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THANH PHAN

M&i vién nén chia:

P ol 325mg
Ibuprofe 200mg

T4 dugc: Lactose Monohydrate, Tinh bdt ngé, Povidone, FDC Yellow # 6, Sodium Starch
Glycolate, Syloid 244, Magnesium Stearate vuia di.

DUQC LYC HOC

Paracetamol

Paracetamol ¢ tac dung giam dau va ha s6t bing cach tic ché sy tdng hgp prostaglandin. Thudc

gidm dau biing céch lam tdng ngudng chiu dau va ha st thong qua tac dong trén trung tam diéu
nhiét & viing dusi déi. G liéu diéu tri, tac dung gidm dau va ha sdt clia paracetamol tuong dudng
véi acid acetylsalicylic. Paracetamol khdng &nh hudng bét Igi trén chic nang tiéu cdu va sy dong mau.
Ibuprofen

Ibugrofsn la mét din xudt tir acid propionic, c6 tac dung gidm dau, ch8ng viém va ha s6t. Tac
dung diéu tri ctia thuéc, nhu mét chat chéng viém khong steroid (NSAID), ibuprofen c6 tac dung
uic ché enzyme cyclooxygenase, két qua 1a lam gidm sy t8ng hop prostaglandin. Ibuprofen dugc
danh gié 12 loai thuSc an toan nhét trong s6 céc chét chéng viém khéng steroid. Thudc c6 tac
dung chéng viém va gidm dau t6t trong diéu trj viém khép dang thép thiéu nién.

DUGC BONG HQC
Paracetamol

két

Paracetamol dugc h&p thu nhanh chéng va hoan toan sau khi udng. Néng do dinh trong huyé&t

tudng dat dugc khodng 30 phut dén 60 phut sau khi u6ng. Khoang 25% paracetamol trong mau
n

hop v6i protein huyét tuong. Paracetamol dugc chuyén héa chi yéu & gan va dd thanh thai

toan phén ctia co thé la khoang 5 mL/kg/phut. D9 thanh thai than 1a khoang 10 mL/phut, it phu
thudc vao tsc do dong tiéu va khéng phu thudc vao pH.

Ibuprofen

Ibuprofen dugc h&p thu nhanh & dudng tiéu héa va néng dé dinh trong huyét tuong dat dugc
khoang 1 -2 gid sau khi u6r‘1sg. Ibuprofen dugc gén két manh véi protein huyét tuong va théi gian

ban hiy kho:

ng 2 gid. Thudc nhanh chéng dugc bai tiét qua nudc tiéu, khoang 1% dugc bai tiét

trong nudc tiéu & dang khdng thay di va khoang 14% & dang ibuprofen lién hgp.

CHI BINH

LIE

Gidm céc con dau cd xuong nhe dén trung binh nhu dau c8, dau vai, dau lung, cing cd bap
tay ho&c bap chan, cung co ¢, viem khdp, thdp khép, viém bao hoat dich, bong gan, viém gan.
Giam nhtic ddu, dau bung kinh, nhic rang, dau sau nhé rang va tiéu phau.

U LUGNG VA CACH SU DUNG

Ngudi I6n: udng 1 vién mé&i 6 gid khi cén, hodc theo hudng dan clia béc si.

Khéng dung cho tré em dudi 12 tui

Ngusi cao tudi: dung liéu thdp nhét trong thdi gian ngdn nhét c6 thé. Nén theo ddi thudng
xuyén tac dyng phy cia thudc

Bénh nhan suy gidm chic néng gan va than: tdc dung khdng mong mudn sé& dugc gidm thiéu
t6i da khi st dung liéu thdp nhét cé tac dung.

Khong dung lau hon 10 ngay néu khdng cé huéng dan clia béc si.

CHONG CHI BINH
Bénh nhan qua man vdi Paracetamol, ibuprofen hay bat ky thanh phén nao trong ta dugc.
Paracetamol:

Bénh nhan nhiéu I&n thi€u mau hodc c6 bénh tim, phdi, than, gan
Bénh nhan thi€u hyt glucose -6- phosphate dehydro-genase.

Ibuprofen:

Bénh nhan c6 tién cin qué mén (co thét phé quan, hen, phu mach, viém mi, ndi mé day)
lién quan vdi acetylsalicylic acid hay cac NSAID khéac.

* Loét da day ta trang tién trién

* Tién can loét/thiing da day ta trang hay loét tai phat lién quan NSAID.

* Bénh nhan bj suy gan, suy than hay suy tim ning

* Bénh nhan dang dugc diéu tri bang thuéc chéng déng coumarin

* Bénh nhan bj suy tim sung huyét, bénh tao keo.

