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Quality Control ChemistPackagingis responsible formonitoring, reviewing an
ensuring the adherence of packaging materials as per the quality standards, fre:
defects and as per thgpecifications anéOPs
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Brief Job DescriptionQualityControlChemistPackaging is responsibleihspecingand
Contact Us: monitor the packagingand ensuringthat all SOPs are followed to adhere to qua
New Delhi measures and standardsispect and ensure that the labeling requirements are arad
carry out quality checks in the qlity control process

Email:

Personal AttributesThe individual should have&wledge of regulatory compliance a
" g mandatory requirements for packs and labelde/she shouldbe able to read an
f understand manuals, SOPs, health and safety instructions, meepusis, job cards etc
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Qualifications Pack FQuality Control ChemigtPackaging

Quialifications Pack Code LFS/Q1303

Job Role Quality Control Chemisfackaging

CreditsNSQF) TBD Version number 1.0

Sector Life Sciences Drafted on 02/01/15

Subsector Pharmaceutical Last reviewed on 23/12/15

Occupation Quality Next review date 01/04/17

NSQCClearanceon 20/07/2015

QualityControl ChemisPackaging

Responsible for monitoring, reviewing and ensuring
adherence of packagingequirements as per the quality
standards, free from defectand as per the specifications ar
SOPs

NS level 5

Role Description

Minimum Educational Qualifications B. Sc with Chemistgsmajor subjecipreferable) / B.Pharma

M. PharmaM. Sc with Chemistry major subjg&referable)

Maximum Educational Qualifications ) e
Quiality related certification

Training : -
(Suggested but not mandatory) On the job training
Minimum Job Entry Age 20 Years
Experience 0-2 years
Compulsory:

1. LES/N0323nspect and monitor the packaging proce:
and ensure that all SOPs are followedadhere to
quality measures and standards

Applicable NationaOccupational 2. LFS/NO324nspect and ensure that the labeling

Standards NOS) .

requirements are met

3. LFS/NO314arry out reporting andlocumentation to
meet quality standards

4. LFS/NO10FEnsure cleanliness in the work area

2| Page
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5. LES/NO10Maintain a healthy, safe and secure
working enwionmentin the life sciences facility

6. LFS/NO32@arry 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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Keywords /Terms

Core Skills/Generic
Skills

Description

Core Skills or Generic Skills are a group of skills that are key to learn
and working in today's world. These skills are typically neéuedy
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 purposesof th
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.

Job role

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

Knowledge and
Understanding

Knowledge and Understanding are statements which together specify
technical, generic, professional and orgational specific knowledge
that an individual needs in order fmerform to the required standard.

National Occupational
Standards (NOS)

NOS are Occupational Standards which apply uniquely in the Indian
context.

Occupation

Occupation is a set of job roles, which perform similar/related set of
functions in arindustry.

Organisational Context

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

Performance Criteria

Performance Criteria are statements that together specify the standa
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 remed to perform a job role A
Qualifications Pack is assigned a unigue gualification pack code.

Qualifications Pack
Code

Qualifications Pack Code is a unique reference code that identifies a
qualifications pack.

Scope Scope is the set of statemergpecifying the range of variables that an
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
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SubSector Subsector is derived from a further breakdown based on the
characteristics and interests ositomponents.
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 what the incumbent

Keywords /Terms Description

should be able to do.

NOS NationalOccupational Standard(s)

NSQF National SkilQualifications Framework

NCG2004 NationalClassification of Occupatio2©04

(OX) Occupational Standard(s)

SOP Standard operating procedures

ISO International Organization for Standardization

TS TechnicaBpecifications

OHSAS Occupational health and safety management system

5| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards

Natil onal Oc
Standar d

Overview

This Occupational Standard describes the knowledge, understangdand skills

required for a Quality Control ChemistPackaging to inspect and monitor the
packaging process and ensure that all SOPs are followeddbere to quality

measures and standards

6| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards

LFS/N0323

Unit Title Inspect and monitor the packaging process and ensure that all SOPs are follov
(Task) to adhere to quality measures and standards

h O OdzL.

