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® H%HEsR% 2k 455! (ESFA) 2011
European Food Safety Authority Guidance (ESFA) 2011
§ ARG o R of FLEPE AR R 4 5]
Guidance on the Risk Assessment of the Application of Nanoscience and Nanotechnologies in Food and Feed Chain.
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® %P § %23 No.1169/2011
European Union (EU) Food Regulatory (EC) No. 1169/2011
S&¢ 71 24 R SRR (2014/12/132 »%)
Mandatory labeling of Nanomaterials as ingredients in Foods (effectlve 2014/12/13).
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®iRs AR PR HIG 2012
United States Food and Drug Administration Guidance (US FDA) 2012
BAFnds  EE AR PR AT R S F a2 (f fipd )2
BRI 0 % 28 IR R g e B
Guidance for Industry: Assessing th= Effecis of Signiticant Manufacturing Process Changes Including Emerging

Technologies, on the Safety and Fegalatcry Status of Food ingirzdients and Food Contact Substances, Including Food
Ingredients that are Color Additives.
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Eva Chen: service@bioma-tek.com
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Size / Size distribution Parameter Results Methods
1 Composition Calcite CaCO5 TEM/EDX, XRD
m 2 Size / size distribution Average Diameter / Standard deviation
® _ Crystal particle size 36/ 4 nm XRD
A ® Primary particle size 73726 nm TEM
A Powder size 17 7 10 pm SEM
- o 3 Shape Cubic TEM
4 Aggregation/Agglomeration
&:..o Solubility /di Tbilit in relevant media Average diameter / Standard deviation K-Kit/ TEM *
# 8 @ & o e i
Nano-Objects 68 f 20 nm (number 58%)
o ‘a.:: Aggregations / Agglomerations 180 7 70 nm (number 42%)
" 5 Solubility/Dispersibility < 0.01% in Ca>* form ICP/MS
o " ": Dispersed in DI water = 4 wit% K-Kit/ TEM *
L (20 ~ 450 nm)
i); 6 Surface charge 234 +1.3mV {Irl Di water) Zeta potential
} 7 Surface chemistry Surface atom: XPS
C (35%), 0(48%), Ca(16%)
8 Specific surface area 18.14 m?/g BET
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2kt &% 8 Liquid sample TEM (K-kit) (us 7,807,979; PCT/US2013/049595)
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