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AT 32-080 o 0CT 20 1971

Eikine-$img; Ine.
Attentiom: MNr. Dewis R. Desse
2 Eastarbroock Lane

Cherry Mill, New Jersey 08034
Gentlemen:

Rsference is made to your abhrevisted mew drug applicatien submitted
pursuant teo Section 305(h) of the Yood, Ixug, and Cosmetic Ast
for Cysnccobalamin Injectism, 100 mcg/ml. amd 1000 weg./ml.

mumomummw'mmn.m
enclosing memfactuxing information and printed labeling for Elkins-8fimm
ss a distributor. '

Esforence is siso mada to cur communication dated Saptember 21, 1971,
stating that labeling revisions will e required within 60 days of
receipt of Administration gunideliness.

We have completed the review of this abbreviated new drug ppplicatiom
and have concluded that ths drug is safe and effective for usa as
vecammended in the sulmittad labeling. Accordisgly, the spplicatiom

is approved. -
" The pariocdic reporting requirements of Sectiom 130.13(b) (4) of the

oew drug regulations are waived in regavd te this application ss pub-
lished in the Federal Megister of June 10, 1971.

Any significant change in the conditions eutlined in this abbreviatad
new drug application, requirss an approved supplemsutal spplication
before the change may be made, except for changss made in conformance
with other provisions of Section 130.9 of the mew drug regulations.

This Administration should be advised of any changs in the markatisg
status of this drug.



It is wetad thet yeu intend te
vhen it becemws svailsble. We will cemmsnt en this labeling whenm it
is reseived. .

The ons : swmarise the senditions relating th the approval of this

applisation
Sinserely yours,
/sl .
Benxy R. Simmows, M.D., X.P.H.
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