Wik H L REHE R A A

CHENG DA PHARMACEUTICALS CO., LTD

RE® 5 i
CERTIFICATE OF ANALYSIS

Lle: 00pO3 U

CDQ Ji-230:A-0

5 4 KRBT e D014-2012016
Product Name Levocarnitine Batch/Lot No. i -
i 78k BEARE 25ke/ A
Batch Size e Pack Size 25kg/drum
7 B i R H N
MFG. Date | 2020-12-10 Retest Date 2022-12-09
EB8m mERT -
5 20-12-23 201861
Report Date 2020-12-23 Report ID G015
BRIk 09 (1n
Standard Q/CDJ3.09 1129)
AR K 58 5 v i RS RS
TESTING ITEM SPECIFICATION METHOD RESULT
o HERA AL NENRETTEBE R, HolEHE s
Ap‘pearance white or almost white, crystalline powder or Visual Conform
colourless crystals, hygroscopic.
a. PLRERIFFEEK .
v 5| Specific optical rotation EP(2.2.7) e
e .5 %0 B % 1 4T 41 R i — 3 SIS
Identification . ‘ . o - Conform
Conform to IR absorption spectrum of reference EP(2.2.24)
standard
ST BT E s 5 e
Appearance of solution Clear and colorless EREL) 228 Conform
p
bl
2 -29.0~-32.0° 2.2. -30.6°
Specific rotation[ @ |3 29.0-320 EE2) 06
pH 6.5~8.5 EP(2.2.3) 7.0
iy .
<1.09 CP(2.5.12
Water =1.0% EP(2.5.12) 0.18%
Sulphated ash =0.1% EP(2.4.14) 0.03%
T _ | B
Chlorides =200ppm EP(2.4.4) <200ppm
Wiz £ . ) .
Sulphates <300ppm EP(2.4.13) <<300ppm
£
il o <859
Potassium <0.2% USP<§52 0.0001%
4
< <85 3
Sodium =0.1% USP-852> 0.0038%
&l GERARYR) - - - »
Assay (by anhydrous) 98.0 %~102.0% Titration 99.5%
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CDQ JJi-230/A-0
| o)
i 4 ERET #*E D014-2012016
Product Name Levocarnitine Batch/Lot No.
izl 8k %A R 25kg/
Batch Size ST8Kg Pack Size 25kg/drum
o= R A= 2022-12-
MFG. Date SRS Retest Date B0
HI Moo H A= 4pa L
%% H M 290199 C MEmE 261
Report Date Zor-1aaa { Report ID
M R 1 P ‘
Standard Q/CDJ3.09 (1292
R R o 5 AR 4E DT T B R g5 R
TESTING ITEM SPECIFICATION METHOD RESULT
A i
I A <03% 0.001%
T Impurity A
5 R Fehndg R — 2 I _ .
" =0.05 L .01%
Related Any other md:wdua. impurity 0.05% HPLC-UV wolis
Substances|
2R R ;
" i =0.5% 0.04%
Total impurities
iz L
s | LA <0.05% N.D
SRR 2 L-Cyanide I
[ -r AT drte R H-HOUSB
Related AL B ( HPLC-ELSD )
Substances2 | 2.3-dihydroxy-N,N,N-trimethylpropan- <0.03% - N.D
l-aminium chloride
REET [ZE -

: i =0.5% -F ] 039
Residual sclvents | Ethanol 0:5% In-House( GC ) 0.03%
=Tk <100ppm In-House{ GC) 5ppm
Trimethylamine ' '

HREIT 25 i In-House "
D-carnitine \010/0 ( HPLC-UV } 0.07%
s Ay phis A L

Aty phe b LY PE hf = e e g ] c o
f;:,x.ﬁ:_"‘;ﬁ]'-:i&ﬂg Total aerobic microbial count W0dereg ‘ . = lefug
Microbial TR EP (2.6.12)

e u. EREY < Sl =% 11/
s Yedsts and molds i < lefug
A - j A ,
Bacterial endotoxin <0.1EU/mg EP (2.6.14) <0.1EU/mg
A AfHEHE (<0. 1ppm) |
Eyaride Not detectable (<0. Ch.P <0806> N.D

i 1ppm)
= A

Ve :

Conclusion:

% B WA, REET LR

Remarks: Temporary restest date, stability study on-going

Prepared by/Date
220. JL-L}

QC QC
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Reviewed by/Date
M@MM}

Approved by/Date

/ﬁ:b? éf}% 2920, 1224
QA
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