MEXCOLD®150

THUOC COM PHAHON DICH UONG
« Poc ki hwéng dan sir dung treéee khi dung.

. Dé xatamtay tré em.
. Thong bao ngay cho bac si hoac dwoc sinhirng tac dung khong mong
muén gép phai khi st dung thuéc.

HUONG DAN SU DUNG THUOC CHO NGU'O'l BENH

THANH PHAN

M0i goi chlra: Paracetamol ... 150 mg
Ta dwoc: Manitol, Buwdng trang, Povidon, FD & C Red 40 powder, Bot mui dau,
Aspartam.

MO TA SAN PHAM

Thubc cdm, khé toi, mau hdng, cé muithom.

QUY CACHBPONG GOI

Hop 12g6ix1,4g.

THUOC DUNG CHO BENH Gi

Paracetamol dwoc dung rong réi trong diéu tri ha sbt va giam dau tir nhe dén viva nhw
dau d4u, dau rang, dau nhirc bap thit, dau bung kinh, dau do thap khép.

NEN DUNG THUOC NAY NHU' THE NAO VA LIEU LUONG

Cach dung: hoa thudc véi mét it nwéc chin. Co thé ubng trwdre hay sau biva an.

Liéu lwong:

- Dung cho tré tir 2 tudi dén 10 tudi:

+ Trétr2-5tudi: 1 gm/lan Khong qua 6 goi/ 24 gid.

+ Tré ttr6 - 8tudi: 2 goi/ lan. Khong qua 8 goi/ 24 gio.

+ Tréttr9- 10 tudi: 2 goil 1an. Khdng qua 12 géil 24 gid.

~ Céach 4-6gio dung moétlan néu can.

- Khéng dwoc dung paracetamol dé tu diéu tri gidm dau qua 5 ngay hoac tw diéu trj
s6t cao (> 39,5°C) kéo dai trén 3 ngay hoac sét tai phat & tré em, triy khi do thay
thudc chidinh.

KHINAO KHONG NEN DUNG THUOC NAY

Bénh nhan khong dwoc str dung Mexcold 150 néu thudoc mot trong cac trwdng hop

sau:

- Di rng v&i paracetamol hay bat civ thanh phan nao cla thuéc (xem muc Thanh
phan).

~ Bénhtim mach, bénh phéi.

- Nguwoisuy gan, suy than.

~ Nguw®ibénh thiéu hut men glucose-6-phosphat dehydrogenase.

TAC DUNG KHONG MONG MUON

Thubc Mexcold 150 c6 thé gay ra mét vai tac dung khéng mong muén méc du khéng

phai bénh nhan nao ciing gap phai. Bénh nhan can théng bao ngay cho bac si néu

thay xuét hién cac triéu chirng sau:

- Bandavanhing phén ¢¢ng di (ng khac thinh thoang xay ra. Thuwong la ban dé hoac
may day, nhwng doi khi néng hon va co thé kém theo sét do thudc va thwong tén
niém mac. Néu thay sbt, bong nwéc quanh cac hbc tu nhién, nén nght dén hoi
chirng Stevens - Johnson va phal ngeng thubc ngay. Trong mot so it trucyng hop
rleng &, paracetamol da géy giam bach cau trung tinh, gidm tiéu cau va giam toan
thé huyet cau.

- itgap:

+ Da: phatban.

+ Daday - rut; bubn non, non.

+ Huyet hoc: réi loan tao mau (giam bach cau trung tinh, giam tiéu cau, gidm toan
thé huyét cau) thiéu mau, dan dén co cac biéu hién nhw dé bi vét bam tim hoic dé
chay mau, d& nhiém khuan,..

+ Than: bénh than, doc tinh than (s6t, tiéu ra mau, budn ngu, 1t 1&n, phat ban, budn
nén, nén, sung & bat ky viing ndo trén co thé, tang can (do gitr nwéc), tdng hodc
gidm lwong nwéctiéu, ...) khilam dung paracetamol daingay.

