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INIHS EHGZEMEFRIIL, ERLTERFMOUEIN O 72 55 HEEE - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - RFIL, BEEEEZONAEREFER E2IFEN LD T,

(OO0’ ]oOOOIRYFEICHITDIRFTEA ZRL, EFEHFEIFEAIEL TMedDRA-IZEHL TV ET,
W55 - HREDfERR, < DO FLHLIZ-SVTlZhttp://vww.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 BE 7250,

KAEREBEZICENDIHERIILTHE LTS IRLTZE N, KRIFRBLOARFFRIZI 7SN THDB T AREFIHL
T2 BIZEDRE ROV TOEFEEITAVDRET O T, T THELIIZEN,
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¢20194£1 H 14~17 H DPRACE & CTRIGERET B EIE S =37 /v (Biotin, Gabapentin)
PRAC recommendations on signals adopted at the 14-17 January 2019 PRAC meeting

Signal management

i H :2019/02/11, 2019/02/201 (7 H)
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopte

d-14-17-january-2019-prac-meeting_en.pdf

(k)

AKFFIL, 20194E1H 14~17TH D7 7—~abt oI A Y273 i & E £ (PRAC) AD 235 T,
ST FIZBELTRRES N, BRSSO 2 Ch D,

PRAC/)>HMAHBIZ A E [ AR N OBV S D3 o726, MAHDELEEE DBV 1SS T 5, &
7 F ML TR S R, BLEHTE (A MUGT 2 E) S Snch&, T IukERE
(CAP) CTIZPRACOEN HNACHMP (EEHE 5 & B 2) P KRG L 1D R IS, £ [EKR
JE(NAP) ECI3EI S N A 23CMDh (FH AGRAE T B L OV BFR & X OFRFE 7 L —7) P
FREDO7-DE SIS, FD1%, PRACOENEIZHEST= R EEMAHNEAD Z 0N RiAEND,

PRACIE, MEIZIGEU T, EMAE MR EIZ XL 28 M O ez 8 5+ 255055,

LK R Z DWW T, AFLEDOAERFITIE, PRACH SO B F 5T D& & BT L
CHMP?D£: rﬁ%(ZOlgﬂilﬁ 28~31H) THAGRPELILTEY, ZHUTSET TMAHDE H 58 5
T HRULET DT D2 & (variation) IZCHMP2NFEATE 45,

B EFKGRIEIC OV CIE, SiNBEOBIR Y /A, 7 F I HPRACOE)E N SFE
NDIOEET2EH A,

EMADM TS TWBEIRMZ BN 7 T VOB AT JIOWT, FELUT TR A M a2 i

Questions and Answers on signal management

https://www.ema.europa.eu/documents/other/questions-answers-signal-management_en.pdf

(SRR

A Pharmacovigilance Risk Assessment Committee

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

C Centrally Authorised Product (1 95525 )7 2 CHRGRI 2 R 3R )

D Committee on Medicinal Products for Human Use

E Nationally Authorised Product (£ [E 3825 5 20 CRARS L [EHK 5h)

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
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1. Biotin (CAP LI4})

OREMT T TN ELUTRESN-A EER  BEREE~OT W

PRACIZ, AFL7=F —#/—A (iR, EudraVigilance), 38X UMAHMNSD BTG #HZ 2R L
7oL, 1alEE L T150 uglh Edbiotinz & A ¥ 2548 0 HIESK S, BEOLEIEELT60 pglh k-
DbiotinZz & A 3 5IERE 1 FHESE L, BRRAEFIC TS 5RO H L2 +-5 e re T
ATRENTWHEHIWT LT, ZD7=PRACIE, 1A E:ELT150 pgll Edbiotina & A 457 0
FESA, BXOLRIELLT60 pgll Edbiotinz & A4 53ERE 0 HEHKLEOMAHIZRT L, B,
T HLRT DT DZE R (variation) 2374 H LINIZHEH T2 I0815 Lz,

