ISSN 1343-4292
CODEN:KISHFC

EmBmEENAFIERS

4 Mt &F

Bulletin of
National Institute of
Health Sciences

No.137 2019

Q) BuERsR LT



i
¥t
a0
il
a0
FoB

FPMERS

Bulletin of
National Institute of
Health Sciences

No.137 2019

Published by
National Institute of Health Sciences

Kanagawa, Japan




H X

] 7 B i ST o B A WE S T R S 137 55—
LEET
B N2 G DFBL R BT 2 & BT BAFEADIE I veerreererrerrrreneeeie e PIREBREE  wovveereveersneenen 1
NOVF F T — DHETHFINT L DIFFEDT A wovveeerrrreerornremoieenitieeniite sttt EEREEHL  coveeereeeneeen 6
TGS T TEVESRERBIEZE +ovveerveerrneerseessnreneeasseestesteentsentee e eseesaneens MR, TEETIRE  ceeeeeeeeeen 15
RO R KL H 25— CEEMN) MEEIEEABIC & 2L AW - O RE R — oo AR IEFE  coveeeeeeeeeees 20
W7
Genapol X-080% & & ¥ L1 5XER I Mkt B BF O ML B & PERE AT

.......................................................................... R, BT AREET IIESEER,

BN, mITE, HATHE, REBET 32

7T AT v 7 BRI & ERELOMBEAERNIZE S 5078

.......................................................................... CSHMEFE T, MERSE, FEBT. SRR,

RARSETE, R, EEET, BEH T 40

WIS B9 % ¥R
5B T IE HARSE R 5 408 1 50 0 FE Nt B (C HI U 7 [ 37 16 36 £ i B AR P ZE T L2 B8 U % 5 FHAAHH o 2 A

.............................................................................................. s, MRS, THERDET oeeeeeeeeeeee 52
LR B¥WE) ] o FE Y 7 2122w T —FK304EE (2018) —

........................................................................................................ R, BULETE T e 60
Summary information of human health hazard assessment of existing chemical substances (V)

........................................ WABHT, BET RS, BFBENE, HEE R e 66
] <7 B b ST B A E S T R S 13755
£ L USSR 73
S 304E FE T AMIF 2 B S 0 B2 1F A FUBLHE <oovveeeonreeesree ettt ettt 144
R o 06 a0 ) L 148
R o o ) T O 232
L SRR 268
T/ OO S 271
O 281
D A A N ) B e G £ == - PP 347
B RREY, B E R T DU T v errr ettt - 355
N e i o N Al 7 AR AT =1 e 1V G SRR 362
JE R ZETH Y +vveeeensreeensseeeste e e et e e et e e ettt e ettt e e et L e e e a e e et L e e e e e e e ae e e et e e e et e e e e e b e e e e h e e e e b e s e et e e e e e e et e e et e e 376
A R IN V1N R T e s s [ - - USRS 377
S5 S304E 2 AT I AR O MLBILIRII <+ +vveeevveeeesseeeemseeessee e et e e et e e et e e et e e et e e et e e et e e et e e et e e e et e e et e e et re e 394
N b o LR i USSR 395
A e R b e et R e N 2t L | USRS 396

[E] 37 % 3 A B AR T S T R A A5 13775 S5 — 17 = IR | +eeervmneeemme ettt 404



=2
<
Rl
i
El
s
il
=
HE
=
o
_‘:IH
put
of

81375 (2019)

CONTENTS

Bulletin of National Institute of Health Sciences, No.137, Part 1

Special Reports

Technologies regulating protein expression and their application to drug development
..................................................................................................................... . Mikihiko Naitg «eeeeeeeeeeeeeeeeen 1

Studies on the mechanisms of hepatocarcinogenesis by peroxisome proliferators -+ Atsuya Takagi ------eeeeeeeeeeen 6

A private edition of an introduction to reproductive and developmental toxicity studies

..................................................................................... Makoto Usami, Katsuyoshi Mitsunaga 15
The future of toxicity tests Mutagenicity assessment of chemicals substances by (Quantitative) Structure Activity
REIAtiONShIp «+eeeeeserrsrssssstmstiniiniisinii it Masamitsu Honma ------sreeeeeem 20
Originals

