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CDQ J%i-230/A-0

= H 1
i 4 7 e R #it 5
Product Name Levocarnitine Batch/Lot No. D17=1401901
i 7t e T 25kg/ff
Batch Size & Pack Size 25kg/drum
A 7= H 2K H
MFG. Date 214-01-01 Retest Date 25121
w®EHH MERT
Report Date aitla-09-22 Report ID s
R _
Standard Q/CDIJ3.09 (68) 2013 ( Current USP&EP)
K% H K 5 4 #E o BT 7 K% 45 R
TESTING ITEM SPECIFICATION METHOD RESULT
510 .4 B P R . frr
Appearance White Crystalline hygroscopic powder Conform
ST, WTHRLE (96%),
VIR JUFAGE TP e e
Solubility Freely soluble in water, soluble in warm ethanol Conform
(96%), practically insoluble in acetone
Sy M - Conform to IR absorption spectrum of | EP(2.2.24) -
Identification Conform
reference standard
ST U b= ek EP (2.2.1). e
Appearance of solution Clear and colorless 2.2.2) Conform
EE BEfE 0 °
Sty rofation -29.0~-32.0 EP (2.2.7) -31.3
pH 6.5~8.5 EP (2.2.3) 7.5
Ky = "
Water <1.0% | EP (2.5.12) 0.07%
TR IR ot :
Sulphated ash <0.1% EP (2.4.14) 0.04%
=
R oy proig
Chlgrdes %0.02% EP (2.4.4) <0.02%
Bl o
Sulphates <0.03% EP (2.4.13) <0.03%
EERE EP (2.4.8)
< 0 o T
Heavy metals el Method A <0H01%
PAY
ITE? A <0.1% 0.040%
mpurity A
ARUR R E— e
Related Any other <0.05% EP (2.2.29) 0.04%
substances | individual impurity
AE‘\ %J%)ﬁ << 0
Total impurities <04% 0.14%
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i 4 22 i Rk #it 5
Product Name Levocarnitine Batch/Lot No. Ll
it &t I 3% AL i 25ke/f
Batch Size g Pack Size 25kg/drum
A= H# 2k H#
MFG. Date i Retest Date g
W& H#M WERS
Report Date 2014-09-22 Report ID BLA08TE
KIS -
Standard Q/CDJ3.09 (68) 2013 ( Current USP&EP)
K% 5 H K% b HE o BT 07 K% g R
TESTING ITEM SPECIFICATION METHOD RESULT
PO=NR > 2
==z (§%7K%V"> o/ 0 : : 0
Assay (by anhydrous) 98.0 %~ 102.0% Titration 99.9%
PREER (28 <0 50 0
Residual solvent (ethanol) =Uo% e e L
AL Ak (<1ppm) Cib Appemiix
Cyanide Non detectable (< 1ppm) VIl F oy
Method A
— T <100ppm In-house(GC) 13ppm
Trimethylamine
Al lﬂﬁ}ﬁﬁ <0.1% In-house(HPLC) 0.02%
D-carnitine
, 4 B :
WEEY) Total Ll;acteria count =I0CELE SILERCE
Microbial AR EP(2.6.12)
limits 4 [l P B T bl <102
Yeasts and molds <10°CFU/g <10CFU/g
4 W: £F& USP 1 EP IATHK
Conclusion: Comply with Current USP&EP
%’ EE: Y
Remarks:
Prepared by/Date Reviewed by/Date Approved by/Date
2
22 —}A—“%—zw-}%?, 2] 14
QcC QC QA
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