 EFFERVESCENT TABLET

::es t:m: medicine outof reach of children.

a e package insert carefully b

efor Y

o siAgs, . Iy e.use. For further information, please
COMPOSITION
ACII?IE. ingredient: Paracetamoy S00mg.
Excipients: Anhydrous citric acid, Anh 'd i i
carbonate, Sorbiol, Sacchar ey, A l% rous sodium carbonate, Sodium hydrogen
q.s. forone effervescenttablet.  ocusate sodium, Povidone, Sodium benzoavte.
PHARMACEUTICAL FORM: White effen,
s "escent tablets with beveled edges, with a break
THERAPEUTIC INDICATION
Itis intended for symptomatic treatment of mild to modg,

headaches, flu-like conditions, dental pain, muscle ach,
foradults and children weighing from 13 ka.

DOSAGEAND METHOD OF ADMINISTRATION

Dosage .

:r;i;:n;ulation is reserved to adults and children weighing from 13 kg (aged from
years). \ 1 S

DOSAGE MUST BE DETERMINED BY THE CHILD'S WEIGHT. Approximate ages

related to weight are given below as guidance only. To avoid the risk of overdose, check

that concomitant medications (including prescription and nonprescription) do not contain

paracetamol. S ) '

EFFERALGAN is available in many different strengths so that the treatment’can be

adapted to the different weight. 3 A

EFFERALGAN should be administered as 10 to 15 mg/kg/dose; every 4 to 6 hours, up to

amaximum tota! daily dose of 50 ma/kg/day. . LN !

The below dosing recommendations is for reference.

erate pain ang/or fever, such as
€S and painful periods. Treatment

Weight . Paracetamol | Number of : A sl TR
A(kg) App:::.“m _perDose }?;,:gs;’:‘ Dosing Interval - |- Maximum Daily Dose
= {mg) Dese pH P ST .
131020 |2to7years | 250 |1natizbiet | Bhours . |1000 mg (4 halftablets)
211025 |6t 10yeas | 250 |1 naitabiet'| 4 hours minimum | 1500 mg (6 halftablets)
261040 |Bo13years| 500 | 1tabiet | Ghours | :2000 mg (4 tablets):
411050 {12115 ygays 590- 1 tablet 7 4 hoij;s r;\in'imurr; - 3000 n\g.;‘('s-tét;léts)
Adults and - J
children -| F2m 2r0und | 551 6016001 410 2 tablets | 4 hours minimum | -3000 mg (6 tablets)
15 years 2 § 5 :
over 50 kg 5

“Approximate age ranges relative to weight are given as guidance only. Use ages based
on standard local growth curves. B
For adults and children weighing > 50 kg, it is usually not necessary to exceed 3000 mg of
paracetamol per day (i.e. 6 tablets per day). However, in case of more intense pain and
under your doctor's advice, the maximum dose may be increased up to 4000 mg of
paracetamol per day (i.e. 8 tablets per day). Always observe aninterval of atleast 4 hours
between the doses. ;
However: . 3 HVAS M ; r

- Doses higher than'3000 mg paracetamol per day require a doctor's advice.
. ---NEVER TAKE MORE THAN 4000°'MG PARACETAMOL PER DAY (taking into

account all the medicines which contain paracetamol).

Maximum recommended doses: - ; \ :
i’ In"children weighing_less than 40 kg, the total dose of paracetamol should not
““exceed 60 mg/kg/day. ‘

. In children weighing between 41 kg and 50 k ,(hetotaldoseofparacelamo'lshou@

Renal impairment

administration $h01§|¢ be r_rgog!iﬁed according tothe fo!lowing schedule:

~'a Creatinine clearance’ Dosing interval

Cl 2 50 mL/min 4 hours
€110 - 50 mUmi 6 hours %
Cl <10 mL/min

8hoUrS, o i i h

AN

Hepatic impal;"r"mé'ht"' Hal
In patients with active or compensated chronic liver disease, particularly those
with ‘hepatocellular impairment, chronic alcoholism, chronic malnutrition (low
'reserves ‘of hepatic'glutathione), Gilbert's syndrome’ (non-haemolytic: familial
jaundice) and dehydration, the dose of paracetamol shiould not exceed 3 g/day.

Special clinical situations T e R B k i :
The lowest possible effective daily dose must be considered, without excéeding
60 mg/kg/day (no more:than 3 g/day), undér the: following'conditions:adults
under 50 kg, mild to moderate hepatocellular impairment, Gilbert's.syndrome

(non-haemolytic familial jaundice), chronic alcoholism, chronic:malnutrition,

¢etlydration,.
Gerlatric

& 500mg
_VIENNEN'SUIBOT
Dé thudc xa tdmtay tré em.

Poc ki huéng ddn sir dung trwée khi sir dung. Néu can thém théng tin, xin hoi y
kién bacsf. : it e

Jre

THANH PHAN

Thanh phan hoat chat: Paracetamol 500 mg IMia34r
Thanh phan ta duge: Acid citric khan, Natri carbonat khan, Natri hydrogen carbonat,
Sorbitol, Natri saccharin, Natri docusat, Povidon, Natri benzoat, vira di cho métvién nén
sui bot.

DANG BAO CHE: Vién nén suii bot mau tring c6 vach chiava vatcanh.

CHID|NHDIEU TR|

Thudc dung didu trj trigu ching dau ti nhe dén vira valhoac sét nhu dau dau, tinh trang
nhu cam, dau rang, nhire moi co, dau bung kinh. Thube dung diéu trj cho ngudilgn va tré
emcannangtir 13kgtrelén. ‘

LIEU DUNG VA CACHDUNG

Lidu dang )
Dang thuéc nay chi diing cho ngwi Ion va tré em cé can nang tir 13 kg tro 1én
(khoang 2 tudi tre 1én). : 5

LIEU DUNG PHAI BUQC TiNH THEO CAN NANG CUA TRE. Tudi thich hop tuong
{rng véi can nang duec trinh bay bén dwoi chi dé tham khao. Bé tranh nguy co qua lieu.
cAn kidm tra va xac nhan cac thuéc dung kém (bao gdm ca thudc ké don va khong ké
don) khong chira paracetamol. y
EFFERALGAN c6 nhiéu dang phan lidu khac nhau dé diéu tri thich hop tuy theo can
nang cuatirng tré. 3 3
EFFERALGAN nén duocding & lidu tir 10 - 15 mg/kg/liéu, mdi 4 dén 6 gio, dénténg liéu
t6i da mdi ngay la 60 mg/kg/ngay. .

