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AFRUEFRIR GB/T 1.1—2009 4 H AL A 25,
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BT aRmE S KA
FEIREN T IE

1 3EE

AARHERE T GB 18280.2-—2015 Hri ik 2A Al 2B (9 — Fi Btk 7 Bk , BE 45 Ul 20 1 22 o /DN B A 3
BB ALE 12 /IR T DA 3k B U O B AR K

ABRAEE A T AW S BAREAL TR 5070, BAE 507 K — e = 5. RERTAD R
BRGIPAE 7= 5

2 MEHsIAxH

B SR F A SR R A R AR A . MU B 5] SO A BB IR A E AR
o FLRARTE H A 5] SO, BB A (L3 BT A B ) 38 T4 30

GB 18280.2—2015 [EJFIRME@™ MKW WE 9 2 4. #0 KE & (18O 11137-2: 2006,
IDT)

GB/T 18280.3—2015 BRyFAR @™ MKW HRE 25 3 &4 F & W & (ISO 11137-3: 2006,
IDT)

3 EEEIE . REBEMEX

T3 46 i R T A E SGE T A .

3.1

AfE

PHE P ffp T 2 FFP A& .
3.2

cD*

FEJT ¥ 2 BRI B S5, A 100 A7 il BT Y 6 B 36 PP AR A B4 FH PR
3.3

4

MG B A Pt rh Bl ™ T O BT B SRR, SR A B SR &
3.4

D

XK I8 B 1077 SAL By wI Al & .

. —BXAMMERAESMG A 4 HKPE.
3.5

D

P SRR E) 107° SAL H A A&, X EM TIHH KRR E.
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3.6

DD”*

FEE 2 MEIERELRPRINFAE,
3.7

DS

&3t DD " 8E5tE , 7 5 AR I E Al T DaofE
3.8

D {E D value

D, D, value

FERLRE BT 5 R K 90 Y0 BB B Ak A 00 T 7 22 B 390 B et 1
3.9

BHNEESHEBFIE first fraction positive dose; ffp

FH 3G B B R 5 4R 5 A 4A e 097 At ol B AT, &b iR ST E 20 AN R TTTh EAOE —A
T R I A B B SR AR =
3.10

BB SEFIE  first fraction positive dose; FFP

fi 20 NTCHIRLR H 19 AR FHAE M FIE @M 3 A Hp P EBE A THEHFE,
3.1

BHANLMHMERE fist no positive dose; FNP

107 SAL Wfi it &, H Fit%8 DS,
3.12

#t  batch

FER 2 G R AR T R, U S BiR BA A R AR E R E N — 7 R,
3.13

£# s bioburden

— 7= /B TC A R R R G LN/ S S R M SR
3.14

{BPEE false positive

TR0 45 S TR ok R Sy 7 B B SR R AR W AR S, T W AR K R B T A R A W i T G
R BCEIR I  H F 7  E A AA T F B R  EARE B SR
3.15

PHME 4% fraction positive

PATE A IR 5 B BH POV 43, DU IR B/ 43 B O 7
3.16

{#EFE incremental dose

— R T RSB 7 s B R & 7E R R EE e, T RIS IR SE K E & .
3.17

T ERIGRAME  negative test of sterility

HELXERRBT, RIS HOEHERFEAERERMAEYNERK.
3.18

FEIXIPEM positive test of sterility

FERWIRE T, = R RO ERARE R EREE I MARER.
2
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3.19

M EL sample item portion;SIP

o A WU P BT B T AR A 7 ik BT R E 4
3.20

TLHEMRIE/AFE sterility assurance level ; SAL

K J5 oo i L AR RATE A Y IR

. SAL RR—ARME, — R 107°8 107° R 107°88 107/ (HR BEIRFEA T 1077,
3.21

REFIEHE sterilization dose audit

ESEE S KW R R E SRS
3.22

IGIEFIE  verification dose

FEFESL K &, BRI IA B BUE SAL=10" BRI & .

