E IR E Special Report

Citalopram K& escitalopram &it&= 4l &

% hE B [ B 3 A

=B ENF - BXE

MENZAEENEESS

italopram & escitalopram &7 EE 4

MAEZBEIWHIHEIZEY) - BRFZH
BEEBEE - Escitalopram % citalopram
ZS-EBY MADEMRABNREE
ERFZEZE2#ZE M)A & (serotonin) K HE
WHH - REEERMEBMERFN S E MK
EINEEENENTEY - FEENBZES
citalopram A2 ZEmE B FF ol H 13 58 -
% & & escitalopram A% 73 2% qp S M 5 o] &
#2253 BEROREET - ZEERED A
STEREZRERENER RBEEIRTE
EZ BB KTAMER  BE - A RERIE
TR EE RORIBIE A, -

2017 £ 5 A - It Swissmedic 275 Dear
Health Care Professional (DHCP) - Cipralex®
(escitalopram) & Seropram®(citalopram) &
Bz A EER AR A escitalopram
& citalopram & 38 415 AL/ A BRE 2 226558
i WS EANNABRIE (thabdomyolysis) 1l
HEFHERPENIARKRERER’ - KIBEER
MNHEENEERZEESRFEENEMNE
KB 7R - B Al s £ A 5 A escitalopram 2
citalopram & - S& AR AN A BRI 1T BB 35 22

EHEORA -

B

Drug Safety Newsletter 2017 December vol.60

BARRREBERSEG D

RESTHENARKRERNERE - #
5T E 2017 £ 6 A 5 HIEHEH 37 45 UA
fEHZ citalopram D #EmSIEARKREZ
BIEL - PRAEREGD - S5 21.6% (8
Bl) - Lt 784% (29 B) - AR ® 52.7
+ 186 % (mean+SD) - 4 #5 &6 & 7t /Y 24-
864 7% - Citalopram il D EmBH 7 AR &
EERT  LUFREARKREREZ - 204l
(54.1%) - B30 AP el ik & m A B SR
EHOA  HitBEARRE (BEZHEKRE
RZEBH)7 A BETEM - BREMED
RBIB 16 (4 30 mX M - 1 propanolol »
triazolam -~ estazolam - citalopram £ £47 -
A R Iz F& €] & bradycardia * hypotension -
CNS depression - 1B ) & & A B MU B E
ERL) - FHNE— - FIABRREGEMRK
MedDRA 7348 - H23E 47 L nervous
system disorders &% (12 1) - s&FllF=_ -

L5 et 220176 B5H1E - #
¥ 106 4t A F A escitalopram A%
NEMRSIEBARREZEBERES - FIEHE
REH P - BS 35.8% (3841) - XS
64.2% (68 Il ) - F19F# 4 51.1 + 19.0 7%
(mean+SD) - FE & E /T K 18.2-94 5% °




ERE#E Special Report

Escitalopram pl D # miE SR 7 AR & E#
R DFEBREFARREREZ  £670

(63.2%) - EBUE AEBRSERRB AR
BEH19G  EttEmEARKE (BEER

ARERZEH) 190 EIETEA - B
&Enn:ﬂﬂ 1P (/70mEA S ME -
WRBEEBERE Z M 5 CLE KM
[K'=2.23mEq/L] BFE =M 0 EBIR - EKG
BERQTKER mMBTYEERERRT
amiodarone - lidocaine * KCL &% - X
—HEENHREBEERE ) Fl%k— -
FRABHEHEM K MedDRA 7548 - Hes
B % # 7 71 Ll nervous system disorders
A% 54 1%) EEZER dizziness (11
%) X headache(7 &) - 3= — -

BRI A BRAE (rhabdomyolysis) AR & &
BIEGH 26 HERBHRZE—F0 : @
EZLH50mBY - BEBREET RIRAEE
RZEYaE ; FRZmERE flunitrazepam -
sulpiride ~ trihexyphenidyl - clonazepam -
valproate K citalopram(citalopram 20 mg
%_

HS 7 100/4/26 B8 %2 Bk A3 ) - 100/09/08
FRERRIERE 75 Tamlosin SR® £/ - PR H &8
EEENER - 1B - BERAESIBEN - M
Mm#5 %R CPK % 4,115 1U/L - CK-MB 7% 56.9
ng/ml - L BHERD AR - WERFERMEY
AR FHZEY) -9/10 BEHIMAER CPKA& 9,793
IU/L ~ CK-MB % 129 ng/ml ; 9/11 1 [ #&
R CPK %% 7,696 IU/L ; 9/13 3 [ #5 R CPK
& 1,576 IU/L - 9/13 it R Z M SR NIA
AR A3 (R citalopram 9+ ) - 1 9/14 & poor
bladder contraction A %5 #% E2 Harnalidge
D® ([@ tamsulosin A %3 ) - 9/15 #h [0 4 R
CPK 7% 444 1U/L ~ 9/17 #h [N #& R CPK %&
220IU/L ~ 9/23 M#AESR CPK %4 124 TU/L

i 2 & B/E AR R AR CPK & GOT
FEZ OB E - ANEHER citalopram 7
AR B LR & ENNA R Z S e m L
¥ mE®IMAREHHZ tamsulosin %@ iR
rechallenge B KB RE CPKEFS @ @
ERO C|talopram 125 4 rhabdomyolysis 2
THEAME R OlRE

