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1. Identification test ATIVEU

2. USuaudnendAgy 90.0 - 115.0%¢L.A. of Vancomycin

3. Potency 2900 Wg/mg ¥4 Vancomycin anhydrous base
4. pH 2.5 - 4.5 ( solution of 5 % w/v )

5. Sterility test AITIVU

6. Pyrogen test ATIU

7. Uniformity of dosage units ATIVU

8. Particulate matter

-quia > 10 pm i 6000/container  ATIN

- IR 2> 25 rm BilAu 600/container AT
9. Water content lailAu 5.0 % w/w
10. Heavy metal laitAin 0.003 %
11. Bacterial endotoxin 1aitAu 0.33 USP endotoxin unit/mg U84

Vancomycin HCL (USP.23) %39
1aitAiu 2.5 1U 999 endotoxin/ml v04a158z818
Vancomycin HCl AM8tugu 9000 1U/ml (BP.1998)

12. Chromatographic purity HTIINUY
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13. Constituted solution MFIVHU
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(udrAyn1stunilousnsuen vuneds ne.1, ve.2 lunsafnduindnlulsewmelne)

o o 4 ~ o o = aa & o v ]
(ludrdynsTunedeoussuen wanefs ne.1, ve.a Tunsaidugnidianndsdsene)

2. eniudalulssmelng guindosinisdeiuseanaspiunmndneiaundninaeiisnisng T
a d‘ aa & o ¥
NMINGALIVRINTENTNAITUGY  (GMP) Tuminaeniiaueie  Tunsdlilugniigiann

AaUseing  AnanfediniiesuTewnIgIUNITHEREIMUVANINWNITNITNAIUNTNEREN

VBIUTLNANER

= v A

3. fniladesuseanisnsninsiziensuitiunludigenlupasiausvieainduin niean

MNENUNNTENTNANTITUAVITUTOS
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