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PRESCRBING INFORMATION

BRAMOL wrusion ()

(Paracetamol)

[
Specs. Erookes

o

Eramol (Faracetama) saicn for Ffson 15 3 o el gty yeforatet st coniate
10mgiml of Paracetamal BP. Paracetamol Iz ai s e fo
relief fever and mid f moderate pain In i age groups.

SPECIAL POPULATIONS:
Renal InssMciency:

In cases of ssvers renal mparment lcmal.rlne clearance 10-30 miimin), the simination of paracetamol
i slighfly Gelayed, the simiration haif-iffe ranging ¥om 2 io 5.3 hours. Pafienis with severe reral
mlmm [creatining clearance 30 mLimin), tha Minimum intral batwesn sach adminisirason
i B increased bo 6 how

e pharmaco and the paraceiamal are
amn:lmmls Teuired i s papaaton

INDICATIONS:

Eramal (Paracetamol) Soikson for infusion is indicated for e Short-ferm ireatment of moderate paln.
especially foliowing surgery, and for the shorl-ierm ireatmend of fewer, when administration by

travences roule |s cinically jusShed Wmulueﬂlneeﬂho trea paim or h'm!m!mn:nn.mrmen aner
mutes of adminisirasion are not possibie

DOSAGE AND METHOD OF ADMINISTRATION:
Intravencus uze:

The 30 mi vial Is restriced ko ferm newbarm infanks, infands, inddiers and chikdren weighing less than
33kg. The 100 mi vial Is resiricied o aduls, acolescents, and chikdren weighing mons Fan 33 kg.

elderiy subjects. No dose

Pharmazadynamic Prof
The preciss mechanism of Se anaipeskc and anepyresc pmpemes at narar.:lamnl has '|-=l o ne Patient weight Dase per Volume per | Max. volume of "I""'“"
estabished: 1 and peripheral (Paracesamai Administration| Ry Khams
Ao e o S vt WA 3 5 15 Ranchas st T tart of Ao . T FARI AMGEEE ——t
ofect ‘Gerafion of this afiec is usually L
Solution for Infusion redaces fever within 30 minules afer the start of adminisration wih a duration of =10 kg* 7.3 mpkg 0.73 milkg TSl 30 ma%g
ihe anapyTeac efect of at least € hours
- > 10/ kg to =33kg 13 mgkg 1.3mLkg LU i
PHARMACOKINETIC PROPERTIES i
e S > 32 kg to 250kg 15 mpkg 1.3mLkg TamL —t
Eramst (Faracetamal pharmacckinetics |3 inesr up i 2 § afler single smiisraton an ater
repeal o churing 24 hours. The m: a [ >80y with addSonal 18 it R -
abiserved 2t the end of 15-minuies o 050G o8 Faracesamt 10 el Sobcaen risk faciors for hepatolaxicty
Infusion i about 30 ~ 22 g o2 . acmana = ; ; B
The vahng of dsexiion of pa s apgn 1 Lig. Bramol 15 nat ik factors for Pepalotaricity
axicnsively bownd o plasma proicim. Folowing nfssion of 1000 Mg parceiama, significant
Eancerralins of pAraCEarol (ADaUR 15 LG WErE Shen/Ed In ihe Cerebrezaral S 1 and weer m’m"l:“"::mh‘ﬁ; mmﬁ.ﬂ:m;mm”;r;';;m e ""““"“n'.‘,'ﬂ’m

the 208 minule folowing infusin.

Mectabolism:
Eramol (Paracetamal) s mefabolzed manky i the e Tolowng be
nu:ummc Bcid conjugation and suibhurc ac

majar hepatc pal
mnnalnn The laiter e 2 rapidy sauau: o

P\ﬂ‘.\olnamnv:lntnnmm:-:n-a Poce mine mm under normal mnmnmnlus:
s rapicly cetnufied by redu; mnnunmmecnnaleﬂmu!um: afler conjugation wih cysieine
phoric ackd. However. during massive overdosing, S quanity of this fowic mekahotle &

Elmination:
The metabaolies of paracetamal ar mainly sxcrated in the urine. S07% of the doss

are rot receiing ciher paracetamal contaning procucts and should be adjusied acconingly taking
=iach products ini account.
et weighing less Wil require smaller volumes.

The: mirimum imierval hetween sach adminisirason must be 2 lezst 4 hours and 2t least § hours with
severe renal insuiciency. Ho more San 4 doses fo be ghven in 24 haurs.

