PARACETAMOL 500 mg

Doc kj uting diin sif dyng trudc khi ding - D€ xa tim tay tré em

TEN THUGC: PARACETAMOL 500 MG

THANH PHAN-HAM LUGNG: M3i vién nén chda
Thanh phdn hogt chit

Paracetamol
Thanh phdn t4 duc

Eragel, povidon K30, magnesi stearat, polyethylen glycol 6000, talc,
mau tartrazin.

DANG BAO CHE: Vién nén hinh try trdn, mau vang, dudng kinh 12 mm,
mOt mat cb in s 500", mat kia c6 ch@"DNP*, canh va thanh vién lanh 13n,
CHI DINH

Paracetamol dugc ding d€ didu tri cic tridu ching dau nhe dén vira,
va/hodc ha s, trong cic trudng hop nhu: Dau ddu, dau rang, cim lanh,
cim, dau kinh, dau hong c6 s6t, dau nifa ddu, dau lung, dau khép va
dau co, dau thin kinh. C6 thé st dung dé gidm céc triéu ching dau do viem
khap khong nghiém trong.

LIEU DUNG - CACH DUNG

Ngubi Idn, ngub cao tudi va tré trén 16 tudi (cin njng trén 55 kg)

UBng 500 - 1000 mg/14n, lidu t6i da trong ngdy khdng dugc vugt qué
3000 mg.

Tré em 10 - 15 tudi (cin ndng tir 40 - 55 kg)

Ung 500 mg/ldn, lidu ti da trong ngdy khdng dugc vugt qué 2000 mg.
Khéng nén ding thubc cho tré em dudi 10 tudi.

Khéng nén I3p lai liéu thubng xuyén hon 4 gid va khéng nén si dyng
qud 4 ldn/24 gid.

Lw y

Paracetamol khong phd hgp voi tré dudi 10 wéi.

Hai lidu k€ ti€p nén cich nhau ft nhdt 4 gid.

Khong nén diing qua lidu khuyén cio do o6 nguy co gdy hai cho gan.

Né&u con dau kéo dai han 5 ngdy, s6t hon 3 ngay hay ning hon, hodc xudt
hién bt ky triéu chang nao khac, nén ngiing thubc va tham khdo § kién clia
Bac si.

Ubing paracetamol cng thdc an hodc nubc udng khdng dnh hudng dén hiéu
qui clia thuc.

D& tugng dic bigt
- Bénh nhan bj suy gidm chdc ning thin (suy than), cdn gidm lidu nhu sau
Muic lgc cdu thin Liéu ding
10 - 50 ml/phat UBng 500 mg paracetamol mdi 6 gidy
< 10 miphat UBng 500 mg paracetamol mdi 8 gid

- Bénh nhan suy gan hojc mic hdi ching Gilbert: Gidm liéu hodc kéo dai
khodng cich ding thuSc. Bénh nhan khong nén ding qua 60 mg/kg/ngay
(ti da 2 g/ngay) trong cac trudng hgp sau dy

+ Ngudi trudng thanh véi can nang dudi 50 kg.

+ Suy gan nhe dén wita, hi chdng Gilbert (hoi ching di truyén vang da
khéng do tan huy&).

+ M3t nutc.

+ Suy dinh dudng man tinh.

Céch ding

mcmmmmmnhi&:m
CHI DINH

Qua min vii paracetamol hodc bt a thanh phin nao cla thuc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Khong nén ding thuc dai ngdy hodc ding thudng xuyén.

Khong ding chung véi cic sdn phdm chda paracetamol khic. Ding nhidu

lidu trong ngay hodc ulng thubc qus lidu c6 thé gay 18n thuong gan nghiem

trong; trong trdng hgp ndy, bénh nhan nén tim dén syt van y t&€ ngay I3p

tc, ngay c khi bin than cim thdy khde, vi nguy co tn thuong gan nghiém

trong khong héi O nhang bénh nhin tré dugc didu uj

paracetamol véi liéu 60 mg/kg/ngdy, khong nén dung thém thudc ha

khac, trif trng hop paracetamol khdng c6 hiéu qua.

Than trong khi sif dung paracetamol cho cic bénh nhan bj suy than hay suy

gan n3ng (Child - Pugh > 9), suy gan nhe d&n vita (gém hdi ching Gilber),

viém gan cp, dang ding thusc gdy dnh hudng chdc nang gan, thi€u hyt

enzym glucose-6 phosphat dehydrogenase, thiéu méu tan huy&, nghién
rigu, mit nue hay suy dinh duOng man tinh.

