@ FE B e R T (NIHS) [ 32 R

NIHS E 3K L2458 Vol.16 No.18 (2018/09/06)

5 FE L B RE 155

[ >XFDA (U. S. Food and Drug Administration) ]
e Azithromycin ([ “Zithromax’ ], [ ‘Zmax’]) : [FIFE 1 M a5 B BAE 1% oo = B A RO S A
FRUAZ N EFFTDZEITFDADINETTIMEEL oo

[EU EMA (European Medicines Agency) ]
o LREXV T ILT LT U ERH N : CMDh 1381727222 X R OB Z L0 IRG e A T E ...

[NZ MEDSAFE (New Zealand Medicines and Medical Devices Safety Authority) ]
o Prescriber Update Vol. 39 No. 2
O RAMR BT : =2 — T —F ROT — 2| ZH L SEFARIMARIERRIE DV AT &L

INIHS S22 2B L, B3R 2R LR RSN O T2 R L RT - [E BB S O3 (5 S - E SR S B
DOLEEMIEREZIVE - RFIL, BIEEE 2 ONDERERREI3ENLZL DT,
OO0’ OO0 NEEICRITARFTEAE R, EXAFEIIFAILL TMedDRA-IZMH L TWET,

25 FHEEOfRER, # Do TV TiThttp://ww.nihs.go.jp/dig/sireport/weekly/tebiki.html 4 = Z B 72 &0,

KAEREBEZICENDIHERIILTHE LTS RLTZE W, KRIFRBLOARFFRIZI 7SN TOB T AR HL
T2 BIZEDRE ROV TOEFEEITAVDRET O T, T THELIIZSN,

http://www.nihs.qgo.jp/dig/sireport/index.html—@EnEHKiz=t 5



http://www.nihs.go.jp/dig/sireport/weekly/tebiki.html
http://www.nihs.go.jp/dig/sireport/index.html

NIHS [E3E 52221 ) Vol.16 No.18 (2018/09/06)

& E S BB E R

Vol.16 (2018) No0.18(09/06) RO1

[ >kFDA ]

e Azithromycin ([ ‘ Zithromax’ 1, [ ‘Zmax’]) : RIfEE M ep /B % O #i#E RV A
BRIAZPB EFT25ZLI FDA PR R

FDA warns about increased risk of cancer relapse with long-term use of azithromycin

(Zithromax, Zmax) antibiotic after donor stem cell transplant

Drug Safety Communication

1#%1 H :2018/08/03

https://www.fda.gov/downloads/Drugs/DrugSafety/UCM615731.pdf
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SAEWERED T H #Cazithromycin (FLE3K) ORI 55217 & TRV ZEICHEEWL T 5,
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MHE FET2 TV 27 F D23 A DT80 [RIFE 1 MLl AE 2 52 (T T B 123U T, PAZEMEHI S
KRAEERED T8 L L Cazithromycin®d E- 3 FH O F W2 DR Th vz, 2%
BITHRE X TORIECIHELIC L > TH[ESh, HEO BN E S, [FfE
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Azithromycini %264 LL_EFi B &g, Jedsdh (Ik5E4 - [ Zithromax” 1, [ ‘Zmax’ 1),
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A Dear Healthcare Provider letter
https://www.fda.gov/downloads/Drugs/DrugSafety/UCM615362.pdf
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480 NDFEF DB A 55 T L TBRIL3A A #1Z, iFFETF — AIZALLOZITHROMER A 1 L7z,
RADFEZEIL, azithromycinfi FIRETT7 A (32.9%), 77 BREET48 A (20.8%) IZA LD BT,
Azithromycinff A EECORCEILFHIB N ThHTDIZKL, 77 BAREETIZI66 A ThHh-7-, LT
Mo C, 284 TFRIT, azithromycinfd R T56.6%, 77 B REETT70.1% CTh o7z, Fa KRR D B
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1) Bergeron A, Chevret S, Granata A, et al. Effect of azithromycin on airflow decline-free survival
after allogeneic hematopoietic stem cell transplant: the ALLOZITHRO randomized clinical trial.
JAMA 2017;318(6):557-566.
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https://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProvider
s/lucm343281.htm

