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1301-5041174 =
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" Re:  Ketamine HC! - Suitability Pefition *
' Docket#O1P—0156/CP1

D‘Urgon‘t D{-‘or Reviow [ Please Comment oe

" Dear Martm

* Fu.rther to your: telephone request thlS mormng plcase ﬁnd below onmche Pharma 5
. Statement of Grounds for the above Suxtabihty Petition: ' L . ‘

'_‘Blomche Pharm wauld fikee to have the 100mg/ml. strengtk as part of thezr Ketamme
Hydrochloride 1me due to. the variance in Dosage and Admmlstranon and t}ze variance. in

weight of paﬂents reqmnng Ketarmme H}a?ochlmde Inj Jecnon
" The average adult dosage adrmmstered mtmvenfm.sly is 2 mg/kg (Imf,r/lb) if the patient

" weighs between 150 and 200 1bs, whzch the majority of 1 the ‘population does, than the initial -

. dosage would be 150 or 200 mg, so instead of ad'nmzstermg 3—-4mL of the 50 mg/mL
- Ketamine one could administer less product by giving 1.5 = 2 mL of 1 the 160 ‘mg/mL. The
* - same rational can be used for intramuscular admm:sfraizon fess o of the prodiuct can be given
- if one can use the higher strength. Since the product isina Iézrger vial and has a preservarive

C oo dn it it ¢an be reused. duwving .swrgery for mamienaizce of wzestheﬂa for Ionger swgenes, ‘
_ijthau havmg 10 open another wal , , G .

havmg fo prepare another solution.

‘vIn addztum since some patients ﬂmds need to be reslrmled one could use the. hrgker dowge
: proa&:ct wnflz lesy added fluid and still obtcun the same affect.

- needed 11 cam. 2. be rebbéned durmg the ‘mrgery to ﬁm‘he rtain the' anesfhe&za, wuhom E
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