OAR B 244 B
WK 304 4 H 108

K EEREL
W R R

eareEEs =00
ERE U BEE

R An R BRI OFER O BENT OWT

VR 29FE 121929 EZ 4601 B2 b THENLUEBLICERS R
o7 A VT T T — Bl A EREBREENEMOBRERITED LB
DTTOT, REBELEERE CERISFRAETEASS) F235H 2 HOREICHES
XEBHLES,

BB, BRABEEEIRMOSEMIIPEO 2B T3,

s

Bacillus licheniformis JPBLOOL BESAEETA TN D UM s 77— A FHikr
TAHERHRMND D, WEICERAESRABYICBNC, EAFZEITe NORBREICE
WrE5 2 AAEMEREECXAIARELELILND,




Al i

GRSk B i

Bacillus licheniformis JPBL001
NEET S IT7ILAYUEOT7—E
IRK &I HEFHRMY

2018%F4HA




O BB B DI EE oo 3
O BRREEE SRR B e 3
O BEALTEZEREH - - ANEEMHAEREMZTERE ... 3
O B U o 4
I, SR R AR R I DR T e 5
1 B e ans 5
(1) = BB 5
(2 ) A B o 5
(8) B A E D e 5
2 B Al 5
B BB e 5
4 R R B U R oo 5
B . BB DRI 6
I. BRI R DA R DR e 8
T R R E R B e 8
2 . BB R e 8
B . B R ETE S R s 8
4 BEE S R 9
B B RE R T R 9
(1) 13BAMBIRMEBMHERER (T U R) 9
6. BB RUENAESRER . 10
T B R A T T R 10
8. WMRENMICE T DB IR . 11
(1) TBEEEE (BB 11
9. HANCEFNAYMEICEAT AR EME oo, 11
(1) BRI E 11
(2) BRARELE 12
1 0. M R e 12
(1) REBRIBERER 12
(2) BRI S B .o 13
M. E R S T B T B M. 14
1. EFSAICE T B M oo 14
2. JECFA [ZE T BT oo 14
3. FDA [T BT BT oo 15



...............................................................................................................



(BEDREE)

2017 4 12 H 20 H EARIKPEKE 2 o i BHR I 0 e K OV S I OV fidl B
WY % & Lo fi b 00 FEYE D YIE 1T FR D B bt e 52 B A
IZOWTHERE (29 LS 4601 =), BIBRER O

20174 12 H 26 H F 679N LZEETES (HFFFHMH)

20184 2 H 2 H % 131 [HEE - Ak EHEMFHES

20184 2 H 27 H 686 HEBMLEZTES (WE)

20184 2 H 28H 25 3H29HET ERMNOLOER - [EHRDOEE

20184 4 H 4 H BB - EEHEMAHEESEENOREMELEEZESLZBE~
wmE

20184 4 H 10 H FE 692 mAEMLEZEERS (WE)
F A TRMEREZERZE R OEATT# KE ~#EH

(EmTLZERZTESLE)

(201741 H 6 H» D)

g (ZAR)

IR B (ZE RN

6%

WA &

A A

o

FH AHE

(BEmMEZE2ZESEH - AHEFEMAESEMZTERLE)
(20174 10 H 1 D)

4
e
#F

R ()
g (HERACEE*)

o T

The T

il
4 H
Hif
JIA EF

=T BT
/PR —

erx K —IF
*: 20174 10 H 25 H2v b

B AT
s ez
Pl Rz
BB BT
L HEE
&

i
T

HET

(% 131 [EEH - AMFEMHAEZEMSE AL E)
A W (AEMEEANROZ S - LM EER)



C

Bacillus licheniformis JPBLOO1 £ EPEST D57 VA VT w7 7 —BITiR
% fal BHR N 4 D FL Y e VLA W0 O Y 3% il BHR N % 55 o il 6k 00 FEHE oD B IR 1T
BAL T, BRI EREHEREEZHNT, KT AT I T TrT7T—E%
JFAR &3 2 RIS N O B il e B S B RTA A S e L 7,

B. licheniformis JPBLOO1 ¥k ERET L7 N A VT 0T 7 —EB L2 RIK LT
2 EBHRINY O RANT . BB L WK F o 2 FEH V| HELERINE T A
Bt 1kg 2729 15,000 & > 37 B iR HAL (PROT) (24,000 72 A HIHAE )
HALFRY) EahTwnad,

KTV VT T 7 —BIZHONT, RAEIELK ORI ER S L Tw
72, Lol ANLHKRIZ X 2R T L7z 30 ooz L &7 v
B VT T 7 —BIiIEik s niz,

