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Authorized By
Mr. A. C Patel

3.0 GENERAL INFORMATION

Brief Information on the Firmyrelation to other sites and inparticular any information
relevant to understanding the manufacturing operations.

BRUSSELS LABORAESRPvt. Ltd is a closely held, professionally managed,
Pharmaceutical company; manufacturing various dosages forms and located at
Ahmedabad city ii€hangodar IndEstatearea ofChangodar

Brusselshas recorded an excellent growth to reach its presetsndingas a growing
company in the area of health care. The company exports to around the countries, both
developed and developing. The company enjoys a-menufacturing experience of 10
yearsasestablished inthe year 1998 & Over the lastykars has rade noticeable progress,
and is as on today onef the leading pharmaceutical company in Gujarat in the area of
Healthcare
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BRUSSELS LABORATORWUES td.establishes of various disciplines are working towards
the objective of continuous improvement in duah BRUBSELS LINE RdzOGa | NB
many countries.

ThisSite master file is related tdablet, Capsule, Liquid and Dry Powder in Bietatum

and Non Betdactum Deptfacility ofM/s BRUSSELS LABORATORIEEImited Industrial
centre,Changodarnear to Ahmedabad, Gujarat, India

This site manufacturefables, Capsules, LiquidBry Powdes, Betalactum and Non Beta
lactum Dept. Poducts

Pharmaceutical manufacturing activities as licensed by the national authority

At the above address we heldhd following drug manufacturing license as per the
categories shown against and as issued by the State Food & Drug Control Administratio
GandhinagarGujarat Scledule G& C1, License No. G/1389form No. 25 and G/1010 in
form No. 28 andManufacturingactivitiesare carried out on the site.

Company manufactuseand sles the products coveré under thebroader categorie®f

Beta-lactum and Non Betéactum :

1. Tablets
2.Capsules

3. Dy Syrups,
4. Oral Liquids

Any Other Manufacturing Actiities carried out on the site
Name andExact Address of thesite, includingTelephone,Fax Numbers

PlantAddress

33, CHANGODAR INDUSTRIAL ESTATE
SARKHEJHANGODARGHWAY,
CHANGODABB2210

DIST: AHMEDABAD (GUJARAT)

TELE FAX: +2¥17-250416
MOBILE: 09227403500
E-mail:.info@brusselslaboratories.com

Reastered Office.

33, CHANGODAR INDUSTRIAL ESTATE,
SARKHEIJHANGODAR HIGHWAY,
CHANGODABB2210

DIST: AHMEDABAD (GUJARAT)

TELE FAX: +2¥17-250416
MOBILE: : 09227403500
Email:.info@brusselslaboratories.com

Telephone Noof contactperson:
(1) Mr. Divyang CPatel
Managing Director

Mobile: 09904400451
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Types of Product Categories ofBetalactum and Non Bethactum.Manufacturedat the site

ManufacturingProductsRangelncludes:

Psychiatrics
Anti Malarias
Antibiotics

Analgesics
Antiemetic
Antacids
Anesthetics
Others

N AMWNPE

Anti Inflammatory

No Toxicor Hazardous substances are manufactured over here

Short Description of thé”lant

Name

Address

Company Activities

Factory Details

: BRUSSELS LABORATORIER.

: 33, CHANGODAR INDUSTRIAL ESTATE,

SARKHEJHANGODAR HIGHWAY,
CHANGODABB2210 DIST: AHMEDABAD
(GUJARAT)

TELEAX: +912717250416
MOBILE09227403500

: Manufacturing & Sale dharmaceuticaBetalactum
and Non BetdactumProductsincluding,

1. Tablets

2. Capsules
3. Dry Syrus,
4. Oral Liquisd,

: PlotArea:1750sq meter

Builtup Ground Floor 822sg meter
Bult up First Floor : 822 sq. meter
Built up Misc : 34 sq meter
Totalbuilt up : 1678sq. meter
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The factory has built up areB678 sq. meter The connected power capacity is 125 HP.
The storage area is well maintained and has air conditioning facilities to store drugs /
products in a cool plac€lant hascapacity to produc&50& 300 It. per hour forPurified
water on a continuous basis. All the toilets argegral with automatic fluf. Auto tape

and hand dryerén place

The whole facility is well maintained at all times with adequate and prompt repairs and
paintings and servicing.

Number of Employees engaged in Production, Quality Control, Storage and Distribution

Production . 50
Quiality Control 0]
Quality Assurance : 02
Stores ;02
Distribution ;02

Use of outside Scientific, Analytical or Other Technical Assistance in relation to
Manufacture and Analysis

We take assistance of outside analytical labori#s for sophisticated test. The said
parties are aollows:

1. GUJARAT LABORATORIES :Ahmedabad

2. TheGitarLaboratories : Ahmedabad

Company uses outside expertise for pest and rodent control, calibrations, filter integrity
test, Validaton activities and training and medical services.

Calibration of Critical Measuring, Recording & Weighing Instruments

Primarycalibration as per traceabilityeport of vendor and secondary calibration
Other services obtained from the external agencies as per calibration schedules.

Nonviable counting of the new or modifieddcility and periodic monitoring

Primary monitoring as peracedility report of vendor and semdary monitoring
other services obtained from the external agencies as per calibration schedules.

Short description of the Quality Management System fothe firm responsible for
manufacture

Quality division oBRUSSELS LABORATORIES.tdis a dstinct organization body that
functions and reports to Director and is independent of all other plant functions. Head of
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Quality division is technically qualified with remarkable experience in the responsible area.
Site In charge Quality Assurance repatto Managing Director.Brusselshas adopted a
policy of operating the pharmaceutical manufacturing under control of Quality Management
System, instadld and operating as stated under the Qualfanual:

It is also our policy to update the standardspes WHO, 6GMPand customer requirements
with mutual dialogue. The quality control department is fully authorized to take appropriate
decision on quality matters.

Our Quality Policy is

To Manufacture
AWORLD CLASS PHARMA FORMULATI O
To Satisfy
ANEEDS AND EXPECTATI ONS OF CUST
To Ensure
AEMPLOYEE | NVOLVEMENTO
To Build
AQUALI TY AT EACH ABRDOEVERY
To Assure
ACOMMI TMENT TO SAFETYO
To Invest in

ACONTI NUOUS | MPROVEMENTO
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Responsibilities of Quality Assurance Degment

QA group is responsible for maintaining total quality of systems and products &gHher
cGMPrequirements. Major responsibilities covers:

Ensure compliance of national and international regulatdyyO &cGMPrequirements.
Approve and verifymplementation of defined systems, standards and procedures.
Ensure availability of approved procedures and specifications for reference.

Review Batch manufacturing and testing records, before giving product release.
Review and authorize Validation mastetam, Protocols and provide support for
validations.

Ensure compliance of Change control procedures.

Ensure induction and training of employees asédr Y RdzO G A 2 Yy PoligyR ¢ NI A y ]
Ensure compliance /HOcGMRQ tirough audits.

Carry out process contmlincluding ifprocess checks/inspections/line clearances.
Inspection of final packed stock, before release.

Investigate complaints, deviations, quality incidents and-nonformances.

Handling of regulatory inspections at the site.

Take actions on prodticecalls and investigate the reasons.

Ensure implementation of amendments in specifications and procedures as per current
pharmacopoeiatandards.

Ensure implementation of pest and rodent controls, as per defined schedules.

Review product stability repost

Review batch manufacturing records, verify reconciliation of batch inputs, batch yields
and finally release the product.

Document control.

EnsureWHOGMP/ cGLP training to the staff.

Ensure proper storage and feRtrievability of records.

Annual Poduct Quality Review

Developing quality policy & standards

Analytical method development

Vendor development and approval

Support to validation activities

Internal audit

To review and approval of master validation program, including equipments, processes,
facilities, analytical methods etc.

