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A Quality Control Chemist is responsiblefor conducting qualitative and
gquantitativeanalyssto ensure specified quality of the manufactured product
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Brief Job DescriptionA Quality Control Chemistprepares and tess sample:
from all phases of thenanufacturingprocess to ensure that the product qual
Contact Us: meets the standardsprepares documents that eport test results and is
Life Sciences Sector responsible fopreserving workplace safetyhile handlinghazardous materials
Skill Development Also responsible for testing of 4process/irput raw materials & packin
Council materials, n-processsamples apart from finished products. Also responsible
13, PalanMarg, 3rd testing of process validation samples, product stability samples and cle
Floor, Vasant Vihar, validation samples (Rinse samples/Swab sample¥ etc

New Delhi, 110057
Phone No.: +91 11
41042407/408
Email:info@Isssdc.i
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Personal Attributes:The individual should have strong anag technique ir
chemical testing and instrumental methods of analysis.odGonderstanding o
chemistry and investigationabilities. He/she should haveammiliarity with
‘ guidelines such as GLP, cGMP and principles of Quality Manageientole
= f | holder should have attention to detadnd excellent organizational skills.
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Job Role Quality Control Chemist

Responsible forconducting qualitative and quantitative

Role Description analysis to ensure specified quality of the manufactured
products
NSQHevel >

B. Pharma / B. Swith Chemistry major subjectr Analytical
Minimum Educational Qualifications | Chemistry(Preferable)

M. Pharmain Pharmaceuticahnalysis oQuality Control &
Assurancé M. Scwith Chemistry major subjecbr Analytical
Chemistry (Preferable)

Quiality-related certification

Maximum Educational Qualifications

Training . .
(Suggested but not mandatory) On the job training
Minimum Job Entry Age 19Years
Experience 0-2 years
Compulsory:

1. LFS/N0O30Perform routineanalysis in lab while
ensuring compliance with Goddanufacturing
Practices(GMP) and Good LaboratBractices (3°)

Applicable NationaOccupational 2. LFS/NOl10Maintain a healthy, safe and secure

Standards KOS) workingenvironment in the life sciences facility

3. LES/NO30Zoordinate with Supervisors and colleagu
within and outside the department

4., LFS/N0103oensure cleanliness in the work area

5. LES/N03140 carry out reporting and documentation
to meet quality standards

2| Page
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6. LFS/N03200 carry out quality checks in the quality
control process

Optional:
N.A.

Performance Criteria As described in the relevant OS units

3| Page
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Description

Core Skills/Generic Core Skills or Generic Skills are a group of skills that are key to learn

work environment. In the context of theOS, these include
communication related skills that are applicable to most job roles.
Description Description gives a short summary of the unit content. This would be
helpful to anyone searching on a database to verify that this is the
appropriateNOS they are looking for.

Function Function is an activity necessary for achieving the key purpose of the
sector, occupation, or area of work, which can be carried out by a pe
or a group of persons. Functions are identified through functional
analysis and form the basis NOS.

<
>
< Skills and working in today's world. These skills are typically needed in any|
H
)]
Lo

Job role Job role defines a unique set of functions that together form a unique
employment opportunity in an orgasation.

Knowledge and Knowledge and Understanding are statements which together specify

Understanding technical, generic, professial and orgarsational specific knowledge

that an individual needs in order to perform to the required standard.
National Occupational | NOS are Occupational Standards which apply uniquely in the Indian
Standards (NOS) context.

Occupation Occupation is aet of job roles, which perform similar/related set of
functions in an industry.

Organisational Context| Organisational Context includes the way the orgation is structured
and how it operates, including the extent of operative knowledge
managers havef their relevant areas of responsibility.

Performance Criteria | Performance Criteria are statements that together specify the standal
of performance required when carrying out a task.

Qualifications Pack(QP| Qualifications Pack comprises the seN@IS, together with the
educational, training and other criteria required to perform a job rofe.
Qualifications Pack is assigned a unigue gualification pack code.

Qualifications Pack Qualifications Pack Code is a unique reference code that idenfi
Code qualifications pack.
Scope Scope is the set of statements specifying the range of variables that {

individual may have to deal with in carrying out the function which ha
a critical impact on the quality of performance required.

Sector Sector is a conglomeration of different business operations having sif
businesses and interests. It may also be defined as a distinct subset
economy whose components share similar characteristics and interej

4| Page
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SubSector Subsector is derivd from a further breakdown based on the
characteristics and interests of its components.
Subfunctions Subfunctions are sufactivities essential téulfil the achieving the

objectives of the function.