4 HHMFE2 KA

¥E#E GB 18280.2—2015 HA- @Ik 2A FIJ7¥E 2B M 34 BRI & R 51 5050 4 9] 2 52 8 i il 16 0 i
EFESRAYRRNBERAREEBER . X TERENWAEY fRSBEES =&, TR £
RGBSR,

e FEERLEBEGE RLETEIT S HAENEERERRESLSVUCHE) LR FER TR T X — WA

(Davis et al., 1981),

AR VE TP R B BRE B 7 B 2A FIBCHER e 2BAVIR I A TR 1 FTERNH BN B RN,
IEN#E GB 18280.2—2015 1 8.2.3.1.3 Brik B f , AR & i3 &2 7 & R 5 P kA3 5 B A5

a) A fl FFP(EMHMESEFIE ;

b) D*;

¢) CD* Fixt i LR (fRi#k CD " #it) .

AEXESH D, BB ERIINEE . —TRZEZWHSEE D', D" (kGy) fHE il
TFEATRMTRERN 4 (Gy) T &, IEIA GB 18280.2—2015 FFFr#i R, a8 € 4 (kGy) i,
BORAEEEN d” G ZEHHMER RO XERB T RA HESRAZ T 14N HE., D HERE
RINWBEFBRME D (kGy) , 26 B iE 1) & 52 50 B B v A 23 34 n FH 44 %50, T 2 B0 im DS (kGy) , |
M, T ARIEAR 2 32 B FI

X F A4 ) S BRI R AR S ZE S BRI R R 5 P, A R B AR 20 AN S A TETE IR
AR HEBII RN T . FEXFMELT 3 A HAT 3 A3 &2 5 2 R 5150 vT AW 2 o 2 & At
d" (kG FER ., BARWMGENE R EHTHERGITR,(HE 3 MY RN B LR RHARER
7 2K B R B U TG B AR IE K i B D T R R

5 NEEFEXBPBIMNEESBEEHEMNMMEFHFERELEMNT X2

RHEMTTEE 2 5k 2 ML, B WA LB EREa LMEY RSN AINFER. EZHELNL
GB 18280.2—2015,
PATF 4R 7ok b B0 07 vk 2A G T 2B AR Y. R T AN EN BRI ERNAER
SRR AR Z 5h, HARFEF A GB 18280.2—2015 HJ5 ¥k 2A #1775k 2B M.
TEARPRHER X T A {H.DS MK B THFEAR Tk 2A KX Jrik 2B, B, 2 0E 5 i A 3
3
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BAK.
ATRETHBEG A LM RAEEA 2. B, f£57 B33 s BE B 2. 2Rkt
B — BLSE R TG BT LB 24 2N R — 1
FE Ve AEZJE PR RSSO r 2 AT Bt U e AR AR B 4 SR SR N A 2 1 3 AN e 3R 1
G R AR E F
T 2: WOt M7 vk 2B BRI HT (SIP=1.0) SR TN TRk 1977 0 2A T BUTTEEAS™ i 30 3™ i 4 4
(SIP<1.0),

6 BMHMAE2ANTR

6.1 2l

FER B 7 8k 2A B, AR 5 M B IR,
B BRSEBIS MR AR A2 F A,

6.2 HB 1.3 SAL F1EUE

6.2.1 =SB SAL
6.2.2 kB GB 18280.2—2015 H1 5.1 5.2 1 5.3, A 3 NI SL A PR B G —HE R P e BE DA FRE S .
a) ELIANMERERY,BRE 20 NI
b) 100 AN/= S HITH T RIER B L5
Al BB 75 B DL T BiS FE BTG
o) TE 20 AN EPITH T RAE SIP<I B34 (L GB 18280.2—2015 H1 5.2.5) ;
d 3SR AL ERE 20 M RPITH T & BN IS RN R LR,

6.3 SR2.LEEEFNEXE
6.3.1 Em

6.3.1.1 XF 3 #it/= M —Ht, HMERNERFTHE - NREER 20 M= &0, MERE R E
LHE 3IANFE, M 2 kGy FFis, UL 2 kGy FIPRFRIG B3 (B0, 2 kGy.4 kGy F1 6 kGy) . i % %8 I
W R 2 (L GB/T 18280.3—2015 H4 7 &),

PG -MEBRBEEAOFE RaEFET U EIRAEYERNE, B REEIHRRYERNRE
+1.0 kGy SARFRIGEFE X A+1020) B MET B KE., I X A REuE, LA EHEREE
FE IR A 20 A7 T,

