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

1. FDA MEDI CAL EQUI PMENT RECALLS AND ALERTS. The following recalls are

reported in accordance with AFM.L 2-95, page CE-4, and should be treated as

directed nodifications in accordance wth that AFMLL and AFl 41-201,

Chapter 2, Section D. If you possess any of these itens and have not received

recal | notification, you should contact the manufacturer for recall

i nstructions. Suspension is only required for Cass | itemns. (FOM Capt

Davi d Zenkosky, DSN 343-4028)

CLASS | RECALLS: None

CLASS || RECALLS:

6525NS

MDC 17669 X-Ray Rad Units, Podiatric

PRODUCT M nXray Mobil e/ Portabl e General Purpose Podiatry Systens, used
i n general purpose radiographic studies: (a) Mddel No. PM200
Mobi | e/ Port abl e Podi atry Systens manufactured before August 9,
1993, but introduced into conmerce outside the date of
limtations specified by Variance No. 94V-0003; (b) Mdel No.
PW200 Mobi |l e/ Port abl e Podi atry Systens nmanufactured before
August 9, 1993, but introduced into commerce outside the date
of limtations specified by Variance No. 94V-0003. Recall #z-
015/ 016- 7.

CODE Units manufactured prior to August 9, 1993, but shi pped
subsequent to that date in violation of Variance No. 94V-0003
Mbdel PM20O: tubehead s/n 16645, 16646, 16648, 16649, 16651
Model PW200O: tubehead s/n 16650.

MANUFACTURER M kasa X-ray Co. Ltd., Tokyo, Japan.

RECALLED BY M nXray, Inc., Northbrook, Illinois. FDA approved the firnis
corrective action plan October 22, 1996, and by end user
notification letters sent on January 15, 1997. Firminitiated
field correction ongoi ng.

DI STRIBUTI ON  New Jersey, New York, Pennsylvania, |ndiana, GChio.

QUANTI TY 6 units.

REASON The di agnostic x-ray devices failed to conply with the Federal
Performance Standard for Diagnostic X-Ray Systens and their
maj or conponents for light illum nance and failed the edge
contrast ratio required.

[ ] None Present
[ ] Action Taken

6515NS

VDC 96024 Endoscopes

PRODUCT A ynmpus Renpte Switch Mbdel No. MH 965, designed to be

connected to the A ynpus Canera Control Unit OTV-S5C, and used
in conbination with any OTV-S5 System Canera Heads or an OES
Lapar o- Thoraco Vi deoscope. This provides the endoscopi st
fingertip control of the VIR operation or shutter rel ease for
still photography using the EVIS Monitor Photo unit SCV-3 or
the A ympus Color Video Printer OEP. Recall #Z-234-7.
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CCDE Al lots.

MANUFACTURER  d ynpus Japan, Inc., Shirakawa, Japan.

RECALLED BY A ynmpus Anerica, Inc., Melville, New York, by letter dated
Cctober 30, 1996. Firminitiated recall ongoing.

DI STRIBUTI ON  Arizona, Texas, Maryland, Florida, Georgia, California,
[1linois, Mchigan, O egon, Pennsylvania.

QUANTI TY 94 switches were distributed.

REASON The Color Bars are inadvertently displayed on the nonitor
screen, when the M+ 965 renote switch for the OIV-S5 is used in
conjunction with an active cord from an uni pol ar accessory.

[ ] None Present
[ ] Action Taken

6530NS
MDC 14141 Treadm | |s
PRODUCT Quinton Instrunent Stress Test Mnitors:
(a) Model No. (B000 Mbnitor;
(b) Model No. 4000 Mbnitor;
(c) Model No. U4000K Monitor.
Recal | #Z-235/237-7.
CODE Al'l serial nunbers.

MANUFACTURER  Qui nton Instrument Conpany, Bothell, Washi ngton.

RECALLED BY Manuf acturer, by letter beginning on January 10, 1997. Firm
initiated recall ongoing.

DI STRIBUTION  Nationwi de and international.

QUANTI TY (a) 3,196 units; (b) 2,079 units; (c) 1,682 units were
di stri buted.
REASON A software anomaly coul d cause their treadm|lls to erroneously

i ncrease or decrease in speed, and/or grade when the "Stop
EXER' key is pressed at the end of a stage

[ ] None Present
[ ] Action Taken

6515NS
MDC 11179 Der mat ones
PRODUCT Padgett El ectro Dernatone Power Pak for use with the Mddel B

Padgett Electro Dermatone, for use in cutting skin grafts.
Recal | #Z-249-7.

