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Section 1: Overview

Period of Report: 01 October 2017 to 31 December 2017
Number of Reports received: 787
Table 1: Summary of medicine related reports [n=555]
Description Fatal Other Serious* | Non-serious* Total
General Practitioners 10 86 96
Hospital Doctors 3 84 46 133
Hospital Pharmacists 1 21 23 45
Community Pharmacists 1 24 25
Nurses 7 72 79
Other HC professionals 1 24 25
Pharmaceutical Company 13 39 53 105
Coroner 1 1
ACC 6 2 3 11
Public 1 4 20 25
Other 10 10
Total 25 169* 361* 555
Table 2: Summary of vaccine related reports [n=232]
Description Fatal Other Serious* | Non-serious* Total
General Practitioners 2 30 32
Hospital Doctors 4 4 8
Hospital Pharmacists 0

o

Community Pharmacists

Nurses 4 176 180

Other HC professionals 0
Pharmaceutical Company 1 1
Coroner 0
ACC 0
Public 6 6
Other 5 5
Total 0 10 222 232

* Seriousness is assessed for each report based on the ‘result of the adverse reaction(s)’
e Patient Died

Congenital abnormality

Patient hospitalisation or prolonged hospitalisation

Reaction was Life Threatening

Intervention was required to avoid permanent disability

Persisting disability
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Overview of Reporting

2015Q1 | 2015Q2 | 2015Q3 | 2015Q4 | 2016Q1 | 2016Q2 | 2016Q3 | 2016Q4 | 2017Q1 | 2017Q2

—— Pharm Coys 17.58 13.88 17.78 10.11 19.14 10.38 14.23 13.85 13.93
—m— Others 4.89 7.33 10.25 12.47 6.71 8.82 9.28 7.88 9.4
—¥—Hosp Drs 14.24 15.08 12.85 20 14.53 16.52 16.85 13.85 15.95

—@— Hosp Phs 6.45 4.34 5.03 5.96 411 3.89 6.96 5.72
—— Comm Phs 3.34 4 3.35 3.26 5.01 3.37 3.33 4.19
—&— Nurses 33.82 39.01 34.36 31.46 32.26 42,91 34.61 38.

—aA— GPs 16.57 16.35 16.39 16.7 14.53 141 14.73

Figure 1: Comparison of Reporters — percentage of reports per Quarter
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Section 2: Presentation of Potential Safety Signals

Table 3: Single Case Reports

No reports requiring discussion of regulatory action this quarter

Table 4: Safety Signals from Reporting Trends

No trends requiring discussion of regulatory action this quarter
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Section 3: Review of Fatal Cases

Table 5: Fatal Cases assessed causal - October to December 2017

REPORT _ORIGIN DATE REACTIONS DRUGS ROUTE DOSE/UNIT BEGAN ENDED AGE _SEX _OUTCOME

126303 [ ocr2017  caroiacArresT *  CAPECITABINE [ . B s v

TROPONIN T INCREASED

126940 . DEC2017  MULTIPLE ORGAN FAILURE *  CORTICOSTEROIDS UNCLASSIFIED .
SEPSIS
INFECTION STAPHYLOCOCCAL

» ¢ NN

126348 - 0CT2017  HAEMORRHAGE INTRACRANIAL *  DABIGATRAN
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Fatalities continued.....

REPORT ORIGIN _ DATE REACTIONS DRUGS ROUTE DOSE/UNIT _ BEGAN ENDED AGE _SEX _OUTCOME
126041 [} DEC2017  AGRANULOCYTOSIS *  EPIRUBICIN s v NN
GASTRIC ULCER HAEMORRHAGIC *  OXALIPLATIN
INTESTINAL ISCHAEMIA * CAPECITABINE
SEPSIS
DIARRHOEA

126642 NOV2017  CEREBRAL HAEMORRHAGE *  HEPARIN-LMW - ENOXAPARIN I

*  WARFARIN

126535 [ NOV2017  GASTRIC ULCER HAEMORRHAGIC *  NAPROXEN I [ ] . . #

PULMONARY OEDEMA *  PARACETAMOL
RENAL FAILURE AGGRAVATED
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Fatalities continued.....