Xof 4 — A 4 RS % 790 JHL g v ) R R e AR R R P SRR S S50 T DA AR FR B R R B D (HOR R
INFRRRRIEERIE — 1.0 kGy SRR EFE X A —10%) F/AMEH B /AME ., 08 XA o246 H
DLy e s BRI B EHTR S50 20 PR A RO,
6.3.1.2 XEEERNE 7SR TTHEE IR (W GB 18280.2—2015 1 5.4.1),iC R EHH BN &
To A R 5 PH K .
6.3.1.3 MR I 45 IR BUT 51 5048 -

a) A F1 FFP(JL, GB 18280.2—2015 H1 8.2.3.2) ;

b) D* (JL GB 18280.2—2015 1 8.2.3.3)

¢) CD*#t(J GB 18280.2—2015 1 8.2.3.4),

6.3.2 A 70 FFP

6.3.2.1 M 3 Mt EALIEEFIE R FIHE 20 MRS P ED 1 AR REFE. FEXNREN

4
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B i fip IFER i 3 A fip BR(E. WIR 2 ALl 3 ™ A R A fip, 2B PR BB R Bl R

4 30 B R ffp.

6.3.2.2 HHE ffp WICH AR ML, &% 1,iEx% A H.
®1 OEPE fp NARLH KK AR A A N IE 24

B ffp J0 T I A BH % 4 (B ffp 0 T I A FH 1 2 4

kGy kGy
19 0.00 9 0.79
18 0.13 8 0.87
17 0.22 7 0.95
16 0.31 6 1.05
15 0.38 5 1.15
14 0.45 4 1.28
13 0.52 3 1.43
12 0.58 2 1.65
11 0.65 1 2.00
10 0.72 0 2.00

S XTF 1~19 MHBERLA BEN FTRHE .

A = (2 kGy)

{lg(anO) g [(111 i—o)] }

20
{Ig(InZO) g |:(1n E)] }

JEHT n JE 38 JO R 56 B P B0 (W Davis et al ,1981),

6.3.2.3 W=D i+&H FFP,

6.3.3 D

FFP =i ffp— A

6.3.3.1 XF 3INMMKRFHE—H, HUTEERFTERE L .
a) R BT TG R R 6 2 B A 0 A i S 5 B P B R A0 ) B, A B R A BN B SE I R A P P

BAREST LE

by 7E 20 MERAE PR G AUE 1A FHERFRIE, F R BT BOCE 1 MEEF RN TR
N A, R A 2.

6.3.3.2 R = HAEM — R AW R 6.3.3.1 B I b) W EFERIh MR EANHIMRE A&,
EEFAEIAE] GB 18280.2—2015 FFALE R RIE B /R ARE 5k 2A,9 MR , FEHAT AL, X
B, 6.3.3.1 B9 ) B IS RWEE IR A BH B LB T AEXFFLT  FEX LR ITIEHLT T
IS T A IEREE 7T LA S0 R B

6.3.33 MED WT:

a) HEmtd 5 EH 47 225 kGy, WP EH 4" #ish D 58

b) T S EA#td T Z2>5 kGy, W E#HE d " sSCh D .
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6.3.4 CD* it

#ilh d* =D WY HIRER CD " #t. WR—DLULEH 4 %FTF D, W FEHL I & X L4t
FEAEM —#HE R CD " . fRFF CD ™ HbR: i B0 DIE SO i 7 vk 2A WP BR 3 P . ARAF 3 Mtk
9 7% fh BTG B A A7 SR IR I G A W R B BB R S AU R AR P SR R A W S . SRS R W 47, T LA 3k
AT IO B STAES CD k.

6.4 FBEI.LHEIWIEFELN
6.4.1 F D* 8% CD* #t s 100 #F/= 80, 2% By x & (WL GB/T 18280.3—2015 H14f

7E),

e St B = 5 T LR KK BAREN DD, DD Wl Lt D" A, H AL D +1.0 kGy
B D XA+10Y) BAMEF R KA. R T 5X A4 o 25 90 BB O AR FH Bk i 7 vk 2A SREESL
R W B RHEAT I E R B L5 .

