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AćĘęėĆĈę

To deliver a high quality and safe medicines, it is a must to certify the vendor
according to the GMP requirement. This qualiϐication is done to prevent the
adverse events, prevent the recalls or serious illness or death due to the low
standard quality of manufactured medicines. Vendor qualiϐication is the pro-
cess by which a vendor is assessed to determine, if it can provide the required
goods or services to the standards that the purchasing company requires. This
article explains about the detailed procedure for qualifying rawmaterial ven-
dors, packaging vendors and service providers. This also explains the vendor
assessment and the reassessment. Vendor re-assessment must be carried out
at least once a year for each packaging material and the raw material. The
manufactured part number is used for tracking. Supply Chain Management
team (SCM) should request the QA department to generate Manufacturing
Part Number. Explained about the vendor rating. The vendormust be disqual-
iϐied if the batch will not adhere to speciϐication of critical tests. For further
evaluation and investigation, vendor must be once again qualiϐied. Vendor
must be informed regarding the removal and the reasons must be explained
clearly. Vendor Relationship Management (SRM), is systematic planning and
managing of all interactions with suppliers to maximize its value.

*Corresponding Author

Name: Borra Vamsi
Phone:
Email: Vamsisuccess1207@gmail.com

ISSN: 0975-7538
DOI: https://doi.org/10.26452/ijrps.v11i2.2129

Production and Hosted by

IJRPS | www.ijrps.com
© 2020 | All rights reserved.

INTRODUCTION

Chotai (2010) The qualiϐication process is deϐined
by the American Society for Quality Control (ASQC)
as ”the process of demonstrating whether an orga-
nization is capable of fulϐilling the speciϐied require-
ment.” Vendor qualiϐication is the process by which

a vendor is assessed to determine if it can provide
the required goods or services to the standards that
the purchasing company requires.

Swathi andNambiar (2015)Adrug product consists
of an API, starting materials, excipients and mate-
rials used for packaging. These play a major role
in assuring the efϐicacy and quality of the product.
Every vendor must be assessed and must be certi-
ϐied from the product development stage, until the
batch is ϐinished (Chotai, 2010).

Selection of vendors

1. Ensure whether the manufacturer is new to the
company or not.

2. Decide whether the API is new or second
source.

3. Vendor’s reputation assessment should be
done.
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(a) Check the FDA inspection proϐiles

(b) Find out the relationshipswith other companies.

(c) Past history of failure or recall.

4. Check their qualiϐication of manufacturing pro-
cess reports

5. Capacity of vendors: This can be checked by spec-
ifying them the required quantity and required time
to supply the product and one must supply within
that time.

6. The location of the vendor is also essential.

7. API selling price should be known, for the sake of
proϐit evaluation.

8. Technical evaluation must be done.

9. Production samples which are received must be
checked for its quality.

10. The qualiϐication data of ϐinished batch must be
checked and reviewed before decision making.

11. Final report is made using the following data,

(a) Vendor history

(b) Audit reports

(c) Laboratory ϐindings

12. If any change in the management is done, then
vendor must be requaliϐied.

General ϐlow chart for vendor qualiϐication
Vendor qualiϐication process includes 3 steps,

1. Questionnaire for vendor assessment

2. Analysis of sample& machine trials

3. Physical audit/Quality agreement

Questionnaire for vendor assessment
Figure 1 shows,

Analysis of samples and machine trials
Figure 2 shows,

Physical Audit & Quality Agreement
Figure 3 shows,

Vendor approval procedure for raw materials
and primary packaging materials
1. (SOP For Vendor Qualiϐication, 2019), Supplier

Chain Management department should start
the selection of vendor for the supply of the raw
materials or primary packaging materials.

2. The speciϐications for the raw materials and
packagingmaterials will be sent to the vendors.

3. To know about the process, VAQ (Vendor
Assessment Questionnaire) will be sent to the
vendors by SCM team.

4. Those ϐilled questionnaires from vendors will
be received by SCM team.

5. They will send it to QA for review.

6. All the documents sent by vendor shall be
reviewed.

7. Vendor must provide the samples and those
samples will be tested for its quality.

8. If vendors cannot supply the required num-
ber of samples in speciϐied time, then they are
rejected.

9. The samples provided will be analysed by QC
and reported to QA.

10. If the results comply with standards, then QA
will plan for a vendor audit.

11. Vendor auditwill be planned and scheduled and
then conduct an audit.

12. If the results are in compliance, then approval
will be given.

13. For qualifying a vendor, mandatory require-
ment is VendorQuestionnaire, assessment sam-
ple analysis and physical audit.