To investigate out of specification results or failure investigation related to testing or
manufacturing etc.
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e To review and upgrade the quality systems as per the latest regulatory requirements on
periodical basis.

e To laison with overseas customers on quality related issues and regulatory bodies on
audit and their followup.

e To review and approval of awork of all finished packaging material including contract
manufacturing locations.

e Toreview SOPs related to qikssurance and manufacturing activities

e To ensure sampling of ramaterials and packaging materials as per company
procedures.

Audit Program

Audit program or selinspectionand Vendor assessment aimplemented with aim to
evaluate the effectivenesof the applied quality system and ensuring that every step in
production process is in accordance WIHHOGMPprinciple

Self Inspection

e Periodical self inspection is made during manufacturing and processing from raw material
receipt  finished products dispatch. The purpose of #dpection is to evaluate the
compliance withWHOGMPIn all aspects of production and quality assurance. The self
inspection is to evaluate qualityystem The seklinspection programme is designed to
identify any shortcomings in implementation AWHOGMP, and to recommend the
necessary corrective action. Selspection is performed routinely.

Selfinspection team frominternal staff from different departments andare expert in
their own field and familiawith WHOGMPR A report is made at the completion of Self
inspection which includes:

e Selfinspection reults
e Recommended corrective actions.

e Evaluation and conclusion.

Evaluation is made by company Management for both theiss{fection report and the
corrective actions taken.
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Vendor Assessment

A documented procedure is available for the assessment, evaluation and approval of vendors.
lEf YFGSNRFfa dzaSR Fd GKS axidsS FNB 2060l AySR
Below is a sumary of the activities necessary for the approval of a vendor:

¢ Identification of vendor.

e Calling for quotation.

e Vendor evaluation through questionnaire.
e Vendor selection and audit

e Vendor approval

In case of active substancefirst three consecutive batclsemanufactured, using material
from the new source are subjected to process validation as per the approved validation
protocol. The Active Raw Material (s) and Finished Product of the first three batches are
placed on stability studies as per ICH guidaline

Overseas Vendors are assessed through Questionnaires, which is designed to understand the
Standards followed by the vendor.

Vendors Supplying Active materials are audited once in 2 years, primary packaging material

once in 2 years, Excipients (inactimeaterials) once in 3 years and secondary packaging
materials once in 3 years.

Release of a batch not only depends on the conformance of the
intermediates/finished products to the standard specifications, but also on the
review of the Batch manufacturingecord and analytical reportdManagerQuality
Assurance authorizes the release of fireduct for sale/ distribution.
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4.0PERSONNEL

Organization Chart showing the arrangements for quality assurance, including production
and quality control

Qualty Assurance Function is independent of all other plant functions. All site managers
reports to General Manager who in turn reports to the Director.

Managing Director

General Manager

'
¢ ! !

v

Manager Manager Manager
Purchase and QC Production Q.A. MANAGER
Administration

l
! ! |

Officers Officers Officers v
(Liquid) (Tablets) (Capsule) Executive
QA

|

v v * _ v : Executive
RM Store PM Store Finished Housekeeping QC
In charge In charge Goods In charge
Store l
In charge Officers QC
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Qualification, Designation Experience and Responsibility of Key Personnel

Name of the
Person

Quialification

Designation Experience

Brief Responsibilities

Mr. A.C.PATEL

B.Sc., D.PHARM

Chairman 25Yrs.

To identify and approve the new market
for the cmmpany's product.

To interface with the customers vésvis
company's product.

To interface with the larger manufacturel
for manufacturing their products on
contract basis.

To finalize the terms of the contract for
contract manufacturing.

To manage thefished goods store for
ensuring the minimum inventory.

Mr. D.C.PATEL

B.COM

Managing 10 Yrs.

Director

Vendor development in consultation with
Head Quality Assurance.

To ceordinate with M.D. for production
planning and purchase activities.
Material Procuement as per
specifications.

To maintain the vendor appraisal /
Evaluation.

To take the stock of inventories.
Developing new product formulation and
implementation for Production.

Give training to shop floor and upper lev
personnel when required.

To issie guideline for corrective actions
for non-conforming product.

To update formulations and printed
packing materials to meet Regulatory
requirements.

Maintain productivity with quality.
Monitoring of compliance with WHO
cGMPrequirements.

Mr. Pravin
Chaudtary

B.Sc.
(Chemistry)

Q.A. Manager | 18 yrs.

To initiate actions to resolve nen
conformances.

To maintain adequate documents
pertaining to the activities for which
he/she is responsible.

All quality assurance activities. Vendor
development activities PreparMaster
Validation Plan Preparation, issuing and
reviewing of SOP, BMR and Master card
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As per Master Validation plan work on
prospective, concurrent and Retrospecti
validation Prepare Annual product reviey
Prepare documents and manuals for
stability study, Quality, Safety water
system etc.

Batch manufacturing, Documentation,
New SOPs, BMR prepamt, maintain the
area as per WHOGMPR

Mr. Jigar B. Vansolg

M.Pharm
(Pharmacoognosy)

Q.C. Icharge

6 months

Overall Quality planning and monitoring.
To approve Quality Control procedures a
per cGLP.

To setup system which have a bearing o
quality

Mr. Dinesh H. Patel

M.Pharm
(Pharmaceutics)

Q.A/RA
Incharge

6 months

To approve new products for launch.
To approve design change.
Preparing & updating Qualityanual.

Ms. Mittal
Chakravarty

M.Sc.
(Microbiology)

Q.C. Chemist

10 months

To perform testing of raw materials and
finished products.

Mr. Jatin Dariji

D.Pharm

Q.C. Chemist

1 month

To perform testing of raw materials and
finished products.

Mr. Ramesh S.
Gajjar

B.Sc.
(Chemistry)

Production
Incharge

16 Yrs.

To maintain the department.

Ensure that the appropriate process
validation and calibrations of control
equipments are performed and recorded
and the reports made available.

To ensure that the requirecdhitial &
continuing training of production and
packing personnel. Handling of labors.
Follow up with loan license parties,
purchase, Maintenance and quality
control department for their respective
work.

Prepare weekly production planning.
Monitor day to dg productivity.

Mr. Indrakumar Dev

B.Sc.
(Chemistry)

Production

20 Yrs.

To prepare BMR and Master cards.

Mr. Jayesh A. Patel

B.Sc.
(Chemistry)

Production

7 yrs.

To monitor production operations and
records in accordance with Master card
dockets.

Mr. Ratlul Dabhi

D.Pharm

Production

4 month

To ensure that Manufacturing & packing
carried out as per S.O.P.
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Arrangement for Basic and {service Training and Method of Records Maintenance
Training has been identified as the kegarfor updating the skilland WHGcGMPknowledge

of personnel engaged in various activities at the sité. y RdzO G A 2 Y , Is\§ien © NI A v

new entrants employees at the site. The department managers identify training needs. Based
on the identified training needs and the anniiaNJ A y A y 3 & OK SWH@cSMR2 &/~ { h
training sessions are conducted by qualified trainers of the organization. Training Evaluation is
done through questionnaires.

Manager ¢ Q.A. compiles training records in the individual training files of empésy
Training records include attendance sheet, answers to questionnaires, evaluation and trainers
comments. Based on Trainers assessmentraiming needs are identified.

M.D. is responsible for identifying the training needs of the departmental hefads
departmental heads are responsible for person working under them. Traprimgrammeis
organized individually or in a group and is based on the area of operation of the staff. Mainly
following topic are covered during training.

- Responsibility & awareneof job.

- Cleanliness, clothing, sanitary & personnel hygiene.

- Management training.

- Material handling & cross contamination.

- Operation of instruments & equipments.

- Productivity related activity.

- WHOGMRGLP awareness.

The records of training are maiained by Departmental head as:

- People trained

- Topics covered/faculty

- Results of training

At a later date QC/QA heads review the effectiveness of training imparted.