CODE Serial nunbers (which can be found on both the power pack and
t he Der mat one) :
1-1919 1-6268 1-9054 1-9101 1-9130 1-9168 1-1941
1-7324L 1-9055 1-9102 1-9131 1-9169 1-3609L 1-7419
1- 9056 1-9103 1-9132 1-9170 1-36561 1-7587 1-9057
1-9104 1-9133 1-9171 1-3799L 1-7942 1-9058 1-9105
1-9134 1-9172 1- 3909 1- 8008 1-9059 1-9106 1-9135
1-9173 1- 3960 1- 8450 1- 9060 1-9110 1-9136 1-9174
1- 4058 1-8972 1-9061 1-9111 1-9137 1-9175 1- 4060
1-9008 1-9072 1-9112 1-9138 1-9176 1- 4074 1-9010
1-9073 1-9113 1-9139 1-9177 1- 4270 1-9024 1-9074
1-9114 1-9140 1-9178 1- 4276 1-9028 1-9075 1-9115
1-9141 1-9179 1-4317 1-9029 1-9076 1-9116 1-9142
1-9202 1-4449A 1-9030 1-9077 1-9117 1-9143 1-9203
1- 4644 1-9031 1-9078 1-9118 1-9144 1-9206 1- 4863
1-9032 1-9079 1-9119 1-9145 1-9207 1- 5045 1-9033
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1-9080 1-9120 1-9146 1-9208 1-5152 1-9034 1-9081
1-9121 1-9147 1- 5225 1-9035 1-9092 1-9122 1-9148
1-5391A 1-9036 1-9094 1-9123 1-9149 1-5594 1-9037
1-9095 1-9124 1-9150 1-5922 1-9038 1-9096 1-9125
1-9151 1-6023 1-9040 1-9097 1-9126 1-9152 1-6132
1-9051 1-9098 1-9127 1-9165 1-6224 1-9052 1-9099
1-9128 1-9166 1-6225 1-9053 1-9100 1-9129 1-9167.

MANUFACTURER  Dadson Manufacturing Conpany, Gain Valley, Mssouri. (contract
manuf act ur er)

RECALLED BY Padgett Instrunments, Inc., Kansas City, Mssouri, by letter
dat ed Decenmber 13, 1996. Firminitiated recall ongoing.

DI STRIBUTION  Nati onwi de and Canada.

QUANTI TY 129 Dermat ome power packs containing the 1/2 anp circuit
breaker were distributed; 18 power paks have been corrected.
REASON The power paks may have a circuit breaker that will trip

i nadvertently and turn off the dermatone.

[ ] None Present
[ ] Action Taken

CLASS |1l RECALLS: None

MEDI CAL EQUI PMENT SAFETY ALERTS: None

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 follows:

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 [AUlJthese itens on hand will imedi ately suspend the materi el
fromissue 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 FOM P no | ater than 11 APR 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)
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CLASS | RECALLS:

THE FOLLOW NG MATERI EL MANUFACTURED BY VENTRI TEX | S BEI NG
RECALLED AS A CLASS | RECALL:
NSN: 6515 NONSTANDARD
PRODUCT:  DEFI BRI LLATOR/ VENTRI TEX TI ERED THERAPY
CARDI OVERTER
MANUFACTURER:  VENTRI TEX
MODELS: V- 110 AND V- 112
LOT/ SERI EL NUMBER:  ALL
REASON: THREE ADVERSE EVENTS HAVE BEEN ASSOCI ATED W TH THE
DEVI CE FAI LURE THAT RESULTED | N PATI ENT DEATH DUE
TO RAPI D BRADYCARDI A PACING (TH'S IS A SOFTWARE
PROBLEM .
DOCTORS W LL CONTACT | NDI VI DUALS WHO HAVE THI'S DEVI CE AND PER-
FORM AN EFFECTI VENESS CHECK USI NG MANUFACTURE' S CHECKLI ST. A SAFETY
FEATURE CAN BE ADDED TO THE DEFI BRI LLATOR TO ALERT PATIENT | F PACI NG
| S ABOVE 117 PPM THI S REPROGRAMM NG TAKES ONLY A FEW
M NUTES, DOES NOT REQUI RE SURGERY AND PREVENTS THE DELI VERY OF
| NAPPROPRI ATELY RAPI D PACI NG PULSES, EVEN I N THE EVENT OF A
COVPONENT FAI LURE.
REPORT ALL QUANTI TI ES ( El THER | MPLANTED | N PATI ENT OR | N STOCK)
BY PHONI NG VENTRI TEX' S CUSTOMER SERVI CE AT 1- 800- 733- 3455 OR
408- 738- 4883.
THI'S CONFIRVB Q A. MESSAGE 7056- 0004.

[ 1] None Present
[ 1 Action Taken

CLASS 1| RECALLS:

NSN 6505 Nonst andard

PRODUCT Aredi a (Pam dronate Di sodiunm) For Injection,
60 mg vials, Rx indicated for the treatnment of
patients with noderate hypercal cem a
associated with malignancy in conjunction with
adequat e hydration. Recall #D087-7.

