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Name of the Material: Nitrofurantoin Macrocrystals Ph. Eur. -
Mfg. License No. G/1315 CAS No. 67-20-9

Batch No. NTFM-2B-241001 Batch Size 310.00Kg

Mfe. Date May-2024 Retest Date April-2028

Received Date 19/05/2024 Release Date 31/05/2024

A. R. No. NTFM-24/02
Storage Conditions | Store protected from light, at temperature below 25°C

RESULTS OF ANALYSIS N
S; Test Observation _§peéiﬁmtion
01 | Description i A yellow crystalline powder or

A yellow crystalline powder yellow crystals.

02 | Solubility Very slightly soluble in water and
Complies _in‘ethanol (96 per cent), soluble in
| dimethyl formamide.

03 | Identification test:

Test-A: By UV . i The ratio of the absorbance at the
Complies..” maximum at 367 nm to that at the
i 7 s maximum at 266 nm is 1.36 to 1.42.
Test-B: Colour development o __Cé_mplies A brown colour develops
04 | Loss on drying (At 105°C) . ' _ 10.36% wiw Not more than 1.0 % w/w
05 | Sulfated ash S 0.04% wiw Not more than 0.1 % w/w
06 | Related substance (By TLC) | -~ Any spot in the chromatogram

obtained with the test solution,
apart from the principal spot, is not
more intense than the spot in the
chromatogram obtained with the
reference solution (1.0 percent).

07 | Assay (By UV) Not less than 98.0 per cent and not
more than 102.0 per cent of

Complies

100.3%
0.3% CgHeN«Os, calculated on dried
basis.
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‘Name of the Material: Nxtrofurantom Macrocrystals Ph. Eur.

Mfg. License No. G/1315 CAS No. 67-20-9
Batch No. NTFM-2B-241001 Batch Size 310.00 Kg
Mfg. Date May-2024 Retest Date April-2028
Received Date 19/05/2024 Release Date 31/05/2024
A. R. No. NTFM-24/02
Storage Conditions | Store protected from light, at temperature below 25°C
RESULTS OF ANALYSIS
S:; Test Observation | V_éfieci.fication
Additional In-House Tests: _
08 | Lamit ol Nirofurazone Below Quantification Limit | Not more than 0.01 % w/w
| _ _|(By HPLC) N It
09 | Related substance (By HPLC) N
Single largest Impurity Below Disregmd,Liﬁ‘qi‘t Not more than 0.10 % w/iw
Total impurities Below Disregard Limit Not more than 1.0 % w/w
10 | Residual solvent: RN
Method-A: By GCHS: g
Methanol _< Not Detected Not more than 3000 ppm
[sopropyl aicohol Not Detected Not more than 5000 ppm
Isopropyl acetate Not Detected Not more than 5000 ppm
N,N-Dimethy! formamide Not Detected Not more than 880 ppm
Method-B: By HPLC:
Acetic acid ) Below Quantification Limit | Not more than 5000 ppm
11 | Specific Surface Area 0.17 m¥g Between 0.045 and 0.20 m*/g
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CERTIFICATE OF ANALYSIS

| Name of the Material: Nitrofurantoin Macrocrystals Ph. Eur.

PazeNo. 3 of 3

Mfz. License No. G/1315 CAS No. 67-20-9
Batch No. NTFM-2B-241001 Batch Size 310.00 Kg
Mfg. Date May-2024 Retest Date April-2028
Received Date 19/05/2024 Release Date 31/05/2024
A. R. No. NTFM-24/02
- Storage Conditions | Store | protected from light, at temperature below 25°C L
) RESULTS OF ANALYSIS i
13:;-. Test Observation -Spe;:iﬁcation
12| Bulk density:
Untapped density 0.67 g/ml “~| For Record
Tapped density 0.84 g/ml i For Record
13 | Particle size (By sieve) 100% passing throgieh For Record
= 40 mesh
Additional test as per customer reqmrement "Ny
14 | Particle Size (By Malvern)* 199 um >90%>75 ym

Remark: The material Complies as per Ph: Eur. and In-House specification.

Note: This COA is generated for F & A Pharma.
*: Test performed on 07/06/2024. °
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