Bang lidu duing bén dudi ding dé tham khao.

notexcee rday. . ey d
,"‘.Qta%ﬁ?q;? '%‘pi‘? dre 4 weighin r 50 kg, THE TOTAL DOSE OF PARACETAMOL
"SHOULD NOT EXCEED 4000 MILIGRAMS PER DAY. :

‘In patients with severe renal impairment the minimum interval between each

Ham lwong | S6 vié % ; . e,
Canning | Tudithich | parscetamal| nén s Kéhc"g'r',gd%fh‘g'u‘?c \ Lidu t&i da m3i ngay \
(kg)™ hop* | [liéu(mg):.| bot/ Hbu |.© Gung

13dén20 | 2dn7tdi| 250 - | 2vien 6 gio ) 1000 mg (4 x % viénL)
21.d6n25 | 6.dén10tudi | -250°: | 112 vien'| ' téi thidu 4 gie , 1500 mg (6 x % vién)

26 aén ;6 é dérﬁé iﬁéi 500" | Avign [ T 6gi& 2000 mg (4 vién)
#1dkn50-| 12 dsn 15 1di| 500 [ -1 vién t4 thidu 4 gior 3000 mg (6 vién)

ng’g :: 1015181 | 500 21000 | 1-2 vien | - - 16i thidu 4 gie 3000 mg (6 vién)
trén50kg .| N | A58y nok

* Khoang tudi thich hop tuong tmg véican ndng chi d& tham khao. Do tudi dwgc xac dinh
dya vao dwdng cong tang trudng tiéu chuan ctia dia phuong. S ]
D8ivéi ngudvilon va tré em c6 can nang > 50 kg, thong thuong khéﬂ\g can thiet vp_qtqua
3000 mg paracetamol mét ngay (khoang 6 vién rp_ét ngéy)x. Tuy nhneQ‘ trong EFU’O'HQ hop
dau nhiéu va theo khuyén céo clia bac sT, tdng lidu dung tdi da co the tang dén 4000 mg
paracetamol mét ngay (khoang 8 vién mét ngay). Ludn ludn dam bao khoang cach toi
thidigicra mdi 1An ding thubcla 4 gior.
Tuyvay; . b i St bl i
- Liducaohon3000mg paracegamol mdtngay phaicoy kién ctia bac s, s
- KHONG BAO GIO BU'QC DUNG HON 4000 MG PARACETAMOL TRONG MQT
NGAY (catinh dén tAt ca cac thude cé chira paracetamol). X ;
Lidu té] da khuyén cao: : e
- Yoi tré em cén ndng dudi 40 kg, tong. liéu paracetamol khong duoc vugt qua
.60 mg/kg/ngay. iy e
5 ygé rd em can ndng tty 41 - 50 kg, tng lidu paracetamol khang dwoc virot qua 3 g mdi
ngay. At s 108
-+ V61 ngudilon va tré em can nang trén 50 kg, TONG LIEU PARACETAMOL *
KHONG BUQCVUQTQUA4000MGMOINGAY. -~ 5 - ool
Suythan . ol P51 oy ey
O bgnh nhan suy than nang, khoang cach tdi thidu gitra méi IAn diing thudc
nén dugcdidu chinh theo bang sau: e T

g thanh thai Creatinin . Khoang cach ding thudé >
,Cl 2 50 mU/phat. ¥
€110 - 5Q mUphat
Cl <10 mUphat .«

2 on :4(,9-i'5" o4 S8 neS

Suyga.“'f 'l Vo SN W s Lo Ty 510 Ay
¢/ bénh nhan bénh gan man tinh con bl hogc. & thé hoat dong, dic biét & nhizng
bénh nhan suy té bao gan, nghién rrou man tinh, suy dinh:dudng kéo dai (kém
dy tr&¥ glutathion & gan), héi chirng, Gilbert (vang da khang tan mau 6 tinh gia
dlnh),V?!“\nUOC,lléq Ir ‘ ._ - RS T L L AT Y

Caq@inhi,rang'élam sang dic bigt | 5.
Can xem Xét lidu ding méi rgay thAs Rk Uk R

60 mgkaingdy (knng ::?élx gg;):lg;i‘)) ﬂgﬁéﬁgﬁﬂéﬁaéﬁhé"g auge ‘g."i’é qua
oa dUGi50 Kq. SUY.t bao ca s o o3 SACIUGNG hop sau; nguai lén.cd
canang AUAL50 kg, é‘!}'x??ﬁéﬁgan tenhe dénvira, hai chitnn Gilba b=~ -

Vhdmaton man i T LY

Wi W2 Tt T
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Ilemo! an! roule 0' a!mrms!rallon § e ; !en" n”an Ion tuoi:

Orat route. Y :
Do ot chew or swallow tablets. Drssolve the tablet omglete yina glass of Water
anddrink:

If the child's temperature exceeds 38.5°C the foIIowmg steps Wil lmprove the
efficacy ofthe medicine treatment
I Take off the child's clothes.

- Grve the childi more drrnks ik

Khong yéu cau diéu chinh lidu o benh nhan ldn tuor

Cachdungva duang dung

Dung dudng uong

Khong du’dc nhai hoac uong nguyén wén thuoc Hoa tan
trong motlynuécvaudng.

Néu tré séttrén 38,5°C, hay lam nhng buéc sau day de tang hreu qua cua thuoc

diéutri: ; Spoedl

hoan toan vnen thuoc

—@e&m&!-}

- Donotleavethe childinan excesswelywarm place - Cdibb BT AN SO RS 7 o o e s

- Ifnecessary, bathe the child with warm waterof 2°Clower than the child' S body ! Chotré ungthém chatléng. BB, ¢ kil < ——
temperatiey i 3 et : - Khongdétrédnoiquaneng. - : = ' 7 o - —
Frequencyandtiming ofadmiistation - Néu cAn, tém cho tré béing nuéc &m, ¢6 nhigt do thap hon 2 C 'S0 o thén —
Regular administrations help avoid fluctuations in pain orfever levels nhidtcatré. R
In children, there should be a regular interval between administrations, during bt ) e ey | e
TAn suétvathoidiémdungthude i les ——

bolh 2y andnigt: prefarabl,3 euts apartand atlaast § hours apert Diing thubc d&utranh duqcsr:hﬁ’ng dao dong vé mirc d6 dau hay sot L —
_In adults, there should be a regular interval between administrations at least Gtrgem cAn cb khodng cAch déu gica i A uongthuoc céban S ban ————

holrs o : dém, nén la khoang 6 gi®y, hoacltnhétta4grd —_—

CONTRNND‘CATlON ; & ngudi 16, cdn cé khodng cach déu gira méi 14n uong thudc ftnhatla4 git.  —

Thrs med\ctne mustnotbe used in the following cases: st i OINH e

Known allergy to ‘paracetamol o to propacetamol hydrochloride (prodrug of
parace\amo\) orto any of the excipients of medicine.-
- - Severe hepa\oce\\u\ar insufficiency or deoompensated active Itver drsease

Thudc nay khdng dwgc ding trong nhirng tredng hop sau:
-+ D tng voi paracetamol hodc vé&i propacetamol hydroclorid (tién chét cla
paracetamol) hoc céc thanh phan khac cla thude.