Technical Knowledge

Technical Knowledge is tispecific knowledge needed to accomplish
specific designated responsibilities.

Unit Code Unit Code is a unique identifier for &§0S unit, visich can be denoted
with | yNQ @

Unit Title Unit Title gives a clear overall statement about whatitheumbent
should be able to do.

Vertical Vertical may exist within a stdector representing different domain

Keywords /Terms Description

areasor the client industries served by the industry.

NOS National Occupational Standard(s)
NSQF National SkilQualifications Framework
NCG2004 National Classification of Occupatie@04
(OX) Occupational Standard(s)

QP Quialifications Pack

QC Quality Control

SOP Standard Operating Procedures

GMP Good Manufacturing Practices

GLP Good Laboratory Practices

00s Out of Specifications

OoOoT Out of Trend

GDP Good Documentation Practices
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LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing
Practices (GMP) and Good Laboratory Practices (GLP)

Natil onal Oc
Standar d

Overview
ThisOccupational Standard describes the knowledge, understangdand skills required for a

Quality Control Chemistto perform routine analysis in lab while ensuring compliance with
Good Manufacturing Practices (GMBhd Good Laboratory Practices (GLP)

6| Page
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LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing

Practices (GMP) and Good Laboratory Practices (GLP)

Perform routineanalysis in lab while ensuring compliance with Good Manufacturi
(Task) Practices (GMPand Good Laboratory Practices (GLP)

ThisOS is about ®ualityControlChemisttonductingroutine analysis in lalto ensure

compliance with Good Manufacturing Practi@esl Good Laboratory Practices

Scope The unit/ task covers the following

9 Perform routine checks

1 Conduct analysi& documentationin lab

1 Check upkeep of instruments

Description

h O OdzL.

Performance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

To be competent, the user/individual on the job mtst be able to:

Perform routine

checks

bl GAZ2YI

PC1.perform all theroutine quality check activitieand validationsatisfactorily
including checking for sample authentigigppropriate storage of chemicals/
reagents, maintaining reaction temperaturas per SOP and GLP guidelines

PC2.train the line stafeffectivelyto perform quality checks

PC3.plan andmanagemanpowerefficientlyto undertake the needeavork/ quality
checks post receiving samples for testing, recording in the specified docum

PC4.ensure that all work meets applicable QA/QC guidelmesapproved within
standard operatingproceduresand GLP guidelines

PC5.review thedata given by analysts and ensure that it is as per theg@pPved
within procedures

PC6.ensureall activitiesconducted shall meet the quality standards and norms ag
specifiedin SOP and GMP and GLP guidelines

Conduct analysi& PC7.fill log book,column,reagent, volumetric solutionyorking standard, reference

documentationin lab standard entriescalibration recordsgtc andprepare reports for document
findings and recommendations on tinas per SOPs

PC8. conductsampling andnalysis on time and as papproved writtenprocedure
along with reagentreference standargbreparation and standardisaticas per
SOP and GLP guidelines

PC9. coordinate effectively with personnel in other disciplines to integrate finding
and recommendations

PC10identify causes foout-of-spec products and then recommend changgs
F2it26Ay3 /1t k/ KFEy3aS /2yGiNRf t NP

PC1llanalyse root cause of deviation®OS/OO&ndincidents take correctiveas
well preventive actins to avoid futuredeviations

PC12participate in laboratory investigations and check the validity/ stability of
volumetric solutions/pH buffers, standards as part of daily routine and discg
expired solutions/standards as per written procedures

PC13regulardocumentation(online/offline) of all the activities

PC1l4review and update test methods and procedusssper schedule or when a
regulatory requirement arises according to written procedures

7| Page
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Check upkeep of
instruments

A. Organisational
Context
(Knowledge of the
Company
Organisation and
its processes)

Knowledge and Unde

PC15conduct regular checks for positioning of all equipment and instrurteesy
undertake cleaning procedures for instruments post usage

PC16conduct regular checks on equipment and instrument conditjcsh@cument
calibrationsand coordinate with maintenance team for preventive maintenar

PC17ensure gecision ininstrumentcalibrationsto minimize source of errors

PC18maintain instrument maintenance logs affiollow preventive maintenance
schedules

PC19investigate out of calibration if angndimpact of previously analysed product
as per approved written procedures

rstanding (K)
The user/individual tob needs to know and understand:

KA1L. quality specifications angolicy of the company

KA2. good documentatiorpractices of the comp

KA3. composition/requirements of the product mahufactured

KA4. standard operating procedures of tligiality control and assuranaeit

KAS. legal and regulatory frameworks relevant to theality control and assurance
andfurther implications offailing to comply with those