Health Requirements for Personnel engaged in Production (Process)

All persons engaged in pradtion should be free from infections and communicable
diseases. In order to conform to the above requirement, the following precautions are
taken:
e Medical examination of all employees is done at periodic iratlsrand not lesghan
once annually, by a gliied Medical Practitioner.
e For any employee resuming duty after an illness involving contagious disease, a
medical certificate specifying his/her ability to attend to the job is asked for.
e In addition to the above precautions, supervisors are alwaysiredquo keep
Vigilfor any signs of disease or weakness in workers.
e t SNE2YY STt -lacmidrea giatested/or penicillin sensitivity yearly.
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Personnel Hygiene Requirement Including Clothing

The following hygiene conditions are expected of the workers engaged in  manufacturing:

They are requested to have It daily and wear a fresh set of garments.

On reporting to work and before entering the manufacturing dept., they are required to
change into their work attire.

Hands are to be cleaned at regular intervals using soaps. This is more essential after
visiting the toilets. Wherever possible, hair is required to be clean and inside the
headgear.

Nails are to be trimmed regularly.
In order to make it possible for the workers to adhere to the above requirements,
Thefollowing facilities are made possilda part of the management:

Separate washing, toilet and lunch room facilities for lady workers, male workers, and
chemists.

Protective clothing such as:

Working garments

Aprons

Head covers

Plastic leg wear

Face masks

Glovesetc.

All garments are laundered every day.

Manufacturing facility is equipped with sufficient area for washing, outfit changing/
locker, and resting. It is required for every personnel to use -avaa facility and
prohibited to use other class fdity (Black facility for Black area employee, Grey facility
for Grey area employee, and sterile facility for White area employee).

Incoming or outgoing flow or access of Production area employee (Black, Grey and
White) is described in employee or neaial flow, under following rules

Black area employee

All employees should change oultfit intdack area charef locker room They should
wear company dress (Apron, Cap and Slippergnenterto production area through
Black corridoand proceed tdheir respective working areas
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White area employee

Employees of White area should follow the rule of entering before entering White area
Then go to theproceedingwhite area.

The employees are required tisinfect their hand first, using provided digectant
beforelay a hand orthe garment. They should also pass through the air shower before
entering room.

To assured théygieneof uniform forwhite andblackclas®s it is changd and washed

to confirmthat the uniformcleanliness and washing areelvmaintained.

5.0 PREMISES AND EQUIPMENT PREMISES

Simple Plan of Description of Manufacturing Areas

Lay out of manufacturing area, complete with flow of material and personnel are

available orAnnexure.

Nature of construction and finishig

The manufacturinggremise hasRCGreinforced concrete cementjonstructed with the

following features immind:

e To prevent entry of insects and rodents.

¢ With smooth interior surfaces free of cracks and crevicesrder toallow easy

cleaning ad disinfection.
e Adequate lighting facilities.
¢ Propersanitarydrainage systems.

e¢2 | ff2¢ YAYAYdzY adal GSNAIE | FyYyRAYy3IED
Material and construction of production building are as below:
Section White Area BlackArea
Wall Material—> Brick Brick
Floor Material Concrete Concrete
Surface finishing | Self leveling Self leveling
Ceiling Material Concrete Concrete
Surface finishing | Surface finishing | Surface finishing
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The angle created betweereilingand wall, and betweemvall and flooris not in the form
of making a cornerangle, but itis the curved shape with minimunmadius of 35 cm
(particularly for gray and white area).

Door type (including the frame) and window frame for Production room is designed under
following method:

Section ——» White Area BlackArea
Material Aluminum and glass Aluminum and glass
. Every angle forms a | Every angle forms a circulal
Design .
Door circular shape shape
.S‘.‘rf"’?ce Smooth Smooth
finishing
Material Alumlnug]l;rszzmlng and Aluminum framing and glasg
Vll:,e;:l:glg Desgn Flushed to walls Not defined
Surface Aluminum frame with Aluminum frame with
finishing transparent glass transparent glass

Opening to wall (including electrical socket), floor or ceiling for pipe line or air/ water duct,
should be sealed arlosed by opemble cover, so that temainscleaned and dust free.
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e Brief descriptionfor Ventilation systems. Critical areas with potentiaisks ofairborne
contamination. Classification of the rooms used for the manufacture of the sterile
products

2S KI@S wmn yz2aoe 2F | ol &) ®Qa F2NJ RAFFSNBy
- Micro department.We divide Air Handling System into 4 (four) classes. They are:

Air change
(amount of Pre Filter Medium Temperature Fresh
Room Class | o nilated air per| (%) Filter (%) C) RH ()| Lir op) | REMArK
hour)
Zone A Under
. >60 3040 80-85 1827 40-70 10 laminar air
(White)
flow
Backgroun
zone B >40 30-40 80-85 1827 4070 | 10 dof
(White) laminar air
flow
zone C >30 3040 80-85 1827 4070 | 10 | eeeee
(White)
zone b >30 30-40 90-95 1827 4570 | 10 | -
(Grey)
Zone D
(Grey-Low >30 3040 90-95 1827 2040 10 | -
RH)
Black ND 3040 NA NA 2028 | 4575 10

*) MPPSMost Particle Penetrating Size

The company also maintains pressure diffeesiamong production rooms in the same class
as well as between different classes to prevent cross contamination. The procedure is as
follows:

e A more negative pressure is applied into a dusty room than it is in the (connexech
or) corridor.

e A more pogive pressure is applied to a less dusty room than it is in the (connected room
or) corridor.

e A more positive pressure is applied to rooms for sterile processes than it is in surrounding
rooms.
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e A more positive pressure is applied to intermediate roomnthais in the lower class
room.

e Pressure difference between one room and another that has lower risk or higher risk
should be applied significantly, that is 15sPalor 1.0 - 1.5 mm of waterin ascending
order to adjacent room.

Every room class is eqpied withair filter according to particle size and amount.
¢ Black classgs equipped only with préilter and secondary filters delivering Siltrate air
e Grey class: is equipped with pfiter, secondary filteandterminalfilter

e White class: is equippkwith prefilter, secondanyfilter and
Note:

MPPS test is based orBd mediumand HEPAilter

Every AHU is equipped with Flow Measuring Sensor to detect pressurairavelocity
inside ducting. The end result is maintained room condition accordinggoirement.

Every fresh air intake and ducting return equipment (particularly in White area), is
equipped with pre filter(20 + 10u), secondary filter 1) and terminalto filter micron
guarantee the cleanliness of incoming and outgoing airflow.

Validaton to air management system is implemented by:

1. 1Q of AHU system are implemented at the initiation of operation, and if system
change is applied.

2. 0OQ of AHU system is implemented at the initiation of operation (after 1Q
completed) and periodicallywice a year(and/or if any changing to the system
applied).

3. PQ is implemented periodically (at least once ewams) I YR Y2y A (2 NR Y 3
on daily basis

Every room inside white area undergodaily check periodically. The frequency of white
area checkig is more frequent than grey area checking.
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e Special areas for the hatidig of highly toxic, hazardouand sensitizing materials

None

Compressed Air Unit

The compressed air unit is used for:

a) Manufacturing Area

A schematic diagram of the congssed air unit can be found in following area with

sampling point.

In all the other user points (Packing Area;rdmeralized water plant), the compressed
and oil free air does not come into contact with the product.
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Schematic Diagramf the Compressed Air Unit
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Description of Water Systems Including Sanitation

For manufacturing purpos&vater for betaLactum and isused. For cleaning of containers,
vessels and areaBemineralizedwater line is provided

A. Description of Water System
Potable Water Making Process

Potable water is obtaineffom GIDC supply. Theater is injected with chlorine to prevent
microorganism growth The raw water is stored inunder groundtank, then pump into
overhead raw water storage tank

Potable water is used as the source of purified water after pass through fil&rof
Purified Water making process

Potable water idgransferred in to RO Plant fawater purificationbefore pumped intoRO
water storage tank andd.M. Plant

The water in RO Machine teansferred through sand filter and carbon filteto lessen
dissolved Cg) dissolved solidén water that could influence purified water conductivity.
Afterward it is injected withAntiscalantand antioxidant solutiorio eliminate the remaining
chlorine that could prevent RO mbrane damage.

