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The food enzyme glucan 1,4-o-glucosidase (4—a—d-glucan a-glu

i
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cohydrolase; EC 3.2.1.3) is produced with the non—-genetically mo
dified Aspergillus niger strain NZYM-BO by Novozymes A/S. It was
considered free from viable cells of the production organism. I
t is intended to be used in seven food manufacturing processes:

baking processes, brewing processes, cereal-based processes, dis

tilled alcohol production, fruit and vegetable processing for ju
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ice production, production of dairy analogues and starch process
ing for the production of glucose syrups and other starch hydrol
ysates. Since residual amounts of total organic solids (TOS) are
removed by distillation and during starch processing, dietary e
xposure was not calculated for these two food manufacturing proc
esses. For the remaining five food manufacturing processes, diet
ary exposure to the food enzyme-TOS was estimated to be up to 2.
97?mg TOS/kg body weight (bw) per day in European populations. G
enotoxicity tests did not indicate a safety concern. The systemi
c toxicity was assessed by means of a repeated dose 90-day oral
toxicity study in rats. The Panel identified a no observed adver
se effect level of 1,920?mg TOS/kg bw per day, the highest dose
tested, which, when compared with the estimated dietary exposure,
resulted in a margin of exposure of at least 646. A search for
the similarity of the amino acid sequence of the food enzyme to
known allergens was made and one match with a respiratory allerg
en was found. The Panel considered that, under the intended cond
itions of use, the risk of allergic reactions by dietary exposur
e to this food enzyme cannot be excluded (except for distilled a
lcohol production), but the likelihood is low. based on the data
provided, the Panel concluded that this food enzyme does not gi

ve rise to safety concerns under the intended conditions of use.
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The food enzyme o-amylase (4—a-d-glucan glucanohydrolase;
EC 3.2.1.1) is produced with the non-genetically modified Asperg
illus oryzae strain NZYM-NA by Novozymes A/S. It was considered
free from viable cells of the production organism. It is intende
d to be used in seven food manufacturing processes: starch proce
ssing for the production of glucose and maltose syrups and other
starch hydrolysates, distilled alcohol production, brewing proc
esses, baking processes, cereal-based processes, plant processin
g for production of dairy analogues and fruit and vegetable proc

essing for juice production. Since residual amounts of food enzy
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me - total organic solids (TOS) are removed by the purification s
teps applied during the production of glucose syrups and distill
ation, dietary exposure was not calculated for these processes.
For the remaining five food manufacturing processes, dietary exp
osure was estimated to be up to 0.134?mg TOS/kg body weight (bw)
per day in European populations. Genotoxicity tests did not ind
icate a safety concern. The systemic toxicity was assessed by me
ans of a repeated dose 90-day oral toxicity study in rats. The P
anel identified a no observed adverse effect level of 1,8627mg T
0S/kg bw per day, the highest dose tested, which, when compared
with the estimated dietary exposure, resulted in a margin of exp
osure of at least 13,896. A search for the similarity of the ami
no acid sequence of the food enzyme to known allergens was made
and one match was found. The Panel considered that, under the in
tended conditions of use (other than distilled alcohol productio
n), the risk of allergic reactions by dietary exposure cannot be
excluded, but the likelihood is low. based on the data provided,
the Panel concluded that this food enzyme does not give rise to
safety concerns under the intended conditions of use.
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BTy oK, HEHEAFEEMMAENER U S, 1996—2019 4, #ILFEE
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KERMERER D ELFEYLAIEN. 2021 4, RV RAHA LI E
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FH B A0 | BPSPS By vENE, ATMATH FER M AAAR. BAR
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terium sp. ) Wk CP4 #14 % W 6y CP4-EPSPS, ELA Loy S H bk, o
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JELHE & (BB (PAT) RABERE T 0B ok, THESRBN
A N-TBRE %, #h PAT W E AR b RiE, FEE M LB RS,
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7= i B R T A A g U 7% B 434 4 S 4 . NAG Fo MPP & Am, DU 4% fi
7 (IMPR, 2012) .
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RMEEZER, W T RENEEILEED T ORBRIE A, E7EH
HEEREY, ENERWRMRETHR; (3) EFEFFTHE, REAX
HRBER, RXFTERBUFERBRIR; (4) BT E, R

24 70 27 W



FIEDN LRI H B AR« 5 665 1Y)

ST RE WEN T2 REHE; (5) EXREPWAE, % CRGBILFE
FHERD AT R TR

HIE B Y B AR R PR A M B BAS R L s R A Z A (&
FERLR) 7 AR BARIE R R T Ao fuik Doc (FRREARR) T fifxx (H
FRERFE ) B (fR4) WRE” WHRIE R & i fod & 5% iR R
2 7= i B R R BOR 38 1% ) 2 LAt 08 e B KU

5.3 RGBT AHE A

ATY RERBEEILER, HEAWKREANEDARERNELS H
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