¢ 3 thang cudi thai ky

THAN TRONG

Paracetamol:

* Dung than trong paracetamol trén bénh nhan bj suy gidm chiic ning gan, than nang. Nguy
¢d qué liéu nguy hiém han & nhiing ngudi c6 bénh gan do rugu khdng cé xd gan.

* Khéng dugc udng chung véi cac thudc khéc cé chia paracetamol

* Théng béo véi béac si ngay néu udng qua lidu paracetamol vi s& gay tn thuong gan.Tén
thuang gan néng cé thé xay ra néu udng nhiéu han 4 g paracetamol trong 24 gid

* Paracetamol c6 lién quan véi nguy cd gﬂy phén Ung da nghiém trong hlgm gap. Béc si cdn
canh béo bénh nhan vé cac dau hiéu clia phan Ung trén da nghiém trong nhu hdi chitng
Stevens-Johnson (SJS), hdi chiing hoai tif da nhi8m doc (TEN) hay hoi ching Lyell, va hoi
chiing ngoai ban myn md toan than cép tinh (AGEP). Khi phét hién nhiing d&u hiéu phat ban
trén da ddu tién hodc bat ky ddu hiéu phan Ung qua mgn nao khéc, bénh nhan cén phai
ngung st dung thuéc.

Ibuprofen:

Cén than trong 8 nhitng d6i tugng bénh nhan sau day:

t:pgs ban dd toan than ciing nhu bénh md lién két hén hop do tang nguy co viém mang néo vo
uén

R&i loan tiéu héa va cac bénh dudng rudt man tinh (viém loét dai trang, bénh Crohn)

Bénh nhan c6 tién sif ting huyét 4p va / hodc suy tim.

Suy gidm chic nang than, réi loan chic ndng gan

Ngudi cao tudi: ting nguy ca tac dung phy nghiém trong han.

Co thét phé quan c6 thé xay ra & nhung bénh nhan c6 tién can hen phé& quan hoc bénh di Ung.
Sit dung déng thdi cac NSAID bao gdm thuc Uc ché cyclo-oxygenase-2

Bénh tim mach va mach méu nao

Nghién ctiu lam sang cho thdy riing viéc sif dung ibuprofen, dic biét & liéu cao (2.400mg /
ngay) c6 thé tang nguy co huyét khdi ddng mach (nhdi mau ca tim hay dét quy ).

Nguy cd huyét khéi tim mach: Céc thuéc chéng viém khéng steroid (NSAIDs), khéng phai
aspirin, dung dudng toan than, cé thé lam tang nguy co xudt hién bién ¢ huyét khéi tim
mach, bao gém ¢ nhéi mau cd tim va dot quy, c6 thé dan dén tli vong. Nguy cd nay c6 thé
xuéit hién sém trong vai tudn ddu dung thudc va c6 thé téang lén theo thai gian dung thudc.
Nguy ca huyét khdi tim mach dugc ghi nhan chli y&u & liéu cao.

Bac si cdn danh gié dinh ky sy xuét hién clia c4c bién c8 tim mach, ngay ca khi bénh nhan
khong cé céc trigu chiing tim mach trudc d6. Bénh nhan cdn dugc canh béo vé céc tridu
c?angr::ﬁa blgn c8 tim mach nghiém trong va cén thdm kham béc sT ngay khi xuét hién cac
triéu ching nay.

Dg gidm thiéu nguy co xuét hién bién c6 bat Igi, cdn sit dyng Alaxan® & lidu hang ngay th&p
nhét c6 hidu qu tror;g thai gian ngén nhat cé thé.

Bénh nhan téng huyét 4p khong kiém soat dugc, suy tim sung huy&t (NYHA l1-1ll), bénh tim
thiu méu cyc bd, bénh ddng mach ngoai bién, va / hodc bénh mach mau néo chi nén dugc
didu tr| biing ibuprofen sau khi xem xét c&n than va khéng ding liu cao (2.400 mg / ngay)
Than trong trudc khi bat ddu diéu trj lau dai trén bénh nhan c6 céc yéu t6 nguy cd tim mach
(t&ng huyét &p, tang lipid méu, dai thdo dudng, hut thudc 14), déc biét 1a néu cén dung liéu
cao ibuprofen

C6 mot s& baing chiing cho thdy thudc Uc ché t8ng hgp cyclo-oxygenase hodc uc ché tdng
hgp prostaglandin c6 th§ gay giam kha néng sinh san & nii do &nh hudng dén sy ryng tring.
Xu#t huyét tiéu héa, loét hodc thing dudng tiéu héa cé thé gay tif vong, da dugc bao cdo vdi
tét c& cac thuSc NSAIDs, cé hodic khéng cé céc trigu chiing canh bao hodc c6 tién can bénh
ly (viém loét dai trang, bénh Crohn).

