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1 Elucidation of Structure 
1.1 Elucidation of Structure (API Name, API Manufacturer Name)

Based on the information available in the open part of DMF (DMF# XXXX) of API Name, structure, chemical name, molecular formula and molecular weight of API Name is as follows:
Structural Formula: 

Chemical Name/IUPAC Name: 

Molecular Formula:
Molecular Weight: 

The structure of API Name by API manufacturer Name is confirmed based on the following characterization studies: 
<Enlist all the studies that are provided in DMF 3.2.S.3.1 sections. For complex APIs, please include sufficient data to support active ingredient sameness as outlined in the product-specific bioequivalence (BE) guidance, when available on the FDA’s website https://www.accessdata.fda.gov/scripts/cder/psg/index.cfm. For example, here are some studies listed.

1. FT-IR Spectroscopic Study

2. Nuclear Magnetic Resonance Spectroscopy (NMR)

a. 
 Proton Nuclear Magnetic Resonance Spectroscopy (1H NMR)

b.  13C Nuclear Magnetic Resonance Spectroscopy (13C NMR)

3. Mass Spectroscopy
4. High-Performance Liquid Chromatography (HPLC)
5. Thermogravimetric Analysis (TGA)

6. Differential Scanning Calorimetry (DSC)

7. X-ray Diffraction (XRD)
8. Elemental Analysis >
1.2 Other Characteristic Evaluation 

1.2.1 Polymorphism
Drug substance manufacturer i.e., add the manufacture name manufactures the crystalline material form of API name, X-ray diffractogram prove that API name drug substance is crystalline material 
< Above mentioned techniques are for reference only. Please add or modify according to Module 3.2.S.3 of DMF.>
Please include list of all study names as per DMF. 
Please refer to drug substance manufacturer, API manufacturer Name, DMF (DMF # XXXX) for information on the elucidation of the structure and characterization of the drug substance. Please refer the Module 1.4.2. – Appendix 1 for API manufacturer Name, DMF Letter of Authorization (LOA) for API Name.

1.3 Qualification of Structure (Drug Product Manufacturing Company Name)

Additionally, Drug Product Manufacturing Company Name has also verified the drug substance through a satisfactory comparison with API Name reference standard as discussed below: 
1.3.1  Infrared Spectroscopy
The Infrared (IR) spectrum obtained with API Name sample complies to the Infrared spectrum obtained with API Name reference standard/working standard. The functional groups, obtained with the Infrared spectrum in the drug substance, have confirmed the structure of API Name. The correlation and similarity of the spectrum with reference standard identifies the drug substance. The typical overlay Infrared (IR) spectrum of standard and sample are exhibited in Module 3.2.S.4.4.

1.3.2 Identification B by UV Spectrum 

The requirement are met if the UV absorption spectra of the test solution and standard solution exhibit maxima and minima at the same wavelength and absorbance ratios are within limits which identifies and qualifies the API Name Drug Substance characteristics. Please refer to Module 3.2.S.4.4 for the typical UV Spectrum of standard and sample.
1.3.3 HPLC Retention Time

The HPLC retention time of API Name peak obtained with API Name sample preparation corresponds to the retention time obtained with the Standard solution, using API Name reference standard/working standard. Please refer to Module 3.2.S.4.4 for the HPLC chromatogram of standard and sample.
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