The wateris then pumped using High Pressure Pump onto ROnbmene by passing
through 20p and 10y filter

RO Wagr stored in RQVater Storage Tank. The storage tank is made of 316 L stainless steel
tank. It has ventilation covered by sterile filter with porous surface ofn@i@on size and
hydrophobic characteristic to prevent incoming microorganism.

RO Water ishan pumped into D.M. Water plant and theparedD.M. Water is stored in 5
KLoverheadD.M. Water storage tank

Purified water from storage tank is distributed by sanitary pump with minimal flow velocity
of 1.5 m/s ¢ which is functioned to create insiga@pe-turbulence in order to prevent
bacterial growth (biefilm) ¢ and circulated continuously inside piping structure designed
oto avoid dead leg. Piping system is designed with min @ 3% slope to facilitate fully
drainage. Pipe material use 316 histess steel with less than 0.6 Ra refinement level for
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direct contact to product, surface (pipe welding is designed to be fmorous and smooth).
RO Water is distributed.

The drain water from above all machine is collected in 5 KL storage tank for feaite
water.

Every user point is equipped with zero dead leg diaphragm valve to avoid dead/ unused
point. Valve installation is placed on every looping pipe.

Sanitation system utilizes boiled purifieeater until 80C and it is circulated in a specific
period of time based on validation data.

Piping and tank sanitation is implemented routinely based on validation data gathered.

Purified water functions as:
e Solvent for non sterile production process
e Cleaner of particular equipment
o Water supply to disliatory for Waterfor-beta-lactum and production
o Water supply for pure steam generator.
e Water for final rinsing on cleaning process in grey area (D class)

Sanitation

Sanitation activities for water treatment system are implemented based on validatian dat
and result of inspection data that conducted daily/ weekly and monthly, with refer to each
requirement specification.

Data from validation and routine inspection are evaluated to define period of time
sanitation.

Sanitation program for Water are groupeato Potable Water Sanitation, Purified Water
Sanitation.

Potable water sanitation use Chlorine that injected periodically accompany deep well pump
running, dose chlorine is based on result of routine inspection and requirement for Potable
water (maximunChlorine compound in Potable water is Opghp

Purified Watermlant sanitation use Purified Water that heated up to°80 in purified water
tank and circulation to all pipe line for2Lhour (depend on validation data) and afterwards
the water is drainedia drain sanitary valve and all user point valve.

Frequency sanitation is based on Validation data and result of routine inspection and
condition of Purified water itself (if the parameter reach action limit, sanitation should be
done immediately)
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Frequencyof sanitation is based on Validation data and result of routine inspection and condition
of WFI itself (if the parameter reach action limit, sanitation should be done immediately).

Description of Planned Preventive Maintenance Programs for Equepimand of the Recording
System

In order to ensure that all equipments and machines perform effectively, the site Engineering
Department carries out planned preventive maintenance.

Detailed procedures for preventive maintenance are available, which dé#fimdrequency of
preventive maintenance. The procedure includes a preventive maintenance checklist for each
and every equipment/machine.

Records for preventive maintenance carried out are maintained.

If any equipment/machine is not available for prevesetivnaintenance, or preventive
maintenance cannot be carried out for some reason or the other, an alternate date is scheduled
and authorized bytility-Incharge

Few equipments/machines are serviced by external agencies at agreed frequencies. Laboratory
equipments are put under annual service contract with outside agencies.

Records of preventive maintenance by the external agencies are also maintained and reviewed
by Asst. ManagerQuality Assurance.

If any equipment/machine needs servicing, the operatortiod equipment reports to the
department officer through his supervisor. A request for service is then forwarded to the
Engineering Department with details of the service required and the date on which the servicing
of the equipment can be done.

Microbiological controls for environmental conditions like Air, Water and also finished products
as per written procedures.
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6.0

EQUIPMENTS

Maintenance of any nature follows the following route.

DEPARTMENT RAISING MAINTENANCE REQUISITION

MAINTERNCE OFFICER

TRAINED TECHNICIANS

RECTIFICATION / REPAIR

Maintenance implementation begins with maintenance master list designing. The list covers
every production, QC, PD, warehouse and supporting facility equipments that need to be
maintained,such as: AHU, water system and electrical system, which pose direct or indirect
influence to product quality.

Maintenance schedule is arranged and the documentation is written on Machine card
acknowledged by user. Before maintenance program is being umbed, maintenance
department should notify the user concerning schedule of maintenance to be conducted to
assure that user have prepared the machinery and Equipment for maintained.

Implementation of maintenance should not be carried out in the area ofre/fpeoduction is
processing or any of the bulk products are existed. It should not be executed if potential for
any room contamination occurred. Should the program be conducted, air inlet and air return
of the area should then be closed.

It is periodicdly evaluate and analyze the relevancy of maintenance schedule realization,
based on equipment master list, S@Rd Operational Manual Book of each tool, maintenance
schedule and maintenance item is arranged.

Quialification, Validation and Calibration

Valdation is conducted by in purpose to consistently yield qualified products which comply
with the defined specification.

The validation performed by validation team, which have as the member are delegation from
every related department, i.e.:
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QC/QA Departrant

Production Department

- Product Development Department
- Maintenance Department

To organize the activity of validation program, the validation team has designed a master plan
of validation (Validation Master Plan) as the guidance for validation implenientat

Coverage of Validation Master Plan:

Validation Team (holding responsible to conduct the validation program).

Matrix of Pre Validation

Schedule of Pre Validation Program

Matrix and Schedule of Validation

List of Validation Protocol

The approah is to establish consistency in product quality through validated processes,

using qualified equipments in a facility that has been qualified to meet the designed

specifications with respect to area and environment. This is backed up by using validated
support services and analytical methods.

Before any validation exercise begins, protocol is prepared, checked and approved.
Validation is performed and then reports are compiled, evaluated. Conclusion is drawn,
which is reviewed by designated technical teaand finally signed off with comments and
remarks.

Equipment Qualification

Equipments are subjected to URS, DQ, FAT, 1Q, OQ & PQ as-pppnunéd protocols.
Operating, cleaning & maintenance procedures are written down & approved. Maintenance
schedlles are defined. Critical Instruments attached to equipment are calibrated. Vendor of
the equipment becomes a part of validation team. Validation reports are reviewed and
concluded & finally signed off.

Equipment / Instrument Calibration Polic

Listof laboratory equipments,measuring site technicalpeoplein co-ordination have drawn
out recording weighingdevicesthat require being @libratedwith maintenance agineer.

Method of calibration & frequencyis defined for each laboratory equipment & critical
instruments.Out of calibration equipment/ hstrumentis reported immediatelyto manager
quality assurance and concerned department Incharge. Replacementis recorded.
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Destruction of replaced mstrument is done mmediately & recorded. Impact of out of
calibrationisassessed &daionstaken.

Calibratedequipments/instrumentsare labeled.Dateof calibration &nextdue s highlighted
on the label. Out of calibration equipments/instruments @e conspicuouslyabeleddOUT OF
CALIBRATIQNIOT D BE USED®

Repaired equipments/ instruments are calibrated immediately. Company uses outside
expertise also br calibration of instruments. Manager quality assuranceand production
reviewssuch calibration reports. Traceabilitycertificate and calibration validity of standard
equipment s also ensuredalongwith calibration certificate.

Calibrationrecordsare maintainedand kept with the managerquality assurance

Validation

Validation is classified into 3 (threegtegories which are:

a.

Validation ofCleaning and Sanitation Procedure

Validation of cleaning and sanitation procedure is conducted as to assure that the
procedure of cleaning and sanitation for processing machine, equipment, production
room including processing and packaging area are cemiigtin line with the defined
acceptance level for remainder active ingredient, detergent and microbiology.