REACTIONS DRUGS ROUTE DOSE/UNIT BEGAN ENDED AGE _SEX _OUTCOME

. o o [N

REPORT _ ORIGIN DATE

12603 [ DEC2017  RHABDOMYOLYSIS * SIMVASTATIN I -

MULTIPLE ORGAN FAILURE *  ATORVASTATIN
ATRIAL FIBRILLATION

HEPATIC FAILURE

MEDICATION ERROR

n r I

DEC2017  MEDICATION ERROR *  TENECTEPLASE l - - -

CEREBRAL HAEMORRHAGE
DEATH

126945
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Section 4: Review of Cases in Special Populations (Children and Elderly)

Table 6: Serious cases causally associated with medicines in children under 18 years

REPORT _ORIGIN DATE REACTIONS DRUGS ROUTE DOSE/UNIT _BEGAN ENDED AGE SEX OUTCOME
12604+ [ ocr2o7  rasH * PHENOXYMETHYL PENICILLIN I . - 16 F I
* CEFACLOR

126163 - 0CT2017  MACULAR RASH * AMOXICILLIN

il B v

126819 [l  oec2017  AnapHYLAXIS * AMOXICILLIN/CLAVULANIC ACID

SALBUTAMOL

= -y

l I . -

126385 - 0CT2017  URTICARIA * CEPHAZOLIN
OEDEMA PERIORBITAL PROPOFOL
SKIN TEST POSITIVE DEXAMETHASONE
ONDANSETRON HYDROCHLORIDE
CHLORHEXIDINE
.
126366 - OCT2017  ANGIOEDEMA * ERYTHROMYCIN

URTICARIA

H B B
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Serious Cases in Patients under 18 ...continued

REPORT _ ORIGIN DATE REACTIONS DRUGS ROUTE DOSE/UNIT __BEGAN ENDED _ AGE _SEX OUTCOME

126606 [ novaorr  RasH * COTRIMOXAZOLE H B B - I
OEDEMA PERIORBITAL
OEDEMA

126260 [l  ocr207  AnapHviLACTIC REACTION * AMPHOTERICIN, LIPOSOMAL ] B e 17 F ]
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Table 7: Serious cases reporting serious AEFI terms with vaccines in children Under 18 years

INDATE _ AGE SEX OUTCOME

s v I

REPORT __ORIGIN DATE Severe REACTIONS VACCINE AD

126760 [l oecor IR BEHAVIOUR ABNORMAL *  MEASLES-MUMPS-RUBELLA VACCINE
DEVELOPMENTAL REGRESSION * DTaPPV

126272 - 0CT2017 PERSISTENT CRYING * ROTAVIRUS VACCINE im F
VOMITING DTaP-Hexa
DIARRHOEA PNEUMOCOCCAL VACC - 13
VITADOL-C
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Serious AEFI Terms

System Organ Class

AEFI

Alimentary PAROTID ENLARGEMENT
PAROTITIS
Application Site ISR ABCESS

ISR INFLAMMATION (SEVERE)

ISR ABSCESS STERILE

Endocrine/Metabolic

LARYNGOTRACHEAL OEDEMA

LARYNX OEDEMA

ORCHITIS

Haematological

THROMBOCYTOPENIA

Musculoskeletal

ARTHRALGIA

ARTHRITIS

ARTHROPATHY

ARTHROSIS

OSTEOMYELITIS

Nervous System

CONVULSIONS

CONVULSIONS GRAND MAL

ENCEPHALITIS

ENCEPHALOMYELITIS

ENCEPHALOPATHY

FEVER CONVULSIONS

GUILLAIN-BARRE SYNDROME

HYPOTONIC-HYPORESPONSIVE EPISODE (HHE)

MENINGITIS

MENINGITIS ASEPTIC

MENINGOENCEPHALITIS

NEURITIS

NEURITIS CRANIAL

NEURITIS MOTOR

NEURITIS SENSORY

OEDEMA CEREBRAL

PETIT MAL CONVULSION

POLIOMYELITIS
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Serious AEFI Terms

System Organ Class

AEFI

Others

ALLERGIC REACTION

ANAPHYLACTIC REACTION

ANAPHYLACTIC SHOCK

ANAPHYLACTOID REACTION

ANAPHYLAXIS

CRYING ABNORMAL

DEATH

FACE OEDEMA

FEVER > 40

LYMPHADENOPATHY

OEDEMA

OEDEMA GENERALISED

TONGUE OEDEMA

Resistance Mechanism Disorders

SEPSIS

SEPTICAEMIA

VACCINE FAILURE

Respiratory APNOEA
BRONCHOSPASM
DYSPNOEA
OEDEMA PULMONARY
Skin and Appendages ABSCESS

ACUTE GEN. ECZEMATOUS PUSTULOSIS

ANGIOEDEMA

ANGIONEUROTIC OEDEMA

BULLOUS ERUPTION

ECZEMA

EPIDERMAL NECROLYSIS

ERYTHEMA MULTIFORME

PRURITUS

STEVENS JOHNSON SYNDROME

TOXIC EPIDERMAL NECROLYSIS

URTICARIA
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Table 8: Serious non-fatal cases causally associated with critical terms in patients over 80 years

REPORT ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT _ BEGAN ENDED __ AGE _SEX OUTCOME
126391 [ ocr207  convusions cranp maL *  THEOPHYLLINE B e 81 F I
TACHYCARDIA SUPRAVENTRICULAR METOPROLOL
HYPOKALAEMIA

126184 [ ocr2o17  HeapacHe *  DABIGATRAN B BB 83 F ]