- Hiém gap:

+ Da: phan (rng da nghiém trong nhw h()i chirng Stevens - Johnson, hoi chL’Png
Lyell, hoai t& biéu bi nhiém déc, mun ma ban dé toan than cp hiém khi xay ra,
nhung c6 kha nang gay t& vong. Néu thdy xuét hién ban hodc cac biéu hién khac
ve da, phai nglrng dung thudc va tham kham thay thudc.

+ Khac: phan trng qua man.

NEN TRANH DUNG NHI’NG THUOC HOAC THYC PHAM Gi KHI BANG SU
DUNG THUOC NAY
- Bénh nhan can néi v&i bac sTvé cac loai thubc da hodc dang st dung gan day, bao
gdm ca cac thubc ké don va thubc khdng ké don.
- Paracetamol c6 thé bj &nh huwdng hodc lam anh hwéng dén tac dong clia mét sb
thuéc khi st dung déng thei, bao gém:
+ Thubc chéng déng mau (coumarin va dan chatindandion).
+ Colestyramin.
+ Metoclopramid, domperidon.
+ Cloramphenicol.
- Paracetamol cé thé lam trdm trong hon hodc gay ra mét s bénh khi diing déng thoi
v6i cac thube sau:
+ Phenothiazin: gay ha than nhiét nghiém trong & ngudi bénh.

+ Ubng rwou qua nhidu va dai ngay, thuéc chéng co giat (phenytoin, barbiturat,
carbamazepin), isoniazid: doc tinh trén gan. Ngudi bénh can han ché tw ding
paracetamol khi dang diéu tri v&i cac thube chéng co giat hay isoniazid.

CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUOC

- Dung thuéc ngay khi nh& ra va ding lidu ké tiép nhuw thuwong ngay. Néu thoi gian
dung thuéc quagan voi liduké tiép, co thé bé qua lidu da quén.

- Khéng dung liéu gap déi dé bd sung cho liéu da quén.

CANBAO QUAN THUOC NAY NHU THE NAO

Dwéi30°C, tranh &m va anh sang.

NH’NG DAU HIEU VA TRIEU CHPNG KHIDUNG THUOC QUA LIEU

- Nhiém doc paracetamol co thé do diing mot liéu ddc duy nhét, hoac do uong 1ap lai
lidulén (vidu7,5-10 g méi ngay, trong 1 - 2 ngay), hogc do ubng thubc dai ngay.
Hoai tr gan phu thudc liéu la tac dung déc tinh cp nghiém trong nhét do qua lidu va
c6thé gay tir vong.

- Budn ndn, nén, dau bung thwéng xay ra trong vong 2 - 3 gidr sau khi udng liéu doc
cia thuéc. Chirng xanh tim da, ni&ém mac va moéng tay la d4u hiéu dac trung nhiém
doc cap tinh din chét p-aminophenol. Tré em c6 khuynh huéng dé bi chirng xanh
tim hon nguwoi 16n sau khi ubng paracetamol.

— DAu hiéu lam sang tén thvong gan tré nén rd rét trong vong 2 - 4 ngay sau khi ubng
lidu déc, thé hién qua cac két qua xét nghiém: aminotransferase huyét twong tang
(d6i khi tang cao) va ndng do bilirubin trong huyét twong cling co thé tang; khi
thuwong tén gan lan rong, thoi gian prothrombin kéo dai. C6 thé 10% ngudi bénh bj
ngd doc khong dwoc diéu tri dac hidu da co thwong tén gan nghiém trong, trong sé
d6 10% - 20% chét vi suy gan. Suy than cép ciing xay ra & mot s6 ngudi bénh.

CAN PHAILAM Gi KHIDUNG THUOC QUA LIEU KHUYEN CAO

- Bénh nhan can théng bao ngay cho bac si khi diing thudc qua liéu khuyén cao dé
duochwéng dan va cap civu kip thoi.

- Khi xay ra qua liéu, bénh nhan can dwoc tién hanh rira da day trong moi trwong
hop, tbt nhat trong vong 4 gi¢r sau khi uéng.