CCODE Lot #1000500 EXP 3/97.

MANUFACTURER Ci ba Pharmaceuticals, Summt, New Jersey.

RECALLED BY Manuf acturer, by fax on May 10, 1996, foll owed
by letter sent on May 15, 1996. Firm
initiated recall complete.

DI STRI BUTI ON  Nati onw de.

QUANTI TY Approximately 750 vials were distributed.

REASON Product |abel m x-up. Some unit carton |abels
may show two different strengths, 90 ng and 60
mg (correct).
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[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Sus- Phrine, Epinephrine |njectable Suspension,
5m/m, in 0.3 mM anmpules, Rx indicated for
use for the synptomatic treatment of bronchial
asthma, and reversible bronchospasm associ at ed
with bronchitis and enphysema.
Recal | #D-091-7.
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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

Lot nunbers: 95A751 EXP 1/98 (10 per box),
95E030 EXP 5/98 (10 per box), 95E550 EXP 6/98
(25 per box).

Steris Laboratories, Inc., Phoenix, Arizona.
Forest Pharmaceuticals, Inc., St. Louis,

M ssouri, by letter dated Decenber 30, 1996.
Firminitiated recall ongoing.

Nat i onwi de.

12, 772 boxes were distributed.

Some packages may be nol dy.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Bri stol Myers Squi bb's OVCON35 - 28 Day

(Nor et hi ndrone and Et hi nyl Estradi ol Tablets,
USP), Rx oral contraceptive packaged as 28-day
reginmen with 21 active ingredient tablets and
7 inactive (placebo) tablets in a blister
strip compact. Recall #D 096-7.

Lot #H6J272A EXP 8/98.

Bristol Laboratories, Corporation, Myaguez,
Puerto Ri co.

Bri stol Myers Squi bb Conpany, New Brunsw ck,
New Jersey, by letter dated January 15, 1997,

followed by a revised letter dated January 18,

1997, and by press release on January 17,
1997. Firminitiated recall ongoing.
Nat i onwi de.

25,056 cartons (6 conpacts/carton) were

di stri but ed.

Contraceptive tablets are out of sequence (the
seven inactive tablets were m stakenly
packaged to be taken the first seven days of
the 28-day cycle instead of the |ast seven
days) .

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

(a) Red Blood Cells; (b) Platelets; (c) Fresh
Frozen Plasma; (d) Cryoprecipitated AHF;, (e)
Si ngl e Donor Plasma; (f) Fresh Frozen Pl asnmm,
for further manufacture; (g) Source
Leukocytes; (h) Recovered Pl asma.
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CODE

MANUFACTURER
RECALLED BY
DI STRI BUTI ON

QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

Recal | #B-298/305-7.

Unit nunbers: (a) 9537728, 9633605, 8965252,
8980568, 9012160, 9027003, 9076560, 9137112,
9137513, 9185851, 9207443, 9342867, 9630976;
(b) 9633605, 8980568, 9012160, 9027003,
9692638, 9630976; (c) 8965252, 9038149,
9342867; (d) 9692638, 9630976; (e) 9692638;
(f) 8880628, 8934808, 8980568, 9012160,
9027003, 9076560, 9137112, 9137513, 9207443;
(g) 9185851; (h) 9407336, 9537919, 9630976.
Hoxwort h Bl ood Center, University of

Ci ncinnati Medical Center, Ci ncinnati, Ohio.
Manufacturer, by letter dated May 2, 1996.
Firminitiated recall ongoing.

Ohi 0, Massachusetts, Kentucky, I|ndiana, Texas,
Illinois, Florida.

(a) 13 units; (b) 6 units; (c) 3 units; (d) 2
units; (e) 1 unit; (f) 9 units; (g) 1 unit;
(h) 3 units were distributed.

Bl ood products tested negative for the
hepatitis B surface antigen (HBsAg), but were

coll ected fromdonors who previously were
confirmed positive for HBsAg.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

VS| Si gnoi doscope Endosheaths, (sterile,
single use): (a) SS-V32 EndoSheath for use
with the S-V100 Video Signoi doscope, Catal og
No. 06-7101; (b) SS-F32 EndoSheath for use
with the S-F100 Fi ber Optic Signoidoscope,
Catal og No. 06-2101. Recall #Z-199/200-7.
Product shipped prior to 11/12/96.

Vi sion Sciences, Inc., Natick, Missachusetts.
Manufacturer, by letter dated Novenber 14,
1996. Firminitiated recall ongoing.

Nat i onwi de.

23,568 units 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

Hairline cracks were found at the corners of
the tray under the sealing flange, therefore
conpronmising the sterility of the devices.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard
Under cover 1,000 cc Urine Collection Bag (The

Original Belly Bag). Recall #zZ-203-7.
Cat al og #B-1000, Lot #A-8640.
North Anerican Medical, Inc., Lubbock, Texas.