HAEMORRHAGE SUBDURAL

126323 [ ocr207  nyrocaLcamia *  ZOLEDRONATE 93 F I
CONFUSION ATORVASTATIN
PERHEXILINE
POTASSIUM CHLORIDE
NICORANDIL
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Serious Cases in Patients over 80 ...continued

REPORT _ORIGIN DATE REACTIONS

DRUGS

ROUTE DOSE/UNIT

BEGAN ENDED

AGE _SEX

OUTCOME

126774 | oecoi7  convuisions

MINOCYCLINE
GLIPIZIDE
RISEDRONATE
CETIRIZINE
ALLOPURINOL

126690 - NOV2017  RENAL FUNCTION ABNORMAL

LENALIDOMIDE
ACETYLSALICYLIC ACID
VALACICLOVIR
DEXAMETHASONE

DUOLIN

PAMIDRONATE DISODIUM
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Table 9: Causal and Serious Cases in 18 to 80 age group

100 cases have been assessed Causal and Serious
115 suspect medicines involved

Table 9.1: ATC classification Overview

ATC High Level Group M(L\(Ij()iéi?]fes Percentage
A Alimentary 0
B Blood and Blood forming organs 7 6.1
C Cardiovascular 7 6.1
D Dermatological 8 7.0
G Genito Urinary System and Sex Hormones 0
H Systemic Hormones (excl Sex Hormones) 1 0.9
J Anti-infectives 41 35.6
L Antineoplastics and Immunomodulating Agents 7 6.1
M Musculoskeletal 17 14.7
N Nervous System 18 15.6
P Antiparasitic Products, Insecticides and Repellents 1 0.9
R Respiratory System 0
S Sensory Organs 0
V Miscellaneous 8 7.0
Total Suspect Medicines 115 100.0
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Table 9.2: ATC Detailed listing of Medicines

ATC Group Number Total
A Alimentary 0
B Blood and Blood forming organs 7
BO1A Dabigatran 3
Heparin — unfractionated 1
B0O3A Iron polymaltose 2
B03B Folic Acid 1
C Cardiovascular 7
Cc01B Flecainide 1
CO3A Bendrofluazide 1
C08D Verapamil 1
CO09A Cilazapril 1
Quinapril 1
C10A Atorvastatin 1
Simvastatin 1
D Dermatological 8
DO1A Terbinafine 2
D05B Acitretin 1
DO8A Chlorhexidine 5
G Genito Urinary System and Sex Hormones 0
H Systemic Hormones (excl Sex Hormones) 1
HO3A Thyroxine 1
J Anti-infectives 41
JO1A Doxycycline 1
Minocycline 1
JO1C Amoxicillin 5
Amoxicillin/Clavulanic Acid 2
Flucloxacillin 4
JO1D Cefoxitin 1
Ceftriaxone 3
Cephazolin 8
JO1E Cotrimoxazole 5
Trimethoprim 1
JO1F Erythromycin 1
Roxithromycin 1
JO1G Gentamicin 1
JO1M Ciprofloxacin 1
JO1X Metronidazole 1
Nitrofurantoin 1
Vancomycin 1
JO2A Fluconazole 1
JO5A Viekira Pak-RBV 2

MARC March 2018 — CARM Quarterly Report
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L Antineoplastics and Immunomodulating Agents 7
LO1A Cyclophosphamide 1
LO1B Methotrexate 1
LO1X Cobimetinib 1
Vemurafenib 1
LO4A Azathioprine 1
Leflunomide 1
Ustekinumab 1
M Musculoskeletal 17
MO1A Diclofenac 4
Ibuprofen 4
MO3A Atracurium 1
Rocuronium 4
Suxamethonium chloride 3
MO05B Zoledronate 1
N Nervous System 18
NO1A Ketamine 1
NO1B Lignocaine+Antacid (Pink Lady) 1
NO2A Tramadol 1
N02B Paracetamol 2
NO3A Carbamazepine 2
Levetiracetam 1
Phenytoin 1
NO5A Clozapine 1
Olanzapine 4
NOGA Venlafaxine 2
NO7B Varenicline 1
NO7X Dimethyl fumarate 1
P Antiparasitic Products, Insecticides & Repellents 1
P0O1B Hydroxychloroquine 1
R Respiratory 0
S Sensory Organs 0
\Y Miscellaneous 8
VO3A Protamine 1
\V04C Patent Blue V 4
VO8A lohexol 3
Total Medicines 115
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TABLE 9.3: Causal and Serious Cases in 18 to 80 age group

Note: 115 suspect medicines (indicated by an asterisk) have been involved on 100 cases. Each case appears in the ATC group of the suspect medicine which is highlighted. Cases with mulfiple suspects appear multiple times and can be in
more than one ATC group