DD " 555375 5 s KR & WA AR FHME, TUME T D H,H AT D* —1.0 kGy 5K
D* X A—10Y)BAMEF BB /ME . TR T XA fe 220 B, 0] AR T BIER & L5 .
6.4.2 X 7= 5 BT 37 S E TG B A 38 90 S BH A B (L GB 18280.2—2015 H1 5.4.1) . HLFHEEEE R
CD" fH.,

6.5 HBA.HREFIE

B2 5645 B A T FE 4 1 ¥ & (FNP)

a) fWH CD*<2,FNP=DD";

b) fH 2<<CD* <10,FNP=DD* +2.0 kGy;

¢ MWHE 9<CD*<16,FNP=DD* +4.0 kGy; &

& R CD* >15, s iE ol , R A IEF i, EFfE D .

6.6 TBS.EYREAE

6.6.1 4K FNP 1 FFP {248 , ff =N (2 5= (3) , #iE DS -
a) Y4 (FNP—FFP)<{10 kGy f#if{:
DS =2.0+0.2(FNP — FFP) T T ED)
. AR, 5 (FNP—FFP) <0, & (FNP—FFP) =0,
b) Y (FNP—FFP)>10 kGy f§if:

DS =0.4(FNP — FFP) B N G- D)
6.6.2 fHHA(WEN D"
D** =DD"* + [1g(CD* )] (DS) N D
& Wk CD* =0,%E [1g(CD*)]=0.
6.6.3 AKX G A KENE:
KEFE =D"" +[—1g(SAL) —1g(SIP) — 2J(DS)  seeeeereererrenceeena((5)

K

D™ ——#£4t 107 SAL MR &A1& ;

SAL—— il % i) Jo i AR UE 7K F 5

SIP ——#%E D" F DS T F B 7™ i 453 850 CBUARE AR 30D 5

DS —%if DD &85 , R K™ fbh L ERAF AW 90 70 i il v & .

FURTH S B R IR B B/NERUE —fL . KEGH BT LME A BN RS — A CRARIEBE AR .
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& YR e AE R ER RN, RGO K lg(SIPDRET - MR ERT.

7 BEBFE2BHTR

7.1 Bm

7.1 RABGHER T 2B B, R 3 AER .
Q)  fH A5 (SIP=1.0);
b) HERMBEENEERE, WEE KO ERE KN HEREAN BT 14;
©) FNP R#iit 5.5 kGy.
7.1.2 A FHBGER DT 2B B, IRIBLLT 5 NEBRBELT,
. BRSO IR A A3,

7.2 HB 1.3k SAL FAEUEE

7.2.1 g7 WUH A& SAL,
7.2.2 #ZF GB 18280.2—2015 1 5.1 F1 5.3 , A 3 Al ST AE P HEIR I B — R R Pk B LU T AR S .
a) EDINMEFERS . BNFE 20 7= 58T
b) 100 A= 5 BT A F I UE R & 5L 5
Al IR TR B LT # A= i BT
© 3N A FEHE AL EERE 20 NPT T A A BN BRI B,

7.3 $R2.LEEEFELE
7.3.1 Bm

7.3.1.1 X 3 #itE A —Ht, M ENERIITHE - MR EER 20N =S, BN R R E
LA 3IAFIE, N 1 kGy Frig, L 1 kGy BFRFRIGE (B ,1 kGy.2 kGy #1 3 kGy) . #i&E R RK
W FI & (L GB/T 18280.3—2015 Hi5g 7 &),

XFF 1 kGy prfril &7 &, R R SR &1 LB 1.0 kGy, H R 1.2 kGy., Xt FH
b 38458 5RO A o v AR T AR G AR R R R (HOR BB i AR BRI B N & +0.5 kGy ZiARAR
HEREXA+10%0 W AMEF MR AME. FEXEFLS, MRS REEE, HA BN RERS
A 20 ANFEERTT

