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EMA recommends changes to prescribing information for vancomycin antibiotics

Referral

1B H :2017/05/19

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2017/05/WC500228066.pdf
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Bh B 12 32 B S 7R YL IE DRI I B 1T Bvancomycin i IE i F 2 S E57-0 Th D,
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VancomyciniX1950F R D HWBILTEY, 4 BIZEDE T, HERKYYE I T EERR
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P meticillin-resistant Staphylococcus aureus (AF > Uit # (6 7 R ER )

E Clostridium difficile infection
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D/NRTIE, FEIIS T AR A HERE 42,
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PRAC recommendations on signals adopted at the 2-5 May 2017 PRAC meeting

Signal management
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http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/
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Insulin(FL 74 VR | LTV RRUBEOY | Insulind & 71 5L B L OWE S &N B 321
BIOH—NwY): A—RN P ORI | 27 f/MER (EMA/686009/2014, 23 October
insulin aspart; FOBERF= hr— L | 2015) 7p L, AFLIcmE T U AL R LTk
insulin bovine; PR3 TR DYATH R, WEERROLE NV A F/IMERIZHEST
EEDAREMED B D, W WL T DWW T, BRIEZRGRFIHDZE

insulin degludec;

insulin degludec/insulin
aspart;

insulin degludec/
liraglutide;

insulin detemir;

VBT DHEPRACH T,

BRIk G L7258 (Appendix ASE £ [R) D
MAH I, SV D% VD~ RIS 00 384
TEICBT DXL EREIEL, 60 H LINICE %
2,

insulin glargine; F22LBH,
insulin glulisine;
insulin human (rDNA);
insulin human/ insulin
isophane;
insulin lispro;
insulin porcine
K2 R EREHI B EIN - EIME
—gmonwgm) | ZSETTUR | A omis
Acetazolamide SRR YENRE | 21 2017 4F 7 A 26 H £ TICHEH,
Jit (AGEP) H
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H acute generalised exanthematous pustulosis
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Amoxicillin AFERERVEIME R EENR | R IE A 2017 4F 6 A 1 H £ TITHEH,
ZfED W B (DRESS
SEMERE) !
Azithromycin; SVEPLEMERB R | HR G A 2017 427 H 26 A ETICRE .
clarithromycin; JiEt (AGEP)H

Cladribine

HETTME 2 Bt B INOE
(PML)?

RS HA 2017 427 A 26 A £ TITHEH,
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FOBERFa ha—L
AN EIRDU AT
mEDLAREMED B D,
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I drug reaction with eosinophilia and systemic symptoms
J progressive multifocal leukoencephalopathy
K Periodic Safety Update Report (A2 £V Bii i)
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ANALYSIS OF ADVERSE EVENT (AE) REPORTS FOR YEAR 2016

Adverse Drug Reaction News 2017 May (Volume 19 Number 1)
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http://www.hsa.gov.sg/content/dam/HSA/HPRG/Safety Alerts Product Recalls Enforcement/Adve
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ARUE 22—, 20164 ICHSAIZ A ST, (B & 5 (PEPEESEB, U 7T, flise il i
(CHP) C) D Iz A FEH S (AE) 2T LI=Hb D ThH D,

Q2016 E T
(a) WMEHEK

HSAIZ2016451, e REE AL b L D BIE N LD T o AR — /L E N TO A Zh 72 AE#R T (valid
AE report) P%21,6371FL B = — L7z (FTHEIZHE~4.9% D HEN) , i 10 2EAET —Z R —
AN S ATARR (G52 2 B 12 &5 O EE R LR T,

A Health Sciences Authority

B western drugs

€ complementary health products
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(b) H4EY—RABIUHE DTS

i EHAER L FUL, 20164FE D R O K S EIFEE S B L TV V72 (96.6%) , RV DML,
D55 (1.6%) , AEHRIF] (1.1%) , fi5EE R (CHP) C(0.7%) T -7, CHPIZIE, 5 3K
(CPM) E(0.7%) , tEREAHBY & &, RMMEAILE, ALBES 28 N E £ND, MEDZITAND
T RS (57.3%) , 8L OVRYZY=2278(39.6%) 15 THY, TR =7,
INFEHRR (12%) , 3B LUMBRR AL (1.9%) 725 Tl oo, WK TRY S 1> DIX R
(83.2%) /15 THY, Y\ CIRFAIAN (12.20%) ThoT=, FOITFIE, FH#h, 1B —7 13—
H—, BSR4 (4.6%) ThoTz,

(c) NB#EFEHT —F

AEHETIE, TESROBEN D ZL<E EHD (59.0%), KTl —% (11.0%), 1> K%
(7.5%) Toh o7z, M (57.0%) DN BIELVRE R LD T, REDEHE DT BE OF
JE 1350~595% (15.6%) T, %\ T60~695% (14.8%) TH-7=,

(d) #EeE

AEDHEEREL U Tl M D 270 o 7o by 720D EFE DN 8§ 23517 T A1, IEATrAR
PEHLZLERE (NSAID) H(21.1%) , HUE%E (20.1%) , S 48 - fiF2HE (9.0%) , (MR (8.5%) , F5
FJONERAI(1.7%) Th-o72 (H2) . 2608, RO 4L B2 S T, bk
DED>T-DIX, F82, METEE, BEREHERE DT L AX—KINCBEDHAETH ST,