BlamtEsER ClX, in vitro ® 2  BOERPI T bREETH- T2 &K
WELRBROFE RN, KT AL VT a7 7 —VBIIT AR E > TR RIS
R DBEBRMEITIRNEB X T,

v ho 13 EBHAMEFEERRICBWNW . AT VB I MET o T 7T —E0RE
WX AEMEFT AR AN o2t D KERERIZE 1T D5 NOAEL 1355
B CTh D 500.1 mg TOS/kg (AE/H (287,469 PROT/kg A E/HAHY) & fIHr L
726

AHLH 2 FI N T2 55 o0 fil 22 B U HESRIRIN & o 10 fi5 & (150,000 PROT/kg
k) ZREARGLTH, I PERZEIIALALNR -1,

AN ZENTWDOIWEIL, ORI, BEAF OB & AR A o H
- MEZERET DL, ARFOGTAHEK T L LTERLEE GO b~
RETEA T IRELEE X,

bz &6 B. licheniformis JPBLOOL Rk AEFET 27 v V7 T
T—EBEFEERETHEEEMY S, EOICHEHA ISRV ICEBWNT, B EE
CTCt FORREICHEL G XA REMETEA T I2RBELS X,

RB.AT LA IMT 0T T =B oW TIL, EBHKEE DS, SE K OB
WY DRy R EICEET 2480 (BT 51 FREMKESE 356 5) BIERE 2 ©
2 OHEIZHESE, BB FHEB X SRR OZ M LTkl 23 23 72
INTWDHZ Enn, BHRKERICEIT 2 ARERHRINY OB NTOW T,
VB MR ETMOB RO E X DM ERH D,



. SR RGARFZMPOME
1. Rk
Bacillus licheniformis JPBLO01 ¥k AFET BT NV VM7 a7 7 —E T
H 5,

(1) —f&4%
TNHIET T T —E8

(2) 24
ma vV o rry—+
#.4, : Serine Protease
IUBNo. EC No. 3.4.21 (Serine endopeptidases) (=M 1)

CAS No0.37259-58-8 (=P 1)

(3) WEAEDOHME
Bacillus licheniformis Si-3 ¥k % 15 /K & L C. Nocardiopsis prasina H
kTN VT T T — BB EHALRZME X B licheniformis
JPBLOO1 #hz 5 L. £ET S, (R 1)

2. HH|
L L CRERELCKRKR D S, (1)
(1) ERHEA
JFRARIZ, B —2 T ARNY 0 Taki, REEI AT L FEYM,
KEOFEREF U T ARBELEBRRTH S,

(2) HmAKEH
FiRIZ. K. 7V, YLE h— BEEFEREFT ) TLAKERLE
VEEH Y U AERIRE LI KEEREY TH D,

3. A&
RN ER L TWDRER DOFED2FHORETHD, (1)

4. RNRFEHEVHEME
R A KT AREPEHR N O FEE~ O HELT RN EIL, AR 1 kg 4



720 15,000 Z > N7 By EESFEAL (PROT) 1 (24,000 7= A AL J1 HEA72
YY) TH5H, (1)

5. ARORRESE

TaT T —RBEL ORI ERONTF REREMKDIRT D8R TH D |
O REEOM b ARE O G, KIEOwREROM EEFE, H<nbR
R ANC IS ER SN TE 2, (R 2)

Tur 7T —BlX, TOERICE#E pH RN D2 b, B, HEXIT TV
AIMT e T 7T —RBIlhEEIND, (ZR1)

a7 7 —8iEL, BARTEHERRIYME LTCBRICEH I TR, B, F
PEEZT A B VT e T T —EBDENI, BV T —EB - T ur7 7 —8 - X7 F
FT—BEABRENREINL TS, (B 3)

KMEHMIZ T T 7T —EB 2L EEE 2B R 2 & HLETH o
JEDOWEPREL, =XV F—DOF RN EH L, £TOREK, RO
EMEIZ OB D EZEXNTWD, 7AA VT s 7 —8BIZE L T,
B. licheniformis, Aspergillus melleus X% Streptomyces caespitosus H‘E
PET DTN VT T 7 —8N 1990 41, Bacillus subtilis WAEFEST DT
VB VT T T =B 1998 IR E LTHRES LTS, (B
1)

A B FEAG B EE S L BB Y 1. Novozymes A/S #H23BH% L 72 B
licheniformis JPBLOO1 ¥R N EFET HT7 A VT o T 7 —EBZFEMEE L,
DSM #i&tt (LRIFBFERE - /AT A L Uy ke th) 2BEEEHA Y
ELTHFELELDOTH D,