1
‘ﬁi WARNINGS AND PRECAUTIONS FORUSE - Bénhsuy té bao gan néng hoc bénh gan mét bt thé hoatdong.
] Warmnings
i Consult your doctor immediately in the event of overdose or accidental administration of CANHBAO VATHAN TRONG KHISUF DUNG
Y an excessively high dose. Canhbao &
B3 ho&dc nh& lidu qua cao.
g This medicine contains paracetamol. Other medicines may also contain this Phai bao ngay cho bac skhi dung qua liéu, hod ubngliéuq
‘.’t substance. Do not combine such medicines in order not to exceed the Thudc nay chira parace[amo| Cac thuoc khac ciing chira hoat chét nay Khéng
g recommended daily dosage (see DOSAGE AND METHOD OF ADMINISTRATION), dung phéi hgp nhirng thuéc nhw vay dé tranh vurot qua liéu hang ngay dworc chi
i dinh (xem |_|%u DUNG VA CACH DUNG)

)l

|
?l

|n order to avoid the risk of overdose, check that other medicines administered (i (nctudrng
prescnpnon and nonprescription) do not contain paracetamol.
Administration of paracetamol doses higher than recommended entails the risk for very
serious liver damage, Clinical symptoms of liver damage are usually first seen after 1to 2
days following paracetamol overdose. Maximum liver damage symptoms are usually
observed after 3 to 4 days. Treatment with antidote should be given as soon as pOSSIble
(see OVERDOSE AND TREATMENT).
Paracetamol can cause serious skin reactions. Doctors need to warn patrents about the
signs of serious skin reactions as Stevens-Johnson Syndrome (SJS), toxic epidermal
necrolysis (TEN) or Lyell Syndrome and acute generalized exanthematous pustulosis
(AGEP). These skin reactions can be fatal. The drug should be drscontlnued at the frst
appearance of skin rash or any other sign of hypersensmvrty
Precautmnsfor use
In a child treated with 60 mglkg!day of paracetamol the combmatron of another
antipyretic medicinal product is only justified in the case of rneffcacy The combmatron
must be initiated and monitored by a doctor without exceptlon e \
\f the pain persists for more than 5 days, or fever for. more than 3 days, or in the case of
\nsuﬂ"\ctent.\y efficacy or the occurrence of any other srgn do not conttnue the treatment
without consulting your doctor.
In"cases ‘of liver or kidney disease, you must consult your doctor before takrng
paracetamol.
Paraceramo!shouldbe used with caution in cases of: ’ B G 530 ¢rg] i
Hepatoceﬂular msuﬂ'ctency including . Gllberts syndrome (non haemolytlc familial
_jaundice). ;
- - Severe renal insuffi crency ¢
- Glucose- 6- Phosphate Dehydrogenase (GSPD) deficiency (may Iead to haemolytrc
anemia).
- Chronicalcoholism, excessive alcohol intake (3 or more alcoholic drinks every day).
- Anorex:a bulimia or cachexia; chronic malnutrition‘(low reserves of hepatic glutathrone)
- Dehydration, hypovolemia. 2l
In the event of the discovery of acute viral hepatitis, treatment should be discontinued.
iIn patients following low-sodium diet, mind that this medicine contains 412 4 mg sodium
‘per tablet which must be counted towards the daily intake. &
This medicirie contains sorbitol. The use of this medicine is |nadvrsab|e in pattents withan
'rto/erance to fructose (a rare metabolrc drsease)

REGNANCYAND BREAST-FEEDING

egnancy ¢
large amount of data on pregnant women mdtcate neither malformatrve nor
neonatal toxicity. Epidemiological studies on neurodevetopment in children exposed

D& trénh nguy co qua lidu, kiém tra d& chic chén 1a cac thudc khac dang diing (bao gom
cathubcké donva khong ké dcn) khong chira paracetamol.

amol cao hon lidu khuyen cao gay nén nguy co tén thuong gan rAt nghiém
éu chung lamsang ve tén thvong gan thudng duocghinhan dautiénsau 1
c triéu chung tén thwong gan téi da thuong duoc
dung thubc gidi ddc cang sém cang tét (xem QUA

Lidu paracet
trong. Cactri
dén'2 ngay qua liéu paracetamol Ca
quan satthay sau 3-4.ngay. Cénswr

LIEU VA CACH XU’TRI)
Paracetamol cothégayracac phan &ng trenda nghlem trong. BacsTcan canh bao bénh

nhan v& cac dau hiéu cta phan &ng. trén da nghiém trong nhw hoi chirng Stevens-
Johnson (SJS), | hdi chirng hoar ter da nhiém ddc (TEN) hodc hdi chirng Lyell, hor chirng
ngoai ban mun mi toan than cép tinh (AGEP). Cac phan rng trén da nay c6 thé gay tr
vong. Ngung str dung thu6ckhi phat hiénnhirng dau hteu phat bantréndadautién hoac
batkydau hiéu phan rng qua man nao khac .

Théan trong khtsudung {

Vi tFé ém dang dung lidu paracetamol 60 mg/kg/ngay, chi dung phor hop véi thube ha
sbtkhac khi paracetamol chua du hreu qua Viéc phéi hop thudc bat buéc phai duqc chi
dmh vatheo ddi bdi bacsi. .

Néu triéu chirng dau dai dang qua’s ngay, hodc con sét qua 3 ngay, hoac thuéc chura du
h|eu qua, hoac thay xuét hién cac trieu chung khac, khong tiép tyc didu tri ma khéng héi y

kién bac s C
Trong trwvdng hop cod benh gan hoac bénh than, phai héi y-kién bac si treac khi dung

paracetamol.

Dung than trong paracetamol trong nhirng trvdng hgp sau:

- - Suy té bao gan bao gébm hor chung Gllben (vang dakhdng tan mau cotinh giadinh).

2. suythannang.

& Thréu hut enzym Glucose-6-Phosphat Dehydrogenase (GGPD) (c6 thé 'd3n toi thidu
mAu tan huyét).

= Nghren rvouman trnh, ubng ruou qua nhidu (=3 cée rugumdi ngay).

- Chan an, chirng &n v6 do hodc suy mén, suy dinh dudng kéo dai (kém dy trie

glutathtonc‘rgan) o

- MAatnwéc, gidamthé tich mau.

Trong tredng hop phat hren viémgansiéu vr céptinh, nen ngung dung thudc.

