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Sodium polystyrene sulfonate B % %

2017 £ 09 A 06 H=El FDA 3 & sodium polystyrene sulfonate ( SPS) A 73 /8%
SIMAEZmREAEMOKRZEREIKKRE  JeEgEEMOARERELESFR - EREMO
RZERRKEERMEYEE 2 ZEHEN -

1. = FDA 87X 2015 FE2KMiEtt S SPS MO EmBMITEN R G IERAMEBEME -

2. MIEIMRERER - 2 SPS N ERBELKEMZAD ERFHRANORER - Al : 5
[M/EZ% - amlodipine & metoprolol ~ 142 - amoxicillin ~ RIFRHI - furosemide ~ #1
EEMEZE - phenytoin ~ FU A M - warfarin & - Y EESXBENESIER - #i#@ 3 SPS
AR OEEEAZEMORERES  EREMORERREERMZEREEZ
e

3. UIBR SPS A #E B M RER 7 RESHERME - %2 SPS o EmEEE
i ORZERBRE D 3/NSRA - NEBASKENEMIEESHZE 2% - AIRARBRE
FEIERE 6 /5 - DIBREZERE -

4. =HE) FDA B EMHELEZ it

=}

r;}_ pt
s
Hp
M
%Ilr

EmENEREZERRA

1. AT - HEZES SPS O ERZPIXHEER " EYMREER  BHEAZZHAN
FRBE/NOZER - WRREROUERHFZHEMORERSS - SBEMORZERKRUW
FRAERMENEEZER - BREMORZERBRZED 3 /NRERA - DIREZER -

2. HHEREENSZ SPS N EmZPNHELUES L2 EM - AZRIEFED -

EBERAERIEER
BRESPS B Emiy - BRERSAZERBREREMOKZERERZD 3/\EBRA - 0
MABBEEERBEIEMIEESEZRR - ARABRETERE 6 /MR -

RABTIEEIR
1. = SPS D ZmBREMESNIFES ZHRERERED 3 /NHRA -
2. EEHUREBEAEREAR U2ZREHEBRABRBTFE -
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o HHEAFN B EBIELAFSZE AL
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProd
ucts/ucm574763.htm

— - Valproate t#HER 5

BUMBEZEEIRF (EMA ) LR ERTE S valproate HEAR D ERARBERZRBEEL
zzEzURBERRREZEERZRY - LA EEEFRNEE—D ZES -

EMA 1% 2014 F&FF AR AR ZHRER valproate MBI D E MmN B B R ERKAA
REREBEFAR  MRNNREBEXRGEERSAREERER - BABBEEEEN
(ANSM ) i8 EMA FEfE BRIEREREHORY - THESERFENBE—LZ/FR -

EmEVEERERMNA

1. HE SR 102 511G valproate HEI M 2 ZEmE AR 25 2 A W= K ER - WK
102 £ 9 A 24 BRI B F 5 1021450909A S A S B AER - EIFEPRAEZ AL 70 2
mZfEM  RIEFERARRZ2ERRERBRZEN - REMERENRZRL - TERAR
FOAEREMEYRERZIBE - WERPXHEMHBRARMERER ZBEERE
ARER - URERENBEREABER

2. RERFEREIRTEBREERE 2N - LFHEEERRNEE—LZER -

ERABERIEER

1. Valproate BN D E mEMARZR - UEESEREALCKUERBE - KRIZWEERT -
Bt S8R REm N E -

2. Valproate fHE M N ZE R IELERARNBRR2E R RBBE ZTAY - REMERENIRZEYL -
TMERAR AU EMEY ZHIER - ABHEREFRAEREMEN SR ZIBH - B
B EMA RS R AR R2ABERZE R EERER -

3. BEMEN BN ERREEEEFRZAMBAR - BREEBAL KRS  TENE
FZEIE AR 2 -

4 HRBFERZNER  BENEHZERZEARESENR - WEEBEAEMELNER

A e
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SHRERZEZUMBAREATSENLE  AEREHAEER - Wt HERAZREZ

B PR AR

RERABEIEFIR
1. REEBENE A - 52081715 M valproate #HEIAL D %m - DUBRERBGHREZE

=]

