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Partamol eff.

THANH PHAN
M®&i vién nén sdi bot chira:
Paracetambl.....civmmuiiiiimiaimmesmnsiiisna 00 mg
Taduge vira dd.....ccceveemnen JE— Y, -1

(Acid citric khan, natri bicarbonat khan, natri carbonat khan, natri
benzoat, PEG 6000, natri saccharin, povidon K30, aspartam, bdt
mui chanh)

MO TA
Vién nén tron, mau trdng dén tréng nga, hai mat bang, mot mat
khéc vach, mét mat tron.

DUQC LYC HQC
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) &
chét chuyén héa co hoat tinh cta phenacetin, la thudc gidm dau
- ha sbt htru higu co thé thay thé aspirin; tuy vay, khac voi
aspirin, paracetamol khdng cd hidu qua didu trj viém. Véi lidu
ngang nhau tinh theo gam, paracetamol cd tac dyng giam dau
va ha sét twong ty nhw aspirin.
Paracetamol 1am gidm than nhiét & ngudi bénh sét, nhung hiém
khi 1am gidm than nhiét & ngudi binh thudng. Thube téc dong
1&n viing du¢i dbdi gdy ha nhiét, téa nhiét tang do gian mach va
tang luu lugng mau ngoai bién.
Vi lidu didu tr, paracetamol it tac ddng dén hé tim mach va ho
hép, khdng lam thay ddi can bang acid - base, khéng gay kich
ing, loét hodc chdy mau da day nhu khi ding salicylat. Tac
dung clia paracetamol trén hoat tinh cyclooxygenase chua dugc
biét ady du. Véi lidu 1 g/ngay, paracetamol 1a mét thubc (e ché
cyclooxygenase yéu. Tac dung (¢ ché cla paracetamol trén
cyclooxygenase-1 yéu. Paracetamol thuéng dugc chon 1am
thubc gidm dau va ha sét, ddc bit & nguoi cao tudi va & ngudi
co chdng chi dinh ding salicylat hodc NSAID khéc, nhu ngudi bj
hen, co tién sir loét da day ta trang va tré em.
Paracetamol khdng cd tac dung trén sy két tap tidu clu hodc
theri gian chay mau.
Vi lidu didu tri, paracetamol chuyén hoa chl yu qua phan tng
lién hep sulfat va glucuronid. M@t lugng nhé thudng chuyén
thanh mdt chét chuyén hoa doc, N-acetyl-p-benzoquinonimin
{NAPQI&. NAPQI dugc khir déc bang glutathion va dao thai vao
nuoc tidu valhodc méat. Khi chét chuyén héa khéng dugc lign
hop véi glutathion s& gay ddc cho céc té bao gan va gay hoal tir
té bao, Paracetamol thudng an toan khi ding véi lidu didu tr, vi
lwvgng NAPQI dugc tao thanh tuong déi it va glutathion tao
thanh trong té bao gan du lién hgp voi NAPQI, Tuy nhién, khi
qué liéu hodc ddi khi voi lidu thueng ding & mot s ngudi nhay
cam (nhw suy dinh du®ng, hodc tuong tac thube, nghién rugqu, cor
dja di truyén), ndng do NAPQI c6 thé tich liy gay ddc cho gan.

DUQC PONG HOC
Paracetamol dugec hép thu d& dang qua dwong tidu hoa voi
néng d3 dinh trong huyét twong dat tir 10 - 60 phat sau khi udng.
Paracetamol duwgc phan bb trong hdu hét cac mé cla co thé,
Thudc qua duge nhau thai va hién dién trong sira me. Sy gén két
clia thuéc voi cac protein huyét twong khéng dang ké & ndng 4o
diéu trj théng thuéng nhung tang Ién khi ndng do thubc tang, Thoi
gian ban thai khodng 1 - 3 gie.
Paracetamol chuyén héa hdu hét qua gan va thai try qua nudéc
tidu chi yéu dudi dang lién hop voi glucuronid va sulfat. Dudi
5% thude duge dao thai dudi dang khéng ddi. Chét chuyén hoa
thee yéu do sy hydroxyl héa (N-acetyl-p-benzoquinonimin)
thudng dugce sinh ra véi lugng rét nhd & gan va than. Chét nay
duoc gidi doc bang sy két hop voi glutathion nhung co tha tich
Ity sau khi qua lidu paracetamol va gay tén thuong mé.