Cleaning validation of every cleaning procedure is performed once in 2 (two) years, or
if any update/new method of cleaning to be implemented.

Valdation of Analtical Method

Validation of analysis method is conducted to all product produced, which analytical
method used has not precisely comply with pharmacopoeia method. This validation is
also conducted on analytical method of finished goods, ikialso not precisely
comply with pharmacopoeia method.

Validation of analysis method is performed on the same product periodically once in 2
(two) years, or if any reformulation or revision on analytical method conducted.

Validation of Production Prose

Validation of production process is conducted at critical steps of production process
that might significantly affect the finished product. It is also as to assure the
consistency of the product manufacturing process.
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7.0

8.0

Cleaning and Sanitation

Cleaing and Sanitation activities are implemented according to Sanitation SOP. They
are grouped into room cleaning and sanitation, machine cleaning and sanitation and
processing tool cleaning and sanitation. The activity begins with recapitulating room
cleanng and sanitation master list and machine and processing tools master list.
Recapitulation is designed under consideration of  cleaning method , sanitation
material used, cleaning agent/ disinfectant, cleaning agent/ disinfectant changing
frequency, and rispection item (i.e. acceptance criteria, inspection/ examination
frequency, person in charge of validation implementatidgm@riphery of building is also
daily cleaned. The walls, roof, gates and doors of building are periodically maintained
and cleaned.

Detail of working steps is recorded in BSfor routine sanitation implementation, and
every sanitation personnel should follow the SO

Cleaning and Sanitation implementation method recorded if? $Ovalidated by QTa
Microbiology team. The validatioméludes: measuring ofesidual active material,
rinsing cleaning agent,microbiology content and comparing the measurement to
acceptance criteria of the above master list to ensure that sanitation method is
effective. Validation is implemented 3 (three)mis according to validation SOP.
Validation implementation is repeated according to required frequency in master list.

Record and data of validation implementation is kept@# / QC department section
Microbiology together.

Documentation

Arrangemerts for the Preparation, Revision, and Distribution of Necessary Documentation
for Manufacture

All related documents to production, QA/ QC, PD and process related operation (SOP, SOlI,
Internal Standard, Lay out, Master Batch RecBR are controlled doaments. Their
circulation is controlled by Document Controlling Center and stored as files under unlimited
length of time until the next revision emergeshe site follows a welbefined system of
document control There is an approved procedure, whiclplkins the system of document
preparation, revision, distribution, storage and destruction of the obsolete documents.

Their title and a uniqgue document number with revision level and date of next review identify
all documents. Master copies of all the dooents are maintained by the site Quality
assurance department, except the master copies of corporate policies, which are kept at the
corporate Quality assurance. Photocopies of the master copies are issued to the user
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departments as a controlled copy anaV a display copy, which are identified with different
color stamps. The procedures are reviewed at specified frequency. When document is
revised, the master copy is retained as obsolete copy and the other copies are collected from
other department by QAnd destroyed.

Manager- Quality Assurance is responsible for distribution of documents through document
control system.

There is an approved standard procedure for preparation of Standard operating procedures.
Personnel from the respective departments pege standard operating procedures. They are
checked by department heads and finally authorizedMtanager Quality assurance

Specifications for raw materials, packing materials, intermediates and finished products are
prepared by the Quality control offer, checked bgxecutive Quality control and approved by
Manager Quality control and finally authorized by Manager Quatisurance.

Application of the above documents will produce record or data that is stored by each related
department. Record of bakcdata is stored at least fdk (one) yearfrom product expiration

date or4 (four) years from manufacturing date for finished product without expiration date.
Other record that has indirect correlation or noelated to product batch processing, is
storedfor 5 (five) years from published date.

Documents are arranged according to stipulated format for each document. Prior to

Ldzo f AZKAY3 G(GKS Ww520dzySyd ! LILIX AOLFGA2Yy C2NN¥Q

department for review and approval. Documenppication that has been approved by
related department is delivered to Document Controlling Center for publishing, which then
AdadadzS | ALISOATAO ydzYoSNI F2N) G4KS R20dzySyi
(SOPBMR), document order and document reios number.

Published document will be copied and distributed to related department as controtipyg,
which circulation is under responsibility of Document Controlling Center.

Production process documentation starts from raw material and packaging makteri
preparation process until finished product is ready to be sent to warehouse, all information is
written in Manufacturing Batch Record@NR. Product Development preparddMRthat is
based on formulation result and stability data that meet requirement.

BMRcontains (at least):

1. Material Requisition (MR)
- Raw (Material) MR
- Packaging (Material) MR
- Weight ticket MR
- Packaging ticket MR

2. Processin@dMR
- Raw Material Master Formula
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- Bulk Production Order
- Processing Procedure (Processing Instruction)

3. Packagin®dMR
- Packaging Material Master Formula
- Packaging Material Order
- Packaging Procedure (Packaging Instruction)

4. Packaging Material Reconciliation
5. Finished Product Reconciliation.

Master BMRdesigned by PD Department is stored by Document Controlling Center as
the Master DocumentBMR copy is stored in computer and protected by password
authority of readonly and authorizedo-change user. BMR for production
implementation is printed (as a printecbpy ofBMRMaster) by PPIC department.

Data yielded on productionrpcess implementation (processing data, inspection data,
data maker personnel and created date), inspection process, and environment condition
(room temperature, RH, Air control include particle and microbiology onvaiter (f
necessan))related annexs are written down irBMRas a record.

CompletedBMRdocument and its annexes are handed over to QA/QC Department to
be checked for completeness and kept as a file.

All documents of SOBMRis distributed and controlled by Central Document Controller
to related department, as the guidance to complete the activity of process, QC, training,
calibration, etc.

ForBMR it is distributed on batch production processing only.

9.0 PRODUCTION

Description of Production Operation

All processing activities are signed and made based on documented and clearly
described processing quality plan. The flow is simply described as follows:

1. Tablets

2. Capsules
3. Dry Syrup
4. Oral Liquisd,

Every process flow has procgssints that describe process detail, related used
SOP/SOI, machine and room. It also has inspegtiomts that explain inspection detail
and inspection implementation by person in charge.
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Arrangements of Handling of Starting Materials, Packaging Materials, Bulk and Finished
Product

The process flow is divided into several steps/ stages, such as material receiving step,
intermediate produt stage, intermediate bulk stage, primary and secondary packaging
steps and finished product delivery step. Every step/ stage will go through inspection
process according to acceptance criteria determined by QC Department.

In this stage, it is possible implement only some steps of the process, such as primary
and secondary packaging steps only.

Raw Material Receiving Step

Upon receipt of the raw materials/g&ing materials, the material is unloaded on the
receiving bay. The correctness of the material received is checked with the delivery
y23iSo ¢KS RSGFAfA& FINB €t233SR Ay GKS Ayd
quantities are cross verified. A Matal receiving note is prepared, immediately
QUARANTINE LABEhclosed on all containers ar@eRN forwarded to Quality control
department for sampling. Sampling is done by trained samplers as per the approved
procedure. Sampled containers are labelled wétlyellowish orangedUNDER TEST
LABEE and Sampled/Samplings indicating on LabelThe label indicates name of the
material, batch number of the supplier, analytical report number, date of
manufacturing, date of expiry and the retest date. Anaytical repomber is assigned

to each lot of material received. The material is identified with this number. Samples
are analysed as per the approved specifications. If the sample complies with the
approved specificationsiAn APPROVEILABEE in greenis pastedand if it does not
meet the specificationsa red HRIEEEIME Dabelis pasted on the containers.

Sampling plan and quantity to be sampled are defined in the sampling procedure.

Approved materials are transferred from under test to the approved ared the
rejected materials are moved to secured rejected material area.