XFF 1 kGy prfig s &7 &, 58 B A i) e s 7 B A B AR T & M SR SE 3 (E T LUIE T 1.0 kGy , HAR
BEAKT 0.8 kGy, Xt FoAth 38 52 7] 2 , % HR IR AC #9 e v 791 2 R e I R o 19 53 RS 3890 7T UK AR AR 38
BXE,HABIE TR ENE—0.5 kGy SR FRIEEFE X (1—10%) B AMEF B /ME . FEiX
5 0, 0 R A e A 2 3 B, W7 DA 4 G BN R 4R R OT A 20 AR R T,
7.3.1.2  XHEE B GE B R — 7 SR O AOG B R B (WL GB 18280.2—2015 1 5.4.1) ,id R G4 M ER &
SC I TG B R 56 FH RS
7.3.1.3 iR B g5 SR i R BUT 3 508 -

a) A #1 FFP(JL, GB 18280.2—2015 H 8.2.3.2) ;

b) D" (i, GB 18280.2—2015 1 8.2.3.3);

o) CD”#t(J GB 18280.2—2015 H1 8.2.3.4),

7.3.2 A 71 FFP

7.3.2.1 W 3 ALK EAL I BN B RS E 20 MERPED I AFARKERER R, WEXMHER

7
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FHE e Hp FERH 34 Hp R E. R 2 MEiE S MR A RN Hp, EHEHERBE TSRS
FIHE 7 &2 b R E .
7.3.2.2 HHE Hp WAHEIRXE HER,. &% 2.icF% A 4.

x2 EHREp BAREZERXBHAMEEN RN A EGHB T ZE 2B)

H B fp TG B A5 P B P 5 kéy FE ffp J0 B IR 5 I FH R4 k'éy
14 0.22 6 0.52
13 0.26 5 0.58
12 0.29 4 0.64
11 0.32 3 0.72
10 0.36 2 0.82
9 0.40 1 1.00
8 0.44 0 1.00
7 0.48

e M TF 1~14 MHER.A EHiEA TRTE .
{lg(anO) g [(m@)] }
n
2
{1g(1nzo> —lg [(1“1_2)} }
HF 7 238 TC R 5 B M $ (L Davis et al,1981),

A = (1 kGy)

7.3.2.3 MR H FFPUL 6.3.2.3) . XFF 1~14 FHHEHLA AR 2 FARITH.
7.3.3 D*

7.3.3.1 XWF 3 NMEKBF - HUTEEFXSE L .
a) IR FTA JCE R B R B S B P AR A B AR B S A 3 B R B SR R 5 Hh
AELTF 1;HE
b) 7 20 MHEIRE B AE 1A HEMATE A ZFEATA LCE 1M 8RR &0 TR R
SRR, BRI S 2N .
7.33.2 WMBE=MPHEM AL 7.3.3.1 K OB b, WEFERI TR LI HIHBRENNE,
EZT ek % GB 18280.2—2015 H1#LE M & KM &/ & KME (T 2B, 8 MHIE) , FREH /TR . X
B, AndR 7.3.3.1 B9 @) Bk DRI R IR A B F B LI TR FEXFE O T , 26 X5 5L 58 7 B b AT TR
IS T Y EHERE, TUEEFNENERER.
7.3.3.3 MED WTF:
a) EEEH d SEH d 2 %<5 kGy, M EH# 4 B D 5
b HEEHtd St d 2 E>5 kGy, W E# 4 Bl D .

7.3.4 CD* i
Bl d" =D WU EirE N CD#t., MRE—-DLERHIKRT % TF D, NBEHLEE
Xt AT —H R CD " #t., R CD " R AU AR AN FE 2B WL R 3 EH. REF

3 ANHEYR 7 it BT B A A7 B B8 L A G A ) R R BB R SR AR AE PP IR B I AR W B . R BRI
8
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A7, ] DLk 58 Uit 7= S S OTAE S CD - it
7.4 SBRI.KLERIEFELE

7.41 H D' &G CD* #t#y 100 47/ F 870, € %8 B & (UL GB/T 18280.3—2015 H158
7E),

B S B P 5 2R B KHIEARE N DD, DD Wit D" . (HARRE#E D +1.0 kGy
5 D" X(A+10Y0)BAMEF B RME . QSR T34 25 v BB I BB R A ek i 2 2B Sk asr
KA & R T R AER B LR,

DD 5% s) /= o BRI & WA AR FHME, TUMKT D H,HEAREMET D" —1.0 kGy 5%
D* X A—10Y) BMEF B /ME . TR T XA 20 E L, o R RGE T RIER &5LR.
7.4.2 X 7E BTk 37 52 E G B R 6 30 R BH M B (UL GB 18280.2—2015 "1 5.4.1), TPHEEEUE RN
CD" fH.,