REPORT _ ORIGIN DATE REACTIONS DRUGS ROUTE DOSE/UNIT BEGAN ENDED AGE _SEX OUTCOME

ATC = Blood and Blood forming organs

126225 | OCT2017  DYSPEPSIA * DABIGATRAN [ ] 2 r
OMEPRAZOLE
CILAZAPRILHYDROCHLOROTHIAZIDE [ ]
12633 [ ocror  rasH *  DABIGATRAN 2z v R
METOPROLOL
ACETYLSALICYLIC ACID
GLICLAZIDE
FRUSEMIDE
126846 [ oec2o17  HAEMORRHAGE INTRACRANIAL *  DABIGATRAN e [ ] e r [T
GLICLAZIDE
OMEPRAZOLE
METOPROLOL
126358 [ oc2017  HEPARININDUCED THROMBOCYTOPENIA ~ * HEPARIN - UNFRACTIONATED B BB [ N | e v TR
Yo | DEC2017  URTICARIA *  IRON POLYMALTOSE 1 BB [ N | TR 00 |
ECCHYMOSIS
SKIN DISCOLOURATION
BURNING SKIN
126301 [  oeco17  BAackPan *  IRON POLYMALTOSE # r |
CHEST PAIN CHOLECALCIFEROL
RANITIDINE
SERTRALINE
SALBUTAMOL
ss v [HNENEGEGNzG

126317 - OCT2017  ANAPHYLAXIS *  FOLIC ACID
OMEPRAZOLE
AMOXICILLIN/CLAVULANIC ACID
THYROXINE
MORPHINE SULPHATE
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REPORT _ORIGIN __ DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ____BEGAN ENDED AGE__SEX__OUTCOME
ATC = Cardiovascular
126672 [ nov2o7  uRmicARA FLECAINIDE 1 B EE -+ Il
OXYGEN SATURATION DECREASED
ANAPHYLACTIC REACTION
126810 [  oeco7  vyPonaTRAEMIA BENDROFLUAZIDE B BB [ N | s r TR
12602 [ DEC2017  HEPATIC FAILURE SIMVASTATIN ] DA 000 |
ENCEPHALOPATHY FLUCONAZOLE
RENAL FAILURE ACUTE VERAPAMIL [ ]
HYPERTENSION PARACETAMOL
AMOXICILLIN/CLAVULANIC ACID [
126330 [ oct217  RenaLFALURE ACUTE CILAZAPRIL I s v [TNNEGNG
IBUPROFEN [ I N
126712 [} NOV2017  STEVENS JOHNSON SYNDROME QUINAPRIL [ . [ N | 2 r |
126496 [ novor  wvaoa ATORVASTATIN I e [ ] . PR 0
HEPATIC ENZYMES INCREASED PARACETAMOL
CREATININE BLOOD INCREASED
126002 [} DEC2017  HEPATIC FAILURE SIMVASTATIN [ e r NN
ENCEPHALOPATHY FLUCONAZOLE
RENAL FAILURE ACUTE VERAPAMIL ]
HYPERTENSION PARACETAMOL
AMOXICILLIN/CLAVULANIC ACID [ ]
ATC = Dermatological
126714 | ~ov2017  PemPHIGOID REACTION TERBINAFINE [ ] sz v |
HYPOTENSION BUDESONIDE/EFORMOTEROL
RENAL FAILURE ACUTE SALBUTAMOL
CONSTIPATION QUINAPRIL
DOXAZOSIN
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REPORT _ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___BEGAN ENDED AGE _SEX__OUTCOME
126835 [ oecoir  mvocaroms ACITRETIN - 7 v N
MEDICATION ERROR TERBINAFINE
METFORMIN
126835 [ occ207  mvocaroms ACITRETIN 7 v
MEDICATION ERROR TERBINAFINE
METFORMIN
126159 [  ocr2o17  skinTESTPOSITIVE CHLORHEXIDINE [ | ‘a9
ANAPHYLAXIS LATEX
126180 [l  ocr2017  AnapHvLACTIC REACTION CEPHAZOLIN » v [T
SKIN TEST POSITIVE CHLORHEXIDINE
DEXAMETHASONE
FENTANYL
PROPOFOL
16217 [ OCT2017  APPLICATION SITE RASH CHLORHEXIDINE E B B s r NG
126546 [l  nov2o17  AanaphviAcTIC REACTION CHLORHEXIDINE s v TGN
SKIN TEST POSITIVE CEPHAZOLIN
PROPOFOL
ROCURONIUM
BUPIVACAINE
126547 [ novor  anapHvLAcTIC REACTION CHLORHEXIDINE 5 v [[TNNIENGEE
SKIN TEST POSITIVE FENTANYL
MIDAZOLAM
PROPOFOL
ATRACURIUM
ATC = Systemic Hormones (excl Sex Hormones)
126833 [ DEC2017  FACE OEDEMA THYROXINE B BB B o v TR
TONGUE OEDEMA
DYSPNOEA
NUMBNESS ORAL
MOUTH ULCERATION

