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her immediate superior. Training needs are then consolidated by the Head of Department (Personnel
and Administration) and submitted to Head—QA. Then Head-—QA reviews the identified training necds
of the individual and prepares an annual training calendar and gets it approved by Plant Head. The
Head-QA organizes training program in accordance with the training schedule and maintain
appropriate training records indicating persennel performance and need of improvements afler
eva' ‘ion.

E.2.3.2 Typeof Training:
Training on GMP is targeted on the different identified groups. The training is mainly divided as GMP
training and On-Job training. Job training is also called as In-service training.
GMP tt * " g program is conducted & monitored by QA and On-Job training is monitored by QA and
conducted by individual dept. Head.

E.23.3 Training Methods:
The training faculty is drawn from the respective area of work from the line of manapers and the senior
members from QA / Production along with out side experts (if required) the training program alse
includes practical training on working site. Following training aids are used for effective training.
. Reading materials-books and notes.
» Video shows.

E.2.34 Training Assessment:
The training assessment is done from the conducted training program as per the training calendar. The
questionnaires are given to the group of employees attending the program. If the score in evaluation is
below qualifying range re-training shall be given. Employees are allowed 3 times more for re-training,
failing which they shall be transferred to non-critical operations.

E.2.35 Trainir~ Record:
All the records pertaining to the training in prescribed formats are available with Quality Assurance
Department. The Quality Assurance Department. maintains tbhe records of cGMP training. Every
department maintains the individual training records in case of job training of the employees of their
own department

E.2.4  Health Requirements for Personnel Engaged in Production:

E.2.4.1 Health Checking of Employee —~ Responsibility:
All personnel engaged in manufacturing should be [ree of any contagious discase or severe type of
reaction with specific drugs.
The medical examination consists of general exami:  “on and cye checkup including color blindness.

E.242 Pre-employment Medical Examin: on:
All the new employees have to undergo pre-employment medical check ups before joining the
organization. Company has authorized doctor, who is a registered medical practitioner, carries out pre-
employment check-ups.

E.2.43 Routine Health Checking of Employce:

There is a well-organized program for all level of staff members and workers for pre-employment &
afier every year medical and eye checkup to ensure the health of personnel. Independent professional
doctor carries out medical examination. Any unusual findings during repeat check up, treatment is
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controlled to avoid any ambiguity and uncertainty in the plant and is described in “SOP on 50P™,

Standard operating procedure (SOP) on preparation, review, approval, authorization & control of
SOP is available. Separate SOP on documentation & daia control is also available which deseribes
the entire documentation systerm.

A separate area, under lock and key arrangement, is provided for storage of documents. This  area is
under control of QA Department.

Master Copy of SOPs is maintained by QA Department. At the time ol revision, obsolete copies are
withdrawn according to Distribution List. Obsolete Master Copy is maintained in archive by QA.
Master Batch Manufacturing Record (BMR) & Batch Packing Record (BPR) are preparcd and
controlled by Quality assurance department.

Batch Records, Equipment Logbooks and other Records, maintained on Shop Floor, and are also
preserved in Archive,

Specification are maintained and updated by QA department

Responsibility of Preparation, revision and Distribution of Documents:

Each department has its own specific activities along with, role/responsibilitics of persennel, different
relevant SOPs, different formats, etc, Each department develops their respective SOPs, checked by
seniors, approved by Head of Departments / QA and approved by and Q.A. afier review for
compliance,

Storage of Master Documents:
All master documents are stored by Quality Assurance departiment under lock and key.

Standard Formatting for Documentation:
The formatting of all documents are done as per written procedures related to specification, analytical
methods, batch numbering records, batch packing records etc.

Control of Documentation:

The master documents and all instructions are reviewed and approved by the QA department before
use. Any changes to be made in the master documents and master procedures have to be justified and
approved by QA Department. A Change Control Procedure is followed for any change in
manufacturing procedures/practices, change in vendors, equipment etc. and is implemented alter
approval by the Quality Assurance Department. All the approved Master Documents are kept with
Quality Assurance Dept. Issuance and withdrawal of SOPs is controlled by the Quality Assurance
Department. SOPs are reviewed after 3 vears. In case of change, SOP with next revision number is
issued and old SOP is withdrawn and is stamped as “Obsolete™.

Production department sends a written request for issuing the Bateh Production Record to Quality
Assurance department. QA department issues a photocopy / printout or scanned copy of approved
Batch Production Record to the production department.

After the completion of manufacturing and packing process the Batch Production Record is
submitted to the QA department for review. The finished product samples are analysed by QC
department as per specifications before the final release of the batch for distribution.

The batch documents along with QC reports are kept for at least one ycar after the expiry of the
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E.5.23  Quarantine and Release of Finished Product:
After the completion of labelling and packing operation, finishcd goods are transferred ta in-house
quarantine area. On completion of testing, the batch records are sent to QA for review, On satisfactory
compliance, the QA department shall release the batch for further distribution.

