SUBJ: DOD- MC- 04- 1142
CHI LDREN S MOTRI N CONSUMER ALERT/ NFORVATI ON BULLETI N

01. MCNEIL CONSUMER & SPECI ALTY PHARMACEUTI CALS ANNCUNCES NATI ONW DE
CONSUMER

ALERT OF CH LDREN S MOTRI N GRAPE CHEWABLE TABLETS. MANUFACTURER | SSUED
A PRESS RELEASE ON MAY 12, 2004, WHI CH | S QUOTED BELOW

QUOTE

MCNEI L CONSUMER & SPECI ALTY PHARVACEUTI CALS | S ALERTI NG CONSUMERS THAT
ONE MANUFACTURI NG LOT (LOT # JAMLO8, EXP 1/06) OF CH LDREN S MOTRI N

(1 BUPROFEN) GRAPE CHEWABLE TABLETS MAY M STAKENLY GONTAI N TYLENOL 8-
HOUR®

EXTENDED RELEASE ( ACETAM NOPHEN) CELTABS. LOT # JAMLO8 WAS DI STRI BUTED
NATI ONW DE TO WHOLESALE AND RETAI L CUSTOMERS BETWEEN FEBRUARY 5 AND
APRI L

1, 2004. THE BOITLES ARE LABELED AS CONTAI NI NG 24 TABLETS.

THE TYLENCL 8- HOUR PRCDUCT PROVI DES AN ADULT DOSE OF ACETAM NCOPHEN, AND
USE OF TH S ADULT PRODUCT COULD PROVI DE MORE THAN THE RECOMVENDED DOSE
(OVERDOSE) FOR CHI LDREN. THE M SLABELED BOTTLES APPEAR TO BE THE RESULT
OF A PACKAG NG ERROR FOR THI S ONE LOT. TO DATE, TWD M SLABELED BOTTLES
HAVE BEEN | DENTI FI ED BUT NO | NJURI ES HAVE BEEN REPORTED AS A RESULT OF
THI S I SSUE. | N THE | NTEREST OF PATI ENT HEALTH AND SAFETY, MCNEIL, IN
CONSULTATION WTH THE U. S. FOOD AND DRUG ADM NI STRATI ON, |'S TAKI NG THE
PRECAUTI ON OF ALERTI NG CONSUMERS NATI ONW DE ABOUT THI S | SSUE TO HELP
THEM

| DENTI FY THE POTENTI ALLY AFFECTED PRCDUCT. MCNEI L HAS ALSO ALERTED
RETAI LERS

NATI ONW DE.

THE TWD MEDI CI NES ARE VI SI BLY DI FFERENT. CHI LDREN S MOTRI N GRAPE
CHEWABLE

TABLETS ARE ROUND, PURPLE COLCRED, SCORED TABLETS WTH THE LETTERS MO
AND THE NUMBER 50 ON THE TABLET SURFACE. THESE TABLETS HAVE A NON

G OsSsY

FINISH AND A GRAPE SMELL. THE TYLENOL 8 HOUR GELTABS ARE HARD, ROUND,
GELATI N COATED AND SHI NY. THE CGELTABS ARE WHI TE ON ONE S| DE, RED ON THE
OrHER, WTH "8 HOUR' PRI NTED | N BLUE ON El THER THE RED OR THE VWH TE

S| DE.

CONSUMERS CAN | DENTI FY THE MANUFACTURI NG LOT NUMBER THAT | S EMBOSSED ON
THE CARTON END FLAP, AND PRI NTED ON THE BOTTLE LABEL UNDER MCNEIL' S
ADDRESS

AS "EXP 1/ 06 JAMLO8". ANYONE | DENTI FYI NG ONE OF THE BOTTLES | NCLUDED | N
TH S CONSUMER ALERT SHOULD CONTACT MCNEI L' S CONSUMER RELATI ONSHI P
CENTER

AT 1-800-962-5357. PARENTS WHO BELI EVE THEI R CH LDREN MAY HAVE TAKEN
TYLENCL

8- HOUR GELTABS, BELI EVI NG THEM TO BE CH LDREN S MOTRI N GRAPE CHEWABLE
TABLETS, SHOULD CONTACT THEI R HEALTH CARE PROVI DER CR A PO SON CONTRCL
CENTER | MMEDI ATELY

FOR MORE | NFCRVATI ON ON THI S CONSUMER ALERT, OR TO REPORT AN ADVERSE
EVENT,
PLEASE CALL MCNEIL'S CONSUVER RELATI ONSHI P CENTER AT 1- 800- 962-5357.



END QUOTE

POC S AT MCNEI L ARE: KATHY FALLON 215 273-7818 AND AM SCHM TZ- LEVI NE
215-273-8162