Treong hop an kiéng mudi hodc n nhat (gidm muédi) cin nhé 1a trong mdi vién thube c6

chtra412,4 mg natri dé tinh vao khau phan an hang ngay.

Thubc chira sorbitol. Do d6, khong nén ding thuéc nay trén nhung benh nhan khong

dung nap Vv&ifructose (mdt bénh hiém gp vé chuyén hoa).

PHU NI COTHAIVA CHO CONBU
Phunircé thai

i

Nhreu di ligu trén phu ni c6 thai cho thay khang cé tac dung gay di dang hoactac dung,
doc dbi vai thai nhiftré so sinh. Nghién ctru dich té vé phat trren than k\nh & tré em tiég
xuc vai paracetamol trong t¥ cung chura xac dinh duge. Néu cin thiét ve matlam sanc
paracetamol ca the dwgcstr dung trong khi co thai nhung nen duqc sty dung o \leu th.
nhatcd higuqua trong théi gianngan nhat cé thé va & tin suét thap nhatco thé. .
Phuntchacon bu

Sau khi “°n9 mot lugng nha paracetamot duorc tiét vao siva me. Da co bao céo vé. pha
ban&1tré blme ¢ lidu didu trj, thudc c6 thé diing cho phy ni cho con bu.

THEQ 'NGUYEN TAC CHUNG, PHYU N CO THAI HOAC BANG CHO con BU
TRUCC KH/DUNGMOTTHUOC NAO, CANHOI YKIENBACSIHO/TCDU’O’CS/. , 7'

aracetamol in utero show inconclusive results. If élinically needed, paracetamol can
sed during pregnancy however it should be used at the lowest effective dose for the
est possrble time and atthe lowest possrble frequency

it-feeding :

cetamol is: excreted \n human m\\k in small amounts totlowmg oral admlmstratron
es of skin rashes have been reported in breastfed infants. In therapeutic doses, t.he
Mnistration of this medicinal product is possible during breast-feeding-

‘A GENERAL RULE; IT IS ALWAYS ADVISABLE TO CONSULT YOUR DOCTOR OR

AARMACIST BEFORE TAKING ANY MEDICINE DURING PREGNANCY OR WHEN
REAST FEEDING . H

;:OF E“CTs ONABILITY 1'0 DRIVE AND TO USE MACHINES ANH HU'O'NG DEN KHA NANG LAI XE VA VAN HANH MAvméc R
etfect onthe ability to drive and use machines have been reported. chuaco téc dong naocua thuéc Ién khé néng I4i xe vé Vén hanh may méc duvcbéo cao.

LIST OF EXCIPIENTS WHOSE PRESENCE MUST KEN INTO Accoum' FQR
RISK-FREE USE IN CERTAIN PATIENTS: Sorbitol, s?,i:,?\ Sodium benzoate. ' 7+ ANH g"\’lc CAC TA DUQIC.TRONG THUOC CAN CHU.Y PE SU° DUNG THUQGC AN
TOAN V(" MOT SO BENH NHAN: Sorbrtol Natri, Natri benzoat; ;

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FoRMs OF

INTERACTION DIFFE

IN ORDER TO AVOID POTENTIAL INTERACT‘ONS 'BETWEEN.. RENT
MEDICINES YOU SHOULD ALWAYS INFORM YOUR oocTOR OR, PHAR
OTHERMEDICINESARE BEING TAKEN. . .

"",Z'? TACJ;” 6c vACAC DA:‘NG TUONG TAC KHAC g
BE NG TAC GIUA GAC. THUOC, HAY THONG

ogosArd%A BAN NHUNG THUOC KHAC BAN DANG | DUNG HOAC Mdl DUNG,
BAD. CAC THUOC KHONG CANKEBON.

Anht Lé’:,;“ EFFERALGAN Idn cic thudc khic

i At %‘5 thé Iém tAng kha nang xéy ra cac tac dung khéng mong

CHO BAC STHOAC

Effect of EFFERALGAN on other drugs muén thcs

l EFFERALGAN may increase the chance of unwan\ed aﬁects Whe

1503443

otherdrugs.,

i
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Anticoagulants (Vitamin K antagonists): Risk of increase of the anl"‘:‘;i':gulams e"”o::slgs
of the risk of haemorrhage in the event that paracetamol is mkfh ;2 Maximum diing
(4 g/day) for at least 4 days. Concomitant use of paracetamol WUl "0 umaring inclil; of
warfarin may lead to slight variations of INR values. In this cas'los;n( GeE a:d monito! r ono
INR values should be conducted during the period _of concomi well as fO
week after paracetamol treatment has been discontinued.
ERALGAN
Effect of other drugs on erEC, mitantly may ‘result in docreased DarBCew"‘ic:\'
increased fisk of hepatotoxicity. Patients, roceiving phony!e'
therapy cheuld avord large and/or chronic doses of paracotamol. Fatients shoul

monitored for evidence of hepatotoxicity. &
Probenecid wauses an almost two-fold reduction in clearance of paracetamo by inhibiting

its conjugation with glucuronic acid. A reduction of the paracetamol dose ‘shoul
considered when administered concomitantly with probenecid.

Salicylamide may prolong the elimination half-life (1) of paracetamol.

Enzyme-inducing substances: Caution should be exercised when paracetamol is taken
concomitantly with enzyme-inducing substances. These subStances include
barbiturates, isoniazid, carbamazepine, rifampin, and ethanol (see OVERDOSE AND

TREATMENT).
Concurrent intake 'of. medicinal ‘products  that accelerate gastric emptying, such as
metoclopramide and domperidone, may accelerate the absorption and onset of effect of
paracetamol.

Cholestyramine may reduce absorption of paracetamol, and should therefore not be
administered within an hour following paracetamol administration. Al

Otherinteraction »
Flucloxacillin; Caution is advised when paracetamol is administered concomitantly with
flucloxacillin due to the increased risk of high anion gap metabolic acidosis (HAGMA),
particularly in patients with a risk factor for glutathione deficiency such as severe renal
impairment, sepsis, malnutrition, and chronic alcoholism. Close ‘monitoring “is
recommended in order to detect the appearance of acid base disorders, namely HAGMA,
including the search of urinary 5-oxoproline. ’ ' M !

Effect of paracetamol on other drugs ;
Paracetamol may increase the plasmatic levels of chloramphenicol; this interaction has
beenobserved in case of intravenous administration of paracetamol.” - !

