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Drear Mr, Sharmas;

Ber Kutol Products Company Inc, 180 Pertnership Way, Sharooville, O, USA 45242

The review of the information, received on May 3, 2011, as evidence of Good Marufacturing Practices
(GMP) compliance for the aforementioned forelgn site bas been vompleted, The information provided
demonstvates that the fereign site is in compliance with Division 2 of the Food and Drug Reguiations (GMTP)
to fabricate, package/label and test over the pounter pharmaceuticals (solutions), nop sterile,  Therefore, this
foreiga site may be jisted on your Establishment Licsoce,

Flease note that the assessmant for this forsign site Is valid upht DECEMBER 31, 2613, unjess new
information is received or brought to our attention.

The Bstablishment Licence Unit is informed of this review

Please note that vou have the responsibility to msurs that your foreign site continnes to be GMP compliant
and vou are required o subimit any new mformation that is brought to your attention.

Should vou have any questions please do not hesitate to contact the undersigned. We thank you for vour
sooperaticn.

Sinceraly,
Uitiars Vil

Victoria Hurlbut

Senior Compliance Officer
vistoria burlbut@he-se.ge ca
Tel: (902) 4267704

FAMN: (902) 426-6676
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