PARACETAMOL IMEX 500 mg [GMP WHO)

TUONG TAC, TWONG KY CUATHUOC:
Twongtac cua thudc:

VIEN NEN BAO PHIM

POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG.
DE XA TAM TAY TRE EM.

THANH PHAN CONG THU*C THUOC:

M@i vién nén bao phim chira:

Thanh phan dwoc chét: Paracetamol ............cocccoeveeveeeeenennn. 500 mg

Thanh phén ta dwerc: Tinh bot mi, Lactose monohydrat, Povidon, Magnesi

stearat, Hydroxypropyl methylcellulose, Candurin silver fine.

DANG BAO CHE:

Vién nén bao phim.

Vién nén dai, bao phim mau tréng, mot mat cé chir IMEX, mat con lai va

thanh vién c6 vach ngang & gitra.

CHIiPINH:

Lam gidm nhirc d4u, nhirc rang, dau nhirc bap thit, dau bung kinh, dau do

thap khop va ha sét.

LIEU DUNG - CACHDUNG:

Liéu dung:

- Ham lwgng Paracetamol chivra trong vién nén bao phim PARACETAMOL
IMEX 500 mg khéng thich hgp str dung cho tré em dwi 11 tudi.

- Ngu’ovl 1&n va tré em trén 11 tudi: udng 1 vién/lan, 3 - 4 1an/ngay. Khong
uong qua 8 vién trong 24 gio'.

Cach dung:

Dung duwdng udng.

Mot s6 lwu y dic biét vé xir ly thudce trwdre va sau khi str dung thudc:

Khoéng cé yéu cau dic biét vé xt ly thudce sau khi st dung.

CHONG CHiBPINH:

Qua mén véi paracetamol hodc bat cr thanh phan nao clia thube.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Paracetamol twong dbi khéng déc véi lidu diéu tri. Dai khi cé nhirng phan
(rng da gébm ban dat san ngira va may day; nhirng phan (rng man cam
khac gom phuthanh quan pht mach va nhirng phan &ng kiéu phan Vvé co
thé it khi xay ra. Gidm tidu cau, giam bach cau va gidm toan thé huyét cau
da xay ra voi viéc siv dung nhirng dan chat p - aminophenol, dac biét khi
dung keéo dai cac lidu I&n. Giam bach cau trung tinh va ban xuét huyet
glam tiéu cAu da xay ra khi diing Paracetamol. Hiém gap méat bach cau hat
& ngwdi bénh dung Paracetamol.

- Phaidung Paracetamol than trong & nguwdi bénh co thiéu mau tir trwérc, vi
chirng xanh tim c6 thé khong biéu 16 rd, méc du c6 nhitng ndng do cao
nguy hiém cta methemoglobin trong mau.

- Ubng nhiéu rvou co the gay tang doc tinh v&i gan clia Paracetamol, nén
tranh hodc han ché ubng rvou.

- Khéng dung véi bat ky thuéc nao chira Paracetamol.

- Khéng duoc ding Paracetamol dé ty diéu tri glam dau hon 10 ngay &
nguwoilén, qua 5 ngay & tré em va hon 3 ngay dé giam sbt cao kéo dai trir
khi cé chidinh clia bac si.

- Béc sTcan canh bao cho bénh nhan vé cac dau hiéu ctia phan (ng trén da
nghiém trong nhw: hgi chirng Stevens-Johnson (SJS), hdi chirng hoai tir
da nhiém déc (TEN) hay héi chieng Lyell, h6i chirng ngoai ban mun ma
toan than cap tinh (AGEP).

— Dung than trong v&i bénh nhan nhidu an thiéu mau, bénh tim, bénh phéi,
suy giém chtrc ndng gan hodc than nghiém trong, thiéu enzym G-6-P-D.

~ Thubc c6 chia ta duoc lactose (lactose monohydrat), nén nhixng bénh

nhéan khéng dung nap galactose mang tinh di truyén, thiéu hut lactase

Lapp hoackéem hap thu glucose-galactose thi khédng nén dung thuéc nay.

Thubc cé chiva tinh b6t mi (chira gluten voi ham lwong ratthap), it co kha

n&ng gay ra di t’ng néu bénh nhan bj bénh Celiac (di tng gluten). Tuy

nhién néu bénh nhan dj (rng Itia mi (khong phai bénh Celiac), khéng nén
str dung thudc nay.

SU’DUNG THUOC CHO PHU N(* O THAI VA CHO CON BU:

Strdung thuéc cho phu nik cé thai:

Chuwa xac dinh dwgrc tinh an toan ciia Paracetamol dung khi thai nghén lién

quan dén tac dung khédng mong mudn co6 thé cé déi v&iphat trién thai. Do d6

chinén dung Paracetamol & phu ni cé thai khi that can thiét.

Strdung thubc cho phu ni¥cho con bu:

Nghién ctru & nguoi me dung Paracetamol sau khi sinh cho con bu khéng

thay co tac dung khéng mong mudn & tré nhé bu me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Thubc khong gay anh hwéng dén kha ning lai xe va van hanh may méc.