MARC March 2018 — CARM Quarterly Report
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REPORT _ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___BEGAN ENDED AGE _SEX__OUTCOME
ATC = Anti-infectives
12672 [ oeco17  rastprURITIC DOXYCYCLINE B BB I s r R
DYSPNOEA
CHEST TIGHTNESS
LIPS SWELLING NON-SPECIFIC
TONGUE SWELLING NON-SPECIFIC
126800 [l oec207  ARTHRALGIA MINOCYCLINE I I [ B | % r |
VASCULITIC RASH PARACETAMOL
DIARRHOEA
RENAL FUNCTION ABNORMAL
NAUSEA
126179 [} OCT2017  ANAPHYLACTIC REACTION AMOXICILLIN B BB [ N | 2 r T
12633 [l  oct2017 A 6 ExantHEMATOUS PUSTULOSIS AMOXICILLIN 2« v |
FLUCLOXACILLIN
126373 [ ocr2017  vePATOCELLULAR DAMAGE AMOXICILLIN » r R
JAUNDICE DICLOFENAC
ARTHRALGIA OMEPRAZOLE
MACULAR RASH LORATADINE e
ANTINUCLEAR FACTOR TEST POSITIVE
126762 [ oeco17  anapHvLACTIC REACTION AMOXICILLIN [ | [ 4 r 1
SKIN TEST POSITIVE PREDNISONE
126929 [l  oeco17  AanapHvLACTIC REACTION AMOXICILLIN [ | I 2« v [T
126639 [ novo17  RasH AMOXICILLINCLAVULANIC ACID HE BB [ 2 r 1IN
12602 [ DEC2017  HEPATIC FAILURE SIMVASTATIN [ e r EGIN
ENCEPHALOPATHY FLUCONAZOLE
RENAL FAILURE ACUTE VERAPAMIL ]
HYPERTENSION PARACETAMOL
AMOXICILLIN/CLAVULANIC ACID [
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REPORT ORIGIN __DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___ BEGAN ENDED AGE__SEX__OUTCOME
12624 [ ocr017  AnaPhvLACTIC REACTION FLUCLOXACILLIN B B I 2 r [
126244 [  ocr2017  AnaPHYLACTIC REACTION FLUCLOXACILLIN [ | [ ] [ N | 13 v TR
126258 [ ocr2o17  RenaLFAILURE AcUTE FLUCLOXACILLIN 1 BB N 7 v R
CREATININE BLOOD INCREASED
12638 [  ocr2017 A 6 ExantHEMATOUS PUSTULOSIS AMOXICILLIN 2 v NN
FLUCLOXACILLIN
126438 [l  ocr207  AanapHviAcTIC REACTION CEFOXITIN . 00909 |
SKIN TEST POSITIVE PROPOFOL
FENTANYL
ROCURONIUM
METFORMIN
2643 I novaorr  rEvER CEFTRIAXONE i1 BN I s v [
NEUTROPENIA
RIGORS
RASH
126520 [ novor  FEver CEFTRIAXONE [ 5 F TR
HEPATIC FUNCTION ABNORMAL PARACETAMOL
OMEPRAZOLE
GABAPENTIN
CODEINE [ ]
126557 [ NOV2017  ANAPHYLAXIS CEFTRIAXONE [ | [ [ B | s v [T
126164 [l  oct2017  AanaPHvLACTIC REACTION CEPHAZOLIN s r T
SKIN TEST POSITIVE PROPOFOL
ROCURONIUM
DEXAMETHASONE
FENTANYL
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REPORT ORIGIN __DATE REACTIONS DRUGS ROUTE DOSE/UNIT __ BEGAN ENDED AGE__SEX _OUTCOME
126180 [ oc017  AnAPHYLACTIC REACTION CEPHAZOLIN » v
SKIN TEST POSITIVE CHLORHEXIDINE
DEXAMETHASONE
FENTANYL
PROPOFOL
12657 [l ocr2017  HyPotENSION CEPHAZOLIN » |
SKIN TEST POSITIVE MIDAZOLAM
FLUSHING MIVACURIUM
FACE OEDEMA PARECOXIB
PILOERECTION AMOXICILLIN/CLAVULANIC ACID
126560 [ novo1r  anapHvLAXS CEPHAZOLIN 2« v T
SKIN TEST POSITIVE PROPOFOL
FENTANYL
ROCURONIUM
126605 [  Nov2017  ANAPHYLACTIC REACTION PATENT BLUE V . 00000
SKIN TEST POSITIVE CEPHAZOLIN
MIDAZOLAM
FENTANYL
PROPOFOL
126760 [l  oecorr  AnaphviacTICREACTION CEPHAZOLIN [ « r [N
SKIN TEST POSITIVE PROPOFOL
SUXAMETHONIUM CHLORIDE
FENTANYL
126782 [  oeco7  anaPHviACTIC REACTION CEPHAZOLIN [ ] 2 v [T
SKIN TEST POSITIVE FENTANYL
PROPOFOL
LIGNOCAINE
ATRACURIUM