7.5 B4 EREFHM

IS 56 v 452 7 A T B A4 150 & (FNP) .

a) f# CD*<2,FNP=DD";

b) fH 2<<CD* <10,FNP=DD* +2.0 kGy;

¢) HE 9<CD*<16,FNP=DD"* +4.0 kGy; B

d R CD*>15, MAHrER, RS ER i, EHHE D",

7.6 SRSBIUREAFE

7.6.1 {K4E FNP #l FFP #2518, i I (6) . B & DS
DS :1.6 _|_02(FNP_ FFP) ..............................( 6 )
. AR 6B, I (FNP—FFP)<<0, # & (FNP—FFP) =0,
7.6.2 HHKXWHES D",
7.6.3 AKX ITAERENE.
KEFIE =D"" + [—1g(SAL) — 2] (DS) «eeveeererreasensenunuaaaann (7))
K.
D P4 1072 SAL My m &A1&
SAL— & W LW AR TE K 5
DS — %3t DD " & BJ5 , R K 7= i LERAF A 90 Yo Al TR &

8 REFEHZ

— B ST KR B BESRAEAT R I B0 ) B o AR AUE SR TR B R R SE E M . BOHERY O Bk 2A B
T 2B R TTE S 07k 2A B 2B M RO IR AR AL RO, RS B9 1R B, WL GB 18280.2—
2015 158 10 &,
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Mt = A
(B BB RO
£ fl

Al BW

Bk T 2A i T PSS Bk T vk 2B S T — AN S AR IR S R A SE IR
PR B G R /NG FRE, 3 ARG AR BB 45 R RS T

A2 KB FE 2A 161

FEKASSEB 7 R A 2 4R IR AR RE B I DL T i3 19 BR Y7 2R AR, 68 A9 SIP O 1.0,
A2l $R2.EEFELER
WEF BN LEIXB SR, WL AL
KAl SR2EEFNENEEXRER

HETE EES i

2 4 6

% W) B/ kGy 2.0 4.2 6.0

' FH % 0 1 0

% 70 & /kGy 2.1 4.0 6.1

’ FH % 0 0 0
%79 & /kGy 2.1 4.2 6.1

’ FH % 1 0 0

. R R SEIE R B R E AR,

AL hA AR RS AR, IR BER AR £ 1.0 kGy 810 % B8R ME K38 /ME KR #

fil. 2 ALY RBARHIE IR A2,

RA2 SB2UE

RiE 18 W
it 1 ffp 2.0 kGy N N
# 2 ffp 21 kG FAHRE Hp HRFEH BN E R M 20 H S BT HE R FE K

S B BT I 1O B 7

3 fip 2.1 kGy H B BA P B BT X ) B v R R
Wy ffp 2.1 kGy #K 3 M BH SR %

A 2.0 kGy wHE fp MEH R MWHER, FER1HEAH

AR f A,
FFP 0.1 kGy FFP 2 3 MMtk B R {E ffp k2=

i, FFP=2.1 kGy—2.0 kGy=0.1 kGy

10
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® A2 (8
Rif {IA basy 3
#t1d” 4.2 kGy
#t 2d* 2.1 kGy I 6.3.3.1 i Al
#t 3d” 4.2 kGy
D" 4.2 kGy D* 2 3R d - I FE
CD" #t #it 1 EH 3 CD" #itR2 d* =D" WHtK

A22 SRI.WIEFELE
R A3 HHBIERBLBRESERUWT .,
FA3 SRIVIEFELR

ARiE (i1 ER

D* 4.2 kGy AT 2 5258 AR BUE

DD* 4.3 kGy DD 22T 3 528y v 7 F I B KR &

CD* 0 CD " &2 5% 3 SE5 v 100 ARF 5 ¥ J0 78 WX B A4 FH P2
FNP 4.3 kGy % CD* & F W%, FNP=DD * kGy

A23 SRS.REFAEMNITE

A2 MFE A3 HAHEM FFP,FNP,DD * il CD* FiFit# DS kGy #l D** kGy:
DS =1.6+ 0.2(FNP — FFP)
2.0+ 0.2 X (4.3 kGy — 0.1 kGy) =2.84 kGy
2L &
D** =DD"* + [1g(CD*)] (DS)
4.3 kGy + [1g(0)] X 2.84 kGy =4.3 kGy

RIER A2 R A3 PREIEE ) DS =2.84 kGy fil D** =4.3 kGy, HHH K & .

