1. FDA MEDI CAL EQUI PMENT RECALLS AND ALERTS.

FOCD AND DRUG ADM NI STRATI ON ( FDA)
RECALLS/ ALERT NOTI CES

The following recalls are

reported in accordance with AFM.L 2-95,
nodi fications in
Chapter 2, Section D.
notification, you

di rected

recal l

i nstructions.
Davi d Zenkosky,

CLASS | RECALLS:

page CE-4, and should be treated as
accordance wth that AFML and AFl 41-201,
If you possess any of these itens and have not received

CLASS || RECALLS:

6515NS
MDC 11218
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

6515NS
MDC 13209
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

6515NS
MDC 10846

Attachment 2

should contact the manufacturer for recall
Suspension is only required for Cass | itemns. (FOM Capt
DSN 343-4028)
None
Henodi al ysis Units
Ganbro Centrysystem 3 U trafiltration (UF) Punp Thermal Fuse.

Recal | #Z-201-7.

Al catalog and all serial nunbers.

Ganbro Heal thcare (fornerly COBE Renal Care), Lakewood,
Col or ado.

Manuf acturer, by letter on Cctober 7-9, 1996.
recal I ongoi ng.

Nati onw de and international.
13,064 systens were distributed.
The Utra Filtration Punp Ther nal
down the UF punp wi thout alarm ng.

Firminitiated

Fuse can fatigue and shut

[ ] None Present
[ ] Action Taken

Punps, Enteral Feeding

Kangaroo Entriflush Enteral Feedi ng Punp, Rx device used to
regul ate the flow of enteral feedings: (a) Catal og #8884-
352405 (new); (b) Catal og #8884-352413 (refurbished). Recall
#27- 208/ 209- 7.

Al punps.

Sherwood Davis & CGeck, Watertown, New YorKk.

Sherwood Davis & Geck, St. Louis, Mssouri, by letter dated
Decenmber 4, 1996. Firminitiated recall ongoing.

Nat i onw de.

1,954 units were distributed.

The punps may deliver formula at rates up to twice the
programed feeding rate.

[ ] None Present
[ ] Action Taken

Circulatory Assist Units
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PRODUCT Abi omed (R) BVS 5000i Bi-Ventricular Support System tenporary
artificial heart systemconsoles. Recall #Z-221-7.

CCDE Serial Numbers: 1500-1523.

MANUFACTURER Abi oned, Inc., Danvers, Mssachusetts.

RECALLED BY Manuf acturer, by letter on Cctober 8, 1996. Firminitiated
recal I ongoi ng.

DI STRI BUTI ON California, Connecticut, District of Colunbia, Florida,
[1l1inois, Kentucky, Massachusetts, New York, OChio,

Pennsyl vani a, Rhode Island, South Carolina, Texas, West
Vi rginia.

QUANTI TY 24 consoles (2 val ves each) were distributed.

REASON The transducers may mal function and result in several types of
device failures. |If the transducer fails during power-up, the
BVS Systemmay fail the self-test. |If the transducer
mal functi ons during use, the BVS System nmay produce erratic or
reduced bl ood fl ow
[ ] None Present
[ ] Action Taken

6515NS

MDC 11218 Henodi al ysis Units

PRODUCT Freseni us Henodi al ysis Delivery Systenms: (a) Mdel
2008H 3008; (b) Model 2008E; (c) Model 2008C/D; (d) Mbdel
2008BSS. Recal | #Z-224/227-7.

CCDE Al lots.

MANUFACTURER Fresenius USA, Inc., Wl nut Creek, California.

RECALLED BY Manuf acturer, by visit Novenber 22, 1996. Firminitiated
field correction ongoi ng.

DI STRI BUTI ON Nati onwi de, Canada, Mexi co.

QUANTI TY 5,172 nodul es were distributed.

