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

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

CLASS I'l: A situation in which the use of, or exposure to,

a violative product may cause temporary or nedically reversible
adverse health consequences or where the probability of serious
adverse health consequences is renote.

CLASS I'll1: 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 nedical activities may have purchased themlocally. There
is also a possibility that some of these itenms have NSNs
assi gned and nay have been reported in earlier QA nessages.
Activities having quantities of [AUl]these itens on hand w ||
i medi ately suspend the materiel fromissue and use. CONUS
activities will contact the nearest office of the respective
manuf acturer or distributor for disposition instructions.
OVERSEAS activities will report quantities suspended to
AFMLO FOCO no | ater than 22 NOV 96 for disposition
instructions. They should include nonenclature; |ot nunber;
manuf acturer; quantity suspended; strength size; requisition;
and DPSC purchase order nunber, contract nunber, and stock
record account nunber (SRAN)
(FOMP), Bonnie Phillips, DSN (343-7445)

CLASS | RECALLS: None

NSN 6505- 00- 559- 5807

PRODUCT Al bumin (Human) U S.P. 25% (Al buninar - 25)
MANUFACTURER ~ Centeon L. L.C.

NDC NUVBER 0053- 7680- 02

LOT NUVBER P61205 EXP DATE 5/12/99

REASON: Centeon L.L.C has received several reports of

Ent er obact er Cl oacae Septicem a which may be associated with the
adm ni stration of a single ot (P61205) of Al bumi n (human)

US P 25%

The above materiel is not depot stocked but could have been
procured locally. Please exam ne your inventories of Al bum nar
-25 to detem ne whether or not you have any of | ot nunber

P61205. I medi ately contact Centeon Customer Support at 1-800-
683-1288 for the proper forms to notify the manufacturer.
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Posi tive and/ or
any questions concerning product
at the nunber above.

support

negative responses are required. If you have
returns, please call custoner

This confirmse Q A. nessage 6276-0024.

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Apot he' Cure DMSO ( Di net hyl sul f oxi de) for
Injection, in 30 m wvials. Recal | #D-270-6.
Lots are coded by date of manufacture; the
foll owi ng dates of manufacture are under

recall: April 1,3,10,12,18, 26,30 1996; My
1,6,9, 10, 13-16 1996; June 3,4,7,13, 20, 26, 28
1996; July 1,11,30 1996; August 2, 1996.
Apot he' Cure, Inc., Dallas, Texas.
Manufacturer, by letter dated August 5, 1996.
Firminitiated recall ongoing.

Nati onwi de and i nternational .

QUANTI TY Undet er m ned.
REASON FDA anal ysis found sanpl es contam nated with
bacteria; and FDA inspecti on uncovered
defici enci es of good manufacturing practices.
[ 1] None Present
[ 1 Action Taken
CLASS || RECALLS:
NSN 6505 Nonst andard
PRODUCT Di | antin Kapseal s (Extended Phenytoin Sodium,
USP, 100 ng, antiepileptic. Recall #D 266-6.
CODE Lot nunbers: 05685F, 02595F (bottles of 100);
02895F, 012N5F, 00626F (bottles of 1000).
Recal | #D- 266- 6.
MANUFACTURER  War ner Lanbert Conpany, Fajardo, Puerto.
RECALLED BY War ner - Lanbert Conpany, Mrris Plains, New
Jersey, by letter on August 12, 1996. Firm
initiated recall ongoing.
DI STRI BUTI ON  Nati onw de.

QUANTI TY

40, 403 bottles of | ot 05685F, 40, 320 bottles
of | ot 02595F, 3,900 bottles of | ot 02895F,
4,044 bottles of ot 012N5F, 3,879 bottl es of
| ot 00626F were distributed.
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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

Stability test dissolution failure.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Nitrostat (nitroglycerin, USP), 0.4 ng
Subl i ngual Tablets, in bottles of 25,

i ndi cated for the prophylaxis, treatnment and
managenment of patients wi th angi na pectoris.
Recal | #D-267-6.

Lot #02415F.

War ner - Lanbert Conpany, Fajardo, Puerto Rico.
Par ke- Davi s, Division of Warner-Lanbert
Conpany, Mrris Plain, New Jersey, by letter
on August 13, 1996. Firminitiated recal
ongoi ng.

Nat i onwi de.

