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D(I;HRANOL, EP - CERTIFICATE OF ANALYSIS
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SPENn°CQ-304vs 09

Ciy4H1003 i CAS RN [1143-38-0] EINECS # 214-538-0 { M.W. = 226.2 g.mol"1
1,8-dihydroxyanthracene - 9(10 H)- one
1,8-dihydroxy-9-anthrone
BATCH NYDTHX - 089
( p TESTS METHODS SPECIFICATIONS RESULTS
’ Yellow to brownish-yellow
CHARACTERS Visual examination crystailine powder Yellow arystafiine powder
IDENTIFICATION
A. Melting Point EP, 2.2.60 178.0°C - 182.0°C 180.6°C
B. Infra Red EP. 2.2.24 Conform to IR spectrum of Conform to IR spectrum of
Spactrum [ Dithrano! CRS Dittwranol CRS
TESTS
Chlorides EP, 244 < 100 ppm Complles
Loss on Drying EP. 2232 <0.5% 0.3%
Sulphated Ash EP, 24.14 <0.1% 0.0%
Heavy metals EP, 2.4.8, Method C <20 ppm Complies
Imp.AorBorC: =<1.0% A=ND/B=01%/C=0.0%
ISR Unknown imp.: < 1.0% Unknown impurities = 0,0%
Cl Beluod Soletmices EP, 2.2.29 Method 8 Impurity D: <25% 0.2%
Method A and B Total impurities: < 3.0% 0.4%
Methanol:< 3000 ppm 397 ppm
Residual Solvents EP, 2.2.28 Xylenes: < 2170 ppm ND
Ethyl acetate: < 5000 ppm 631 ppm
98.5% - 101.0% of Cy4H100s,
ASSAY EP, 2.2.20 calculated on the dried 99.7%
substance
ND = Not Detected
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 CyaH1003 § CAS RN [1143-38-0] EINECS # 214-538-D ] M.W. = 226.2 g.mol*
1,8-dihydroxyanthracene ~ 9(10 H)- one
1,8-dihydroxy-9-anthrone
BATCH N° DTHX — 089
TESTS METHODS SPECIFICATIONS RESULTS
Total aerobic micrabial count
MICROBIAL LIMIT | USP <61>/Eur. Ph.2.6.12 TAMC : NMT 1000 CFU/g TAMC: LT 100 CFU/g
TESTS ACM Pharma Yeast and molds TYMC: LT 100 CRU/g
TYMC? : NMT 100 CFUfg

BlConsidering the intrinsic inhibitive nature of the product, we can presume that the Impassibility to isolate the inoculated
microorganism (Candida albicans) Is imputable to the antimicrobial activity of the prodiict.

MANUFACTURING DATE November 2016
RETEST DATE November 2018
ANALYSES Date : 30" November 2016 By : A, CAUDAN & S. MOREAU
COMPLIANT WITH SPECIFICATIONS
FAGRON IBERICA, S.A.U
quresponde al lote de Fagron;
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