PHARMA DEVILS

QUALITY ASSURANCE DEPARTMENT

RISK ASSESSMENT FOR COMPRESSED AIR

s Item / Potential Potential Effect| Potential Cause / Reference PEclerli(t Recommended BRI
N : - Failure Mode of Mechanism of Current Control y Actions RPN
0 Function . . Document no. Number > O | D | cxmx
Failure Failure (S*0*D) (if any) S*O*D
ilirsl?nenc Performane
gligency Qualification has
Unaya_ulaphty of been performed .
. . . qualification Installation
Size/Dimension Standard A
May lead to - documents - Qualification
of unavailabilit Productivity Involvement of Operating shall be
Machine/Comp of space ory may be Untrained Procedure isin erformed
1. onents may M hp_ effected due to htrainé Place 12 P d 111 3
differ from achine may space persons/Vendor Equipment is ane ;
R not be installed in qualification aup size/dimensio
specification ; constrant already been
into the area Procedure was installed n shall
not much Equipment/Mach verified in 1Q
estat_)l!she_d for ine is in operation
qualification for production
Eeersﬁnenc Performane
ghigency Qualification has
Unavailablity of been performed
qualification Standard Operational
documents Operating Quialification
Funcplonallty of Machine may Dust may not Invol\_/ement of Procedure is in shall be
machine may be extracted Untrained performed
2. . be Place 36 1)1 4
differ from Malfunction from the persons/Vendor Equioment/Mach and
specification workplace. in qualification in?a is?in operation functionality
Procedure was for roduftion shall be
not much E P ¢ verified
established for c g\%fg&ig ;M
qualification Program
Unavailability It mav lead to During Person Performane All related In-
of vendor La}::k of preparation of Negligency Qualification has house
3. | documents like information of In-House Unavailablity of been performed 36 documents 1)1 4
operation and the Machine | Qualification qualification Standard shall be
maintenance documents, it documents Operating prepared and
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s Item / Potential Potential Effect| Potential Cause / Reference PEclerli(t Recommended BRI
: : Failure Mode of Mechanism of Current Control y Actions RPN
No. Function . . Document no. Number . oD
Failure Failure (S*0*D) (if any) S*O*D
manual, may not cover Involvement of Procedure is in shall be
functional all required Untrained Place exeuted
specification test/Script persons/Vendor Equipment/Mach
and design in qualification ine is in operation
specification Procedure was for production
may happen not much
established for
qualification
Person
Negligency
Unavailability During any Unavailablity of Performane
of GA drawing, maintenance/B qualification Qualification has
Electrical reakdown documents been performed ilablity f
drawings Arrangement activity Involvement of Standard Aval_a ity for
com one,nts of components Engineer r',na Untrained Operatin drawing to be
4, X and electrical g y htraine P g 27 check by 1)1 3
certificates and - face problems persons/\Vendor Procedure is in -
wiring may not ' A Engineering/V
MOC S related to in qualification Place
o be identified . endor
certificates may components Procedure was Equipment/Mach
happen and wiring not much ine is in operation
arrangement established for for production
qualification
Person Performane If equipment is
Safety Negligency Qualification has sound
parameters like Unavailablity of been performed producing in
noise level, Machine ma May lead to qualification Standard that case noise
5 surface finish not have safe%/ effect on documents Operating 24 lavel shall be 111 4
" | and limit switch f Y Operator/Perso Involvement of Procedure is in verified in OQ
eatures .
may not be nnel safety Untrained Place and surface
available persons/\Vendor Equipment/Mach finish and limit
in qualification ine is in operation switch shall be
Procedure was for production verified in 1Q
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S, Item / I_Dotential Potential Effect| Potential _Cause/ Reference PE(I)Srli(ty Recommended BRI
No Function Failure Mode pf Mecha}nlsm of Current Control Document no Number Actions olp RPN
Failure Failure ‘ (S*0*D) (if any) S*O*D
not much
established for
qualification
Person
Negligency
Unavailablity of Performane
qualification Qualification has
Utility . documents been performed Equipment was
requirements May lead to i{:ﬁ;gﬂ%ﬁ Involvement of Standard using since
6 for the machine abnormal in the Untrained Operating 12 many years 111 4
' may differ from | behavior of the Machine ma persons/Vendor Procedure is in still utility shall
specification Machine be happen y in qualification Place be verified in
Procedure was Equipment/Mach 1Q
not much ine is in operation
established for for production
qualification
Person
Negligency
Unavailablity of Performane
Operating Standard qualification Qualification has
parameters (e.g. Quality of documents been performed _
Min-max Machine may | tablet not meet Invol\_/ement of Sta”dafd All Operating
7. | speed) maynot | be as per Untrained Operating 40 parameters 111 5
be fixed or Malfunction requirement — persong/ _Ven_dor Procedure is in sha_ll_be .
validated may cause in qualification Placg verified in OQ
complaint. Procedure was Equipment/Mach
not much ine is in operation
established for for production
qualification
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s Item / Potential Potential Effect| Potential Cause / Reference PEclerli(t Recommended BRI
Né Function Failure Mode of Mechanism of Current Control Document no S|O Numbe); Actions slolp RPN
Failure Failure : (S*0*D) (if any) S*O*D
Person e Performane
Beg“g.elnglyt f Qualification has
navariablity o been performed
May lead to qualification e  Standard Onerational
Machine abnormal Electrical/Mec documents Operatin pelﬁ‘ilor}[‘i&1 n
Functions keys | behavior of the . Involvement of P g Qualificatio
; hanical Fault . Procedure isin shall be
may not be Machine and . Untrained
8. : in the Place 4 | 2 24 performedand | 4 | 1 | 1 4
work or work may results in . persons/Vendor . ianali
: Machine may ' e e Equipment/Mach functionality
different effects on in qualification S :
be happen ine is in operation shall be
Product/Huma Procedure was ; ified i
for production verified in OQ
n safety not much e Equibments
established for cgvefe din PM
qualification
Program
Person
Negligency
Unavailablity of | e Performane
qualification Qualification has
documents been performed
SOP may not be Operation and Dust may not Involvement of e Standard
available or Cleaning of be extracted Untrained Onerati NN N
9. may not drafted ning from the htraine perating 4 |1 4 NA NA
- machine may persons/Vendor Procedure is in AlAA
accordingly workplace. ' AR
effected in qualification Place
Procedure was e Equipment/Mach
not much ine is in operation
established for for production
qualification
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s Item / I_Dotential Potential Effect| Potential _Cause/ Reference PE(IJSrIi(ty Recomr_nended =R
: - Failure Mode of Mechanism of Current Control Actions RPN
No. Function . . Document no. Number . S|O|D
Failure Failure (S*0*D) (if any) S*O*D
10. | Safety Machine may | May lead to Person Performane 24 Safety 1 4
interlocks may | not follow effect on Negligency Qualification has interlocks shall
not work (Door | safety Operator/Perso Unavailablity of been performed be verified in
or emergency) requirements nnel safety qualification Standard 0oQ (If
documents Operating Applicable)
Involvement of Procedure is in
Untrained Place
persons/Vendor Equipment/Mach