REASON Certain solenoids used in the | evel detector nodule line clanp
contain a rubber bunper that may beconme gummy, causing the
line clamp to stick open after a bl ood al arm
[ ] None Present
[ ] Action Taken

CLASS 111 RECALLS:

PRODUCT Bi 0- Tek Software M cropl ate Readers, in-vitro diagnostic
medi cal device: (a) Product #ELx800; (b) ELx808. Recall #Z-
219/ 220- 7.

CCDE Al'l serial nunbers.

MANUFACTURER Bi o- Tek Instrunments, Inc., Wnooski, Vernont.

RECALLED BY Manuf acturer, by letter on Novenber 19, 1996. Firminitiated
field correction ongoi ng.

DI STRI BUTI ON Nati onw de and international.

QUANTI TY 1,328 units were distributed.

REASON An error in the device's data reduction software could produce
erroneous results.

[ ] None Present
[ ] Action Taken
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MEDI CAL EQUI PMENT SAFETY ALERTS:

6525NS

MDC 15944 Caneras, Gama

PRODUCT Pi cker Prism Nucl ear Medi ci ne | magi ng Systens, used for
di agnosti ¢ purposes for SPECT and body imaging performed in a
hospital or clinic setting: (a) Mdel No. 1000S/ 215003, Mbdel
No. 1000XP/ 210337 and Mbdel No. 1500XP/210502; (b) Mddel Nos.
2000S/ 215000, 2000XP/210336; (c) N-006-7 - Model No.
3000S/ 210060 and Mbdel No. 3000XP/210335. Safety Alert #N-
004/ 006- 7.

CCDE Al'l nodels and all serial nunbers.

MANUFACTURER Pi cker International, Inc., H ghland Heights, OChio.

ALERTED BY Manuf acturer, by letter dated Novenmber 16, 1996.

DI STRI BUTI ON Nati onw de and international.

QUANTI TY 1,112 units were distributed.

REASON hj ects should not be placed in the path of the equipnent.

[ ] None Present
[ ] Action Taken

2. DRUG SUPPLY PRODUCT RECALLS AND MEDI CAL | NFORVATI ON. The Food
and Drug Administration (FDA) advises that the drug products |isted
bel ow were recall ed by the manufacturers or distributors concerned.
The FDA has classified these recalls as foll ows:

CLASS | : A situation in which there is a reasonabl e
probability that the use of, or exposure to, a violative product wl|
cause serious, adverse health consequences or death.

CLASS I'l: A situation in which the use of, or exposure to, a
viol ative product may cause tenporary or nedically reversible adverse
heal th consequences or where the probability of serious adverse
heal th consequences is renote.

CLASS I'l1: A situation in which the use of, or exposure to, a
violative product is not likely to cause adverse health consequences.

Most of these itens are nonstandard, and the possibility exists that
medi cal activities may have purchased themlocally. There is also a
possibility that sone of these itens have NSNs assigned and may have
been reported in earlier QA nessages. Activities having quantities
of these itens on hand will immedi ately suspend the materiel from

i ssue and use. CONUS activities will contact the nearest office of
the respective manufacturer or distributor for disposition
instructions. OVERSEAS activities will report quantities suspended to
AFMLO FOMP no later than 28 MAR 97 for disposition instructions.
They shoul d i ncl ude nonencl ature; |ot nunber; manufacturer; quantity
suspended; strength size; requisition; and DPSC purchase order
number, contract number, and stock record account numnber (SRAN)
(FOMP), Bonnie Phillips, DSN (343-4170)

3 Supplement 02-97
Attachment 2



CLASS |

RECALLS:

None

CLASS |

RECALLS:

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER

4
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6505 Nonst andard

Di | antin Kapseal s (Extended Phenytoin Sodium,
USP, 100 ng, antiepileptic drug, in bottles of
1000 and 100. Recall #D-074-7.

Lot nunbers: 05785F EXP 7/97 (1000'S); 04885F
EXP 7/97 (100'S); 03075F EXP 7/97 (100'S);
02395F EXP 9/97 (100'S); O01595F EXP 8/97

(100" S); 00666F EXP 5/98 (100'S); 084NsF EXP
11/97 (100'S); 04185F EXP 7/97 (1,000'YS);
10055F, O016N5F AND 04356F (100'S); 03385F,
07416F (1000'S).