Manufacturer, by letter dated Novenber 21,
1996. Firminitiated recall ongoing.

Nat i onwi de.

2,860 units were distributed.

An i nadequate seal was found on the device
packagi ng, therefore conprom sing the
sterility of the device.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Medtronic Indura Model 8703W I ntraspina
Cat heter, intended for use with Medtronic
SynchroMed Progranmabl e Punps, for the

i ntraspi nal infusion of parenteral drugs.
Recal | #z-223-7.

Lot Nunbers: 40841,
40846, 40847, 40848,
41010, 41011, 41012,
41430, 41431, 41432,
41436, 41523, 41526,
41531, 41562.
Medtronic, Inc., Neurol ogical
M nneapolis, M nnesota.
Medtronic, Inc., Neurological Division,

Col unbi a Hei ghts, M nnesota, by letter dated
January 6, 1997. Firminitiated recal

ongoi ng.

Nat i onwi de, Canada, Australi a.

1,108 catheters were distributed.

40843,
41007,
41427,
41433,
41527,

40844,
41008,
41428,
41434,
41528,

40845,
410009,
41429,
41435,
41529,

Di vi si on,
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REASON

NSN
PRODUCT

CODE

The radi opaque conponent

BaSO4) of the distal

(barium sul fate
catheter segnment is

insufficient to visualize the catheter using
the di agnostic nmethods of fluoroscopy or

X-ray.

[ ]
[ ]

6515 Nonst andard
El bow wi th gas sanpling port

(b) Bain Breathing Circuits;

None Present
Acti on Taken

included in
various anesthesia breathing circuits:
(a) Kendall's Anesthesia Breathing Circuits;

(c) Pediatric Anesthesia Breathing Circuits;
(d) SafeTrak Anesthesia Breathing Circuits,;

(e) Customer Speci al

Anest hesi a Breat hi ng

Crcuits. Recall #Z-244/248-7.

Al inventory of the follow ng product codes:
02346 6791 6926 10109 10154
02436 6794 6927 10111 10155
02490 6797 6928 10112 10156
02492 6798 6929 10113 10160
04412 6803 6931 10114 10162
04413 6814 6933 10115 10163
2435 6866 6935 10116 10165
2444 6872 6936 10117 10166
2447 6875 7145 10118 10168
2449 6876 8624 10119 10172
2450 6877 8627 10120 10173
2451 6878 8632 10121 10174
2453 6879 8634 10123 10175
2491 6881 8664 10124 10176
2494 6883 8667 10125 10178
2498 6886 8683 10126 10179
4936 6887 8684 10127 10181
4937 6888 8686 10128 10185
4938 6889 8687 10132 10189
4941 6893 8688 10133 10190
4942 6894 8824 10134 10191
4944 6895 8826 10135 10192
4945 6896 8827 10137 10197
4948 6908 8828 10138 10199
6909 9424 10139 10200

6679 6911 9425 10141 10206
6777 6912 9521 10142 10207
6778 6913 10101 10143 10212
6780 6915 10103 10145 10214
6785 6916 10105 10146 10215
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6787 6917 10106 10151 10217

6788 6919 10107 10152 24499
6790 6925 10108 10153.
-22-
MANUFACTURER Especi al i dades Medi cal s, Kennex, Tijuana,
Mexi co.

RECALLED BY Kendal | Heal t hcare Products Conpany,
Mansfi el d, Massachusetts, by |etter November
16, 1996. Firminitiated recall ongoing.

DI STRI BUTI ON Nat i onwi de and i nternational.

QUANTI TY Approxi mately 55,000 - 60,000 circuits were
di stri but ed.
REASON Each device contains an El bow (wth gas

sanpling port only) which may be partially or
totally occluded, thus interfering with the
ability to adequately ventilate or adm nister
anesthesia to patients.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRODUCT Padgett El ectro Dernmatone Power Pak for use
with the Model B Padgett El ectro Dernat one,
for use in cutting skin grafts.
Recal | #Z-249-7.

CODE Serial nunbers (which can be found on both the
power pack and the Dernatone):
1-1919 1- 6268 1- 9054 1-9101 1-9130
1-9168 1-1941 1-7324L 1-9055 1-9102
1-9131 1-9169 1-3609L 1-7419 1- 9056
1-9103 1-9132 1-9170 1- 36561 1-7587
1- 9057 1-9104 1-9133 1-9171 1-3799L
1-7942 1- 9058 1-9105 1-9134 1-9172
1- 3909 1- 8008 1- 9059 1-9106 1-9135
1-9173 1- 3960 1- 8450 1- 9060 1-9110
1-9136 1-9174 1- 4058 1-8972 1-9061
1-9111 1-9137 1-9175 1- 4060 1-9008
1-9072 1-9112 1-9138 1-9176 1- 4074
1- 9010 1-9073 1-9113 1-9139 1-9177
1- 4270 1-9024 1-9074 1-9114 1- 9140
1-9178 1- 4276 1-9028 1- 9075 1-9115
1-9141 1-9179 1- 4317 1- 9029 1- 9076
1-9116 1-9142 1- 9202 1-4449A 1-9030
1-9077 1-9117 1-9143 1-9203 1- 4644
1- 9031 1-9078 1-9118 1-9144 1- 9206
1- 4863 1- 9032 1-9079 1-9119 1-9145
1- 9207 1- 5045 1-9033 1- 9080 1-9120
1- 9146 1-9208 1-5152 1-9034 1-9081
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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

