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Product Name: Terbinafine higd
AR5 TA v — A= HA: 2019.03. 13
Code: /& V‘/ Manuf.Date:
AP 190304TA "‘m‘ by = & AW 2019.03. 21
Batch NO.: i - di ™ 55» Report Date:
fok: — . AN BRMZE: 2021.03.12
Batch Size: [\ Valid to:
LS A190366 Y bRUE: EP9. 0
COANO.: Specification:
K845 % Analytical Results
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Item Acceptance criteria Result
S AEEEEERR HER K
Appearance White or almost white powder White powder
TR ST HOKZ AR, oS TIIRE: SR TK e
Solubility Freely soluble in anhydrous ethanol and in methanol, slightly soluble in acetone, Conforms
very slightly or slightly soluble in water.
45 R 0 AT A i R 7 0 R 5 PR — 3 550 R P — B
Identification IR absorption spectrum of sample should be consistent with spectrum of standard | Consistent with spectrum of standard
2% S BT 7K Z. B T B A 0 1 56 5 IR L SIERM
It gives reaction (a) of chlorides using anhydrous ethanol as solvent Forward reaction
AR 4% B (Impurity B) <0. 15% AH i N.D
Related substances Z%/f E (Impurity E) <0. 05% FHH N.D
51 2.4 44 JFi (Unspecified impurity) <0. 10% 0.07%
J4.24 7 (Total impurities) <0. 3% 0. 16%
FHREE <0. 5% 0. 30%
Loss on drying
TR Y <0.1% 0. 05%
Sulfated ash
4Rl 5P (Isopropy! alcohol) <5000ppm 276ppm
Residual solvents ZR Z.li& (Ethyl acetate) <5000ppm 269ppm
=% F %% (Trichloromethane) <60ppm 33ppm
i 99. 0%~101. 0% (3%&FHfit) 99. 5%
Assay (Calculated on the dried basis)
%%:
Conclusion: %ﬁ‘%




