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Product Name Levocarnitine Batch/Lot No. DOLTSRE
it B o 3% 3 e 25kg/h
Batch Size & Pack Size 25kg/drum
&= H# 28 H#H
MFG. Date 0151441 Retest Date 2015+12-40
& H# WEHS
Report Date 2014-11-21 Report ID G140733-.1
5 4 _
Stasdasd Q/CDJ3.09 (68) 2013 ( Current USP&EP)
K % 5 H K5 b #E o #r 7 B4R
TESTING ITEM SPECIFICATION METHOD RESULT
5L FaL R A EE i
Appearance White Crystalline hygroscopic powder Conform
GHETH, WTHRLEE (96%),
VIR JLFAGE T e e
Solubility Freely soluble in water, soluble in warm ethanol Conform
(96%), practically insoluble in acetone
14 o Lﬁﬁﬁﬁlﬁlﬁ‘]élﬁ]\@]iéﬁﬁ 2t A
%5 . e
: 2 Conform to IR absorption spectrum of | EP(2.2.24)
Identification Conform
reference standard
ST EE T EP (2.2.1), iy
Appearance of solution Clear and colorless (2.2.2) Conform
ELhE o o
Sreeiflc totation -29.0~ -32.0 EP (2.2.7) -31.2
pH 6.5~8.5 EP (2.2.3) 7.4
7.K§J\ = 0 0,
Witsr <1.0% EP (2.5.12) 0.04%
) Sl :
Silphated ash <0.1% EP (2.4.14) 0.02%
V=3
CRitY) o g
Chlorides <0.02% EP (2.4.4) <0.02%
Bimph T
5 Iphates <0.03% EP (2.4.13) <0.03%
EeRE EP (2.4.8)
< 0 .
Heavy metals S Method A L
Ju i
71_\‘& A =l 0,
Impurity A <0.1% 0.045%
ARUR | Bk E— e
Related Any other <0.05% EP (2.2.29) 0.04%
substances |_individual impurity
24 I
7S /L < 0,
Total impurities =04% 0.13%
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Product Name Levocarnitine Batch/Lot No. D017-1312233
#it & 400k A5 B 25kg/f
Batch Size & Pack Size 25kg/drum
&= H 2K H M
MFG. Date Sl Retest Date Ot
R0 s
Report Date 2Ll Report ID il el
KRR B
Standard Q/CDJ3.09 (68) —2013 ( Current USP&EP)
R 5 I H B 5 4 #E ar ¥ 75 ¥ K% 45 R
TESTING ITEM SPECIFICATION METHOD RESULT
Pa=N 2 N
e g 98.0 %~102.0% Titration 99.7%
Assay (by anhydrous)
BRI (2R o 0
Residual solvent (ethanol) SD5t USP<467> 0.03%
= p h.P i
Rt AEfL (<lppm) Ch.P Appendix
Cyanid Non detectable (< 1ppm) VIl F NI
s e PP Method A
=T < 100ppm In-house(GC) 2ppm
Trimethylamine
H ﬁfiﬁ‘]ﬁﬁk. <0.1% In-house(HPLC) 0.02%
D-carnitine
2 gﬂil%"l%l‘iﬁ 3
) Total bacteria count =10°CELVg ~<10CFU/g
Microbial T EP(2.6.12)
limits 5 bRl MRS g rol e
Yeasts and molds =I0CELE 10CFU/g
4 W: FF4 USP 1 EP IAThR
Conclusion: Comply with Current USP&EP
& T
Remarks:
Prepared by/Date Reviewed by/Date Approved %/Date
izl {1, 2] 12 . PETER ~ou 1>/
QC QA
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