Materials are accepted only from the approved vendorghe list of appoved vendors
lies with the warehouseDispensing of materials is a controlled operation carried out by
warehouse prsonnel in presence of production and quality assurance personnel.
Dispensing and sampling of raw materials is done under class 100 conditions.
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Weighing

Materials are issued by stores on receipt of authorized requisition sheet, which is a
controlled document and approved by Manager Quality Assurance or his authorized
deputy. Using calibrated balances does dispensing.

C2NJ ARSYUGATFAOIGA2Yy LildzN1}2asS> w2 SA3IKG GAO0|q

result.

Q.A. supervisoconfirms the correctnesgjuantity and criteria of weighed material of all
weighing result.

Production Process

Line clearancgrocedures are followed for all manufacturing and packing operations.
Identity of materials at processing stage is confirmed by reading dispensing.label
Weights are counter checked. The dispensed raw materials are processed as per the
instructions defined in the product specific batch manufacturing record.

Processing activity is implemented according to process stage flow of each type of
product andBMRdocumentation.BMR documentation contains the steps of process
implementation that should be done.

In Process Inspection

In-process control/ tests are carried out as per the frequency and procedure defined in
product specific batch records.-process hecks are conducted by Production and the
Quality assurance, independently at defined intervals.

QC department is responsible for testing and releasing implementation in production
process according to process flow of inspection plan. Testing and releasing
implementation is guided by stipulated receiving parameter.

Finished product

Intermediate products are analyzed and approved by the Quality control prior to the
packing operation. The finished product is transferred to the finished product
quarantine aea. The goods are released for dispatch after the completion of the
finished product analysis and the review of the batch documents and the analytical
reports by Quality assurance. Products released by Quality Assurance are transferred to
the approved firshed product storage area for dispatch.
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Arrangements for the Handling of Rejected Materials and Products

Rejected product or material is identified clearly and place in separate location to
prevent unwanted/ accidental usage. If the material/ prodwe to be destroyed,
destroyingprogram note is made and the data is kept in material record @NtRrfor-
product document.

Procedures for control of neoonforming products have been evolved, covering raw
materials, packing materials, intermediates and fieid products.

L¥ NI¥Yg YFGSNRIFIE Aa y2id O2yF2NNAy3 (G2 (K

isolated. It is sent back to the vendor.

If printed packing material is rejected, it is isolated and destroyed at the site in the
presenceauthorizedpersons. A record of the destroyed material is maintained.

If any intermediate or finished product is found to be roonforming, it is isolated and
marked with the appropriate label. It is then referred to the Asst. Mana@Qerlity
Assurance, who invegates the problem.

The matter is referred to corporate technical team for action.
Corrective action could be either

@ Rejection or

(i) Reworking to meet the specifications.

Help of Formulation and development department is sought to provitie
reprocessing procedure. Batch is reprocessed and kept under stability studies. Before
reprocessing any product, necessary approval shall be taken from the customer.

Details of any norwonforming products and any corrective action taken are recorded
and a record is maintained.

General Policy for Validation Process

Validation activity for product is divided into 3 (three) stages/ steps, which are:
prospective, concurrent and retrospective validation.

Prospective Validation

The Prospective Validation isrducted during implementation of first of 3 full scale of
commercial batches (based on validati®@MR as the result of trial and developing
formulation by PD department). Prospective validation conducted for 3 continuous
batcheswhere the validation resucomply all requirements

(In house USP, BP antP Standard¥ and satisfactory. The first 3 (three) validated
batches will then be used for the neBMRarrangement.
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Concurrent Validation

Concurrent validation conducted once in period of 1 year (latafidr prospective
validation conducted, or if the product has not been produced in one year, concurrent
validation will be conducted on the next production. Concurrent validation conducted
complying with the prospective validat&8MR

Retrospective Validabn

Retrospective Validation conducted only for existed (vesthblished) product, carry
out by collecting historical data of the processing and packaging b&bR)( the
maintenance, the personnel/personnel rotation, stability trend, including out of
specification batch.

We havedefined to collect 10(ten) data point for retrospective validation, which are
collected from batch #10 to Batch #20 (continuously).

Revalidation Policy:

o One batch of each product every year.

o Qualified equipment undergoes majorodification, replacement of
Criticalspares that shall affect equipment performance.

o Location of equipment is changed.

o Facility modification.

o Modification/ Change in support services.

o Change of cleaning agent/ method.

o Process/ Formula Change.

o Change bany critical equipmenin the chain of equipments used for
Product Manufacturing.

o Change in analytical method etc.

o Based on sufficient trend data, the process/ specification parameters

are reviewed and tightened.

Cleaning Validation

The cleaningprocedures will be validated for three successive product changeovers. The
cleaning will be done as per the defined procedure. The samples will be collected by both (i)
swab method and (ii) rinse method.

The samples will be tested for presence of tracésprevious product by the validated
method. Carry over of traces of previous product in the maximum daily therapeutic dose of
the product will be used as acceptable norms of cleaning validation.
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System For release for sale or supply of validation batches

Validation Batches shall be released for sale, provided;

1. Product compliesvith all predetermined specificabns(In process, Intermediatéinished)

2.Batches are manufactured as per the defined formula & process.

3. No evidence of any deviation.

4. Review of batch manufacturing records, analytical reports, validation reports,
Environmentonditions donot reveal any deviation to defined standards.

5. Batches are kept on stability studiesa&least 03 Months Accelerated data is satisfactory.

6. Customer Approval.

10.0 QUALITY CONTROL

Descriptionfor the quality control system and activities of the quality control department
and procedures for the release of finished products.

Quiality corrol department have experienced, competent and technically qualified personnel
to shoulder various activities of the department. The head of quality control has sufficient
experience in the Quality control functions, as applicable to pharmaceutical fatios.

Quiality control is responsible for sampling and analysis as per approved specifications.
Release/reject authority for all raw materials, packing materials, intermediate products and
finished products lies with quality control only, but final releaaithority for product lies with
Quiality assurance.

The laboratory has been designed and equipped with facilities for chemical, instrumental,
microbiological and stability testing Instrumental room is temperature controlled.
Microbiological area is proded with laminar airflow and other facilities to carry out limit
tests, assays, water testing and environment monitoring.

The instruments used for the analytical purpose are operated and calibrated as per the
respective operating and calibration procedare

All working standards used are carefully selected and analyzed in comparison to reference
standards. They are analyzed by two separate experienced analysts, so as to assess their
suitability for use as a working standard. The storage conditiondéowbrking standards as

well as their validity for use are specified and all the relevant documents are maintained.

All volumetric solutions used in assays and other tests are prepared from material of a
suitable grade in accordance with the approved pages.

Experienced analysts perform standardization of volumetric solutions. The results are verified
and records are maintained.
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Containers holding volumetric solutions are labeled with details like hame of the solution,
strength of solution, date opreparation, date of standardization, use before date, and the
initials of the person who standardized and checked the solution.

The microbiology laboratory is handled by a qualified microbiologist, who has the appropriate
experience in carrying out biourden monitoring, microbial counts and pathogen
characterization, microbiological analysis of water, Environment, materials & Finished
Products.

Staff recruited to the Quality control department undergoes initial training to ensure the
technical competene.

Quiality control plays an active role in the validation activities. Quality control department
provides analytical support for process and cleaning validation samples. Only validated
analytical methods are used in the laboratory.

RetainSamples:

Fram each batch, a fixed quantity in original packing is randomly selected for retention. They
are retained for 1 year after the shelf life of the product and stored under the specified
storage conditions as stated in the SOP. These retention samples aréneraat specified
intervals.

Stability Studies

Stability studies of products are carried out as per ICH guidelines at stabilitysseaiyocated in
the premisesConditions for stability study are.