ARREEHRERZEXRERNRARREERDT

Al

S 8 (21.6) 38(35.8)
2 29(78.4) 68(64.2)
FH#e (5%)

F1918 +SD 52.7+18.6 511+ 190
FRREER

BRER 1(2.7) 1(0.9)
BRRAERRERRE A ERRRE 9(24.3) 19(17.9)
HthBREARRE (BEERREEZZEH) 7(18.9) 19(17.9)
FREARRE 20(54.1) 67(63.2)
RE 37 106

Drug Safety Newsletter 2017 December vol.60




ERE#HE Special Report

#_ Citalopram #BHEP AR KEIEAM (kK MedDRA 88 E #7245 ; FEARLL MedDRA

Preferred Term &R )(n=53)

Cardiac disorders

Bradycardia
Eye disorders
Angle closure glaucoma
Vision blurred
Gastrointestinal disorders
Dry mouth
Nausea

Vomiting

General disorders and administration site

conditions

Chest discomfort
Drug effect incomplete
Drug ineffective
Malaise
Hepatobiliary disorders
Jaundice
Immune system disorders
Hypersensitivity

Urticaria

Injury, poisoning and procedural
complications

Overdose
Metabolism and nutrition disorders
Hyponatraemia

Inappropriate antidiuretic hormone
secretion

Increased appetite
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Musculoskeletal and connective tissue
disorders

Rhabdomyolysis

Nervous system disorders
Depressed level of consciousness
Dizziness
Extrapyramidal disorder
Headache
Hypoaesthesia
Paraesthesia
Sedation
Serotonin syndrome
Tremor

Psychiatric disorders
Bulimia nervosa
Delusion
Depression
Libido increased

Renal and urinary disorders

Chromaturia

Reproductive system and breast
disorders

Erectile dysfunction
Skin and subcutaneous tissue disorders
Hyperhidrosis
Rash
Rash pruritic
Skin hyperpigmentation
Vascular disorders

Hypotension
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#z = Escitalopram BHEPF Z AR K EEMR (K MedDRA S E 24 70 48 ; MEA L

MedDRA Preferred Term %7~ ) (n=175)

Blood and lymphatic system

Injury, poisoning and procedural

disorders 2 complications 2
Pancytopenia 1 Fall 1
Petechiae 1  Overdose 1

Cardiac disorders 4 Investigations 6
Bradycardia 1 Blood pressure increased 1
Palpitations 2  Carbon dioxide abnormal 1
Ventricular tachycardia 1  Electrocardiogram QT prolonged 3

Endocrine disorders 1  Weightincreased 1
Inapp(opriate antidiuretic hormone 1 Metabolism and nutrition disorders 11
secretion Decreased appetite 2

Eye disorders 2  Hunger 1
Vision blurred 2 Hypercalcaemia 1

Gastrointestinal disorders 21 Hyponatraemia 5
Abdominal discomfort 1 Inappropriate antidiuretic hormone 5
Diarrhoea 5 secretion
Dry mouth 1 Musculoskeletal and connective tissue 1
Dyspepsia 1 disorders
Gingival pain 1 Muscular weakness 1
Mouth swelling 1 Nervous system disorders 54
Nausea 5 Altered state of consciousness 1
Vomiting 6 Ataxia 1

General disorders and administration site | - Bradykinesia 1

conditions Cognitive disorder 1
Asthenia 4 Dizziness 11
Chest discomfort 3 Dyskinesia 2
Drug effect incomplete 1  Dystonia 2
Drug ineffective 1  Extrapyramidal disorder 4
Drug interaction 4 Headache 7
Hangover 1  Hypoaesthesia 2
Malaise 1  Loss of consciousness 1
Pyrexia 1 Neuroleptic malignant syndrome 1

Immune system disorders 1  Paraesthesia 1
Hypersensitivity 1 Reproductive system and breast disorders 5
Parkinsonism 2 Restless legs syndrome 2
Progressive supranuclear palsy 1  Sedation 1
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Seizure 1  Erection increased 1
Serotonin syndrome 2 Sexual dysfunction 2
Tardive dyskinesia 1 Vaginal haemorrhage
Tremor 5 Respiratory, thoracic and mediastinal p
Vision blurred 1 disorders
Psychiatric disorders 21 Cough 1
Aggression 2 Epistaxis 1
Agitation 1 Skin and subcutaneous tissue disorders 18
Anxiety 2 Alopecia 1
Delirium 1 Angioedema 1
Depression 1 Cold sweat 1
Hallucination 1 Hyperhidrosis 3
Hallucination, visual 1  Pigmentation disorder 1
Insomnia 5  Pruritus 1
Mania 3 Pruritus generalised 1
Nightmare 1 Rash 4
Panic attack 1  Rash erythematous 1
Restlessness 1  Rash pruritic 1
Sleep disorder 1  Skin hyperpigmentation 1
Renal and urinary disorders 6  Skin swelling 1
Dysuria 4 Stevens-Johnson syndrome 1
Enuresis 1 Vascular disorders 2
Haematuria 1  Contusion 1
Ejaculation disorder 1 Tongue haemorrhage 1
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