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.. « Simvastatin p{ 5 & EZ = EJ;

HEBERREEMEIER (MHRA) [BIER simvastatin A% 73 22 oa 40 B8 SURL
BIREHES ”YEUEZ simvastatin (& HKH 20 mg) #2%& amlodipine X diltiazem
R ZEmFRE  SEMENMMAEEEEFR 2R R  WEEZSEnFRE
simvastatin & H E_j(mJEKE_[EEﬁ 20 mg °

*
B AR B -
L ITHREEZEmENEREBER 99 F 6 52 H FDA 255 0991406841
SRS simvastatin X2 ZEZmBENTISE @ BBH
¢ S HMRA simvastatin 80 mg (ZAEZESHE) SEMNIIAEBEZRE
& #tH diltiazem £2 simvastatin I * simvastatin B HE| £ A 0J#8i8 40 mg
€ O F amlodipine £ simvastatin 80 mg I% > FESREER LM LB
2}—“3.:.: °
2. RRERTHAEZE  BEmEYEERESERREHNA - IMABAZZE -
A 15 & R 18 simvastatin A% 70 2% o ff FH amlodipine 2K diltiazem A% 70 %% @3
EHHEEE&REE
*
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http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/

Safetywarningsandmessagesformedicines/CON199556

gt = & zolpidem 5 ARk R R
S REEE S

ZE FDA HEARH BB S zolpidem NN ABERRER AELEEN > 0
AZEZQIERIEEE > RHREEURELIBITENAER VAR > BRAEKRES
EIFENEE  AINFAE - BIEEWMETE MEXMNERSREMY - =
Bl FDABZ 2RO EmMBE I ZZEmhE (RIFE) PARREZREARS »
SERE

1 #tExH  RESHEZEZERE > FYEEAESH 10 mg BEE 5 mg &E

A > HEH 12.5 mg BIEZE 6.25 mg °

2. 85 EIEM  BEERPETRESMETEEFHASHRERE (EYEE

PISmg: ZEMED 6.25 mg) °
Dﬁ%%%ﬁ%:ﬁﬁﬁ  BEEBZES zolpidem R D BT EE R

ZAEBBES "RIRE, >  HPRYEE 185% > ZEME 1R BZEERR
BOEEROEHIRLEEMHS  BEZABRNE -5 BAZESZUDEE
BIflzER M A ANEBHEZRES 625 mg BUBEIRER Y HASHEZRSE
10 mg ° ZEBREBAIMIBEN > RBEmTELEH/NESTEN R FH2
HERBRBREZATEm BHEZEZRE -
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1. 5L ERMIL (Pharmacovigilance in Taiwan )
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AL - http://medwatch.fda.gov.tw/
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A ]
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HiWEBEAE 45 0.4
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MR AEBENE 17 0.15
HAh * 355 3.13
SShA 1 0.01
4 Bl 6050 53.27
pegc
B 5304 46.7
FRATAA 3 0.03
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0-10
11-20 383 3.37
21-30 850 7.48
31-40 1168 10.28
41-50 1425 12.55
51-60 2192 19.3
61-70 1754 15.44
71-80 1552 13.67
KR 80 1043 9.18
AREEAA 480 4.23
B ADR BEIXER
BT 177 1.56
e 4= 206 1.81
BERE A EPT ST R R A P i 1272 11.2
SR KA TR R 15 0.13
EEEBLIFIXKAMESE 2724 23.99
EBRBEABRNRIE 6963 61.31
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LI Anatomical Therapeutic BAWERZRER DR FED L
Chemical (ATC) 73 %873 47 38 ¥ & BEE - MERHEAEEE ZHE
ZENERREmR UNMREHELRE Tﬁﬁﬁ °
B 1h27.1%  BMERMFAZERY ERATABHRARKES
1 15.0% SRIMNAMAESE =" 14 ZAhFA - R AEBWMEMNZ
143% - E-REZEmLFIARREEm 57.6% - BMBWMIERZLUN BB~
B 56.4% ° (FR=) -8 BEBERSE -