Interactions with paraclinical testing : :
Administration of paracetamol can cause error in blood glucose assaiys by the glucose
oxidase-peroxidase method in the case of abnormally high concentrations. oA
Administration of paracetamol can cause error in blood uric acid assays by the
phosphotungstic acid method. : kit
UNDESIRABLE EFFECTS S RAS HAc oLl AN VAT IAG
LIKE ALL MEDICINES, THIS PRODUCT MAY, IN CERTAIN INDIVIDUALS, BRING
ABOUT EFFECTS OF GREATERORLESSERSEVERITY. . . .. . . -
The following adverse reactions have been reported during postmarketing surveillance,:
but the incidence rate (frequency) is not known: - . STIEE )
Adverse Reaction b SRR
Thrombocytopenia, neutropenia, leucopenia

|_system Organ Cassification (SOC)

Blood and Lymphatic System
Disorders
I Gastrointestinal Disorders Diarrhea, abdominal pain
| Hepato-Biliary Disorders [ Hepatic enzyme increased :

Immune System Disorders Anaphylactic shock, Quincke's edema,

maéu (chét a8l khang vitamin K): C6 nguy co cac thubc chéng dong

Th, dong
ma"‘"dgl";ggggmc dyng va do d6 1am tang nguy co chay mau khi paracetamol dugc s
dung vy 18U tAi da (4 g/ngay) trong it nhAt 4 ngay. Dung d8ng thei paracetamol véi cac

Oum, m warfarin €6 th8 1am thay adi nhe chi s8 INR. Trong trudng hop n

n 15:',:3(?‘;’3,?9 theo ddi chl sé INR trong thei glan str dung két hop COnggnh?rplroi)g
1tudn sau khi ngung didu tri v&i paracetamol, A
"h hung cua cac thuéc khéc 18n EFFERALGAN
g’"’nyroin khi sir dung 6ng th&i c6 thd din aén giam hi¢u qua cia paracetamol va lam
h N9 nguy co ddc tinh d6i YOI gan. Nhing banh nhan dang didu trj bing phenytoin nén
ranh dl‘mg paracetamol lidu 16n va/hosc kéo dai. Cn theo ddi bénh nhan vé dAu hidu

i

"P°°Nnh adiveigan.

crebonacid co th lam gidm 93N 2 I4n v& @4 thanh thai cua paracetamol bing cach trc

h Sy lidn hop cua nd vl acid glucuronic. Nen xem xét gidm liéu paracetamol khi stz
YNg ddng th&i véi probenecid. ! ;

‘z"”cylamid ¢6 théd kéo dai thdi gian ban thai (1) cua paracetamol.

:c chédt gay cam ung enzym: Cén than trong khi sir dyng ddng théi paracetamol v&i
cac chat gy cam ng enzym. Nhng chit nay bao gbm_ barbiturat, isoniazid,
carbamazepin, rifampin va ethanol (xem QUA LIEU VA CACH XU TRi). :

St dung ddng thol voi cac thubc ddy nhanh qua trinh l1am rdng da day. nhu

metoclopramid va domperidon c6 thé 1am tang h&p thu va kh&i phat tac dyng cla
paracetamol. .

Do cholestyramin c6 thd 1am giam hip thu paracetamol, khdng nén dung cholestyramin

trong véng mét gi¢r sau khi diing paracetamol.

Twong tac khac

Flucloxaciliin: Than trong khi sz dyng déng thoi paracetamol véi flucloxacillin do ting
nguy co nhiém toan chuyén héa c6 khoang tréng anion cao (HAGMA), déc bigt @ nhiing
bénh nhan c6 nguy co thiéu glutathion nh suy than nang, nhiém triing huyét, suy dinh
dudng va nghién rugu man tinh. Khuyén céo nén theo dai chit ché dé phathién sy xuat
hién clia céc réi loan acid base, cy thé I HAGMA, bao gém ¢4 viéc tim 5-oxoprolin trong
nudctiéu. G
Anhhuéng cua paracetamol Ién cac thubc khac :
Paracetamol cé thé [am tang néng d¢ huyét twong clia chloramphenicol. Twong tac nay
dqqc quan satkhi diing chung véi paracetamol tiém tinh mach.

Tl;rorng tac véicac xét nghiém trong phong thinghiém

Str dung paracetamol cé thé gay két qua sai trong xét nghiém duong huyéttheo phuong
phap glucose-oxydase-peroxidase trong trréng hop nong dg cao batthuong.

Str dung paracetamol c6 thé gay két qua sai trong trrérng hp xét nghiém acid uric mau
theo phuong phap acid phosphotungstic.

TI'EC DUNG KHONG MONG MUON : 4
CUNG NHU BOI VOI TAT CA CAC LOAI THUOG, THUOC NAY CO THE GAY RA, O
MOT SONGUOI, NHING PHAN UNG O CAC MUC DO NANG HOAC NHE.

Cactac dung phy duéi day da duoc bao c4o trong theo dai hau mai nhung tilé xuéthign
(tan suét)chuaduocbiét, . . .

Nhém hé co quan (SOC)

Réi loan hé mau va bach huyét

Phan rng phu. ]
Giam lugng tidu cau, giam bach cdu trung tinh, l
\

|

|

|

_gidm bach cau
Tiéu chay, dau bung
Tang enzym gan
Phan (ng phan vé, phi Quincke, qua man
Giam chi s6 INR, tang chi sé INR

ROi loan tiéu hda

Réi loan gan mat

Réi loan hé mién dich
Tham kham cén Iam sang

Inform your doctor or pharmacist immediately of undesirable effects occurred
during the use of drug.

OVERDOSE AND TREATMENT y
Inform a doctor immediately in cases of overdose or accidental poisoning. |,
Signs and Symptoms 5 / ‘ ;
There is a risk of poisoning, particularly in patients with liver disease, in cases of chronic
alcoholism, in patients with chronic malnutrition and in patients receiving enzyme
inducers. Poisoning may be fatal, especially in those cases (see WARNINGS AND
PRECAUTIONS FOR USE and INTERACTION WITH OTHER MEDICINAL
PRODUCTS AND OTHER FORMS OF INTERACTION). :
Symptoms that gengrally appear withi_n the first 24 hours include nausea, vomiting,
anorexia, pallor, malaise, and diaphoresis.
Overdose of over 7.5 g of paracetamol in a single administration in adults or 140 mg/kg of
body weightin a single pdmlms\rat}on in chl!drep, causes hepatic cytolysis likely to induce
complete and irreversible necrosis, resulting in hepatocellular insufficiency, metabalic
acidosis, encephalopathy which may lead to coma and death. |
Besides, increased levels of hepatic transaminases (AST, ALT), lactate
dehydrogenase and bilirubin are observed together with decreased prothrombin
level that may appear 12 to 48 hours after ingestion. Clinical symptoms of liver
damage are usually evident initially after 1 to 2 days, and reach a maximum after
3to4days. ‘i ) $ . !
Emergency measures

- Immediate hospitalization. . PP :

