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CERTIFICATE OF ANAL\’SIS
CDQ /fi-230/A-0
i 4 ERET it 5
Product Name | Levocarnitine Batch/Lot No. PB1A-180Ea0]
it &t 1005kg £ 5 A% 25kg/Aif
Batch Size Pack Size 25kg/drum
A H M 2 B
MFG. Date A Retest Date 2020-08-02
wmE A M MERT
Report Date 2019-10-25 Report ID G190863-1
I
Standard Q/CDJ3.09 (129)
K 4 5 H K 5 45 o ¥ 75 R R
TESTING ITEM SPECIFICATION METHOD RESULT
s AR A G RETG G &, A1k e
Appearance white or almost white, crystalline powder or Visual ConfSrm
colourless crystals, hygroscopic.
a. CIREERF&ER EPR2T)
e Spemﬂc optical rotation =2
P 2N
;:ibe;rjljtiﬁcation b. 530 i HYELAT it — erflffl:1
Conform to IR absorption spectrum of reference EP(2.2.24) orm
standard
WM iR [P i) a
Appearance of solution Clear and colorless EPE20), (222) Conform
Ll i B 0 0
Specific rotation[ a ] f)s -29.0~-32.0 EP(2.2.7) -31.5
pH 6.5~8.5 EP(2.2.3) 7.2
/,k'j'} <100
Water <1.0% EP(2.5.12) 0.36%
BRR K5 <0.19
Sulphated ash <0.1% EP(2.4.14) 0.05%
iRy <
Chilorides <200ppm EP(2.4.4) <<200ppm
AR £h <
Sulphites <300ppm EP(2.4.13) <<300ppm
& . <0.2% USP<852> 0.0001%
Potassium
s . <0.1% USP<852> 0.0059%
Sodium
AL 24 A
i (EEAD) 98.0 %~102.0% Titration 99.6%
Assay (by anhydrous)
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CERTIFICATE OF ANALYSIS
CDQ /#i-230/A-0
i %4 R BT it 5
Product Name Levocarnitine Batch/Lot No. 13014550800
o it - 2,5 HL i 25kg/ff
Batch Size & Pack Size 25kg/drum
4= H ZERBH
MFG. Date Al -pha Retest Date 20A0-08-02
& B MERS
Report Date O-10:25 Report ID G190863-1
Standard Q/CDJ3.09 (129)
R K 56 A7 HE a0 ¥ R~
TESTING ITEM SPECIFICATION METHOD RESULT
I%*rs)ﬁ A <0.3% 0.06%
AR T
s A< [] b _‘/ ~N
o < 0
Related Any other individual impurity =0.0>% HPLC-UV 0.03%
Substances| e
La ZIN < 0,
Total impurities =0o% 013%
HXMR 2 | L-Cyanide <0.05% o N.D
Related XL ( HPLC-?SUIng )
Substances2: | 2,3-dihydroxy-N,N,N-trimethylpropan- <0.05% A N.D
1-aminium chloride
R AT —
Residual solvents | Ethanol =03 In-Housg 6C) 0.07%
=H% <
Trimethylamine =< 100ppm In-House( GC) 9.79ppm
HiRJEll <0100 In-House
D-carnitine S0I0% (HPLC-UV) 0:06%
e | TR B —
f,%j(.{-i:%.ll R Total aerobic microbial count =100ctu/g Tefu/g
Microbial RN EP (2.6.12)
s . - 3 <
linits Yeasts and molds L0cfu/g <1 cfu/g
INEd M EEH <
Bacterial endotoxin <0.1EU/mg EP (2.6.14) <0.1EU/mg
TR (<0. 1ppm)
7 l
Ig“iﬁ%e Not detectable (<0. Ch.P <0806> N.D
Y 1ppm)
& w:
Conclusion: e
# vk Inm R, e tEut R EfERE T R
Remarks: Temporary restest date, stability study on-going
Prepared by/Date Reviewed by/Date Approved by/Date
{7 g "f ’ ro.gr Tf’NV( )0‘9 19 34"
QC C QA
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