22,817 bottles were distributed.
Stability test assay failure.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Al taire Pharnmaceuti cal
Suppressant Expect or ant

brand C ear Cough Cough
(Guai f enesi n/

Dextr omet hor phan), Oral Liquid, in 4 fluid

ounce plastic bottles. Recall #D 271-6.

Lot #60077 EXP 3/99.

Al taire Pharmaceutical, Inc., Hol brook, New
Yor k.

Manuf acturer, by letter on August 22, 1996,
and by tel ephone on August 30, 1996. Firm

initiated recall ongoing.

New York, New Jersey, Chio, North Carolina,
Texas, Indiana, Wsconsin, M chigan, Al abams,
California, District of Col unbia.

12, 316 units were distributed; firmestimted
that 200 units remai ned on market at tine of
recall initiation.
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REASON

NSN
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY

REASON

10

Product is m sbranded because the dosing cup
does not bear neasurenents that are consistent
with the | abel ed dosing instructions.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Altaire Pharnmaceuticals OIC pain relievers, in
4 fluid ounce plastic bottles: (a) APRA
Cherry-Flavored Children's Acetam nophen
Elixir; (b) Altenol G ape-Flavored Children's
Acet ami nophen Elixir. Recall #D 273/274-6.

Lot nunbers and EXP dat es:

(a) 50331 8/ 98
60001 1/ 98
60002 1/ 99
60031 1/ 99
60089 3/ 99
60096 3/ 99
60253 7/ 99

(b) 50477 12/ 97
50500 12/ 97
60041 2/ 98
60152 5/ 98
60210 5/ 98.

Al taire Pharmaceutical, Inc., Hol brook, New

Yor k.

Manuf acturer, by letter on August 22, 1996.
Firminitiated recall ongoing.

Al aska, Arizona, Arkansas, California,
Florida, Illinois, Indiana, M chigan,

M nnesot a, New York, Texas, Puerto Rico.

(a) 67,945 units; (b) 23,012 units were
distributed; firmestinated that 12,000 units
conbi ned remai ned on market at tinme of recal
initiation.

Products are m sbranded because the dosing cup
does not bear neasurenents that are consi stent
with the | abel ed dosing instructions.

[ 1] None Present
[ 1 Action Taken
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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

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

11

6515 Nonst andard

Li feStyl es Condonms Lubricated wi th Nonoxynol -
9. Recall #z-1202-6.

Lot #311044100 EXP 11/ 96.

Ansel |, Inc., Dothan, Al abana.
Manuf acturer, by tel ephone in Apri
Firminitiated recall conplete.

1996.

California, Florida, Georgia, Massachusetts,
New Jersey, New York, Chio, Oregon, Texas,
Ver mont, Washi ngton state.

Approxi mately 78,000 condons were distributed,
firmestimates none remains on the market.

The condons failed the water |eak test
apparently due to deterioration of the |atex
because of inproper storage conditions.

[ 1] None Present
[ 1 Action Taken

6540 Nonst andard

Newvues (vifilcon A) Soft
hydrophilic contact |ens.
Lot #5348322.

Ci ba Vi sion Corporation,
Manuf acturer, by letter August
Firminitiated recall ongoing.
Nati onwi de and international.
1,648 mul ti packs (9,888 | enses) were

di stri but ed.

Lenses may contain a sphere power other than
that reflected in the |abeling.

Cont act
Recal

Lens,
#7-1111-6.

Atl anta, Georgi a.
16, 1996.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

I ncstar CW-vue Test Kit, Catal og #24300, for

the direct qualitative detection of early
structural protein of CW (cytonegal ovirus).
Recal | #Z-1220-6.

Lots 315676 and 315676A.
I ncstar Corporation, Stillwater,
Manuf acturer, by letter on Septenber 9,
Firminitiated recall conplete.

M nnesot a.
1996.
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DI STRI BUTI ON Arkansas, Illinois, Maryland, New Mexico, New
York, North Carolina, Tennessee, Australia,
Germany, Italy, Korea, Portugal, Spain.

QUANTI TY 67 kits were distributed.

REASON There was a decreased staining intensity in
the positive control. Because of this, | ow
positive sanples have a potential to read
negati ve.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard

PRODUCT Vasoseal Vascul ar Henostasis Device (VHD)
Kits, indicated for use in reducing time to
henmostasis at the fenoral arterial puncture
side in patients who have undergone di agnostic
angi ogr aphy or percutaneous transl unm na
coronary angi opl asty procedures using an 8
French or smaller procedural Sheath: Catal og
Nurmbers: 75301, 75302, 75303, 75304, 75305,
75306, 75307.
Recal | #Z-1221/1227-6.