KEHE=D"" +[—1g(SAL) — 1g(SIP) — 2](DS)

4.3 kGy + [— 1g(10™°) — 27X 2.84 kGy =15.66 kGy
M SAL=10"°*H}, KEFI & H 15.7 kGy.

A3 WHERFE 2B BB

FEIX AN 72 R AR 32 45 IR AR Y1 DL T A7 B BE T 2R AR
A3l SR2.EEFELH
HEFNEXLRLEIXERER, R AL,

11
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RAL FR?2 HEFEIBRHEAERBRER

#ET 5 EES s

1 2 3 4

% W5 &/ kGy 1.0 2.2 3.0 4.1

' FH P2 1 1 0 0

% W H &/ kGy 1.1 2.0 3.1 4.4

’ FH 1 % 0 0 0 0

% W £/ kGy 1.1 2.2 3.1 4.3

’ FH P % 2 0 0 0

. FEARSEIT, B RT3 M RAEREE 7.3.3.1 WEXR,TURES 4+ M HENE,

x AL PRARERKL A RRRE IS 7.3.3.1.
R AABYRBBIRITHE LR A5,

R A5 SR2HTHE

Rif I R
it 1 ffp 1.0 kGy
o il e B MU I p (8 S 7008 B R UG 20 A BE 0 T B IR o I
: e 51 L BT X 4 8 7 O R
# 3 ffp 1.1 kGy
A £ 1.1 kGy U 3 1Y SR

W HE fp MEHERBRYHER HER 2HEAHE, B8 A EX
A 0.82 kGy Rt 3 1 2 ANBIHEBON AR 2t 2 1 0 AN %, BIGE B #R AL T E
ffp(J 7.3.2.1)

FFP & 3 Mtk ff A,
FFP 0.28 kGy & 3 AR M R E fp Bk
i, FFP=1.1 kGy—0.82 kGy=0.28 kGy
#t1d* 3.0 kGy
24 1.1 kGy I8, 7.3.3.1 Fi A4
#3d” 2.2 kGy
D* 2.2 kGy D* & 3AHW a4 EH R E
cD* it 3 CD*"#R2% d” =D" WH#K

A32 SRI.WIEFEXE

BRI B LK HEER, WK A6,
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FA6 THR3 RIEFELK

ARiE (i1 ER

D* 2.2 kGy AT 2 5258 AR BUE

DD- 2.6 kGy DD " 2T 3 528y b 7= I B KR &

CD* 0 CD " &2 5% 3 SE vh 100 ARF 5 ¥ J6 78 WX 3L A FH P2
FNP 2.6 kGy H% CD* & F WA FH 4%, FNP=DD * kGy

A33 SRSITERAFE

# A5 fFE A6 B H W FFP,FENP,DD* f1 CD* FiFit+%# DS kGy 1 D ** kGy:
DS =1.6 +0.2(FNP — FFP)
1.6 +0.2 X (2.6 kGy — 0.28 kGy) =2.06 kGy

D" =DD"* + [1g(CD*) ] (DS)
2.6 kGy + [1g(0)] X 2.06 kGy =2.6 kGy
RIER A5 ME A6 TRIEIEEH K DS =2.84 kGy Ml D* =4.3 kGy , H A KEH &
KEiFlE=D"" + [—1g(SAL) — 27 (DS)

2.6 kGy+ [—1g(107%) — 2] X 2.06 kGy =10.84 kGy

M SAL=10"°Ht, KEFI & H 10.8 kGy.

A4 FEBIME M SR BT E 2A L6

FEX AL, 7 i O A T 32 4 BLARRE IR O T 2EAT 4R R BT AR A, R AT SIP=1.0.

