k{%%% B A #

AN
D o T ik 2 MR
{_,_E%E?%_{@,& CHENG D H}&RMAC ‘ﬁc&L CO LTD
&R % #® B iR &
CERTIFICATE OF ANALYSIS
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Product Name Levocarnitine Batch/Lot No. DOI7-T08016
it & 320ke 3 M A% 25kg/#fl
Batch Size = Pack Size 25kg/drum
A 7 H # SR H#M
MFG. Date ekt Retest Date ARG
& H CLE
Report Date e Report ID 6170585
I 4 - _
b Q/CDIJ3.09 (68) 2016 ( Current USP&EP)
% H 5 b HE o B 7 K54 R
TESTING ITEM SPECIFICATION METHOD RESULT
AR F 8 45 dn IR R K Vsl e
Appearance White Crystalline hygroscopic powder Conform
g 1K, & TINCBE(96%),
Solubilit Freely soluble in water, soluble in Visual Conk
Y warm ethanol(96%),practically oo
insoluble in acetone
45 c fl_j Xj;[mlgn r}g gmt‘@iﬂg—t £ | EP(2224) e
) . oniorm to apsorption SPEC rum o i
denithcation reference standard Conform
IR AN e LA EP (2.2.1)- Gy
Appearance of solution Clear and colorless (2.2.2) Conform
bl e S %
Speciticrofation -29.0~-32.0 EP(2.2.7) -31.2
pH 6.5~8.5 EP (2.2.3) 7.1
Koy
Water <1.0% EP (2.5.12) 0.09%
<
Sulphated ash <0.1% EP (2.4.14) 0.04%
=
Chlorides <0.02% EP (2.4.4) <0.02%
B I £h
Sulphates =0.03% EP (2.4.13) <0.03%
E®R EP (2.4.8)
Heavy metals <0.001% Method A <0.001%
/J‘\ B: A
Impurity A <0.1% 0.026%
s T ==
S PR N
Related Any other =0.05% EP(2.2.29) 0.03%
substances | individual impurity
!E\,{I‘\:!JB:;‘I
Total impurities <0.4% 0.09%
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CERTIFICATE OF ANALYSIS

CDQ J%i-230/A-0

\.. ,;:/"'
i % % e W e = _
Product Name Levocarnitine Batch/Lot No. it
fit & 320k £ %% H 25kg/1
Batch Size & Pack Size 25kg/drum
4= H ¥ " g/ H 3
MFG. Date dlF1e Retest Date 0201
& H M W& HT
Report Date s Report ID G170585
50 4K 4 o .
Staidard Q/CDIJ3.09 (68) 2016 ( Current USP&EP)
56 T H B 56 4R HE a3 ¥ 7 R SR
TESTING ITEM SPECIFICATION METHOD RESULT
AL T ]
G R AKm) N - ]
Asgay (By anhydtous) 98.0 %~ 102.0% Titration 99.5%
TR (LB <) 50
Residual solvent (ethanol) <0.5% USP<467> 0.05%
A A (<1ppm)
Cyanide Non detectable (= 1ppm) Ch.P<0806> N.D
—HRE :
Teiethylumiie = 100ppm In-house(GC) 14ppm
A7 TiE PR
Dichrtnititie =0.05% In-house(HPLC) 0.01%
Vi %[ﬁaﬂéﬁ 3
ED) Total Ll;acterial count S10°CFU/g <1CFU/g
Microbial e EP(2.6.12)
A “fp Fv] b o
i 5 1 M1 B 1 2L I a—
Yeasts and molds <10°CFU/g <ICFU/g
4 : & USP Fil EP BLATHR oy vy
Conclusion: Comply with Current USP&EP im
% ik S—
Remarks:
Prepared by/Date Reviewed by/Date Approved by/Date
=
Gt ans)] ;Am [ 201) 0.2 0271 201] 7749
QC QC QA
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