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Shandong Xinhua Pharmaceutical Co., Ltd.
Hutian Chemical {ndustrial Zone, Zibo, Shandong, P.R. China Tel: +86-533-2166666 FAX: +86-533-2184991
Certificate of Analysis ASPL-0098
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PR, FELRE HLRE E M woproo-ty | LA EUM: 20210038
Name of Product: ACETYLSALICYLIC ACID | Sampling Date: Report Date:
=
# 5 - S T e 2024-03
Batch No: - | Date of Manufacturing: Retest Date:
B 0 ke R ES: BEFT: 00000
Batch Size: 4010 ke |Record No: 216024034 Report No: 0
FRAEREE EP10. 0/C05(20-608) WEHRE: 03
Reference Standard: Ph.Eur.10.0 and RI-CEP2001-210-Rev03 (20-60mesh) Product code:
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I Ttems Specifications Results
AR e gt JLO7 G SR Bfak GHERK
Characters White or almost white erystalling powder or colourless crystal{white crystalline powder
weol, A A b e ..
{dentification: A. TR-spectrum Cormplies Cowmplies
56~ 160. 1
. B. melting point of salicylic agid{ T)
4 %Al
€. Coloration vest Complies Complies
D, B 7R3 3 5 K T s e L S A HE BEEE
. The precipitte obtalned in B gives reaction (8) of salicylaies| Complies Comphies
=0.1 0.03
Sulphated ash (%)
{ =0.5 0.0
Laoss on drying (43)
=0.002 <6,0010
Heavy metals (%)
Appegrance of solution Clesr and Celourlass Clear aad colourless
AETL; < : <£0.15 B R
Related substances(ra)Disegards <0.0383) impurity A Disregard
0,15 BERAT
. fmpurity B(%) Distegard
. ) £0.15 5
. Impurity C(%) Disregsrd
. lmspurity D(3%) Disregard
<0, 135 T
Ty €60 i pars
1 :‘iu ! 5 AL
. impurity F(*2) .e""" i Disregar
" Unspecified impurity(%) £ Y% /,_gg;‘a Distegard
" o ) .
" Total impurities(%s) \ =3 Q C ’*“‘;‘*} %ﬁ%ﬁ:
99.5-10L0 Ry
Assay (on dried basis %) ég»? fg % . 100.9
: =84, 0 {
Particle size:on 60 mesh (%} 4) B4
&% il &Ik EPL0.0/C0S(20-608) B, ERIAE HFEME
Conclusion: “The product is tested in with Pl Eur 10,0 and R1-CEP2001-210RevDS (20-60mash) . The above isems ezt the requiremient. J
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