CHI BINH
Diing trong céc con dau tir nhe dén vira va sét, dac biat dbi voi
nhirng bénh nhan bj chéng chi dinh hay khéng dung nap
salicylat. Thudc co tac dong gidm dau tét nhét trén nhing con
dau nhe khong thude ngudn gbe ndi tang.

LIEU LU'QNG VA CACH DUNG
Vién nén sui bet Partamol eff. dugc dung dudng ubng. Hoa
tan vién thubc trong mét ly nudére.

— Khéng dugc ty y ding paracetamol dé gidm dau qua 10
ngay déi véi ngudi Ion va 5 ngay dbi voi tré em.

- Khéng dugc ty y ding paracetamol d& ha sét trong nhirng
truéng hop sbt cao (trén 39,5°C), sbt kéo dai hon 3 ngay
hodc sét tai phat.

— Nguwdi Ién va tré em trén 11 tudi: 1 vién/ldn mdi 4 - 6 gio khi
can thiét nhuwng khéng dugc qua 4 g/ngay.

CHONG CHI B|NH

- Bénh nhan nhiéu I4n thiéu mau hodc cé bénh tim, phdi, than

hodc gan.

Bé&nh nhan nghién rugu.

— Bénh nhan qua méin véi paracetamol.

~ Bénh nhan thiéu hyt enzym glucose-6-phosphat dehydrogenase.

THAN TRONG

— Partamol eff. chira natri bicarbonat khan, natri carbonat khan,
natri benzoat, natri saccharin, do do, bénh nhan ché do dn cén
han ché natri.

— Paracetamol tuong déi khéng doc & lidu didu trj. Doi khi co
nhirng phan rng da gdm ban dat sdn ngra va may day; nhirng
phan Gng man cam khac gdm phu thanh quén, phu mach va
nhiing phan &ng kidu phén vé c6 thé it khi xay ra. Giam tidu cu,
gidm bach céu va gidm toan thé huyét cu da xay ra voi viée sir
dung nhirng dén chét p-aminophenol, dac biét khi ding kéo dai
cac lidu I&n. Gidm bach cu trung tinh va ban xuét huyét giam
tidu cdu da xay ra khi ding paracetamol. Hiém gaip mét bach céu
hat & ngudi bénh ding paracetamol.

— Nguwi bj phenylceton - niéu (nghfa 14, thiéu hyt gen xac dinh tinh
trang cha phenylalanin hydroxylase) va ngudi phai han ché
lwgng phenylalanin dwra vao co thé phai duge canh bao la mot
sb ché phdm paracetamol chira aspartam, sé chuyén hoa trong
da day - ruft thanh phenylalanin sau khi uéng.

— Phai dung paracetamol thén trong & ngudi bénh cd thidu mau
trude, vi chirng xanh tim cé thg khéng biéu 16 rd, mac di co
nhirng ndng d9 cao nguy hiém clia methemoglobin trong mau.

- Uéng nhidu ruqu cé thé tang doc tinh voi gan cla paracetamol;
nén tranh hodc han ché udng rugu.

- Ding thén trong véi ngudi bj suy gidam chic nang gan hodc
than.

— Béc sT cén canh bao bénh nhan v& cac ddu hiéu clia phdn ing
trén da nghiém trong nhw h§i chirng Stevens-Johnson (SJS), hdi
chirng hoai t&r da nhiém doc (TEN) hay hdi chirng Lyell, héi chirng
ngoai ban mun md toan than cép tinh (AGEP).

TUONG TAC THUOC

— Cholestyramin: Cholestyramin 1am gidm téc dé hép thu cla

paracetamol. Do do, cholestyramin khéng nén uéng trong véng 1

gi¢r néu mudn gidm dau téi da.

Ubng dai ngdy lidu cao paracetamol lam tang nhe tac dung

chéng déng clia coumarin va din chét indandion.

Cén phai chi y dén kha ndng géy ha sét nghiém trong & nguroi

bénh dung déng th&i phenothiazin va liéu phap ha nhiét.