ARELANT, 2009 4212 EFSA, 2011 4FiC FDA ORI 2z 52 1 T, 56 M S EHR
e LRI TWD, £/, BAZERS T O7 - 27 =7 #HlkizB W
THHEAXEBEL KA E LTEHSLTWS, (R 1) 612,
B. licheniformis JPBLO01 ¥k EEST 57 VA U MET w7 7 —8IL, AT
X 2016 SEM D REMBMM E LTI SN T WD, (BR 4, 5)

A%, BMOKEZB NG, B. licheniformis JPBLOO1 Bk PFEAT BT V4V
W7a 77 —BIZONT, EEOREMEDHER LK OE OB EIZET 2 EE

(BEFn 28 FFEEMREE 356 75) 2 3 &cif 1 HOBUE I IS < fBHR N D H e &
OVBURS AT UM 24 5% S8 BRI 42 2 2 o Bl BE O FE 4E D S IE 1T B 3 2 A2 b B 52 288
MO ESE N SN e, KT A VT e Tr 7 —BE K E T 56
BHA N O FEATh 2 F2 05 L 7=,

1 1 PROT i%. 37C. pH9.0 THE (NMAJZ V=)L 7 7=)-L- 77 =1-L-7nrY -
L-7z=A77=v4=r 7=V ) lumol/L2»6 155M%7-V p=tur=9r
lumol Z T A2HERLTERIN TS, (B 4)

2N DB, a7 T —EBRARIEA T 3TCTIERT 2 & &, KILH)
MO 1M 1lpug OF ey ACHE T 2RO 7 + ) VR EEWE O %
IO THERICHYT L) EHAESNATHD, (2] 3)
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B, ARKTAAVET o T T —BIE, BETEBIETERACTAEELT
WD Z EMND, EWKEENG, R ORI O 5o B S IZ BT %
B (51 FRAMAETH 35 5) BIRE 20 20 EICESE, Bir Tl
Bz SRR I DL I L CHLRMMEFE A 2 STV 5,



I RL2MICTHRAINEOHE

AP E X, SRR IE R A& HE R % % KIC. B licheniformis
JPBLOO1 BN AEETHT A VT o T 7 —BoEEICET 2 Ehmid %
BE L7,

T A B W B 2 BRI R L7,

1. KABREHER
g STV,

2. KREBEHER

EE STV nn, AN THIEE RN TIHRIZ X 2 ERBR EE I T
WD,

ANLH#KE LT, KIZHEAEFT R DA RCERBEZMZ THEIKE LIzt DIZ
NI EMZ TRV, NTBKRE LT, KU Ui kFHDT T
AR OKERET Y o AZMMAT pH % 6.8 ICHHELZEKIZ, X7 LT
F U EMATWRE Wiz,

B. licheniformis JPBLOO1 ¥k N EPET AT NV A VT T 7 —E 2 N LH
# (0.5, 2, 30, 120 X% 180 7)) XIT AN TG (0.5, 2. 4 X% 6 K¢ft])
T L, SDS EXVKE)N CHBERIC Y = A F 7oy MEICEKDERT Vv H Y
Wrar 7 —8x2miE L7,

ZORER, ATV IMET T 7T —8iL, ALBIKT 30 5 EIALPE L7254
b E Nz —h, ANTBETIE, 6 B cHfbEnzno7z, (B
5. 6)

3. E-EMHAER
B. licheniformis JPBLOO1 i N AEPET A7 VA VT 0T 7 —EB O ERE
MRS RER 1 ITRLT,



#% 1 Bacillus licheniformis JPBLOO1 ¥k FET AT NV U MET T 7 —
B O 8 s 7 MR R R

AR R PIE S H& RS Z W
in 18I 2298 | Salmonella 156, 313, 625, e |1, 4, 7.
vitro |72 5¢ERER | typhimurium 1,250, 2,500, 5,000 8
TA98. TA100, ug/mLa (iSQ)

TA1535, TA1537,
FEscherichia coli
WP2uvrA pKM101

Yeta KB | B RRFSM Y > /RER 1,582, 2,813, 5,000 et (1, 4, 8,
AR ng/mL (£S9. 3 FF R 9
WLEE % 17 WE B2 3%)

1,311, 2,048, 4,000 e
ug/mL (-S9. 20 WK§fH
ALER)

