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CERTIFICATE OF ANALYSIS

N ™ = NI =,
R ¢ BoT - JRE R Y fit = HD-2211004-301 o &= 93.18kg
Product Name Sodium Alendronate Trihydrate ~ Batch No Quantity
AP 3 2022.07.09 Sk H . 2026.07.08 e HIH: 2022, 11. 27
MFG.Date RetestDate Test Date
M H A % gt A7 25 HARAT
Analysis Reference JP Storage condition Kept in a tightly closed container
k% WOH R 1 4 R
Items Specification Results
g W Faas R R SREESFTIIER P
01 Appearance White crystalline powder white crystalline powder
222550 i L
Chemical Complies Complies
L5 bR R =
s ) IR Complies with the standard spectrum Complies with the standard spectrum|
02 o pote N
ldentification g £h % 5 e sE fFE e
Phosphate Complies Complies
BER %) e AE e
Sodium salt Complies Complies
Hi R K#252°C (K& R[S 5 fft) N
03 Melting poin About 252°C (With decomposition, after drying) 253°C 255°¢C
04 pHIEL 4.0~5.0 4.4
HE)E
<
05 Heavy metal <10ppm <10ppm
A KW (HPLC) A
R Indivi i ities:<0. 109
06 Related substance BN i Individual impurities:<<0.10% <0. 05%
TR E
07 Loss on drying 16. 1%~17. 1% 16. 1%
08 % fAssay (HPLC) 99. 0%~101. 0% (LAF A itbased on dry basis) 100. 1%
N3 Fr#E In—house specification:
IR £
01 . . D90:<20 pm <15um
Particle size
= O A I
PR e E HANZ )
Conclusion The product meets the specification of JP
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