8 ALLOZITHRO #REEOFEMIL FReh A M-S, GRIE)
https://clinicaltrials.gov/ct2/show/NCT01959100?term=ALLOZITHRO&rank=1
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https://assets.publishing.service.gov.uk/media/5b2ccf81e5274a55af0cada0/Azithromycin-2-May.
pdf
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http://healthycanadians.qgc.ca/recall-alert-rappel-avis/hc-sc/2018/67430a-eng.php
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Hydroxyethyl starch solutions: CMDh introduces new measures to protect patients

Referral
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http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Hydroxyethyl_starch
107i/Position_provided_by CMDh/WC500251178.pdf

ERGEFH ~DHHE, 77 2AHR, BIORLFRA~OEEL#FHEZFMEELC, ERed v =
F VT 7 (HES) AR O R FE ke 2 B LT=,

(CIRCIRG

201846 A 27 H\ZCMDhBX, HESESHRIZBEL, FEIRED T DB DB R A A D
W — 8DV A e/ IMER O E i A 112, AR7E 2k T2 Lk E LTz, CMDhIZEUM P E &1
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€ Pharmacovigilance Risk Assessment Committee
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Using New Zealand Data to Review the Risk of Venous Thromboembolism with Combined
Oral Contraceptives

Prescriber Update Vol. 39 No. 2

1#%1 H :2018/06/08
http://www.medsafe.govt.nz/profs/PUArticles/June2018/NZDataVenousThromboembolismOralCont

raceptives.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20June%202018.pdf
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A venous thromboembolism
B combined oral contraceptive
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P . z EMADEEIZ
qap i CARM~D 8 | coctop | L0000ADTEHD tliese
thinviestradi |EEA*a (2013~2017£|5) ﬁ“l‘i@iﬁ*b VTE@?E = EIIJ (=) 1O,OOOJ\'QE&J7LC'OO)
ethinylestradiolfic & (54 ) VTEF %
norethisterone 3 25,375 1.2 5~7
levonorgestrel 14 123,340 1.1 5~7
cyproterone 8 37,070 2.2 9~12
desogestrel 3,297 N/A 9~12
drospirenone 4 N/A N/A 9~12

*a AR SRR R LI DN TIIR2E S,
*b DataPharm (beta) DFEERDD, 2013~20164F(ZHL « FAKIZ 2T T2 4EHT-0 DL DO TEIch LS & B ED,
*¢ 20144E1 H 16 B OEMAD GO 51 RA TR 10 REHT 3 FH O 7 0y NIB & HiEUAR T % EBl>Tn5 | %

S,

http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Combined_hormonal_contracepti

ves/European_Commission_final_decision/WC500160277.pdf (accessed 24 May 2018)
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PSSR [EU EMA]Vol.11 No.24 (2013/11/21) &,

*d 20134E7 H 25 A OEMAS D@ [ ‘Diane 35" 1B L OZF DY =R ZEIR L ORFT 0o NI — B8O BE
HEMTIIVAZE B> CTnD 251,
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/cyproterone_ethinylestradiol_107i/

European_Commission_final_decision/WC500147176.pdf (accessed 24 May 2018)

*NIHSE 3 i 22 2% 3 [EU EMA]Vol.11 No.13(2013/06/20) 2[R,

F2: 22—V —F N TREBINTOHE ST 0 BHEIR 2R I JUVARIRED @4 11t SR U5

BRRG BR5E4 NHIREBN & R SR s
ethinylestradiol/norethisterone | [ “Brevinor’], [ ‘Norimin’] [ ‘Brevinor’ ], [ ‘Norimin’]

ethinylestradiol/levonorgestrel | [ ‘Ava(20/30/30ED) ], [ ‘Levlen ED’ ], [ “Microgynon’ ], [ ‘Levlen’ ]

[ ‘Loette’ ], [ “Microgynon (20ED, 30ED,
50ED) 1, [ “Microlut’ ], [ ‘“Monofeme’ ]

ethinylestradiol/cyproterone™ | [ ‘Diane 35° ], [ ‘Estelle 35’ ], [ ‘Ginet’ ] [ ‘Ginet’ ]

ethinylestradiol/desogestrel [ “Marvelon’ ], [ “Mercilon’ ] [ “‘Marvelon’ ], [ “Mercilon’ ]

ethinylestradiol/drospirenone | [ “Yasmin’ ], [ ‘Yaz ]