Stability Study Storage Condition Forthe time period of
Accelerate 40°C+2°C[75% RH 5%or 6 months
30°C + 2°C/65% RH + 5% RH
Intermediate 30°C + 2°C/65% RH + 5% RH 6 months
Long Term 25°C+2°C /60% RH 5% Shelf life

For developed and existing products, stability is also studied mnde specified storage

conditions till the end of shelf life as specified, to confirm its ability to comply with the
specifications set for that product. These are termed as commercial stability studies. They are

carried out on batches randomly selected per the standard operating procedure for stability
studies.
The stability chambensesultsare recored fortemperature and humidity conditionsanually
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11.0 Loan Licens&anufacturing andThird Party Manufacturing

Contract manufacture and analyssscarried out for the productstf,

1. M/s. AugmentRemédies
2. M/s. Eden healthcare Pui.itd,,
3. M/s. Stallion Laboratories.

Above all are nder a loanlicensearrangement. It is correctly defined, agreed and specified
responsibilities relating to the manufture and control of the Products. All relevant
manufacturing, analytical and distribution records and control samples are kept.

12.0 Distribution, Customer Complaints and Product Recall

Arrangements and Recording System for Distribution

Adequat area is provided at the site for the storage of finished products. Products are stored to a
specified height with proper segregatioReleased products are dispatched as per the directions
of Commercial department in closed pirespected vehicles or coainers.

The products are dispatched to our domestic or overseas customers, who maintain the
distribution records at their end. For overseas customers, the products are shipped in containers
or by air as per the requirements of customer. Product distributi® theresponsibility of our
customers/ product owners/ contract givers.
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Arrangementsfor Handlingof Complaintsand Product Recalls
Schematic representation of handling market complaints

Complaint > Recipient > QA & Regulatory affairs
Logging (Date, Nature of complaint, complainant) Site Manager QA
Investigation report with corrective action Corporate team
Investigation —> plan- Site QA approval
y 52,
. cs >
Response to the Complainant 8= .
SEocC
§38¢
E T3
Copy of Response 5 <5
2aT
23
Eo
e —

Site Manager Quality assurance
and Regulatory Affairs

!

Complaint Records Filed

Complaint records are maintained at the site by the site Manag®uality Assurancand
Regulatory affairsompleterecord contains complaint details, investigation report, response
to complainant and closure of complaint handling process.
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Schemnatic representation of Rcall procedure:
Directive from Licensing Voluntary Recall (Brussels) Voluntary Recall by
Authority contract giver
v v ]
Investigation by Site QA \ y
v With Immediate
Effect
Review & Comments on Investigation report by corporate
technical team
£ Y
‘0 Maximum 1 Day
S Approval of Recall by Director (Brussels Parenterals)
(8]
P Y
= ]
.y 2 Recall notification
o -
g 8 \
X >
© = Product Recall by the Owner
g 2 ’ J
- 5 Y
T < Y
% . . Disposal at the
- Mutual decision by marketing head owner end
>
o
© ¥
- Receipt of Recalled Goods by the owner [
- Disnnsal
2
8 A
8 o Disposal details to the
= Reconciliation of the recalled goods =1 Recall t accepter
g +—
£ 3
B
Y
Prior information of disposal for Summary report by the site QA
domestic recalls to the licensing b1 Disposal > manager
authority
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13.0Self Inspection System

Short description of the selinspection system

The purpose of SetfInspection is:

To evaluate and monitor the implementation WHOGMPon all aspects foproduction and
quality control including support departments e.g. Maintenance, PPIC and Warehouse,
Product Development, General Affair/ Personnel Department and Purchasing.

To detect weakness and deficiencies in the production and quality control proeedund
operations.

To recommend necessary measures.

Audit is implemented by a competent team (which is understand the rule/ stipulati®iH®
GMRPIC/TGA and having experience of applying SOP in their own department). The member
should not be the ones o poses vested interest and they should not also holding any kind of
responsibility that related to the audited department. The chairman should be selected from
other department than the audited department.

QA/QC Manager coordinates audit implementatiorddorms audit panel team that consists of
delegated personnel from:

- Quality Control/ Quality Assurance department

Production department

Product development department

Maintenance/ Engineering department

GA / Personnel department

PPIC and Warehouse depadnt.

The SeHnspection activities are:

- The auditors prepare the Selhspection Program planning.

-¢KS FdZRAG2NRA GSFY AYOUSNBWASsa GKS | dzRAGSR

- The auditors compose an audit report with a detailed list of the points for improvement or for
correctiveaction.

- The auditors arrange closing meeting, which are participating by responsible person for self
inspection at QA, auditor for the audit sector and appointed person from the audited
department who is holding responsible for the audit result. The nmeetill appraise level of
findings and ask the appointed person for the audit result about corrective action, complete
with the time limit as well.

- Auditor for the audit sector should checks and reviews the follow up of corrective actions
taken by the autded department, with accordargcto closing meeting result.
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Annexure: |
Schematic Diagm of Air Handling Unit
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Annexure Il
Schematic Diagram of Water System
Raw Over Head W
Water ¢ Raw Water aw Water
Storage Storage »  Over head
Tank Tank Storage
1000 liters 5000 liters Tank
\_/ 500liters
For Daily \I/
Miscellaneous R.O. WaterPlant
Use
R.O. Water
Storage
Tank
500 liters
D.M. Water Plant
Tablet
= Department
N~
D. M. Water Q.C.
Storage s> | aboratory
Tank
2000 liters

G.1.D.C. Supply
Raw Water under | ~—____~

Ground Storage

Tank
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Annexure: Il
LIST OF MACHINARY IN PRODUCTION DEPARTMENT
NON BETA ACTUM
(A)RAW MATERIAL ROOM
Sr.No Name of Machine Capacity
1 Weigh Balance 200Kg 200 kg
2 Laminar airfow | e
3 Weigh Balance 1 Kg 1 kg
4 Weigh Balance 500Kg 1 kg
(BPRODUCTION EQUIPMENT LIST (TABLET DEPARTMENT)
Sr. No Equipment Name Capacity
1 SIFTER 30kg
2 RAPID MIXED / GRANULATOR 60 kg
3 OCTAGONAL BLENDER 150 kg
4 FLUID BED DRIER 60 kg
5 20 STATION SINGLE ROTARY MACHINE 26400 / hrs.
6 35 STATION@UBLE ROTARY MACHINE 85000 / hrs.
7 DUST COLLECTOR | =
8 DEDUSTER | -
9 DEDUSTER | =
10 DEHUMIDIFER | -
11 COATING PAN WITH MACHINE 40kg
12 HOT AIR BLOWER WITH MACHINE | = --—---
13 SPRAY GUN 7.8liter
14 POLISHING PAN 40kg
15 EXxHAaUsT | e
16 ANALYTICAL BALANCE 100gm
17 FRIABILITY APPARATUS | -
18 VERNIER CALIPER | ——ee-
19 HARDNESS TEST APPARATUS | = -
20 DISINTEGRATION TEST APPARATUS | = -
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(C) PRODUCTION EQUIPMENT LIST (CAPSULE DEPARTMENT)

Sr. No EquipmentName Capacity
1 SIFTER 30Kkg
2 DOUBLE CONE BLENDER 25kg
3 HAND FILLING MACHHNE 50000caps./ shift
4 HAND FILLING MACHINIE 50000caps./ shift
(D)Packaging Section
Sr.No Name of Machine Capacity
1 BLISTER 10000 hrs
2 STRIPPING 50000/hrs

(E) PRODUCTION EQUIPMENT LIST (LIQUID DEPARTMENT)