11

1-9121 1- 9147 1-5225 1- 9035 1- 9092
1-9122 1-9148 1-5391A 1-9036 1- 9094
1-9123 1-9149 1-5594 1- 9037 1- 9095
1-9124 1- 9150 1-5922 1-9038 1- 9096
1-9125 1-9151 1- 6023 1- 9040 1- 9097
1-9126 1-9152 1- 6132 1- 9051 1-9098
1-9127 1- 9165 1- 6224 1- 9052 1- 9099
1-9128 1-9166 1- 6225 1- 9053 1-9100
1-9129 1-9167.

Dadson Manufacturi ng Conpany, G ain Vall ey,
M ssouri. (contract manufacturer)

Padgett Instruments, Inc., Kansas City,

M ssouri, by letter dated Decenber 13, 1996.
Firminitiated recall ongoing.

Nat i onwi de and Canada.

129 Der mat ome power packs containing the 1/2
anp circuit breaker were distributed; 18 power
paks have been corrected.

The power paks may have a circuit breaker that
will trip inadvertently and turn off the
der mat one.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

St. Jude Medical Aortic Valve Gaft with
Meadox Hemashi el d Woven Doubl e Vel our G aft,
Model GAVG 404, a replacenent aortic val ve and
graft used with the aortic valve and the
ascendi ng aorta nust be repl aced.

Recal | #z-251-7.

Serial nunbers: 10026548, 10026549, 10026552,
10026553, 10026554, 10026558, 10026559,
10026560, 10026563, 10026564, 10026568, and
10026573.

St. Jude Medical, Inc., St. Paul, M nnesota
(aortic replacenent valve with graft);

Meadox Medical, Inc., Subsidiary of Boston
Scientific Corporation, Oakland, New Jersey
(Hemashield Graft).

St. Jude Medical, Inc., St. Paul, M nnesot a,
by tel ephone on January 7, 1997, followed by
| etter dated January 9, 1997. Firminitiated
recall conplete.

California, Colorado, Illinois, Kansas,
Kentucky, M ssouri, New York, Pennsylvani a,
Texas, Australi a.

12 valves with grafts 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
REASON

12

A change in manufacturing process by the
vascul ar graft supplier permtted a residue of
col l agen to be deposited on the valve

prost hesi s.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Nei sseria Meningitides Polyvalent (G oup A-D)
Aggl utinating Serum in-vitro diagnostic test
kit which consists of one 2 ml vial of

product. Recall #ZzZ-239-7.

Product Code ZM33, Lots K442010*, K262110,
K846210, K255210* (*only distributed in United
States.)

Murex Biotech, Ltd., Tenple Hill, Dartford,
Engl and.

Mur ex Di agnostic, Inc., Norcross, Georgia, by
tel ephone, followed by letter dated April 3,
1996. Firminitiated recall complete.
Nat i onwi de and i nternational.

28 kits were distributed

The subject lots will not detect N

meni ngitides G oup B, due to activity
deterioration.

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard
One Touch Test Strips, used in conjunction
with Lifescan neters for bl ood glucose

nmoni toring. Recall #Z-241-7.

Lot #609816A.

Li fescan, Inc., Mlpitas, California.

Manuf acturer, by tel ephone on Cctober 11,
1996, and by fax on Cctober 17, 1996. Firm

initiated recal
Nat i onwi de.
3,623 units were distributed.

The | ot of glucose test strips was |abel ed
with an incorrect calibration code which
causes glucose results to be inaccurately
hi gh.

ongoi ng.

[ 1] None Present
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[ 1 Action Taken

CLASS |11 RECALLS:

NSN 6505 Nonst andard

PRODUCT Extra Strength Tyl enol (Acetam nophen)
Cel caps, 500 ng, in bottles of 50, 100, or
300, OTC pain reliever/fever reducer
Recal | #D-083-7.

CODE Lot nunbers: SPA 664 (50s), SPA 745 (100s),
SPA 751 (300s).

MANUFACTURER McNei | Consuner Products Conpany, Las Piedras,
Puerto Rico.

