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|. Patieot identiier | 2. Age St time 3. 4. Weight
of event:
o 20 yr female 1_79;_5 CODEINE (elixir) (ACETAMINOPHEN/ CODE-
Dawe ] male n TYLENOL ( PARACETAMOL)
In confidesce of birth: f— {Cont .}
2. Dose, {requency & route used 3. Therapy dates (i unknown. give durazon)
[ 4] fremnse (or entiamae|
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acetaminophen with codeine #3 every 4 hours
for_tonsillectomy gain for 7 days. In the
early morning of 27-Jun-99 the patient
experienced abdominal ga;n, trouble
breathing and could not sleep approximately
one hour after ;ngesting products. The
patient was advised by the poison control

el it sy [0 WAVETLE €YSBE ] ity ° 7 06/21/99 - 06/27/99
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(7 Dam ol " Date of 6. Lot # (if known) 7. Exp. date (il known) Oyes One D::;f"
evest 06/27/99 ‘&hm 07/06/99 " " 3. Event resppesred shier
(mwrdayyr) 2 duyyr} rek
5. Describe event or problem 2 " " Dyc Dno [X] doesnt
Report via McNeil Consumer Healthcare (Mfr. 9.NDC# - for product problems only (if kmows) apply
number 1199389A) from a 20-year-old female # [Jyes [Jwo D‘S;f""
consumer who had taken staggering doses of PPty
1000 mg of extra strength acetaminophen 10. Concomiitant medical produets and therapy dates (exchude Grestment of event)
liquid every 4 hours and 3-S5 teaspoonfuls of 1) lc\bxﬁgéigl)[LLIN (AMOXI-
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center to seek medical attention. She was —
seen in the emer enci.room where the I. Comtact offier - nome/sddress (& miring site for devices)
physician noted her liver felt enlarged on R.W. JOHNSON PHARM. RBS. INST.
ghys:Lcal examination. The patient was given USA
V fluids and a single dose of DIV. OF ORTHO PHARMACEUTICAL 3. Report source
acetylcysteine. Results of blood work were CORP. (check all that apply)
normal and the patient was released home. 920 U.S. Route 202 O foreim
Extra strength acetaminophen and P.O. Box 300
acetaminophen with codeine #3 were . Raritan NJ 08869 O swdy
discontinued. Later the same daY the patient Usa . 07 titcramre
experienced vomiting which resolved several ( Informing Unit )
hours later. On 28-Jun-99, the abdominal &) consumer
pain had not yet resolved. . 0 weein
! 4. Date received by menulacturer ?A)NDA# 85-057 professional
: 06/28/99 T | OO wertciiy
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In emergency room physical examination 5. ITIND, pretocst # PLA ¥ repriseatative
revealed enlarged liver, blood work normal EE— [ distribuse
pre-1938 [ yes
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