- Liéu phap gidi doc chinh la dL‘Jng N-acetylcystein. Phai dung thuéc ngay lap tirc
trong vong 36 gio’ va hiéu qua hon trong vong 10 gio’ sau khi udng paracetamol.
Cho uong N-acetylcystein voi lidu dAu tién 1a 140 mg/kg, sau d6 cho tiép 17 lidu
niva, mdi lidu 70 mg/kg cach nhau 4 glo' motlan.

- Néu khong co N-acetylcystein, ¢ thé dung methionin va tién hanh diéu tri trong
vong 10 - 12 gi¢r sau khi ubng paracetamol. Liéu uéng ban dau 14 2,5 g, tiép theo cv
cach 4 gio lai ubng 2,5 g, udng khoang 3 1an. Biéu tri phu thudc vao néng do
paracetamol trong huyét twong.

- Ngoai ra, bénh nhan c6 thé dwoc cho ding than hoat hodc chét tdy mudi dé lam
giam hap thu paracetamol.

NH{’NG BIEU CAN THAN TRONG KHIDUNG THUOC NAY

- Nguoibénh nén tham khao y kién bac sf trwéc khi stv dung va trong qua trinh diing
thudc phaithatthan trong néu thudc mét trong cac ddi twong sau:

+ Nguoibénh co thiéu mau tr trudre.

+ Nguoibj suy gidm chire néng gan hodc than.

- Ubng nhiéu rwou co thé tang doc tinh trén gan clia paracetamol. Vi vay, nén tranh
hoac han ché uéng rwou va cac san pham chtra rwou khi str dung Mexcold 150.

- Paracetamol twong d6i khong doc véi lidu didu tri. Dai khi cé nhivng phan &rng da
gdm ban dat san, nglra va may day, phu thanh quan phi & mét, mat, moi, ludi,
hong, ... Giam sb Iuong t& bao mau (giam bach cau trung tinh) va ban xuét huyét
(do glam tiéu cau) da xay ra khi dung paracetamol. Néu thay xuét hién phan tng
trén da ho&c cac phan (ng qua man nhw trén, phai ngirng thubc va lién hé véi bac
sTdé dwoc xir trikip thoi.

- Ngwoi bénh can than trong khi dung Mexcold 150 vi thubc cé chira cac ta dwoc
sau:

+ Manitol: c6 tadc dung nhuén trang, gay tiéu chay nhe.

+ Puong trdng: bénh nhan da tirng dwoc chan doan khéng dung nap véi mét sé
loai dwong (fructose, glucose, galactose,...) can hai y kién bac si trudc khi diing
Mexcold 150.

+ Tadwoc mau FD&C red 40 powder: la tac nhan gay di (ng. Do d6, can than trong
khi duing thudc cho nhitng bénh nhan dé bj dj ('ng béi tac nhan nay.

+ Aspartam: chuyén héa trong da day - rut thanh phenylalanin sau khi ung. Vi
vay, ngwdi bi phenyl-ceton niéu (thiéu hut gen xac dinh tinh trang cla
phenylalanin hydroxylase) va ngudi phai han ché lwgng phenylalanin dua vao
co thé can than trong khi dung thuéc nay.

- Phy ni* mang thai: chwa c6 day du cac tai liéu khoa hoc v& viéc s dung
paracetamol & phu n¥ ¢é thai. Do d6, hdi y kién bac st trwdc khi str dung thudc cho
phu nlr mang thai.

- Phu ni¥ cho con bu: nghién ctru & ngwdi me cho con bu dung paracetamol cho
thay thubc tiét qua stva vai Iwong r&t nhd, khdng c6 y nghta lam sang va khong thay
6 tac dung khong mong mudn & tré nhd bu me. Tuy nhién, tét nhat hoi y kién bac st
trwére khi dung thube.

- Tac déng chia thudc khi lai xe va van hanh may méc: thubc khéng anh huéng
dén kha nang lai xe va van hanh may moc.

KHINAO CAN THAM VAN BAC Si, DUQ'C ST

~ Can thong bao cho bac si hodc dwgc si nhitng tac dung khéng mong muén gép
phai khi st dung thuéc.

- Néu can thém thong tin xin héi y kién bac sThodc dwoc si.

