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A Comparison of Dose of Paracetamol
Syrup Products With References

ABSTRACT

Objective: To compare information regarding dose and dosage regimen of
paracetamol syrup both single ad combination formulas with well known
references. Method: We bought paracetamol syrup products from drugs
stores and grocery stores (213 sampled products from a total of 453
registered products) from March 2013 to February 2014. We evaluated
accordance between dose and dosage regimen information on each
product and the information in various references with (Drug Information
Handbook 19th edition 2010 — 2011, Pediatric & Neonatal Dosage
Handbook 19lh edition 2012 — 2013, Micromedex® version 2.0, AHFS
Drug Information 2012, BNF for Children 2011). With a theoretical case
of 8-month, 2-, 4-,

and 8-year old child case, we evaluated the

appropriateness of each product’s labeled dose with the recommended 10

— 15 mg/kg/dosing whether it was “lower than,” “within,” “higher than,”
“lower than and within,” and “within and higher than” the recommended
range. Results: Of 57 products obtained, the majority was paracetamol-
only products (84.21%) and with a strength of 120 mg/5 ml (63.61%). Dose
and dosage regimen information of these products were in a very negligible
accordance with well known references (0 — 12.28%). In theoretical case of
8-month old child, 46.61% (of 57 products) offered doses that resulted in
the ones lower than, and 7.02% within the recommended range. For those
2 and 4 years old, almost half of the products offered doses that were
“lower than and within” recommended range (45.61% and 42.11%,
respectively). For those 8 years old, on the other hand, 42.11% and
15.53% of products offered doses that were “within” and “within and higher
than” the recommended range. Conclusion: Dose and dosage regimen
stated in the paracetamol syrup products were not in accordance with the
references which could

Such

recommended range from the well known

potentially inappropriate dosing to children. information on

paracetamol syrup products should be updated.

Keywords: paracetamol syrup, dose, dosage regimen, label, package

insert, reference
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Neofax’ 2011

BNF for Children® 2011

Oral loading dose 20 — 25 mg/kg
Maintenance 12-15 mg/kg/dose
Maintenance intervals
Term infants: every 6 hr
Preterm > 32 wk: every 8 hr
Preterm < 32 wk: every 12 hr

3 - 6 months: 60 mg

6 months — 2 years: 120 mg

2 -4 vyears: 180 mg

4 -6 years: 240 mg

6 — 8 years: 240 — 250 mg

8 — 10 years: 360 — 375 mg

10 - 12 years: 480 — 500 mg

12 — 16 years: 480 — 750 mg

Every 4 — 6 hours (max 4 dose in 24

hours)

. ® . 9
Micromedex  version™ 2.0

Drug Information Handbook'® 19"

ed., 2010 - 2011

10 — 15 mgl/kg/dose every 4 to 6 hours Max
75 mgl/kg/day for infants and lesser of 100
mg/kg/day or 4000 mg/day in children

10 — 15 mg/kg every 4 — 6 hours as needs;

do not exceed 5 dose (2.6 g) in 24 hours

Age Dosage Age Dosage
(mg) (mg)
0-3mo 40 4-5y 240
4 -11mo 80 6-8y 320
1-2y 120 9-10y 400
2-3y 160 1My 480

Pediatric & Neonatal Dosage

Handbook'" 19th edition 2012 - 2013

AHFS Drug information' 2012

10 — 15 mg/kg every 4 — 6 hours as needs;

do not exceed 5 dose in 24 hours

< 3 mounts (2.7 — 5 kg): 40 mg
4 — 11 mounts (5 — 8 kg): 80 mg

Weight Age Dosage (mg) 12 — 23 mounts (8 — 11 kg): 120 mg
27-53 0-3mo 40 2 -3 years (11 - 16 kg): 160 mg
54-8.1 4-11mo 80 4 — 5 years (16 — 21.5 kg): 240 mg
82-108 1-2y 120 6 — 8 years (21.5 — 27 kg): 320 mg
10.9-16.3 2-3y 160 9 — 10 years (27 — 32.5 kg): 400 mg
164-217 4-5y 240 11 years (32.5 — 43 kg): 480 mg
218-272 6-8y 320
27.3-326 9-10y 400
327 -432 My 480
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