1/1.000

Taan than: phin ing di ing (d3c bidt co thit phé quin & ngudl binh bj hen), viem mil, ndi méy day. Tidu hoa: dau
byng, chay mdu da ddy - rudt, im loét d3 ddy tidn tridn. Thin kinh trung vong: lo mo, mat ngd, b tal. M&t: i loan thi
gidc. Tai: thinh kyc gikm, Mduc thii gian chiy mau kéo dii.

Hiém gdp. 1/10.000 < ADR < 1/1.000

Todn than: phi, ndi ban, hdi chilng Stevens - Johnson, ryng 106, hy natri. Thin kinh trung uong: trdm cim, viém méng
ndo vd khufn v hdn mé, nhin md, rdi loan nhin méw, gédm thi kic do ngd ddc thubc. M gidm bach clu, gidm vy
cu, gidm bach clu trung tinh, tang bach cdu ua eosin, gidm bach clu hat, thifu midu. Tidu haa: 18 logn co bop ti mat,
cdc thiy nghigm tham db chic ning gan bat thiting, nhidm doc gan. Viém rudt hoai 1, hol ching Crohn, viem tuy. Tiét
nidu - sinh dyc: viém bang quang, dai ra may, suy thin cdp, vidm thin k&, hoi ching thin hu. Da: nhay cdm vk 2nh
$4ng

Rt hiém pdp, ADR < 1/ 10.000

Viém nhim: 13m agng han tinh trang viém nhifm. Mdu vi he lympho: rdi loan tao mdu (thidu mdy, gidm bach chy,
gidm tiéu cdu, thif mau khong 14 tao, mat bach cdu hat). Cac ddu hidu bao gbm: sdt, viém hong, loét miéng, tridu
ching gidng cim, mét mdi qud mak, chdy mau, xult hign cdc vét bdm. HE midn dich: di dng qud mae, phir m3t, i,
thanh quin, khd thi khi nm, nhip tim nhanh, huyt dp thdp (do sdc phdn vé, phit mach), suyén, co thit phé oudn. Tidu
hoa: loét da ddy ruit, chdy mdu tidu hoa, titu phin den, ndn ra mdu, viém da day, viém loét dai trang, Crohn. Gan mat:
r8i logn chic ndng gan. Da va md dudl da: cdc phdn Gng nghiém trong trén da nhy viém da troc vily, viém da bong
nutic, hoi chilng Stavens - Johnson, hng ban va hoal tf bidu bi nhim doc. Thin va he nigu: sy thin cdp, hoai tir nhd
e s mutin G3p phdl ki &3 dung thisc

Thdng bio cho bic s nhiing tic dung khdng mong [t1)

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM GI KHI DANG SU DYNG THUGC NAY:

louprofen hiép ddng tac dung voi wartarin gy chdy mau da day. Phéi hop hai thudic ndy lm tang nguy co chiy mau da
dy cao hon khi ding ting thudc don ddc.

Ibuprofen khi diing déng thdi vai aspirin lam tAng nguy co gdy chiy mau da day. Ngodl ra, lbuprofen A6l king tic
dyng dc chi két 13p tidu chu kndng hi phuce clia aspirin nén tm gidm tic dyung cla aspirin trén tm mach vi lim ting
nguy cd tim mach. Do nguy oo ting tic dung phu ndn khuy#n cio khdng nén ding ddng théi thufic chiing vidm khiing
steroid Vol aspirin

