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REC-BG00219-00 CERTIFICATE OF ANALYSIS
N - - »
ame gg )rOdUCt Folic Acid Hydrate (FE)
Lot No. Report No.
G2 C0S022407002 (42 0207002(COS)
Quantity Test Date
CHA) 125Kg (KT E ) 2024/07/07
Mfg. date Report Date
(A== i) 2024/07/04 GREOE) 2024/07/15
Quality Standard Re-test date
R b EP11 T 2028/07/03
COS No. R1-CEP 2005-031-Rev 01
TE Tests PrE  Standards 21 Resulis
Appearance Yellowish or orange, crystalline powder. Yellowish crystaliine powder.
(FR30) R RAasaTER=R) (HAESEERRD

A. Specific optical rotation ( Bt 78 BF ) +18° to +20.9°
+22°(anhydrous substance LAk #it) i

B: IR absorption (ZT4MRHL) Complies (FF&#E) Complies (FF&#E)

Identification (%))

D: Water (7K4+ 5.0 %-8.5 %) 8.1%

Impurity A not more than 0.5% (Z&fii A A KT 0.5%) 0.22%

Impurity D not more than 0.4% (Z=J& D AAT 0.4%) 0.11%

Impurity C not more than 0.3% (4« C AAKF 0.3%) 0.21%

Impurity E not more than 0.3% (4% E AKTF 0.3%) 0.01%

Related substances | Impurity G not more than 0.3% (ki G A AT 0.3%) 0.10%
(FEXHE) Impurity H not more than 0.15%( & & H AKX F 0.15%) 0.05%

Impurity | not more than 0.15% (/& | A KT 0.15%) ND(<LOD) CR#r@ED
Individual unspecified impurity not more than 0.10%

0.06%
( PAREBRFEAKT 0.10%)
Total impurities not more than 1.2% 0.76%
‘ (B REERART 1.2%) :
Sulfated ash 0 - 0 0
RIS Not more than 0.2% (AXF 0.2%) 0.07%
Water (K7D 5.0 %-8.5% 8.1%
Assay (&b 96.0-102.0% (anhydrous basis LLFEK#) 100.1%
Particle size (HiEF) D50 4.348um
article size (FiJE D90 13.0680m
Afzftggﬁ??ﬁ:;@a‘ NMT 1000CFU/g CR7&3E 1000cfu/g) Less than 20cfulg
Mold and Yeasts o
Wi XEsun / Less than 20cfu/
(BT R BT A M) NMT 100CFU/g (A433F 100 cfu/g) ess than 20cfu/g
Escherichia Coli "
e F g MMera ND (GR#E)D
) Should be absent per g( & g AR E) FEH

Conclusion (&#) : Complies with EP11 (&4 EP11#E)
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