Nguy co qua liéu cao han & nhdg bénh nhan bj bénh gan do rgu khong
gdy xa gan. Cin thin trong d8i VO nhang truding hop nghién nugu man
tinh. Khong dugc sif dyng rugu trong thai gian didu trj va khong ding qué
2 g/ngay trong trudng hgp nay-

Trong tridng hop st cao, cb ddu hidu clia nhiém tring thd cdp hodc cic dfu
hiéu kéo dai trén 3 ngdy, nén tham khdo ¢ ki€n clia Bac sT.

Sau mot thdi gian dai (> 3 thang) sit dyng thubc gidm dau mdi ngdy hay
thudng xuyén hon, con dau ddu c6 thé xdy ra. Khong nén ting liéu ding
thu6c gidm dau dé 1am gidm con dau ddu. Trong trudng hop ndy, nén tham
khdo y ki€n clia Béac sl. Bénh nhan bj hen va nhay cidm v6i acid
acetylsalicylic cling nén than trong, do da c6 trudng hgp co thit ph€ quin
khi st dyng paracetamol (phdn Ung chéo).

Han ché ty ding paracetamol cling véi thubc ching co gidt vi sé lam ting
ddc tinh trén gan va gidm sinh khd dyng clia paracetamol, dic biét khi s
dyng paracetamol liéu cao.

Bac si cdn cinh bao bénh nhan vé cic dfu hiu cla phdn (ng trén da
nghiém trong nhu hdi chdng Stevens-johnson (S)S), hdi chdng hogi tif da
nhiém doc (TEN) hay hdi chdng Lyell, hoi ching ngoai ban myn mu toan
than cdp tinh (AGEP).

Anh hudng dén cic xét nghiém cin 14m sang

Paracetamol c6 thé dnh hudng dén xét nghiém acid uric thdng qua acid
wolframato phosphoric va xét nghiém dudng huyé& thong qua glucose -
oxydase - peroxydase.
Thub c6 chua mau tartrazin o6 nguy co giy phin dng dj ung.

sU DUNG THUGC CHO PHY NU CO THAI VA CHO CON BU

Phy nd c6 thai

Paracetamol c6 thé sif dyng dutic cho phy ni ¢ thai, tuy nhién nén st dyng liéu
thdp nhit c6 hiéu qua trong thdi gian ngdn nhdt v6i tn sudt thdp nhat cb thé.
Phy nif cho con bd

Paracetamol dugc bai tiét qua sGa me, nhung khéng c6 ¢ nghia lam sang.
Cb thé sif dyng cho phy ni cho con ba.

ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH
MAY MOC

Chua c6 bing chiing vé& dnh hudng clia thubc Ién kha nang i xe, van hanh
may méc.

TUONG TAC, TUONG KY CUA THUGC

Metoclopramid va domperidon c6 thé 1am tang t6c do hdp thu clia
paracetamol, ngugc lai, cholestyramin lam gidm sy hdp thu cla
paracetamol. Tac dyng chdng dong méu clia warfarin va cic coumarin
khéc c6 thé tang khi sif dyng paracetamol hang ngay kéo dai véi nguy co
gdy chdy méu cao. Tuy nhién, néu khdng ding paracetamol thudng xuyén
thi khdng c6 tac dyng dang ké.

Paracetamol dugc chuyén héa nhiéu & gan va do db c6 thé tuong tac véi cic
thudc c6 cing duding chuyén héa hodc gdy cdm ng/ic ché cic thubc cling
dudng chuyén hba. Nghién rugu hojc ding dai ngdy cic thudc gdy cdm ng
enzym gan nhu rifampicin, barbiturat, mt s& loai thubc chdng dong kinh (vi
dy nhu carbamazepin, phenytoin, phenobarbital, primidon) va St. John's wort
c6 thé lam tang ddc tinh trén gan clia paracetamol do ddy nhanh qué trinh
hinh thanh céc chit chuyén héa ddc hai. Do d, cin than trong khi st dyng
paracetamol déng thdi véi cic thubc cdm (ng enzym.

Probenecid ngan paracetamol lién két véi acid glucuronic, do d6 lam gidm
d6 thanh thdi clia paracetamol xung khodng 2 1dn. N&u ding ddng thoi
probenecid, nén gidm liéu paracetamol.

SU dyng déng thdi paracetamol c6 thé 1am tang ndng d cloramphenicol
trong huyét tuong.

