¥ n}) WIHS  ZHEJIANG LEPU PHARMACEUTICAL CO.,LTD

CERTIF ICATE OF ANALYSIS
PRODUCTNorfloxacin
QUANTITY: 950kg BATCH NO.: FP165202110009
PACKING: 25kg/Barrel TEST DATE: 2021.10.11
" . SOURCE: Warehouse REPORT DATE: * * 2021.11.07
% MANUFACTURING DATE:. _2021.10.06 'RETESTDATE: __2024.10.06
Test Limit Results
: . Pale yellow
Appearance white or pale yellow crystalline powder W, S
Solubility s-hghlly s.(')luble in flcctone and ln‘ Ethanol(96* ’Complies .
’| percent),’insoluble in water. -~ - 2
dentification IR:comparing with the spectrum obtamed —
with norfloxacin CRS
Clarity of solution <Sol.Il Complies
Colour of solution <B7 Complies
Total Impurities ' <0.5 0.2
Related Impurity E <0.15-. ¢ ‘i _ <0.04
Substances . : :
%) Impurity K . | 2015 . 0.07
Unspecified Impurities | <0.10 0.04
_\
Water (%) <1.0 ‘/13 03
Sulfated ash (%) . <0.1 f ’\Z'Qd " ’?;3\‘ 0.04
Assay (%) - : o b | W T g
(calculated to anhydrous substance) . ?9'0 101.0 S 7 }// ._‘“l 100.2
Residual Solvents: Ethanol(ppm) -+ | <5000 Lﬁ *1‘1{ [«'.- 1 <52
Polymorphic form (XRPD)* Complies e 4’/ Complies -

*: XRPD :Consignment inspcition
Conclusion: The product complies with NO. R1-CEP 2006-037-Rev 03.
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'WIHE  ZHEJIANG LEPU PHARMACEUTICAL CO.,LTD.
CERTIFICATE OF ANALYSIS

. PRODUCTNorfloxacin’ % .- - | g

QUANTITY : 950k;,; BATCH NO.: FP165202110009.
PACKING: 25kg/Barrel TEST DATE: 2021.10.11
SOURCE: Warehouse REPORT DATE: 2021.11.07
MANUFACTUR]NG DATE: 2021.10.06 RETEST DATE: 2024.10.06
"| Test ‘ PR L .| Limit , oy Results
o D(0.9) i - 258
P““(';:)S ¢ I p0.s) / \>A‘t‘i\ M” 125
D(0.1) S\ | 562
Total Aerobic Microbial 3 '\" 'W’“ ’\\\\\ ==
Bioburden | Count <10 = P L\\ <1000
(cfu/g) Total Combined Mold and | _: -9 : \ D)
Yeast Count <10 F i;\/ 4[( / e

i R, /
Conclusnon The product complies with prescribed enterprise standard\‘b“ e
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