2. IFEEBFRZAMAEA - BEAEEBRAER  RITBAMZBREN - MEIRTJER
ZoETEIRE - BUBSHGREED - MRBENEZ EM M HEaE -
3. IR ARRaEEIES B PR ARE - BRI EEN S EEA -

o HEAN S EIEAFSZE MM
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Valproate_
and_related_substances/human_referral_prac_000066.jsp&mid=WC0b01ac05805c516f

=+ Vancomycin K7 5Bl EZmELZETEM

201710 A3 H=BEFDA% % BEIHABAEBRFMARERIRATHZ
triamcinolone » moxifloxacin & vancomycin f{ 72 RS EE % - 4 H M EE 4R A
FEME X ( hemorrhagic occlusive retinal vasculitis - HORV ) Z@# =4l -

(EE FDA ZEEH THBARNEF A& RIBRIRAES S vancomycin B 7 7F 57 Fl 2
mE - BELMUBEEMRAEME X (hemorrhagic occlusive retinal vasculitis -
HORV ) ZiB#H %A -

2.HORV ZHRIKEEAMBIE - LERIF (I RE3 B ) WRBHEBNRADTE - RAX -
RAEALM - RAEMEX - RAEMEREERGARERM - 204 = vancomycin A%

S m DR AF SR IR - aJsEE HORV MEEKHA -

3. =H FDA 12/ - SRV ELSELAREFMRUIRAES S vancomycin 7+ 5
R FERA T B AR A K ( postoperative endophthalmitis ) - 1B BT T 72 FORF 55 35
REZRZZLZEMRBENY - BRIMAKRZASR vancomycin B 7 X S B2 m AR IRAE
5 -

4. =B FDA A& 2 vancomycin B2 TSI E ZmE B EASUES EMZEYREFEARR
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RS RIER BNE T Z T IRAIE - HE# & HORV Z AR = vancomycin 573
AREERPEZERE

EmENEEEZHRNA

1. &8 - HEZES vancomycin BT B Zmp ZFF ol a8 2 9 5k - IO RZERRIRA
AH - HRPXHECSHE | "HRBEANIFAZZo MR XENBERLE )  HRER
HORV Z BBz -

2. $1¥5% HORV B E 7 AR EERt - XFBRIEWEZEP -

EEAEEIEEIE

1. & vancomycin p 2 S EZE il R 2O E R ERRES - INRZERRIEMIRAX - B
Wﬁaim,ﬁﬂF'EIEDMTHéECEEHU%WEEfBmeﬁ EHE vancomycin B ESIEIZE s - OIRE
SIEZEREBOBEEM KA MR KN HORV -

2. BRIMER S FEERRIEREASIKIBIEARES 2 vancomycin D ES 22 m 2
ZE2URBYE -

RABTIEEIR
WRBEREFINEZEREBEAE  BUASHERASNEENE

o HHEAN S EEAEF L E NI
https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProd
ucts/ucm578743.htm
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Y2 EEMRUZFRIBIERT

NEAZEYZZHAEBEZMEZNF - MAKRE "OAHRS - BARERIAEGS

i RUNSRALTERABREREASHESE - XS KREERT

BREEZMREFMMBE (10207t / FF) -

RIBBE :
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=MEZEEH

— - TN, FHRRKEEEFLEES

ATOREFEE - BEBRETE 010247 5%
EmZE X E1 - "DATASCOPE" INTRA-AORTIC BALLOON PUMP
REERIE / B / HE5R -
et A5 HESE
CS-100 DISTRIBUTION DATE
= e EH
—ERIBR A RIR M CS-300 March 24 2003 through June 16 2017

Bz BRUERAR/BERIMEEAR
TR ([EUT / FBIERE i )

REEBEmMUEZRARERASRK  MRARMRERHKSS - b - BEKRED
FEE B TTH AR - FEBRINEIAERER -

B A ¥ LE & I

RE BRNENZRFTER /MHRHEH 1575 QBRENBRATSK 106 F7
B20 HBRMRZEZPLRHEEZESFIR - |ETR 106 F 8 HELZHHKHBMAETLREZRM
MAAEMEE - ZERAREZERANTRSZZ4ILER - HHEBRALRKEE - FE
BRABERDIENIEE | SHHRRIRBEERINENRIEAANER - FLRBINRH
IR - BB IEREITEN FERT R 106 & 12 B 31 HAISTAL °

o HEAMREEGHFSZ MM
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64078r-eng.php?_
ga=2.209481616.388121982.1501463076-461476959.1497407358