HANDUNG

24 thang ké tir ngay san xuét. TGD0039-4

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG TO HUONG DAN SU

DUNG THUOC

<Ngay/thang/nam>

HU'GNG DAN SI’ DUNG THUOC CHO CANBOQ Y TE

DUQCLUCHOC

- Nhom dwocly: giam dau, ha sét.

- MaATC: NO2BEO1

— Paracetamol la chat chuyén hoa cé hoat tinh clia phenacetin cé tac dung gidm dau
- ha sét. Thubc tac dong lén viing dudi ddi gay ha nhiét, téa nhiét tang do gian mach
vatang lwu lwong mau ngoai bién.

— Paracetamol v&i lidu didu tri it tic dong dén hé tim mach va hé hap. Thudc khong
lam thay di can béng acid - base, khong gay kich (rng, xwéc hodc chay mau da day
vi paracetamol chi tac dong dén cyclooxygenase/prostaglandin clia hé than kinh
trung wong.

- Paracetamol 1am giam than nhiét & ngudi bénh st nhung hiém khi lam giam than
nhiét & ngwdi binh thwdng.

DUQ'CBONGHOC

~ Paracetamol dwoc hap thu nhanh chéng va gan nhu hoan toan qua duwdng tiéu
héa. Ndng dé dinh trong huyét twong dat dwoc trong vong 30 - 60 phut sau khi uéng
véilidu diéu tri.

— Paracetamol phan b nhanh va doéng déu trong phan Ién cac mé cla co' thé.
Khoang 25% paracetamol trong mau két hop véi protein huyét tuong.

- Paracetamol bi N-hydroxyl héa b&i cytochrom P4s0 tao thanh chat chuyén hoa
trung gian N-acetyl- benzoqumonlmln Chét chuyén hoa nay lién hop voi glutathion
va duoc dao thai qua nuwéc tiéu duwdi dang acid mercapturic. Khi ung liéu cao
paracetamol, lwong chat chuyén héa nay sé tang I&n va lam can kiét lwong
glutathion cta gan; trong tinh trang do, phan (rng ctia né véi nhom sulfhydryl ctia
protein gan ténglén, c thé dan dén hoai tr gan.

~ Paracetamol dwoc bai tiét chii yéu qua nuwéc tiéu. Thoi gian ban thai cda
paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai voi liéu gay ddc hodc & ngwdi bénh co
tbnthwong gan.

CHIiPINH

Paracetamol dwoc diing réng rai trong diéu tri ha sét va giam dau tir nhe dén viva nhw

dau dau, dau rang, dau nhirc bap thit, dau bung kinh, dau do thap khop.

LIEU LUQNG - CACHDUNG

Céach duing: hoa thudc véi mét it nuéc chin. Co thé ubng trudc hay sau biva an.

Liéu lwgng:

~ Dung cho tré tir 2 tudi dén 10 tudi:

+ Trétir2-5tudi: 1 gm/lan Khong qua 6 goi/ 24 gio'.
+ Tré ttr6 - 8tudi: 2 goi/ lan. Khdng qua 8 goi/ 24 gio.
+ Tré tr9 - 10tudi: 2 goil 1an. Khdng qua 12 goil 24 gid.

~ Cach4-6gid dung moétlan néu can.

- Khoéng dworc dung paracetamol dé tu diéu tri glam dau qua 5 ngay hoac ty diéu trj
sbt cao (> 39,5°C) kéo dai trén 3 ngay hoac sbt tai phat & tré em, triv khi do thay
thuéc chi dinh.

CHONG CHiDINH

- Man cam véi paracetamol hay bét ctr thanh phan nao ctia thude.

- Bénhtimmach, bénh ph0|

- Nguwoisuy gan, suy than.

~ Nguwdi bénh thiéu hut glucose-6-phosphat dehydrogenase.