KAG6. quality control methods approved by the company

KA7Y. format of presenting the information captured during quality checks

KA8. sample handling procedures used with the organization and what to do wit
faulty sample

KA9. approved methods of Aalysis along with Specifications

KA10handling procedures of hazardous and poisonous substances

KAl1lthorough understanding of sampling procedures and procedures on how t
handle abnormal / faulty sample

KA12procedure of destruction of retail sample

B. Technical
Knowledge

The user/individual on the job needs to know and understand:

KB1. thorough understanding and interpretation of pharmacopoeia

KB2. relevant regulatory guidelines along witGH andVHO guidelines

KB3. CurrentGood Manufacturing Ractices(GMP)and current Good Laboratory
Practice{GLP)

KB4. understanding of Electronic Records & Electronic Signatures, Audit Trials
and Time Stamps, Data Integrity.

KB5. exposure to relevant ERP systepieferably any Lab Information
Management Systerand software application like Ms Office

KB6. waorking of analytical instruments and equipment

KB7. nature of reagents & solvenenddetailed understanding of basic principles
of Separation Sciencegijtical system parametersnd their Industrial use in
Quiality Cotrol analysis

KB8. working knowledge of chemical analysis tests and other test parameters f
pH and viscosity tests

KB9. operation & cleaning procedure of various equipment use@@

8| Page
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LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing

Practices (GMP) and Good Laboratory Practices (GLP)

KB10. handling, use and interpretation of data generated on the analytical
equipments instruments used in the Quality Control Laboratofgr, atleast
one put not limited tog Analytical Balanace, pH/Conductivity/ TDS meter,
Autotitrator (KF/Potentiometric) Melting Point Apparatus, Polarimeter,
Refractometer, High Performance Liquid Chabogrgohy, Gas
ChromatographyDissolution Testing Apparatus, Disintegrating Test
Apparatus, Friability test apparatus, Wisible Spectrophotometer, Atomic
Absorption Spectrophotometer, Fourier Transfer Infrared Spectrophotomg
maintenance of stabilitghambers etc

KB11. In depthknowledge of karlifcher apparatus, IR moisture balance, digital
Verniercaliper, tapped density apparatus, friabiligst apparatus, TOC
Analyzerphotoflurometer, etc

KB12. Knowledge of 58nd design of quality control lab enhance efficiency and
effectiveness

KB13. sound knowledgef science behind analyt{ggl proceduiasd knowledge of
basics of Pharmaceutical Science and Chemistry inclusive of Organic
Nomenclature System, Organic Reaction Mechanism, and Basic Analytic
Chemistry fundamentalacluding balancing chemical equations, chemical
equilibria, acid and base chemistry, stoichiometric calculations, reduction
oxidation chemistry and interaction of light with matter.

KB14. procedures for dealing with spill management

KB15. knowledge of antibodies, acids, oxidizeqgents, cytotoxic drugs and keeping
their samples safely and avoiding cross contamination

KB16. knowledge of worksheets, log books , date and time formats to be followe

KB17. expertise on chemical methods of analysis likkumetric analysis, gravimetri
analysis, where chemical standards and reagents are used to perform
gualitative and quantitative analysis

KB18. knowledge of material Safety Data Sheets for each material available in th
laboratory as part of Accidental releaswasure

KB19. understand mcompatibility of chemicals, hazards and storage procedures,
storage of chemicals as per Hazard Classification

KB20. through understanding of the PPE required and Glove Compatibility with {
chemicals

KB21. usage and maintenance of fume hoathen conducting chemical experimen

KB22. safe handling practices of chemic#isr example, Sodium metal should not
get in contact with water if it comes it blasts, before opening ammonia
solution the bottle should be cooled in a refrigerator to reach temperatof
4°C or it bumps on to face ejc.

KB23. be well versed withdrmats, Change control management, Version Control,
Issue &etrieval of documents, management of Standard Operating
Procedures, Standard Testing Procedures, Protocols, Equipment Qualific
documents, Method Validation Protocols & Reports etc.