Sr. No Equipment Name Capacity
1 SUGAR SYRUP PREPARATION TANK WITH STIR 500liters
2 FILTRATION UNIT 500liters/Hr
3 100 UTTER TANK WITH STIRRER 100liters
4 300 UTTER TANK 300liters
5 500 LITTER TANK WITH STIRRER 500liters
6 1200 LITTER TANK 1200liters
I 1200 LITTER WITH STIRRER 1200liters
8 COLLOIMILL 300liters/Hr
9 TWO HEAD SEMI AUTO FILLING MACHINE 2500Bottles/Hr
10 | TWOHEAD SEMI AUTO FILLING MACHINE 2500Bottles/Hr
11 | 6 HEAD AUTOMATIC FILLING MACHINE 8000Bottles/Hr
12 | ROPP CAPEALING MACHINEANUALLY ) 2500Bottles/Hr
13 ROPP CABEALING MACHINEUTO ) 8000Bottles/Hr
14 | 200 LITTER TANK 200liters
15 | COMING AND LABELING MACHINE 5000Bottles/Hr
16 600 UTTER TANK 600 liters

BRUSSELS LABORATORIES PVT. LTD.
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LIST OF MACHINARY IN PRODUCTION DEPARTMENT
BETALACTUM
(E) RAW MATERIAL ROOM
SR. NO EQUIPMENT NAME CAPACITY
1 WEIGH BALANCE 300 KG
2 LAMINAR AR FLOW | e
3 WEIGH BALANCE 1 KG
4 WEIGH BALANCE 200KG
4 WEIGH BALANCE 300 KG
(F)PRODUCTION EQUIPMENT LIST (BOND STORAGE AREA)
SR. NO EQUIPMENT NAME CAPACITY
1 STRAPPING MACHINE 200 Units/Hr
(G) GRANULATION DEPARTMENTS
SR.NO | NAME OF MACHINE CAPACITY
1 CONEBLANDER 25KG 25 KG
2 MASSMIXER 50KG 50 KG
3 DBHUMIDIFIRE | -
4 TRAY DRYIER 24 TRAY 40 Trays
5 MULTI MILL WITH 1 SHIVE 25 KgHrs
(H)COMPRESSION SECTION
SR. NO NAME OF MACHINE CAPACITY
1 16 STAROTARY MACHINEABLET) 24000TAB/ Hrs
() COATING ROOM
SR. NO NAME OF MACHINE CAPACITY
1 BLOWER WITH HEATER | -
2 [ ht ¢LbD t!b océ¢é 25 KG
3 SPRAY GUN ASSEMBLY 1 Lit 1Liter

(J)PACKING ROOM
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SR. NO EQUIPMENT NAME CAPACITY
1 BLISTER
3 ALU-ALU
4 DE HUMIDIFER | -
5 S.A. CARTON CODING MACHINE 500Labds/Hrs
6 MANUAL CARTON CODING MACHINE MANUALS
(K) I.LP. Q.C
Sr.No Name of Machine Capacity
1 BULK DENSITY APPARATUS | -
2 DIGITAL FRIABILITY TEST APPARATY -
3 TABLET DISINTEGRATION MACHINE |  -----
4 WEIGH BALANCE 200 GM 200 GM
(L) CAPSULE / DRY SYRUP
Sr.No Name of Machine Capacity
1 DRY SYRUP FILLING M/ 1000 Bottles/Hr
2 DOUBLE CONE BLENDER 25.00 KG
3 CAP SEALING M/C 1500 Bottles/Hr
4 DE HUMIDIFIER | -

(M) GENERAL PACKING ROOM

Sr.No Name of Machine Capacity
1 LABLE CAQING MACHINE 2500 /hrs
2 LABLE CAING MACHINE (SEMI AUTOMET| 1000 hrs
3 WEIGHNG BALANCELKG 1.00kg
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BRUSSELS LABORATORIES PVILIETOOF LABORATIORIES INSRUMENT

SR. NO | NAME OF EQUIPMENT MAKE
1 U.v vis.spectrophotometer Systonic
2 Melting point apparatus Kumar
3 Digital pHmeter Systronic
4 Vaccum ovan Kumar
5 Friability test apparataus D.B.K
6 Polarimeter sipcon optical ind Sipcon
7 Disintegration test apparataus D .B.K
8 Tablet dissolution test apparatus Electrolab
9 Karl fsherbtitrationapparatus Systronic
10 Refractometer rajdhani scient.ind Rajdhani
11 Singal pan balance(electrical) DHONA
12 Tablet hardness test apparatus Cadmach
13 Karl fisherbtitrationapparatus Systronic
14 Infra red moisture balance Sipcon
15 Hotair oven Kumar
16 Ultrasonics Apparatus Enertech
17 Autoclave lab model Labtornic
18 Centrifuge apparatus Remi
19 Microscope set Alancro
20 Hot plate Kumar
21 Colony counter D.b.k
22 Laminar flow bench 4 feet Labtronic
23 Refrigerator 350 loit Eledrolux
24 HIGH PERFORMANCE LIQUID CHROMATOGRAPH (| ANALYTICA
25 MUFFEL FURNACE KUMAR
26 VERNIER CALIPERS MITUTOYO ACROSPED
27 WATERBATH WIH THERMOSTATE CONTROL KUMAR
28 AUTO TITRATER POTATIOMETER SYSTRONIC
29 CONDUCTIVITY METER SYSTRONIC
30 THIN LAYER CHROMATOGRAPHIC APPARATUS KUMAR
31 BULK DENSITY APPARATUS D.B.K.
32 DESSICATOR BOROSIL
33 VACCUM DESSICATOR BOROSIL
34 SIEVE ANALYSISSET | ==
35 VISCOMETER SARTORIOUS BOROSIL
36 DISTILAION SET MADE OF S.S. LABTRONIC
37 HEATING MENTAPPARATUS KUMAR
38 MAGNETIC STIRRER WITH HOT PLATE RAMI
39 UV-CABINET KUMAR
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Annexure 1V

FLOW CHARRM/PM INSPECTION

RAW MATERIAL
(

PACKING MATERIALS
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Annexure V

FLOW CHARNPROCESS INSPECTION

RECEIVED INPROCESS REQUISTION ALONG WITH SAMPLE

TESTING AS PER SPECIFICATION OR REQUISITION

RESULT CONVEYED TO PRODUCTION
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ANEXURE: VI
Flow Diagram ofhe Process of Tablet Manufacturing:

‘ Dispensing of R.M. }
v

\ Shifting \
v

‘ Dry Mixing ‘ I
f } Binder Preparation

‘ Wet Mixing ‘
J

\ Milling \
s

‘ Drying ‘

!

‘ Granulation ‘

; »
Lubricants »

‘ Lubrication ‘

I

‘ Granuls Weighing ‘

v
‘ Compression
’

‘ Visual Inspection ‘

‘ Coating ‘
i;»‘Dispensing of packing materia*

‘ Blistering ‘

Q‘Q.A. /Q.C. Releas¢

eackig | Despah
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Flow Diagram ofhe Process of Capsule Manufacturing:

Dispensing of R.M.

Shifting

v

Drying

4

Moisture Analysis
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v

Bulk Analysis
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A
Filling & Sealing
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Packing » Despatch
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Flow Diagram ofhe Process of Liquid Manuéuring:

Dispensing of RM

DM Water Plant

f

Fresh Purified Water |.P.

Empty Bottles

y

-

Sugar Syrup Heat to

80-90C
(Steam Jacketed)

A4

Manufacturing of
Solution

by

Washing of Bottles

Rotary Machine

\4
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Confidential Document




Brussels

Brussels Laboratories Pvt. Ltd.

Changodar, Ahmedabad (Gujarat) Document Number | QA/01/01
Revision Number 01

SITE MASTER FILE Effective Date 20/02/11

Review Date 20/01/13

Page Number

Page 55 of 68

Flow Diagram ofhe Process oDry SyrupManufacturing:

Dispensing of R.M.

Shifting

y

Mixing

4

Drying

y
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Anexure VIIFLOW CHARTFINISHED PRODUCT INSPECTION

RECEIVED INPROCESS REQUISTION ALONG WITH SAMPLE

/
TESTING AS PER SPECIFICATION OR REQUISITION

/
RESULT CONVEYED TO PRODUCTION
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AnexureVIIl: Photocopy ofManufacturing License
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