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Inner Mongolia Glint Pharmaceutical Co., Ltd.

?ﬁ‘% Serial No.

SOR-ZL-QC-15200-03

*ﬁ% *ﬁ%é ﬁ‘f‘t Replacement Jc No
Certificate of Analysis T8 page No 1/1
$:4 Name: K FEEE Griseofulvin F 3 Source: 101 % g
#5 Lot Ne: C007-240910 #F Quantity: 500kg
HRE LSS Report N: . HE-2409087 £ % #L# Packaging: 20kg /78
£ 7= B #§ Manufacture Date: 2024 % 07 ] 29 5 A% Z Expiry Date: ~ 2028 22 07 § 28 B
3k 3 Specification: BP2021/EP10. 0
Testitem EAE | Specification Ji H 47k Test results 2 2
A white or yellowish-white microfine powder Complies
Descrigition =i ﬁ;&ﬁ?ﬁﬁﬁl ﬁ*ﬁi EBAEERER K.
Bk Pracﬁca}!ly insoluble in water, fref:ly soluble in dimethylformamide . slightly .
solublein anhydrous ethanol and in methanol A
EEABTHK. HHFN, N-“FLERE. BETEALE, Fo. frefz
Thcpmﬁclcsofnﬁ&amgmaaﬂyuptohmhm dimension
Particie size — B Sun Pl Complies
BELRE arger particles which may occasionally exceed 30pm FEUE
B 30pm M FATE
Melting point [t melts at about 220°C 221.3C
% & 4 220C :
The infrared absorbance
Identification The infrared absorbance spectrum is concordant with the reference | spectrum is concordant with
P spectrum ; . t‘hc reference spectrum ~
FRENLHARKEEE S M E & EE—% (IR) KGO RREES
AEHEHE—-F,
The solution is clear Complies
Appearanceof | poy i sk HEME
‘soluucin Not more intensely coloured than reference solution Y4 Complies
AN lem. merammm HeRE
Acidity Not more than 1.0ml of 0.02M sodium hydroxide is required 0. 30ml
BY BE G 4% 0. 02mol/L NaOH ji < 1. Oml
Spcmﬁc}o Pt Calculated with reference to the dried substance +358°
“i‘“}t‘:}g ¥354° ~ +364° (RTFEEHH)
Impurity B is not more than3.0% 0. 93%
#J B R <3.0%
Impurity C is not more than(.75% 0. 29%
R C R <0.75%
Related substances | Impurity A is not more than 2.0% 0. 07%
HRME I A B <2.0%
Other Single Unkown Impurity is not more than 0.15% Not Detected
T —F R <0.15% g
Total impurities is not more than 5.0% 1 3%
RAEFR <5.0%
Loss on drying Loses not more than 1.0% of its weight 0. 12%
FHAE  GhETEE <L 0%
Residue on ignition | Not more than 0.2% 0. 05%
BoR sk <0.2%
. Ethanol not more than0. 5% Z 8L <0.5% 0. 0033%
Resx;:: Z; ?g;-;;ms Acetone not more than0. 5%  FHEH < 0. 5% 0. 0045
Dichloromethane not more than 0. 06% —41 T ;< 0. 06% 0. 0012%
Assay Calculated with reference to thedried substance 97. 3%
a4 94. 0%~ 102. 0% (LT FTLEN 4 & 4 %
Conclusion:  Tested according to BP2021/EP 10.0;théresults meet the standard requirements.
Zit Resul: R BEHUHS BPIRIEPIOGE MIRERE. "7 |
BBE  Analyzer MR [ oo 3% E M Report date: 2o 4 9FAL D
£45# Checked by: m C R aTL AWEM Cheek date: Mo?ﬂ?) B2
QC £ QC Manager: 2 PR 2 ?w"/\.p'[;r@.iéd date: ;’W’;{“‘?ﬁ” ﬁl
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