2,048, 3,200, 5,000
ng/mL (+S9, 3 KEfH
RLER% 17 W B2 2%)
a: RBREK R E ZRE CTHE L, FRICHSANCE 2 Ti> THEBRYE 2RV -,

BMEEEB L., invivo DB EMERBRIZFEHR I TV, in vitro
DEI/EARERABE L VAR BRERBROMGRIIBETH 722 LW ITH
LB OFERNOART VA VT 0T 7 —BILHEAE TIRHtbsh 2 &5 2
b ENGL, KT VDIV Ta T 7 —BITIZEMRICE > THEMBE & 722
DB mEm ML &R LT,

4. 2HSHHAER
i ATV,

5. BRaMEHEHAR
(1) I3 AMBEAMESEHER (Sy M)

Z v b (SD %, 6 #n, WMEMES 10 VC/EE) & B. licheniformis JPBL001
BRWNAPEST 2T A VT aTr 7 —¥sa 13 HEARER O &S (0. 50,
165.1 X% 500.1 mg A HEE I (TOS)/kg (KHE/H) L=, *HBEEIZIZAKZ
FE&ES LT,

5 H 50 mg TOS/kg (A H/H & G-# O -E 1 4] & T 165.1 mg TOS/kg
RE/H B GREOMERES 1 BIOXTENA LI, £72, 165.1 mg TOS/kg &
H/H &G E O 11§J75§i*ﬁ§mﬁ“&f;o7‘:o B OFT 4 FIE, WIRPTA

oS x, BHEBICEIEEZ LN,

3 BRI 1 g M7 OEEFEIEMIT 54,600 PROT. TOS AKX 9.5%TdHh - 7=,

9



—fIRRE, (AE, (AEHNE, B ELOREREICHBRYE O& 512 X
HEBIIH NI o T,

K EO M 500.1 mg TOS/kg (AH/H G TR 2 b, 50 KO}
165.1 mg TOS/kg (KAE/HHEGRECENICA DN, LaL, thoMmEERE
WCHEREBILONRD T2 5 BKEDOHEINIWERYE OVE LT
PIZEDHDOT, AEREETIRVNEZEX LN,

MR FHIMA CTlid, 165.1 mg TOS/kg K&/ H B 5HEDMEIZ DA WBC D
BIERHELNT=N, HEEKGE LA hoTZl D, HBRWEOE
BLE2ZoNRNhoT,

Mk A LR Tl 500.1 mg TOS/kg AE/ A& EROBETT VAV
AT 7 X —YOEH, &% 5 Ol T ALT OEfE, & 0 500.1 mg TOS/kg
RE/AEGEEOM T AST ORMENRA NN, —HFOMORIZHA LT
FTRTHY., BHEFEOICABERELB TIE o7z 2 & K OVYH BRI K
BIZBWTHBRMEORGIZL D EBIIA NPT ENE, 2D
OFTRITEBEH RO LEE 2 b,

165.1 mg TOS/kg &R HE/ H $ 5-#f O 1 T JH gk o> #8 b 81 &8 23 b BB 2 0 K 2)»
SN, M EEORBDITAL N o T2, FARTEED D 1L, BED R 2
LBNTFATHY, ARKGEELAON o2 énn, BENR LD
EEZ NI,

B TR A CO BB O BIIA LN o T,

T, ABRKTHTI 2 BMICA—7 0 7 4 —)b RIEIC K v EE ¥ AE R F 0
CNCHERE . LR, b5 5E O B k3 2 R M Re e E oo ke H AR & 320 L
72. 165.1 mg TOS/kg A/ H # 5-FE D IEIZ D LS B3 0 [E1 5 0 88053
SN, HEERGEENhoT-Z b, HRMEOEBELEZ bR
oo,

JECFA %, B EIC X 2 mHEFHEENA NPT b, K
REBRIZE 1T D NOAEL 2 i@ & TH 5 500 mg TOS/kg (AHE/H & HIKF L
7=

EFSA 13, ARBRICE W THBRYE O & 5 (2B L 7= #
ST LW L7z, (1, 4, 8, 10)

BMEZEFER T, ARBRCHBRME OB GIZ X 2 FHEIT AN A LR
Mol=Z b, KBRIZEBIT 5 NOAEL % & HE® 500.1 mg TOS/kg
ARE/H (287,469 PROT/kg AR/ H FH4) & | kr L 7=,

HESTNCY A RAYIR

i

CEEEERUVENAERER
FE i ATV,

. EERASHRER
F i S AL TV,

10



(1

9.
(1

. WMREBYICE T LEAERAER

) THAMERER (F8)