War ner - Lanbert Conpany, Fajardo, Puerto Rico.
Par ke Davi s, Division of Warner-Lanbert
Conpany, Mrris Plain, New Jersey, by letter
on Cctober 26, 1996. Firminitiated recal
ongoi ng.
Nat i onwi de.
Lot No.
05785F
04185F
04885F
03075F
02395F 40, 176
01595F 38, 586
00666F 72

084N5F 41, 184
016N5F 40, 080
04356F 40, 607
03385F 3,936
07416F 3, 840
10055F 40, 680.
Stability dissolution failure.

Quantity Shi pped
4,016
3,973
39,694
39, 115

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Loestrin, Fe 1/20 (1 ng Norethindrone Acetate
and 20 ncg Ethinyl Estradiol Tablets, USP, and
Ferrous Fumarate Tablets, 75 ng), 5 dispensers
of 28 tablets per dispenser. Recall #D077-7.
Lot #001NS5F EXP 10/ 97.
War ner - Lanbert Conpany,

Faj ardo, Puerto Rico.
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RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

5
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Par ke- Davi s, Division of Warner-Lanbert

Conpany, Mrris Plain, New Jersey, by letter
on August 26, 1996. Firminitiated recall
ongoi ng.

Nat i onwi de.

47,225 di spensers were distributed.
Product failed potency assay for Ethinyl
Estradiol at the three nonth stability
ti mepoint.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Li quid Oxygen, USP, in |ow pressure , 165
cryogeni c vessels. Recall #D 082-7.

Lot nunbers: 001L611, 002L612, 002L613,
002L615, 002L618, 003L618, 003L620, 003L621,
004L622, 004L625, 004L627.

Haun Wel di ng Supply, Inc., Watertown, New
Yor k.
Haun Wel di ng Supply, Syracuse, New York,

verbally and by letter on Decenber 2, 1996.
Firminitiated recall conplete.

New Yor k.

None remains in distribution.

Good manufacturing practice deficiencies.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard
Ri chard Al'l en brand Di sposabl e Endoscopic Cip

Applier, Reflex-ELC with Titanium Clips,
Product No. 530, used in Reflex Brand

Chol ecystectony Kit No. 37001.

Recal | #Z-218-7.

Custom Kit Nos. C37200 and C37201, All lots
with Lot No./Expiration Date of 25JAN99 or
earlier.

Ri chard- Al l an Medi cal, Richland, M chigan.
Manuf acturer, by sending technical bulletin
dated February 21, 1994, and by letter dated
March 1, 1994. Firminitiated recall

compl et e.

Nat i onwi de and i nternational.

Undet er m ned.

Clip applier jaw are subject to opening too
far and not being able to contain an unfornmed
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NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

6
Attachment 2

clip, allowing the clip to fall during use.
[ 1] None Present

[ 1 Action Taken

6515 Nonst andard

Charging units for Sonicare Dental Hygi ene
Products, battery operated toothbrushes that
use sonic frequency brushing to clean teeth:
(a) Sonicare Personal, PS-1; (b) Sonicare
Plus, PL-1; (c) Sonicare with Quadpacer,
Recal | #Z-205/207-7.
Charging units with | ot
19644.

Optiva Corporation,
Manuf act ur er,

Q- 1.
numbers 19636 t hrough

Bel | evue, Washi ngt on.
by press rel ease on November 6,

1996, and by letters on Novenber 7 and 8,
1996. Firminitiated field correction
ongoi ng.

Nat i onwi de and i nternational.

(a) 86,627 units; (b) 41,573 units;
units were distributed.

The chargi ng units may have been manufactured
wi t hout electrical insulation (potting
conmpound) potentially exposing the user to

el ectrical shock.