A4l SR2.EBEFEIE

HEFE

LRI AK ML R, IR AT,

RA7 $R2 HEAEIRHEAERBHER

#5 EES s

2 4 6

% Y5 & / kGy 2.0 4.2 6.0

' FH %5 0 1 0
% o5 &2 / kGy 2.1 4.0 6.1

’ FH 7 8 0 1 1
% W & /kGy 2.1 4.2 6.1

’ FH P 5% 1 0 0

. RUON R RAE G R R ETIE.

FATHAARERA A E RS, & RERF 2 £ 1.0 kGy 5+ 1006 # 8K AH B B /ME K

=
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xR AT REBREKITRILE A8,
® A8 FR2HITEH

Ri& {H/kGy ey =3
# 1 fip 2.0
s 2 ff )1 FAHKR A Hp (8 7R3 B B R 5 A 20 SRR A0 EE IR o R
P ‘ o1 I 5 I 4 5 7 R e
# 3 fip 2.1
Hi{H fip 2.1 EHRE fp LK 3 WEHEIRKA LM HEE
A 2.0 WA fp MGHE R A FER 1 e A M
ANHE Ve
FEP o1 FFP & 3 MR M 1{E fp ik A,
i, FFP=2.1 kGy—2.0 kGy=0.1 kGy
i: Z: ;; W 6.3.3.1 F& A7,
Tt 2 f > R R 6.3.3.1 FIER
# 3d* 4.2

B o ok A 2 B BUSME B BT AR R B SS Sb— At 4 BEAT IR B LR . ARSI,
B FWEZ BRI, RERH 5 MEEFE LR A9,

RAI FR?2 HEAEIVHAEXRHER

TR
HRFS S
2 4 6 8 10
W &/ kGy 2.1 4.1 6.0 8.2 10.6
4
FH P %k 0 2 1 0 0

A9 SR RS AR R, IR R AR £ 1.0 kGy 3£ 10 B8 K ME X 8B /ME K #
fil. 2 A9 W REIRNIT A IR AL0.

® A0 FR2HHE

Ri& H baiy 2o
#t 1 ffp 2.0 kGy
H 3 fp 2.1 kGy FAHRE Hp R BN E R M 20 NHEFH W T HE R EH R

. . N
H 4 fp 2.1 kGy H BRI 4 e BT o L F e R R MR
Hg ffp 2.1 kGy EE fp LR 3 MILH IR A &L M HEH
A 2.0 kGy WP E fp MICTE R M HERFER 1 AE
H. 3 AN Ve
FFP 0.1 kGy FFP J& 3 Atk i B ffp 2k A,
Htn, FFP=2.1 kGy—2.0 kGy=0.1 kGy

#t 14~ 4.2 kGy
# 3d” 4.2 kGy I8, 6.3.3.1 F1 A7 Ko FE A9
# 4d” 8.2 kGy

14
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& A.10 (8D)
RiB & basy =2
D* 4.2 kGy D* & 3 JF ER P E
CD" #t it 1 2t 3 CD" #t2¥ d* =D" M#itk

A42 SRI.BIEFEILE
BRI BT AER, WK AL,

®AN $RI BIEFEXBHER

ARiE {1 ER

D* 4.2 kGy AR 2 S5 v AR BUHE

DD* 4.5 kGy DD 2B 3 525 v 7™ i B i 52 B 77 &

CD* 2 CD* A58 3 505 h 100 A-BF i (¥ J0 78 002X 1 BE A4 FH 3
FNP 4.5 kGy H % CD* & F WA~ B 4%, FNP=DD * (kGy)

Ad43 SRS VTERAFE

F* A.8.% A.10.%E A.11 H 4K FFP,FNP,DD * f1 CD* FiFi1% DS kGy #1 D** (kGy) :
DS =2.0+ 0.2(FNP — FFP)
2.0+ 0.2 X (4.5 kGy — 0.1 kGy) =2.88 kGy
AR
D" =DD"* + [lg(CD"*) ] (DS)
4.5 kGy + [lg(2)]X 2.88 kGy =5.37 kGy
WIEHE A8. % A.10.% A.11 HRHIEMR K DS=2.88 kGy H D** =5.367 0 kGy, B K&
&
KEHIE=D" + [—1g(SAL) — 1g(SIP) — 2] (DS)
5.367 0 kGy + [—1g(107°) — 27X 2.88 kGy =16.89 kGy
X SAL=10"°B}, K HI &N 16.9 kGy,
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