Ubng rugu qué nhidu va dai ngay cé thd lam tang nguy co

paracetamol gdy dc cho gan.

- Thuéc chéng co gidt (gdm phenytoin, barbiturat, carbamazepin)
g8y cadm (ng enzym & microsom thé gan, cé thé lam tang tinh
ddc hai gan cla paracetamol do tang chuyén hoa thuée thanh
nhang chét ddc hai véi gan. Ngoai ra, dung déng thoi isoniazid
v&i paracetamol cling c6 thé dan dén tang nguy co déc tinh véi
gan, nhung chua xac dinh dugc co ché chinh xac clia tvong tac
nay. Nguy co paracetamol gay ddc tinh gan gia tdng dang ké &
ngudi bénh ubng liéu paracetamol Ién hon lidu khuyén dung
trong khi dang dung thuée chéng co giat hodc isoniazid. Thuong
khong cn gidm lidu & nguodi bénh ding déng thoi lidu didu tr
paracetamol va thubc chgng co giat; tuy vay, ngudi bénh phai
han ché ty dung paracetamol khi dang dung thudc chéng co giat
hodc isoniazid.
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PHY N CO THAI VA CHO CON BU
Phy nr cé thai
Chura x4c dinh dugec tinh an toan cla paracetamol ding khi thai
nghén lign guan dén tac dung khéng mong muén co thé co déi
voi phat trién thai. Do d6, chi nén ding paracetamol & ngudi
mang thai khi that cén.
Phuy ni¥ cho con bu
Nghién ctru & ngudi me cho con b, ding paracetamol khéng
théy cb tac dung khdng mong muén & tré nhd b me.

ANH HUONG TREN KHA NANG LAl XE VA VAN HANH MAY

MOocC
Khéng co.

TAC DUNG KHONG MONG MUON
Ban da va nhirng phén (rng dj (rng khéc thinh thodng xay ra.
Thueng 14 ban dd hodc may day, nhung ddi khi nang hon va co
thé kém theo sét do thuéc va thuong tén niém mac.
itgép
Da: Ban.
Tiéu héa: Budn nén, non.
Méu: Loan tao mau (gidm bach cdu trung tinh, gidm toan thé
huyét cdu, gidm bach cdu), thidu mau.
Thén: Bénh thén, dgc tinh than khi lam dung dai ngay.
Hiém gap
Khéc: Phan (rng quéa méan.

QUA LIEU VA XU TRI
Tri¢u chirng
Nhiém dgc paracetamol co thé do diung mét lidu doc duy nhét,
hoc do uéng 13p lai liu 16n paracetamol (7,5 - 10 g/ngay trong
1 - 2 ngdy), hogc do ubng thudc dai ngay. Hoai tir gan phy thude
lidu 13 tac dyng ddc cdp tinh nghigm trong nhat do qua lidu va co
thé gay t&r vong.
Budn nén, ndn, va dau bung thuwdng xay ra trong véng 2 - 3 gitr
sau khi udng lidu doc clia thube. Methemoglobin mau, dan dén
chirng xanh tim da, niém mac va mong tay 13 mét d4u higu dac
trung nhiém dgc cdp tinh dén chét p-aminophenol; mot lugng
nhd sulfhemoglobin cling c6 thé dwoc san sinh. Tré em cé
khuynh huwéng tao methemoglobin d& hon ngudi Ién sau khi
udng paracetamol.
Khi bj ng§ déc néng, ban ddu cb thé co kich thich hé than kinh
trung vong, kich dgng va mé sang. Tiép theo co thé la e ché hé
thén kinh trung wong: sirng s, ha than nhiét, mét 13, the nhanh,
néng; mach nhanh, ydu, khong déu, huyét ap thap va suy tudn
hoan. Tryy mach do gidm oxy huyét twong d6i va do tac dung trc
ché trung tam, tac dyng nay chi xdy ra véi lidu rat lon. Sée co
thé xay ra néu gian mach nhidu. Con co gi4t nghet thé gay tir
vong co thé xay ra. Thuéng hdn mé xay ra trude khi chét dot
ngét hodic sau vai ngay hén mé.
D&u higu lam sang thuwong tdn gan tré nén rd rét trong vong 2
dén 4 ngay sau khi uéng liéu déc. Aminotransferase huyét tuong
tang (i khi tang rét cao) va néng do bilirubin trong huyét tuong
cling co thé tang; thém nira, khi thuong tén gan lan réng, thoi
gian prothrombin s& kéo dai, C6 thé 10% ngudi bénh b ngf déc
khéng dugc diéu tri dgc hiéu da co thuong tén gan nghiém
trong; trong sé d6 10% dén 20% cudi cing chét vi suy gan. Suy
than cdp cling xdy ra & mét sé nguoi bénh. Sinh thiét gan phat
hign hoai tir trung tam tidu thiy trir ving quanh tinh mach cta.
O nhiing truéng heep khéng tir vong, thuong tén gan phyc héi
sau nhidu tudn hodc nhidu thang,

