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BB, MECSEoTE, FR 14 FE 4 A 5 ATHMEED 16 BIZGE#H SN TV DL b0 LAk, &
H7eF M A21T 5 2 &,

HWABBS, B—7 b AT 7 h B KR OB (60°C. 96 KfH) DOFILRRIZOWT,
HEEROBAROTA R5A4 KO EU (CPMP) O A RIA AZHE LTERBRIEICLY UA VAN
U7F—a RABREERLT-,

2B, FLHBs 707 U VEIIMTRIZOWTUX YA LV ANY F—3 3 VERBRE E L2 7203,
FOEMIL, TR 14 £ 7 A 16 BEEIEE [H6F (BEETEHERIEIRRE 0618053 5) Zxf
TAHIHE) D2~3X—VIWIRLEEBY TH D,

FERLIETANANY F— 3 VRO FER OFEROFEMIIHE 1~4 (23R8, 2 2 Tike ol
W& %R,

1) DANANY F— g VRBRO L

DANANY T —a JRBRE T, EYMHREREGORIE LIRO U A NV ARNEL - BB & KRG
THIDDORERT, VA NVAREL  BRERSHIFF SIS TRICHOWT, ZOTEFAOY I VICE
MENBERBED VAN AZHFML, FREL AV TEOTREZBIH L, LREZEOY I APICERET
DUANABEHETDHZIEICEY, TOTERTEORBEDO YA VAREL  REPERINDNE
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kA b &0, UHFOBREICHIY FEEIT-> CTHBEEZT o2, £lo, VA NVAEERMT 5 TR
P T, BE THIEEREN DREZERL TIhze I e 4508, SEOEAITEED
HETEIRBARTHY . ERETELLOV LV IABRBNRARE ThH -2, YEOREE L
Wit » CTRERAERZIT., T OERLZY 2R BRICHE L 7,

A=V F 7 LTz TRICEINT 5 U A VAIE, U A NV ZADOWRCHECERRIE DO R R 54073
&h 3MEOTTNIANAEZRNDZ LN, AR EU OFA RS54 THRESLTWD, B
HorE, ERR 7(1995) F£X v, 5 O U ANV A (HIV-1, BHV, BVD, EMC, CPV) #MHW\ T,
ZREEWERRE O T A N ANRY F—a VB A FEM L TE A, AEIFER LT 3 TROMBRIZER
LTIk, BVD & F#iC HCV IKEZRO VA NVA L SNDHY Y FEATUA LA (SIN) ZMZ, 6 T&
oA NVAERW=, 728, BVD KO SIN (X, EU @ CPMP (ZX 2% Note for guidance on
plasma-derived medicinalproducts (CPMP/BWP/269/95 rev.3) {23\ T% HCV DEF N T A LR
ELTHRENRTW D,

B, RBROIL, TANZRZNSL TRBRE T A NV ADREGAMRIEIC OV T, RBROZEELHE
1570, EEDO GLP REMRICTEMM L7,

2) UANANY T —a VR RORTR

B FE 1T Log Reduction Factor & L THRT S, flxiX, 2 TRV TN HDHET VY
ANVAZTINL, TANVATIMEZOREF O A VAN 107 TCID50 T, LRAHE OO
7 A VA ED 103 TCID50 1272 o o3hh . ZOTRTIZV A VAR V104 (2 (NEL/BRE) &
ni-z o b, Z DO Log Reduction Factor % 4.0Log & &7 d 5, 1/102 12 L7eHAETH
1 Log Reduction Factor 1 2.0Log TH 5, F7o, TRAEBZLORKI O T A N ADBBH S LR
BE MHBRAR%ZH 21X 101 TCID50 &9 5 &), Log Reduction Factor 1£=6. & RKRT 5,

47245, Log Reduction Factor R RKEWIIEZDOTRRO VA NV ARE /BREDRITRKEL R
%5 (2) PO TWAEEICE, 2O TREOHRE TITHRHRAEL T TREL FrEsh
ZEEEWRLTWD,