KB24. importance of primansolutionsand secondaryvorking solutions

KB25. experience for interpreting graphs from analytical instruments and tests

KB26. knowledge of storage and maintenance of control samples

9| Page
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LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing
Practices (GMP) and Good Laboratory Practices (GLP)
KB27. Knowledge of Quality by design, quality risk management, waste eliminat

techniques
Skills (S)
A. Core Skills/ Writing ills

e Sl The user/ individual on the job needs to know and understama to:

SAl. conductdocumentation including online documentation
SA2. make legible entries with permanent ink

SA3. write detailed reports for investigation

SA4. payattention to detailwhile recording production parameters
SA5. write official emails for various purpose at work

Reading Kills

The user/individual on the job needs to know anginderstand how to:

SA6. read important documents, reports and procedures accurately

Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA7. interact withpeople to effectively gather information

SA8. listen effectively and orally communicate information accurately
SA9. build andmaintain positive and effective relatiships with colleagues
B. Professional Skill§ Decision Making

The user/individual on the job needs to know and understand how to:

SB1. interpret andanalyseinformation and evaluateesults to choose the best
solution and solve problems

SB2. useindividual judgment to determind test results or processes comply with
regulations andpprovedstandards

SB3. make team decisions rather than individual decisions

Plan and Organise

Theuser/individual on the job needs to know and understéudv to:

SB4. plan the work in goroper manner so that extensive load should not be there

SB5. plan work assigned on a daily basis and provide estimates of time required
each piece of work

Problem $®lving

The user/individual on the job needs to know and understand how to:

SB6. seek clarification on problems from othéssipervisors

SB7. use effective problem solving techniques

SB8. assess the problerto reach appropriate solution/conclusion
Analytical Thinking

10| Page
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LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing
Practices (GMP) and Good Laboratory Practices (GLP)
The user/individual on the job needskoow and understand how to

SB9. analyse data and activities

SB10share relevant information with other team members

Critical hinking

The user/individual on the job needs to know and understand how to:

SB11 provide opinions on workn a detailed and constructive wayd apply
performance feed forward

SB12.apply balanced judgments aifferent approaches

SB13.analyse & understand the depth of issue and handle wighaactive approach

11| Page



°/% N#SiD*C.
Ml X National
G Skill Development
. A S Corporation
Y & QOVERNWENT.OF INDLL Transforming the skill landscape
%o’ MINISTRY OF SKILL DEVELOPMENT
28 National Occupational Standards % ENTREPRENEURSHIP

LFS/NO3@Q: PerformRoutine Analysis in lab while ensuring compliance with Good Manufacturing
Practices (GMP) and Good Laboratory Practices (GLP)

NOS Version Control

NOS Code LFS/N0301

Credits(NSQF) TBD Version number 1.0
Industry Life Sciences Drafted on 23/06/14
Industry Subsector Pharmaceuticad Last reviewed on 15/05/15

Occupation Quality Next review date 01/06/16
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LFS/NO101Maintain a healthy, safe and secure working environmentthe Life Sciences Facility
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LFS/NO101Maintain a healthy, safe and secure working environmentthe Life Sciences Facility

(L_Jl_r;;-kr)ltle Maintain a healthy, safe and secure working enmimment inthe life sciences facility

Description This NOS unit is aboutQuality ControlChemist monitoring the working environmern
and making sure that it meets the requirements for health, safety and security in
pharmaceutical/contract research/biopharmaceutical faciltyanufacturing/testing/
analysisiresearch laboratory.

h OOdzL.

Scope This unit / task covers the following:
Ensuring healthy, safe and secure working environment:
1 selfmonitor and adhere to safety principles and standards
1 ensure behavioural safety by workmen to cGMP and applicable safety
standards on the shop floor/ laboraity
91 report any identified breaches in health, safety, and security policies and
procedures to the designhated person
Managing énergency procedures
9 illness
9 accidents
fires
other reasons to evacuate the premises
breaches of security

bl A2yl §

Performance Criteria (PC) wrt the Scope

Element Performance Criteria

Ensuring healthy, To becompetent,the user/individual on the job must be able to

safe and secure PC1. observe ancomply withthe 02 Y LJ- y @ Q4 OdzNNBy i KSt
working environment policies and procedures

PC2. while carrying out work, use appropriate safety gears like head gear, maskg
gloves and other accessories as mentioned in the guidelines

PC3. report any identified breaches in health, sgfeand security policies and
procedures to the designated person

PC4. responsible for maintaining discipline at the shigor/ production area

PCS5. identify and correct any hazards thidie individualcan deal with safely,
competently and within the limits aheir authority

PC6. adhere and comply to storage and handling guidelines for hazardous mate

PC7. identify and recommend opportunities for improving health, safety, and
security to the designated person

PC8. complete any health, safety and security activities like tyadieills and prepare
records legibly and accurately