% (WM, 1 Hip, MERES 99 P/RE) 2 B. licheniformis JPBLO01 ££
WAEEST LTV VT a7 —EBRA4E 37 HEREEERE (70 Utk
77—+ L LTO0, 15,000, 75,000 Xix 150,000 PROT/kg fiil £+ (LA
L LTO0, 172.5 . 862.5 X% 1725.0 mg/kg flkl)) L. MF&EMERER ) 3
Sz, GEHE, &5B46 22 H BICA X — X —fES) 5 7 v U — ke
Y Bx T, BERIG 22 K35 HEICHRELZME L, £, k&L
HIZIX, SHEOMERES 6 POV T, MR & O IR AL F 00 A I O
(R A S L7, RIS, IRE OIS HEALE K O O & & &
E LT,

BHEMOETRITEWIALN R N> T,

P 5B 44 35 H# @ 150,000 PROT/kg Bt &% G RED AT K X —H M7=V
DOIEEEINEIL, L 15,000 PROT/kg filBHE 5B L L L TH E
WZE o T,

MR 2 e ML R B AL R A T, S RENISEWIZ A DR o T2,

75,000 PROT/kg £l Bt LL b3 58 D WALE O ot B 823 <k FREE & el L
TAHBIE > 7208, FHFEREISEWVIIRESNR Do T2, PO O
Mt EEIL, SREBIEWVIZAON o7,

l&es OWHIRAT R & L C, ®HRREZ & T 2R TR T O AR H I, FFI&O AR K
FELITZFEM., EREIROIEE., WROIE K, MigoZERXIZ7 7 7Y %0
ZFEDRERNDEFNCH BTN, b OFT IG5 ICEE - 5 58 L
IEZ N o T,

LS, #BRWE 2 BICHSIRIMED 10 &% T 37 HREREH&R S L
ThH, BoREMEIIB&IIWEEZ LN, (B 1, 8, 11)

HENIEENLIVEICEHT S2FLHE

) Bz & Al

B RAIOREICHER SN 2WE D 5> HLAKUSSOWE L, BEWE KO
HTHRDEE L THARBO LN TWIMETHY ., 2 E THEEHRINY O
B W THERShTEZbD0ThD, (B 3)

Wil > U o A%, ERNCTESBINYICHE S v, JECFA T ADI I Inot
specified] (FFEL7Z2W) LanTWnWbd, (12, 13)

Err—2F BERNTRMHEI®IC ThRera—x ) [HUNMEHER &L
n—2Z] KL IS Lre—2) NMEESINTEY (2 14), JECFA

FERFITEPRATHY | M= —T 4 7 LT D, WAL g Y72 OFEREMEIT

86,973 PROT T&® %,

ZWB BT L7047 —HEEEO THHMH) ITHETEE2005,
ZWBICBF L7047 —HEEEO THRHH) ITHET 52005,

11



TRt L =2 RE/NL T —AD ADI IZ [not specified] & i1
TWb, (15, & 16)

THXARNY T EATE NAEEMORNIME L THEASL, RO&ES
TIX1HY7-VHRK 12015 g I TS, (B 17)

abEld, Enmlil@EEFEEENLTVND, (B3 18)

REEH N T NE, BN TR ESNLTEY (B8 12), &
BEFEESTHML TWA7T (B2 19), JECFA T ADI /X not specified |
EEINTWD (B 20), 72, ENTIIE NHEELORNY & L THEH
S, ROEETIE1HAY720 K K640 mg I TWVWD, (B 21)

L, BRHOBHTHED O SZHETH S, (B 22)

(2) mIKEF
TORBF OREICHER SN 7)Y VU EYIVE b=, REWE
EOHERDEE L CTHARBDLNTWIHETHD, (B 3)
7V, BENTRELBMDICIEESNTEY (2] 12), 3w E
WHOWMA &L L THERAINTND, (B 23)

e b=, ENTD-YAE F— e LTEMBINMICEE ST
0. JECFA T ADI IZ lnot specified] & 3L TW5, (M 12, 24)
ZREAERST N U LAX, ENTEMTINMIZHE L, JECFA T ADI®

HEINTWD, (12, 25)
YVECEEA ) U AT, ENTELIBMMICEEINTEY (2 12),
BMEEZERIZBNT ADPAREIN TS (K 26), JECFA T
ADIVORFERE I N TWDS, (M 27)

vy

i

UEDZ et RBEANCEENTWDIWEIX., ORI, BEfFOREME
Al & OARAIORIE - HEZBEET L. ARFOZARS & L THERL
hHEne PORBGCBIIEE TS DRE L E T,

