~ Public Health Service -

‘Bioniche P
. Attention R -
'151 Dundas Street #507
. London, Ontario
' ;‘CANADA N6A 5R7

'DearMs Noll

3 This is in response to your pet1tron ﬁled on: Marc
= 2001 requestrng permission: to ﬁlean Abbrevrat

o ‘Your request mvolves a change n strength (total
: ‘product [i.e:, from 100mg/mL Sml vials (500 m . , .
’ f ‘mg/vial)].. The change you: request is the type of chang that is authorrzed under the Federal

Food Drug, and Cosmetrc Act (Act) ' T - fe

; We have revxewed your pet1t1on under Section: 5 05 (})(2)((3) of the Act and have deterrmned that
Loitis approved This letter represents the ‘Agency’s detennrnatlon that an ANDA may be '
o submrtted for: the above—referenced drug'product B -

Under Sectron 505(])(2)(C)(1) of the Act the Agency must approve a petrtron seeklng a strength
o Wthh differs from the strengthiof the listed drug product unless it finds that 1nvest1gat10ns must
be- conducted to show the safety and‘effectlveness of the: ,dlffermg strength - : >




' To permrt review of your ANDA subm1ssron you rnust submrt all mformatron requ1red under ’
. ‘Sections 505(_])(2)(A) and (B) of the Act. Tobe approved the drug product will, among, other
‘things, be requrred to meet clirrent broavarlabrhty requrrements under Sectron 5050)(2)(A)(1v) of
. the Act. We suggest that you.: subrmt your protocol for this drug product to the Office of Generic
' Drugs, Division of Broequrvalence prior fo the subrmssmn of 3 your ANDA. During the review of
© your apphcatron the- Agency may requ;lre the submlsswn of addrtronal mformatron

'The hsted drug product 1o whlch you' refer m your ANDA must be the one upon Wthh you based

» this petition. In addition, you should refer in your ANDA to the appropnate petmon dooket
number cited above, and include a copy of this letterin the ANDA submrssmn :

. A copy of thls letter approvmg your petrtron will be placed on pubhc d1sp1ay n the Dockets
- Management Branch, Room 1061, Mail Stop HFA-305, 5630 Frshers Lane, Rockvﬂle MD
20852 : .

Sincerely yours,

P

Gary J. Buehler
»Director _

Office of Generic Drugs -

Center for Drug Evaluation and Research