Managing eénergency | PC9. report any hazards thhe individualis not competent to deal with to the
procedures relevant person in line with organizational procedures and warn other peoj

who may be affected
PC10. follotheO2 YLI y2 Qad SYSNHSy O& LINE OSRdzNJ
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LFS/NO101Maintain a healthy, safe and secure working environmentthe Life Sciences Facility

Knowledge and Understanding (K)

A. Organisational The user/ individual on the job needs to know and understand:

Context
(Knowledge of the| KAL. legislative requirements an@ 2 Y LJI pyoéeOuies for health, safety and
Company security andh Y R A @rbl®atml resPaisibilities in relation to this

Organisation and | ka2

_ . What is meant by a hazard, including the different types of health and safg
its processes)

hazards that can be found in the workplace

KA3. how and when to report hazards

KA4. limits ofindividualresponsibility for dealing with hards

KA5. the2 NBI yAT A2y Qa8 SYSNEHSyOe LINROSR
and the importance of following these

KAG6. the importance of maintaining high standards of health, safety and security

KA7. implications that any notompliance with health, safety arsgcurity may
have on individuals and the organization
KA8. health hazards and its implications if any in the production process

B Technical The user/ individual on the job needs to know and understand:
Knowledge
KB1. different types of breaches in health, safety and security and how and whe

report these

KB2. evacuation procedures for workers.and visitors

KB3. how to summon medical assistance and the emergency services, where
necessary

KB4. how to use the health, safety and aceid reporting procedures and the
importance of these

KB5. different types of occupational health hazards

KB6. knowledge of chemical substances, their characteristics and required
precaution and safety measures

SIS
A. Core Skills/ Writing skills
Generic Skills The user/ individual on the job needs to know and understama to:

SAl.complete accurate, well written work with attention to detail

Reading skills

The user/ individual on the job needs to know and understana to:

SA2.read instructionsguidelines, procedures, rules and service level agreements

Oral Communication (Listening and Speaking skills)

The user/ individual on the job needs to know and understana to:

15| Page
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LFS/NO101Maintain a healthy, safe and secure working environmentthe Life Sciences Facility

SA3.listen effectively and orally communicate information accurately
B. Professional Skill§ Decision making

The user/ individual on the job needs to know and understama to:

SB1. make decisions on suitable courses of action

Plan and Organise
The user/ individual on the job needs to know and understama to:

SB2. plan and organize work to meet health, safety and security requirements
Problemsolving
The user/ individual on the job needs to know and understamat to:

SB3. apply problem solving approaches in different situations
Analytical thinking
The userfindividual on the job needs to know and understdrmiv to:

SB4. analyse data and activities
Criticalthinking
The user/ individual on the job needs to know and understama to:

SB5. apply balanced judgments to different situations

16| Page
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LFS/NO101Maintain a healthy, safe and secure working environmentthe Life Sciences Facility

NOS Version Control

NOS Code LFS/NO101

Credits(NSQF) TBD Version number 1.0

Industry Life Sciences Drafted on 26/06/14
Pharmaceuticals and
Bio Pharmaceuticals
Manufacturing, Quality,
Supply Chain, R&D

Industry Subsector

Last reviewed on 15/05/15

Occupation Next review date 01/06/16
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Unit Title
(Task)

Description

LFS/N0302Coordinate with Supervisors and colleagues within and outside the department
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LFS/N0302

Coordinate with Supervisors and colleagues within and outside the department

ThisNOSunit is aboutthe Quality Control Chemisioordinating with supervisors ang
colleagues within and outside the department

Scope

The unit task covers the following:
1 Coordination with Supervisor

1 Team management

Performance Criteria (PC) w.r.t. the Scope

Element

Coordination with
Supervisor

Performance Criteria

To be competentthe user/individual on the jolmustbe able to

PC1.
PCZ

receive work instructions from reporting supervisor

communicate to reporting supervisor about procdksv improvements,
production defects received from previous procagmairs and maintenance
of equipment as required

communicate deviations in the production process to reporting supervisor
communicate any potential hazards or expected process disruptions
handover completed work to supervisor

PC3.
PCA4.
PCS5.

Team Management

A. Organisational
Context
(Knowledge of the
Company
Organisation and
its processes)

Knowledge and Understanding (K)

PC6. work as a¢am with colleagues and share work as per their or own work lo
and skills

work and support colleagues of other departments

train line or reporting staff if needed

communicate and discuss work flow related difficulties in order to find
solutions withmutual agreement

PC10.explain what informatioomeans and how it can be used team members
PC11.document all the control steps undertaken or recommended to be followeq

per the standards

PCT.
PCS8.
PCO9.