IESHES

T8 58 #1 " 105 FEEEMAEEZRAB 2T 1 —X (B 10- B 16) - SURHTIE [ 2
REAEEERNE "HZENEEBREZWESEE, 518 IEREmEYEEER
SRR - ] - BULEIE -

i
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Z - TER®E. SEHBCEATKSERREUER

FTOJREF R - EEERR =58 026200 5%
EmZEZETE ¢ "LENTIS" HydroSmart Posterior Chamber Intraocular Lens with Multifocal
Toric Optic
REERE /B / HER -
AR ELOW ZHREBEERNUAE 2017 F 1 BE 2020 F 5 AZmlA -
BU5%
LS-313MF15 LS-313MF30
BmEz —MER/BREREAER/BERMEREAER

EMEREE (B / BIERE L )

AEARTEEEmZBRMNEREL D KEREZACBERE  MEBHEAR
NEBRE EHEXBMABRIZLEEHAZREHIERZERRA - JIEBAN - 1#
Oculentis ATIEHILF LR EZmMBRBNCEREETIHE - BELLEMIEHBAER
RERR - TORTE RIS R -

B AR5 IEfE Tt

KE BENENZRTERRHERL 478 L (417 RE&ER - 61 RZABIW ) - STk %,
ARATIER 106 9 B 19 HBMRFEEFPURHARZEFIE - HRCEEARBWER
ZERZE - WARELHER - BREBERMESZERMEN BB HEEETER -
AT B ATEN SR 106 £ 9 B 19 H5eRk - IR 106 & 9 B 27 B [EIUW 2 2 fm iR [ B 5h

o HEAMREELFSE FIIAL
https://mhra.filecamp.com/public/file/2nze-ptrg3ngm
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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
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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% °
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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
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#_ 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

AN NN OO R R NNN

I = N T R e e e

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

2

2*

=
B R R P R B DN R N R R R P N RN

=

10

e e i N

*EEBRBRZE XM -
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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

(BEPRKR)
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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
ZEBBEBYSH mABAERRX G /EA - Escitalopram £l
& citalopram Z S EZ#BY) - BEMZEE
Citalopram & escitalopram BE&E=ZE W MK S E citalopram LEERBEY R L

MEZBLEWIMNGIE 224 . FEZERARE
BiEZRE, 2ESKR7EEE - oAR
SEE - WBE - RRESHMBEESREZ
8 & “>° - Citalopram ¥ }A [ 8 & > i
EMs UASHHEMETMEES
)& W% B iz (dopamine) ~ IEB LR E
(norepinephrine) - B8 ME (histamine H1)

CHEHBRREMSSRIHRBEZARITR
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2 M B 8% {7 ° - 2010 &£ Montgomery
KMHBZmE 0T MASERARK LMD
JFERPRAT 5T - H45 R BAK escitalopram 2
%‘Jﬁé&é%%[%tbﬁ_ﬁ citalopram £ - ME&ZE

BEERE HERYSZERBE’ -3
Eﬁ(l‘gﬂaﬁ HRREMNEBEY BT
citalopram - fluoxetine - paroxetine -

sertraline & - escitalopram #2528 B R
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#E " - Citalopram 2 SHZZEHEES 20~
40 mg - 1M escitalopram % 10 ~20mg -

B 1S citalopram &&= - HO8z - IF
ODREESHGRARPEERNARKE -

MALEARKREBNER - LITHRIEERSE
Ak - HER TCAMEEH - HO% - E)

KEREE MmN ZE 2 M E MBI
BRE  EHZEZREOROAGFERM
%% Yo SSRIBEERSIRZEIEFATERNA
BRI - MINEEMERE - MBREREE (W
E11ﬂ MAOHJ#H )~ B®& tﬁrﬂ% - B

@ﬁﬁ atalopram BETHIBER ZEHIR
16 . T LG #E fluoxetine & sertraline - &
P citalopram &8 BEEEINLLAIERS © -
BRIEE 29N - =B FDA 5% 2011 ~ 2012 £ %
HEFNSHNSHEZ citalopram EFE QT
HEHEER B @ - & citalopram Z & Hf#
ATl 40 mg - MEFEEEINAZEBE
20 mg**"® - MAERE Z ISR - citalopram
MRERE A SSRI BB 4 QT BHILER
ZEBES -