Description ThisOS is about &uality Control ChemisPackagingnspecting and monitoring th¢
packaging process and ensuring that all SOPs are followed to adhere to (
measures and standards

Scope The unit/ task covers the following:

Inspecting the prepackagingrocess and the results of the same

Ensuring that work conducted is as per safety standards

Inspecting thepackagingprocess and the equipment

Ensuring that the work is conducted in accor ce with workplace environme
guidelines

=A =4 =4 =

bl GAZ2YI

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

Element Performance Criteria

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

PCL1. comply with dress code, safety requirements and personal hygiene procedl
prior to entering the packaging/prpackaging area

PC2. ensure that all the equipment are of desired quality and in standard working
condition

PC3. identify, clean, prepare and set packaging/ma&ckaging machinegnd identify
any defects or malfunctioning

PC4. conduct area / ihe clearance checks to make sure that no remnants from
previous batch ar@resent inthe line / area

PC5. obtain relevant documentation and check product specifications

PC6. reconcile and verify prpackaging materials under supervision of an authoriz
personas per the sampling process

PC7. maintain the work area according to housekeeping standards

Safety Checks PC8. conduct prestart checks on machinery used for packaging proaagsensure
that any detectors / cameras / alarms on the equipment / line are in working
condition and are challenged before start of activity as appropriate

PC9. set up appropriate equipment or apparatus for testing correctly

PC10calibrate the testing equipment periodicakyg perthe SOP

PC11lidentify defective equipment/apparatus and steps to be taken

PC12verify the equipment accuracy by comparing witte standardreference

7| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards

Packaging PC13complete packaging documentation according to standard operating
procedures

PC14note discrepancies ilabels and documentation

PC15monitor packaging quality and packaging appearance to confirm that
specifications are met

PC1l16ensure use of qualityJurable dosage boxes

PC17handle the products carefullyrat require speciahttention e.g. cytotoxic and it
spill management, refrigerated and frozen items, light sensitive material an
flammables

PC18give areful consideratiorio sterilizationtrelated products

Material disposh PC19carry out disposal of waste and left over tested nrééesafely as pethe SOP

PC20dispose all materials used in the experiment safelpershealth and safety
management system of the company

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know an&¥inderstand:
Context
(Knowledge of the| KA1. organizational oding system of finished matergaicompounds anthe
Company company manual

Organisation and | ka2, equipment used in the process and their function

I [rogesass) KA3. different packaging requirements as per compatgndards

KA4. methods of disposing of materialenportance of appropriate disposal and
implications of not following the material disposal procedure

KAS5. different quality management systems (K8000,1SG14001, OHSAS3000)
and goodaboratorypractices and goothanufacturing pactices

B. Technical The user/individual on the job needs to know and understand:
Knowledge
KB1. basic chemistrybasic principles of the procesaeasuring units and

performing simple chemical calculations

KB2. WHO guidelines

KB3. purposeand basic principles of packaging, including the requirements of
packaging materials used and coding requirements

KB4. methods used to monitor the process, such as visual inspection of the pro
and of the quality of the packaged product

KB5. product/packaging chageover procedures

KB6. different standard reference materil

KB7. excellent knowledge of the use and maintenance of Gas Chromatography
High Performance Liquid Chromatography (HPLC), Fourier Tramfséeed
(FFIR), Inductively Coupled Plasma (I@Rjo-Titration, U\Visible mass
spectrophotometer detection.

KB8. methods of usingtability chambers, autoclaves, BOD incubators, DT
Apparatus, pH Meter, conductivity meter, digital balance, dissolution test
apparatus, karlfischesipparatus, IR moisture balance, Polarimeter, digital

8| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards

Vernier caliper, TDS meter, refractometer, melting point apparatus, tapped
density apparatus, friability test apparatus, TOC Analyzer, potentiometric
titrator, photoflurometer, antibiotic zone readecolony counter, microscope,
etc

KB9. concepts opharmacopeia

KB10importance of quality control measures

SIS
Generic Skills

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

SAl.make complete andccurate notes of the information and data gathered

SA2.maintain proper records as per given format .,
Reading Kills

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

SA3.read and understand manuals, SOPs, health and safety instructions, mg
reports, job cardetc.