E Chinese Proprietary Medicine

F traditional medicines

S BUFRDOIY =7, S8 RDHE, THIHERE, 2, 22 ISRl 1T. GRIE)
H nonsteroidal anti-inflammatory agent

I' cardiac therapy agents
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X|2: AED #7720 BZhAR 5 51)

EEA
179% | S ohexo
Amlodipine
N Enalapril
(DR Atorvastati
- Yo Lisinopril
- Simvastatin
Q,
1 8.5%
7 SR
~ R
9.0% Paracetamaol
E t(h:rlorrmcm
A B3 é?”}'é’ﬁé"xac.rb ; |
20.1% S oxicillin
Coamoxiclav
Etoricoxib
NSAID Mefenamic Acid
21.1% Diclofenac
Ibuprofen
I 1 I 1 1 1 1 I
1 2 3 4 5 6 7 8 9 10
2|EFHIZHDHEIE (%)
() AEFH
%M&iﬁﬁlﬁiﬁwigﬁmt““ﬁﬁlk T (SOC) NI IR DAEETHY, I TERE MR,
bSEN O R E =)

HF T2 (K1), ZOMATEESFEH —EHL T,

J System Organ Class, SOC (% WHO-ART (WHO O E G FE) 1Ich &<,
1) 10 AE HEICIT 2 DU ED AE FFEDTEH SN TWBEE A 1D 5,
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R HEHEBRZ D> T-AEDSOChY 710

B AL

1

10

#ERIRH (SOC)
PG 6 KON T ik oo PR (1l A5 VI,
5, HIRSIRE)
— - B EE (7T T74T7F U,
FEEN, VIE, KRR L)
W g% P (WK, B 800, Mf7e )

R R R R B T (28, 00 RV,
SRR, HREREIERFESEZR L)
FGRIEE (I, TR, TRes)

PR R (B RE B %, MR,
REAZ2E)
i A8 5 (L, M 2arp, & 27 L)

A R (BSOS, 509, BRACT
BARIE 2 L)

DA TR CRIR, Wi, 81570
v)

R (BL, 5L, 5)3728)

(f) BT _EEBAE
P, a8, B FOEERAEISEI SR TRV OLLERE M EZRATTT,

F2: BEAELOBENEDI-ERKG (BRIRS)

11,949 48.6
4,399 17.9
1,473 6.0
1,292 5.3
1,289 5.2

826 3.4
412 1.7
377 15
321 1.3
220 0.9

EER WHOZEAFE PeEEZE (20164F) PeEEFER 710 (2011~20154F)

(PT)K FEMNOEFIIZORAEEBAEL | GEIMNOIETIZZ DR L EEAELD
i o Py (el Can Wi T il e DI

i f§Ws | A7 4—7 > A+ | Cotrimoxazole(7), Carbamazepine (35) , Omeprazole (27),

= Yal YV EEERE | Allopurinol (4), Omeprazole (4), Allopurinol (25), Coamoxiclav (25),
(SIS)*L, Pembrolizumab (3), Cotrimoxazole (23), Phenytoin (22),
hEEPEF R | Carbamazepine (2), Lamotrigine (16) , Amoxicillin(15),
SESE (TEN) M, Diclofenac (2), Etoricoxib (2) Ceftriaxone (15) , Etoricoxib (15)
SJS/TEN

K Preferred term

L Stevens Johnson Syndrome
M Toxic Epidermal Necrolysis
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egM | 7 747% > — | Diclofenac(17), Diclofenac (64) , Ibuprofen(52),
DEE | RS, Paracetamol (12) , Ibuprofen (10), Paracetamol (42) , Aspirin (37),
7 747% > — | Ceftriaxone(8), Naproxen(8), Coamoxiclav (35), Naproxen(34),
Aspirin(7) , Coamoxiclav (7), Ceftriaxone (31), Amoxicillin(27),
Amoxicillin(4), Ciprofloxacin (23), Iohexol (18)
Benzylpenicillin/ Penicillin G (4),
Cefazolin (4), Atracurium(3),
Etoricoxib (3), Fentanyl (3),
Omeprazole (3)
BEEE | AR R4, M | Cotrimoxazole (4), Ciprofloxacin (14), Diclofenac (11),
BB, B | Omeprazole(4), Enalapril (7), Cotrimoxazole (6),
REREE Ciprofloxacin (3), Losartan (5) , Omeprazole (5),
Coamoxiclav (3), Naproxen(3), Coamoxiclav (4) , Mefenamic Acid (4),
Lisinopril (2) Vancomycin (4), Metformin(3),
Sitagliptin (3), Sulfadiazine (3)
RS | IFAR4E, ITX, Coamoxiclav (3), Efavirenz(2), Cotrimoxazole (8) , Coamoxiclav (5),
fEHS >R | Regorafenib (2) Carbimazole (5), Amiodarone (4),
*, e, Regorafenib (4), Ketoconazole (4),
BRI Simvastatin (4), Allopurinol (3),

Azathioprine (3), Fenofibrate (3),
Gabapentin (3),
Piperacillin-Tazobactam (3)

# ZZCIIEBAEED B E N2 LL E A DN Ay D A& TRk LTz, L O EEAERE (TEEOA Ay
MR- TCWBGENRHD,
NAEDIEHLHITH LD,
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