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“ hazardous” “ very hazardous” 2 G Sofe
y 12th July 2001 O T
By Stephen Wilkins + Aboutus
+ Home
CHIPS Within the context of improving packaging accessibility and functionality, child resistant packaging presents a series of |+ Contact us
special problems; * Members Directory
or to the designer a series of special challenges. « Events Diary
+ Join Email List
It is well to remember that from the outset child resistant packaging is designed to resist opening by a proportion of
those who might encounter it, namely children, but to be easily accessible by adults. Conferences, Articles,
. ; 3 ) Speeches
Here is the definition of child resistant (CR) packaging - e
CRP 222Child resistant packaging is packaging that is difficult for children to open within 3 reasonable period but that Sonfarences.
presents no difficulty for adults to use properly???
Ancther point to bear in mind is the comment, which you will have heard today, concerning packaging related injuries.
i o 45,058 oacuences hes beem asoted Dk ot o s o mec e o ol o
pharmaceutical packaging, those are almost half as many incidents again. Indeed our own research indicates not
30,000 but 45,000. More about all of this later though. Recent Developments
. !
Developments
THE HISTORY, REGULATIONS & TECHNOLOGY OF CHILD
RESISTANT PACKAGING 15
Child resistant packaging emerged in the United States with the Poisons Prevention Packaging Act of 1970, The 1975 Lamited
Medicines (Child Safety) Regulations in the United Kingdom specified child resistant packaging for some * INCPEN
pharmaceuticals, initially solid dose children???s aspirin and paracetamol and subsequently adult versions of these * PIRA
drugs. The UK was the first European Union country to utiise CR packaging, and the second country after the United |=_REC conTAINERs |
States. Indeed, even today standards for CR packaging and a legal duty to use the product exist only in the United

I
So what makes a product child resistant? The definitive test is in fact a protocol test where a sample of children is used [ Switch Theme:
2nd asked quite simply to open the pack being tested. The sample is allowed two sessions; five minutes, and then a + Colour | BW
silent demonstration then a further five minutes. The pack fais, that is, is not considered child resistant, f fifteen

percent of the sample open it, prior to demonstration, or twenty percent open it post demonstration.

Sequential testing is used, in other words because each resultis plotted on a rising curve with tolerances, a pack can
2 P P A AT e

In the United Kingdom the standards for reclosable CR packaging have been BS 5321 (1975), BS 6652 (1985), BS EN
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10 15 3
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CRP Wiseman
1987 EU 155 EU
92/27/EEC156 CPSC
ferrous sulphate tablets BSI
DIN 55559
BS EN 28317

155 Council Directive 85/374/EEC on the approximation of the laws, regulations and administrative provisions
of the Member States concerning liability for defective products 1985.7.25 Official Journal of the European
Communities 7.8.85 No.L 210/29-33

156 COUNCIL DIRECTIVE 92/ 27 / EEC of 31 March 1992 on the labelling of medicinal products for human
use and on package leaflets Official Journal of the European Communities 30.4.92 No L 113/8 12
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MEDICATION SAFETY AND QUALITY
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CRP

[ What does this mean in practice?
I terms of day to day dispensing, this means that there is
now a software prompt to help identify products requiring
child-resistant packaging. For these products:

but does play a role in preventing harm in this vulnerable

For locse tablets:
Popuation Where loose tablets are repackaged into a capped
D What s child-resistant packaging? container (e.5. bottle or vial), a child-resistan cap must
Chitd-resistant packaging s designed to lim, or delay be used to close the container.

‘access to multiple dose nits of a medicine and can be in a
number of forms including:

For liquids:
id medi Kaged in bottles must be closed with
= Foil or blster packing; g mectcions pac e @
a child-resistant cap.
m CRP ? o
© Containers with child-resistant caps (e.g. bottles, For sachets, or tablets in foil or blister strips:

vial). y
CRP [ Which medicines need child-resistant packaging? resistant. As long as they remain in their sachet, foil or
Medicines that require child resistant packaging under blister strip, they do not need any additional child-

regulaton are listed in «
80) and Therapeutic Goods Order 80 A (TGO 80A - as of
01/10/2013).
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2.5kg CR

LDso 200 5000mg/kg
LDso 400mg/kg

pH 2 11.5 erythema oedema
Draize Grade 1.5
Viscosity ISO 3219(1993) 7x 106 m2/s
at 40°C 10%
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(iii) CSA Z76.1 -M89(1999)
(v) DIN 55 559 1980
) PPPA 16CFR § 1700.15 § 1700.20
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