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CEP NO.:R1-CEP 2001-317-REV00

CERTIFICATE OF ANALYSIS
Drug Name: Neomycin sulfate o
Report Na. 11E MFG Date _ Tul 13,2022 -
Batch Na. SCNM - 20220707 Dats of Releuse Jul29.2022
Batch Size 1300850z Base Expi'mtium Date Jan, 12,2026
= — i e
Appeerancerwhite or yellowish-while powder, hvgmmplc Slightly veliow white powder,
Characters Selubility: very soluble in wakervery slightly soluble in | hvgroscopic.
algubol,practically mlqh!l: in oretona. Solubilit-Complics
A (1iThe refention time oF 2 maior peak mests the requirements.” (1} Camplies
Identification {2 mpurityC: messs he roguirements {2} Comples
L B.Positive Pasitive
oH 50=75 58
Specific optical rotation it | magzen o 4
{dried substance) e~ 2300 515
Imptr.:mr A:N MO % 0.2%
Related substances ) Emgunr;- C: 3.0-150% 12.3%
{HFLCY Any other fmparity: NMT 5.0 % 3.5%
Total of other impurities?NMT 15.0 % 5.5%
Sulfatelanhydrous) 27.0 =31.0% 29.0%
Loss on drying N’?‘-'!T 50% 625
Sulfated ash \IM‘I L% 0.3%
E?blLl’mg (dried subataaen}
Potenay NLT 680 1W/myg (dried substance)
| 652Mimig s is)
Conclusion: Cﬂmphﬁ 'v.*-ﬁn EP0; '.?
Sodium ! "-*Imab:su]ﬁw luml g : S -
| {internal) ' ﬁh‘MT, 0.4% “ B 0.1%
Microbiological TAMC cfivg 10° * 125 efwg
Contamination TYMC cfug 10 86 efg
| Gotemmal): E Caii g absent Absert
Reported by Checked by Director of QC
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