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Name of product;  Tewracyeline Flydrochloride Bateh No.;
HE 1000 Ka [FR 5kg/DRUM |48y 2014-6-23
Quantity : Packing; Report Date:
& 280 2014-6-18 S0k 0304 A7 2 2018-6-17
Mfg, Date: Analysis No.: Cxpiry Date:
R BP2012 /i 47 EPS A 347k LR
Test Items: Specification Specification Results
LK i d gk A A i g5 s A R S B Rk K
Characters: Yellow.crystalline Yellow.crystalline Yellow.erystalline powder
LR PR, AL TE AP, £ LE B
(96) PHLR, £A (96) P 4tit, KA
B) o L iR 8 I R
Solublein water,slightly Soluble in Positive reaction
soluble in ethanol(96 water,slightly soluble
percent),practically in cthanol(96
insoluble in acetone pereent),practically
%) Identification: Positive reaction Positive reaction Positive reaclion
A i Acidity(pH): WINGE 1.8-2.8 236
At [ Specific optical rotation: -240°~ - 235° =240~ - 255° -247°
FH & T Losson drying: <2,.0% =2 0% 0.30%
T4/, Heavy metals : =30ppm <50ppm <40ppm
40l 2K 4 Sulphated
ash: <0.5% <0.5% 0.02%
4 - A& ERF 4-Epiteiracyeline: <3.0% <3.0% 1.60%
4« H MK B A < 0.5% < 0.5% 0.01%
4 -Epianhydrotetracycline :
Bk w iR Anhydrotetracycline : < 0.5% =0.5% 0.10%
2- L2 AT A ward
2-Acetyl-2-decarbamoyltelracycline: < 1.5% = 1.5% 0.49%
Al Assay: 95.0-~102.0% 95.0~102.0% 97.8%
5% @54 Residual solvents: ’
#1EA Acctone (G.C.) < 100ppm <0.62 ppm
JE T & N-butanol(G.C.) < 3000ppm 2350ppm
fit 4 b4 A Microbiological examination:
wid &4 TAMC: <1000 cfurg Corresponds
G, sdr E4k TYMC: <100 cful/g Corresponds
KA i 8 4 Eocoli; Absence Corresponds
ik Ao 4 EPIBPA 470
Conclusion: The product conforms to standard of [EPS /BP
A i A% (g
Person incharge: Cheek: Analyst: ‘—1-‘.:,

THE BATCH HAS BEEN MANUFACTURED IN FULL COMPLIANCE WITH GMp NUMBERNX20130004, ISSUE DATE:
APRIL7,2013,VALIDITY DATE: APRIL.6,2018 AND BATCH PRODUCTION RECORD CHECKED AND APPROVED.NG
DEVIATION ,NO REWORKING AND REPROCESSING. '



