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CERTIFICATE OF ANALYSIS

N DE LOTE:
(08 2o YAY

OJ\ 05103(261Y
CDQ 1-230/A-0

: e ) T
EL! i'.[’. i\' JL‘. v J . }| ﬂt\ g ‘ ‘ 1-)180 A 0901-,3
Product Name | Levocarnitine | Batch/Lot No. |
st it R A | 25kg/H
Batch Size | Pack Size \ 25kg/drum
TH A o EXEL | 2026-09-29
MFG. Date 2023-09-30 | Retest Date ! e -
= I
LRERER 2023-10-13 A | 620231275
Report Date i_O_.)-lO-b chorl ID | et
Ko 3t e ———
/CDI3.09 (129
Standard Q/CDI3.09 (129
K 56 00 B B W A AE FAEE TR SRATES
TESTING ITEM SPECIFICATION METHOD RESULT
g (el R i e e ReR B s, 19l e
Appearance white or almost white. crystalline powder or Visual Conform
' colourless erystals, hygroscopic.
a, HCREEERAER .
e Spu:lfc optical rotation EPQ2.2.7) G
s Sk [ YT 5 P -5 H
Identification L8 b. 5 AR AR HY LS A o Conform
Conform to IR absorption spectrum orreﬂ.m‘sCL EP(2.2.24)
standard
eV E AN BT EPOLED). (335 HA
Appearance of solution Clear and colorless sl Conform
lt;ﬂﬂ.li‘{ . 25 -26.0°~-320° EP(2.2.7) -31.1°
Specific rotation[ u ], /
pH 6.5~8.5 EP(2.2.3) 7.2
}, , J IS ‘
\{\fu:‘a- =1.0% EP(2.5.12) 0.39%
M AR <o 10 . .
Sulphated ash <0.1% EP(2.4.14) 0.03%
AL <200ppm EP(2.4.9) <200
Chlorides ~==2UUpp P(2.4. <200ppm
s'ull}:h[:'fm =300ppm EP(2.4.13) <300ppm
i
Il’onsuimn <0.2% USP<852> 0.0001%
i ~ ———
R'imlim'n =0.1% USP<852> 0.0026%
aat (EAit o o
Assay (by anhydrous) 98.0 %~ 102.0% ltration 99.2%
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CERTIFICATE OF ANALYSIS

s

S CDQ Hi-230/A-0
= - = BT ‘ -1
ik R ET] LS D180-2309028
Product Name Levocarnitine | Batch/Lot No.
it i o011k =TT | 25ke/hl
Batch Size = | Pack Size i j’.:'-kg’dralm
% 5= 1 i i 'L LL sa s
MFG. Date 2023-09-30 Retest Date 2026-09-29 .
P = . =
& [—l Jgj b live -~ g C-)Of} l 5
Report Date 201005 chort ]D -
R :
2 "DI3.09 (12
Sl Q/CDI3.09 (129)
K 5% 351 5 B 56 5 A o ¥ g R
TESTING ITEM SPECIFICATION METHOD RESULT
[in’;mt\ R <0.3% 0.006%
R 1 *k =
s IR S o — R <0 (1202
™ ] = ] () : | ! ‘:}_0
Related Any other individual impurity 0.05% HPLC-UV 0.02%
Substances] &
RE <0.5% 0.04%
Total impurities
15 Ay
i LY <0.05% N.D
0 2 L-Cvanide .
Related Q5 LT ¢ HPLC-SLATSs
Substances2 | 2,3-dihydroxy-N,N,N-trimethylpropan- <0.05% i N.D
I-aminium chloride
R e | Z.BL <n <o i o
Residual solvents | Ethanol S0.5% in-House) GC) 0.06%
- Jigg . ‘ j
'Trimcﬁuvlamine =100ppm In-House( GC ) Sppm
tREyT In-House
= g 24
D-carnitine 0.10% (HPLC-UV) 0.02%
M Ao T8e AL el
by L T R iy A o_.w[ - B -
"'"(._I' I/ﬂ_:»l\ B | Total aerobic microbial count = 100cfu/g i <lcfu/g
Microbial T EP (2.6.12)
limits - RIE B 14 < 10cfu/g <lefu/g
s Yeasts and molds B = g
290 1 P 3 0BT o P (7 F =
Bacterial endotoxin <0.1EU/mg LP (2.6.14) <0.1EU/mg
WAL S AMHEE (<0. Ippm) 7
Gy Not detectable (<0. Ch.P <0806> N.D
? Ippm)
# ie:
Conclusion:
Remarks:
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Reviewed by/Date

‘iﬁ; é ]ié rosth
QcC
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proved by/Date
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