CERTIFICATE OF ANALYSIS

Document number #%: BG-C008-04-03

Product name Cyanocobalamin(Vitamin B12) Mfg.Date Sep.21,2024
P a T WRhRE (HE4:3 B12) 4=l 20244E09 A 21 H
Balch No. Cert.Date Ocl.08,2024
5 C240926F 3014 B 2024 4 10 /1 08
Packing 0.1kg/tin Exp.Date Sep.20,2029
BRI 0.1kg/Hl K2%E8M 2029 4£ 09 J1 20 FI
Batch Quantity According as USP-NF 2024 and in house
: P EEG I 2024 AN Py iR dE
Test ilems Specifications Resulls Test methods
R K e PP L7y
Characters Dark red crystals or amorphous or crystalline red Complies | Visual method
AR powder. X 4L A RIKIEE MERE RO AR A, FHEEOR B
UV: The absorption spectrum exhibits maxima at Complies
(dentificalion A | 2 6%10m.36121nm,and550=2nm. 2 278 1nm. | gayisk | USP-NF 2024 monograph
%9 A 361+ 1nm &5 550 +2nm B Ab 7 R, BETEA 2024 Tib
> At nm/A2zsam : 1.70~1.90 1.87 = >
Ay nmfAssonm : 3.15~3.40 3.28
Identification8 | Coball: Meets USP requirements Complies | USP-NF 2024 monograph
%% B W FA LR EDR HEER | MG 2024 €ip
HPLC:The retention time of the major peak of the
IdentificationC | sample solution corresponds to that of the Complies | USP-NF 2024 menograph
%5 C standard solution f¥ & 81 LG ERIM A SIFAEGE | FEI0R | REFN 2024 Fig
_;’1'
; USP-NF 2024
LOS;‘; %n’fzmg <10.0% 3.4% monograph/USP<731>
o) REF A 2024 4L <TI>
Assay 0%~102.0° 9 USP-NF 2024 monograph
i 97.0%~102.0% 98.6% F L 2024 4 ip
Total impurities 24451 <3.0 % 1.2%
7B ,8B -Lactocyanoccbalamin €1.0 % 0.6%
su’::::l:; : 34-Methylcyanocobalamin <1.0 % 0.1% USP-NF 2024 monograph
12 8-Epi-cyanocabalamin <1.0 % 0.2% REFH M 2024 Fig
Any other unidentified impurity }E{E—#: 2% 2 44
1i§1 and 50-Carboxycyanocobalamin, 32- 0.2%
Carboxycyanocobalamin <0.5%
Acelone In house/(GC)
7ifd SO 38pPM | 445 SOP-QC-001-04-09
The total aerobic ChP 2020 <1105>
microbial count <1000 cfu/g 25¢fulg 2020<1105>
RS % PR
The total combined ChP 2020 <1105>
yeasts/mould count =100 ¢ <10cfulg B2 2020< 105>
BYBR G AT 1 8234 W) /" PSR '
Conclusion : The product com ré% ecl of USP-NF 2024 and in house standard.
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