HKBRIZFNEFNDOUANAEIZ 2EERK L2, ERLOTA I A 423, TREAZELTOV A
VAR R ORECEE S OB KFE % 81T 5 72, Reduction Factor (74 /L AJAE) 25 1Log LA
TOLRIIEYRBEHAZVRYBEITHECANSANE TRV EPRESNTND Z L0,
ZFRFENORERTE 657~ Reduction Factor 7% 1.0Log LA T DB A, 0.0Log EEXH# X7, I HIT,
FNENDORERD ReductionFactor DMMEEZ R, £ DfEA 1.0 Log LA T OHE1L 0.0Log L&
X%, Zh#E4% TR TO Reduction Factor & L7z,
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EER 0.4g/L &72% X5 BPL 2 L. pH7.00£0.05, & 20~25CIZH\\ T 1 K L. BPL
MIRE ST TV, FOEH, BPL TROVA LAY F— g VR E LT, BPL &# 0.
0.5, 1RFEZHIERLTHTFA & LT,

=7 L. YREOEEGETIE, 20 1 FE O BPL AE 0% Y, BRI CR—IBE & CHRIMVRR
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2 — Ui £ BE S % 7240 BPL IR 1. 6. 32 BRIA 1051 5% 7 1 L A DT OB £ %
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[ERI-32]
FAATCIEIVATLLETF—MIYBEZ S TRSEFIESh A, BRTIEIUF OSEAHLMofzELy
bR TW k5 THAD, ROV T ET—FDEENRETH =D,

(EE]

RERICHIT 52 VA7 L EF— M, BARHEE T AR G CESATOES )47
LiEF—h (UTF, BREZ7 VA &, ZhEFBICEI FY+F (FaRs - AHF) & BARREZE (g
B4 7 U F) BNEELTWEERES U (FEIZ 100 BEATEF) AHVE LR, I TRINDE
BT, 747V A UBHRIORATRERS UV ARA L Z 2 U TO®BY EEW-ZLET,

1980 S (BRSS EIWEO 7+ T/ FUoRUES YA SRBERBEUTORY TL.
(ERF 58 FIRMABEOBEIR P 52.53 SR

B (&)
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BUFFLEL T~ (BF) 47200 2,383 2138 2.304| 1.88%4

BERERESSOTY E S0ml § 43018 25,263 30,124 6,173 | 12.295

I oAy 20mi 48030 12,820 B.829 6. 927 6. BE6
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[ER3-33]
BPL DEMNAMDIBIDBILESHSE T,

(EE]

BPL(beta-propiolactone)’’, t MIFEEA L I & 725 BANRERBEIRH T EHAM,
B EBRICB WO TORABREN#E STk Y, IARCUnternational Agency for Research on Cancer)
%, “possibly carcinogenic to humans(Group 2B)” L AR L TR Y 7,

K412 JARC 34T LT\ 5 E / &5 7 (TARC Monographs on the Evaluation of Carcinogenic
Risk of Chemicals to Man, Vol.4, pp259~269, 1974 ; IARC Monographs on the Evaluation of
Carcinogenic Risk to Human, Vol.71, 1103~1117, 1999) L ¥ B L /- LN E L o#E L £,

T, RAMECERIRTCBY EI EHOT — F X — 2 THOMSON
MICROMEDEX(POISINDEX)IZ b FioOFRICFEHEH I TR £7°,

3.21 CARCINOGENICITY

3.21.1 IARC CATEGORY

A) TARC Carcinogenicity Ratings for CAS57-57-8 (IARC, 2004):

1) IARC Classification

a) Listed as: b-Propiolactone

b) Carcinogen Rating: 2B

1) The agent (mixture) is possibly carcinogenic to humans. The exposure circumstance entails
exposures that are possibly carcinogenic to humans. This category is used for agents, mixtures and
exposure circumstances for which there is limited evidence of carcinogenicity in humans and less than
sufficient evidence of carcinogenicity in experimental animals. It may also be used when there is
inadequate evidence of carcinogenicity in humans but there is sufficient evidence of carcinogenicity in
experimental animals. In some instances, an agent, mixture or exposure circumstance for which there
is inadequate evidence of carcinogenicity in humans but limited evidence of carcinogenicity in
experimental animals together with supporting evidence from other relevant data may be placed in
this group.

3.21.2 SUMMARY/HUMAN

A) Propiolactone, beta is an animal carcinogen by IARC criteria and is listed as a suspected
occupational carcinogen by OSHA and MSHA.

3.21.3 HUMAN STUDIES

A) CARCINOMA

1) There has been some evidence that beta-propiolactone is either carcinogenic or an initiator of
carcinogenesis since the 1950's (Walpole et al, 1954; Roe & Salaman, 1955).

