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Product Name
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Ampicillin Sodium Sterile

|
CAS NO. 69-52-3 PR S BN
Batch No
RS R e
HBWS-ZD660633 ! ; < 18717199209
Product Code WS ;e'»""ﬁ‘g"\ﬁ\‘% Test (3 IRH
f;;?’);}) : L V/
A 25KG/ifDrum G
Packaging SKG/42IBag, ' el %
° VRSSAMD
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Test Items Standard Test Results
PR B EEE A G TR R Fra e
Characteristics White or off-white crystalline powder Complies
VA L i e FralE
Solubility Complies Complies
E- 31l A, B. C FF&HlE FrE e
Identification Complies Complies
T LG Clear G Clear
Solution Jo 8 <BYS5 Colourless or <BY5 Jot Colourless
R 12589 <~ 4287° 1267°
Specific rotation

L b e AT o
PRk & 8.0~~10.0 1~ :l%)l.J\E
PH Complies
Ky

<2.0% 1.39
Water 0% 3%
/= Kk — Eﬁx /\‘\/«/_‘\ NE==3
ﬁr@ﬁgf% <4.5% ﬁmﬁm
Ampicillin dimer Complies
H XM HPLC B K HAN % i Max Single impurity<<2.0% i a R E
Related substances M4 Total impurities<<5.0% Complies
N,N- = LR fiz FFEE
. <20ppm )
N, N- two methyl aniline Complies
2-L O
<0.8°% 0

2- Ethyl Acid 0.8% 0%

S 573 0% %

wnl GC e e e

% Eé’ Al & H ¥ Dichloromethane<0.2% ND
Residual solvent
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HE)R e E
<20ppm )
Heavy metal Complies
AR =10um <6000 />/Particle FE e
Insoluble Particle =25um <600 /M/Particle Complies
T rra e e E
Sterility Complies Complies
A A 5 R s rE e
g <0.1E N i )
Bacterial Endotoxins 0 U/H.lxg‘ﬁ ‘J‘ %\ &ﬁ]‘ﬁ @ Complies
S5 ’“ﬁ—s‘ \Amplc1 &:‘ =86. 0%/ 88.4%
Assay EE ) Anipieiilin Sodml-ﬁ’l’ 1.0~100.5% 94.3%
g2 K fREEP 023 R EbrifE
Conclusion Complles it /BP2 SP-NF2023 standard
7 Wt TrR. HH. HELREEF
Storage Preserve in tight containers and store in a dry place
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