RECALLED BY McNei | Consuner Products Conpany, Fort
Washi ngt on, Pennsylvania, by letter dated
Decenber 27, 1996. Firminitiated recal
ongoi ng.

DI STRI BUTI ON Nat i onwi de.

QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

13

339,912 bottles of | ot
of lot SPA 745; 7,272 bottles of | ot
were distributed.

M crobi al contam nation of non-sterile product
(gel atin coating exceeded interna
specification for aerobic mcroorgani sns).

SPA 664; 96, 240 bottles
SPA 751

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Leucovorin Calcium Tablets, Rx oral derivative
of folic acid: (a) 5 ng; (b) 25 ng.

Recal | #D- 088/ 089-7.

Lot nunmbers: 6B107, 6H428, 6S162.

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

UDL Laboratories, Inc., Rockford, Illinois, by
| etter dated January 2, 1997. Firminitiated
recal | ongoi ng.

Nat i onwi de.

(a) 2,614 unit cartons: (b) 180 unit cartons
were distributed; firmesti mated that 40% of

the 5 mg and 75% of the 25 ng product remained
on market at time of recall initiation.

The particle size range of the bulk active

i ngredient is outside the normal range and
coul d cause the product to fail the content
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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

14

uniformty test.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Cefacl or, USP; dindanycin Phosphate; and,
M nocycline HCl, Rx active pharmaceutica
ingredients. Recall #D-113/115-7.

All lots distributed since 1993.

Bi ochi mi ca Opos, Italy, a wholly-owned
subsi di ary of Roussel Ucl af.

Roussel Corporation, Mntval e, New Jersey, by
| etter dated Novenber 19, 1996. Firm
initiated recall ongoing.

Nat i onwi de and Puerto Ri co.

Cefacl or - 80, 645. 3kg; Clindamycin -

17, 758. 6kg; M nocycline - 21, 269. 1kg.

Di screpanci es between the filed and actua
manuf act uri ng process (Roussel has voluntarily
wi t hdrawn their application).

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

E-Z- EM brand Li quid Polibar, Barium Sul fate
Suspension, in 64 fluid ounce bottles, Rx
product for use as radiol ogical contrast
for upper and | ower gastrointestinal
procedures by conventional x-ray or conputed
t onography. Recall #D- 090-7.
Cat al og Number L164, Lot nunbers:
1B8688 and 1B8689 EXP 1/97.

medi a

1B8687,

Ther apex, Division of E-Z-EM Canada, Inc.,
Quebec, Canada.

E-Z-EM Inc., Westbury, New York, by letter
mai | ed on Decenber 30, 1996. Firminitiated
recal | ongoi ng.

Nat i onwi de.

367 cases of | ot 1B8687; 402 cases of | ot
1B8688, 318 cases of | ot 1B8689 (4 bottles per
case) were distributed.

Product is not stable (failed total
bari um content assays on stability).

sol i ds and

[ 1] None Present
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[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Di hi stine and Phenhi st Cough Suppressant,
decongest ant, and expectorant (Codei ne
Phosphat e, 10 ng, Pseudoephedri ne
Hydrochl ori de, 30 ng, and Guaifenesin, 100 ng,
in 1l pint and 4 fluid ounce jars, under the
Barre and Rugby | abels. Recall #D 092-7.

CODE Lot nunbers: RL6623 EXP 6/98; RJ6420 EXP
9/ 98; RJI6468 EXP 7/98; RH6352, EXP 6/98,;
RF6267, EXP 5/98; RD6220 EXP 4/98; RB6055 EXP
4/ 98; RS5835 EXP 3/98; RS5836 EXP 3/98; RP5735
EXP 12/97; RN5638 EXP 11/97; VJ5417 EXP 7/97,
VC5185 EXP 6/97; VD5227 EXP 6/97; VB5081 EXP
6/ 97.

MANUFACTURER Al pharma (Barre-National), Baltinore,
Mar yl and.

RECALLED BY Manufacturer, by letter dated January 7, 1997.
Firminitiated recall ongoing.

DI STRI BUTI ON  Nati onw de.

QUANTI TY 236,376 units were distributed; firmestimted
that 9,922 units of the 4-ounce and 5, 530
units of the 16-ounce units remai ned on narket
at time of recall initiation.

REASON Product is not stable; failing potency assay
for codei ne phosphate at the 12-nonth
stability tinmepoint (88% SPEC is 90-110%.

[ 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

16

6505 Nonst andard

Gui atuss DAC, a sugar-free cough suppressant,
decongest ant, and expectorant (codei ne-
phosphate, 10 ng; Pseudoephedri ne

Hydrochl oride, 30 ng, and Guaifenesin, 100
mg), in one pint jars, under the foll ow ng

| abel s Barre-National, Rugby, Schein, URL.
Recal | #D-093-7.