SAA4 follow guidelines/procedures/rules and service level agreements

Oral Communication (Listening and Speaking skills)

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

SAS5 interact withpeople to effectively gather information
SAG listeneffectively and communicate informatiasrally
SA7 askfor clarification and advice from others

B. ProfessionalSkills | Decision Making

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

SB1.makedecisions on a suitable course of action or response
SB2. pply balancd judgments to differentapproaches

Plan and Organise

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

SB3plan work assigned on a daily basis and provide estimates of time required fo
piece of work

Problem ®lving

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

SB4.seekclarification on problems fronsupervisors
SB5.useeffective problem solving techniques

Analytical Thinking

9| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards

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

SB6.analyze datand activities

SB7.passon relevant information tdeam members and supervisors
SB8. use basic computgpplicatiors/software

Critical hinking

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

SB8.provideopinions on work in a detailed and constructiveys#o improve processe

10| Page
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LFS/N0323 Inspect and monitor the packaging process and ensure that all SOPs are followed
to adhere to quality measures and standards
bh{ +SNBAZ2Y /2y {NRT
NOS Code LFS/N0323
Credits(NSQF) TBD Version number 1.0
Industry Life Sciences Drafted on 02/01/15
Industry Subsector Pharmaceutical Last reviewed on 23/12/15
Occupation Quality Next review date 01/04/17

11| Page
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LFS/N0324 Inspect and ensure that the labeling requirements are met

Natil onal Oc
Standar d

Overview
This Occupational Standard describes the knowledge, understagdand skills

required of a Quality Control ChemistPackaging to inspect and ensure that the
labeling requirements are met

12| Page
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LFS/N0324 Inspect and ensure that the labeling requirements are met

LFS/NG324

nit Titl : .
t{ra{sk)l € Inspect and ensure that the labeling requirements are met

Description ThisOSunit is abouta Quality Control Chemid?ackaging inspecting and ensuring th
the labelling requirements are met
Scope The unit/ task covers thiollowing:
1 Ensuring that the labelling requirements are met appropriately like:

o0 Printing of correct dosages and storage conditions

0 Crosschecking the date of manufacture and expiry with due

considerationand ensuring the proper printing of chemicals asalts

used and their percentages

h OOdzL.

Performance Criteria (PC).nt the Scope

Element Performance Criteria

To be competentthe user/individual on the jolmustbe able to

bl A2yl §

Labelling PC1. ensure all products are clearly identified by labelsgd remain permanently
Requirements attached to the containers under all storage conditions
PC2. ensure appearance of label on its package if the final container is not suitg
for labelling

PC3. ensure compliance to relevant national regulations and international
agreements folabels of radiopharmaceutical products

PC4. crosscheck proper mentioningf dosages and storage conditioms labelling

PC5. ensurethat the leaflet in the package contadithe specific product
information and indications for use

Knowledge and Understanding (K)

A. Organisitional The user/individual on the jobeeds to know and understand:
Context
(Knowledge of the| KAL. risk and impact of not following defined procedures/work instructions
Company KA2. escalation matrix for reporting idéified issues, hazards and breakage

Organisation and | ka3, types of documentatiomsedin the organization, importance of maintaining

1 BresEsEE the same and different methods of recording information

KA4. health, safety and environment guidelines, legislation and regulations as
applicable andmpact of nonconformance/poor practices

KA5. which protective equipment to be used and how

B Technical The user/individual on the job needs to know and understand:
Knowledge
KB1. basic operating principles of equipment, such as main equipro@miponents,

equipment operating capacities and applications and the purpose and loca
of components and related feedback instrumentation
KB2. methods of usindesting equipmentrelated test methods and purpose of test
KB3. quality characteristics to be achievég the process