in qualification
Procedure was
not much
established for
qualification

ine is in operation
for production
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Risk Post Risk
s Item / Potential Potential Effect | Potential Cause / Reference Priorityy Recommended
Né Function Failure Mode of Mechanism of Current Control Document Number| Actions olp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
Person
Negligency
Unavailablity of Performane
. . . qualification Quialification has been .
Size/Dimension May lead to documents performed Insta!lgtlop
of I . . Qualification
. unavailability | Productivity may Involvement of Standard Operating
Machine/Comp . S shall be
of space or be effected due Untrained Procedure is in Place
1. onents may . . . 12 performed and 111 3
. Machine may to space persons/Vendor Equipment is already ool ;
differ from not be installed constrant i lificati been installed sizefdimension
specification ; in quaimeation cen Instarie . shall verified in
into the area Procedure was Equipment/Machine 1Q
not much is in operation for
established for production
qualification
Person
Beg“g.elnglyt f Performane
navarlablity o Qualification has been
qualification performed
documents Standard O . Operational
Functionality of . Involvement of tandar _pgratlng Qualification
machine ma Machine may | Dust may not be Untrained Procedure is in Place shall be
2. . Y be extracted from htraine Equipment/Machine 36 11 4
differ from Malfunction the workplace persons/Vendor is in operation for performed and
specification prace. in qualification q pt functionality
Procedure was pro .UC lon . shall be verified
Equipment covered in
not much .
. Preventive
established for .
e Maintenance Program
qualification
Unavailability It may lead to During Person Performane All related In-
3 of vendor Lack of preparation of Negligency Qualification has been 36 house documents 111 4
' documents like | information of In-House Unavailablity of performed shall be prepared
operation and the Machine Qualification qualification Standard Operating and shall be
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Risk Post Risk
S Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recommended
No Function Failure Mode ef Mecha}nlsm of Current Control Document Number| Actlons olp RPN
‘ Failure Failure no. (S*0*D (if any) S*O*D
)
maintenance documents, it documents Procedure is in Place exeuted
manual, may not cover all | ¢ Involvement of Equipment/Machine
functional required Untrained is in operation for
specification test/Script persons/Vendor production
and design in qualification
specification e Procedure was
may happen not much
established for
qualification
e Person
Negligency
Unavailability During any e Unavailablity of
of GA drawing, maintenance/Bre qualification Performane
Electrical o documents Qualification has been S
drawings, Arrangement akdov_vn activity, e Involvement of performed Avall_abllty for
components of components Engineer may Untrained Standard Operating drawing to be
4, certificates and a_nt_i electrical face problems ersons/\Vendor Procedure is in Place 27 chec_k by_ 1)1 3
MOC wiring may not related to P lificati . tMachi Engineering/Vend
. be identified components and I quatitication !Eqmpmen _Mac In€ or
certificates may wiring e Procedure was is in operation for
happen not much production
arrangement established for
qualification
Safety e Person Performane If equipment is
parameters like Negligency Qualification has been sound producing
noise level, Machi May lead to e Unavailablity of performed in that case noise
S achine may I .
5 surface finish not have safety effect on qualification Standard Operating 24 lavel shall be 111 4
and limit switch f Operator/Person documents Procedure is in Place verified in OQ and
eatures . . .
may not be nel safety ¢ Involvement of Equipment/Machine surface finish and
available Untrained is in operation for limit switch shall
persons/Vendor production be verified in 1Q




