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CERTIFICATE OF ANALYSIS

No.:COA-HAP-3207-004

;ﬁ:.ﬁ% mLﬂgFlhEi ﬂ;t]%
Product Name Vancomycin Hydrochloride Batch No. IAREADARaUES
.45 K ) A= H M
Packaging Axgrtn Mfg. Date 2022.09.20
&t R
Batch Size 41.430kg Exp. Date 2024.09.19
fit FE M EH. S, 2~8CIHRI7.
Storage Conditions Preserve in tight containers, protect from light and store at 2~8°C.
I H Tests FrdE Specifications £ 4 Results
PEgR 4431 Appearance F Bk 8 A . White or almost white powder. 74 M5 Conform
B Rtk BT K, JLFAET 96% 28 . s
Characiars Solubility Freely soluble in water, practically insoluble in 96% ethanol . & Conform
PR P o e ) £ B B (R) R A SR Ca) B 0 A £
A.UPLC %51 BB (A AE AL
) UPLC The principal peak in the chromatogram obtained with the & #sE Conform
%3‘1 : Identification test solution is similar in retention time to the principal peak in
Identification the chromatogram obtained with reference solution (a).
Chlosafts{?d?n%ﬂation SHEAL YR K. It gives reaction of chlorides. & #iE Conform
RS HEIi ¥ Clarity IR % . The solution is clear. 74 HsE Conform
Appearance of W 3 ¥ (450nm) Absorbance <0.10 0.022
solution 1 % 1% (370nm) Absorbance <0.65 0.097
pH 25~45 3.7
7K 4 Water <5.0% 2.8%
73 di B % B Vancomycin B =91.0% 94.67%
74 A-RRT £ 0.76 Impurity A (RRT 0.76) <3.0% 0.18%
# i (Z2Fi E-RRT £ 0.37 Z¢/fi B-RRT £ 0.70)
Impurity B+E Impurity B+E (E-RRT 0.37, | <2.0% 0.04%
B-RRT 0.70)
Z%Jfi C-RRT #) 1.86 Impurity C (RRT 1.86) <1.0% 0.06%
Z%Jfi D-RRT £ 1.24 Impurity D (RRT 1.24) <1.5% 0.11%
Z¢Jii F-RRT £ 0.82 Impurity F (RRT 0.82) <1.5% 0.46%
Z%Jii G-RRT £ 0.90 Impurity G (RRT 0.90) <1.2% 0.12%
7% H-RRT £ 0.94 Impurity H (RRT 0.94) <3.0% 0.99%
4 I-RRT £ 1.14 Impurity | (RRT 1.14) <1.2% 0.47%
HRUR 5 R JRRT 21 1.20 Impurity J (RRT 1.20) <1.6% 0.46%
Rekied 7R K-RRT 27 1.50 Impurity K (RRT 1.50) <1.2% 0.33%
substances I & M-RRT £ 1.11 Impurity M (RRT 1.11) <1.5% 0.10%
{EE R RE<0.8% 0.31%
TER B B ZATHEIR I HARE R AT For each impurity, maximum 0.8% :
Any other impurity eluting before van. B >0.30% M Z A A BT 5 1 1
Not more than 5 such impurities exceed 0.30%
{ERE A2 <0.8% 0.43%
R B B Z G i AT B AR For each impurity, maximum 0.8% sl
Any other impurity eluting after van. B >0.30% M Z R AT 3 4 1
Not more than 3 such impurities exceed 0.30%
{544 i Total impurities <9.0% 5.3%
kg K4y Sulfated ash <1.0% 0.10%
4111 P9 % 2% Bacterial endotoxins <0.251U/mg T4 #isE Conform
% (UL EAKit) Assay (on the anhydrous basis) =10501U/mg 10941U/mg
IR T RLE S 5 TAMC <1000cfulg <1cfulg
Microbial limit T FRE BB S 3 TYMC <100cfu/g <1cfulg
B T
Residual Z. % Ethanol <5000ppm 101ppm
solvents
H [ Jfi & it Protein assay determination < 5000pppes====—_ 779ppm
Hiik A5 b 1 B BRI 25 SO AT LB £ Mk Y X?,E W CEP 2012-235-Rev 00.
Conclusion The product complies with current Ph.Eur. 2 and In-house Specifications.
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LIVZON GROUP FUZHOU FUXING PHARMACEUTICALTOSTID.  WEBSITE: www.fxpharm.com
ADD: No. 8 Nangang Road, Jiangyin Industrial Concentration Zone, Fuqing, Fuzhou City, Fujian Province,

P.R.China, 350309
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