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Product

Ref. Order

NIFEDIPINE MICRONIZED
Batch Nr. 2202563
Mfg. date 25.01.2022
Retest date 24.01.2027
Analysis nr. 40000054250
TEST UM SPECIFICATIONS REFERENCES RESULTS
Description - ) EP/USP Conform to description

Yellgw crystalline 8owder. .
Is affected by expoOsure to light.

Identification : IR Spectrum - Conform EP/USP Conform
Identification : HPLC - Conform USP Conform
Loss on drying % max 0,5 EP/USP 0,0
Sulphated Ash % max 0,1 EP/USP 0,0
Chlorides (n.m.t. 0.02%) - Conform USP Conform
Sulphate (n.m.t. 0.05%) - Conform USP Conform
Impurity D and other impurities basic % max 0,14 EP/USP 0,01
Nitrophenylpyridine Analog (HPLC) % max 0,1 EP <0,0
Nitrosophenylpyridine Analog (HPLC) % max 0,1 EP 0,0
Each impurity (HPLC) % max 0,10 EP 0,02
Total impurities (HPLC) % max 0,3 EP 0,0
Assay (potentiometric) % 98,0 - 102,0 EP 100,2
Assay (HPLC) % 98,0 - 102,0 USP 100,1
Methanol (GC) ua/g max 1500 Company <30
Bulk density g/ml 0,1 - 0,3 Company 0,2
Particle size Malvern D(90) um max 30 Company 7

Elemental impurities: none of the elemental impurity reported in ICHQ3D

is likely to be present
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