L Medical Dictionary for 8 A 77 % on DL NSAIDs ~ B
Regulatory Activities (MedDRA ) = MER -MEBZEm - S
FHRERZE (AXKDE) > BEA EmAhE o (RN

x= 101 FELMEBEMZARRELAGRBRBHRSEm DL

o] 5% m ATC 5347 =M BLE
Antiinfectives for systemic use 3401 27.12
Nervous system 1885 15.03
Musculo-skeletal system 1791 14.28
Antineoplastic and immunomodulating agents 1564 12.47
Cardiovascular system 1138 9.07
Alimentary tract and metabolism 862 6.87
Various 628 5.01
Blood and blood forming organs 425 3.39
Genito urinary system and sex hormones 291 2.32
Respiratory system 284 2.26
Systemic hormonal preparations, excl. sex hormones 152 121
and insulins :
Dermatologicals 59 0.47
Sensory organs 37 0.3
Antiparasitic products, insecticides and repellents 23 0.18
e 12540% 100
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x 101 FELHEBEmMZIARRERESE

FRREZRE R EHH B7tL
Skin and subcutaneous tissue disorders 5284 35.83
Nervous system disorders 1601 10.86
Gastrointestinal disorders 1556 10.55
General disorders and administration site conditions 1087 7.37
Respiratory, thoracic and mediastinal disorders 666 4.52
Eye disorders 583 3.95
Investigations 580 3.93
Immune system disorders 449 3.04
Blood and lymphatic system disorders 442 3
Musculoskeletal and connective tissue disorders 362 2.45
Cardiac disorders 355 2.41
Infections and infestations 280 1.9
Vascular disorders 238 1.61
Renal and urinary disorders 217 1.47
Metabolism and nutrition disorders 213 1.44
Hepatobiliary disorders 211 1.43
Reproductive system and breast disorders 195 1.32
Psychiatric disorders 164 1.11
Others 265 1.79
#Et 14748* 100

TBREGZARREREHETEAR—EN L ALBATRREREHE AN BREFL -

xAh B+ RBHRARKREEMNR

E R AE HHH B R AE A W BHLE
Rash 2127 21.38 Pyrexia 210 2.11
Pruritus 736 7.40 Stevens-Johnson syndrome 209 2.10
Rash pruritic 575 5.78 Urticaria 176 1.77
Dizziness 434 4.36 Vaginal haemorrhage 141 1.42
Vomiting 428 4.30 Myalgia 134 1.35
Nausea 333 3.35 Extrapyramidal disorder 131 1.32
Eye swelling 317 3.19 Palpitations 118 1.19
Dyspnoea 282 2.84 Cough 117 1.18
Headache 254 2.55 Oedema peripheral 110 1.11
Diarrhoea 238 2.39 Anaphylactic shock 105 1.06
INGT 7175 72.13
#REt 9947 100.00

TBMEGERBETEAR—EM L BIRBREMREE AN BREGH -
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HIER ; ; WI|RE B
Diclofenac 395 3.15 Allopurinol 141 1.12
Ketorolac 296 2.36 Adalimumab 140 1.12

Diphtheria-hemophilus
lopromide 255 2.03 influenzae b-pertussis- 134 1.07
poliomyelitis-tetanus

Sulfamethoxazole and

Acetylsalicylic acid 235 1.87 sl 122 0.97
Vancomycin 199 1.59 Cefalexin 120 0.96
Cefazolin 194 1.55 Ketoprofen 119 0.95
Piperacillin and enzyme inhibitor 167 1.33 Cisplatin 117 0.93
Phenytoin 162 1.29 Levofloxacin 116 0.93
Metoclopramide 149 1.19 Valproic acid 111 0.89
ﬁhmig’i‘tigrﬂﬁn and enzyme 149 119 Tohexol 110 0.88
V5T 3431 27.36
wast 12540*  100.00
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