X tri
Chudn doan sém rét quan trong trong didu tr qua lidu
paracetamol. C6 nhirng phuong phap xac dinh nhanh néng do
thudc trong huyét teong. Tuy vay, khéng duge tri hoan didu tri
trong khi ch¢r két qua xét nghiém néu bénh str goi ¥ la qua lidu
nang. Khi nhiém dgc néng, didu quan trong 1a phai didu tri hd tryr
tich cyc. Can rira da day trong moi treéng hep, tét nhét trong
vong 4 gi¢r sau khi udng.
Ligu phap gidi ddc chinh |a dung nhing hgp chét sulfhydryl, co
I& thc dong mdt phan do bd sung du triv glutathion & gan. N-
acetylcystein c6 tac dyng khi uéng hodc tiém tinh mach. Phai
dung thuéc gidi dgc ngay 1ap tirc, cang som cang tét néu chua
dén 36 giv k& tir khi ugng paracetamol. Diéu trj v&i N-
acetylcystein c6 higu qua hon khi cho thuéc trong thei gian dudi
10 gi¢r sau khi ubng paracetamol. Khi cho uéng, hoa lodng dun
dich N-acetylcystein véi nuéc hodc db ubng khéng co rugu dg
dat dung dich 5% va phai udng trong véng 1 gi¢ sau khi pha.
Cho ubng N-acetylcystein voi !igu ddu tién Ia 140 mgl/kg, sau do
cho tiép 17 liéu nira, mBi lidu 70 mg/kg cach nhau 4 gie mot 14n,
Chém dit didu tri néu xét nghiém paracetamol trong huyét
twong cho thdy nguy co ddc hai gan thép. Cang c6 thé ding N-
acetylcystein theo duérng tinh mach: lidu ban dgu la 150 ma/kg,
pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phat; sau
dé6 truyén tinh mach lidu 50 mg/kg trong 500 ml glucose 5%
trong 4 gié, tiép theo 1a 100 mg/kg trong 1 lit dung dich trong
vong 16 gi¢r tiép theo. Néu khdng cé dung dich glucose 5% thi
c6 thé diing dung dich natri clorid 0,9%.
Téac dung khdng mong mubn ciia N-acetylcystein gdm ban da
(gbm ca& may day, khéng yéu céu phai ngirng thuéc), budn nan,
ndn, tiéu chay va phan (ng kidu phan vé.
Néu khong c6 N-acetylcystein, co thé dung methionin. Néu da
dung than hoat truére khi dung methionin thi phai hat than hoat
ra khoi da day trwde. Ngoai ra ¢ thé dung than hoat va/hoac
thubc tdy mudi do ching c6 khd nang lam gidm hép thy
paracetamol.
BAO QUAN  : Trong bao bi kin, noi khd, tranh anh sang va
tranh dm. Nhiét d6 khong qua 30°C.
: 24 thang ké tir ngay san xudt.
1 Vixé 4 vién. Hop 4 vi.
Tuyp 10 vién. Hop 1 tuyp.
Tuyp 10 vién. Hp 2 tuyp.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xuét.

HAN DUNG
DONG GOI

Dé xa tdm tay tré em
Khéng ding thudc qué thoi han st dung
Doc ky hwéng dén sir dung trvdc khi ding
Néu cén thém thong tin, xin hoi y kién béc si
Théng bdo cho béc si nhikng tic dyng khéng mong muén
gdp phéi khi st dung thude

Ngay duyét ngi dung toa: 04/11/2015

Nha san xudt:
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