- Before beginning treatment, take a tube of blood for-plasma paracetamol
assay, as soon as possible,'but no sooner than 4 hours after paracetamol
ingestion. ] {

- Rapid elimination of ingested medicine by gastriclavage. ', . . i
- Overdose treatment includes administration of the antidote, N-acetylcysteine
(NAC) by intravenous or oral route, if possible, within 8 hours of ingestion.
NAC can give some degree of protection even after 16 hours = /it i1t i )
-~ Symptomatic treatment. . 17 (.1 4 i3 ER OB 6 Bl ined
- Hepatic tests must be carried out at the beginning of treatment‘and repeated
every 24 hours. In most cases hepatic transaminases return'to normal in‘'one
to two weeks with full restitution of the liverifunction. In very:severe, cases;
however, liver transplantation may be necessary. . A AR TS

P‘HARMACOLOGICALPROPERTIES.' i B Uiea fre bl ;
Fharmacotherapeutic group: OTHER ANALGESICSAND ANTIPYRETICS, ATC

-

hypersensitivity reaction REi I — — .
Investigations INR value decreased, INR value increased CiiarcavEme dm day May day, b?n do, ph?t b'an. h?'. d::fng r;’%o?ltga;a
Skin and Subcutaneous Tissue | Urticaria, erythema, rash, acute generalised S LR U0, e et el e g, ol ehinig Th
Disorders exanthematous pustulosis, toxic epidermal L : nhiém doc, hdi chitng Stevens-Johnson

necrolysis, Stevens-Johnson syndrome Roi loan mach Ha huyét ap (triéu chirng ciia qua man)
Vascular Disorders Hypotension (as a symptom of anaphylaxis) - Théng bio ngay cho baz s1hodc T T e 3

phaikhistrdungthudc.

QUALIEU VA CACH XU TRi >

Trlc‘)ng bao ngay cho bac sTkhi bj qua liéu hodic nh& bj ngd doc
Dau hiéu vatri¢u chirtng ’ ;
Cé»thé gdp nguy co ngd doc, dic biét & ngudi bénh gan, nghién negu man tinh, & bénh
nhlan;suy dinh dudng kéo dai va ngudi dung thubc cam (rng enzym. Dac biét, qua lieu co
thé dan dén tr vong trong nhixng trong hop nay (Xem CANH BAO VA THAN TRONG
KHISU'DUNG va TWONG TAC THUOC VA CAC DANG TUONG TAC KHAC).

Nhing trigu chitng thirdng xuét hién trong 24 giér diu, gdm budn ndn, ndn, chan n, da
tai, kho chju va dd mé hai.

Qua4 lidu khi diing mét lidu cao hon 7,5 g paracetamol & ngudi lon, hodic 140 mg/kg thé
trong & tré em s@ gay viém va huy té bao gan, c6 thé gay hoai tir gan hoan toan va khang
héi phuc, kéo theo suy té bao gan, nhiém acid chuyén héa va bénh nao dan téi hén mé
vatavang. ot ; :

Béng thai, cb tang ndng dé transaminase gan (AST, ALT), lactat dehydrogenase va
bilirubin cling véi gidm murc prothrombin, co the xay ratir 12 - 48 gidr sau khi dung thude.
CAc tridu chirng 1am sang cuia tdn thrang gan thdng tré nén rd rat lic ban dau

sau 1 dén 2 ngay, va dattoi da sau 3 dén 4 ngay.

Céac bign phap cap ctru

- DPuwangaydénbénhvién | e : :

- Trwdc khi bat dAu diéu trj, phai Ay mot dng mau cang sém cang tot @& dinh = -
Iwgng ndng dd paracetamol trong huyét twang nhung khéng duge sémhon -
4 gi& sau khi uéng paracetamol. = 3 ’ - e

- Logibd nhanh lwgng thuéc da dung béng riva da day. S

- Didu trj qué lidu bao gém udng thuéc gidi dac, 1a N-acetylcystein (NAC),

khidung thuéc. NAC co thé co mircbao vé thamchisau 16 giar. . .

=S PIBU HGUGhIng, - b p i el e T i

7.:Phai tién hanh lam xét nghiém v& gan iuc khéi ddu didu trj va nhéc lai mdi :

<24 gior. Trong:h&u:hét trwdng. hep, transaminase: gan. tré laimirc. binh
thuong sau 1,- 2 tuanvoi sy phuc hoi dy di chire néng gan. Trong trrong

"hgpquanang, co thé canphaighép gan. -
"CACDACTINHDUQCLY i s 120 vt ity o ais oo esiot i
Nhém: dwge: ly-tri:liéu: THUOC: GIAM DAU VA HA SOT KHAG, Ma ATC:
NO2BEO1. ol dansbom of oln gl

Dwoclirchoc’: Jnzilarools Sinols: ismbn el o :
Paracetamol I3 thudc giam dau va ha sét c6 tdc dyng khéng viém yéu. Khang
gibng nhu cac thubc khang viém khong steroid (NSAID) truyén théng,

syl

aC

namnaatamal khdna in nhA nhitnninn ﬁ& 1 Pal & Ii&lﬁiéllifi

bang cach udng hogc tiém tinh mach, néu cé thé duqc, trong vong 8 gier sau * =

TSt
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activity. Unlike tradi L9 R 0 SHIHPFTEUL aygleliit Wil WedR diitiintiarmimator
iy t i
inhibit platelet functi‘c;r?.na' NSAIDs, at therapeutic doses paracetamol does not

Mechanism of action /
The ,precise, mechanism i Ay
O ) of the analgesic and antipyretic. properties of
paracetamol has yet to be establish A Il
‘cent'r‘al‘anq periphiral actions. £ 100 The machaniem oL eusY ey, M
Pharmacokinetics "
Absorption
Absorption of paracetamol by the oral route is rapid and complete. Peak p!
. concentrations are reached 10 to 60 minutes after ingestion.
PHARMACOLOGICAL PROPERTIES, Pharmacokinetics, Sp
: .populations).” <. ! by and
Distribution
-, Paracetamolis rapidly distributed in most tissues. .
> In adults, the volume of distribution of paracetamol is approximately 1to 2 kg
. .andin children itranges from 0.7 to 1.0 L/kg.
- Paracetamolis not extensively bound to plasma proteins.
ey Metabolism h
% Paracetamol is metabolized mainly in the liver following two major hepatic
- pathways: glucuronic acid conjugation and sulfuric acid conjugation; the latter
route is rapidly saturable at larger doses, still within the therapeytic range-
Saturation of glucoronidation appears only when higher, hepatotoxic doses are
taken. A small fraction (less than 4%).is_membqllzed by cytochrome p450 to a
reactive intermediate (N-acetyl benzoguinoneimine) which, under normal conditions of
use, is rapidly detoxified by reduced glutathione and eliminated in the urine after
conjugation with cysteine and mercapturic acid. However, during massive overdosing,
the quantity of this toxic metabolite isincreased. )