10. ZDDRER
(1) RERBHEHAE
X (RFEARH, 3PL) A T RS RIS 2N e S i,

TEEORELSNNL DAL T AOEREICET S ERME S LT 2,000 mg/kg K E/H
(e onad L)

8 ZREW., BREFRE (Wb, BYVTAL, FTHRIDL), RUXTATE R, EE
RO RUDAT A a— L EONERBEHBER DL T —F ADI (R EFE L
LT O0~5mgkg {A&E/H)

SN UMBEOEDOEE (YN ECBAV UL, INECBAINTTLN) DT —T
ADI (Vv b s LT 25 mg/kg (K&E/H)

0 e rBiticEzo vy oL, BV U LEROYFT N U LED 7 v—7 ADI
(Yve ke LT 0~25 mgkg KE/H)
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B. licheniformis JPBLOO1 Bk N AEFET H T NV VT o Tr 7 —FokE
1 KFf 0 & B EE ST B IR 72 KL BE K OVAR & Ceg B SOV MR B 70 VI S A &
AT, TG ORERIIHREG 7 HRERZRICITHEE Lz, &5 24 R 12 1 41
THEORMMEEEN A Hiv, 48 % TIXTHREOHIKIEMR L 720 | 14
HIZRIZIZHE LT,

EFSA 13, ARBOFER O ARAIT e FOEEIT L THIEMETH D
MW L7z, (B 8)

(2) BRRIZ M BR

7YX (NZW fE, K 3 UC) Z2 W CIRAIPE MR 23 30 < e,

B. licheniformis JPBLOOL kN AEET D57 AV VT o T 7 —EBDE
1 REfI#2 1T, HEIBE O BEEE D F8 R o VR S 7> & A1 BE oD JlE IR I DM 8 B 0 BRI
DRFICHA BT, MEOHIEO A I b 6T, &5 24 K1 O 24
TREOKRNA LN, BE 48 FEZIZIX, R~ORBITHE K LT,

EFSA X, AKRBROFE RN G | ARFANARFITEEIL W E BT L, (&
# 8)

13



I. EREEEFICE T 5EEM
1. EFSAIZH I+ 55

2009 F12, REA| OO NEE R B~ HIZBI 9 2 55l 2 F i L 7=,

RAEHIA 1 g Y- VIR AERAEDIE TN TELT, FICEALL
DNA (ZHHBA KRB CTCH o722 L 2R LT,

& F Bl B~ O HESE RN & (15,000 PROT/kg k) (2 L CTBIZMA THh -
2 e, AEFITHEIIH L TLEZEThD EFE X,

2 ODBmEMERER (invitro DIE 2 AW EIRRRE R L O e FE
MY > o ER & T G /éﬂ@\fnit%ﬁ) THEEBENRAON M2 2 & K
D90 HHHAMEHE MR TR GICLDIEEBR LN -T2 b | AR
Hof B~ Iz & 5{%%%1\@ URZIZBNWEEZ I,

F o, ARBANI L ERIEIEWE & Sz, B RAEYE & O 28 M
B 2B A IRIREE S N o T2 2 & B RS RRAEME M OV 25 8% 1
HTHAREMENH D ECHIEr L7,

AREBNOFEHRTZ 7 ETHY, BEHELEBMOMILE TR, R
FibEns7720, BE~DOY A7 0BT L, (B 8)

2. JECFA IZH 1+ 551

2012 FEIC, BRI E L CORT LA VT a7 7 —¥ 05l & Ehii L
72

N. prasina kD7 a7 7 —Bi&a 1% B. licheniformis {238 N\ L 7= pE/E
X, BEFHICZEL T, SUAEWEMNEER X OEE DNA Z#35 AT
WRWnWeE LTWng,

B. ]1’0]291111"01"1211’5 JPBLOOL ¥k AFET AT A I T o Tr T —EDT7T I/
R OMFEMEICET24EaFEREY (NAFT A4 T7x~T 407 A
(bioinformatics)) ﬁﬂﬁ@fﬁ:ﬁ%ﬁ)?,n BROBRICEAZT VAL T TFHEN
mWEE R T,

BAR T MEIZ DWW TIL, In vitro DFIE 2 AW 72 8 IR 2288 BB O FE R0 B
GEIRIEMFHFHNE T 72 < | Invitro D & N U L NERE F O T Yl fR BL G ERER O
RO REEKEFFRED RN EE T,

