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Product Name Levocarniti_ne ) Batch/Lot No. Gt
it & 1016k BRAK 25kg/H
Batch Size < Pack Size 25kg/drum
= HeHEM
MFG. Date 2021-10-28 | Retest Date 2023-10-27
w®E B MERS
Report Date 2021-11-09 Report ID (20212989
Standard { Q/CDJ3.09 (1293
B EE K% A5 ST LRSS
TESTING ITEM SPECIFICATION METHOD RESULT
. RBREACLLIERRRT AR, HolE% 58
Appearance white or almost white, crystalline powder or Visual Confznn
colourless crystals, hyzroscopic.
a. HERERETFEER EPR2.7)
o~ Specific optical rotation fevis
i3 o A
il b5 R0 R O£ 1 P — 5 s
' Conform to IR absorption spectrum of reference EP(2.2.24)
standard
TEHSM R AW EeR ' iy
Appearance of solution Clear and colorless EP@.2.1). (222) Conform
E’: EEE o) o o », o
Specfﬁc I'{)f.ation[ a J :;55 "—9-0 "‘“32.0 EP(?..-Z.?) '3 I -0
pH 6.5~8.5 EP(2.2.3) 7.0
K5 <109
Wi <1.0% EP(2.5.12) 0.18%
B4 < ; u
Sulphated ash =0.1% EP(2.4.14) 0.03%
e
éhiori dos <200ppm EP(2.4.4) <200ppm
AR £ iy
Sulphates =300ppm EP(2.4.13) <300ppm
(& —
Potassium <0.2% USP<852> 0.0001%
s -
Sodium =0.1% USP<852> 0.0022%
B GBI . . . .
Assay (by anhydrous) 98.0 %~ 102.0% Titration 99.3%
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Product Name Levocarnitine Batch/Lot No. SHB0-211000
it Bk 1016k (R 25kg/Aff
Batch Size g - Pack Size 25kg/drum
A= H M ERBEMm
MFG. Date 2021-10-2% Retest Date 2023:10“27
#5256 5 0 5
Report Date | 20211109 7 | Report b (20212989
it e -
v o Q/CDI3.09 (129)
£ % 0 H B 50 5 Ak o ¥ o 45 R
TESTING ITEM SPECIFICATION METHOD RESULT
ZNT A <029
S Impurity A %0.3% 0.003%
=i S AR ER K B 4 &
Related Any other individual impurity =0.05% HPLC-UV 0.04%
Substances| IR
PP =
Total impurities =0.5% 0.04%
L'Hﬁ%% ol 0
HRY 2 L-Cyanide B In-House D
Related XAk Zbr i (HPLC-ELSD )
Substances?2 2,3-dihydroxy-N,N,N-trimethylpropan- =0.05% - N.D
1-aminium chloride
S ZE .
Residual solvents | Ethanol =0,5% In-House( GC) B.06%
=Hij <
Trimethylamine =100ppm In-House( GC ) 3ppm
HRBIT E 1 In-House
D-carnitine =0.10% (HPLC-UV) 0.08%
oy | W R
{&'&@J_ISE& Total aerobic microbial count = 100ctuly SENE
Microbial 0 FIEE B T EP (2.6.12)
. . < i
s Yeasts and molds R et
A 73 7 - 4
Bacterial endotoxin “QitEUimg EP (2.6.14) <0.1EU/mg
AR (<0, 1ppm)
ﬁﬂ,‘?% Not detectable (<0, Ch.P <0806> N.D
Cyanide :
ppm)
?[-Ej ﬁi: f i
Conclusion: ‘ (g1
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Remarks: Temporary restest date, stability study on-going
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