PHARMA DEVLLS

QUALITY ASSURANCE DEPARTMENT

RISK ASSESSMENT FOR COMPRESSED AIR

Risk Post Risk
s Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recommended
N(‘) Function Failure Mode of Mechanism of Current Control Document] S | O Number Actions olp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
in qualification
e Procedure was
not much
established for
qualification
e Person
Negligency
e Unavailablity of
qualification e Performane
Utility documents Qualification has been Equi ¢
requirements May lead to | Electrical/Mecha | e Involvement of performed guipment was
for the machine abnormal nical Faultin Untrained e  Standard Operating using since many
6. . . . A 4 |1 12 years still utility 1)1 4
may differ from | behavior of the | the Machine may persons/Vendor Procedure is in Place e
o . ' S . . shall be verified in
specification Machine be happen in qualification | e Equipment/Machine 1Q
e Procedure was is in operation for
not much production
established for
qualification
. e Person
Equlljpmenlt r:;aa/ Negligency
innothee include | * Unavailablity of | e Performane Master list of
Equipment Machine may qualification Qualification has been equipment,
master list not be Dust may not be documents performed _ Calibration
7 Preve ntive, schedule(_j for | extracted from o Invol\_/ement of e Standard C)_peratlng 5 | 4 80 planner, PM 111 5
Maintenance preventive the workplace. Untrained Procedure is in Place Plapr_1er ehall be
Planner and maintenance persons/Vendor | e  Equipment/Machine verified in 1Q for
Calibration and calibration in qualification isin operation for equipment
Planner e Procedure was production presense
not much
established for




PHARMA DEVLLS

QUALITY ASSURANCE DEPARTMENT

RISK ASSESSMENT FOR COMPRESSED AIR

Risk Post Risk
s Item / Potential Potential Effect | Potential Cause / Reference Priorityy Recommended
Né Function Failure Mode of Mechanism of Current Control Document] S | O Number Actions s lolp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
qualification
e Person
Negligency
o Unavailablity of
May lead to qualification e Performane
Machine abnormal documents Qualification has been Onerational
Functions keys | behavior of the | Electrical/Mecha | e Involvement of performed peration:
: . - . . Qualification shall
may not be Machine and nical Faultin Untrained e Standard Operating
8. . : Al 4 | 2 24 be performedand | 4 | 1 |1 4
work or work may results in | the Machine may persons/Vendor Procedure is in Place functionality shall
different effects on be happen in qualification e Equipment/Machine PN
o . be verified in OQ
Product/Huma e Procedure was is in operation for
n safety not much production
established for
qualification
e Person
Negligency
e Unavailablity of
qualification e Performane
SOP mav not be documents Qualification has been
- may Operation and | Dust may notbe |e Involvement of performed
available or : . .
Cleaning of | extracted from Untrained e Standard Operating N |N|N
9. may not drafted . S 4 |1 4 NA NA
X machine may | the workplace. persons/\Vendor Procedure is in Place AlAA
accordingly ' e . .
effected in qualification e Equipment/Machine
e Procedure was is in operation for
not much production
established for
qualification
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Risk Post Risk
S Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recomr_nended
No Function Failure Mode pf Mecha}nlsm of Current Control Document Number Actlons olp RPN
‘ Failure Failure no. (S*0*D (if any) S*O*D
)
10. | Safety Machine may | May lead to Person Performane 24 Safety interlocks 4 1 4
interlocks may | not follow effect on Negligency Qualification has been shall be verified in
not work (Door | safety Operator/Person Unavailablity of performed 0oQ (If
or emergency) requirements nel safety qualification Standard Operating Applicable)
documents Procedure is in Place
Involvement of Equipment/Machine
Untrained is in operation for
persons/Vendor production

in qualification
Procedure was
not much
established for
qualification
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QUALITY ASSURANCE DEPARTMENT

