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***PRIORITY***MESSAGE RELEASED: 10/21/2011
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SUBJ: MMQC-11-1669

BAXTER HEALTHCARE CORP / GENTAMICIN SULFATE IN 0.9% SODIUM CHLORIDE INJECTION / FDA CLASS
Il RECALL / DLA 11-402

01. RECALL ISSUE ON FOL MATL. REASON: AN ANALYTICAL CALCULATION ERROR RESULTED IN THE
RELEASE OF TWO LOTS OF FINISHED PRODUCT ISOTONIC GENTAMICIN SULFATE INJECTION THAT WERE
1% BELOW THE APPROVED CONCENTRATION RANGE. (SEE PARA 5). DISP: COMPLY W/MFR/DIST INSTRS
IF RECD. MFR SENT LTR DATED 12 OCT 2011, TO CUSTOMERS. IF ENTIRE INV IS COMPRISED OF
RECALLED LOTS, CONTACT MFR TO ARRANGE FOR REPLACEMENT PROD AND THE RETURN/CREDIT OF
PROD, AND TO RETURN PROD WHEN REPLACEMENT PROD IS RECEIVED. QUESTIONS, CALL

800-422-9837 OR 847-270-4667.

NSN: 6505-01-194-7261 Ul: PG

NOM: GENTAMICIN SULFATE INJ USP EQUIV TO .800 MG/ML
NDC: 00338050348

MFR: BAXTER HEALTHCARE

LOT/SERIAL NUMBER(S):

P269787

02. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-01-462-4446 Ul: PG

NOM: GENTAMICIN SULFATE INJECTION USP 80 MG 100 ML BAG 24/PACKAGE



NDC: 00338050348
MFR: BAXTER HEALTHCARE
LOT/SERIAL NUMBER(S):

P269787

03. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-01-196-1744 Ul: PG

NOM: GENTAMICIN SULFATE IN SODIUM CHLORIDE INJECTION 100ML BAG 24/PG
NDC: 00338050548

MFR: BAXTER HEALTHCARE

LOT/SERIAL NUMBER(S):

P268870

04. REASON AND DISPOSITION AS ABOVE.

NSN: 6505-01-462-4450 Ul: PG

NOM: GENTAMICIN SULFATE INJECTION USP 100MG 100ML BAG 24/PACKAGE
NDC: 00338050548

MFR: BAXTER HEALTHCARE

LOT/SERIAL NUMBER(S):

P268870

NOTE: PRODUCT DISTRIBUTED FROM 08 JUNE 2011 TO 20 SEPTEMBER 2011.



05. THE DIFFERENCE IN THE CONCENTRATIONS OF THE AFFECTED PRODUCT IS UNLIKELY TO CAUSE ANY
MEDICAL HARM WHEN THE GENTAMICIN IS USED ACCORDING TO STANDARD RECOGNIZED MEDICAL
PROCEDURES. IT IS RECOMMENDED THAT THE SERUM CONCENTRATION OF THE GENTAMICIN BE
MONITORED ON A DAILY BASIS TO CONFIRM THE DRUG IS BELOW THE TOXIC RANGE. THE AFFECTED
PRODUCT IS ABOUT 1% LOW OUT OF THE ACCEPTABLE RANGE OF -10% TO +25% OF THE LABELED
CONCENTRATION. PATIENT VARIABILITY OF SERUM CONCENTRATIONS AND THE BREADTH OF SERUM
DOSING RANGES ARE LARGER THAN THE DIFFERENCE BETWEEN ACTUAL AND EXPECTED
CONCENTRATION RANGES OF THE AFFECTED PRODUCT.

06. PASS MSG TO MEDICAL LOG OFCRS, CMD CHANNELS, PHARMACY, MED STAFF, SUPPLY OFCRS, AND
SUPPORTED ACTYS/CTRS.

07. AUTHORITY: DODD 5105.22 AND DODD 6025.13. ADDITIONALLY:

A. ARMY: SEE ARMY REGULATION (AR) 40-61, 28 JANUARY 2005, CHAPTER 4, AND THE DEPARTMENT OF
THE ARMY SUPPLY BULLETIN (SB 8-75-11) FOR APPLICABLE POLICIES AND PROCEDURES.

B. AIR FORCE: AF ACTIVITIES WILL TAKE ACTION AS PRESCRIBED IN AFl 41-209, MEDICAL LOGISTICS
SUPPORT, CHAPTERS 3 AND 9. FOR MAJCOMS & NGB--THIS MSG HAS BEEN TRANSMITTED TO ALL
DESIGNATED SUBORDINATE MEDICAL ACTIVITIES.

08. SERVICE SPECIFIC POCS ARE AS FOLS (FAX NOS. ARE AVAILABLE 24 HRS);

ARMY: TELEPHONE COM: 301-619-4300, DSN: 343, FAX: 4468,

E-MAIL: QUADSERVICEMMQC@AMEDD.ARMY.MIL

ARMY MEMBERS MAY SUBSCRIBE TO DOD MMQC MESSAGES AND MANY OTHER TOPICS AT THE
FOLLOWING WEBSITE:

HTTP://WWW.USAMMA.ARMY.MIL/ASSETS/APPS/NALA_QAWEB/NALA_INDEX.CFM

CLICK ON "SUBSCRIBE TO MMQC MESSAGES HERE."



USAMMC-E: TELEPHONE COM: 011-49-6331-86-7118/7181, DSN: 495-7118, FAX: 6218,

E-MAIL: USAMMCE_QA@AMEDD.ARMY.MIL

AIR FORCE: TELEPHONE COM: 301-619-4170, DSN: 343, FAX: 2557

EMAIL: AFMOA.SGALC@DETRICK.AF.MIL

AIR FORCE MEMBERS MAY SUBSCRIBE TO THE DOD MMQC MESSAGES AND RECEIVE EMAIL
NOTIFICATIONS DIRECTLY FROM USAMMA WHEN THEY ARE PUBLISHED AT THE FOL WEBSITE:

HTTPS://MEDLOG.DETRICK.AF.MIL/, GO TO "SITE SETTINGS" AND CHECK "SUBSCRIBE TO MMQC
MESSAGES."

NAVY: TELEPHONE COM: 301-619-3085, DSN: 343, FAX: 3087,

EMAIL: MMQC2@MED.NAVY.MIL

NAVY MEMBERS MAY SUBSCRIBE TO RECEIVE DODMMQC MESSAGES AT
HTTP://WWW.USAMMA.ARMY.MIL CLICK ON "SUBSCRIBE TO MMQC MESSAGES."