RO ST,

COCHHI TYAZ M EILD AIREMEIZ DV T, ZEOBITE TRETSN T&E Tz, 7T Ah—7 K
47 &L Clevonorgestrel & 4 3 5COCIZ k-, cyproterone, desogestrel, F7-(Xdrospirenone% &
A4 5COCIE, VTIEDUAZBEWZER B L TURSITNDY,

Medsafel, ==——FU RO H AL (2013~20174E) 122 T, AR ARG 0 G2 58
SLOFHFN T — 4 (2013~20164F) L IZLE a— LTz, B ESERM T, CARMIZIZCOCHf# I

C Centre for Adverse Reactions Monitoring (&M IGE=4Y 72 —) (GR{E)
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Cyproterone & A COC ([ ‘Diane’ 1, [ “Ginet’ ], [ ‘Estelle’ ]) & kb#z L T, levonorgestrel & A
COC([‘Ava’ ], [ “Microgynon’ ], [ “Monofeme’ ]) 3 & Unorethisterone 4 COC ([ ‘Brevinor’ ],
[ “Norimin’ ]) O IO VTEFELO S SRITR MR 23 2254172, Cyproterone/ethinylestradiol
A COCITMEIE DI T2, T X THEMET 572D L B2 —IZ3 7z, Desogestrel %A COC
([ “Marvelon’ ], [ “Mercilon’]) DULJ5 « G AIF T bl 0940 722 <, 4 Bl FE A I I IXVTESS
WO/ 7=, Drospirenone? 77COC ([ “Yasmin’ 1, [ “Yaz’ 1) 1%, 2RI &H6 1% 5
ADEIEGDOT-DWEENEEFETHILILTERD >, EMADOHEE R BLRLILRDL, VTE
D E S TNDIEN RSN TS,

X 1ZCOCDE A DVTER I E TORFHEZRLIZb D TH D, F&IRMND, HESIAE
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FETORRDFEASAILTOTIERITIX, REEOFEHIT, VTEDFELICOCH M B k1412
HUWNTH STz, LInL2RH5, 1270 H UBRIZFBILIE IS R CE W CTh o7, Lizhio
T, COCOME A TVTEDIERZFEELL 72T X TO LT DOUNT, VTETIHARWIINEN ) IR EE
WEFRFORETHD, COCEI S T HLNEICIE, ZNHDYAZIZONWTHLEDLRETHY,
Medsafe{ERLDTHE: & 11 AR (consumer leaflet) 235F] I C& 59,
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m ethiny lestradiol norethisterons m ethiny lestradiol/ levonorgestre

ethiny leradicl cyproterone ethiny letradiol drospirenone

B 1:RATRE N RHESROME R IV IR R ERE S R BT 5 TORH

D Ministry of Health

E Pharmaceutical Collection |%, =2 ——F7  ROEIRBOANIFHBSRAEEHTH2DDOT —FU Ty
A Thb, DataPharm(beta)ld, ==——F ROAWIMBIEHE TR OEIR L O T IR ERBE TEH YA
Tb%, URL I3k 2 25, GRIE)
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1) Dragoman M, Tepper N, Fu R, et al. 2018. A systematic review and meta-analysis of venous
thrombosis risk among users of combined oral contraception. Journal of Gynaecology and
Obstetrics 141(3): 287-94. DOI: 10.1002/ijgo.12455.

2) Ministry of Health. 2018. DataPharm (beta) version 15 March 2018 (data extracted from
Pharmaceutical Collection on 18 December 2017).

https://minhealthnz.shinyapps.io/datapharm-beta/ (accessed 16 April 2018)

3) Medsafe. 2014. Hormonal contraceptives and blood clots.
www.medsafe.govt.nz/consumers/educational-material/Hormonal%20Contraceptives.pdf
(accessed 16 April 2018)
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https://minhealthnz.shinyapps.io/datapharm-beta/
http://www.medsafe.govt.nz/consumers/educational-material/Hormonal%20Contraceptives.pdf
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