126037 [  oec2017  AnAPHYLACTIC REACTION CEPHAZOLIN - » v N
SKIN TEST POSITIVE LIGNOCAINE
ATRACURIUM i
METARAMINOL
METOCLOPRAMIDE I
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REPORT ORIGIN __DATE REACTIONS DRUGS ROUTE DOSE/UNIT __ BEGAN ENDED AGE__SEX _OUTCOME
12615 [ ocrov  rever COTRIMOXAZOLE H N I s v NN
RASH
HEPATIC FUNCTION ABNORMAL
RENAL FUNCTION ABNORMAL
TACHYPNOEA
126498 [ ~ov207  sweets synorome COTRIMOXAZOLE 5 v TN
RASH MACULO-PAPULAR AMOXICILLIN/CLAVULANIC ACID
MYOCARDITIS ACETYLSALICYLIC ACID
PERICARDITIS CODEINE
FEVER PARACETAMOL
126505 [ novor  revEr COTRIMOXAZOLE N 00
RASH PREDNISONE
PHOTOSENSITIVITY REACTION OMEPRAZOLE
AGRANULOCYTOSIS RISEDRONATE
126563 [l  ~ovo1r  AnaphvLAcTIC sHock COTRIMOXAZOLE I [ ] [ ] . » r R
NEUROPATHIC PAIN PARACETAMOL
126750 [l  oecorr  mHROMBOCYTOPENIA COTRIMOXAZOLE [ . N o v [IIEGING
HAEMOGLOBIN DECREASED
126541 [ nov217  conrusion TRIMETHOPRIM B N I » r N
HYPONATRAEMIA
SIADH
126637 [ nov2or  AnaPHvAXS ERYTHROMYCIN [ | [ ] s r T
VITAMIN B COMPLEX
126552 [l  nov2o17  sTEVENS JoHNSON SYNDROME ROXITHROMYCIN s r IEGIN
METRONIDAZOLE
PARACETAMOL
OMEPRAZOLE
PYRIDOXINE
126431 [l  ocr207  AnaPHvLACTIC REACTION CIPROFLOXACIN ' » r
POTASSIUM CHLORIDE
GENTAMICIN
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REPORT ORIGIN  DATE REACTIONS DRUGS ROUTE DOSE/AUNIT _ BEGAN ENDED AGE _SEX__OUTCOME
12643 [ ocr2017  ANAPHYLACTIC REACTION CIPROFLOXACIN ' TN
POTASSIUM CHLORIDE
GENTAMICIN
126552 [  nov2017  STEVENS JOHNSON SYNDROME ROXITHROMYCIN s ¢ [NNNEGEGNE
METRONIDAZOLE
PARACETAMOL
OMEPRAZOLE
PYRIDOXINE
126751 [ DEC2017  JAUNDICE NITROFURANTOIN B B B s r TN
HEPATIC FAILURE
CONFUSION
HEPATIC CIRRHOSIS
HEPATIC NECROSIS
12632 [ ocr2017  NeuTROPENIA VANCOMYCIN 1 BB N e« v [NNEGN
126002 [} DEC2017  HEPATIC FAILURE SIMVASTATIN B « - B
ENCEPHALOPATHY FLUCONAZOLE
RENAL FAILURE ACUTE VERAPAMIL [
HYPERTENSION PARACETAMOL
AMOXICILLIN/CLAVULANIC ACID [ ]
12643 [ ocr207  HvPERAMMONAEMIA VIEKIRA PAK-RBV s v [N
ENCEPHALOPATHY QUETIAPINE
HYPERBILIRUBINAEMIA METHADONE
JAUNDICE DIAZEPAM
QT PROLONGED
126451 [ nov2017  INTERSTITIAL LUNG DISEASE VIEKIRA PAK-RBV [ ] DO |
HAEMOPTYSIS CODEINE
NAUSEA CITALOPRAM
ZOPICLONE
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REPORT _ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___BEGAN ENDED AGE _SEX__OUTCOME
ATC = Antineoplastics and Inmunomodulating agents
126044 [ DEC2017  BLADDER CARCINOMA CYCLOPHOSPHAMIDE I e . [ ] s r [NNGNEG
PREDNISONE
126200 [ ocr2017  Pneuvonms METHOTREXATE 2 r |
HYDROXYCHLOROQUINE
PREDNISONE
AMLODIPINE
ETANERCEPT [ [ |
126242 [ oc2o7  Rcors VEMURAFENIB s r TR
HEADACHE COBIMETINIB
FEVER
RASH MACULO-PAPULAR
MUCOUS MEMBRANE DISORDER
126242 [ ocr207  ricors VEMURAFENIB s r TR
HEADACHE COBIMETINIB
FEVER
RASH MACULO-PAPULAR
MUCOUS MEMBRANE DISORDER
126379 @ oc2017  DpiaRRHOEA AZATHIOPRINE B BB B 7 v
VOMITING
FEVER
12682 [ oec2017  NEUROPATHY PERIPHERAL AGGR. LEFLUNOMIDE [ | o v IEGEGNEG
CHOLECALCIFEROL
CARVEDILOL
TICAGRELOR
ATORVASTATIN
126713 [ nov2017  Psoriasis AceravaTED 7 T