sammmmwawm:mommnmummummu nguy co loét da ddy
Ibupraten vh céc thubc chiing vidm khing steroid khic 1m tng ADR ci céc khdng sinh nhom quinolon 10 ha thin
Kinh trung uong vi 6 thé aln ofn co gidt.
Magnesi hydroxyd Xim ting sy hip thu ban ddu cila ibuprofen, nhung néu nhdm hydraxyd cing cd mat thi khbng ¢ tic
dyng niy
Vel cdc thudc ching vism khang steroid kndc: tang nguy co chily mdu v gdy loét
Methotrexat: ibuprofen im tang d0c tinh ciia methotrexat.
Furosemid. céc thiazid: ibuprofen 6 the lm giim tic dyng bal st natrl nidu tia furosemid va cac thudc It tidfu.
Digoxin: lbuprofen co thé im ting néing d digaxin trong huyst uong.
Mifapriston: thm gidm hiéu qud cila thuc. didu ndy cd the gidl thich do tic 8png tic ché prostaglandin ciu NSAIDs. Con
thidy cic chiing i cho rang viée st dung NSAIDS khi dang udng prostaglandin khdng dnh hudng nhigu dén hidu qui cla
mifopriston hay prostaglandin in sy chin o 1 cung va con co thit tir cung cling nhu khoing Im giam tac dung pha thai
olia prostaglandin
Zidovudin: tang nguy ca gdy dde vé huySt hoc khi s dung chung NSAIDS va zidovudin. DI c6 ching ¢ vé wéc tang nguy
Coly may va ty mau & khap trén bénh nhdn duong tinh vl HIV khi sit dung déng thi zidovudin va ibuprofen
Ciclosporin: ting nguy co géy déc thin
Tacrolimus: lim ting nguy co gdy ddc thin khi sil dung @8ng this NSAIDs v tacrolimus
CAN LA GI KHI MOT LAN QUEN KHONG DUNG THUGC: Uing 11 i€ theo nhu huting dn. Khdng st dung thém thude
adwum&:awq&uamqmm
CAN BAO QUAN THUBC NAY NHU THE NAO: Nt ki, ohiét d khang qud 30°C. trdnh dnh sding.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
©a It thong tin vé xdy ra doc tinh clip vdi ibuprofan, ADR do qud lidu ibuprofen thung phy thude Va0 lugng thudic ubng vi
théi glan uing. Tuy nhién vi sy dap Ung v thudc k khic nhau nén qua Ilu phai ddnh gid trén ing ca the.
Cac trigu ching qud liéu pbm: dau byng, budn ndn, ntn, tha o, ngb ga, co thé xdy ra dau 8lu, can co cing, Uc ché thn
kinh trung uung, co gidt, ha huyét dp, nhip nhanh, thé nhanh vi rung ahi, Rat higm gap nhidm toan chuyén hoa, hon mé,
thn clp, ting kati huydt, ngitng thd (chis yéu & tré nhd), Gc ché nd hap va suy hd hap
PHAI LAM GI KHI DONG THUGC QUA LIEU KHUYEN CAQ:
{118 em tinh 1iéu theo trgng lugng cotnd cé thé giip dy dodn trudc nouy cd dbc tinh nbumg nén danh gid trén timg ca thi
Liéu 100 - 400 mg/ kg cn uéng ki d6i v theo 6 Iré tai co'sd y té 4 git sau khi uing thude. Vol ik trén 400 mg/ kg cén
can thiép bing thudc ngay Kp tic, theo ¢6i chit chd, diku tri hé trg, khéng khuyén cdo 50 dung cic thudc gay néa do
nguy co gdy co gidt va hit vao da cdy
Thuting 13 didu trj trigu ching vd hd trg. Néu dd uing qud lidu thi cdn dp dung nhing bidn phip sau dy nhAm ting dio
thii vé bit hogt thudc: ria da ddy, gy ndn, lol tidu, tho uling than hoat hay thudz tdy musi. Néu ndng: thim tich méu
Do truyén mau, VA thudc gy toan hoa va ddo this qua nude tidl ndn vé 1y thuyét 52 6 i cho truyén dich kidm va Igr 1
Cdn phai theo ddy, kiém st nguy co ha huyét ap, chay mau da day v toan héa mau
NHONG DIEU CAN THAN TRONG KH!I DUNG THUBC NAY: Tic dung khting mong mudh c6 the duoe gidm thiu bling
céch st dyng liéu thap nhét trong khodng thi gian ngdn nhat
Céin thin trong khi diing ibuprofen d6i vl nguit cao tudi
Ibupraten nén st dung thin trong cho binh nhin mic hodc cd tén si cla bEnh hen phe quin hodc biah di dng do nguy
cobi co thit phé quin,
Ibuproten c6 thé lim cdc enzym transaminase ting kn trong mdu, nhung bisn 461 ndy thodng qua va héi phyc due.
Cdn theo d3i chik nang gan thubing xuyén khi st dung lbuprofen 13 d3l N6ng 88 ALT huyét tumng 14 chi s6 nhay nhat dé
ddnh gid nguy ca lam gidm chic ndng gan clia thuc chéng viém khdng steroid
A8 loan thi gide nhy nhin md ta d8u hidu chil quan vi s& ht khi ngimg ding ibuprofen
Ibuprafen dc ché kit tp tifu cdu nén co thé thm cha this gian clidy mau kéo dai
Céin thdn trong vi thea ddi chit ché biénh nhdn suy gidm chidx ndng thin khi sit dung ibuproten
] ngudi co ackd phenylpyrovic niéu (nhf thiéy enzym phenylalanin hydroxytase) va nhing nguix phd han ché g
phenyiatanin nén thin trong khi sl ayng thudc ndy