CODE 7 VasoSeal VHD Catal og Nunbers:
75301 (Kit # 1 - Yellow
75302 (Kit # 2 - Blue)
75303 (Kit # 3 - Red)
75304 (Kit # 4 - G een)
75305 (Kit # 5 - Purple)
75306 (Kit # 6 - G ay)
75307 (Kit # 7 - Orange)

Mul tiple VasoSeal VHD Lot Nunmbers: 06085171
t hrough 09045171, inclusive, include products
i nvol ved i ncluded product shipnent through 10
January 1996.

MANUFACTURER Bi opl ex Medical B.V., Vaas, The Netherl ands.

RECALLED BY Dat ascope Corporation, Collagen Products
Di vi sion, Mntvale, New Jersey, by letter sent
begi nni ng February 20, 1996. Firminitiated
recall conplete.

DI STRI BUTI ON  Nati onw de.

QUANTI TY 5,970 kits were distributed.

REASON There may be a m ssing conponent in the kit.

[ 1] None Present
[ 1 Action Taken

CLASS 111 RECALLS:
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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

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

13

6505 Nonst andard

Congess SR. (Guai fenesin, 250 ny;
Pseudoephedrine HCl, 120 ng) Capsul es,
packaged in bottles of 100, Rx decongestant.
Recal | #D- 268-6.

6011467 EXP 9/ 96.

Fl em ng & Conpany, Fenton, M ssouri.

Manuf acturer, by tel ephone on Septenber 6,
1996. Firminitiated recall ongoing.

Nat i onwi de.

129 bottles were distributed.

Stability test release rate failure.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Bet a- HC 1/ 4% Topi cal Lotion (Hydrocortisone
Cream USP), antipruritic (anti-itch) Iotion,
in 4 fluid ounce bottles. Recall #D 269-6.
Lot KLA.

Bet a Dermaceuticals, Inc.
Manufacturer, by letter dated August

San Antoni o, Texas.
20, 1996.

Firminitiated recall ongoing.

Nat i onwi de.

1,189 bottles were distributed; firmestimted
that 642 bottles renmmi ned on narket at tine of

recall initiation.
FDA anal ysis found product to be subpotent.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Tussilan Liquid, Rx, in 1 ounce, 4 ounce and
128 ounce contai ners, antitussive,

expect orant, nasal decongestant,

anti hi stam ne, used in the treatnment of col ds.
Recal | #D-272-6.

Lot #181-5 EXP 8/97.

Sein Mendez Laboratories, Ri o Piedras, Puerto
Ri co.

Manuf acturer, by letter on August 14, 1996.
Firminitiated recall ongoing.

Puerto Ri co.

12, 731 1-ounce units; 9,405 4-units; 172 units
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REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

14

were distributed.
Product does not neet potency specifications.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Cozy/ Headrest Retaining Strap, Part #451220
and Posterior Headrest Pads, Part #450100 and
#450102. Recall #zZ-1155/1156-6.

None.

Qui cki e Designs, Inc., Fresno, California.
Manuf acturer, by letter dated July 19, 1996.
Firminitiated recall ongoing.

Pennsyl vani a, Illinois, Connecticut, Kansas,
Kentucky, Massachusetts, California, Texas,
Fl ori da.

184 straps were distributed.

The strap of the headrest may slip down the
head of the user which could cause neck
strain, choking, or asphyxiation.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Sterile procedural trays |abeled as containing
x-ray detectabl e gauze. Recall #Z-1164/1191-6.
Dental Tray (50-2548)

Abdomi nal Tray (50-4267)

Total Hi p Tray (50-5195) 151981

Otho Pack 3 per case (50-6236)
C-Section Tray 5 per case (50-7664)
Abdomi nal Hysterectony 4 per case
(50-7998)

7. Dr. Gallo Eye Tray (50-8191)

8. D & C Pack (50-8443)

9. Hand Pack (50-9473)

10. Carpal Tunnel Tray (50-10505)

11. Lap Chole Tray (50-10533)

12. Carotid Endarterectomy Tray (50-11133)
13. Vascul ar Tracecart (53-0168)

14. Dr. Bichlneier Heart Tracecart (53-0474)
15. Laparoscopy Tracecart B (53-0551)

16. General Surgery Tracecart B (53-0552)
17. Hand Tracecart (53-0708)

18. Lap Chol e Tracecart (53-0810)

ook wheE
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CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