14. For ϐinal approval MPN must be generated

(a) In case of rawmaterials, ϐirst batchwhich isman-
ufactured will be monitored.

(b) In case of primary packaging material, evalua-
tion like extractability, stability required and leach-
ability studies must be required.

Vendor approval procedure for secondary pack-
aging materials
1. (Pathway, 2017), Supplier chain management

department should start the selection of vendor
for the supply of the secondary packagingmate-
rials.

2. The speciϐications for the secondary packaging
materials will be sent to the vendors.

3. To know about the process, VAQ (Vendor
Assessment Questionnaire) will be sent to the
vendors by SCM team.

4. Those ϐilled questionnaires from vendors will
be received by SCM team.

5. They will send it to QA for review.
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Figure 1: Questionnaire for vendor assessment

6. All the documents sent by vendor shall be
reviewed.

7. Vendor must provide the samples and those
samples will be tested for its quality.

8. If vendors cannot supply the required num-
ber of samples in speciϐied time, then they get
rejected.

9. The samples provided will be analysed by QC
and reported to QA.

10. If the results comply with standards, then QA
will plan for a vendor audit.

11. Vendor auditwill be planned and scheduled and
then conduct an audit.

12. If the results are in compliance, then approval
will be given.

13. For qualifying a vendor, mandatory require-
ment is vendor questionnaire, assessment sam-
ple analysis and physical audit.

14. If in case, any secondary packaging material is
obtained fromapproved vendor, then, thatmust
be approved for newmaterials based on sample
analysis and machine trials.

Manufacturer Part Number (MPN)
PartNumber System
Manufacturing Part Number is usedwithin the com-
pany as a procedure/system for the departments
and the individuals to track and ϐind out the parts.
Categorize the parts in standardized way and cre-
ate efϐiciency in most of the manufacturing pro-
cesses (Part Number System, 2019).

Factors inϐluencedwhile selectingapartnumber
system

1. The plant must use and manage the part num-
bers while choosing the part number system.

2. It is very difϐicult to switch from one-part num-
ber to another; if team is well known with the
previous part number, the new part number
must have improved the efϐiciency.
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Figure 2: Analysisof samples and machine trials

3. If you are starting the number system, then you
have to consider the following,

4. Why is part number used in your company?

5. You must get feedback from the teammembers
on how to structure a system.

6. Is the part number given to the vendors/ sup-
pliers?

7. You must know which part number to be used.

8. You have to manage the part numbers.

MPN Generation

1. Supply chain management team (SCM) should
request the QA department to generate Manu-
facturing Part Number.

2. To createMPN, SCMmust provide all the details
such as vendor code, manufacturer code, item
code, to QA department for generating MPN
number.

Vendor qualiϐication for service providers:
1. (Boardley, 2015), Ensure that the ϐirm’s regula-

tory history, documentation, process and Qual-
ity Control system.

2. Explain the quality agreements which dis-
tribute the regulatory responsibilities

3. Qualify the product attributes which are manu-
factured, by inspection and independent veriϐi-
cation.

4. Practically visiting every vendor is not possible.
Before planning an audit,

5. A thorough review of the ϐirm’s regulatory his-
tory, followed by a desk-based audit of process
documents for cGMP compliance, may yield
vital information about the overall quality of
manufacturing operations.

6. Identiϐication and mitigation of risk factors is
essential in deciding what level of scrutiny to
apply to a ϐirm.
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Figure 3: Physical Audit & Quality Agreement

Figure 4: Vendor Audit

© International Journal of Research in Pharmaceutical Sciences 1991



Borra Vamsi and Hemanth Kumar S, Int. J. Res. Pharm. Sci., 2020, 11(2), 1987-1994

Figure 5: Vendor Rating

Procedure for removal of vendor from the
approved list
1. (Choudhary, 2019), The vendor must be

removed from the list for the following reasons,

2. The vendor must be disqualiϐied if the batch
does not adhere to speciϐications of critical
tests. For further evaluation and investigation,
vendor must be once again qualiϐied.

3. When three continuous batches are observed,
and those batches are not adhering to the speci-
ϐications ofminor test, then vendormust be dis-
qualiϐied.