13| Page
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LFS/N0324 Inspect and ensure that the labeling requirements are met

KB4. quality requirements of materials and effect of variation on process
performance

KB5. operating requirements, parameters and corrective action required where
operation is outside specified operating parameters

KB6. cGMP knovddge

KB7. importance oflCH, §PAC and other regulatory body of knowledge related t(
stability programs

SIS
Generic Skills

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

SAl.maintain proper records as per given format

Reading Kills

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

SA2readnotes/comments fromsupervisorsand team members
SA3.use and interpret thevarious 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:

SA4. communicate effectivelyith the team members and supervisors
SAS5. disclose information only to those who have the right and neekirtow it

B. Professional Skill§ Decision Making
The user/individual on the job needs to know and understand how to:

SB1. act objectively rather than impulsively or emotionally when faced with
difficult/stressful or emotional situations

Plan and Organise

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

SB2. work in a team and othebpehavioralskills required to support the small group
activities (e.g. quality circle, cross functional team, suggestion scheme)

ProblemSolving

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

SB3. effectively solve problems while organizing

SB4. think through problems, evaluate the possible solution(s) and suggest an
optimum /best possible solution(s)

SB5. identify immediate otemporary solutions to resolve delays

Analytical hinking

l4| Page
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The user/individual on the job needskoow and understand how to

SB6. displayarithmetic and mechanicabptitude

15| Page
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NOS Version Control
NOS Code LFS/N0324
Credits(NSQF) TBD Version number 1.0

Industry Life Sciences Drafted on 02/01/15

Pharmaceuticals and Bi
Pharmaceuticals

Industry Subsector

Last reviewed on 23/12/15

Occupation Quality Next review date 01/04/17
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LFS/NO314 Carry out reporting and documentation to meet quality standards

Natil onal Oc
St andar d

Overvi ew

This Occupational Standard describes the knowledge, understanding and skills
required of a Quality Control ChemistPackaging to carry out reporting and
documentation to meet quality standards

17| Page
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LFS/NO314 Carry out reporting and documentation to meet quality standards

LFS/NO314

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

Description ThisOSunit is aboutthe QualityControl Chemist Packagiogrrying out reporting ang
documentation to meet quality standards and ensure that the final documsrast
regulatory and compliance requirements

h O OdzL.

Scope The unit/ task covers the following:
1 Reporting of defects/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 thempany

PC3. follow reporting procedures as prescribed by the company

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

PC5. help other R® 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 iresgions 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 compliance
requirements

PC11.make sure documents are available to all appropriate authoritiéegpect

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 inspeaih procedures, protocols and checklists

PC15.prepare inspection reports as per the inspection activity performed

18| Page
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LFS/N0O314 Carry out reporting and documentation to meet quality standards

Information Security

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

Knowledge and Understanding (K)

PC16.respond to requests for information in an appropriate manner whilst follow
organizational procedures

PC17.inform the appropriateauthority of requests for information received

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

KA. procedures for reportingny unresolved issues and hazards

KA2. reporting incidents where standard operating procedures are not followed

KAL. the importance of complete and accurate documentation

KAZ2. proper procedure for selecting the material/product and performing quality
checks without afcting the material

KA3. characteristics of the product/material

KA4. availability and use of monitoring and measuring devices

B. Technical
Knowledge

A. Core Skills/
Generic Skills

Theuser/individual on the job needs to know and understand

KB1. high-endknowledge of quality control laboratory tools like photoflourometet
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 aedrrective action required

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

KB5. procedures and responsibility for reporting production and performance
information

Writing kills

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

SAl.record and communicate details of work done to appropriate people using
written/typed report or computer basedecord/electronic mail
SA2.maintain proper and concise records as per given format

Reading Kills

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

SA3readnotes/comments fromsupervisorsand stakeholders

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

SA5communicate confidential and sensitive information discretely to authorized
person as per SOP

