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i $ 48/Trade Name KoVidone®K30 P AR /Product Name | ZR4ERIK30/Povidone K30
P &8 5 /Product Code | N05S01 7= i35 /Grade Z1 F4/Pharma grade
#ft  “5/Batch Number | NC220401034 47 H #i/Mfg. Date 2022.04.01
it H/Batch Size 5075 kg S5 F W/Retest Date 2025.03.31
f W/ According to 4k PI$47HE Enterprise internal control standards/ (Spe-N05S01)

RETE FTE R B R
Item Tolerance Test Result
SRR AR A EREHEREK HEER
Appearance White to slightly creamy white hygroscopic powder. Complies
SETK. FEMZE: WBETHE: NETZ
YRR 3 2
Solubility - ; ; : RICE-RS
reely soluble in water, in methanel, and in alcohol, Complies
sightly soluble in acetone, practically soluble in ether p
A, xS EE 3 HEEX
Consistent with the CRS Complies
B. & EANRE HEEKR
w5 An orange-yellow precipitate is formed. Complies
Identification C. ERREETRE FFEEK
A pale blue precipitate is formed Complies
~ | D ERaE — weBEX
A deep red colour is produced. Complies
E. B HaEk
The substance dissolves. Complies
. Solution § is clear and not more intensely coloured FEER
Appearance of Solution than reference solution B6,BY6or Rg Complics
HEE 11.5~12.8% 12.0%
Nitrogen ’
PUERHE <0.1% frEEsk
Residue on ignition <=0.1% Complies
i <2ppm FFEER
Lead* <=2ppm Complies
Eg R =< 10ppm MHEEX
Heavy Metals** <=10ppm Complies
i3 <0.05%
Aldehydes <=0.05% 0.009%
i < 1ppm
Hydrazine <=lppm <lppm
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REBHR &5 #-5 Report No: RN05801-202204034A Page 2 of 2
¥ & 4/Trade Name KoVidone®K30 72 i & ¥R /Product Name | E4EFIK30/Povidone K30
=S /Product Code | NO5SOL 7= 4% /Grade 24 Fi1 9%/Pharma grade
#ft  S/Batch Number | NC220401034 7= H #1/Mfg. Date 2022.04.01
fit  &/Batch Size 5075 kg % F #l/Retest Date 2025.03.31
&  #i/According to Al 43S FRHE Enterprise internal control standards/ (Spe-N05S01)

KRImE FEATRME RREE

Item Tolerance Test Result

N- Z. f% 2 ot #% e B <0.001%
Vinylpyrrolidinone <=0.001% 0.0002 %
2-Hit g Sl <3.0%
2-pyrrolidone <=3.0% 15%
TEEALY (LIH202%) | <400ppm 6
Peroxides (as H202) <=400ppm ppm

T <0.5% :
Formic Acid <=0.5% 0.3%
pH N
oH 3.0~5.0 3.6
KIF(FIRBRAD <35.0% 339
Water Determination <=5.0% =

[, Lﬁ. _ y— _ N e 7,;,34‘,,7,,,,
K —Value 27.0~324 30.1 Y

= < 1n? //
TAE LK < 10° ofulg 10 cfilg %@\3
TAMC <=10% cfu/g ]
TR <102 cfufg =y 3
TYMC <=10% cfulg <10cfu/g e 4
PN R AEEE (1) Fkam " f
E. Coli Negative (1g) Negative : o,
KT B BB A PCtTmN
*The test is verified on random samples only. ,;/ _ \k,\! g %/

o AL AR | /35‘

**This test is verified on regular sample or[‘7 . w%%v A
REL: AHRERKI07RA-EUS J:gg, JPg#BP, TmiKp. FCC. E1201 25wt
Conclusion: Meets requirements for Pov1dox%e ?ﬁ.%? P. JP, BP, 1P, KP. FCC. E1201
Pharmacopoeias. j}\g. I-LU\