Mcthed of Administration:

Take fare when prescribing and mnslznnc paracetamal, soiuion Inrrn.suon on, ensaring Lnenrnner
dose Is comMunicated and dispersed. Take cane io ensue e Go5e IS Measued and aomnksiered
acouralety

=
excreied within 24 hous, mainky 2s glucurcride (80-80%) and suighale (20.30%) conjugaies. Less
than &% I eliminaled wnchanged. Flasma hak-ie & 2.7 hours and @l body dearance b 30 L
Neonates. infants and Children:

The phamacokinets: parameters of paraceiamol oierved ininfanks 2 chidren e similar o s
abseresd in aduls, exoept for the plasma Faif-ife that is sightly shorer (1.5 10 2 K fan i adults.

nEDn.

The s 2 13.minuie
Fatients »uignln = 10y

o,pxar.:Ewm soluSion for Infzsion, should not be Fung 2s an iInfusion due 1o the
sl veluma ul e medicinal roduct in be adminisiered in this populal
* The volume 10 be administened should be wihdrawn from e vial and died in a 0.5% sodum
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chioride sohsion or 5% glucose soluion up 1o one tenih (one volame [aracetamol, soksson for
Infusion, Inia nine: volumes diuent) and aaministered cver 13 minue

=4 5 or 10 mi syringe shoukd be wsed io m:msexanwnnmulnennmmuum
and the desired volume. However, this should never exceed 7_3mi par

ol TIONE:
In patients with hypersensitivity 1o nxa::lamnlm foany of the exciplents.
In cases of severs hepalocelular insuficien

SPECIAL WARNINGS AND PRECAUTIONS FOR USE:
Wamings

FISK OF MEDICATION ERRORS
Taice care in avoid dosing emors due in cordusion beiween millgram {mg) and millier {mL), which
could resul In acoidental overdose and death.

In prder ko awold the risk of overdose, check thal no offer medicines contaning paracetamal are
acministerad 2t he same

Doses higher Tecomr L wery damage. Cinical Sigrs and
sympioms of fves n:ma:e:wmluwalyseennmlwnaysnunnanmcmumcra.nna , aftmr
‘adminisiration. Treatment with anSdole shoukd he given 22 scon as possible.

Faracetamol should be used with caution In cases of
ludar insufficincy, savera ranal insulficancy (creatining claarance £30 mLimin)

Chronic alcoholism, Chronic mainuon (low reserves of hepabc putaihione), dehydraion.

e e b e ek S i e of el

Profenec causes an aimcel 2- o redacton n cRarwce of pSraceiaml by Inmibeng s

cEngaken with punrarie 20 Salcymide may rrnlonn e sirinaten b of parae

Cauton st be {zken comitant of enzyme-inducing i Bantmitact
e o paracetaml (4 § per cay for 3t 1esst y Gaysh win cral anbCospares may lead i ket

amalnns W ok

it e zlpenzn(e of the Iniravencus administration of paracetamol is limi
Faracetamal 10 mg/mi Sokdion for Inision shoukd only be Used duFng pregnancy afer a careful
Eeneff-risk assessment.

Lactation:

After oral adminisT280n, paracetamol s excreled Inio breast milk i smal quansties. No undesirable
effects on nursing infants have been repore:

ECTS:
Tn:‘r:wen:ynr adverse events lisied beiow is defned using T folowing convent
vary common (2 110, comman (= 11300 i 1110, uncommon [z 111,000 o 1100) rarn-.:mn 000
1,000} very rare (= 110,000, mad known jcannal be estimated from e avallable data)

|_Organ System Rare | very rare
General Makise Hyperseriiviy reaiion
Cardiovasoular Hypoheresion,
Theer Inoreased iveis of hepalic
minases

Ekin ard subcutanscus fssus
disarders

Flatmiatbiocd

Ery Far Cases of Sernus sk
reactions have been reporied.

| Trmmbocrieeenia

LLewcnpenia, Newropenia

ery rare cases of Fypersersiivity reactions ranging fPom simple Skin Fash o uricana 1o araphylactc
shock have been reporied and requin: deconbruation of treatment.

OVERDD!
symp-msqen aly 2ppmr wifi ina i 24 hours avc comprie: e, vormBng, sreis, pabor
absomina tose, 7. 1t o pArACecl 3 3P STl I A0t o 140

kn of body nnm 8 Srgie aMniatien ' CRIGIE, Causes nepast ‘cytalysis Tiely fo Friuce

complete mdl ersible: necrosis, resuling In hepaloceiular insuiciency, metabolic ackosts and

encel which may kead I coma and death.

e Peament inces aaME T30 of e AGDle. N-aceticysene (NAC) by the L3 or oral rouee

If possible Badors e 4

sum at I.!mDelaIll! Deun 30°C awary from Bght.
Do riak restigerae or

PRESENTATION:
Bramol Rdsion

available in 100mi glass vial iR a carion
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