The user/individual on the job needs to know and understand:

KALO2YLI yeQa LRfAOASE 2yY LINBFSNNBR
escalation policy, quality delivery standards, and personnel management
KA2. reportingstructure

B. Technical
Knowledge

Theuser/individual on the job needs tknow and understand

KB1. communicateeffectively
KB2. build team coordination
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A. Core Skills/ Writing skills
GenericSkills

The user/ individual on the job needs to know and understama to:

SAl.read job sheets and interpret technical detaitentioned in the jobsheet
SA2.write e-mails to communicate any job related information to supervisor or
colleagues

Reading skills

The user/individual on the job needs to know and understand how to:

SA3readnotes/comments from thesupervisor

Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA4. interact with team members to work efficiently

SA5. communicate with colleagues and-supervisor to maintain an effective and
smoothinterpersonal relationship

B. Professional Skill§ Decision Making

The user/individual on the job needs to know and understand how to:

SB1. spot and communicate potential areas of disruptions to work process and
report the same

SB2. when to report to supervisor and when to deal with a colleague individually
depending on the type of concern

Critical hinking

The user/individual on the job needs to know and understand how to:

SB3. spot process disruptions and delays and report eoshmunicate with solutiong
SB4. improve work processes by interacting with others and adopting best practi
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Natil onal Oc cC
Standar d

Overvi ew

This Occupational Standard describes the knowledge, understanding and skills
required ofa Quality Control Chemist teensure cleanliness in the work area by
carrying out housekeepindor respective area

22| Page



1 VA N#SiD*C.
& National
(ks Skill Development
weada S Corporation

O AN ENT.Or INDIA Transforming the skill landscape
MINISTRY OF SKILL DEVELOPMENT
National Occupational Standards Uaden bkt

LFS/N0103To ensure cleanliness in the work area

LFS/ND103

Unit Title : :
To ensure cleanliness in the work area
ES)

Description

ThisOSunit is aboutthe Quality Control Chemigb carry out housekeeping activitiésr
respective area

Scope This wit/ task covers the following:
9 Pre housekeepingctivities

1 Operations

9 Post housekeeping activities

h O OdzL.

Performance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

Pre housekeeping
activities

To be competent, the user/individual on the job must be able to:

PC1. inspect the area while takingto account various surfaces

PC2. identify the material requirements for cleaning the areas inspected, by
considering risk, time, efficiency and type of stain

PC3. ensure that the cleaning equipment is in proper working condition

PC4. select the suitable alternativesifaleaning the areas in case the appropriate
equipment and materials are not available and inform the appropriate persor

PC5. plan the sequence for cleaning the area to avoigo#ing clean areas and
surfaces

PC6. inform the affected people about the cleaning aitly

PC7. display the appropriate signage for the work being conducted

PC8. ensure that there is adequate ventilation for the work being carried out

PC9. wear the personal protective equipment required for the cleaning method an
materials being used

bl GAZ2YI

Operations PC10.use thecorrect cleaning method for the work area, type of soiling and surface
PC11.deal with accidental damage, if any, caused while carrying out the work
PC12.report to the appropriate person any difficulties in carrying out work
PC13.identify and report to the appropriate pson any additional cleaning required
GKFG Aa 2dziaARS 2ySQa NBaLRyaaAoAf A

Post housekeeping| PC14.ensure that there is no oily substance on the floor to avoid slippage

activities PC15.ensure that no scrap material is lying around

PC16.maintain and stordnousekeeping equipment and supplies

PC17.follow workplace procedures to deal with any accidental damage caused dut
the cleaning process

PC18.ensure that, on completion of the work, the area is left clean and dry and me
requirements
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PC19.return the equipment, matesls and personal protective equipment that were
used to the right places making sure they are clean, safe and securely store

PC20.dispose the waste garnered from the activity in an appropriate manner

PC21.dispose of used and wmsed solutions according to manufabtld N a A Y ¢
and clean the equipment thoroughly

PC22.maintain schedules and records for housekeeping duty

PC23.replenish any necessary supplies or consumables

Knowledge and Understanding (K)
A. Organisational | The user/individual on the job needs to know and understand:

Context
(Knowledge of | KAL. levels of hygiene required by storage area and importance of maintaining the
the Company same
Organisation KA2. methodology for storage area inspection with methods and materials require
zrgccal;sses) for cleaning ariety of surfaces and equipment
KA3. the method to check the treated surface and equipment on completion of
cleaning
KA4. procedures for reporting any unidentified soiling
KA. escalation procedures for soils or stains that could not be removed
B. Technical The user/individual on the job needs to know and understand:
Knowledge

KB1. role of different materials, chemicals and equipment
KB2. Good Laboratory Practices and Good Manufacturing Practices guidelines

A. Core Skills/ Writing ills
Generic Skills

The user/ individual on the job needs to know and understand how to:

SAl. record and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

Reading and Understanding<iis

The user/individual on the job needs to know and understand how to:

SA2. mderstand the various coding systems as per company norms

Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA3. communicate with upstream and downstream teams
SA4. disclose information only to those who have the right and need to know it.