15

19. Pediatric Tracecart Il (53-1111)
20. Mnor G U Tracecart (53-1116)

21. Maj or Abdom nal Tracecart (53-1235)
22. ENT Tracecart | (53-1282)

23. Plastic/Oral Tracecart (53-1283)
24. Craniotony Tracecart (53-1304)

25. Laparoscopic Tracecart (53-1344)
26. Arthroscopy Tracecart (53-1377)

27. Extremty Tracecart (53-1379)

28. Lap Chol ecystectony Basecart (53-2068)
Pr oduct No. Lot No.

50- 2548 154078

50- 4267 150113

50-5195 151981

50- 6236 149557

50- 7664 152952, 154690
50- 7998 154743

50-8191 151274

50- 8443 152892

50-9473 148999

50- 10505 151751

50- 10533 148835
50-11133 149244
53-0168 157836, 159101
53-0474 152483

53- 0551 155650, 157044
53- 0552 157397, 158784
53-0708 158787

53-0810 155663

53-1111 157442

53-1116 156863

53-1235 158819

53-1282 156868

53-1283 157450

53-1304 157113, 158742
53-1344 158821

53-1377 158830

53-1379 158620

53-2068 157446.

DeRoyal Industries, Inc., Powell, Tennessee.

Manuf acturer, by tel ephone on August 12, 1996,
followed by letter August 13, 1996. Firm
initiated recall ongoing.

Connecticut, Del aware, Georgia, |Indiana,
Kansas, New Hanpshire, Cklahoma, Pennsyl vani a,
Utah, Illinois, Mssouri, Ohio, New Jersey.
446 cases were distributed.

The devices may not contain X-Ray Detectable
gauze as | abel ed.

[ 1] None Present
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NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
MANUFACTURER

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON

16

[ 1 Action Taken

6515 Nonst andard

Terunp Hypoderm c Needl es:

(a) Terunp Hypoderm c Needl es, Product Code
3NN*1938R; (b) Teruno Hypoderm c Needl es,
Product Code 3NN*2038R; (c) Terunp Hypoderm c
Needl es, Product Code 3NN*2338R

Recal | #Z-1199/1201- 6.
Lot nunbers: (a) UQRD726;
(c) UGl426.

Teruno Medi cal Corporation, Elkton, Mryl and.
Manuf acturer, by tel ephone and by fax,
followed by letter dated July 2, 1996.
initiated recall ongoing.

Nat i onwi de.

98, 000 pi eces were distributed.

A hole was found in the bottom web where the
needl e protector attaches to the needl e hub,
therefore, comprom sing the sterility of the
product packagi ng.

(b) UGL326;

Firm

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Stryker Endoscopy Hybrid El ectrocautery Tip
and Spare Parts Kit:

Laproscopic Suction Irrigator & Electrosugica
Probe; (a) Catal og #250-070-422 - StrykeFl ow
5 mm Suction/lrrigator Tip, 32 cm Conposite,
(Hybrid Tip) Endoscopy Hybrid Tip

(El ectrocautery accessory to Suction
Irrigator, sold non-sterile)

(b) Catal og #250-070-430 - StrykeFlow Hybrid
Tip Spare Parts Kit (Hubs, Orings, (Spare
Parts Kit) Sleeves) (sold non-sterile).

Recal | #Z-1212/1213-6.

Hybrid Tips (p/n 250-070-422) Lot #96049762
96059782; Hybrid Tip Spare Parts Kit (p/n
250- 070-430) Lot # 96059782.

Stryker Endoscopy, Arroyo, Puerto Rico.
Stryker Endoscopy, Santa Clara, California, by
voi cemai | sent May 31, 1996, foll owed by

| etter June 10, 1996. Firminitiated recal
ongoi ng.

Nat i onwi de and Canada.
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QUANTI TY 261 hybrid tips and 8 boxes spare part kits
were distributed.

REASON The nmetal cannula may be exposed as a result
of shrinkage of the insulation sleeve
fol l owi ng autoclaving procedure, increasing
the opportunity for spurious el ectrocautery
di scharge if the device is not properly
utilized.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRODUCT Model 5348 Single Chanber Tenporary Pacenekers
(AAI/WI). Recall #Z-1214-6.