THAN TRONG

- Paracetamol twong déi khong doc vei liéu diéu tri. Doi khi cé nhirng phan &ng da
gdm ban dat san, nglra va may day; nhirng phan (rng man cam khac gébm phu
thanh quan, phti mach. Gidm bach cau trung tinh va ban xuét huyét giam tiéu cau
da xay rakhidung paracetamol

- Dung paracetamol than trong & nguoi bénh co thiéu mau tlr trwdrc vi chirng xanh
timco thé  khong biéu hién rd, méc diindng do methemoglobm trong mau cao.

~ Ubng nhiéu rwou co thé tang doc tinh trén gan ctia paracetamol, nén tranh uéng
rwou.

- Dung than trong véi ngwdi bi suy gidm chirc nang gan hodc than.

- Béac sican canh bao bénh nhan vé cac d4u hiéu ciia phan (rng trén da nghiém trong

nhw héi chivng Stevens - Johnson (SJS), hdi chirng hoai t&r da nhiém déc (TEN)

hay hoi chirng Lyell, hoi chirng ngoai ban mun md toan than cap tinh (AGEP).

Nguwoi bénh can than trong khi dung Mexcold 150 vi thubc c6 chira cac ta duwoc

sau:

+ Manitol: c6 tdc dung nhuan trang, gay tiéu chay nhe.

+ Dudng trdng: bénh nhan da tirng duoc chan doan khong dung nap véi mét sé
loai dwong (fructose, glucose, galactose,...) can hdi y kién bac sT trwéc khi dung
Mexcold 150.

+ Tadwoc mau FD&C red 40 powder: la tac nhan gay dj rng. Do d6, can than trong
khi duing thuéc cho nhitng bénh nhan dé bj di ('ng b&i tac nhan nay.

+ Aspartam: chuyén hoa trong da day - rudt thanh phenylalanin sau khi uéng. Vi
vay, ngudi bj phenyl-ceton niéu (thiéu hut gen xac dinh tinh trang cla
phenylalanln hydroxylase) va nguoi phai han ché Iwgng phenylalanin dwa vao
co thé can than trong khi dung thubc nay.

- Phu nir mang thai: chuwa co day di cac tai liéu khoa hoc vé viéc st dung
paracetamol & phu ntr co thai. Do dd, hdiy kién bac si trudc khi str dung thudc cho
phu nlr mang thai.

- Phu nir cho con bu: nghién ctru & ngwdi me cho con bu ding paracetamol cho

thay thubc tiét qua stra voi Iucvng ratnhd, khong co y nghia lam sang va khong thay
c6 tac dung khdng mong mudn & tré nhé bu me. Tuy nhién, tét nhat hoi y kién bac st
trwéc khi dung thube.

- Tac dong cua thubc khi lai xe va van hanh may méc: thubc khong anh hwéng
dén kha nang l4i xe va van hanh may moc.

TUWONG TAC THUOC

— Coumarin va dén chét indandion: ubng dai ngay va lidu cao paracetamol lam tang
nhe tac dung chong déng clia coumarin va dan chatindandion.

- Phenothiazin: can phai cht y dén kha nang gay ha sét nghiém trong & ngudi bénh
dung déng thoi phenothiazin véi paracetamol hoac cacliéu phap ha nhiét.

- Uéng ruou qué nhidu va dai ngay: c6 thé 1am tang doc tinh cho gan.

- Thuéc chong co giat (phenytoin, barbiturat, carbamazepin): géy cam &ng enzym &
microsom thé gan lam ting chuy&n héa paracetamol thanh nhirng chat doc hai
chogan.

- Isoniazid: phbihop véi paracetamol gay tang doctinh & gan.

— Colestyramin: 1am giam téc do hap thu ctia paracetamol. Do do, khéng nén dung
colestyramin trong vong 1 gio trwéc va sau khi udng paracetamol.

- Metoclopramid, domperidon: c6 thé 1am téng sw hép thu cta paracetamol. Tuy
nhién, van co6 thé phdi hop khi can thiét.

- Cloramphenicol: paracetamol 1am gia tdng ndng dé cloramphenicol trong huyét
twong.