USTEKINUMAB
AMLODIPINE
METOPROLOL
DABIGATRAN
LOSARTAN
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REPORT ORIGIN _DATE REACTIONS DRUGS ROUTE DOSE/UNIT _ BEGAN ENDED AGE _SEX__OUTCOME
ATC = Musculoskeletal
126319 [  ocro7  wvpoteEnsion DICLOFENAC B BB I a9
ERYTHEMA
MEDICATION ERROR
12632« [ ocro17  AnaPhviAxs DICLOFENAC I . [ ] . s v TR
ACETYLSALICYLIC ACID
126378 | ocr017  HEPATOCELLULAR DAMAGE AMOXICILLIN » r R
JAUNDICE DICLOFENAC
ARTHRALGIA OMEPRAZOLE
MACULAR RASH LORATADINE e
ANTINUCLEAR FACTOR TEST POSITIVE
126731 [ DEC2017  ANAPHYLAXIS DICLOFENAC 22 v [T
CODEINE
PARACETAMOL
126243 [ ocr2017  AnGiOEDEMA IBUPROFEN B I TR 0000
126330 [l  ocr2017  ReNAL FALURE ACUTE CILAZAPRIL I o v [NNGN
IBUPROFEN [ I N
126776 BB  Dec2017  RENAL FAILURE ACUTE IBUPROFEN B N I 2« v N
RENAL TUBULAR NECROSIS
126671 [l  oec2o7  AnaPhvLAXIS IBUPROFEN [ [ 2 r
VENLAFAXINE
BUDESONIDE/EFORMOTEROL [ |
PROGESTERONE
ANTIHISTAMINES UNCLASSIFIED
126650 [l  nNov2o17  AnapHYLACTIC REACTION ATRACURIUM a9
SKIN TEST POSITIVE MIDAZOLAM
FENTANYL
CEPHAZOLIN
PROPOFOL
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REPORT _ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___ BEGAN ENDED AGE _SEX__ OUTCOME
12638 [ ocr2017  AnapHYLACTIC REACTION ROCURONIUM s r TGN
SKIN TEST POSITIVE KETAMINE
LIGNOCAINE
MIDAZOLAM
PROPOFOL -
12639 [l  ocr2017  skinTESTPOSTIVE ROCURONIUM « r T
ANAPHYLACTIC REACTION CEPHAZOLIN
REMIFENTANIL
KETAMINE
PROPOFOL
126386 [l  oct2017  AnaPHvLACTIC REACTION ROCURONIUM s TG
SKIN TEST POSITIVE PROPOFOL
FENTANYL
DEXAMETHASONE
126361 [  oeco17  wvPoTENSION ROCURONIUM e v [T
FLUSHING TRAMADOL
PROPOFOL
FENTANYL
CEPHAZOLIN
1262 [  ocr017  AnapHvLAXis SUXAMETHONIUM CHLORIDE 2 f KNG
SKIN TEST POSITIVE FENTANYL
PROPOFOL
ATRACURIUM
CHLORHEXIDINE
126404 [  novor  AnapHYLAXIS SUXAMETHONIUM CHLORIDE 1 BN B « r T
126313 [  oeco17  AnapHviAXS SUXAMETHONIUM CHLORIDE I [ | . . a9
SKIN TEST POSITIVE GEN ANAESTHETICS UNCLASSIFIED
ALLERGY TEST POSITIVE
126811 [  oeco17  RenAL FAILURE cHRONIC AGGRAVATED ZOLEDRONATE [ ] oo v TN
CILAZAPRIL/HYDROCHLOROTHIAZIDE
CALCIUM CARBONATE
PANTOPRAZOLE
ATORVASTATIN
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REPORT _ORIGIN ___DATE REACTIONS DRUGS ROUTE_DOSE/UNIT ___ BEGAN ENDED AGE _SEX__OUTCOME
ATC = Nervous System
12638 [  ocr017  AnaPHYLACTICREACTION ROCURONIUM 66 I
SKIN TEST POSITIVE KETAMINE
LIGNOCAINE
MIDAZOLAM
PROPOFOL
126314 [ ocro17  AnaPHviAxs LienocANE:ANTACID Pink Lady) [ Il 35 I
126861 [l  oecoor  HypoTENSION ROCURONIUM 64 I
FLUSHING TRAMADOL
PROPOFOL
FENTANYL
CEPHAZOLIN
126422 [ n~ovo7  PRURITUS PARACETAMOL B BB N 3 I
ANGIOEDEMA
PARAESTHESIA LIPS
NAUSEA
126552 [l  nov2o17  sTEVENS JoHNSON SYNDROME ROXITHROMYCIN 63 [
METRONIDAZOLE
PARACETAMOL
OMEPRAZOLE
PYRIDOXINE
