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I )i RERE
Name of product Valsartan Report NO. 20051905
b 5
5 061200517 4288 2020 %05 A 11 8
Lot NO. Manufacture Date May 11, 2020
R AAS 20K /A REaH 2020 %05 A 19 B
Packages 20Kg/Drum Report Date May 19, 2020
# % HIHE 2023 %05 A 10 A
. 400Kg
Net weight Retest Date May 10, 2023
#¥%q 8 ARRRR AL BEEX
ANALYTICAL ITEMS SPECIFICATION ANALYTICAL RESULTS
[14k]
Characteristic
FhAL HEAbeREAEHK aEHR
Appearance White or almost white powder white powder
V34 o o o
Specific rotation -64.0°~-69.0 618
[%5]

Identification

%55 A
Identification A

LTI B B st BR o ) B
The IR spectrum of the sample corresponds to the IR spectrum
of the RS

5 ot B8 o B — 3
The IR spectrum of the sample
corresponds to the IR spectrum of

the RS
EAF R AR T X0 Bk 2R G o8] 5L 5 470k 8k B
%50 B i 2R G 01— 5k (HPLC). ‘ AL
Identification B The retention time of the major peak 01'" the Samp?e so!utlon c i
corresponds to that of the Standard solution as obtained in the ompiies
Assay.
[#%%1]
Tests
BAE FAFiL 0.02 JF 0.01
Absorbance Not more than 0.02 Less than 0.01
KB T 2.0% 0.9%
Water Not more than 2.0% '
BRI K& FHFiL 0.1% 0.03%
Residue on ignition Not more than 0.1% )
e XA A FAFE 1.0% 0.1%
Valsartan related compound A: NMT 1.0% )
Yy mA KRR B: RAFL 0.2% 5 F 0.03%
Valsartan related compound B: NMT 0.2% Less than 0.03%
ek AMFE C: FFIL 0.1% At
Valsartan related compound C: NMT 0.1% ND
CEI L il £ K D FAFE0.1% b i
Related compound Valsartan related compound D: NMT 0.1% ND
WA XM ASh, FAEA Ko R AAFIL 0.10% I 0.03%

Any other individual impurity NMT 0.10% , excluding

Valsartan related compound A

Less than 0.03%

WA X ASh, RFERTIFL03%
Total impurities: NMT 0.3%, excluding Valsartan related
compound A

I F0.03%
Less than 0.03%

IR

. USP43
According to
% % oA
Conclusion Complies
EYNEET AL B ’%@b/ g Qcem/a g
Reporter/Date: MW}O‘OY‘I(} Checker/Date: 7070'0‘\" 3 QC Manager/Date: 4
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No.33.Weiwu Road,Hangzhou Gulf Fine Chemical Zone,ShangyuCity,Zhejiang Province,China

4,45 86-575-82733999
Tel: 86-575-82733999
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CERTIFICATE OF ANALYSIS F2W, X2 R page 2 of 2
ER i) BAEEE
Name of product Valsartan Report NO. 200519-05
£ 5 A B8 2020 %05 A 11 8
Lot NO. 061200517 Manufacture Date May 11, 2020
0EM 20K g/## ®REBH 2020405 A 19 8
Packages 20K g/Drum Report Date May 19, 2020
# F 400K HHHE 2023 %05 A 10 8
Net weight . Retest Date May 10, 2023
ABRE HARMEAL BBEX
ANALYTICAL ITEMS SPECIFICATION ANALYTICAL RESULTS
¥ 8 4% 3000ppm Aab i
Not more than 3000ppm of Methanol ND J
L& 4% it 410ppm P& ]
Not more than 410ppm of Acetonitrile ND \
( .8 7,85 7431t 5000ppm 1682ppm
Not more than 5000ppm of Ethyl acetate
KRB EH R A 4F1L 890ppm 10
Residual Solvents Not more than 890ppm of Toluene PP
DMF A4% it 880ppm Ak
Not more than 880ppm of DMF ND
JERBRR4F4E 1000ppm
. 45ppm
Not more than 1000ppm of Valeric acid
K AAFit 2ppm Atk \
Not more than 2ppm of Benzene ND
N-BAETH | N-EANE= TR 0.300ppm 0 004ppm \
NDMA Not more than 0.300ppm of NDMA
. VAR KA T, S8R 38 ( CoqHpoNs@s ) L AE T 98.0%~102.0%
[&E] Caculate on anhydrous, it contains not less than 98.0% and not 100.1%
Assay more than 102.0% of Valsartan.( CasHy0N;05 )
t’t‘]ﬁ‘i&#& USP43
According to
%% ® ‘ o
Conclusion Complies
& AE
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Reporter/Date: WN L5 7 Ch:ckei/E]]Date: l%&' / yo70-of. ’j

QC ##/8 #:
QC Manager/Date:
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9,75 86-575-82733999
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Tel: 86-575-82733999

No.33,Weiwu Road,Hangzhou Gulf Fine Chemical Zone,ShangyuCity,Zhejiang Province,China