EYN esatalopram » 2009 £ Cipirani &
ANBE—RTmIReT escitalopram HERE
B BN 2 WmER - #K escitalopram
K citalopram Zi2 W EARREER - BR
ZARKREEEERE IER  O% - KMME -
KIR - BOSEEAAB LEEEEY - £
QT BHIIER 2 ARKRFE - escitalopram
THER citalopram B A BEZE - B Z Bl &t #
It 85 3R PRIV A M A —50

HEAFERESRIZARREREA

MABRE BRRBLEZEABRS - &
EHBAZHRERRN197 F 6 IR A
citalopram BETE EREZE - BEELE
BE% -« BERELNARE " -

BUNBZ E=AImE - 1 BB 74mBH - B
EAKEN R ZESE ~ AR K121 E 2 s
Z£wE - REIBRA enalapril - alprazolam ~
simvastatin ~ NTG X aspirin ° &2 A Bz my
&8~ RIFREF citalopram JAEE EIE
Abz = HBIF %\ EHR irinotecan /5 & & 5
- ARBHERLIREEESKIARRE
Z15H - CPK % 7,400 U/L - RER&E AN AR
REM{EFAFIAZEY) - CPK B ~NEZE 5,542U/L
- BEBEREH citalopram - CPKEA S E
13,529 U/L - myoglobin % 27,579 mg/mL -
BRIFH citalopram % - CPK & myoglobin
BEERELHRNME - NEFEREE iinotecan
& citalopram [EIf5 5 FAEBGZAE AN A BRIE
7% RmEMDEYEFER CYP3A K
HIRETMER citalopram EYEESH 2 -

SHNLBREBRNERESENRBE L
20 BB - #F A escitalopram Z IR =
%5 mg/d - BIEIBEZE 30 mg/d A ERE
EAREE - BFIYA IR RITUER AN AN B K B E
fE% - CPK{E®E 1,245 U/L - EREEBEL
BB ERAE - 85 E1= IE A escitalopram -«
BEZEBRELN13H - CPKEMIEIER
ZIEE 143 U/L - 8% 2 %A lithium &
mianserin JAEMEREEHiR8E * -
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=+
m|

m

=111

FEARR

ﬂlll’

% iE 2 2B -
HEHA S ARBEHEANEZSEPRR

Citalopram X escitalopram 72 W iEEt 24| - BENILEER AR RENTBERE
HEAMNBMEAARERARMRLCIEYE ZBESEYLENBREDEE  UREES
XE - BRIRBVHEFIWE - 8Nt BEISERBESASRAERR  NRFEH
ZE FDARESR EMEBERERKIA  escitalopram 3 citalopram #& - 3R 5¢ £l
R&FE - Mt Swissmedic TRSES A BANAREREBNERARIE  FLE18E
REAEERER - MAESEHEYARKRE FARREFIEUEEMEREYERE B
BIBARAERE - & 2017 E 6HSHIMNE KERREEEMN#ERZEZST ; WERIESER
1 AIEEUEA citalopram BEERAIAR SRAEYEHEE  OJHFEERE -

Bt
AEEEFERANY '#HENBEBREENEESER, 518 IEIEREYERE

S - EUEGH -

LENR

1. Product Information: Lexapro(R) oral tablets, oral solution, escitalopram oxalate oral tablets, oral solution. Forest
Pharmaceuticals, Inc. (per FDA), St. Louis, MO, 2014.

2. 1% BESRM - 2E(CAEEFOUEES . http//www.fda.gov.tw/MLMS/HO001.aspx

3. https://www.swissmedic.ch/marktueberwachung/00135/00157/03890/index.html?lang=en

4. Lepola UM, Wade AG, Leinonen EV, et al: A controlled, prospective, 1-year trial of citalopram in the treatment of panic
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KMRAERR  SFEZMFER K
EBEEMNAK ADP) EER K EBE K
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B8 (powder-free, low latex) FERARIE
—F BEASIBHEBERMBEN
BREMBREERAG  BRFEREER
FERIEFER (prick test) EE/AZG M
RFE BBSEMBENE  KAZEIE
MEBEEMREEHEK - Allmers BE
=L BEEABMUENIABFEINS
RFERRZMABFER  RERAT7
fiI (8%) BHEDPHE 6 URRAREM IgE
MEBRBE TR RETIBEBFRZEEL
2EM 49.9 ng/m’ BREZGAER R
B2ERAEREREZBEHFABEIALE
KRY&EY ZAEEBER ELABEFEH
EMIBFE OUBREDILBER
REREERA - BERIABBATA
BOZTEm=ar° -

