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PRAC recommendations on signals adopted at the 25-29 September 2017 PRAC meeting
Signal management
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(Web#8#; H :2017/10/23)
(k)

KFLFIL, 77 —~abe VTR UA7FHIZE B 2 (PRAC) A%3, 2017429 H 25~29H D&% T
TP ML TREEL, BRLIE S O E Ch D,

PRACIZIVEIR SN 7B S 0 R 1 R HH Ch -T2 A, MAHBREEEZ OB S 23T 5,
BRSNS DS L E (RS T HRSGT 72 E) Tho7oG, 7k R 3K (CAP) 6 CiE, PRAC
DEYENFIZOWTERERFDT20, CHMPPIZHE SIS, & EAFEEE (NAP) ECI, B Ng
[ZOWTHE AT T 572, CMDhRIZI- S D, D%, PRACOEIE IZIEST- kA MAH
DD ENIAENS,

PRACIE, %EIZJSUT, EMAEZITINH EIC LB I 28 T 556 bd D,

CAPIZOWTIE, ARLHFEDOARKIFITIL, PRAC/HLD R G EHEk T O &5 ICBILCHMPO £
i#% (2017410 H 9~12 H) THEGRRMGFHAL TN D, ZOBEIZH L DEMARHITR GG REGT D78
DI (variation) Z#EH L, £ AECHMPASFEAT 35,

NAPIZ DWW, M E OB Y /A, v 7 ICBI3 2PRACO B A SF b LD
BB 05 EAD,

OO0

A Pharmacovigilance Risk Assessment Committee

B marketing authorisation holder (3% i 5E KGR EAS )

C Centrally Authorised Product

D Committee on Medicinal Products for Human Use ([ 3 5L, 2 B £)

E Nationally Authorised Product

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human (}8 A 383E )7 b LUV
FEAFXORE T NV—T)


http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/10/WC500236318.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/10/WC500236318.pdf

NIHS 3522 41 R Vol.16 No.02(2018/01/25)

F1. HAERIGTIBIESNICERGLC

Jit (AGEP) H

. = fé‘@‘f/yj‘/]/k[/f% B
x4 (INNZEE) T MAHB~DH:E
Acetazolamide AL I | PRACIE, acetazolamidedf#i FHIZ£ES AGEPD

VA2 2B L CEudraVigilance 3 L Ok 5
BFoN-=E T VARG LIRS,
acetazolamide & A i OMAHIZHKTL, i
IREET DT DE L #2H A NI T2
FOENE L7 (SMPC' O [ 51 20 84533 OVl
A EOEE POHEICAGEPIZ DWW CRE#i 975
&),

Azithromycin;
clarithromycin;
erythromycin;
roxithromycin

SRR SEMETES MR
it (AGEP)

PRACIZ, clarithromycin, erythromycin,
azithromycin, 33 J Ofroxithromycind i F (2 £
HYAGEPDY A7 Z L CEudraVigilanceF LY
XERNSES N E T AR Ui R,
clarithromycin, erythromycin, azithromycin,
B Uroxithromycind & A £ 5 OMAHIZ
L, 8 FRUET OO DT E271 H LRI
FEH DI/ L7z (SMPCO NRERIZ2 245§
FOMEH EOEE | DHEIZAGEPIZ DWW TRL
T D7),

Cladribine

HEATPEZ B VB IME
(PML) & 1

PRACIZ, EudraVigilanceds X OVCHRSG
NI BTV AZ R UTRE S, D3 A% 7K
Ji& 3 Zeladribine & A A OMARHIZXL, 4
MR RET DT DIE T 2297 H LINIZHE
T HIBE LT (TRl 5 5 B K OMEH |
DVEE | DIEIZPMLIZ DWW TR 9 5728),
F7=, PMLDOYAZ%2RMPM® Ipotential risk | ©
I, BLUPSURMICELHL CHENC 7 42—
T T HIE, BEXUODHPCOZEA 528
BEL, (R3xZH)

¢ JFANIELT, HARTERINTODEIE G EIIFAR R OEIK L LSMNIEIE LT, GRIE)

H acute generalised exanthematous pustulosis
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I Special warnings and precautions for use
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eGabapentin[ ‘Neurontin’ ] : EE DR INHI DOV RS
Gabapentin (Neurontin): risk of severe respiratory depression
Drug Safety Update Volume 11, Issue 3, October 2017
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Summary Safety Review - GILENYA (fingolimod) - Assessing the potential risk of decreased
amounts of blood platelets (thrombocytopenia)

Safety Reviews
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-rev
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