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: .SOP for Handlmg of Dev1atron
OBJECTIVE

1 'To lay down the procedure for mvesugatmn and corrtrol of dev1at10ns that occur durmg_l

-'-.ICSRs processmg and documented procedures wherever apphcable o
0 ScoPE
. § Thrs .i-S_Q_P s_hall be _applieab-le;to all related user s,‘eetion'at NCC.?VPI. o

"It is the responsibility of the person whoever identifies a deviation, to_ record ft_he.eve_nt'aud to

forward it to their respective section Incharge. -

2 'Re_s_[_)‘()nsible Person | |

S 3 2.1 Imuator (Person who 1dentrﬂes the devratron)
322 Sectlon Incharge ,‘

& ACCOUNTABILITY

41 Officer Incharge —Pharfnacovigilance Programme of India
50 PROCEDURE

5.1 The user section shall ensure that are no deviations to the approved established procedure

. under normal Cbndition.

Name - 4 Desngnatlon _' ' Sigriet_ure | Date
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52

'])__eviations' are classifie_d as:
521 Pianned Dewatron Any devratron from documented procedure opted dehberately for
e temporary penod to manage unavordable situation without affecting the quahty system and'
Patrent safety shall be termed as planned devranon '
' 5.2;2 ' Unplanned Devnatmn Any devratron occurred in unplanned manner due to system farlure ot
. software breakdown or Ut111ty serv1ce faﬂure or manual erTor shall be termed as unplanned
| '.“.=_'.”'dev1atron LT | i
: 53 o No proceés deviation shail.be permitted under normal oPerating -co'nditions howener in case
o the dev1at10n is unavordable the same should be nnmedlately brought o the notice of QA_
o manager ' ' ' ' '
o 54 o _No deviation shall be permitted for Regulatory requirement.
55 Before initiating the deviation"forrn'evaluatiOn shall be done to assess whether the deviation G
--has any quality irnp_act or quality non—impact; |
55.1  Quality Impacts are occurrences during execution of an activity which shal_l affect the .
- quality of ICSRs and Patient Safety. ) ' |
5.5_.2 - Quality Non-impacts are occurrences during execution of an activity which shall have no
- impact on the quality of ICSRs and Patient Safety.
' -Name' - ' Deiignation - Signature | Date
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e Procedure to handle devietions:-

In 'caSe of planned deviatton— the initiator shall ratse the Deviation Control Report Form in
_ advance and in case of unplanned dev1at10n— the initiator shall raise the Deviation Control
: ‘Report Form as per the Annexure No I (Format no. IPC/PVPIIQAI004-F01) with devxatmn

detalls, reason for deviation,. unmedlate action taken with present status detaﬂs and- forward
_to QA sectlon o '

6.2 - QA shall enter the detalls of dev1at1cr1 1n “Dev1at10n Control Log” as per the Annexure No
(F ormat 110 IPCIPVPI/QAI004 FUZ)

"Q'A' shall review th'e.reason' fof deviation- whether it has ay impact on quelity and safety-' .
Based on remarks by QA sectlon, the fmdmg shall be commumcated to concern section for -

correctlve and preventlve act10n as per SOP No. IPC/PVPI/QA/OO6
6.4 _ '_Finaily the dévi.atj'ion shall be approved by the Quality Manager and Officer Incharge PvPL
QA shal_l_aseign Deviation control nu.rnb-ering' system as given below:

'PVPI/D/YY/ZZ‘

,D stand for Dev1at10n _

YY- Current year last two digits
7Z- Serial r_lumber in three digits
Example: PvPI/D/15/001

: 5.6.6 Deviation log shall be reviewed on monthly basis to review adequacy of corrective action.

5.6.7 There shall be more than three planned deviation for incorporation as documentation change -

~ through appr_opriete change control procedure as per (SOP No. IPC/PvPI/QA/003).
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s SOP for Handhng of Deviation

0 REFERENCES

. Nce
~ PyPL
. soP’

0 ABBREVIATIONS

| SAFETYAND PR_ECAUTIO_NS ’

-"Do niot use adheswe tape or wh1tener on SOP

: In-hou’sé :

Quality Assuraﬁc'e

Nat1ona1 Coordmatmn Centre -

Do not. use any ‘SOP if 1t is not 31gned and.- 1ssued by QA Personnel or the authonzed
: 51gnator1es ' C

3 Do not share the SOP mformatlon out31de the orgamzatlon

. Phamlacowgﬂance Progranuné of Indla

Standard op_cratlng procedure

0 ANNEme(s)

- Amnexure-II- Deviation Control Log

Annexure-I-Deviation Control Report Form (Format No. IPC/PvPI/QA/004-F01) b
(Format No. IPC/PvPI/QA/004-F02)
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INDIAN PHARMACOPOEIA COMMISSION

Natlonal Coordmatlon Centre-Pharmacowgllance Programme Of Indla

Annexure-l
DEVIATION CONTROL REPORT FORM

Format No. ECMPI[QAIQM-FO_I-OB

_ Reason for Dewatlon. .

Dev1at10n Control | Date.
SO -Type of dev1at10n .| Planned _ Unplanned
Dev1at10n Detalls —
~Taitated by
(Slgn & Date) _

Verlfied by Sectlon Incharge

(Sign & Date) -

' J ustlficatlon/Rewew comments for dev1at10n (other related Section -as appllcable )

Section Ineharge or Designee

(Slgn & date)
Name. ~ Designation Signature Date 1
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IN])IAN PHARMACOPOEIA COMMISSION
Natlonal Coordmatlon Centre-Pharmacowgllance Programme Of India

Annexure-l

DEVIATION CONTROL REPORT FORM

~ Format No, .1Pc/_'PvPIf/QA/o:04_-F01LOo

[ QA Evaluation :

" Quality Impact

" Qualify Non-impact

" Others

| Comments by Quality Manager/ Designated Representaive

Dewatlon Approved by Quahty Manager
- ( Slgn & Date)

"y 7C0mments by l Officer-Incharge, PvPI

Devmtlon Approved by
Officer-lncharge, PvPI ( Slgn & Date)

- ‘Correctlve actlon taken and Implementatlon'

' Dgne by Imtlator section

Verifiedl_by QA

(SlgnIDate)

_(Sign/Date)

' Name'

. Designation

Signature

Date
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