Elimination
The metabolites of paracetamol are mainly excreted in the urine. In adults, apP"OXimatfﬂY
90% of the dose administered is" excreted in 24- hours, ' mainly as 9'U0Uf0nlde
‘(approximately 60%) and sulfate conjugates (approximately 30%). Less than 5% is
eliminated unchanged. ;
Plasma half-life is approximately 2 hours.
Special populations
Renal impairment ! :
In cases of severe renal impairment, the elimination of paracetamol is slightly delayed.
For the glucuronide and sulphate conjugates, the elimination rate is slower in subjects
with severe renal impairment than in healthy subjects. The minimum |nterv§l between
each administration is 6 or 8 hours when giving paracetamol:to. these patients (See
DOSAGE AND METHOD OF ADMINISTRATION, Renal impairment).
Paracetamol has been studied in patients with hepatic impairment. In one study, 4 g/day
for 5 days of paracetamol was given to six subjects with chronic stable, liver disease.
Plasma paracetamol concentrations determined midway between the third and fourth 1-g
dose each day ranged from 4.5 pg/mL to 26.7 pg/mL, which are well below, potentially
toxic levels. No significant paracetamol accumulation was observed-and there were no
changes in the clinical status or the laboratory tests of the patients. The mean elimination
half-life was 3.4 hours. Following this pilot study, 20 subjects with, stable chronic liver
disease were randomized to a two-period crossover study. They received either 4 g/day
of paracetamol or placebo for 13 days and then were crossed over to the alternate
treatment. One subject developed an elevation in liver function tests (LFTs), but after
recovery from that episode, he did not exhibit abnormalities in‘two subsequent
challenge§. The authors concluded that this elevation of LFTs was ot dnig’ ré|ateg and
that there is no contraindication to the use of paracetamol in thera eutic doses in patient
with chronic stable liver disease. 50 SBQ 00 p.\ ,'9 ; it : pa ',en =
Some clinical trials have shown a moderately impaired i e iA
patients with chronic liver impairment, incl)t,.ldinz alcotr\‘:l:i?bgllrshrgsg P:;a(;i?x]: ! tl,n
increased pgracetamol plasma concentrations and longer elimination r{élf—life In, (hész
reports, the increased paracetamol plasma half-life was related to depressed synthetic
capacity of the liver. Consequently, paracetamol should be used with :autioh‘ih zétiems
with liver impairment and is contraindicated when there is ‘decompensated active
disease, particularly alcoholic hepatitis, because of CYP 2E1 inductiorf which'leads to
increased formation of the hepatotoxic metabolite of paracetamol Leang
Geriatric 1 Ui 8t &sinsi
The pharmacokinetics and the metabolism of paraceta i ified; if atall, i
elderly subjects. No dose adjustmentis usualls requireg‘iglt?\: ;ggmgirgr? e at;?" !0
Pediatric and adolescent R
Neonates, infants, and children ' Vool A £ G i
T‘he‘ pharmacokinetic parameters of paracetamol observed in infants and children are
smllar(g those observed in adults, except for the plasma half-life, which is slightly shorter
_(approxnmately 2 hours) than in adults, In neonates, the plasma }1alf-life is longer than in
infants (approximately 3.5 hours).
Neona!e_s, infants, and children up to 10 years of age excrete’ significantly iless
glucpromde and more sulphate conjugates than adults. Total excretion of paracetamol
.and its metabolites is the same at all ages. \

