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CERTIFICATE OF ANALYSIS

No.:.COA-HAP-3207-004

A BEMAEERE #5
Product Name Vancomycin Hydrochloride Batch No. HAPZ3 19002EA
BARE i Sh i
Packaging 5kg/Tin Mfg. Date 2023.10.02
i R
Batch Size 41.230kg Exp. Date 2025.10.01
R Fi. W, 2~8TIRTE.
Storage Conditions Preserve in tight containers, protect from light and store at 2~8'C.
IH Tesis FRE Specifications £5 0 Results
R Sh31 Appearance HERAEERE. White or almost white powder, TF& R Conform
3 TR BRETFK, JLFARET 96%215.
Shareces Solubility Freely soluble in water, practically insoluble in 96% ethanol . T 215E Conform
AR B 2w 10 R W R AR B (a) BRI EWREME
A.UPLC %31 BT B [T AR .
e ) UPLC . The principal peak in the chromatogram obtained with the | #4415 Conform
d ena'?lcation Identification test solution is similar in retention time to the principal peak in
the chromatogram obtained with reference solution {a).
Bt e A SRABBEIR. 1t ction of chiorid A Conf
Chiorides Identification il & . 1t gives reaction of chlorides. & onform
BRI {3 BE Clarity RSN . The solution is clear. TS Conform
Appearance of K [ (450nm) Absorbance <0.10 0.029
solution Y% J5 /¥ (370nm) Absorbance <0.65 0.195
pH 2.5~45 2.91
7k4> Water £5.0% 2.4%
Z3 143K B Vancomycin B =91.0% 93.92%
#&JK A-RRT £9 0.76 Impurity A (RRT 0.76) =3.0% 0.17%
AR (ZRJE E-RRT £ 0.37 Z%J5 B-RRT £ 0.70)
Impurity B+E Impurity B+E (E-RRT 0.37, | <2.0% 0.06%
B-RRT 0.70)
Z&Ji C-RRT %1 1.86 Impurity C (RRT 1.86) =1.0% 0.07%
Z00i D-RRT £ 1.24 Impurity D (RRT 1.24) £1.5% 0.11%
0% F-RRT £50.82 Impurity F (RRT 0.82) =1.5% 0.52%
/J\L'ﬁ G-RRT £J 0.90 Impurity G (RRT 0.20) =1.2% 0.07%
T H-RRT £ 0.94 Impurity H (RRT 0.94) =3.0% 1.02%
e 78 I-RRT £ 1.14 Impurity | (RRT 1.14) <1.2% 0.41%
ge%laﬁ}trjm 781 J-RRT £3 1.20 Impurity J (RRT 1.20) <1.6% 0.50%
substances 2R K-RRT #9 1.50 Impurity K (RRT 1.50) =<1.2% 0.50%
ZJ M-RRT £ 1.11 Impurity M (RRT 1.11) <1.5% 0.10%
(R <0.8% 0.29%
ERELER B 23R A E B A8 For each impurity, maximum 0.8% "
Any other impurity eluting before van. B >0.30% M2 A EITE 5 4 0
Not more than 5 such impurities exceed 0.30%
{ET AT <0.8% 0.53%
EAHRE B LSRN NI ENIE For each impurity, maximum 0.8% et
Any other impurity eluting after van. B >0.30% B2 A MET 3 1
Not more than 3 such impurities exceed 0.30%
% Total impurities <9.0% 6.1%
T4 Sulfated ash <1.0% 0.10%
i 14 P9 3 2 Bacterial endotoxins <0.25U/mg &% Conform
(LK) Assay (on the anhydrous basis) =10501U/mg 10921U/mg
TR e il FLEE L & TAMC =1000cfu/g <1cfulg
Microbial limit BRI B TYMC =100cfu/g <1ciulg
I E -
Residual ZIE Ethanol =5000ppm 203ppm
sclvenis :
F B A i Protein assay determination <5000ppm A Not detected
g AT M ET SR T IR B Al 3 B e, CEP SiEiide. R1-CEP 2012-235-Rev 01,
Conclusion The product c:omphes with current Ph.Eur. / R1- 0,‘E2—235-E{31AO1 and In-house Specifications.
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