- Uong dai ngay liéu cao Paracetamol Iam tang nhe tac dung chéng dong
ctia coumarin va dan chét indandion. Tac dung nay cé vé it hodc khang
quantrong v& lam sang.

- C&n phai chtiy dén kha nang gay ha sét nghiém trong & ngudi bénh dung
ddng thoi phenothiazin va liéu phap ha nhiét.

- Rwou, thuéc chéng co giat (phenytoin, barbiturat, carbamazepin),
isoniazid sé& lam tdng nguy co Paracetamol gay déc cho gan.

— Domperidon, metoclopramid cé thé lam t&ng hép thu clia paracetamol.
Tuy nhién, khéng can tranh s& dung ddng thdi paracetamol va
domperidon hoac metoclopramid.

~ Cholestyramin lam giam hap thu paracetamol Do d6, khéng st dung
cholestyramm trong vong 1 gio ké tir khi si dung paracetamol, néu can
tac dung gidm dau t6i da clia paracetamol.

— Paracetamol lam t&ng ndng dé trong huyét twong clia cloramphenicol.

Twong ky cuia thuéc:

Do khéng c6 cac nghién ctru vé tinh twong ky cha thudc, khong trén 1an

thubc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

- Ban da va nhirng phan (rng di trng khac thinh thoang xay ra, thwong la
ban dé hoac may day nhwng doi khi néng hon va co thé kem theo sét do
thuoc va thwong tén niém mac. Nguwoi bénh man cam vei salicylat hlem
man cam véi Paracetamol va nhirng thudc cé lién quan. Trong mét sé it
trwdng hop riéng 1&, Paracetamol da gay gidm bach cau trung tinh, giam
tiéu cau va gidm toan thé huyét cau.

— it g&p: ban da, budn nén, nén, loan tao mau (gidm bach cau trung tinh,
giam toan thé huyét cau, giam bach cau), thiéu mau, bénh than, doc tinh
than khilam dung dai ngay.

~ Hiém gap: phan (rng qua man.

Théng bao cho Bac si nhivng tac dung khéng mong muén gép phai khi

strdung thuéc.

QUALIEU VA CACH XU TRi:

Qualiéu:

- Nh|em doc Paracetamol cé the do dung mot lidu ddc duy nhét, hodc do
uong 13p lai lidu &N, hoac do udng thubc dai ‘ngay. Hoai tr gan phu thudc
lidu la tac dung ddc cAp tinh nghiém trong nhét do qua lidu va co thé gay tir
vong.

- Budn ndn, nén, dau bung thuwdng xay ra trong vong 2 - 3 gio’ sau khi ubng
lidu doc cua thude. Methemoglobin - mau, dan dén chirng xanh tim da,
niém mac va méng tay la d4u hiéu dac trung nhiém déc cap tinh dan chét
p-aminophenol. Tré em c6 khuynh hwéng tao methemoglobin dé& hon
ngudilon sau khi ubng Paracetamol.

- Dau hiéu lam sang thvong tbn gan tré nén rd rét trong vong 2 - 4 ngay sau
khi uéng lidu doc. Aminotransferase huyét twong tang (doi khi tang cao)
va ndng db bilirubin trong huyét twong ciing co6 thé tang; khi thwong tén
gan lan rong, thoi gian prothrombin kéo dai. C6 thé 10% ngudi bénh bj
ngd doc khong dwoc didu tri déc hiéu da co tdn thwong gan nghlem trong,
trong s6 d6 10% - 20% chét vi suy gan. Suy than cap cung xay ra & mot so
ngwoi bénh. Sinh thiét gan phét hién hoai te» trung tam tiéu thuy tri vung
quanh tinh mach ctra. O nhirng trwong hop khodng t& vong, thwong tén
gan phuc hdi sau nhiéu tuan hoac nhiéu thang.

Cach xtp tri:

Chén doan sé'm rat quan trong trong didu tri qua lidu Paracetamol. Can riva

da day trong moi trwdng hop, tét nhéat trong vong 4 gio sau khi ubng. Liéu

phap giai doc chinh Ia dung nhitng hop chét sulfhydryl, phai dung thudc
ngay lap tirc néu chwa dén 36 gio ké tir khi ubng Paracetamol. Diéu tri véi

N-acetylcystein cé hiéu qua hon khi cho thuéc trong thdi gian dwéi 10 gier

sau khi uéng Paracetamol.

Ngoai ra cé thé diing than hoat hoac chat tAy mudi vi chiing cé kha ning lam

gidm hap thu Paracetamol.

QUY CACHBONG GOI: Hop 10 vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN: Khong qua 30°C, tranh &m va anh sang.

HAN DUNG: 48 thang ké& tir ngay san xuét.

TIEU CHUAN CHAT LWONG CUA THUOC: Tiéu chuan: BP.
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