PRECLINICAL SAFETY /
S_:a(cii'\ogenas\s. mutagenesis, impairment of fertility ot K :
The effects of paracetamol in the diet of rats and mice was evaluated at 0, 600, 3000, and
6000 PPM for 2 years. There was no evidence of carcinogenic activity of paracetamol in
male rats, nor in male and female mice. Equivocal evidence of carcinogenic activity was
‘noted for female rats based on an increased incidence of mononuclear cell leukemia.
A comparative review of the literature on paracetamol genotoxicity and carcinogenicity
showed. that- genotoxic ‘effects ‘of paracetamol appear only: at dosages above ‘the
recommended range resulting'in_severe.toxic effects including pronounced liver and
bone marrow toxicity. The threshold level for genotoxicity Is not reached at therapeutic
dosages of paracetamol.'Animal:studies do.not indicate a;carcinogenic; potential at
nonhepatotoxic dose levels. Tumourigenic effects of paracetamol have been observed in
older studies only at administration of very high, cytotoxicdoses. =
PACKING SIZE: Box of 4 strips X 4table
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Co ché chinh xac cia tac dyng gidm dau va ha sét ctia paracetamol vAn chua
dugc xac dinh. Co ché tac dyng cé thé lién quan dén cactac dyng & trung rong
vangoaibién. i
Dugc ddng hoc '
Hép thu ) ; 2
Sy h4p thu paracetamol khi ubng s& nhanh va hoan toan. Ndng a4 dinh trong
huyét twong dat dugc khodng 10 - 80 phat sau khi uéng. (Xem CAC BAC TINH
DU'QC LY, Dwgc ddng hoc, Cac nhém benh nhan dic bidt.) X
Phén bé ’ ;
Paracetamol duoc phan bd “23'“‘ vao hAu hétcacme.
nguei lon, fch phan bd cla parac. 2 !
"ong T, :3% '17 ! 1?0 s etamol khoang 1 - 2 lit/kg va gt@ ?’?‘
Paracetamol khong gén két manh véi protein huyét twong
ghuﬂn héa PN, : W
Paracetamol duge chuyén hoa chliyéu & gan fplana
lién hop véi acigdy glucuronic va lign hVDgV(ri r::?dh:ll)ﬁﬁ?lguggg %anhvtg] gapd
Sulfuric nhanh chéng ba0 hda khi diing lidu cao hon nhung van tronp h‘ ac‘v'
lidu didy tr|. Sy bao hda €ua qua trinh glucoronid héa chi xu%t hién khig d%nagrﬁéli
cao hon, gay ddc cho 9an. Mat phan nhé (dudi 4%) dugc chuydn hoa bai
Cytochrom P450 tao thanh mdt chit trung gian c6 tinh phan tng cao (N-acetyl
benzoqulnopeimln). trong didu kién str dyng théng thuérng, chit trung gian nay
s& dugc khir dgc bang glutathion va dugc dao thai qua nuéc tidu sau khi lign
hop véi cystein va acld mercapturic. Tuy nhién, khi ngd doc véi lidéu cao
paracetamol, lwgng chit chuyén héa c6 ddctinh nay tang én.
Thal tree /
Céc chét chuyén héa cla paracetamol chd yéu duoc dao thai qua nudc tiéu. O nguoi
14n, khoéng 90% lidu dung dugc bai tiét trong 24 gid, chl yéu duéi dang lién hgp
glucuronid (khodng 60%) va lién hop sulfat (khodng 30%). Duéi 5% duoc thai trir &
dang khong ddi.
Thai gian ban théitrong huyét tvong khoang 2 gidr.
Céc nhém bénh nhin asc bigt :
Suythan g .
Khi suy than nang, sy thai trir paracetamol hoi cham. Déi véi cac dang lién hop
qucEJ_ronlg va lién hop sulfat, téc d6 dao thai cham hon & ngudi bi suy than nang so véi
nguoi khoe manh. Khodng thoi gian téi thiéu gitra méi 1an diing thuéc 1 6 gier hoac 8 gicr
léh"d;?g p)_aracetamol cho nhirng bénh nhan nay (Xem LIEU LUQNG VA CACH DUNG,
uy than): = : ‘ ; §
Suygan
Paracetamol d& duoc nghién clu & bénh nhan suy gan. Trong mét nghién cd
arqcetarqol 4 g!ngéy trong 5 ngay dwoc str dung cho 6y dgi teong b?bér?h qa?n mz-mctliﬁfﬁv
on dgr]h. Nogg dq paracetamol trong huyét twong duoc xac dinh nam giralieu1g thir ba
vathirtw moi ngay trong khoang tir 4,5 ug/ml dén 26,7 ug/ml, thap hon nhiéu so véi mic
ligu co khzglna‘ng gay doc. Khdng quan sat thay s tich Iy paracetamol dang ké va khong
c6 thay doi nao ve tinh trang Iam sang ho&c xét nghiém cia bénh nhan. Thai gian ban
thai trung binh la 3,4 g=i<‘7. Trong nghién cru ndy, 20 ddi twong bi bénh gan man tinh én
dinh da dugc chon ngau nhién vao mét nghién ciru bat chéo, hai giai doan. Ho da dung
paracetarr}ol hodc gia dugc 4 g/ngay trong 13 ngay va sau d6 bat chéo qua dieu tri thay
thé. Mot di trong c6 ting céc trj s6 v& xét nghiém chize nang gan (Liver Function Tests -
LFTs) nhwng sau khi phuc hdi khoi giai doan d6, bénh nhan nam nay khdng cho \hé\( bAt
thwéng ndo trong hai 14n thir sau d6. Diéu nay két luan ring sy tng cac tri sb ve xét
nghiém chrc nang gan khong lién quan dén thudc va khang cd chéng chi dinh stz dung
paracetamol & liéu diéu tri d6i v&i nhizng bénh nhan b bénh gan man tinh on dinh.
Mt s thir nghiém 1am sang da cho thdy sy suy gidm trung binh cua chuyén héa
paracetamol & bénh nhan suy gan man tinh, bao gom cé xo gan do ruu; nhur duoc thé
hién boi sy tang ndng dd paracetamol trong huyét trong va thoi gian ban thai dai hon.
Trong nhi¥ng bao cao nay, thdi gian ban thai ctia paracetamol trong huyét twong colién
quan v&i gidm kha nang téng hop cua gan. Do d6, nén than trcng‘km st dung
paracetamol & bénh nhan suy gan va chéng chi dinh khi c6 bénh gan mat bu the hoat
déng, dac biét 1a viém gan do rwu, do cdm tng CYP2E1, dan déntdng hinh thanh cac
chétchuyén héa gay déc cho gan clia paracetamol. 3
Ngui cao tudi
& cac ddi trgng cao tudi, duge déng hoc va chuyén héa cla paracetamol thay ddinhe,
hoac khéng thay ddi. Khéng can diéu chinh liéu & nhom bénh nhan nay.
Tré em vé thiéu nién .
Tré so'sinh, tré nhd va tré em \ grlly £ ¥
Cac thong sé duoc ddng hoc clia paracetamol quan sat dwoc & tré nho va tré em canp
twong tw nhu da quan sat thay & nguwdi I6n, ngoai trir thoi gian ban thai trong huyet
twong hou‘ ngan hon (khoang 2 gi¢») so v&i & ngudi lon. & tré so sinh, thdi gian ban thai
trong huyéttrong dai hon so véi & tré nhd (khoang 3,5 gid),
Tré so sinh, trd nhé va tré em dén 10 tudi bai tit chat lién hop glucuronid it hon dang ké
va chét lién hop sulfat nhidu hon dang k& so véi ngudi 1on. Téng luvgng bai tiét
paracetamol va cac chat chuyén hoa clia né [a nhu nhau & moi ltra tudi.

DLIEUAN TOAN TIEN LAM SANG
Kha néng gdy ung thw, détblén, suy giam kha nang sinh san

T4c dung clia paracetamol trong ché dé an clia chudt cdng va chuét nhat da duec danh
gla & mirc 0, 600, 3000 va 6000 PPM trong 2 nam. Khéng cé bdng chirng vé hoat tinh
g4y ung thu clia paracetamol & chudt cdng dyre, ciing khéng cé bang chirng v& hoat tinh
gay ung thu clia paracetamol & chugt nhat dyc va cai. Bang chirng khong rd rang vé
hoat tinh gay ung thu da dugc ghi nhan déi véi chudt cong cai dya trén sy tang ty 16 mic
bénh bach caute bao don nhan. N 3
M§t xem xét so sanh cic tai lidu v& ddc tinh gen va kha nang gay ung thu cla
pgracet_amol da cho thay té_c dung gay ddc gen cpa paracetamol dudng nhu chi xuit
hién & lidu cao han k_h_oéng llég khuyén céo, din dén cac tac dung ddc nghiém trong bao
gbm dgc tinh déi véi gan va tly xuong rd rét. Mirc ngudng vé dde tinh gen khong dat
dugc & lidu didu trj clia paracetamal. C4c nghién ciru trén dgng vat khang cho thay kha
néng gay ung_thu & muc lidu k‘hbng gay.ddc cho gan. Tac dung:sinh:khéi u'clia
paracetamol da dwgc quan satthay trong cac nghién ctru trrd'c day, chi khi diing lidu rat
cao gy docté bao. % SN o
QUY CACHDONG GOL: Hop4 vix4 vien, Hap 10vix4vien. . -
BAO QUAN: Bao quanduéi30’C, OnoikhOrao: .ty it
HANDUNG: 36 thang kb rngay sanxudt, -
Khéng diing thuéc qua hansirdu g‘tt‘r'\é‘ baob
y ARASE B 520 ] Y. DAL

TIEU CHUAN CHAT LUQNG: TCCS
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