Dng két hop paracetamol va zidovudin trong thdi gian dai thudng lam
gidm bach cdu trung tinh do chuyén héa ciia zidowudin bj gidm.
Salicylamid c6 thé kéo dai thai gian ban thii (11/2) clia paracetamol.
Isoniazid 1am gidm d thanh thii paracetamol, gy tang tic dyng va/hoic
doc tinh clia thuc ndy do dc ché chuyén héa d gan.
Pmad\é“mgi&nsinhwdmguhlm in va cb thé lam
gidm tac dyng clia ndy, do khd cam héa d gan.
TAC DYNG KHONG MONG MUGNMC,I.!JSA ™

Céc tdn sust duge dinh nghia nhy sau: R4t thudng gap (ADR 2 1/10), thudng
g3p (1100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hi€m gip
(1710000 < ADR < 1/1000), rdt hi€m gdp (ADR < 1/10000), khong bié&
(khong thé ubc tinh tr da ligu 6 sin). '




3 lidu didu tri, o6 rét it tic dyng khong mong mudn xiy ra.

H¢ coquan | Tén sust Téc dyng khéng mong mubn
Mt bach clu hat (dong kéo da), gidm tidu
RGilogn méuva |Hi€m gdp  [cdu, ban xult huyét gidm tidu clu, gidm
heé bach huyét bach cdu, thié mau tan huy&, r6i loan tiéu
clu, r6i loan t& bao gbc
R4t hi€m gap | Pancytopenia
Hiémgdp | Qua mdn (tn¥ phd mach)
R6i loan he Qua mdn cin ngimg thubc (phd mach, kho
mién dich R4t hiém gap|thong khi, tang hydrat h6a, budn nén, ha
huyét ap, s6c, phdn (ng phan v¢)
R&i loan chuyén
héa va dinh R4t hiém gip|Ha dudng huyét
dudng
RGi loan tAm|. ..
thin Hi€m gap | Trdm cim khong cy thé, 1 I3n, do giac
l’;g'n m"‘ he | Hiém gap  |Run khong cu thé, dau ddu khdng oy thé
R&i loan thi gidc|Hiém gdp | Thj lyc bt thudng
R 4o UM igm gap (Pho nd
RGi loan ho
; Co thit ph€ quin & nhing bénh nhan nhay
vah‘pt;\ﬁ;% RICIon 8 cdm v6i aspirin va cac NSAID khéc
RGi loan tiéu Hi€m gap Xudt huyé, dau byng va tiéu chdy khong cy
héa B% | thé, bubn non, non
Chdc niang gan bat thudng, suy gan, hoai tlf
Hiém g3p gan, vang da
R6i loan gan (Rt hiém gap|Nhiém doc gan
mat S dyng 6 gam paracetamol c6 th€ din dén tén thuong gan
(& tré em: Hon 140 mg/kg); liéu cao hon gdy hoai tif gan
khong héi phuc
Ngda, phat ban, d8 md hoi, ban xust huyét,
Hiém gip phd mach, may day
R6i loan da va |R4t hiém gap|Phdn ing da nghiém trong
md dubi da Ngoai ban myn md toan than cdp tinh, hoai
Chuabiét |t nhidm doc, bénh da lidu do thubc, hoi
ching Stevens - Johnson
th Tiéu mG vO khudn (nuoc tiéu dyc) va tac
?ﬁ&h:\?w ¥ R4t hiém gap|dyng phy trén than (suy than ning, viém
than ké, tiéu ra mau, dai dim)
Cac r6i loan
chung va tic &m Hoa mit (trif chéng mat), kho chiu, sét, an
dong tai vi trf|HIEMBIP  |ipan song thc thudc khong cy thé
ding thubc
Chdn thuong,
poge i | Hitm gap. ~|Qu lidu va nhitm doc
th thudt
Théng béo ngay cho Béc si cdc téc dyng khong mong mubn ma ban gip
phil ki ding ude.
QUA LIEU VA CACH XU TRi

Tén thuong gan c6 thé xdy ra d6i vt ngudi Ion khi ding lidu > 10 g paracetamol
hojc>5g mol d6i voi cac bénh nhan c6 yéu t8 nguy cd sau

- Pang diéu trj dai han v6i carbamazepin, phenobarbital, phenytoin,
primidon, rifampicin, St. John's Wort hodc céc logi thuSc khéc gdy anh
hubng dén men gan. i o
- Thuding xuyén ubng rugu vuet qué lugng khuyén cso, .

- C6 nguy o suy gidm glutathion, vi dy: R8I logn an uBng, xd nang, nhiém
HIV, do6i, suy nhugc. nr . W T S ¢
Trigu chang . eF o L ;
Cic tri¢u ching clia qué libu paracetamol trong 24 gidy du 13 da xanh xao,
bubn ndn, ndn, chin &n vA dau byng. Tén thuong gan c6 thé rd nén 16 rang
sau 12 dén 48 gidy sau khi ubng. R6 loan chuyén hoa glucose va nhilm toan

]

L

chuyén hba c6 thé xdy ra. Trong ngh ddc n3ng, suy gan cb thé tién trién
thanh bénh ndo, xudt huyé, ha dudng huyé&, phi ndo, xudt huyé tiéu hba va
ti vong. Suy than cp bao gbm hoai tl 6ng than cdp tinh véi biéu hién: Dau
thit lung, tiéu méu va protein niéu, c6 thé phat trién ngay c3 khi khong cb
t6n thuong gan wiemtrong.RQbannhipUmvaw&nwydam&odo.
X tef khi qué |
Bénh nhan nén dugc chuyén dén ca sd y t& ngay 13p tlic khi phat hién, tham
chf khi cc biéu hién clia qué lidu khong xudt hién, Nhang bidu hién budn
ndn, ndn khdng phin 4nh mdc d nghiém trong hodc nguy co tdn thuong
ndi tang.

