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| SUSPECT ADVERSE REACTION REPORT

HENRERENNREN

- 1 BEACTION INFORMA .
1" 1. PAENT INMACS | 1a.COUNTRY 2. DATE OF BIRTH 20.A0E | 365X | 44 AEACTION ONSET 012 CHECK AL, T
E ey APPROPRIATE
uwITED Dey Month Your 7 Dey Month Your T.O‘c“o“ml
STATES , 18 ADG 1922 yes P 15 DEC 1’_” O
7+ 13 DESCABE REACTIONS) (Nchuding rolovant lesmiab dat) PAVIENT DurD
_‘ Clinical events: liver anyymes out of range (HEPATIC PUMCTION ABNORMAL NOS), acrial ‘ 2 INVOLVED OR
tibrillacion (ATRIAL FYBRILLATION) m
sarrative: Liver enzymes out of range, atrial fibrillscien (PLC/0020) HOSPITALIZATION
A 71 year-old fameloc with a history of hypartension and coronagy asrcery diseans, was O swvouwvep )
| encollad {nto the INVEST Scudy. sito #1168 (open label post-marketing). She initiuted PERSISTENCE OR
Iuoprin SR 120 ng QD for hyperzension on 02-Dec-99. On 15-Dec-99. the patient’s blood DISABLITY OR
was drawn and analyzed and was found L0 have an AST level in the 2,000 10/1 range INCAPACITY
Teésulting in hospicalization, Hax prothrombin timo and hamatocrit were reportedly § sec. ® e
' and 20 & respectively. Isoptin SR wes discontinuad. She developad atrial fibrillation * THREATENING
e . - L SUSPECT DRUG(S) INFORMATION ..
- 30 SUSPECT DAUGIS) fnshste 9endrc nasmc) 20. DID REACTION
) ABATR AFTRR
1SOPT1N - SLOW RELEASE / VERAPMCIL IYDROCHLORID® (batch #(t): UNK), PERCOCET (butoh # o "°'N' "°°g°’
.ds): UNK), TYLUMOL / PARACETANOL (batch $(s): tME) ; YES ¥ wol!
15. DALY DOSK(®) 16, ROUTE(S) OF ADMINISTRATION 2. DID REACTION
120 MG, TAB, TAB L%, PO, R0 - : AFYER RENTRO-
17.  INDICATION(S) FOR USE DuCTION?
hypercension, low back pain, low back pain
10, THERAPY DATES oo 1. THERAPY OURATION O vis O wo@ m
. . MA, 1 your, NI

! a.cmmmmuﬁtwmmmmmu-mm

Name: POTASSIUM (balch #: TAK), Dates: Unknown to Unknown, Dose: TAB Tublet. Route: By nouch, Indicatioas:
' supplement

Name: ASA / ACETYLSALICYLIC ACID (batch #: UNK), Detes: Unknewn to Unknown, Dose: TAR Tablec, Route: By *
i"normnumv»«mwh.wmmmhnmdm.u)

Hypertension. coxonary ercery diseasa. on Parcocet for low back pain due to osteoporosis
: Concomitant diseases(s): Mypercholesteroluemia, low back pain

—

— . INFORMATION .
242, NAME AND ADONESS OF MANUFACTURER ]

knoll Pharmaceutical Company
. 3000 Continencal Drive - North

Mouar. Ollve, New Jecsey 07828-123¢
24>, MFR CONTROL NO,
. USA022050
24c. DATE RECEIVED 240. REPORT SOURCE
¥ MANUFACTURER :
& stvov [ urematun DSS
| 20-DEC-1999 O seumenorcosona
DATE OF THi8 REPOAT 250, REPORT TYPE 4 2000
. 19-JAN-2000 ® wma O rouowwe FEB1472
N1 - No intormasion availsble 8 tis ime  UNIC « Information unknown Page 10f 2 * Iowen complotod on continuasion page(s)

JAN 27 705

. FEB 11 20m
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. FORM
. 1. PATIENT INITIALS 24b, MFR CONTROL NO.
CONTINUES PREVIOUS PAGE S
aawy USA012050

27 - 13 DESCNIBE REACTION(S) (INchucing relevasnt iesatab duia)

lconcinuationi) on the night she was admitted to the ICU and has bean given a totdl of 25 my of atenclol
IV drip. The patient was taking Percocet 6 tabs/ day concomitantly for low back pain for approximately one
year. Thu event is ongolng. The investigatox considers che évant unlikely rclsted to scudy modication.

Poliow-up #1{27-Doc-99): The investigacor reports thac the liver enzyme slevation was due to liver

toxicity causad by acetaminophen which was {n the Percocet and in the Tylenol which che pstient was taking
for low back pain. Co

rollow-vp 82(04-Jan-2000): The patient recovered with sequelds on 27-Dec-99 and was discharged from the
nospital.

13.  THERAPY DATES (romne)Suspect Deuge)
2 DEC=99 to MA, Y? ?277-98 vo ?7-DEC-99, Unknown to ??-DEC-99

22. CONCOMITANT DRUOIS) AND DATES OF ADMINISTRATION (enciuds Shese used 10 ¥ael reaction)
{continuation:] mouth, Indications: unknown

Namy: ORNADE (butch #: UMK), Dates: Uninown to Unknown, Dose: CAP Capsuls, Route: By mouth, Indications:
unknown

Hume: ALBUTEROL (betch #: UNK), Dutes: Unknown to Unknown, Dose: PUPF Aerosol, Route! Inhalation,
indicacions: unknown

Nome: AEROBID / FPLUNMISOLIDE tbatch #: UNK), Dates: Unknown to Unknown, Dose: PUPF Aerxosol, Route:
Inhsletion, Indications: unknown

Mame: VALIUM / DIAZEPAM (beteh #: UNK), Dutus: Unknown to Unknown, Dosa: TAB Tablet, Route: By mouth,
Indications: unknown
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