Development and performance evaluation of a moderate positive reference material containing Genapol X-080 for
hemolysis testing ««ceeeeeeeeee Yusuke Nomura, Tomoko Shindo, Hiroko Motohashi, Koji Yamakage,
Mika Watanabe, Chie Fukui, Yuki Morishita, Yuji Haishima -----eeeeeeeeee 32
Study on the interaction between polymeric medical devices and pharmaceuticals
-Effects of characteristics of pharmaceutics on environmental stress cracking on polymeric medical devices induced
by their interaction— «:seeeeeeeseeseeen Hideyuki Sakoda, Masami Aizawa, Asako Ueda, Hitomi Toida,
Miyuki Uematsu, Ryusuke Nakaoka, Atsuko Miyajima, Yuji Haishima «cccceeeeeeeeen 40

Technical Data
The background and preparations for the sterility tests according to Japanese Pharmacopoeia 17th Edition at
National Institute of Health Sciences, Japan.

..................................................... Yutaka Kikuchi, Katsuhiko Hayashi, and Yukiko Hara-Kudo -+----e-eseeees 52
Topics from “Food safety information (Chemical)” in 2018 ««---++++ Miou Toda, Chikako Uneyama «--«--eeeveeesen 60
Summary information of human health hazard assessment of existing chemical substances (V)

------ Mariko Matsumoto, Takako Iso, Toshime Igarashi, Shihori Tanabe, Kaoru Inoue, Akihiko Hirose «:=:+eseeeeeeeee 66

Bulletin of National Institute of Health Sciences, No.137, Part 2

ANNUAL REPOIES Of DIVISIONS +++++++e+sesstssesstestemtemtet ettt ettt ettt ettt 73
Researchers List in FIiSCAL YEAr 2018 ««+«e-eeerrreeeeeirumeeeiiiiuteeeiiittreeeeiimteeeesasiteeeessiaaeeessintreeesssnareeessiaaseeessinnaeeee 144
Summaries of Papers Published in Other Journals (Original Papers) «««--«eoeeemeeemmrmi 148
Summaries of Papers Published in Other Journals (Reviews and Articles) «««-eeeeemremmrmmm 232
Title Of SCIEMIAC BOOKS +rreeserrrreesernrmereeiiueteetiitteeeiiitttee e ettt eeeseatae e e s aaaa e e e s siaaae e e e saaeeeeseraaeeesssnaaeeeeesnaaeeeeeane s 268
Scientific Reports t0 GOVErNMENtal AGENCIEs «««+«+«+sesserrerrertermerttrtentetet ettt 271
Titles of Speeches at SCIENTHC MEEINES ELC. ««+r++rerrerrerrtrstrttmttattatiet ettt 281
Meeting Reports Related to REGUIATOrY SCIEIICE «++r++rerserserserserserterttmtintinttattat ettt 347
Committee Members List in FISCAl Yar 2018 ««--eerrreeeeeerrrreeeiiirereeiiireeeaiittreessiitseeeesitreeessiteeeessnaseeeseaneeeeens 355
Other RElAtive ACHVILIES «rrrrreeeerrrrereeemmmrreeeiiiiteeeeiitrte e sttt e e sttt e e s ette e e e e sat s e e e s e naaaeeeesinaaeeesssaaaeeeesnaeeeeeann s 362
SPECIAL SEIMINATS ++++++eeseesressernentententert ettt ettt h bbb bbb bbb b 376
Main Research Projects Carried Out in Fiscal Year 2018 -+ «eeeeerreretetrtmtniniiitiititinitsit sttt 377
Inspection Activities Requested by the Ministry of Health, Labour and Welfare in Fiscal Year 2018 ««««eeeeooveeeeees 394
Annual Report of Official Medicines CONtrol LabOTatory «-«+««-««-stsstsstssesserttrtrimtatntattait sttt 395

AUEROT TIUAEX #wee v+ rrrrrrrrnnnnnneeeeeee e e e e et eo ettt ettt e e e e e e e e e s e e et tat e e e e e e e e e eeeee e e e e ettt st et e eeeeeeeeeee e e e ettt e rreeeeeeaeeeas 396



iii

Subject Index