E.53 Arrangement for Handling Rejected Materials and Produets:
All rejected materials are separated from ‘APPROVED’ or *QUARANTINE" arca and the quality
control persons will affix ‘REJECTED" labels. The rejected material is transferred to a secured
“Rejection™ area. Quality assurance dccides the fate of such rejected material as to destroy or to
return. No printed packaging materials are returned but are destroved on the premises under
supervision of quality assurance, The rejected materials are kept under lock and key and only
authorized persons are allowed to handle such materials.

E.5.4 Brief Description of the General Policy for Process Validation:
The Validation Master Plan is written to serve as a guide, in achieving the overall objcctive of
providing products, which consistently meet their predetermined quality attributes and help us o
achieve the reliability of customers. The Validation Master Plan also provides direction and control
during the execution of the Validation Project.
The Validation Master Plan is a written document that describes the company's intentions and
Validation nced through the proper description of the facility, equipment, services, materials,
analytical methods and processes, at the Sanand plant. The Validation Master Plan deseribes the
approach of validation, responsibilities, general guidelines for validation, stepwise validation activitics
and frequency of revalidation.
The document states the elements of the Validation Program. [t encompasscs aspects of the project,
including installation, operation and perforinance qualification of equipment as wcll as Process
Validation,
It defines the responsibilities of the various functional groups in performance of validation and
presents a validation schedule.
Though detail validation methodology is described in the individual validation protocol. master
validation plan gives general guideline to the designer of the validation protocol about the methods.
As a policy of the company all major equipment has to be qualified for installation, operation and
Performance Qualification before commercial production starts. Any changes in a validated process
have to be re-validated prior to switch over,
Process revalidation is applicable on account of following:
Change in process parameters & key raw materials/quantitics & equipment/facility.
A process is considered to be validated when th  consecutive batches give results within the
specified limits. Validation is carried out by a team consisting of Quality Assurance Manager.
Production Manager and Engineering Manager. .
Equipment, processes & procedures undergo periodic critical revalidation to ensure that they are
capable of achieving intended results. A detailed SOP prepared describing the detailed process
validation procedure,

E.6 Quality Control / Quality Assurance:
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monitoring for the adherence to the specific SOP & GMP. Any activity which affects the quality of
the product is stopped & corrective action is taken immediately.

Quality Assurance personnel draw samples of each batch of each product al specified intervals
during entire batch production as per the sampling program. Complete analysis is done as per the
release specifications (Pharmacopoeia or In-house). Results are recorded in tesl protocols and reports.
The Head of Quality Assurance after checking the in-process reports releases the finish product for
packaging.

Procedure for Release of Finished Products:

As soon as any batch has been finally packed, the In-process Quality Assurance personnel draw
random samples of the finished product. These samples are tested against approved specifications by
the Quality Control Department. [f the samples meet the specifications, the Quality Control
Departm«  certifies the batch as approved.

The Batch Production Record is reviewed by the Quality Assurance Departinent for the compicteness
of the document and for the compliance with ¢cGMP's at various steps / deviation (if any). On the
satisfaction that the Batch Record is complete and the batch was manufactured complying with all
GMPs and SOPs, the QA Department releases the batch through for further distribution.

Adequate number of control samples of key raw materials and finished products are retained for future
evaluation. Stability study samples are collected scparately as per Stability programme.

Procedure for Release of Packing Material:

All packaging material on receipt from vendor is stored in Warehouse with ‘Quarantine’ status. A
Goods Receipt Note (GRN) for the material is made and sent 1o Quality Control Depariment. A
Quality Control Reference Number is assigned 1o the material: sampling of the same is done as per
SOP and affix the ‘Under test’ status label in Under Test area.

Samples are tested as per the approved specifications and compared with approved standards and
shade cards. If the samples conform to the specifications, then the consignment is released and
‘Approved’ label is pasted over the 'Under Test' label. The consignment is then moved to the
‘Approved’ storage area or ‘Rejected’ label in case of rejection of material in rejected area.

NOTE: Quality Assur: e releases intermediate batch for packing only after the release of guality
control.

Contract Manufacturing and Analysis:

St "'AC Healthcare Pvt. Ltd. is in business of contract manufacturing i.e. Formulations of only Beta-
lactam products are manufactured on job work/contract basis,

Analytical assistance is taken from approved analyticai testing labs for few specific tests that cannot
be carried out at the site.

Distribution, Complaints and Product Recall:

Distribution:

Finished goods are stored on pallets in finished goods store. It is ensured that the finished packs are
kept separately, product wise and batch number wise up to specified height.

#»  Thereis an ¢ " «ctive labeling system 1o identity the status of products.

The records-maintained permits full batch traceability from the factory 1o the customer, in terms of















