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XFDA

cERBIVFDARZ YT HAE 2 R XIRE AR O ERATEHICEE§ 5/ MNEOERICOWVT
<https://'www.fda.gov/Radiation-EmittingProducts/RadiationEmittingProductsandProcedures/Medicallmaging/

ucm298899.htm>

* biotin (vitamin B7) : Safety Communication—ERFRIRZEICT 9 2FIBEM A H S
<https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical Products/ucm586641. htm>

+ gadolinium~\— & & &I(GBCAs)DDrug Safety Communication : (A \DILE ; Fi/-LE4 (Class Warning)
<https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical Products/ucm589580. htm>

Health Canada
« Summary Safety Review : GILENYA (fingolimod)—I/J\#x 5% A EE D B TERY U 27 D FR{E
<https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/gilenya-
assessing-potential-risk-decreased-amounts-blood-platelets.html>
« Summary Safety Review: 7Ok K> TBHEH|(PPIs)—BE2MEEI) T b—7 X(SCLE)DY X 5F4f
<https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/proton-
pump-inhibitors-assessing-risk-type-skin-reaction. html>
* Health Canada, £TDopicidENRLMIEH & 8L (FF1EHR)
<http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65362a-eng. php>

EU-EMA
+ Esmya (ulipristal acetate) (ZE89 % Article 20 procedures

<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Esmya_20/Procedure_started/
WC500239713.pdf>

+ Xofigo (radium Ra223 dichloride) (ZB89 B Article 20 procedures

<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Xofigo_20/Procedure_started/
WC500239721.pdf>

» News and press releases : paracetamol F B R BB P EUTZICEWVTELIEDHA

<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Paracetamol _31/Position_provided
by _CMDh/WC500240439.pdf>

+ News and press releases : mycophenolate ; B LU ICH 2B ITOEHEEFEH
<http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2017/12/WC500240387.pdf>

%BfArM

« misoprostol (Misodel) MRote-Hand-Brief : @& % F=3EINMEICRI T 25
<https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2017/rhb-misodel. html>

- cladribine (Litak, Leustatin) ®Rote-Hand-Brief : T L EMAERIED Y X7 (C & 2R R ERDKET
<https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2017/rhb-cladribin. html >

- terfenadine : BIfER 7O 7 7 1V DREELE=42UL T
<https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/s-z/terfenadin.html>

=TGA
c RTGAIL L ZBRBABAFMA Y 221> T 7L MIOVWTOLE 1~ B DO#EE

<https://www.tga.gov.au/alert/tga-actions-after-review-urogynaecological-surgical-mesh-implants >

Za1—>Y—FFMedsafe
- Ofev ! FRMITRHERE ICH T IEEDTEEGICEETS1ER
<http://www.medsafe.govt.nz/safety/DHCPLetters/OfeviDecl7.pdf >
JAPICHEERIM RSk H (o)) 24

LB L O F oo FLH IO W TIE, JAPIC Daily Mail (%) & L<IZJAPIC WEEKLY NEWS (f8}) o3 —¥
A% TR 28 (JAPICK —AR—TVDH —¥ AfH4 ¢ (http://www.japic.orjp/service/) Z) . JAPIC WEEKLY
NEWSH —UE 23t % CTHLORFEER - KEOH L, FHRZER - $4HEY (TEL 0120-181-276) F TIEAMK 28,
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XEHAE CZITANIEE 2 TR LE T, ZOEHIIHIEXEEOBE®RSE (http:/wwwjapic.orjp/iyaku/index.html) DREHAE RN TH ZEW22TF 9,
INHDOFEEEETWHASIN DAL, BRI ABIWAbE {23, BE2 THLOY A1, JAPICHEXEAE (TEL 03-5466-1827) FTHBL 723\,

( ECE(33¢E, FIEFCELOTIVI 7Ny MNE, E+EIE )

® # | ERE | wmRE | wEEA
European Pharmacopoeia 9.4 (European Treaty Series No.50) | Council of Europe Council of Europe | 20175108
= —SwT it /3 —N=Z
u(iié:s%tﬁrgf :r%oggPS Oze/rIZp:ACO) O(\ﬁasrltzgziégc)j COPD Ef&%ég 2 20174128
ZWEAaEDF5ZE 2018 DL BEOED X
20181FRAEES R

REREHE—E

[FER305F1A18~1831818{H]
B ASBFFIROTOWRWES, WL EOR &MLy —FHER 5 - IHEY (TEL 03-5466-1812)  THHISELZE W,

IEHRIRE—8 #ITHE JAPICER DEZERAERT —FN—X E¥H
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