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BATCHNUMBER #t &  4025021N240806 MANUFACTURE DATE 4£/~H#f 2024.09.28
BATCH SIZE #fit it 142.17kg TEST DATE mASEM  2024.09.30
RETEST DATE R} 2027.09.25 REPORT DATE wEEHM 2025.04.08
TESTIE ACCEPTANCE CRITERIA fR7 RESULT &1
Appearance IR White or yellowish-white, White crystalline
crystalline powder powder
E AR A sk S K B &4 PR
Identification % 31 A. IR Conforms # & #1/E
B. HPLC Conforms fF & #lE
Appearance of solution & M The solution is clearand not more
intensely coloured than reference ——
solution BY7 Conforms £ & €
BRREE, BRAETNAT BYy
Water 7K 43 =1.0% 0.2%
Specific optical rotation LLJEREE -17°~-20° -19°
Sulphated Ash {RIFRE <0.1% 0.0%
Residual Solvents 7R B4 7|
Ethano! Z.B* <5.0% 4.2%
Formamide FRERR =3.0% 2.3% #8
Related Substances #8547 p— %:
Indivic'iL_:ai Impurity BT lv.,f"" ;“\ ﬁj:‘fg Py 0.3% k\l"‘ m
Impurities with RRT 1.3 to 1.5 /\,ﬁ\k S 1S2B% 0.97% SR
RRT 1.3~1.5 £ f o A w49 =
Total Impurities & 2% L2 sh% 2.2% -
Assay (On the anhydrous,solvent—fré‘e” FEEaa ‘ ’
basis)& & (EK, THEF) N i
HzBia* HoBio N 95} Wsz 0% 98.5%
H2B1a/(HaB1a+HoB1b) IETHFR 2 b “=.200:0% (area normalization) 99.8%
O
Conclusion: The resuits conform to EP standard. ?‘é‘
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