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Product name sildenafil citrate Mfg Date Aug 212022
7= i A R R R TG T 7 H ) 2022 4£ 08 H 21 H
Batch No. GS§20220921 Cert.Date Aug 272022
it i H i 202248 H 27 H
Packing 25KG/TIN Exp.Date Aug 202025
LS 25KG/Hifi RAH W 20258 20 H
Batch Quantity 500KG According as USP43
it R MR F[E 250 43 kit
Test items Speciﬁcaﬁons Results Test methods
e i H PR o) 2 B il 753
Characters White or quasi-white crystalline | Complies Visual method
ERTN powder {5,883 [ (55 S A FFE Bk H ik
Assay USP43 monogragh
SR 98-102% 98-101% M
Solubility Soluble in sodium hydroxide solutions, T Vi h
AR soluble in cthanol S F A TR, | comPues isual method

e a2k H#

.
Melting process 0 . Visual method
Y 187-189° C 188-189°C i
Identification L:IR
2 53 ) 5’]*7\%1%

2: HPLC
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3 ake about‘Smg‘, 0 t 1S product, add Complies USP43monogragh

pyridine-acetic acid (3:1)5ml, oscillate, R £

that is, the formation of yellow to red | ™7™ ki

or purplish red solution HX 7 f% £

Smg, itk -BE G (3:1) SmliEH,

R AE 3 22 41 BSR4 L VR
Related substances HPLC Complies USP43 monogragh
A KA o AU 1 fFEER 2 [ 24 i
Loss on drying —n <o <0 a0 USP43 monogragh
Tk =0.5% =0.3% KELIE it
Ash USP43 monogragh

= 0 = 0,
K =<0.1% =0.08% EE
Heavy metals USP43 monogragh

=< = :
LR 10PPM 8§PPM £ EZ5 i
Assay(Titration method) HPLC Complies USP43 monogragh
8 GEEDD) FFa Bk FEEA AL
Specified impurities HPLC: 1 Complies USP43monogragh
Y8 E I : ' FEER EEAGR T

Conclusion: The product conforms to the USP43  and internal control standards
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Product Usage: For Urug Use
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