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CERTIFICATE OF ANALYSIS
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CDQ ii-230/A-0

% E R AT it % P
Product Name Levocarnitine Batch/Lot No. D002
it Bt 005ka e 25kg/f
Batch Size 2 Pack Size 25kg/drum
L R W U
MFG. Date 2020-01-01 Retest Date 2021-12:31
14 B W . &S .
Report Date 206200110 Report ID G200034
R )
Standard Q/CDJ3.09-129)
R s 5 A7 Ak a3 8t J7 ¥ 4 &5 B
TESTING ITEM SPECIFICATION METHOD RESULT
AR A <0.3% 0.012%
X | Impurity A
TR TREB AR — 2R
N Ak i ey < ) 0
Helated Any other individual impurity =L HPLC-UY 0.03%
Substances| g
JS8 il <0.5% 0.08%
Total impurities ' ’
LT -
. o X <0.05% ;
ARAR 2 L=C yanide i In-House NP
Related SYEZE ==L (HPLC-ELSD )
Substances2 | 2.3-dihydroxy-N,N.N-trimethylpropan- <0.05% N.D
1-aminium chloride
SR .8 . ,
Residual solvents | Ethanol i In-House( GC) 0.04%
=H & ,
Trimethvlamine =< 100ppm In-House( GC) 4ppm
HRIET <0 100 In-House
D-carnitine =0.10% ( HPLC-UV) 0.08%
e | BB -
ﬁi}*ﬁglﬁ&p Total aerobic microbial count 100chu/g BB S5 2cfu/g
icrobi o 6.12
limits St A B <10cfu/g <1 cfulg
Yeasts and molds S s
21 Py -
Bacterial endotoxin <0.1EU/mg EP (2.6.14) <0.1EU/mg
p AERH (<0. 1ppm)
Ay Ch.P <0806>
HL) Not detectable (< 0. ! ND
Cyanide Ippm) method 1
4 it
Conclusion:
& MR, FeE MRS IEERE TR
Remarks: Temporary restest date, stability study on-going
Pr ared by/Date Reviewed by/Date Appro,ved by/Date
{ w Zo20 -9 - J? M 20,0l 19 AN ool
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