12636 [  oct2o17  mepicATIONERROR CARBAMAZEPINE e [ ] 64 ]
FALL ZOPICLONE
ATAXIA
126555 [l  nNov2017  DRess synoromE CARBAMAZEPINE [ | N 39 [ ]
1260 [ ocro17  manm LEVETIRACETAM HEE EE - I
DELUSION
PSYCHOSIS
HALLUCINATION
AGITATION
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REPORT ORIGIN __ DATE REACTIONS DRUGS ROUTE DOSEAUNT __ BEGAN ENDED AGE _SEX__OUTCOME
12657 [ nov2017  DRess syNDROME PHENYTOIN H BN Il 7% r NNEGINININEG
FEVER
MORBILLIFORM RASH
RENAL IMPAIRMENT
HEPATIC FUNCTION ABNORMAL
126765 [ oec207  consmpaTion CLOZAPINE B [ ] » r N
00000 LAXATIVES UNSPECIFIED
WEIGHT INCREASE QUETIAPINE [
SLEEP DISORDER MAGNESIUM
ANXIETY
126681 [ novo17  PosTinuECTION sYNDROME OLANZAPINE 1 BB N O 00 |
1262 [ oecorr  AkathisA OLANZAPINE ili [ B | » v [
126816 DEC2017  SOMNOLENCE OLANZAPINE [ ] e« o NG
SLURRED SPEECH ABIRATERONE
COORDINATION ABNORMAL PREDNISONE
DIABETIC KETOACIDOSIS
DEHYDRATION
126930 DEC2017  POST INJECTION SYNDROME OLANZAPINE 1 BB Il -+ I
126585 [ NOV2017  THOUGHTS OF SELF HARM VENLAFAXINE [ ] [ ] » r I
SUICIDE ATTEMPT MEDROXYPROGESTERONE
THERAPEUTIC RESPONSE DECREASED
BRAND SWITCH
126800 [N DEC2017  DRUG WITHDRAWAL SYNDROME VENLAFAXINE 11} ] o v
126649 [} NOV2017  PANCREATITIS VARENICLINE i i N A 00 |
ABDOMINAL PAIN
CONSTIPATION
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REPORT ORIGIN ___ DATE REACTIONS DRUGS ROUTE DOSE/UNIT ___BEGAN ENDED AGE _SEX _OUTCOME
126527 [ n~ov2o1r  LymproPENIA DIMETHYL FUMARATE B BB I S 0 |
PNEUMONIA
CRAMP ABDOMINAL
FLUSHING
PRURITUS
ATC = Antiparasitic Products, Insecticides and Repellents
126716 [JJJll  novo17  PHOTOSENSTIVITY REACTION HYDROXYCHLOROQUINE B BB [ B | s IR
HEPATIC ENZYMES INCREASED
FEVER
ATC = Miscellaneous
12622 [ ocr2017  HvPotENSION PROTAMINE [ | [ | I e v [T
ANAPHYLAXIS
HAEMORRHAGE NOS
12635 [l  oct2017  anapHvLACTIC REACTION PATENT BLUE V TR 00 |
SKIN TEST POSITIVE FENTANYL
PROPOFOL
CEPHAZOLIN
LATEX
126605 [l  nNov2o17  AnaPHYLACTIC REACTION PATENT BLUE V = r |
SKIN TEST POSITIVE CEPHAZOLIN
MIDAZOLAM
FENTANYL
PROPOFOL
126616 [  nNovo17  AnaPHYLACTIC REACTION PATENT BLUE V N e o [T
SKIN TEST POSITIVE REMIFENTANIL
ATRACURIUM
CEPHAZOLIN
CHLORHEXIDINE
126757 [ oec2o17  AnaphviAxis PATENT BLUE V 1 r [N
SKIN TEST POSITIVE PROPOFOL
FENTANYL
PARECOXIB
CEPHAZOLIN
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REPORT _ORIGIN __ DATE REACTIONS DRUGS ROUTE DOSE/UNIT ____ BEGAN ENDED AGE__SEX__OUTCOME

12655 [ ocr207  uRrmicARA IOHEXOL [ ] [ ] o v [[TTNNNENENGNGEEE
ANGIOEDEMA ACETYLSALICYLIC ACID
SKIN TEST NEGATIVE CILAZAPRIL -

ATORVASTATIN

126420 [ ocr2017  AncioEDEMA IOHEXOL 1 BB [ N | 2 r IR
BRONCHOSPASM

126798 [ DEC2017  ANAPHYLAXIS IOHEXOL 1 BB [ N | »# r |
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