Thén trong khi diéu trj déng thdi véi céc thube c6 thé lam ting nguy co nhidm doc dudng tiéu
héa hodic chdy mau, nhu corticosteroid, thuc chéng déng méu nhu warfarin, thuéc tc ché tai
hép thu serotonin c¢6 chon loc hodc thuéc chéng két tap tiéu cdu nhu aspirin

nén

Da: phan (ing da nghiém trong hiém gap nhu ngoai ban mun m0 toan than, hdi ching
Stevens-Johnson, va hoai tif da nhiém doc. Nén ngung Ibuprofen khi xu#t hién phat ban trén
da déu tién, 8n thuong niém mac, hodc bat cu déu hiéu qua mén nao.

C6 nguy cd giam chiic nang than do mét nudc & tré em va thanh thiéu nién d¢ tudi 12-18.
Propylparahydroxyb va methylparahy yb ate c6 thé gay ra phan (ing di iing

Anh hudng Ién kha nang l4i xe va van hanh may méc: cac téc dyung khéng mong muén nhu
chéng mat, budn ngti, mdi mét va r8i loan thi gidc c6 thé c6 khi udng céac thuéc khang viém khong
steroid. N&u bi anh huéng, ngudi bénh khdng nén li xe hodc van hanh may méc.

PHY N CO THAI VA CHO CON BU

Paracetamol

Phuy nir c6 thai

Khong c6 chéng chi dinh dung paracetamol & phy nif mang thai, tuy nhién bénh nhan cén tham
khdo y kién bac si khi dung thuéc

Phu nii cho con bu

Paracetamol dugc bai tiét qua sita me vdi lugng rét thdp. Chua c6 di liéu lam sang vé chdng chi
dinh st dung paracetamol trong thdi ky cho con bu.

Ibuprofen

Phy ni cé thai

Mac di khong gay quai thai & ddng vat thi nghiém nhung si dung ibuprofen, néu c6 thé, nén tranh
trong 6 thang dau thai ky.

Khéng dung thudc tron

ba thang cudi thai ky vi nguy cd gay déng sém 8ng dong mach & bao thai

trong tlf cung va cé thgé’ gay ra tang ap Iyc dong mach phdi dai ding & tré so sinh. Thdi gian
chuyé&n da cham va kéo dai, ting nguy co chdy mau & ca me va thai nhi.

Phy nif cho con ba :

Ibuprofen vao sita me rét it, khdng dang ké. it kha nang xdy ra nguy ca cho tré & lidu binh thudng véi me.

TAC DUNG PHY
Ibuprofen+paracetamol it c6 tac dung phu khi dugc dung véi liéu va thdi gian dé nghi.

Ibuy

profen:

Thudng gap, ADR>1/100: s8t, mdi mét; chudng bung, buén nén, ndn; nhic ddu, chéng mat,
bén chdn; man ngua, ngoai ban.

it g&p, 1/1000<ADR<1/100: phan ting di ting (co that ph& quan & ngudi bi hen), viém mdi, ni
may day; dau bung, loét da day tién trién, chay mau da day-rudt; o mo, m4t nga, U tai; réi loan
thiégiéc; giam thinh lyc; thai gian chdy mau kéo dai.

Hiém g&p, ADR<1/1000: phu, ndi ban, hdi chiing Stevens-Johnson, ryng téc; trdm cam, viém
mang nao vd khuén, nhin md; gidm bach cdu, gidm tiéu céu, gidm bach cdu trung tinh, ting
bach cdu ua eosin, thi§u mau; réi loan co bép tui mat, chiic nang gan bt thudng, nhiém doc
gan; viém bang quang, d4i ra mau, suy than cép, viém than k&, hoi ching than hu.

Nguy cd huyét khdi tim mach (xem thém phan CANH BAO VA THAN TRONG)

Paracetamol:

it gap, 1/1000<ADR<1/100 : ban da, budn nén, ndn, réi loan tao méau (gidm bach cdu trung
tinh, gidm toan thé huyét cdu, gidm bach c4u), thi€u mau, ddc tinh than khi lam dung dai ngay
Hiém g&p, ADR<1/1000: phan (ing qué man

Xin théng béo cho bac si nhiing tdc dung khéng mong muén gép phai khi dung thudc.