Oral Communication (Listening and Speaking skills)

19| Page
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LFS/N0O314 Carry out reporting and documentation to meet quality standards
The user/individual on the job needs to know and understand how to:

SA6. communicate effectivelwith 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 not
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. planning skills with the ability to multask andadapt
Critical Thinking

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

SB4. suggest improvements(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 an
optimum /best possible solution(s)

SB7. identify immediate or temporary solutions to resolve delays

Analytical Thinking

The user/individuabn the job needs t&know and understand how to

SB8. use of computer/ application software
SB9. attention to detail
SBl0arithmetic and mechanical aptitude to resolve issues

20| Page
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LFS/N0103: Ensure cleanliness in the work area

Natil onal Oc
Standar d

Overview
This Occupational Standard describes the knowledge, understanding and skills

required of a QualityControl ChemistPackagingo ensure cleanliness in the work
area bycarrying out housekeepindgor respective area
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Unit Title Ensure cleanliness in the work area
(Task)

Description ThisOSunit is aboutthe Quality Control Chemist Packaging to carry out housekee
activities for respective area

Scope This unit/task covers the following:

1 Prehousekeeping activities
1 Operations

9 Post housekeeping activities

h O OdzL.

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

Element Performance Criteria

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

bl GAZ2YI

activities
PC1. inspect the areavhile taking into 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 &rnatives for cleaning 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 avoigeo#ing clean areas and
surfaces
PC6. inform the affected people about theleaning activity
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
Operations PC10.use the correct cleaning method for the work area, type of soiling and surfac

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 tathe appropriate person any additional cleaning required
GKFG Aa 2dziaARS 2ySQa NBaLRyaAoAfA

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.maintainand store housekeeping 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

PC19.return the equipnent, materials and personal protective equipment that were
used to the right places making sure they are clean, safe and securely store
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PC20.dispose the waste garnered from the activity in an appropriate manner

PC21.dispose of used and wmsed solutions accordingt Y I y dzF I O dzNB N
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 | KAS. levels of hygiene required by storage area and importance of maintaining the
the Company same
Organisation KA6. methodology for storage area inspection with methods and materials require
il for cleaning variety of surfaces and equipment
processes) . .
KA7. the method to check the treated surface and equipment on completion of
cleaning
KA8. procedures for reporting any unidentified soiling
KA9. 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

A. Core Skills/ Writing ills
Generic Skills

The user/ individual on the job needskonow 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 anderstand how to:

SA2. nderstand 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 downstreasams
SA4. disclose information only to those who have the right and need to know it.

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

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

SB2. make decisions to maintain cleanliness in the area of work
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Unit Code LFSNO101

Unit Title
(Task)
Description

Maintain a healthy,safe and secure working eninment inthe life sciences facility

This NOS unit is about@uality ControlChemistPackagingnonitoring the working
environment and making sure that it meets the requirements for health, safety
security in the pharmaceutical/contract research/biopharmaceut
facility/manufacturing/testing/analysis/research 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
9 ensurebehavioralsafety by workmen to cGMP and applicable safety stand
on the shop floor/ laboratory
9 report ary identified breaches in health, safety, and security policies and
procedures to the designated person
Managing energency procedures
9 illness
1 accidents
fires
other reasons to evacuate the premises
breaches of security

bl A2yl §

Performance Criteria (PC) withe Scope

Element Performance Criteria

Ensuring healthy, saf¢ To becompetent,the user/individual on the job must be able to
and secure working PC1. observe ancomply withthe 02 Y LJ y 8 Qa4 OdzNNBy i KSI

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, safety, and security policies and
procedures to thedesignated 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 ahdndling guidelines for hazardous material

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

PC8. complete any health, safety and security activities like safety drills and preq
records legibly and accately
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Managing energency | 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 y@ Qad SYSNHSy O& LINE OSRdzNJ

Knowledge and Understanding (K)

