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CERTIFICATE OF ANALYSIS

COQ Hi-230'A-0

I B BT . T
i . i LN S , D180-2303006
Product Name Levocarnitine o] Batch/Lot \
it i — T 25kg/ i
Batch Size ShE P.]Ck Size 23kg/drum
Col = : | 54 3 m
- 2023-03-23 | = 2026-003-22
MFG. Date 2023-03-23 | Retest Date 2603
o E . | WE G | an
23-04-04 { { 20230422
Report Date LA | Report ID G202304
Ko B A& 478 IR (G ¢ e
Standard QIERIEDS (129}
[ R For B0 bR HE Vil T~ Krig g )
TESTING ITEM SPECIFICATION METHOD RESULT
- ¥l R B F EAT  TER K i RCELEM, Aol o
7T AL . 7t crn p=
Appearance white or almost white. crystalline powder or Visual Copndar
colourless crystals. hygroscopic.
a. LEIEREFFE R 557
s gy Specific optical rotation EP(2.2.7) P
i b. 5 0 T & 641 4 Pl i — 5 i
ldentification - : A Conform
Conform to IR absorption spectrum of reference EP(2.2.24)
standard
St e e i FRade Iy L bk
url«-\ L AR LR EP(.’I.E!) (2.2-2) 13 ‘L-l
Appearance of solution Clear and celorless Conform
'L !_!:L-' 3 e N . X
= . g S200°~320° =P(2.2.7 -31.2°
Specific rotation[ ¢ ]7; 7.07~-32.0 EP(2.2.7) 31
pH 6.5~8.5 EP(2.2.3) 7.1
’J( "," el o i 1 “ 200
Waler =1.0% EP(2.5.12) 0.36%
RAEME 2 53 B %4 T o
Sulphated ash =0.1% EP(2.4.14) 0.07%
e <200ppm EP(2.4.4) <200ppm
Chiorides ' 2% =Lvpp
g 5 0 o ; i o
\Lllph"iu. = 300ppm EF(24.13) <300ppm
-_!;i - __:: 0 ICP~QS~ 0
Potassium =0.2% USP<852: 0.0001%
Hl; P . “
= ISP 572> 0,
Sodium :0.1% USP<§52> 0.0041%
i SR o
. 2 Hratior S0
Assay by anhydrous) 98.0 %~ 102.0% Titration 99.5%
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Product Nnme Levomrmtlm e Batceh/Lot No, D180-2303006

R 1013ke 3 W K 25kg/Hil

Batch Size = Pack Size 25kg/drum

& 7% H M 54 11 )

L 2023-03-23 2026-03-2
MFEG. Date i Retest Date U028
i 1 o I 4% g ]

AUa-UA- 2023
Report Date 0230tk L{epm! ]D G20230422

e

Standard

(/CDI3.09 C129)

D-carnitine

(HPLC-UV)

far B8 1] H o 4% b Ak or M 07 ik o6 g5 3t
TESTING ITEM SPECIFICATION METHOD RESULT
A Wi -
]‘f]‘]’[’j‘i”’i\l A <0.3% 0.005%
f! ‘}t'[’ﬂjh}i ] 1= ey L I_J - P IL.H
o bl G K - ) .
l}ulaicd Any other individual impurity R HPLE-UV 0.02%
Substances | 2
I:J-Ijﬁt I‘I “n 0
Total impurities =0.5% 0.03%
L 17 .
{4 I 2 L-Cvanide =0.05% o s N.D
Related RLJ e A AR [—[i’lltt‘hz"qu;[)
Substances2 | 2.3-dibydroxy-N.NN-trimethylpropan- =0.05% ( ) N.D
F-aminium chloride
R T i P .
Residual solvents | Ethanol ik n-House| 6C ) 0.07%
T lmit?wlaminc == 100ppm In-House( GC' ) Sppm
fiRIgiT <0.10% In-House 0.05%

1 PR s

i U R
Total aerobic microbial count

= 100cfu/g

Microbial
limits

5 13 T BY B PR 5L
Yeasts and molds

= 0cfulg

< lefu/g

EP (2.6.12)

< lefu/g

106 1

Bacterial endotoxin

SO EU/mg

EP (2.6.14)

<0.1EU/mg

¥ fl, r!)J
(_ ,\dmde

Afikil (<0, 1ppm)

Not detectable (<<0,
1ppm)

Ch.P <0806

N.D

i

Lt HEN A i
i o | A BT
Conclusion: s Kash
we vEe i R, FR YRR YEETE 1j1 l|I

Remarks; Temporary restest date, stability atud} on-going

Prepared by/Date

P

1% . o

QC

QC

Reviewed by/Date
-

222, 0k 0k

Ap| )rm'u! by/Date

A% 1) 0l 9}

0A

Page 2 of 2

ADDRESS: NO.36 HUANGLHE ROAD, HUIMIN SUBDISTRICT JIASHAN HAXING, ZHEJIANG, '%MH!UUIINA

TEL:

+80 5373 84183630

FAX:

Fah 373 84185902

EMAIL:ADMIN@CHENGDAPHARM.COM