QUA LIEU VA CACH XU TRI

I. R6i loan &n uéng, budn nén, nén, khé chju, va ra mé hdi nhiéu.

Quaé liu paracetamol thudng c6 4 giai doan véi cac ddu higu va triéu ching sau:

II. Pau hodc s& vao thdy dau & viing byng trén bén phai; gan 16n biéu hién béng cam
gidc ddy byung, ting men gan va bilirubin trong mau, thdi gian prothrombin kéo dai,

va dbi lic ¢ gidm lugng nudc tiéu. :

1Il. Triéu chiing r8i loan &n udng, budn nén, nén, khé chiu tai phat, ddu hiu suy gan va
c6 thé bj suy than.

V.

H8i phuc ho#c tién trién dén suy gan hoan toan gay tif vong.

Triéu ching thudng gép nhét ctia qué liéu ibuprofen gém dau bung, budn nén, nén, mét mai,
16 mo. C4c triéu ching khac Ia nhic ddu, U tai, Uc ché hé than kinh trung udng, co giat. Nhiém
toan chuyén héa, hén mé, suy than cép, ngung thd hiém khi xay ra.

N&u bénh nhan da dung thuSc qué liéu dé nghi, hay hdi y kién bac si ngay lap tuc. z
Didu tri gém c6 suc rita da day. N-acetylcysteine 1 thuc gidi doc hiéu qua néu dugc bét ddu
trong vong 10-12 gid sau khi udng qué liéu; tuy nhién N-acetylcysteine van cé tac dung néu
dugc diéu trj trong vong 24 gid.

TUONG TAC THUGC
Paracetamol:

Ibu,
.

Cholestyramine: Gidm hé&p thu paracetamol

Metoclopramide, domperidone: Tang h&p thu paracetamol

Rugu: Tang nguy co t8n thuong gan khi thudng xuyén uéng nhiéu rugu

Warfarin va cac coumarin khac: Paracetamol udng thudng xuyén kéo dai c6 thé 1am téng tac
dung ch8ng déng mau

Céc thudc kich thich cdc men chiu trdch nhiém kich hoat chuyén héa ciia paracetamol nhu la
ca:':hutic diéu trj co giat c6 thé lam téng tac dyng c6 hai trén gan.

profen:

Céc NSAID khac bao gém Uc ché chon lpc COX 2 ¢ thé 1am tdng nguy cd tac dung phy
Khang sinh nhém quinolon: Ibuprofen va cac NSAID khac lam tang tac dung phu cla céc
khang sinh nhém quinolon I&n hé than kinh trung udng va c6 thé dan dén co giat, 1am tang
nguy co xuét huyét va loét dudng tidu héa.

Thuc chng déng: NSAID lam téng tac dyng clia thuc chéng déng

Methotrexat: Ibuprofen lam tang ddc tinh ctia methotrexat

Thu8c didu tri CHA (tic ché men chuyén va tic ché thy thé Angiotensin Il) va Igi tius: NSAID
c6 thé lam gidm téc dung clia cac loai thudc nay. Thudc Igi tiéu lam tang nguy cd dgc tinh trén
than clia NSAID

Digoxin: Ibuprofen c6 thé lam tang néng do digoxin trong huyét tuong.

Thuc chéng két tap tiu cdu va Uc ché tai hdp thu serotonin chon loc (SSRIs): tang nguy cd
xuét huyét tidu hoa

Ciclosporin: tdng nguy cd dgc tinh trén than.

Corticosteroid: tdng nguy cd loét da day hodc chdy méu

Lithium: Gidm thai trir cGa lithium.

Methotrexate: Giam thai tri clia methotrexate.

Mifepristone: NSAID lam gidm tac dyng clia mifepristone.

Tacrolimus: tdng nguy cd ddc tinh trén than

Zidovudine: tdng nguy cd nhiém ddc méau

TRINH BAY
Hop 10 vi x 10 vién. Hdp 25 vi x 4 vién.

BAO QUAN
Bao quén & nhiét d§ khéng qua 30°C.

HAN DUNG
36 thang ké tU ngay san xuét.

pE XA‘TKM TAY TRE EM X
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
San xuét tai CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP
S6 16 VSIP |I, Budng s6 7, Khu Céng Nghi_ergla Viét Nam-Singapore I,
Phudng Hoa Phu, Thanh Phé Thi DAu Mét, Tinh Binh Dudng, Viét Nam
BT: 028-39621000
®Pang ky nhén hidu: Therapharma, Inc