CODE Al units sold prior to June 1, 1996.

MANUFACTURER Medtronic Mlaca, Inc., Mlaca, M nnesota.
RECALLED BY Medtronic, Inc., Mnneapolis, Mnnesota, by
t el ephone begi nning on August 19, 1996. Firm
initiated recall ongoing.
DI STRI BUTI ON Nat i onwi de and i nternational.

QUANTI TY 1,381 units were distributed.

REASON The keypad shorts can result in device
failure. The effects of failure can be that
the device will not turn on, the device turns

itself on or off, or rapid atrial pacing is
spont aneously initiated.

[ 1] None Present
[ 1 Action Taken
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URGENT MANUFACTURER' S RECALLS:

NSN 6505 Nonst andard
PRODUCT Kananycin Sul fate Injection USP, 250 ng/m ,
2m , cat. 06402
NDC NUMBER 39769- 0064- 02
LOT NUMBER 950429
ECONO NUMBER  278-0138
REASON Voluntarily recalling due to inadequate testing

of prefiltered materiel.
The above materiel manufactured by Sol opak Laboratories, Inc.,
is being recalled. The above materiel is not a depot stocked
item but could have been procured thru Prinme Vendor, DBPA or
| ocally purchased. |If activities have the above materiel,
contact your source of supply for disposition/credit
instructions. A returned goods authorization and shi ppi ng
| abel s are required. For returned goods authorization
nunber/form shi ppi ng | abel s contact Sol opak Laboratories, Inc.,
Cust omer Service Dept.,
1- 800- 225- 7626.
This confirms Q A. nessage 6284-0027.

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Beta HC . 25% Loti on, Hydrocortisone Lotion, USP
NDC NUMBER 53062- 0015- 04

LOT NUMBER KLA

ECONO NUMBER 118-7087

REASON Recent tests show that the above | ot nunber of

this product is subpotent.
The above materiel is not a depot stocked item but could have

been procured thru Prinme Vendor, DBPA or locally purchased. |If
activities have the above materiel, contact your source of
supply

for disposition/credit instructions.
This confirms Q A. nessage 6284-0027

[ 1] None Present
[ 1 Action Taken

NSN 6505- 01- 389- 6245

PRODUCT Al bum n Human USP 5% 50 ni
TRADE NAME Al bum nar -5

NDC NUMBER FO0053767006
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LOT NUMBER

NSN

PRODUCT
TRADE NAME
NDC NUMBER
LOT NUMBER

NSN
PRODUCT
TRADE NAME
NDC NUMBER
LOT NUMBER

NSN
PRODUCT
TRADE NAME
NDC NUMBER
LOT NUMBER

REASON
transport,

P18607 EXP. DATE 06/26/99
6505- 00- 559- 5807

Al bumin Human USP 25% 50 nl vi al
Al bum nar - 25

FO00053768002
Mb4512 EXP. DATE 12/02/97
M60902 EXP. DATE 02/09/97

6505- 00- 680-2136

Al bumi n Human USP 55 500 nl vi al
Al bum nar
FO0053767002
L8212 EXP. DATE 12/ 20/ 96
6505- 00- 299-8179

Al bumi n Human USP 25% 100 m vi a
Al bum nar - 25

00053768003

L58211 EXP. DATE  11/12/96
M61403 EXP. DATE  02/28/97
P61805 EXP. DATE  05/22/99
Mb4912 EXP. DATE  12/05/97
M63204 EXP. DATE 04/ 14/ 97

Some vials may have been damaged during
possibly resulting in cracked vials. Cracked
vial s have the potential for mcrobial
contai m nati on product has Arnour Pharnaceutica
Conpany, | abel .

I f whol esal er/distributor has contacted you conply with their

i nstructions,

ot herwi se, inspect stock for materiel. | f

found contact you |ocal source of supply for return/credit

i nstructions.
are required.

A return goods authorization and shipping |abels
For returned goods authorization nunber, forns,

and shi pping | abels contact Centeon L.L.C., Custoner Service

Dept., phone nos., 1-800-683-1288 or (610) 878-4000.
guestions may be directed to:

Medi cal
Cent eon Medi cal info, phone nos:

1 800 504-5434 or (610)878-4000.

This confirmse Q A. nessage

19

6278-0025.

[ 1] None Present
[ 1 Action Taken
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