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FaA PHARMA

F. & A. PHARMA-Handels-GmbHM
Bonhoefferring41 » D-46286 Dorsten « Germany
Phone: +39{01 2363-9261947 = Fax: +49(0] 2369-9261950

ole: Q08020
e

PRODUCT DATE OF SAMPLING MAR.10.2020
BATCH NUMBER KO6M20200303 DATE OF REPORT MAY. 18,2020
MANUFACTURING DATE: FEB.26.2020
BATCH SIZE 102.36 Kg RETEST DATE: JAN.2025
CRITERIA : EP10
RAME OF THE TeaT SPECIFICATION RESULTS
(METHOD) _
) I — WHITE OR ALMOST WHITE CRYSTALLINE | e covinnr nom pou e
POWDER e
AIR(2.2.24) CONFORM CONFORM
IDENTIFICATION
B:HPLC CONFORM CONFORM
SPECIFIC OPTICALROTATION PRI 165"

(2.2.7)

RELATED SUBSTANCES(2.2.29)

IMPURITY A 0.5%
IMPURITY B 03%
IMPURITY C< 0:6%-
IMPURITY.DS 0,3%
IMPURITY ES0.3%
IMPURITY:G 0.15%
UNSPECIEIED. IMPURITYS 0.10%

TOTAL<S 1.5%

IMPURITY A: <0.03%
IMPURITY B: <0.05%
IMPURITY C: 0.35%
IMPURITY D: <0.05%
IMPURITY E: <0.05%
IMPURITY G: <0.05%
UNSPECIFIED IMPURITY: RRT(1.47)0.08%

TOTAL: 043%

LOSS ON DRYING(2.2.32) =0.5% 0.1%
0~ 113 )0
ASSAY(2.2.29) 97‘({{6 1_0‘"0 - 100.1%
(ON DRIED SUBSTANCE)
CONCLUSION: CONFORMS TO EPIQ
METHANOLS3000PPM 12 PPM
RESIDUAL SOLVENTS ACETONE<5000PPM 529 PPM
METHYLENE CHLORIDE<600PPM NOT DETECTED
MICRONIZED: 85%5399111
STORAGE: STORE IN AN AIRTIGHT CONTAINER, PROTECTED FROM LIGHT
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QC DIRECTOR%VQ 20 K| &

ADDRESS: MIDDLE-OF HUANGHE STREET, ANYANG HI-TECH INDUSTRY DEVELOPMENT ZONE, HE NAN. CHINA

TEL.: +86-372-2595136

+86-372-2593137

FAX:+86-372-2595138