7w a2 HWE 13 HE MR T, &5 ICBEE L - E R 2
XA 6NRProT2Z b KBRIZK TS5 NOAEL & mMHED 500 mg
TOS/kg (RE/H & ¥ L7z,

EMNZBTFAZART A VT a7 7 —E0—~HAEFIE BEBEOHEEMIL,
1.5 mg TOS/kg (K#/H TH > 7=,

ZO—HBFIISERZ. 7y AV AEFEERBRO NOAEL (500
mg TOS/kg AH/H) L L T, < FE~Y—T 138 3605 ThHh -7, ADI
IZ Tnot specified] & L7-, (=M 4)

14



3. FDA [ZH T 55l
2011 2, KT AH VT T 7 —BEfERNY E L CERAIL TV,
(1, 28)
T2, 2015 T, BTN E LT, B - EWMESY X7 E RO
K REEEFZE L L CHATA2BICEMEI O X X7 E 1 kg %720 i K 785 mg
TOS £ TOMH THIE GRAS (Generally Recognized as Safe(— % IZ% 4
EHIREINDIWE)) ThHhHEEINTWVWD, (B 29)

4. FSANZ [ZH 11 5 5T
2011 4E (2, ARBANZSOVWTRA LTS, (B 30)
EJ 2015$ WCART NIV T e T T —EBxBMITMME LTRATLTE
D, TOFENFIZLLTDOEBY TH S,
- HLPEW Co D B. licheniformis 3. 7 FPEA . R K& OVZE Jd 2 B e
72 MTBIAN E ULTHEH SN2 R EBANTITIFE LRV, S 61T
licheniformis 1%, BEIZKGR SN TWHE L < oM TIH A E@@%%@
AERE L TERIMEHAINTEREEERNH S,
BRI ERBEBEMLICEE TN L2V, RNEELTWE EE XD
ns,
CNRNAFA T HIT AT NG, KT AT VT a7 7 —B B
DT VLT RRwmd LAY AR élz75>7‘ocu\: EMIRINT,
-7y MW 90 HREHEaEBEERR T REHETEEN L LT,
AR B IZH 1T D5 NOAEL % 500 mg TOS/kg (A&E/H TH » 7=,
s RKTNH VMW T v T T —FIX in vitro DR TELEMEEZ R I 2o
776
L, K7V Terr—E2B8AMIEA S L THWEZSEA,
b FOENNZEMEICETAMBEIT W ERwm L, £, FETE H
P— RiZ7enz &5, ADI X Tnot specified] EfEfm L. T OO RFIXL
& E ORI Ll Lo, (/] 31)
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IV ﬁﬂﬂﬁ-%?xaanﬁ

B. licheniformis JPBLOO1 (kN AEET 27 AV VT a7 7 —EB L2 FIK &
T2 EEHRIN O BHNL, B LK OWIREAI O 2 FEEH VO | HEEIRINE TS
Mkl 1 kg M7= 15,000 ¥ > /37 E o3 Rl & B4 (PROT) (24,000 7= A H
HAL DAL Y) 3TV

RKTNAVETa T T —BIZONW T, IRNEIEE R O RBII I ST
W, LrL, ANLHKIC K 21HAEEBR T L 72 30 oM 0Lz L b AR

TNV T e T T —BITEk & T,

KTV IMWETaTr 7T —8E2HWiZEEemER R Tld. in vivo ODRERITE
it SV TCTWAR WA, In vitro ® 2 REBROEEI VNI bEMETH-T- 2 & &
OHEIERBROFERNS, KT A D VT T 7 —BITiT AR & - TR
e D BIEEEILRNEE X T,

7 v b 13 HEHAEFEERBRICBNTC, AT A IHET e T T —BOH
Bk amEpTRixAN 2 holzZ Enn, ARERICE T 5 NOAEL 3
mHETH D 500.1 mg TOS/kg (K&E/H (287,469 PROT/kg {KEHE/HFHY) &
HIWr L7,

K%ﬂ%mwk%@ﬁ%ﬁ@@@\%Q%M%®1om%(wawo
PROT/kg filk}l) Z#IREEHEE L TH, HEGICLD2EEBIIA LN 5T,

BANCE TN T DE I, %@ﬁﬂﬂk{ﬂ BEAF O 753 M FE AT Jo QA B oD
Mk - HEEZZET 56, KRBAIOEHK S ELTERLEZLEAEDOE F~D
fREEFEIIEE CEIRE LS 2T,

Loz &6, B. licheniformis JPBLOO1 Bk AEFET BT VA UV ET =
TT7 =P EEE LT HEBRMBS, BEUICHERASNDBRY BT, &
ZBLTE FOBBICKELHE 2D EEITIEECEIBRELEE T,