2) Beta-Propiolactone is listed as a suspect occupational carcinogen by OSHA and MSHA and is a
known animal carcinogen, producing mostly dermal tumors (EPA, 1985; RTECS , 1991; Proctor &
Hughes, 1978; Clayton & Clayton, 1982). It has been shown to be mutagenic in a variety of microbial
test systems, in Drosophila melanogaster, and in both human and rodent cell assays (RTECS , 1991).
3.21.4 ANIMAL STUDIES

A) CARCINOMA

1) beta-Propiolactone induces tumors in rat nasal mucosa (Snyder et al, 1986). It also causes skin
tumors in mice, guinea pigs, and hamsters (Woodworth et al, 1986; Parish & Searle, 1966a; Parish &
Searle, 1966b).

2) Propiolactone, beta was carcinogenic by RTECS criteria for the rat and mouse with tumors
developing in the gastrointestinal area as well as at the site of application. Specifically, the rat
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developed tumors in the liver, sense and special sense organs, lungs, thorax, or respiration and colon.
Bromchiogenic carcinoma was also observed in the rat. The mouse developed skin and appendage
tumors and endocrine tumors. The guinea pig developed skin and appendage tumors and liver tumors

(RTECS, 1991).
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[ERI-34]

BPL M9/ JLRIZx 9 B validation DFERZEHLULVELIZA, IEITLKDOAMALET , BPL LR D fibrinogen
BIFIB{AT, HIV. HOV O HERERELELEM ?

EOTIEW=EHTIE, Lo zWBREMAHLIONES bW EE A REBLE-REFIT PCR £05EM.
FURITD—IHTOENDRERIESTT M ?

(=]

FP, RS THA L TBRERH Y EFTH, UANANYT— a3 CRBRITEARNICE MO
PEDH BT AN A ERNTT I ERTIEARL, B MUBEEOR2WEM VANV A ZHNTIT) O
THHEVWHZETT, HL, HIVIZHOWTIIFISAENZ HIV ZDO b DEHWTERT LW 2 &
MEFUE L TET,

HIV 22D\ T, 2003 4 7 A 25 BfTO@MEEDHIHK 2 O 17 HICFE#H L T\ E$ 25, HIV iZ BPL
ALFE 32 BRI C % 1st run T 3.2Log. 2nd run T 3.6Log DM H > TWET,

HCV L TIX HCV 20 b D&MW T A VAR F— g VRBRIT IR b IThbh Qg
HA, HCV RHWLNARWDIE, ZD DA VAN in vitro TOREEDARFETHHZ LU EHSD
HETHD EEbRET, 8T, BFE. B YA LA THS BVD (Bovine viral diarrhea virus)
Z HCV OFTATANAL LTHWTEY £94, BPL ABIZOVWTOTA VAN F— g v
#B 1L BVD 122 T SIN (Sindbis virus) bW TEBREZITVE LT, TO/R, ETNLVTA L
A THD BVD RO SIN X, Wb BPL AAEE bR E > TV ET (HCVITOWTIE LR D
I CERICHNTOERTA),

M. TANZANYF—2 g VEBRITE D VA NV ADPEFELLTWRETRRENDLOTHY, &
7o, BB L OO ARWMO TR TH U A WV ARRER,/BRE S D ATRRIER U A L R D3 AR C RS
PEAAT AAREME B TEE L E T, E 5T, UANAANY F—2 g VEBRIT Y A NV ARE S/ RiELD
SN LBEDTRIZCOVWTOARAERT L2 LD THY, thofEs O TR TH VA VABRREL, B
FRENDAREMENDH D720, VA NANY F—3 a VRBERIIENENOETRO 7 A VARNE
LIRFEROEREZ 2 THMT D bOTIHR L, VA NWAREBRERRT O /M & WEE S IHER
ZHDTLrHYERA, EVELT, HEXHCVZDOLDERHWWTYANLANY F—1 g R
ATV, ZOBMETT R O—ICHER L UTRERELLE LTH, ZOfRE b - THEFORA
WRBYER B oT- LSRR T 5 2 TRV EEB X E T, L TR PCRICHOWTIHRGEMEOR VD
DETHRHEND ZENHY T OT, BEZ ROBIRITITHRRVWEEZE LT,
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