Critical Thinking
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B. Professional Theuser/individual on the job needs to know and understand how to:
Skills

SB1. suggest improvements(if any) in process based on experience

Decision Making

SB2. make decisions to maintain cleanliness in the area of work
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Nati1 onal Oc cC
St andar d

Overvi ew

This Occupational Standard describes the knowledge, understanding and skills
required ofa Quality Control Chemisto carry out reporting and documentation
to meet quality standards
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LFS/NO314

Unit Title To carry out reporting and documentation to meet quality standards
(Task)

Description This OS unit is about the Quality Control Chemistcarrying out reporting ang
documentation to meet quality standards and ensure that the final documents T
regulatory and compliance requirements

h O OdzL.

Scope The unit/ task covers the following:
1 Reporting odefects/problem/incidents/quality issues/test results

1 Recording and Documentation
1 Information Security

Performance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

Reporting To be competent, the user/individual on the job must be able to:

bl GAZ2YI

PC1. report defects/problem/incidents/quality issues/test results as applicable i
timely manner

PC2. report to the appropriate authority as laid down by the company

PC3. follow reporting procedures as prescribed by the company

PC4. work with production management argliality assurance to provide feedbag
regarding quality standards and issues

PC5. help other R&D lab staff with any other testing required during the

developmentalwvork
Recording and PC6. ARSYUATFe R20dzyYSyudl dAzy G2 o6S 02YL
documentation PC7. record details accurately in appropriate format

PC8. accurately document the results of the inspections and testing

PC9. maintain all controlled document files and test records in a timely and
accurate manner

PC10.ensure that the final document meets regulatory and couptie
requirements

PC11.make sure documents are available to all appropriate authorities to insped

PC12.evaluate problems and make initial recommendations for possible correcti
action to supervise

PC13.perform review of records and other documentation for compliance to
established procedures and good documentation practices

PC14.write and update the inspection procedures, protocols and checklists

PC15.prepare inspection reports as per the inspection activity performed
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Information Security | PC16.respond to requests for information imaappropriate manner whilst following
organizational procedures

PC17.inform the appropriate authority of requests for information received

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KAL. procedures for reporting any unresolved issues and hazards
Company KA2. reporting incidents where standard operating procedures are not followed

Organisation and | kag

_ . the importance of complete and accurate documentation
its processes)

KA7. proper procedure for selecting the material/product and performing quality
checks without affecting the material

KAS8. characteristics of the product/material

KA®Q. availability and use of monitoring and measuring devices

B. Technical Theuser/individual on the job needs to know and understand
Knowledge

KB1. high-end knowledge of quality control laboratory tools like photoflouromete
gas chromatography, HPCL, pH meter, etc.

KB2. inspection or test points (control points) in the process and the related
procedures and recording requirements

KB3. common causes of variation and corrective action required

KB4. operational health and safety (OHS) hazards and controls, including limitat
of protective clothing and equipment relevant to the work process

KB5. procedures andaesponsibility for reporting production and performance
informationas per Good Documentation Practices guidelines

KB6. how to use lab information management system and software applications|
Ms Office

A. Core Skills/ Writing kills
Generic Skills

The user/ individual on the job needs to know and understamat to:

SAl.record and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

SA2.maintain proper and concise recordsg@ given format

Reading Kills

The user/individual on the job needs to know and understand how to:

SA3readnotes/comments fromsupervisorand stakeholders

SA4 disclose information only to those who have the right and need to know it

SA5 communicateconfidential and sensitive information discretely to authorized
person as per SOP
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Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA6. communicate effectivelyith the team membersand supervisors
B. Professional Decision Making

Skills The user/individual on the job needs to know and understand how to:

SB1. decide whether the quality standards are been met or not
Plan and Organise
The user/individual on the job needskoow and understantiow to:

SB2. planthe quality research work within timeline and budget
SB3. planning skills with the ability to multask and adapt
Critical Thinking