Lots nunmbers and EXP dat es: RA5029 01/ 97,
RB5090 03/97, RC6180 03/98, RD5320 05/97,
RL5606 09/97, RJI5430 07/97, VP5744/ 12/97.
Al pharma (Barre-National, Baltinore, Mryl and.
Manuf acturer, by letter on January 14, 1997.
Firminitiated recall ongoing.

Nat i onwi de.

257,604 units were distributed; firmestimted
that 19,470 units renni ned on the narket at
time of recall initiation.

Product is not stable; failing potency assay
for codei ne phosphate at the 18-nonth
stability tinmepoint (89% SPEC is 90-110%.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Li docai ne Hydrochl oride Oral Topical Sol ution
USP 2% (Vi scous) in 100 ml bottles, indicated
for the production of topical anesthesia of
irritated or inflamed nucous nmenbranes of the
mout h and pharynx, and is al so useful for
reduci ng gaggi ng during the taking of x-ray
pi ctures and dental inpression, under the
fol l owi ng | abel s: Moore, Barre, Rugby,
Schein. Recall #D-095-7.

All lTots within expiration date to include:
RA4023, EXP 4/97, RA4024, EXP 4/97

RF4314, EXP 6/97, RH4393, EXP 7/97

RK4524, EXP 10/97, RN4662, EXP 11/97

RS4788, EXP 12/97, VS4825, EXP 4/98

VH5350, EXP 8/98, VJ5437, EXP8/98

RL5571, EXP 9/98, RN5664, EXP 11/98

RP5752, EXP 12/98, RA6019, EXP 1/99

RB6062, EXP 3/99, RC6136, EXP 4/99

RC6181, EXP 4/99, RF6316, EXP 7/99.

Al pharma (Barre-National), Baltinore,
Mar yl and.

Manuf acturer, by letter on January 7, 1997.
Firminitiated recall ongoing.
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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

17

Nat i onwi de.

1, 806,492 units were distributed; firm
estimted that 26,027 units remi ned on market
at time of recall initiation.

Product fails specification for viscosity on

stability at the 18-nonth tinmepoint (523CPS;
SPEC i s 650CPS - 6000CPS).
[ 1] None Present
[ 1 Action Taken
6505 Nonst andard
Esim |, Guanethidi ne Monosul fate, USP, 10 ng,

Hydr ochl or ot hi azi de, USP, 25 ng 100

tabl ets/bottle, a prescription

anti hypertensive-diuretic conbination drug
product for oral adm nistration in the
treatment of hypertension. ClIBA also markets
the active ingredients in Esim| tablets as
nmonot her apy under the brand nanes Isnmelin 10
ng (Guanet hi di ne Monosul fate, USP) tablets and
Esidrix 25 ng (Hydrochl orothi azi de USP)
tablets. Recall #D-097-7.

LOT # 1T175538 EXP MAY 00.

Cl BA Pharmaceuticals, Suffern, New Jersey.
Cl BA Pharmaceuticals, Summt, New Jersey, by
letter mail ed on Septenber 13, 1996. Firm

initiated recal
Nat i onwi de.

12, 767 bottles were distributed.

Product fails dissolution for

Hydr ochl orot hi azi de at the 12-nmonth stability
ti mepoint (55% SPEC is not |ess than 60%
after 30 m nutes).

ongoi ng.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Thor azi ne (Chl orpromazine) Syrup, 10 ng/5 n
Oral Liquid, in 4 ounce anber glass bottles,

i ndi cated for the managenment of manifestations

of psychotic disorders. Recall #D 098-7.
Lot #X1-5T72J EXP 3/31/97.
Sm t hKl i ne Beecham Pharma, Inc., Cidra, Puerto

Ri co.

Manuf acturer, by letter dated January 10,
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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

18

1997. Firminitiated recal

Nat i onwi de.

4,439 bottles were distributed.

Di ssolution failure of potency specification
at the 18-month stability tinmepoint (94.8%

SPEC is 95-105% .

ongoi ng.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Buti sol Sodi um (butabarbital sodium Tablets,
100 ng, Rx indicated for use as a
sedati ve/ hypnotic. Recall #D-099-7.

Lot nunbers:
3E02).

3E02T and 3EO02U (common bul k | ot

VWal | ace Laboratories, Decatur, Illinois.
Carter-Wallace, Inc., Cranbury, New Jersey, by
t el ephone starting August 6, 1996, followed by
fax. Firminitiated recall complete.

Nat i onwi de.

2,560 bottles were distributed;
none remai ns on the market.
Failure at the 6-nonth stability tinmepoint
(67% SPEC is not |ess than 75%.

firmesti mtes

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard

Augrmentin (Anoxicillin Trihydrate 200 nmg and
Cl avul anat e Potassi um 28.5 ng) Chewabl e

Tabl ets, 20 tablets per pack, Rx
anti bacterial. Recall #D 100-7.
Lot #DC2981 EXP 9/ 31/ 97.