Cb thé sit dyng than hoat tinh trong vdng 1 gids khi qué lidu.

Didu trj bing N-acetylcystein trong vong 24 gid sau khi qué liéu. Tuy nhién,
hiéu qua didu trj 18} wi 13 8 gid sau khi ubng qué lidu paracetamol, sau 8 gid,
hiéu qud clia thubc gidi doc gidm manh.

NE& cdn thié, N-acetylcystein tiém tinh mach dugc chi dinh. Methionin
duding udng c6 thé 1 Iya chon thay thé cho viing sdu viing xa va bén ngodi
bénh vién,

DUQC LYC HOC

Nhém téc dyng duge ly: Thubc gidm dau, ha s6t

Mai ATC: NO2BEO1

Co ché tac dyng gidm dau chua duge xac dinh ddy di. Paracetamol cb thé
dc ché téng hop prostaglandin tai hé thin kinh trung uong; & mac df thip
han, c6 thé thdng qua ca ché ngoai vi bing cich ngan chin sy phét sinh cic
xung thdn kinh cim giac dau.

Tac ddng ngoai bién cling c6 thé 13 do G ché tdng hop prostaglandin hodc
cac chdt khac 1am gidm sy nhay cdm clia cic thy thé dau véi kich thich co
hoc hodc héa hoc.

Ca ch€ ha sbt do tic dgng vao trung tam diéu hda nhiét ving duti ddi 1am
gidn mach ngoai bién, tang luu lugng méu qua da, d6 md hoi, mit nhiét. Co
ché tac dong trung tam c6 thé lién quan dén sy (c ché tdng hop prostaglandin
vang duoi déi.

DUQC BONG HOC

Paracetamol dugc hdp thu nhanh qua duding tiéu héa. Néng df trong huyét
tuong dat dinh trong 30 ph(t dén 2 gid sau khi udng.

Chuyén hoéa: Paracetamol dugc chuyén héa & gan va bai tiét qua nutc tiéu
chti y& duti dang lién hgp glucuronid va sulfat, < 5 % bai tié duti dang
paracetamol khdng chuyén héa. Thai gian bén thii thay déi tir 1 dén 4 gid.
Ty @ lién két véi protein khong dang ké & lidu trj ligu thong thudng, tuy
nhién ty & nay tang khi tang liéu.

Mot lugng nhé paracetamol bj N-hydroxyl héa bdi cytochrom P450 dé tao
nén N-acetyl-benzoquinonimin (NAPQ) d gan, chdt ndy dugc gidi doc bing
cach két hgp véi glutathion.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong nén dung thudc qua han (c6 ghi rd trén nhan) hay khi c6 sy nghi ngd
vé chit lugng thubc.

Boc ky hutng ddn si dyng trudc khi ding. Mudn biét thém théng tin vé
thud, xin hy héi y kién aia Béc s hogc Duyc si.

QUY CACH PONG GOI

Hop 10 I x 150 vién, c6 kém theo t& huong din sif dung.
Hnglewvien,obltémtheotGnglna'ldung.

DIEU KIEN BAO QUAN: Nai khd thoang, tranh anh sing, nhiét do khdng
qué 30°C.

Sau khi md ndp 14n ddu tién, bio quin lo thubc & noi khd thodng, tranh anh
sang, nhiét d khong qué 30 °C. Dy ndp ki sau khi sif dyng.

HAN DUNG: 36 thing ké tf ngdy sin xudt. Chl ding thudc trong vong
6 thang sau khi md ndp Idn ddu tien.

TIEU CHUAN CHAT LUGNG: TCCS.

Ngly xem xét sia d8i, cip nhjt ndi dung hudng din sit dyng thudc:
19/03/2025 ’

Co 58 sdn xudt
CONG TY CO PHAN DUQC DANAPHA
253 Dang ST Thanh Khe, P, Thanh Khe Tay, Q. Thanh Khe,
TP. Da Néng, Viét Nam
Tel: 0236.3760130/0236.3760131 Fax: 0236.3760127
Email: info@danapha.com ‘

Va phin phdi trén toan quic