The user/individual on the job needs to know and understand how to:

SB4. suggesimprovements(if any) in process based on experience
Problem ®lving
The user/individual on the job needs to know and understand how to:

SB5. effectively solve problems while organizing

SB6. think through problems, evaluate the possible solution(s) and suggest
optimum /best possible solution(s)

SB7. identify immediate or temporary solutions to resolve delays

Analytical Thinking

The user/individual on the job needskaow and understand how to

SB8. use of computer/ application software
SB9. attention to detall
SB10arithmetic and mechanical aptitude to resolve issues
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LFS/NO320To carry out quality checks in the quality control process

Nati1 onal Oc
St andar d

Overvi ew

This Occupational Standard describes the knowledge, understanding and skills
required ofa Quality Control Chemist tacarry out quality checks in the quality
control process
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LFS/NG320

Tocarry out quality checks in the quality control process
(Task)

Description ThisOSunit is aboutthe Quality Control Chemistarrying out quality checks in t
guality control process

Scope The unit/ task covers the following:

9 Carrying out quality checks tdentify problems in inspection
1 Analysis

h O OdzL.

Performance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

Inspection To be competent, the user/individual on the job must be able to:

PC1. ensure that total range of checks are regularly andsistently performed

PC2. use appropriate measuring instruments, equipment, tools, accessories etg
required

PC3. ensurethe status and accuracy of instruments used for measurement

bl GAZ2YI

Analysis PC4. identify nonconformities to quality assurance standards

PC5. identify potential causes of nenonformities to quality assurance standards

PC6. identify impact on final product due to neconformance to company
standards

PC7. evaluating the need for action to ensure that problems do not recur

PC8. suggest corrective action to address prahle

PC9. revieweffectiveness of corrective action

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KAL. the method to check théreated surface and equipment on completion of
Company cleaning

Organisation and | ka2

) . procedures for reporting any unidentified soiling
its processes)

KA3. escalation procedures for soils or stains that could not be removed

KA4. reporting incidents where standard operating procedures are not followed

KAS. the impottance of complete and accurate documentation

KAG. the importance of quality control procedures

KA7Y. proper procedure for selecting the material/product and performing quality
checks without affecting the material

KAS8. characteristics of the product/material

KA9. availabilityand use of monitoring and measuring devices

KA1O0implications of inaccurate measuring and testing instruments and equipme
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B. Technical Theuser/individual on the job needs to know and understand
Knowledge

KB1. importance ofmaintaining master samplend knowledge of GLP, GDP and G
guidelines

KB2. statistical analysis of test dateechniques and concepts of statistical quality
control and statistical process control

KB3. knowledge pertaining to functioningf quality control equipment like stability
chambers and BOD incubators

KB4. high-end operational knowledg of quality lab tools like HPL§as
chromatography, photoflourometer, etc.

SINIEES))
A .Core Skills/ Writing ills
Generic Skills

The userfindividual on the job needs to know and understdrmiv to:

SAl.record and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

SA2.maintain proper and concise records as per given format

Reading Kills

The user/individual on the job needs toiknow and understand how to:

SA3read images, graphs, diagrams
SA4 understand the various coding systems as per company norms

Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA5. communicate effectivelyith the team members and supervisors
B. Professional Decision Making

Skills The user/individual on the job needs to know and understand how to:

SB1. decidewhether the quality standards are been met or rastd take decisions
appropriately

Plan and Organise

The user/individual on the job needs to know and understaow to:

SB2. planthe quality research work within timeline and budget
SB3. ensure timelines arenet and delegate tasks as per individual competencies
Analytical Thinking

The user/individual on the job needs to know and understand how to:

SB4. use of computer/ application software
SB5. attention to detall
Problem ®lving
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The user/individual on the job needs to know and understand how to:

SB6. effectively solve problems while organizing

SB7. think through problems, evaluate the possible solution(s) and suggest an
optimum /best possible solution(s)

SB8. identify immediate or temporargolutions to resolve delays

Critical hinking

The user/individual on the job needskoow and understand how to

SB9. suggest improvements(if any) in process based on experience
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Qualification Pack Quality Control Chemist
Annexure

Nomenclature for QP and NOS

Qualification Pack
9 characters

LFS Q 0101

LFS I | QP Number (2 numbers)

Q denoting Qualification Pack Occupation (2 numbers)

Occupational Standard
ly SEIFYLXS 2F bh{ 6AGK WbQ

9 characters
LFS N0101

LFS I | OS Number (2 numbers)

N denoting National Occupational Standard Occupation (2 numbers)
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