RISK ASSESSMENT FOR COMPRESSED AIR

Risk Post Risk
s Item / Potential Potential Effect | Potential Cause / Reference Priorityy Recommended
Né Function Failure Mode of Mechanism of Current Control Document Number| Actions olp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
Person
Negligency
Unavailablity of Performane
. . . qualification Quialification has been .
Size/Dimension May lead to documents performed Insta!lgtlop
of I . . Qualification
. unavailability | Productivity may Involvement of Standard Operating
Machine/Comp . S shall be
of space or be effected due Untrained Procedure is in Place
1. onents may . . . 12 performed and 111 3
. Machine may to space persons/Vendor Equipment is already ool ;
differ from not be installed constrant i lificati been installed sizefdimension
specification ; in quaimeation cen Instarie . shall verified in
into the area Procedure was Equipment/Machine 1Q
not much is in operation for
established for production
qualification
Person
Negligency
Unavailablity of
qualification Performane
documents Qualification has been Operational
Functionality of : Involvement of performed Qualification
machine may Machine may | Dust may not be Untrained Standard Operating shall be
2. . be extracted from A 36 1)1 4
differ from . persons/Vendor Procedure is in Place performed and
e Malfunction the workplace. ' . . . Lo
specification in qualification Equipment/Machine functionality
Procedure was is in operation for shall be verified
not much production
established for
qualification
Unavailability It may lead to During Person Performane All related In-
3 of vendor Lack of preparation of Negligency Qualification has been 36 house documents 111 4
' documents like | information of In-House Unavailablity of performed shall be prepared
operation and the Machine Qualification qualification Standard Operating and shall be
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Risk Post Risk
S Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recommended
No Function Failure Mode ef Mecha}nlsm of Current Control Document Number| Actlons olp RPN
‘ Failure Failure no. (S*0*D (if any) S*O*D
)
maintenance documents, it documents Procedure is in Place exeuted
manual, may not cover all | ¢ Involvement of Equipment/Machine
functional required Untrained is in operation for
specification test/Script persons/Vendor production
and design in qualification
specification e Procedure was
may happen not much
established for
qualification
e Person
Negligency
Unavailability During any e Unavailablity of
of GA drawing, maintenance/Bre qualification Performane
Electrical o documents Qualification has been S
drawings, Arrangement akdov_vn activity, e Involvement of performed Avall_abllty for
components of components Engineer may Untrained Standard Operating drawing to be
4, certificates and a_nt_i electrical face problems ersons/\Vendor Procedure is in Place 27 chec_k by_ 1)1 3
MOC wiring may not related to P lificati . tMachi Engineering/Vend
. be identified components and I quatitication !Eqmpmen _Mac In€ or
certificates may wiring e Procedure was is in operation for
happen not much production
arrangement established for
qualification
Safety e Person Performane If equipment is
parameters like Negligency Qualification has been sound producing
noise level, Machi May lead to e Unavailablity of performed in that case noise
S achine may I .
5 surface finish not have safety effect on qualification Standard Operating 24 lavel shall be 111 4
and limit switch f Operator/Person documents Procedure is in Place verified in OQ and
eatures . . .
may not be nel safety ¢ Involvement of Equipment/Machine surface finish and
available Untrained is in operation for limit switch shall
persons/Vendor production be verified in 1Q
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Risk Post Risk
s Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recommended
N(‘) Function Failure Mode of Mechanism of Current Control Document] S | O Number Actions olp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
in qualification
e Procedure was
not much
established for
qualification
e Person
Negligency
e Unavailablity of
qualification e Performane
Utility documents Qualification has been Equi ¢
requirements May lead to | Electrical/Mecha | e Involvement of performed guipment was
for the machine abnormal nical Faultin Untrained e  Standard Operating using since many
6. i . . A 4 |1 12 years still utility 1)1 4
may differ from | behavior of the | the Machine may persons/Vendor Procedure is in Place e
o . ' R . . shall be verified in
specification Machine be happen in qualification | e Equipment/Machine 1Q
e Procedure was is in operation for
not much production
established for
qualification
. e Person
Equlljpmenlt r:;aa/ Negligency
innothee include | * Unavailablity of | e Performane Master list of
Equipment Machine may qualification Qualification has been equipment,
master list not be Dust may not be documents performed _ Calibration
7 Preve ntive, schedule(_j for | extracted from o Invol\_/ement of e Standard C)_peratlng 5 | 4 80 planner, PM 111 5
Maintenance preventive the workplace. Untrained Procedure is in Place Plapr_1er ehall be
Planner and maintenance persons/Vendor | e  Equipment/Machine verified in 1Q for
Calibration and calibration in qualification isin operation for equipment
Planner e Procedure was production presense
not much
established for
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Risk Post Risk
s Item / Potential Potential Effect | Potential Cause / Reference Priorityy Recommended
Né Function Failure Mode of Mechanism of Current Control Document] S | O Number Actions s lolp RPN
Failure Failure no. (S*0*D (if any) S*O*D
)
qualification
e Person
Negligency
o Unavailablity of
May lead to qualification e Performane
Machine abnormal documents Qualification has been Onerational
Functions keys | behavior of the | Electrical/Mecha | e Involvement of performed peration:
: . - . . Qualification shall
may not be Machine and nical Faultin Untrained e Standard Operating
8. . : Al 4 | 2 24 be performedand | 4 | 1 |1 4
work or work may results in | the Machine may persons/Vendor Procedure is in Place functionality shall
different effects on be happen in qualification e Equipment/Machine PN
o . be verified in OQ
Product/Huma e Procedure was is in operation for
n safety not much production
established for
qualification
e Person
Negligency
e Unavailablity of
qualification e Performane
SOP mav not be documents Qualification has been
- may Operation and | Dust may notbe |e Involvement of performed
available or : . .
Cleaning of | extracted from Untrained e Standard Operating N |N|N
9. may not drafted . S 4 |1 4 NA NA
X machine may | the workplace. persons/\Vendor Procedure is in Place AlAA
accordingly ' e . .
effected in qualification e Equipment/Machine
e Procedure was is in operation for
not much production
established for
qualification
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Risk Post Risk
s Item / I_Dotential Potential Effect | Potential _Cause/ Reference Priority Recommended
N(‘) Function Failure Mode of Mechanism of Current Control Documentf S | O | D Number| Actions s lolp RPN
‘ Failure Failure no. (S*0*D (if any) S*O*D
)
10. | Safety Machine may | May lead to e Person Performane 4 B3 R 24 Safety interlocks 4 {1 |1 4
interlocks may | not follow effect on Negligency Qualification has been shall be verified in
not work (Door | safety Operator/Person | e Unavailablity of performed 0oQ (If
or emergency) requirements nel safety qualification Standard Operating Applicable)
documents Procedure is in Place
¢ Involvement of Equipment/Machine
Untrained is in operation for
persons/Vendor production
in qualification
e Procedure was
not much
established for
qualification
S. No. Recommended Action Responsible Person Target Date

