Alifarma S.A. de G.V.

Certificate of Analysis

T &h 4 /Trade Name KoVidone™K30 7 dl 4 PR /Product Name | PVP K30
77 il 5 /Product Code G05801 77 iS5 4 /Grade USP26/NF21
fik 7 /Batch Number P1112001-1 A 7= H ] /Mfg. Date 2011.12.02
fit  H#/Batch Size 3700 kg 5235 H 1] /Retest Date 2014.12.02
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Test Item Specification Reference | Test Result
s I'Ifgﬂiﬂ I’Ifﬁ%’(fﬂ‘fﬂﬁliﬁﬂiiﬂ}tﬁﬂi PR
A White or yellowish-white hygroscopic powder or | Ph. USP. 2
ppearance Complies
flakes.
D. AR A E (e >N
e Ph.USP i
An orange-yellow precipitate is formed. Complies
%) E. MG onusp | HOER
Identification A pale blue precipitate is formed i Complies
=T AR e o T SR
F. R . Ph.USP FFErEoR
A deep red colour is produced. Complies
pH (5% in water) 3.0~7.0 Ph. USP 3.7
-k 4
KRGy <5.0% Ph. USP 3.8%
Water
K ekt
H " a o <0.1% Ph.USP 0.035%
Residue on ignition
El
el <1 <
Lead < 10ppm Ph.USP 10ppm
R <0.05% Ph.USP <0.05%
Limit of Aldehydes B
fift
< <
Limit of Hydrazine = Hippu Ph.USP Ippm
2 Je= i
N-Z K AR 45 <0.2% Ph.USP 0.01%
Vinylpyrrolidone
K {8
27.0~-32.4 Ph. USP 1.2
K —Value (1% aqueous solution) 7.0-3 us 3
= A
A 11.5~12.8% Ph USP. 12.0%
Nitrogen Content (oab)
41 T AL
< =5
TAMC <1000 cfw/g Ph. USP. 100cfu/g
BRI "
<t
TYMC <100 cfu/g Ph. USP. 100cfu/g
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P fh % /Trade Name KoVidone ™K 30 7 i % FR/Product Name | PVP K30
77 dh i 7 /Product Code G05S01 77 il 552 /Grade USP26/NF21
it 7 /Batch Number P1112001-1 A7 H #A/Mifg. Date 2011.12.02
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Test Item Specification Reference Test Result
SR OHEERE AEKE (g Bl A
Staphylococcus Aureus Negative in Ig g Negative
WITRE AEKH (10g) _— A
Salmonella Negative in 10g ’ " | Negative
EoEES Lok AE#HH Qg s ES i
Pseudomonas Aeruginosa Negative in Ig : Negative
PNz FEHH Q) — AA H
E. Coli Negative in 1g i Negative
gt AL M TF 4 USP26/NF21 ARifE.
Conclusion: The product complies with USP26/NF21 standard.
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