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

Context
(Knowledge of the| KAL. legislative requirements and® 2 Y LJI pyoée@uiies for health, safety and
Company security and\ Y R A @rblRatmll résPodsibilities in relation to this

Organisation and | ka2

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

hazards that can be found in tlveorkplace

KA3. how and when to report hazards

KA4. limits ofindividualresponsibility for dealing with hazards

KA5. the2 NAF yAT F A2y Qa SYSNHSyOé& LINROSR
and the importance of following these

KAG. the importance of maintaining high stdards of health, safety and security

KA7. implications that any noftompliance with health, safety and security 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 emergesseyices, where
necessary

KB4. how to use the health, safety and accident 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 safetyneasures

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

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

Reading skills
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facility
The user/ individual on thpb needs to know and understamdw to:

SA2.read instructions, guidelines, procedures, rules and service level agreement]

Oral Communication (Listening and Speaking skills)

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

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 userfindividual on the job needs to know and understdrmiv to:

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

SB3. apply problem solvingpproaches in different situations
Analytical thinking
The user/ individual on the job needs to know and understama 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
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NOS Code LFS/NO101

Credits(NSQF) TBD Version number 1.0

Industry Life Sciences Drafted on 26/06/14
Pharmaceuticals and Bi
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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This Occupational Standard describes the knowledge, understanding and skills
required of aQuality Control ChemisPackagindo carry out quality checks in the
guality control process
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LFS/NG320

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

Description ThisOSunit is aboutthe QualityControl Chemist Packagiogrrying out quality check
in the quality control process

Scope The unit/ task covers the following:
9 Carrying ouguality checks to identify 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 amgularly and consistently performed

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

PC3. ensure the status and accuracy of instruments used for measurement

bl GAZ2YI

Analysis PC4. identify nonconformities to quality assurance standard

PC5. identify potential causes of neconformities 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 adebs problem

PC9. review effectiveness 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 tocheck the treated 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 importance 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. avdlability and use of monitoring and measuring devices

KA1Oimplications of inaccurate measuring and testing instruments and equipmel
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B. Technical Theuser/individual on the job needs to know and understand
Knowledge

A Core Skills/
Generic Skills

KA1. importance ofmaintainingmaster sample

KAZ2. statistical analysis of test data, techniques and concepts of statistical qualit]
control and statistical process control

KAS3. knowledge pertaining to functioningf quality control equipment like stability
chambers and BOD incubators

KA4. high-end opeational knowledg of quality lab tools like HPL§as
chromatography, photoflourometer, etc.

Writing ills

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

SAl.record and communicatdetails 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 to know and understand how to:

SA3read images, graphs, diagrams
SA4understand 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
Skills

Decision Making

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

SB1. decide whether the quality standards are been met or not and take decisiof
appropriately

Plan and Organise

The user/individual on the job needs to know and understaog to;

SB2. planthe quality research work within timeline and budget
SB3. ensure timelines are met and delegate tasks as per individual competencie

Analytical Thinking

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

SB4. use of computer/ application software
SB5. attention to detail

Problem $®lving
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The user/individual on the job needs to know and understand how to:

SB6. effectively solve problems whilerganizing

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

SB8. identify immediate or temporary solutions 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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NOS Version Control
NOS Code LFS/N0320
Credits(NSQF) TBD Version number 1.0

Industry Life Sciences Drafted on 22/12/14

Pharmaceuticals and Bi
Pharmaceuticals

Industry Subsector

Last reviewed on 15/05/15
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Qualification Pack for Quality Control ChemiBtackaging

Annexure
Nomenclature for QP and NOS

Qualification Pack
9 characters
LF$Q 0101

LFS I ‘ QP Number (2 numbers)

Q denotingQualification Pack Occupation (2 numbers)

Occupational Standard
ly SEIFIYLIS 2F bh{ 6AGK WbQ

9 characters
LF&SNO0101

LFS I ‘ OS Number (2 numbers)

N denoting National Occupational Standard Occupation (2 numbers)
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