of Completion

1. All identified qualification documents which are not available or not
executed, shall be prepared and executed.

2. Further New equipments shall be qualified as per current SOP
checklist.

3. GAV/Electrical Drawing shall be prepared/arranged

4. Training shall be imparted to all concerned persons to ensure the
adequacy, accuracy, completeness and correctness of the documents.

5. URS and SOP for the equipment shall be preparaed/Updated

CAPA (Required/Not required): Not required
If required mentioned the CAPA No.: NA
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Quality Risk Management Team Reviewed By Approved By
- Head Operations Head QA

QUALITY RISK ASSESSEMENT AND MITIGATION SUMMARY REPORT

Name of facility/ Equipement/Utility/System/Activity/Procedure/Unit | Risk assessment for GAPs Identified in Qualification Documents as per
Preparation: Change Control No................
Position Paper No..................

Verification of recommended action:

Remark (if any):

For Product Contact Equipments: All the product contact Machine/Equipment, which are covered in this risk assessment are procured from the vendor as on
such basis and were used for routine production after performance qualification,Hence there is no significant impact on product quality due to identified GAPSs in
Qualification Documents.

Process Validation: All identified equipments in this quality risk assessment are also covered in many process validation batches of OSD area. On behalf of our
process validation study, it can be concluded that there is no significant impact on product quality due to identified GAPs in Qualification Documents.

Verified By: Approved By:
Officer/Executive QA Head QA
(Sign & Date) (Sign & Date)