(c) 14,805

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

3M El ectrosurgical Patient Plates, Split with
Cord, Catal og No. 1179, a disposable

di spersive electrode and is the return

el ectrode for electrical current introduced
into the body during surgery by

el ectrosurgi cal cutting and coagul ati on

procedures. Recall #Z-210-7.

Lot Nos. 1999-10CG 1999-10CH, 1999- 10CP,
1999-10CJ, 1999-10CC.

3M Company Vall ey Plant, Vall ey, Nebraska.
3M Heal th Care, 3M Conpany, St. Paul,

M nnesota, by letter sent on Decenber 26,
1996. Firminitiated recall ongoing.

Nat i onwi de and i nternational.
146, 280 units were distributed.
An intermttent electrical continuity within

Supplement 02-97



NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

CODE

MANUFACTURER

RECALLED BY

DI STRI BUTI ON

QUANTI TY

7
Attachment 2

the plug termnal on the cord plate may
prevent activation of the el ectrosurgical
gener at or .

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard
Supr a- Annul ar Aortic Carbonmedi cs Prosthetic

Heart Val ve, Size 21, Mddel No. S500.

Recal | #z-211-7.

Lot #255857.

Car boMedi cs, Inc., Austin, Texas.

Manuf acturer, by tel ephone on Novenber 22,
1996, followed by letter on Decenber 2, 1996.
Firminitiated recall ongoing.

California, Florida, Georgia, Illinois,

Maryl and, Massachusetts, M chi gan, New York

North Carolina.

23 val ves were distributed.

The val ve may have been placed on the hol der
upsi de down.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Cardi ac Pacermaker Maestro |1, single chanber

i npl antabl e, nulti-nodal, nultiprogranmble
pul se generator with bi-directional telenetry:
(a) Model 235; (b) Mdel 325; (c) Mdel 333;
(d) 533. Recall #z-212/215-7.

The follow ng serial nunbers (prefixed with

t he nodel nunber) are involved in this recall
235- 01001 through 235-01009; 325-01177 through
325-01186; 333-02297 through 333-02308;
333-02371 through 333-02379 and 533-01062

t hrough 533-01071.

Cardi ac Control Systens, Inc.
Coast, Florida.

Manuf acturer, by tel ephone and by letter on
Novenber 20, 1996. Firminitiated recal
compl et e.

(CCS), Palm

Connecti cut, Massachusetts, Florida,
Pennsyl vani a, New York, New Jersey, Loui siana,
Tennessee, Arkansas.

30 pacers were distributed.
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REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

8
Attachment 2

Loss of connection between the battery and the
internal circuitry can result in an inoperable
pacemaker .

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Q E. D. Saliva Al cohol Test: (a) Product #Al150
(31150); (b) Product A350 (31350).

Recal | #Z-216/217-6.

A150 EXP DATE A350 EXP DATE
025531 JUN 97 045504 JUL 96
025537 JUN 97 075521 SEP 96
025614 JUN 97 046551 SEP 97
035500 JuL 97 046554 SEP 97
035503 JuL 97 056509 CCT 97
035532 JuL 97 056511 CCT 97
035545 JuL 97

035546 JuL 97

035582 JuL 97

035589 JuL 97

035595 JuL 97

045548 AUG 97

045566 AUG 97

045588 AUG 97

055541 SEP 97

055551 SEP 97

055566 SEP 97

055588 SEP 97

065513 SEP 97

065558 SEP 97

065612 CCT 97

115511 FEB 98

115512 FEB 98

115551 MAR 98

046513 JUL 98

046518 JUL 98

046527 JUL 98.

STC Technol ogi es, Inc., Bethlehem

Pennsyl vani a.

Manufacturer, by letters on Decenber 6 and 12,
1996. Firminitiated recall ongoing.
Nat i onwi de and i nternational.

69 units were distributed.

The test reaction does not develop within five
m nutes for negative sanples as specified in

t he package insert.

