Raw Material Specification Report…Query 2(A)
Specification Preparation Module
Review date tab not required as discussed earlier.
[image: ]
Instrument test type missing in Sampling Plan
[image: ]

All test type not available in dropdown list for Client specific test
[image: ]
IH is not available in reference as earlier added in regular specification test.
[image: ]

As it is 1st time new specification preparation still number observed with revision no 1 and superseded with revision no. 0 …..How is it possible…Pls explain.
Other Points
Date format is not inline as per DD/MM/YYYY
Reason for change should be available to mention reason.
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Raw Material Specification PDF…Query 2(B)
Header is not in line as per data entered 
Points:
Required Specification No. only 
Date format
Revision No. 
Subtest not shown
Client specific test’s limit not reflecting.  And client name is also required.
Revision history is also not completed.
I selected IH grade for Micro test, but it is not reflecting in PDF. (Reflecting in report)
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Nootan Pharmaceuticals
Village Tipra , Barotiwala - Kalka Road , Barotiwala , Tehsil Baddi , Distt. Solan , H.P. 174103.

RAW MATERIAL SPECIFIC
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Specification

cription White to off white crystalline powder.

Solubility Soluble in water.
IR spectrum of sample should be concordant with IR specrum of standard.

()rgamc impurities by HPLC NMT 0.

Organic impurities by HPLC NMT 0.5%

Organic impurities by HPLC NMT 1.0%
Assay by HPLC (on dried basis) 98.0% to 10:

Bacterial Endotoxin Test 12345

Sterility Test Should be sterile.

Loss on drying

Loss on drying
REVISION HISTORY

Revision No. Change Control No Reasons for Revision

1050 AM o,
24-05-2025 &
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Nootan Pharmaceuticals (Formulation)

Specification No.:*

Revision No:*

Supersede No:*

Supersede Ver. No:*

Effective Date:

[¢]

NA

NA

dd-mm-yyyy

23-05-2025 m]

Sampling Plan

Chemical:* Physical Sample Qty:* Micro:* Indentification gty:* Control Sample* Control Sample Criteria:*

1 2 21 1 Applicable Two Times (of single analysis)
Control Sample:* Additional Sample:* Unit:* Total Sample Qty:*

48 o am v 22

Test Type:*

Test:

Subtest:

Select Limit :*

Reference:

Add Specification

Retest:*

Sample Qty:

Out Side Testing:*

PaperLess GMP

75°

Q Search

lootan Pharmaceuticals

oftware Licence No : PGNT0912202222021-00
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Chemical:* Physical Sample Qty:* Micro:* Indentification gty:* Control Sample* Control Sample Criteria:*
1 2 21 1 Applicable Two Times (of single analysis)
Control Sample:* Additional Sample:* Unit:* Total Sample Qty:*
48 o am v 22
Add Specification
Test Type:* Test: Subtest: Select Limit :* Reference: Retest:*
v v v v v v
Sample Qty: Out Side Testing:*
v
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Instrumental Organic impurities by HPLC B Not MoreThan NMT 0.5% uspP Applicable ] a
Instrumental Organic impurities by HPLC C Not MoreThan NMT 1.0% uspP Applicable ]
Instrumental Assay by HPLC (on dried basis) Range 98.0% to 102.0% uspP Applicable ]
Microbiology Bacterial Endotoxin Test Compliances 12345 IH Applicable ]
Microbiology Sterility Test Compliances Should be sterile. IH Applicable ]

Client Specific Tests

Client Code

Client Name

Sai Sharma

Test Type

Chemical

Loss on drying

Limit Type

Not MoreThan

Client Name:* Test: Sub Test: Select Limit :*
PRL MEDICOR v Chemical v v v v
Reference: ]
& Microbiology

Reference

PaperLess GMP
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Instrumental Organic impurities by HPLC B Not MoreThan NMT 0.5% uspP Applicable ] a
Instrumental Organic impurities by HPLC C Not MoreThan NMT 1.0% uspP Applicable ]
Instrumental Assay by HPLC (on dried basis) Range 98.0% to 102.0% uspP Applicable ]
Microbiology Bacterial Endotoxin Test Compliances 12345 IH Applicable ]
Microbiology Sterility Test Compliances Should be sterile. IH Applicable ]

Client Specific Tests

Client Code

Client Name

Sai Sharma

Test Type

Chemical

Loss on drying

Limit Type

Not MoreThan

Client Name:* Test Type:* Test: Sub Test: Select Limit :*
PRL MEDICOR v Chemical v Loss on drying v v Range v
Sample Qty: Maximum Lower Limit: Maximum Upper Limit: Unit:*
v v
uspP

Reference

Pa
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Raw Material Specification Details

Specification No RMS/0018-01 Effective Date 2025-05-23
Supersedes No RMS/0018-00 Item Code RM00032
CAS No. 22052025-01-01 Molecular Formula C36H46N16Na4021S6

Molecular Weight

1323.2

Storage Conditions

Store in sterile, moisture free container.

Chemical Sample Qty

2gm

Micro Sample Qty

21gm

Control Sample Gty(g) :

48 gm

Sampling precautions and warning

qwwerrr

Specification Tests:

Test Type Test

Limit Type

Reference

Description/Limits

Retest

Physcial Description

Description

usp

White to off white crystalline powder.

Applicable

Physcial Solubility

Compliances

usp

Soluble in water.

Applicable

Indentification Identification

Compliances

usp

IR spectrum of sample should be concordant with IR spectrum of standard.

Applicable

Instrumental pH

PaperLess GMP

Range

= Q Search

Client : Nootan Pharmaceuticals
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a
Physcial Description NA UsP Description White to off white crystalline powder. Applicable
Physcial Solubility NA UsP Compliances Soluble in water. Applicable
Indentification Identification By IR UsP Compliances IR spectrum of sample should be concordant with IR spectrum of standard. Applicable
Instrumental pH NA UsP Range 4.0t06.0 Applicable
Instrumental Organic impurities by HPLC A UsP Not MoreThan NMT 0.1% Applicable
Instrumental Organic impurities by HPLC B UsP Not MoreThan NMT 0.5% Applicable
Instrumental Organic impurities by HPLC C UsP Not MoreThan NMT 1.0% Applicable
Instrumental Assay by HPLC (on dried basis) NA UsP Range 98.0% to 102.0% Applicable
Microbiology Bacterial Endotoxin Test Compliances 12345 Applicable
Microbiology Sterility Test Compliances Should be sterile. Applicable

Revision History:

Revision No Version No Change Mode Reason for change Effective Date

AUTO GENERATE NA NA 23-05-2025

DOWNLOAD MANUAL PDF DOWNLOAD DIGITAL PDF
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