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Dear Purchaser,
Safety Advisory on Epipen Contamination with Pralidoxime

Good Pharmaceutical Pte Ltd would Ilke to alert its purchasers that EpiPen® Jr Auto-Injector
0.15mg/0.3ml (SIN13290P) and EpiPen® Auto-injector 0.3mg/0.3mi (SIN13288P) are found to
contain trace levels of pralidoxime chloride. Pralidoxime chioride is an active pharmaceutical
ingredient (APJ) associated with the production of another medicine used to treat people who have
been poisoned by pest control chemicals and its safety profile has been well established in humans,
The presence of these trace levels of pralidoxime chloride originated from a manufacturing issue
between production batchas of different products.. .

Background

EpiPen® Jr and EpiPen® Auto-Injectors contain epinephrine, which ks used for the emargency
treatment of allergic reactions including anaphylaxis in children and adults. As there is a current stock
shortage, both EpiPen® Jr and EpiPen® Aute-Injectors are being allowed for release considering that
the risk from withholding treatment or not having epinephrine available to freat anaphylaxis is far
greater than the risk of being exposed to a very small amount of pralidoxime chlaride. Although there
Is presence of trace levels of pralidoxime chloride, the risk of adverse reactions from exposure to
pralidoxime chioride is very low as the trace levels of the pralidoxime tested are significantly below the
recommended therapeutic dose of pralidoxime. Purchasers should report any serious adverse events
suspected to be associated with the use of Epipen to Good Pharmaceutical Pte Ltd, at
vicki.ang@goodpharmaceutical.com.sg or Tel: +65 9828 7677. Alternatively, this Information may be
reporied to Vigilance & Compliance Branch, Mealth Regulations Product Group, Health Sciences
Authority at Tel: 6886 1111 or Fax: 6478 9069 or report online at http;/Mww.hsa.gov.sg/ae_online

Thank you for your kind understanding and co-operation.

Yours sincerely,

. ﬁfwﬁfc‘m .

Jakdn Humphries
Managing Director
Good Pharmaceutical Pte Ltd
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