OB IBRUGETICBE T8 E AN
SmPC'? “Special warnings and precautions for use” (RFpll72% 45 35 L OME H Lo E) DIAEIC
LU F OFt#iaBms 2,

MR R AR~ T

Biotini, streptavidin&AH A 1E 3572, biotin/streptavidinit &% FI| i L7z g A 2 T
WL, FEHT7 A Ro L, AR RMEEE L@ EERRAE SN D FTREMED B
Do THNBEIDIAZIZ, /IR, BLOBHEOK TLZEHF CTEL, mAETHLHIZEVA
2EERT D, BRBRAER R MRS 2BE, Frioais REBRIEREO R =B Hbh
72 a (BIAE, biotinZ i FI L TV DB TRICIERIZA DN WIZH 0 b b3 7 L —
T AIFRNA T R R A A SRS E S, biotinz i L Q2 il ZE D FRE 23 bR
=URAE CTRMELRAIESND, 728), biotinlc XA T O Al REMEZ B BIZ ANDL & TH
B THNEEDNDE AL, ATHEZRIRY, biotinlc X5 T &% 1 2 R A 2 AV
HRETh5D, Biotinfli HEE DERKRREZKET 256, MIKRERMOBE2/H5~
xThA,

¢ JRAIELT, HATERIN TOVDERE FIIIBZE T OEIE ML LIIMIE I LT,
FOOZIE, BERUGT OIS I ES T TR EHAE H AN S ShZE ) BROT 2 OO 23T
NEEHS | OVANLIBE SN TWER, ARLFCIXEIE L, GRIE)

N R AN VR S (Package leaflet) b 2 AUICHEC CeET M F &z, (BRI

I Summary of product characteristics (i S A 22)
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2. Gabapentin (CAP LA%})
OREMT T FTNELTRESN-AEES WTREE

PRACIZE, UK, EEIRER, BI O IRE OIEFHRENODFZT X TOZE T AL
fiti A, gabapentinz & A 95T N TOEIMLOR L FRIC, B FEELEIRLGEOSEL TR
M4 252 LA E LT, Gabapenting A £ 3 OMAHIZ KL, B IFMEET OO DOEEE3H
ALRNIZIR N T 2I08 & LT, BRI T 0 s 7 L0607 —ZIZhEDX, kT EE 2 5 E
“uncommon” L CGEITRETHD,

OB AT IC B+ RS P

SMPC® “Undesirable effect” (2FLLA2VVMEF) DIAIZ, “Gastrointestinal disorders” (B k&%)
LLC, W FFEE (8 : “uncommon”) Z B35,

RAER
©Biotin (B4 (IP), B X HILA, Rz IR [ENFETBH WA 5 eH
©Gabapentin (/30 F 2, HFLCAMNAIRIEN  FTEHE W Rk

I ZOWIRRIE 2019 45 2 A 12 HIZBMEhT,
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e Tranexamic Acid: R E(LDHRE

Colour Vision Change Following Use of Tranexamic Acid

MADRAC Newsletter Vol. 26 Issue 02/2018

1B H :2018/12/20

https://www.npra.gov.my/images/Publications/Newsletter MADRAC_Bulletin/2018/5bc01a17f229
d-MADRAC-Bulletin02-2018.pdf

<L — 37 NPRA ([EZE HHHT) Alx, MADRACBE Z TSN ENA D EIK LA
AN

5, [EFZ 2R ]

(H )
OIEHIHREL

345k DD, AR 2% ORI DT Htranexamic acidd it %5211 THH303 %12, AR
b GEEaPND) ik xTl-, ZOERREEITI00RHHEWT-1;, EFICRST-, TOBENFE
tranexamic acidD#iEa321F 5L, JERINEHI Lz, R E(LLISOIER (AR, IRER, #92,
ZHE, B, M, HAOWIEENE) OFF 213720 -7,

