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CERTIFICADO DE ANALISIS (COA)

Producto:

Enrofloxacina

CAS N°:

93106-60-6

HREHEHS (COANO.) TS-QCSA00107001-Report01-07

CERTIFICATE OF ANALYSIS g
: 1 55 (Serial No.)F4062109048

1 fh 2 FR Product BV 2 Enrofloxacin . ';?‘*\'i@ 3%:;?,, "'% Batch No. 210912-2

4 #E  Packaging Size 25kg/ffi (drum) it £ Batch Size 1202.22Kg
£F=HE] MFG Date 12/09/2021 (d/m/y) & %5 H #H Reporting Date 15/09/2021 (d/m/y)
HATARHUE According to i %Zﬁ%of&z? )$ﬁ&~gﬁ S B B Retest Date 11/09/2024 (d/m/y)

Zi 2 U= Shipped quanuty

IS T E Tests FRUERNTE Acceptance Criteria 25 B Results
HEOGRABRAEREN R TR, BREHEIELE. | MERLEREY
Appearance Slightly yellow or pale orange-yellow crystalline powder, odorless, The xR Slightly yellow
. crystals gradually become orange-red under day light. crystalline powder
R E=FRRT 0, - TG, 7P
Simsralon W, TEKP R R R
Solubility Freely soluble in chloroform, sparingly soluble in dimethyl- formamide, /
slightly soluble in methanol and in sodium hydroxide TS, very slightly
soluble in water .
J& s Melting range 221~226C 222.5-225.0C
(1) HPLC: Bisfhig # 3 i (R 85 i 8] B2 5 %) HE 3o R BE e —
[B]—3L . e
wooR - HPLC:The retention time of the major peak of the Sample solution Conforms
corresponds to that of the Standard solution .
Identification g - sk A
(2) IR:. ZLAMEHSE R 7 5 o BR ) B — 2R L
IR: Conforms to the reference spectrum. Conforms
HRETEE E
Clarity of solution r‘(&ft Clear (1g/20ml in 0. 5mol/L NaOH Solution ) I - Confoiis
s % PN
YEWIHRE Colour of solution. | . S %ﬁéiﬁ ?zé 4 ShriE H:éﬁ ( 1J20ml in 0.5mol/L 7E
| NaOH Solution) Not more intensely coloured than Y 0r GYy Conforms
] ur el
SUEERRE:  (TLO <02% <0.2%
Fluoroquinolonic acid
. (1) FFEYPE Ciprofloxacin <0.5% 0.04%
BHXWFE  (HPLC) T e i
@) HTEMEANZFE  Any other single impurity <0.3% 0.11%
Related substances
(3) EZRIR Total impurities <0.7% 0.11%
T42 2R E Loss on drying <0.5% 0.06%
FAFITRIE Residue on ignition <0.2% 0.02%
E 4 J8 Heavy metals <20ppm <20ppm
s = BETERTE, & C19H2FN30; REANTE /A F 99.0%. "
= sy =99.0% (Dried substance) 100.1%

& W ARIETESHM 2020 FR—EIAERK, SRGFENE

Conclusion: Conforms to Chinese Veterinary Pharmacopoeia2020 ( [ ) specification for enrofloxacin.

ﬁ“E‘(note): T4

After risk evaluation, elemental impurities meet the requirements.
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El presente documento es copia fiel del original.
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