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Bruce Albiston, Owner & President
Maine Oxy-Acetylene Supply Co.
#2 Adams Street
Auburn, Maine 04210

Dear Mr. Albiston:

During an inspection of Maine Oxy-Acetylene Su ply Co., Brewer, Maine, conducted on June
5,6, and 11, 1997, our Investigator determinJ that h uid and aseous oxygen are being

1 ftransfilledand distributed. Corn ressed medical ases, inclu in both iquid and gaseous medical
5 ? #oxygen, are drugs as defined by ection201(g) o the Federal ood, Drug and Cosmetic Act (the

Act).

This inspection revealed that the liquid and aseous medicaI oxygen bein transfilled and
5

1!
distributed by your firm are adulterated within t e meanin of Section 501(a) )(B) of the Act,

kin that the cmcols used for the manufacture,processin~, pac ‘n~ or holding of t ese roducts are
not in conformance with the current good manufactunn

5?
$ractlce regulations (cGM s) Title 21,

Code of Federal Regulations (21 CFR), Parts210 and 1, such as:

1. Failure to assay filled cryogenic vessels of medical li uid oxygen for identi and
strength rior to release, in that from Janu 71, 199’?throu h May 31, 199 you
only ha records for rformin this assay or the dates of ebruary 25, 27, and
March/’1997. your~iandard ~ w krating Procedure ($OP) No. 104 requires every
dewar (VGL) to be assayed for purity.

2. Failure to perform adequateprefill, fill and
Y

stfill operations on each liquid oxy en
iicryogenic vessel, in that from January 1, 197 through May 31, 1997, ou only ad

7records for rform.ingtheseoperationsfor the dates of February 25, 2 , and March
3, 1997. ?our Standard Operating Procedure (SOP) No. 104 requires you to

pdorm these operations on every dewar (VGL).

3. Failure to perform adequateprefill, fl and postfill o erations on each high pressure

f
?as cylinder, in that your records are inaccurate and or incom Iete, Your SOP No.

:00 requires you to perform these operations on every cylin er.

D



4. Failure toad uately calibrate the oxygen analyzer in that there is only one record
‘%(Ap~ N, 199 ofi a) zeroin of the oxygen anal zer with nitro en fid b) check

of the ressure of the oxygen
r?

&il“bmtioncylinder. 4 four SOP No. 10 r uires you
%to pe orm these ste s weekly. Also, there is only one record of the cali ration of

$two ‘thermometers ( 2407 and 22501) done on February 20, 1997.

The above identification of violations is not intended to be an all-inclusive list of deficiencies at

k
our facility. It is your responsibility to ensure adherence to each requirement of the Good
a.nufacturingPractice Regulations. Federal a encies are advised of the issuance of all Warning

Letters concerningdrugs so that they may take &“sinformation into account when considering the
award of contracts.

Also, the SOPSat your facility are not si ned/ap roved or dated. You should have the original or
!5J’copy of the signed/approved and dated tandar Operating Procedures at your facility.

SOP No. 108 “USP C linder Gas Labeling”states that an e;ample of current labelingwill be kept
Lin a master Iahelfile, t “sis not being followed.

This will serve as official notification to management that FDA expects till locations to be in
compliance

You shouldtake p~omptactionto co,rrectthese deviations,. Failure tp do so may~esult i,nregulatory
action by FDA wthout fbrther notice. Possible actions includesewure and/or mjunctlon,

B
You should notifi this office in writing, within fifieen 1S) working days of receipt of this letter, of

\the specificstepsyou have takento correct the noted VIOatlons,includingan explanation of each step
beingtakento revent the recurrenceof similarviolaticws.

r
If ’correctiveaction cannot be completed

withinfifteen( 5) workingdays,statethe reason for the cielayand the time within which corrections
will be completed.

Your reply should be sent to Bmce R. Ota, Compliance Officerat the address noted above. If you
have any questions concerning this matter, please contact Mr. Ota at (617) 279-1675 x119.

-. .

( District Director .
New England District Office

cc: Issac M. Raymond, Branch Manager
Maine Oxy-Acetylene Supply Co.
131 Robertson Boulevard
Brewer, Maine 04412


