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QUALITY CERTIFICATE
Product name: NYSTATIN
Quality: Ph.Eur.11.0.
Package: 50¢g
Formula: C47H75N0¢7
Rel. mol. weight: 962,10
Lot No.: GF6059514
Manufacturing date: 07.2023.
Expiry date: 30.06.2026. (DMY)
Anal. No.: 15842H59514
REQUIRED MEASURED
Appearance: yellow or slightly brownish, hygroscopic powder yellow or slightly brownish, hygroscopic
powder
dentity (IR) identical identical
dentification test 'C’ identical identical
Identification test 'D’ identical identical
Absorbance (A305 nm) min.0,6 0,79
Nystatin A1 (HPLC) min.85,0 % 89,3 %
Any other compound (HPLC) max.4,0 % <40 %
Loss on drying max.5,0 % 36 %
Sulphated ash max.3,5 % 165 %
Assay (microbiol.) min.4400 1U/mg 6432 1U/mg
Residual solvents (Methanol) max.3000 ppm 51 ppm
Residual solvents, (acetone) max.5000 ppm 345 ppm
Residual solvents, (n-butanol) max.1000 ppm 34 ppm
The Product complies with the requirements of Ph.Eur.11.0.
Kiallitva: Halasztelek, 2023.09.05.
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mindségbiztositasi vezetd
MKB BANK HUF: HU94 10300002-20229845-00003285 SSTEMCER,, ADOSZAM 10886713-2-13
MKB BANK EUR: HU87 10300002-20229845-48820019 % VAT. NO. HU 10886713
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Tarsasagunk 1SO 9001, GDP és HACCP mindségtanusitassal \DNV/ Our company has 1SO 9001, GDP,HACCP Quality Certificates.

rendelkezik.
1SO 9001

exPanda Integralt Ugyviteli Program EXP.WIN.7.9 1. oldal