[ 1] None Present
[ 1 Action Taken
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CLASS 111 RECALLS:

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY
DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE

10
Attachment 2

6505 Nonst andard

Kl or-Con 10 neq (Potassium Chloride, 750 ny,
USP) Extended Rel ease Tabl ets, Rx.

Recal | #D-075-7.

Al |ots.

Uspher-Sm th Laboratories, Inc., Mnneapolis,
M nnesot a.

Physi ci ans Total Care, Tulsa, Oklahoma, by

| etter on Septenber 23, 1996. Firminitiated
recall conplete.

Illinois and M ssouri .

6 bottles were distributed; firmesti mtes
none remai ns on the market.

Some units may contain Klor-Con 8 Tablets.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Nystatin-Tri anci nol one Acet oni de Cream USP,
packaged in 15 g tubes, 30 tubes, 60 g tubes,
and 120 (4 ounce) jars, Rx topical
corticosteroid with anti-inflanmmtory, anti -
pruritic and vasoconstrictive actions
(triantinolone) and an anti-fungal (Nystatin).
The product was distributed under the

manuf acturer's | abel and the follow ng three
private | abels:

- Tri-Statin Il Cream (Nystatin and

Tri anti nol one Acetoni de Cream USP)

Rugby Laboratories, Inc. Norcross, GA

- Mycobiotic Il (Nystatin-Trianctinol one
Acetonide Cream) h. |. Moore Drug Exchange New
Britain, CT

- MYOCIDIN (nystatin-trianti nol one acetoni de
cream) Major Pharmaceutical Corp. Chicago, IL
Recal | #D-076-7.

LOT # EXP DATE LABEL( S) SI ZE( S)
5A523 1/ 97 NMC 15g
60g

5B540 2/ 97 NMC 15g
Rughby 15¢g

Maj or 15¢g

h.l. Moore 15¢g

NMC 309

h.l. Moore 30g
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MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

11
Attachment 2

Rugby 30g
NMC 120g
5B624 2/ 97 Rugby 15g
NMC 159
Rughby 30g
NMC 30g
h. I. More 60g
NMC 60g
Maj or 60g
Rugby 60g
5F800 6/ 97 NMC 15g
Maj or 15¢g
NMC 309
h. I. More 30g
Maj or 60g
NMC 120g.
NMC Laboratories, Inc., dendale, New York
Manufacturer, by letter mailed on Decenber 19,
1996. Firminitiated recall ongoing.
Nat i onwi de.

266, 627 units were distributed;

none remai ns on the market.

Pot ency of Trianti nol one is not
t hrough expiration (stability | ot
potency assay at the 18-nmonth tinepoint
SPEC is 90-110% .

88. 3%

[ ]
[ ]

None Present
Acti on Taken

firmesti mates

assur ed
5B540 fail ed

6505 Nonst andard
Arnmour Thyroid (2 gr Tablets,

76ntg

Levot hyroxi ne and 18 ntg Liothyronine), Rx, in
bottles of 100, indicated for use as a

repl acement or supplenental therapy in
patients with thyroid disorders.

Recal | #D-078-7.

FP0622 EXP 12/ 98.

Rhone- Poul enc Rorer, Puerto Rico, Inc.,

Manati, Puerto Rico.

Forest Pharmaceuticals, Inc., St. Louis,

M ssouri, by letter dated Cctober 2, 1996.

Firminitiated recal

Nat i onwi de

and Bel gi um

ongoi ng.

17,616 bottles were distributed.
assay for one active

Product fai
i ngredi ent,

[ ]

| ed cont ent
Levot hyr oxi

None Present

ne.
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[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT FML Forte (Fl uoronetholone), 0.25% Liquifilm
Sterile Ophthalmc, in 5, 10, and 15 m
bottles, for use as a topical anti-
inflammatory steril e ophthal m ¢ suspension.
Recal | #D-079-7.