4. When reviewed, if 3 batches among 10 batches
fail tomeet out the speciϐications, then, the ven-
dor must disqualify.

5. For 40%of the supplies, if the delivery schedule
is not followed, vendor is disqualiϐied.

6. If vendors are disqualiϐied, then, there is differ-
ence in prices among the purchase order and
the invoice.

Corrective Action and Preventive Action

If vendor is removed from the approved list, then
inclusion of vendor can be done by following CAPA,

1. Vendor must be informed regarding the
removal and the reasons must be explained
clearly.

2. To ensure the existence of quality system in the
organization, facility audit must be conducted
by head of purchase department, quality assur-
ance head and quality control department.

3. Lowquality issues such as the schedule of deliv-
ery and speed of delivery must be disqualiϐied.

4. After adequate adherence to all the points
above, vendor inclusion can be done in the ven-
dor list which is temporary.

Vendor Audit
(Vendor Audit, 2019), To audit a vendor following
must be considered,

Figure 4 shows,

Vendor Evaluation
(Vendor Evaluation and Audit, 2019) Evaluation of
vendors are of 3 types

1. Use of records in the informal use

2. After the fact evaluation

3. Before designing the fact

Use of records in an informal manner
In the case of vendor assessment, the information
may be collected from different sources like diaries,
log books, ϐinancial records or journals. Information
may also be collected from the past history. This
information may allow the evaluation of an event in
a better way and can help making wiser decisions.

After the fact evaluation
After completion of an event, by answering the ques-
tions asked by the auditor, helps in collecting data
for future plans and decisions.

Before designing the fact
In this case, the auditors gather the data regarding
the history of the project.
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There are many tools and tips through which the
industries successively rate their vendor’s and sup-
pliers, track performance and continuously increase
overall productivity of the industry.

Establish performance indicators
At the beginning, the managers have to think and
determine, all the characteristics that a vendor
should have, to create speciϐic performance criteria
for assessing and tracking the vendors and suppliers
regularly on quarterly, monthly or annual basis.

The things which are to be assessed are the size of
the company, QMS number of certiϐications, com-
plaint history etc.

Classify Multiple Vendors and Suppliers
If the company has a large number of vendor’s, sup-
pliers and managers, they will design a survey to
assess them. It will be different to apply a survey
to each and every vendor. Hence, vendor should
be assessed by classifying them into different levels
based on the effect they have on your product or ser-
vice.

Plan an evaluation method
commonmethods used to evaluate a vendor or sup-
plier are survey evaluation forms software applica-
tion and systemmetrics.

They have to conduct audits regularly

Vendor quality evaluation
The quality of the vendors can be evaluated by con-
sidering the following points,

1. Delivery

2. Customer service

3. Quality

4. Pricing

Delivery
1. Materials should be delivered on time.

2. Proper items should be delivered in proper quan-
tities.

3. There should be proper documentation for deliv-
ering materials.

Customer servicing

1. Adhere to policies of the industry.

2. Proper technical emergency support should be
provided etc.

Quality

1. Warranty policy should be given.

2. Reliability and durability of the product meet
these speciϐications.

3. The Instructions should be provided.

Pricing

1. Stability of the price.

If there are any changes in the price it should be
informed in advance.

Vendor Rating
Figure 5 shows,

Maintain good relationship
1. (Vendor Management, 2016), It is important to

maintain a good relationship with the vendors
and suppliers, managers of the company should
speak to them frequently.

2. Be honest with the payment issues payment
should be done on time.

3. Vendors should understand the expectations
and need of the company.

Vendor Re-assessment
1. (Compliance Policy Guide (CPG), 2019), Vendor

re-assessmentmust be carried out at least once
a year for each packaging material and the raw
materials.

2. The rate of rejection must be assessed for 30
batches of a speciϐic materials from a same ven-
dor.

3. For data compilation, data must be collected
from all other units.

4. If the rate of approval is more than 90%, then
the vendor can be approved and re-assessment
may not be required further.

5. If the rate of rejection is more than 10% then
QA Department must conduct vendor audit to
assess the reasons for lack of consistency in
supplies.

6. The vendor must be rejected in case of a non-
transferable cause.

7. If needed, this assessment is also created before
the compilation of batches data based on sup-
plies received.

8. QA Department of the plant must update the
approved vendor list consequently and com-
municate to purchase and warehouse depart-
ments.
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CONCLUSIONS

The process of vendor qualiϐication essentially deals
with the selection of vendors, which is a tech-
nique for evaluating the suitable vendors for the
industries. It helps in selecting a limited number
of vendors by conducting detailed analysis. After
analysing the vendors by using suitable procedures,
the best vendor is selected among them. If there is
any change in the management, then requaliϐication
is done.
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