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s ERTIFICATE OF ANALYSIS
0440523 09(0%]%13 No.:COA-HAP-3207-004
st BEER it e
Product Name Valcomycin Hydrochloride Batch No. HAPZI03A01ED
SRS Ar=E
Packaging Skg/Tm Mfg. Date 2023.03.01
Ei 44 Eipals
Batch Size 41.135kg Exp. Daté 2025.02.28
EERE EE. k. 2~8THREF.
Storage Conditions Preserve in tight containers, protect from light and store at 2~8'C.
T Tests Frl Specifications #5IL Results
FEiR 4+3% Appearance el EEINAR. White or almost white powder. 74 4 §l5€ Conform
Wi s it T, LT T 96% L. R
Cheractans Solubility Freely soluble in water, practically insoluble in 96% ethanol . 4 &A% Conform
HE R W M A (R T 0 fe) FOERAE B (@) P RSN
AUPLC 5 {7 B (A 47140
s UI?LC _ The principal peak in the chromatogram obtained with the 743 Conform
Identification Identification test solution is simiiarin_ retentjon time to the principal peak in
the chromatogram obtained with reference solution (a).
L i P RULLH% IR, Itgives reaction of chiorides. #4543 Conform
W HE I Clarity JEMRIRENY .« The solution is clear. 75 {5 R Conform
Appearance of % 3G [2(450nm) Absorbance =0.10 0.018
solution TiJ6(370nm) Absorbance <0.65 0.082
pH 2.5—4.5 3.05
K4 Water <5.0% 1.7%
73 d1 95 ¥ B Vancomycin B 291.0% 94.18%
Z4J5i A-RRT #1 0.76 Impurity A (RRT 0.76) =3.0% 0.20%
#5J1(Z G E-RRT # 0.37 44/l B-RRT #4 0.70)
Impurity B+E Impurity B+E (E-RRT 0.37, | €2.0% 0.03%
B-RRT 0.70) ‘ :
44/l C-RRT £4 1.86 Impurity C (RRT 1.86) £1.0% 0.04%
21/ D-RRT £ 1.24 Impurity D (RRT 1.24) <1.5% 0.07%
%I F-RRT 29 0.82 Impurity F (RRT 0.82) <1.5% 0.37%
%) G-RRT #7 0.90 Impurity G (RRT 0.50) =1.2% 0.05%
2]l H-RRT #4 0.94 Impurity H (RRT 0.94) <3.0% 1.25%
i 7%} -RRT %9 1.14 Impurity | (RRT 1.14) £1.2% 0.46%
gz‘aﬁz‘ 74k JRRT £ 1.20 Impurity J (RRT 1.20) =16% 0.45%
cubstances i‘:ﬁ;ﬁ K-RRT #9 1.50 Impurity K (RRT 1.50) =1.2% 0.45%
Z% i M-RRT £ 1.11 Impurity M (RRT 1.11) =1.5% 0.11%
EE A <0.8% 0.29%
ERETE B 2N AL E ST For each impurity, maximum 0.8% ”
Any other impurity eluting before van. B >0.30% M4 i AR 3i8xd 5 0
Not more than 5 such impurities exceed 0.30%
EE N2 <0.8% 0.53%
EAEHH B BB MICEfE LR Far each impurity, maximum 0.8% )
Any other impurity eluting after van. B >0.30% H B A ELEE 3 4 1
Not more than 3 such impurities exceed 0.30%
£ Total impurities <9.0% 5.8%
BiiRi &4+ Sulfated ash =1.0% 0.23%
4814 P4 & 2 Bacterial endotoxins <0.251U/mg {F4 2 Conform
4 (LA kalit) Assay (on the anhydrous basis) =1050IU/mg 11011U/mg
Pl L i PLE B S TAMC -’1000cfufw <1chulg
Microbial limit 16 Fn8Y 84 5 05 TYMC "100cfuﬁ§, Wl "" 2 "“\, <iciulg
FRETHER Y ‘,1/‘,
Residual Z &% Ethanol :5@0@ 'i"/;r), \ 134ppm
solvents [ diy = 3
415 Fi % fE Protein assay determination <5D0BpEm ””QE,,‘%” L § 1044ppm
e o A B B LR AT I B MWEB:E?&;‘CEP 1M"’ : R1-CEP 2012-235-Rev 00.
Conclusion The product complies with current Ph.Eur, R T—CEP 2012-235-Rev00 and In-house Specifications.
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LIVZON GROUP FUZHOU FUXING PHARMACEUTICAL CO., LTD. WEBSITE: www.fxpharm.com
ADD: No. 8 Nangang Road, Jiangyin Industrial Concentration Zone, Fuqing, Fuzhou City, Fujian Province,
P.R.China, 350309 ‘

TEL: +86-591-85966932; FAX: +86-591-85966925  E-MAIL: regulation@fxpharm.com; fuxingra@sina.com