CODE PRODUCT# LOT # EXP Date
136 5288A 9/ 96
136 5289A 3/ 97
227 5282X 3/ 96
227 5280X 9/ 96
227 5281A 10/ 96
227CP 5281A 10/ 96
227 5282A 2/ 97
228 5296X 4/ 96
228 5294A 8/ 96
228 5295A 5/ 97
228 5296A 5/ 97
4550 5303X 4/ 96
4550 5302A 8/ 96
4550 5303A 1/ 97
4550 5304A 5/ 97.

MANUFACTURER Al | ergan Anerica, Horm ngueros, Puerto Rico.
RECALLED BY Allergan, Inc., Irvine, California, by letter
dated February 2, 1996. Firminitiated recal

ongoi ng.
DI STRI BUTI ON Nat i onwi de, Puerto Rico, Geat Britain.
QUANTI TY Lot # Quantity Shi pped

5288A 9, 738

5289A 3,672

5282X 38,979

5280X 10, 692

5281A 39, 462

5282A 24,932

5296X 18, 162

5294A 18, 905

5295A 17,089

5296A 2,116

5303X 3, 560

5302A 4,686

5303A 4,833

5304A 381.
REASON Product fails preservative effectiveness test

near the end of its 18-nonth expiration date.

[ 1] None Present
[ 1 Action Taken
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NSN 6505 Nonst andard

PRODUCT Leucovorin Cal cium Tablets, USP. (a) 5 ng,
packaged in bottles of 30, 100, and 1000; (b)
25 nmg, packaged in bottles of 25 and 500, Rx
indicated to dimnish the toxicity of
Met hot rexat e, under the follow ng | abels:
Barr, Rugby, Geneva Pharnaceuticals, Zenith
Gol dl i ne.

Recal | #D-080/081-7.

CODE (a) 5K484AY EXP 12/97, 6A484AJ EXP 3/ 98,
6B484DI EXP 3/98; (b) 6A485AK EXP 1/98.

MANUFACTURER Barr Laboratories, Inc., Northval e, New
Jersey.

RECALLED BY Barr | aboratories, Inc., Ponbna, New York, by
| etter sent on Decenber 20, 1996. Firm
initiated recall ongoing.

DI STRI BUTI ON Nat i onwi de and Puerto Rico.

QUANTI TY 1,776/ 30"'s, 802/100s and 60/1000s (I ot
5K484AY); 2,892/30s, 72/1000 (|l ot 6A484AJ);
1,117/ 30s, 2,109/100s (lot 6B484D);

1,418/ 25s, 48/500s (|l ot 6A485AK) bottles were
di stri but ed.

REASON One lot failed content assay at the 6-nonth
stability tinmepoint due to higher than nornal
particle size range. The other lots contain
the same active ingredient lot as the failing

| ot.
[ 1] None Present
[ 1 Action Taken
NSN 6505 Nonst andard
PRODUCT Prenatal multivitam n/m neral products,

packaged in bottles of 100:
(a) Natal care; (b) Advanced Formul a Prenata
Z, (c) Prenatal MR Recal | #D-084/086-7.

CODE (a) Lot # Exp Date Lot # Exp Date
L8332 1/ 98 L8362 2/ 98
L8335 1/ 98 L8363 2/ 98
L8336 1/ 98 L8364 2/ 98
L8337 1/ 98 L8429 4/ 98
L8338 1/ 98 L8430 4/ 98
L8359 1/ 98 L8431 4/ 98
L8360 1/ 98 L8432 4/ 98
L8361 1/ 98

(b) L8263 1/ 98 L8265 2/ 98
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L8264 1/ 98 L8354 2/ 98

(c) L7580 2/ 98 L7864 3/ 98.
MANUFACTURER KV Pharmaceutical Conpany, St. Louis,
M ssouri .

RECALLED BY Manuf acturer, by tel ephone on Decenber 17-18,
1996, and by letter dated Decenber 13, 1996.
Firminitiated recall ongoing.

DI STRI BUTI ON  Nati onw de.

QUANTI TY 96, 600 bottles were distributed.

REASON Potency of Vitamin D is not assured through
the expiration date.

[ 1] None Present
[ 1 Action Taken
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