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[Z°5] 2015 4= 8 H. 34t Turing Pharmaceuticals @ CEO CT# % Martin Shkreli 73, #
HAH Impax 2> A4 HUBYYEIRESE S T 7' A (Daraprim) OHEF|Z 55 |7 KLV CTHEEYD ., 9
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A, FESTEGR T FBI I SEh S -2,
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* The Federal Food, Drug, and CosmeticAct, “FFDCA” [&'E : A7 A4 RMRfE-> T2k 95T
FALLE L]
TV RIEE Y =Ry I HOERT v AEHIE,
* The Drug Price Competition and Patent Restoration Act of 1984, “Hatch-Waxman Act”
T RERE Y =Yy I IEDFATHOUVTHIE,
* The Medicare Prescription Drug, Improvement and Modernization Act of 2003
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+ The Sherman Act, Section 1 and Section2
* The FTC Act, Section 5
* The Clayton Act and The Hart —Scott —Rodino Antitrust Improvement Act of 1976
* The Robinson-Patman Act
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1 “Health at a Glance 2017” page 193 &,
https//www.oecd-ilibrary.org/social-issues-migration-health/health-at-a-glance-2017/share-of-ge

nerics-in-the-total-pharmaceutical-market-2015-ornearest-year health glance-2017-graph182
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(TR Z o3 2 F3E8 T KEREEAEE  (U.S. Department of Health and Human Services)
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(1)FDA %, NDA HF5EE1Zx LT, NDA HFEENR Y =1 w 7 3A—H—Zxf L TR E
KT DRFFORFEERD D,

(7)NDA HEE L, MR a4 Lo V7 v 7 LR SN D ERHCHe# G35,

OBFIEDHETE
(MgFEEAE T D, FEIOREHIEE (Abbreviated New Drug Application : ANDA)
2179,

()FDAIZX Y AB 77 & UTHRRBAEZ T TR3IKITT T o REEERSE L WD Z 212D,

()TZ v REPRA L DT IR ORRAZ LD I 3—SH TV AIGE T, Uiz r i
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(2) Actavis 4
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— AR A FOEEHY, 2009 F FTC X FTC 15 5 S PRI RfEE Y 5105 LT
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3 Pharmaceutical Technology (285 & =V v 7 A —J—2018 4F5¢ I k> 7710 13,
(TMylan, @Sandoz(Novartis), @Teva Pharmaceutical, @Sun Pharmaceutical Industries, ®
Lupin, ©Cipla, @Hikma Pharmaceutical, ®Sawai Pharmaceutical, @Dr. Reddy’s, (0Sanofi
T 5,

4 Federal Trade Commission v. Actavis, Inc., 133 S. Ct. 2223 (June 17, 2013).
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AV R ZRA A SRR RIRE T 2 B DO TR,
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« Endo (2B L TiL, FTC 13BN L7-7,
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(1) Y=V ZIA—T—T VT VAR

+ 2012 4R, Y=Y v 7 O SIS E D,

« DOJ DOFfsRtER & 72> T = Di Aurobindo Pharma, Citron Pharma, Mylan,
Teva Pharmaceuticals, Heritage Pharmaceuticals @ 6 t:CH 5 & S5,

- 2016 4= 12 H. Heritage Pharmaceuticals ® Jeffrey Glazer(fiji CEO) & Jason MalekGttt:4=)

DSPUAEVE & BERRIRIEIKIZRET 2 VT ATAIZ R Y 2% —~ U5 1 SaE TGRS

+ 20171 A, Glazer XU Malek | & T A B E A i,

(2) Mallinckrodt 549

Mallinckrodt #1:} O£t Qesteor £, Z M SR ARTE S D EHL Acthar (BB EIE
TEE) L [RIFEDEHS, Synachthen OK[ENZ I CREERTET 2 HF% . 2013 4FiZ Novartis £
23D AT LC Acthar OAfifg% 10 EiF7, 5121% 2001 452 Acthar —if#23$40 Td- 7223 2017
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AR E$100M DOFEESHA T T LT,
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https://www.ftc.gov/news-events/press-releases/2016/03/ftc-sues-endo-pharmaceuticals-inc-othe
rs-illegally-blocking-lower
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8 AU IR =T HEHIPOE RS 5 2:16-cr-00506 M UF 2:16-cr-00508

9

https//www.ftc.gov/news-events/press-releases/2017/01/mallinckrodt-will-pay-100-million-settle
-fte-state-charges-it



https://www.ftc.gov/news-events/press-releases/2016/03/ftc-sues-endo-pharmaceuticals-inc-others-illegally-blocking-lower
https://www.ftc.gov/news-events/press-releases/2016/03/ftc-sues-endo-pharmaceuticals-inc-others-illegally-blocking-lower
https://www.ftc.gov/news-events/press-releases/2017/01/endo-pharmaceuticals-inc-agrees-abandon-anticompetitive-pay-delay
https://www.ftc.gov/news-events/press-releases/2017/01/endo-pharmaceuticals-inc-agrees-abandon-anticompetitive-pay-delay
https://www.ftc.gov/news-events/press-releases/2017/01/mallinckrodt-will-pay-100-million-settle-ftc-state-charges-it
https://www.ftc.gov/news-events/press-releases/2017/01/mallinckrodt-will-pay-100-million-settle-ftc-state-charges-it

SMEBEIENT S B

4. KENZBS DEhA A E X 72 BARSORE
(1) =2V > 7 BT NARGEFA
- 20191 A 22 H, 2AZETT =Y v 7 B A —F— ST A 2 920, 2018 -5
ZAEY) VSERERIOY =k Y » Z 3K TREET o Z o OENEEEE ] (SO TS VT L %A1 T
S TUNZER Y,
4 A 22 B, ZFELZ D 5 b DR E M D - SRS BB 2 FREA AT

) 7’:100

(2) ¥EEAED

AT 4L JCR 77—~ (2017), ¥/ 74 G- =Y A—A TN AL (2016), T
Ry heBU NPa—RKAT 4V (2016), /7T 4 A T5 0 I AIRT T4 (2014), ¥
V= A A Ay b (2014)

(3) WiEE
NI - JRAEAE TR RS OFTESERRIZ RS S At & 2006 429 /]

(4) L

KEOEIRGLPESE & B EOMB AR DB E DI AT EE 52 5 Z LidE 2wy, L
NLY =R v 7 A —H—DB N L HFRER %Elﬁbot D ETHEELY N A b
(T DT84 b IAET D Lo, Fifh, MENEOBLENOOSHIRNE LD Z L b B2 6
DTz, MOIEROHGR OV THoE D T 2 &L E X b,

Uk

10 2019426 H 4 H, ARFEIIHBREEMS « BSESHTmm 2177,
https://www.jftc.go.jp/houdou/pressrelease/20194un/190604 1.html

6


https://www.jftc.go.jp/houdou/pressrelease/2019/jun/190604_1.html