\@220020 1/
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& AReporter

QC£3QC Manager
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KB % 55 Report No: RN05S01-202204035A Page 1 of 2
7 fh 45/Trade Name KoVidone®K30 =i FR/Product Name | FR4EEIK30/Povidone K30
F= 4R 5 /Product Code | NO5S01 = %5 4% /Grade % Fl 4¢/Pharma grade
fit  “Z/BatchNumber | NC220402035 Az 7= F #1/Mfg. Date 2022.04.02
#  &/Batch Size 5100 kg 5% H Hi/Retest Date 2025.04.01
f&  FE/According to Ak A FRHE Enterprise internal control standards/ (Spe-N05S01)

R H FETRHE RREHE
Item Tolerance Test Result
AAIR HEZE I AR AR HEEX
Appearance White to slightly creamy white hygroscopic powder. Complies
S¥TK. FEMNZE:; BETHE: RETZ
R B HAER
Solubility Freely soluble in water, in methanol, and in alcohol, Complics
sightly soluble in acetone, practically soluble in ether P
D. 5% 8ok B —3 HEEX
Consistent with the CRS Complies
E. 4 BEH G FFEESR
) An orange-yellow precipitate is formed. Complies
Identification F. £ A FFEER
A pale blue precipitate is formed Complies
N D. BiR4AE HEER
A deep red colour is produced. Complies
E. G¥%m FFRER
The substance dissolves. Complies
N B, BIETAT AR HBS, BY6, Re _
Appearance of Solution | Selution 8 is clear and not more intensely coloured FEEX
P than reference solution B6,BYgor R6 Complies
=N
AHE 11.5~12.8% 12.0%
Nitrogen
KRG R * <0.1% HOER
Residue on ignition <=0.1% Complies
Hi* <2ppm HAER
Lead* <=2ppm Complies
HE g < 10ppm HEEK
Heavy Metals** <=10ppm Complics
13 <0.05% .
Aldehydes <=0.05% 0.01%
i < lppm
Hydrazine <=1lppm <1ppm
Mk I A AT B CER AR By 1888 5 [R4: 454450
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F IR 2 B 5 Report No: RN05S01-202203021A Page 2 of 2

¥ % 4/Trade Name KoVidone®K30 F* & PR /Product Name | ZE4ERIK30/Povidone K30
= B82S Product Code | N05S01 P %4 /Grade 2 1 4%/Pharma grade
#t  ‘S/Batch Number | NC220402035 227 H Ji/Mfg. Date 2022.04.02
#t  &#/Batch Size 5100 kg S5 H #i/Retest Date 2025.04.01
#%  #/According to Ak S RME Enterprise internal control standards/ ( Spe-N05S01)

BRI H B IRHE R R

Item Tolerance Test Result
N- Z #& & it % 5t B <0.001%
Vinylpyrrolidinone <=(.001% 0.0001%
2-Hi g kAR <3.0%
2-pyrrolidone <=3.0% 1.5%
HEEAY (RLH202%) | <400ppm 6Spom
Peroxides (as H202) <=400ppm PP
RS <0.5% .
Formic Acid <=0.5% 0.3%
pH -
pH 3.0~50 36
KRR <50% 3.0%
Water Determination <=5.0% A0
KA
K —Value 27.0~32.4 o o 30.2 -
WREDLH <10° cfw/g .
TAMC <=10° ofu/g < 10ciu/g j/z“,;\\
BRI S 102 cfu/g 78N\
TYMC <=10° cfulg <10ctu/g o \!
NIt TERH (g kA = §
E. Coli Negative (1g) Negative o
* IR T BEDIFF AR G M Ej’
*The test is verified on random samples only. w--n..., Lol ;
xR A AR B EFFFE R ‘E %\ f}f % ’f\ -
**This test is verified on regular sample only. 7 “ﬁ"’\ 3;4 SN,
WG FRRYENIK30/™ H 7 AUSP. EPV*JP BR. | 7 BAFCC. E1201 2 itk
Conclusion: Meets requirements for Povidone, K§0;1n cuneﬁ‘iUSngPl JP. BP. IP. KP. FCC. Ei201
Pharmacopoeias. _ Lt 3
%t% ﬁg’\ﬂiﬁ-& m %
g 15
N Gy 2 2 0 0
TR oap ol 2f B o2 o, of
?ﬁﬁ:AReporter QC%EQC Manager
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Address: No.1888,Fast Wenhua Road, Boai Jiazuo,Henan province China