Sm t hKl i ne Beecham Phar maceuti cal s,
Tennessee.

Sm t hKl i ne Beecham Phar maceuti cal s,
Phi | adel phi a, Pennsyl vania, by letter dated
Decenber 31, 1996. Firminitiated recal

ongoi ng.

Nat i onwi de and Puerto Rico.

19, 440 packages were distributed.

Product is not stable due to a poor seal on
the blister pack (anoxicillin may be as | ow as
84% at the 6-nonth stability tinmepoint;

Cl avul anate may be as |Iow as 0% at the 6-nonth

Bristol,
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stability tinmepoint).

[ 1] None Present
[ 1 Action Taken

NSN 6510 Nonst andard

PRODUCT Ferris Pol yMem Menbrane Dressing, 3" x 3"
Sterile Pad, a non-adhesive sterile wound
dressing. Recall #Z-238-7.

CODE Product #5033, Lot #27696E1l.
MANUFACTURER  Ferris Manufacturing Corporation, Burr Ridge,
I11inois.

RECALLED BY Manufacturer, by letter dated Novenber 12,
1996. Firminitiated recall complete.

DI STRI BUTI ON Nat i onwi de and The Net herl ands.

QUANTI TY 62 cases were distributed.

REASON Sonme of the pouches were ni sl abel ed as,
"Ferris PolyMem 2" x 3" dressings with
transparent adhesive fil mborders, Product No.
405" .

[ 1] None Present
[ 1 Action Taken

URGENT VOLUNTARY W THDRAWAL

BAXTER HEALTHCARE/ HYLAND CORP HAS | SSUED A VOLUNTARY W THDRAWAL
FOR THE FOLLOW NG MATERI EL:

NSN: 6505 NONSTANDARD

PRODUCT: | MMUNE GLOBULI N | NTRAVENOUS, HUMAN 10 GM

GAMMAGARD S/ D 10 GM

NDC: F00944262004

MANUFACTURER: BAXTER HEALTHCARE/ HYLAND

LOT/ SERI AL NUVBER:

2620D079AA 2620D082AA
2620D084AA 2620D087AA
2620D087AB 2620D089AA
2620D111AA 2620E043AA

NSN:  6505- 00- 559- 5807
PRODUCT: ALBUM N HUMAN 25% 50 M., HEAT TREATED
TRADE NAMEL BUMUNATE
NDC: F00944049002
MANUFACTURER: BAXTER HEALTHCARE/ HYLAND
LOT/ SERI AL NUVBER:
2824D003AA 2837D242AA
2837D262AA 2837D266AA
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NSN: 6505 NONSTANDARD

PRODUCT: ALBUM N HUMAN 259% 100 M-

TRADE NAME: BUM NATE

NDC: F00944049003

MANUFACTURER:

LOT/ SERI AL NUVBER:
2837D243AA

NSN: 6505- 00- 680- 2137

BAXTER HEALTHCARE/ HYLAND

PRODUCT: ALBUM NN HUMAN 59% 250 M-

TRADE NAME: BUM NATE

NDC: F00944049101

MANUFACTURER: BAXTER HEALTHCARE/ HYLAND

LOT/ SERI AL NUVBER:
2924283AA 2924D150AA
2924D156AA 2924D182AA
2924D184AA 2924D218AA
2924D219AA 2924D220AA

NSN: 6505 NONSTANDARD

PRODUCT: ALBUM N HUMAN 5% 500 M-

TRADE NAME: BUM NATE

NDC: F00944049102

MANUFACTURER:

LOT/ SERI AL NUVBER:
2924D154AA

REASON:

BAXTER HEALTHCARE/ HYLAND

2924D155AA
TWO HEALTHY VOLUNTEER DONCRS, WHO CONTRI BUTED TO

THE POOL OF PLASMA, FROM VWHI CH THE FOLLOW NG
MATERI EL WAS PROCESSED ARE CONSI DERED TO BE AT
| NCREASED RI SK FOR CREUTZFELDT- JAKOB DI SEASE ( CID)
AS A RESULT OF PCST DONATI ON | NFORMATI ON.

ALL BAXTER HEALTHCARE MATERI EL SHOULD BE RETURNED TO PLACE OF

PURCHASE FOR CREDI T/ REPLACEMENT.
AUTHORI ZATI ON FORM
CUSTOVER SERVI CE/ RECALL COORDI NATCOR AT:
7405 OR (908) 905-7689.

TH'S CONFIRMS Q A. MESSAGE 7051-0003.

[ ]
[ ]

None Present
Acti on Taken

YOU MUST HAVE A RETURN
FOR FURTHER ASI STANCE, CONTCT BAXTER/ HYLAND

1- 800-423-2090/ 1- 800- 833-

20
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