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CERTIFICATE OF. ANALYSIS
_L’(’ Dh‘\ CDQ /&-230/A-0
wh % 7z Jig R - B
Product Name Levocarnitine Batch/Lot No. L=y
fit 300k T 25kg/4i
Batch Size g Pack Size 25kg/drum
=B 2R H M
MFG. Date AATE-0-1 Retest Date 20210319
& HH EHS
Report Date 2018-10-11 Report ID G180147-1
KK —
Seandard Q/CDIJ3.09 (68) 2017( Current USP&EP)
¥ % 51 H B 5 A 78T T 56 25 1
TESTING ITEM SPECIFICATION METHOD RESULT
SR H 4 @ IRIE MR R Visual sy
Appearance White Crystalline hygroscopic powder Conform
GETK, BTRE(96%),
i JVFRNEFHAM s
3 i o I
éﬁ{éjﬁit Freely soluble in water, soluble in Visual C;r{ -
olubity warm ethanol(96%),practically B
insoluble in acetone
e 557 FR i B 2L AT B — =y
i PP Conform to IR absorption spectrum of | EP (2.2.24) iy
Identification Conform
reference standard
BN BHELTE EP (2.2.1). Sy
Appearance of solution Clear and colorless (2.2.2) Conform
bl e BE 0 0
Specific rofation -29.0~-32.0 EP (2.2.7) -30.9
pH 6.5~8.5 EP (2.2.3) 7.1
K4 B
Water <1.0% EP (2.5.12) 0.12%
i AR 2K 3 <
Sulphated ash <0.1% EP (2.4.14) 0.04%
ez _
Chlorides =<0.02% EP (2.4.4) <0.02%
6»—-—4
< Bl
Sulphates =<0.03% EP (2.4.13) <0.03%
EehR EP (2.4.8)
< 0, E=Tha 2
Heavy metals =0.001% Method A <0.001%
IR A <
B Impurity A =0.1% 0.008%
B RYIA R B —Ze R
Related Any other <0.05% EP (2.2.29) 0.03%
substances | individual impurity
YB3t 0
Total impuritics <0.4% N 0.06%
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CERTIFICATE OF. ANALYSIS
iR “‘::;ﬂ.‘ i f: CDQ JF-230/A-0
i % e FIFG: N T e
Product Name Levocarnitine Batch/Lot No. B T-LEHER0%
it Bt 300k ERF RS 25kg/Af
Batch Size & Pack Size 25kg/drum
A7 B H TR EM
MFG. Date 2018-03-17 Retest Date 2021-03-16
# % B 3 R )
Report Date 2018-10-11 Report ID G180147-1
R —
Standard Q/CDJ3.09 (68) 2017( Current USP&EP)
o 48 01 H K5 47 e o B 07 B 06 45 3t
TESTING ITEM SPECIFICATION METHOD RESULT
e -
it (EOEAY) 98.0 %~ 102.0% Titration 99.5%
Assay (by anhydrous)
REER (ZED T & 5
Residual solvent (ethanol) =% Ughior> 0.05%
AL AEEE (<lppm)
Cyanide Non detectable (< 1ppm) ChiE <08te> N.D
=Rk <
Trimethylamine = 100gpm Tinstmusa{ G3) 10ppm
4;5715:[1‘16& <0.05% In-house(HPLC) 0.01%
-carnitine
e P SY 3 .
ER Total bacteria count SWCFUe <LLFUE
Microbial T T EP(2.6.12)
limits BB R <10°CFU/g -
Yeasts and molds <10°CFU/g <ICFU/g
& i & USP H1EP BATHL
Conclusion: Comply with Current USP&EP
% &
Remarks:
Prep ed by/Date Reviewed by/Date App ved by/Date
7&; /y)k}ﬂ/g /0/( %O\J 241/9-/&1( o ol §-10M|
QC QC
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