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Certificate of Analysis (COA)

Product Name: Bupivacaine

ltem
Product Number
Batch Number
Brand
CAS Number
MDL Number
Formula

Molecular Weight

Details
BUP-20260222
BUP-SH2026022201
SIGALD
2180-92-9
MFCD00008852
Cis H2s N2O
288.43 Da

Quality Release Date 22 FEB 2026

| Test | Specification(USP/EP/BP) | Result | Unit |  Method |
A White to off-white crystalline White crystalline .
ppearance cowder cowder - Visual
Assay (HPLC. ary 1 o6 o9 99.8% %  HPLC
basis)
| Melting Point  [105-109°C [107.3°C lC  |Capillary |
| Loss on Drying IS 0.5% |0.07% |% |Grovime’rry |
|Residue on Ignition £ 0.1% 0.01% % Ignition |
pH (1%255u%p)er15|on, 6.0-8.0 6.9 ‘— ‘pH Meter ‘
| Heavy Metals (Pb) IS 10 ppm |O.1 |p|om |AAS |
| Heavy Metals (As) <2 ppm 0.05 lbpm |AFS |
| Chloride (CI ) £0.01% 0.001% %  olumetric |
| Sulfate (SO ) [KO0.01% 0.001% %  [Turbidimetric |
oed - kosz 0.03% % HPLC
ubstances
Toﬁ'c’jfg;?'c <100 CFU/g ) CFU/g CFU/g|Plate count
| E. coli |Negoﬁve |Nego’rive |— |Iv\icro test |
| Particle Size  295% through 80 mesh 99% F Sieve |

CertificationThis batch complies with USP/EP/BP pharmaceutical standards.Qualified for

injectable & topical local anesthetic use.
Issue Date: 22 FEB 2026



	Certificate of Analysis (COA)
	Product Name: Bupivacaine


