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Certificate of Analysis

Product: Valaciclovir Hydrochloride o HE |
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CAS: 124832-27-5 i Lo~
Molecular Structure:
Batch No. it & 20110312/ | Manu. Datd, 7= H 1 | 2011-03-12
Quantity #it& 100kg t;‘-';t'_ Rep De;_té i HIH | 2011-03-14

Bource KU Workshop %[ | Explry Date A% 24 months

QCS i itnife 2010 of Chinese Pharmacopoeia ' [#24 i 2010 fix

TETS #£% STANDARD #r& RESULTS £ X
Appearance White or almost white powder white powder
I aéeREiaahnk B ek K
Specific rotation -8.5° ~-11.5° 8.6°
bk B
PH 4.0~6.0 4.1
R AR JE
Water <8.0% 4.0%
Ko
Heavy metals <20
<<Uppm <20ppm
Tek
Residue on ignition <0.1% 0.02%
Ky sk &
Related impurities Other impurities<<0.5% Other impurities:0.24%
H KR Aciclovir<1.5%(external standard method) Aciclovir:0.77%
No more than 2.0% for total impurities 1.0%
HPLC assay o o o
A 98.0%~102.0% 99.2%

Package:Closed packing with moisture-proof plastic bag inside, packing with paper-plate
boxes outside. (3kg-25Kg),moisture-proof plastic bag inside, packing with aluminum foil
bag outside.(<3kg)

Conclusion: Complies With ChP2010 # #3545 4 & H 25 8 2010 A,

ANALYIST:Chen.MH CHECKER:Zhu.JD

Asking for a Sample TEL:0086-579-87645148 13335996519 FAX: 0086-579-87646208
MSN: yesir518@hotmail.com E-mail:13335996519@163.com

Q.C.SUPEDRVISOR:Zhen.FZ
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CAS: 124832-27-5 | = 1 Hoh ™ M NLONOWH
Molecular Structure: O
Batch No. #t5 20110219 Manu. Date “E/=HH#i | 2011-02-19
Quantity fit= 100kg Rep. Date ##iHI | 2011-02-21
Bource KiJF Workshop 4[] Expiry Date 5 21 24 months

QCS faibrik

2010 of Chinese Pharmacopoeia andUSP33

TETS &1 STANDARD #7& RESULTS #£ X
Appearance White or almost white powder white powder
IR aEREaEhn R a ek
Specific rotation 8.5° ~-11.5° 9.0°
o i
PH 4.0~6.0 4.4
BR AL
Water <8.0% 4.1%
K5
Heavy metals <920

<<Uppm <20ppm
ek
Residue on ignition <01% 0.01%

K5 5%, 1%

Related impurities
R VA

USP impurities<<0.2%
Aciclovir<1.5%(external standard method)
D-Valaciclovir<3.0%

All impurities<<0.2%
Aciclovir:0.75%
2.5%

HPLC assay
‘AR eIt ST

96.0%~102.0%

99.0%

Package:Closed packing with moisture-proof plastic bag inside, packing with paper-plate
boxes outside. (3kg-25Kg),moisture-proof plastic bag inside, packing with aluminum foil
bag outside.(<<3kg)

Conclusion: Complies With ChP2010 and USP33 .
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Asking for a Sample TEL:0086-579-87645148 13335996519 FAX: 0086-579-87646208
MSN: yesir518@hotmail.com E-mail:13335996519@163.com



mailto:yesir518@hotmail.com