B "SHmE%EMBFE (powdered
medical gloves) ; EIEIRRT

ZEEmHAZYEEE (Food and Drug
Administration - DU U.S FDA) £ 1998
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" B % A F E (powdered medical gloves) .
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patient examination glove & 895.104
Absorbable powder for lubricating a
surgeon's glove % 3 TR A4 - %=H]
HR\EMBERFEZERESRS  ARE
BERFERBENZFERSBETREY
KN HRBESATEA 2 mg (#iE ASTM
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x=— USFDAFEDHENRMIBER]BEL

§ 878.4460 Surgeon's glove.

(a)Identification. A surgeon's glove is a device made
of natural or synthetic rubber intended to be worn
by operating room personnel to protect a surgical
wound from contamination. The lubricating or
dusting powder used in the glove is excluded.

(b)Classification. Class I (general controls).
[53 FR 23872, June 24, 1988, as amended at 66 FR
46952, Sept. 10, 2001]

§ 878.4460 Non-powdered surgeon's glove.

(a)ldentification. A non-powdered surgeon's glove
is a device intended to be worn on the hands of
operating room personnel to protect a surgical
wound from contamination. A non-powdered
surgeon's glove does not incorporate powder

for purposes other than manufacturing. The final
finished glove includes only residual powder from
manufacturing.

(b)Classification. Class I (general controls).
[ 53 FR 23872, June 24, 1988, as amended at 66 FR
46952, Sept. 10, 2001; 81 FR 91730, Dec. 19, 2016]

§ 878.4480 Absorbable powder for lubricating a
surgeon's glove.

Link to an amendment published at 81 FR 91730,
Dec. 19, 2016.

(a)Identification. Absorbable powder for lubricating
a surgeon's glove is a powder made from corn
starch that meets the specifications for absorbable
powder in the United States Pharmacopeia (U.S.P)
and that is intended to be used to lubricate the
surgeon's hand before putting on a surgeon's
glove. The device is absorbable through biological
degradation.

(b)Classification. Class III.

(c)Date PMA or notice of completion of a PDP is
required. As of May 28, 1976, an approval under
section 515 of the act

is required before this device may be commercially
distributed. See § 878.3.

Deleted

§ 880.6250 Patient examination glove.

(a)ldentification. A patient examination glove is a
disposable device intended for medical purposes
that is worn on the examiner's hand or finger

to prevent contamination between patient and
examiner.

(b)Classification. Class I (general controls).

[45 FR 69682-69737, Oct. 21, 1980, as amended at
53 FR 1604, Jan. 13, 1989; 66 FR 46952, Sept. 10,
2001]

§ 880.6250 Non-powdered patient examination
glove.

(a)Identification. A non-powdered

patient examination glove is a disposable device
intended for medical purposes that is worn on the
examiner's hand or finger to prevent contamination
between patient and examiner. A non-powdered
patient examination glove does not incorporate
powder for purposes other than manufacturing.
The final finished glove includes only residual
powder from manufacturing.

(b)Classification. Class I (general controls).

[45 FR 69682, Oct. 21, 1980, as amended at 54 FR
1604, Jan. 13, 1989; 66 FR 46952, Sept. 10, 2001; 81
FR 91730, Dec. 19, 2016]
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FEFEEEmBEEYEIEZE (Food and
Drug Administration of the Philippines)
5t 2017 £ 6 H 22 H 2% (FDA Advisory
No. 2017-180) - A& U.S FDAZHZ )
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Health Products Safety) PR I &8 BEHNIBFES -
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8 "3MEEMFE (powdered glove) - 1. 4480 BBFMFEZ IR
medical gloves) . EEIRR ¥37K (absorbable powder for lubricating
a surgeon's glove) & J.6250 J& &1 & H
REBEERSV OB RmIETE "TBEM  FE (patient examination glove) 7 85
F E (powdered medical gloves), #H# 4RKRIE -
ZmlEEZ 14460 FiiiHFE (surgeon's

== LEFEHESRER

. oxEEW: FwEFEE
T &M 0 Surgeon's glove
£k 1,2
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X B | HBFMFEZTRUERR
3 E7T © Absorbable powder for lubricating a surgeon's glove
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