¥, RKTNHY %71:!77 BlZ oW TIE, s x f RSNy o
ZAMICEA L THLIHBEZE N R EINTVEZ b, BHRKEEICBIT LA
A BHRIN) OB NZ DN T, Y B MR ZEFMOBR L E 2 24
HNRH D,
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(GBI - REBEFBT

s o S Zax i
ADI — HEIFE&E
ALT 7951\3/7‘:/ KNG AT 257 —F \
(=N I ARENE AR T AT I —F (GPT) ]
AST TANRGXANET I ) NT AT =F7—8
(=7 NVE L ARAFTY alR T 27 17— (GOT) ]
EFSA RPN £ it 2 4 1% B
FDA K] £ i [ 3K )T
FSANZ F—=AFTVT « =ma—V—F 0 R EEKY
JECFA FAO/WHO & [R & s s Z =5
NOAEL I 5 M
PROT G N B Gy R SR AL
SDS RF U NAET Y oL
TOS WA [E 25y (Total organic solids)
WBC I 1fn Bk 4k
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(BH])

1.

10.

11.

12.
13.

14.

15.

16.

17.

18.

19.
20.

21.

DSM ¥tk 7 VT e s 7 —8  SERNREERERSE #
i (FERF)

DSM #X &4t : 7Ah VT e s 7 —8 AR EEEAEER R
fT&R 1 GERZR)

FRBE e OVEREHA NG D R oy BiAs S I T 28 (A 51 FREMHAETHE 35
)

JECFA: Serine protease (chymotrypsin) from Nocardiopsis prasina
expressed in Bacillus licheniformis. Safety evaluation of certain food
additives. WHO Food Additives Series 67, 2012

DSM X &t 7Aan V7 r 77— BEE GEAE)

DSM A=t . 7 A B VT e 77— BEERMGEROQ FEaR)

DSM XS4l . 7B VT e Tr 7 —8 MBI EEEAER IR
&R 21 GEAFR)

EFSA (Panel on Additives and Products or Substances used in Animal
Feed and Panel on Genetically Modified Organisms): Safety and efficacy
of Ronozyme® ProAct (serine protease) for use as feed additive for
chickens for fattening. EFSA J 2009; 1185: 1-15

DSM #X &4t : 7An VET e s 7 —8 fARHRINEEEEAER R
frgr 22 (FEAFE)

DSM ¥tk 7 A VT e 7 —8  SEHRINMREREER SR IR
fr&r 20 (FEAFE)

DSM XS4t - 7B VT e Tr 7 —8 MBI REEEEAER R
gl 23 GEak)

B AEERIT R (MR 28 EEAB S 23 5) BlFE 1

JECFA: Sodium Sulfate. Evaluation of certain food additives and
contaminants. WHO Technical Report Series 909, 2002

BEfRI N4 & (SERE 8 HRIR A R 120 &)

JECFA: Microcrystalline. WHO Technical Report Series 884, 1999
JECFA: Powdered Cellulose. Evaluation of certain food additives. WHO
Technical Report Series 599, 1976

EEARML : 77X A MY 0 EELBNDEIR 2016, B AEIE G RINA
=it 5

At bR - AFiEi [ X7 —2 ] 2010 4
BWMZEZER NN E TRV T L) (CERR 2849 H)
JECFA: Some antimicrobials, antioxidants, emulsifiers, stabilizers, flour-
treatment agents, acids, and bases. WHO Technical Report Series 733,
1986

FEE QAL RV U A EHRLIINEIL 2016, H ARG RINA]
(R e
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22.
23.

24.

25.

26.
27.

28.
29.
30.
31.

FEEEN B AR F @R 2 0 B Bk~ R 7w 788 e TR R
BWEEZES WA T 7 F 2 OBINAI O i 2R A R CERL 29
# 11 H 7 RBUE)

JECFA: Sorbitol. Evaluation of certain food additives and contaminants.
WHO Technical Report Series 683, 1982

JECFA: Benzyl derivatives. Evaluation of certain food additives and
contaminants. WHO Technical Report Series 909, 2002

BN ZEETES CINNWEHEE Ty b U va) (204 11 H)
JECFA: Sorbic acid and its calcium, potassium and sodium salts. WHO
Food Additives Series 5, 1974

DSM A=t . 7 A B VT e 77— BEERMGERO FEa®R)

FDA: Agency Response Letter GRAS Notice No.GRN 000564

S BUF : APVMA Gazette, No. 1, 18 January 2011

FSANZ: Serine protease (chymotrypsin) as a processing aid. Approval
Report-Application A1098
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