Cdin theo d3i ch3! ché nguy co chiy mau khi ding ibupralen 3 tré sd sinh thisu thing
Thn trong khi s dung ibuprofen 8 tré so sinh thigu thing cd nguy ca nhim khudn hodc nhidm kwdn chus dupe ki
sodt oy ai
Khi sif dung ibuproten co thé lam ting huyst 4p hodc m ngng hon bEnh ting huyft &p, lam ting nguy co cic bifn of tim
mach & bénh nhilln cd bénh tim mgch hoade co ydu 1 nguy cd mdc bénh tim mach
Ibuproten nén sif dyng thin trong & bénh nhdn cb U dich, suy tim
Cdn than trong vi tic dyng ha nhidt vi ching viem ciia ibuproten cb thé che md cic 65U hidu v trigu ching viém clia
bénh khic.
Ibuprofen nén thin trong khi sif dung &
fidn két vl albumin.
Lién quan dén da: Céc phin ing da nghiém trong, mt & ¢4 thé gdy 1 vong, bao pbm vidm da troc vy, hl ching
Stevens - Johnson, hoai 1 biéu bl nhidim 6dc 08 duuc bdo cdo 13 1 Iién quan dEn si oung NSAIDS. Cdc phin iing nay d&
xudt hign trong gial doan ddu cla qud trinh difu tn, djc DBt trang thang diu tign stk dung thude. Cén ngung
ibuproten khi xudt hidn cdo trigu ching ban da. 18n thueng nigm mac hode cic dau higu oud min khic
Ngodi ra, virus thiy dju co thé gdy ra cac bién chung nhim tring da vi m nghiém trong. Oo d6 khiing thé togi
NSAIDs lm trfm trong hen cic truding hop viem nhiém ndy, cdn trann sif dyng ibupreten dt vor bénh nhan thisy,
Nguy ca buy€t khdl tim mach: Cic thudc ching vidm kndng steroid (NSAIDS), khang phdi aspirin, ding o
than, c6 thé lm ting nguy co xult hidn bién cd huy8t khéi tim mach, bao gdm ¢ nhé mdu co tim va 63! quy,
dén 1l vong. Nguy co ndy co thé xudt hién som trong vai tudn a8u ding thude va cd thé tang ien thea thi gian
Nouy co huydt khéi tim mach duge ghi nhdn chii yéu § lidu cao. Bic s cdn ddnh gid dinh ky sy it hign clia cdc b
nm mach. ngay c khi bénh nhin khdng cb cic trigu chung tim mach trute 36, Benh nhin cin duoc cinh b
trifu ching cla bisin c& tim mach nghiém trong va cén thim khim bc s7 ngay khi xudt hign cic tridu ching
gidm thifu nguy ca xull hin bién cd bt ka, cdn si dung Hagiten kids & Iy hing ngay thilp nhift co hiby qu
glan ngdn nhit cd thé,
Lién quan d€n 14 duge:
Lactose. Thubc co chia th duye laclose do do co thé khdng phit hgp cho béah nhan thifu men lactase. kndng dung nap
galactosa, hay kém hdp thu glucose/ gatactase, Gin tham khdo y kién bic si trudc khi sit dung.
Aspartam; Cdn than trong 98 vii bénh nhdn bl pheayiceton nigu va bnh nhin cdn kiém sodt kigng phenylalanin vi thudc
6 cha aspartam (Do aspartam chuyén hoa trong duing tiéu hoa thanh phenylalanin)
Phy nd cd thal vi cho con bz Khdng sif dung thudic trong thl &y mang thai vi thude co thé dc che co bop 1 cung va lim
chim dé; nguy co ting &p luc phdi ngng va suy hd hip nang 0 tré so sinh; lm tang nguy co chdy may, ob thé gly tac
dyng phy trén hé tim mach cia thal nhi. Trong 3 thing culi thal ky, phai hét st han ché sil dung a8i voi bt 2 thullc
chding vidm nio. Cac thudc nay ching chi dinh tuyét 461 trong vii ngdy trudc khi sinh
Touprofen vbo sda me rdt it, khdng dang k€ It kha niing xdy ra nguy co cho tré & Ly binh thubng val me. Khdng khuy#n
40 sif dung thudic trong thak glan cho con bil v nguy co Ut ch¥ prostaglandin tim tang & tré so sinh
Anh hugng cita thudc 61 vl ctng vide: Thin trong sif dung thudc khi dang vin hanh mady moc, 1 thy xe, ngu m
il trén cao va cac truang hop khac.
KHI NAD CAN THAM VAN BAC S1, DUGC Si:
Néu cin thém théng tin, xin héi ¥ kign bic sThojc duge si.
HAN DUNG CUA THUGC: 24 thing k& ti ngay sin wuit )
NGAY xzwmﬁ. CAP NHAT LAI NOI DUNG HUONG DAN SU DYNG THUOC:
F

in toan phdn Vi nguy ca ibuprofen thay thé bilirubin trong

Ibuprofen lam ting ndng dd huy#t tuong ciia lithi va gidm thal tris lithi qua than. \

Khong phel hop ibuprofen i cdc thutic tc ché enzym chuyén hay Bl kndng thy thé angiotensin uooumoummelu//q;ﬂ 14 \\:g\

qud clla cdc nhom thudc ndy trén huyét &p. .

San xudt tai: ' Moi théc médc vé san phém,
xin vul 1ng lién hé

CONG TY TNHH MTV DUQC PHAM DHG o

L6 B2 - B3, Khu cdng nghiép Tan Phi Thanh - giai doan 1,
xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang
DT: (0293) 3953454 e Fax: (0293) 3953555

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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