TAC DUNG KHONG MONG MUON

- Bandavanhing phén ¢¢ng di tng khac thinh thoang xay ra. Thuong la ban dé hoac
may day, nhwng doi khi nang hon va co thé kém theo sét do thudc va thvong ton
niém mac. Néu thay sét, bong nwéc quanh cac hbc tu nhién, nén nght dén hoi
chirng Stevens - Johnson va phal ngung thubc ngay. Trong mot so it truong hop
r|eng 1é, paracetamol da gay giam bach cau trung tinh, gidm tiéu cau va giam toan
thé huyét cau.

_ itgép, 1/1000 <ADR < 1/100
+ Da: phatban.

+ Daday - rudt: budn nén, nén.

+ Huyét hoc: loan tao mau (gidm bach cau trung tinh, giam tiéu cu, gidm toan thé
huyét ciu), thiéu mau.

+ Than: bénh than, ddc tinh than khilam dung dai ngay.

- Hiém gap, ADR <1/1000

+ Da: Phan (rng da nghiém trong nhu hoi chirng Stevens - Johnson, hdi chwng
Lyell, hoai t& biéu bi nhiém ddc, mun ma ban d6 toan than cép hiém khi xay ra,
nhwng co6 kha nang gay ttr vong. Néu thay xuét hién ban ho&c cac biéu hién khac
vé& da, phai ngirng duing thudc va tham kham thay thudc.

+ Khac: phén ('ng qué man.

Hwéng dan cach xir tri ADR

Néu xay ra ADR nghiém trong, phai ngwng diing paracetamol va ap dung cac bién

phap cap ctvu kip thoi.

QUALIEU VA CACHXU TRI

Biéu hién qualiéu

- Nhiém doc paracetamol co thé do duing mét liéu déc duy nhét, hoac do uong 1ap lai
lidulén (vidu7,5-10 g méi ngay, trong 1 - 2 ngay), hodc do ubng thubc dai ngay.
Hoai ttr gan phu thudc lidu 1a tac dung doc tinh cap nghiém trong nhét do qua lidu va
c6thé gay tirvong.

~ Budn ndn, ndn, dau bung thwdng xay ra trong vong 2 - 3 gidr sau khi udng liéu déc
clia thube. Néng dé cao methemoglobin dan dén chirng xanh tim da, niém mac va
mong tay 1a dau hiéu dac trung nhiém doc cap tinh dén chét p-aminophenol. Tré em
c6 khuynh hwéng tao methemoglobin dé hon ngudilén sau khiubng paracetamol.

- DAu hiéu lam sang tén thuwong gan tré nén rd rét trong vong 2 - 4 ngay sau khi uong
lidu doc. Aminotransferase huyet twong téng (d6i khi tang cao) va nong do bilirubin
trong huyét twong cling co thé ting; khi thwong tdn gan lan réng, thdi gian
prothrombin kéo dai. Cé thé 10% ngudi bénh bj ngo doc khong dwoc diéu trj d&c
hiéu da co6 thuwong tdn gan nghiém trong, trong s6 d6 10% - 20% chét vi suy gan.
Suy than cap cling xay ra & mot sé nguwdi bénh.

Xp tri

- Canrira daday trong moi trudrng hop, tdt nhat trong vong 4 gidr sau khi uéng.

- Liéu phap gidi doc chinh la dL‘Jng N-acetylcystein. Phai dung thuéc ngay lap tirc
trong vong 36 gio' va hiéu qué hon trong vong 10 gio' sau khi ubng paracetamol.
Cho uodng N-acetylcystein voi lidu dAu tién 1a 140 mg/kg, sau d6 cho tiép 17 lidu
ni¥a, mdiliéu 70 mg/kg cach nhau 4 glo' motlan.

- Néu khong co N-acetylcystein, c6 thé dung methionin va tién hanh diéu tri trong
vong 10-12 gi&r sau khi udng paracetamol. Liéu ubng ban dau la 2,5 g, tiép theo ctr
cach 4 gio lai udng 2,5 g, udng khoang 3 1&n. Diéu tri phu thudc vao néng do
paracetamol trong huyét twong.

- Ngoai ra, c6 thé dung than hoat hozic chét thy mudi vi chiing c6 kha nang lam giam

hap thu paracetamol.

IMEXPHARM
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