OIEBIERE2

AR, 23D MER, SERTEIC DI O IR D=0 #% 0 Htranexamic acid D 5%
FI2, BRELBLIOODEVEAREIL-, ZNHOFSE, BFE Hitranexamic acidD #5245k
[52 15 7= B (Z 2 2 ~7=, Tranexamic acidDf A X (RS, SER T L LI,

OE £

Tranexamic acidiZHIHHAIETHY, T ITAIL BIOT TAI 7 OIEMHEALZE T HZ 2k
D 1 iR MAR T AR 5, AR /B ChHY €, Tranexamic acidlZ2->DHIH (FE B LY
& H) THRIESIL T,

~L—3 7T, 84 H Dtranexamic acid & A EH L AVEKRIN TS, v —T T NPRAIT,
tranexamic acidDfifi & DBIEI B0 5143 DA FH G D LS 7271 O ADRPH 5 252
T TND, bR EDLDST-AEFEFERIT, COREEE, I, FEMED EV, B, BIOHEBT

A National Pharmaceutical Regulatory Agency

B Malaysian Adverse Drug Reactions Advisory Committee (v — 37 E3 it A E GG MZR R L) GRIE)
C lysine DEIERELUETHD, GRIE)

P adverse drug reaction (| 385 A ) (GRIE)
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o7, NPRAIL, ZH E CICIRFEHEICE T AADRME & 711517 TRY, NI AT ZE(L (B
Liz2), B (30F), R B (UF), BLOER () Thotz,

WHOMD 7 1—/3)LADRT —# |25 IZE, tranexamic acidDfii ICEEY A EE R AL E BRIy
JH(SOC) TRLIZH &, ZWIRICTEGEE |, [—ik - 2FEERLIOR G ORRE], [5E
BLOR FHRkIEE | Tho, IRFEEIT8E H12£<, 2331tk D BIEFI 22 M 5 Ens I &S
THY, WiRITH I REE (8114), Zt (391F) 7L Tho7:F,

Tranexamic acidDff I, SHEIIEN TIEH DD, %RIED AT RE DRI T HZ L0552,
Tranexamic acid23HEEEEARIZBIE L TWODRTREMEN HY, AR 2> QDA IR O 5
IRV FEHERE AL COD ATREMED B D LHEIB 95738 58,

OEENEHEE RIS
e Tranexamic acidDfi 1# |2, AR LCARE(D, DRV ENTIIH L35 BLT 5 rlaeME
DHDHZELIZHOWT, BEICHFL TERLZE,
o MR EFEREDORIERNEELLIZGEIZITELICEMOBEEZIT5L5, BEIBATE
Z&,

SCHRIS KOS E B R

1) Cravens GT, et al. (2006). Antifibrinolytic Therapy Use to Mitigate Blood Loss during Staged
Complex Major Spine Surgery: Postoperative Visual Color Changes after Tranexamic Acid
Administration. The American Society of Anesthesiologists, Inc. Lippincott Williams &
Wilkins, Inc. Anesthesiology 2006; 105:1274-6.

2) WebMD LLC (2018). Tranexamic acid side effects by likelihood and severity.

3) VigiLyze Uppsala Monitoring Centre, World Health Organisation [Accessed June 2018].

4) The Malaysian Adverse Drug Reaction Database, NPRA [Accessed: July 2018].

IAF®
©Tranexamic Acid (F7 32402 OP), 17T AIANER, IEMIK] [EN B HE WS BeR

H
_CO,H
V(j HoN CO,H
HN Ry
2 : H 'NH,

H

Tranexamic Acid L-Lysine

E individual case safety reports: ICSR (§RiE)

F BRI AEBERIIE L 72— AN B/oNb O THY, EIGHEOENEOIDAH E G H EER A
PECHLATREMEDEAWIZENENOREFNC I B D, AFHIE WHO O RAFERETHHLOTITAR,

G Mk 1 DELEESM, GUE)
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