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ZHEJIANG HAISEN PHARMACEUTICAL CO., LTD. 02412

CERTIFICATE OF ANALYSIS
F= ih 42 %% Product Name ZJyisndlging FcTuRes ehics
#t % Batch No. 20110705-5 | $E2/404% Quantity/Spec. | 1000kg/25kg/drum
A4 7= H # Manufacturing Date 2011.07.05 FHIAZE Expiry Date 2015.07.044
&% 5 Report No. 201107027 & H #1 Report Date 2011.07.07
B Y [EP6 REER
Contents Standard: EP6 Results of analysis
PR ABREKEBERIERKR EHBLERERR
Appearance 4 » s White or almost whlte crystalline powder Almost white crystalline powder
R T miaz iy
Appearance of solution Meets the requirements Conform.
5 ALLEb R P18 5 R 5 A — B e
Identification Comparing with the spectrum obtained F

: Conform

with CRS.

4 Conform

B.E N Positive.
e 754 Conform

C.EEERM Positive.

) 4 Conform
D.EIERM Positive. A G
BilR <0. 1% o5 i
Sulfate Not more than 0. 1% €4 L
TR FFEME =
Acidity or alkalinity Meets the requirements Conform
<0.0029
Eﬁﬁ %‘ ‘ <0. 002%
Heavy metals Not more than 0. 002%
FERY) R REC <0.5%
Related substances Impurity C not more than 0. 5% FAH
EE%%’E <0. 2% Negative
Any other impurity not more than 0. 2% 0.14%
B <0.5% 0.17%
Total impurity not more than 0. 5%
F#5 K& Loss on drying 4,9%~5.3% 5. 2%
ELAT
O 99. 0%~100. 5% 99. 5%
Assay (on drying) i
VL T g
“it: K4 EP6 {1
Conclusion: Conforming to EP6 [HE ”
DIRECTOR OF QC DEPT CHECKER ICIAN: OF QC DE}’T
WANG ZONGDAO e CALYUEJUN LI¥ EN»W’ | I —

GMP ISSUE DATE AND VALIDITY: 11/28/2009 AND 11/27/2014@»%" r\J

BATCH HAS BEEN MANUFACTURED IN FULL COMPLIANCE WITH GMP NUMBER: #f
KO0714

BATCH PRODUCTION RECORD CHECKED AND APPROVED, NO DEVIATION, NO
REWORKING AND REPROCESSING

MANUFACTURERS NAME & FULL ADDRESS: ZHEJIANG HAISEN PHARMACEUTICAL
CO., LTD & LIUSHI TOWN,DONGYANG CITY,ZHEJIANG 322104,CHINA




