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{case 253). A 4l-year-old patient (sex »
unspecified) died following intentional No Concomitant Products Reported
misuse of acetaminophen with codeine, and
ethanol. Serum acetaminophen level 14
mcg/mL. Exposure to medication was chronic.

Additional information received 11-Nov-99:
This 41 year old female with chronic
alcoholism was found on_ the street =
complaining of abdominal pain and dizziness. 1. Contact offics - name/address (& miting s for " Y eep——

_Initial blood pressure was 40 mmHg systolic,
774 with normal saline her blood pressure R.W. JOHNSON PHARM. RES. INST. b0B8-704-4504

iareased to 90 mmHg. On arrival, in the Usa
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920 U.S. Route 202 (orcign
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D .
degree burn of the hand. Physical Raritan NJ 08869 0
examination: alert, cachectic. Vital signs: Usa . & o
BP, 90 mmHg; heart rate, 120 beats/minute; { Informing Unit )
and afebrile. Abdominal exam: dgcreased O consumer
bowel sounds; enlarged liver was palpated; K hean
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' ’ Date of this report : 11/12/99

B. Adverse event or product problem :

B.S Describe event or problem (Cont...)

3,000 U/L; Hct, 27%; Platelets, 101,000 U/L; Na, 126 mEq/L; K, 5.6 mEq/L; CI, 93 mEq/L;
bicarbonate, 10 mEq/L; Glucose, 202 mEg/L; BUN, 17 mg/dL; Creatinine, 2.8 mg/dL; prothrombin
time, 35/13 seconds; partial thromboplastin time , 61/39 seconds: and acetaminophen level,
14 meg/mlL. Hospital course: esophagogastroduodenoscopy showed a large amount of blood but
they were not able to localize a site of bleeding. The patient continued to be hypotensive.
and coagulopathic even after receiving large amounts of fresh frozen plasma and packed red
blood cells. The patient expired 24 hours after arrival. N-acetylcoysteine was started but
was not completed secondary to the patient's unstable conditiai.

B.6 Relevant testslaboratory data, including dates (Cont...)

{

Lab Result :
8l.Mo. Test date Test name Test result Normal value
1 2?/222/22 BICARRONATE 10 mEq/L
(milliequivalent/-
liter)
BLOOD UREA NITROGEN 17 mg/dL
(milligram/decili-
ter}
CHLORIDE 93 mEqQ/L
, (milliequivalent/-
liter)
CREATININE 2.8 mg/dL
{milligram/decili-
ter)
DRUG LEVEL 14 mcg/mL
{microgram/millil-
iter)
. acetaminophen
T GLUCOSE 202 mEqQ/L
- (milliequivalent/-
n liter)
- HAEMATOCRIT 27 & (percent)
PARTIAL THROMBOPLASTIN TIME 61 sec (second)
PLATELET COUNT 101,000 IU/L
(international
unit/liter)
POTASSIUM 5.6 mEqQ/L
(milliequivalent/-
liter)
PROTHROM TIME 35 sec (second)
SODIUM 126 mEqQ/L
(milliequivalent/-
liter)
WHITE BLOOD CELL/COUNT - 3,000 1IU/L
(international
unit/liter)
C. Suspect medication (Cont...)
Seq No. : 1 .
C.1 Suspect medication : TYLENOL WITH CODEINE(unspecified)(ACETAMINOPHEN/CODEINE)

G. All manufacturers

8. Adverse event term(s)
8) ABDOMINAL PAIN
9) DI2ZZINESS

10) DRUG ABUSE

Source of report (Literature):

ADVERSE EVENT REPORTIVG SYSTEM
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