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CERTIFICATE OF ANALYSIS

Product name: Calcipotriol monohydrate £5JH =% —/K&4%) (EP8.0 Fr#fE)

Batch no. it  “5:20230101 Quantity %t  &:30G

Manuf. date 4=~ H ##: 2023/01/15 Expiry date & % #i: 2025/01/15

ANALYSIS TEST SPECIFICATIONS RESULTS
R 515 H v g R
Appearance White or almost White, crystalline powder. Conforms
R HEEEE H g mtEm R e e
Solubility Pr.actically inso[uble in water, freely soluble iqfthanol(%@, Conforms
VAR sllghtly soluble in methylfng chloride JL-FANET K, BT e
LFE (96%) , fiE T & ke
Identification Identification A | Corresponds to the reference spectrum f{t | Conforms
wo o IR Z4h AR LA o B — fFarlE
I The retention time of the major peak of
Identlflt‘%t;oné‘g the Sample solution gorrespc{ndsp to that E,?Q\f;;ms
HPLC HAHEWE | of the Standard solution ftist 5 Ly | A LE
I ) 550 R i —
A Impurity A 2257 A <0.25% ND
MR | Re0.4(Impurity G or impurity H  and the sum) ND
TLC Ri=0.4(Z4 7 G B Z& )i H FI'E {12 Al) <0.25%
Related Any other individual impurity <0.1% ND
compounds Impurity B &7 B <0.5% 0.0%
AR | B [impurityC % C <1.0% 0.1%
ﬁgﬁfﬂé Impurity D %%/ D =1.0% 0.1%
Any other individual impuirity H'& BN 245 NMT0.1% 0.0%
Total impurities = 447 <2.5% 0.2%
Tetrahydrofuran U5 FENH <720ppm 237ppm
Ethyl acetate LR LI <5000ppm 2893ppm
Residual solvents Petroleum ether 7 JHifik <1000ppm ND
B B VA Methanol H <3000ppm ND
Toluene FHOR <890ppm ND
Methyl formate iR H i <5000ppm ND
Ethanol i <5000ppm ND
Acetone P <500 Oppm ND
Water 7K {7 3.3%—5.0% 3.4%
Assay & 97.0%-~ 102.0% ~\ |1100.,08%
Storage Conditions In a air tight container,best pretected from light at -20°C or-below ' b

Conclusion CONCLUSION: THE PRODUCT CONFORMS TO EPS8.0 | -:
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