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| Tltle SOP for Internal audlt

; '1.6’ .OBJECTI_VE

11 To lay down the procedure for planmng and conductmg of an 1nterna1 audit 10
' evaluate the effectlveness of NCC-PVPI quahty management system and to ver1fy the

comphance of technical act1v1t1es to the standard requn‘ements
20 SCOPE

- e T;_his_. SO'_P- shal__l_ be appl_icahle to all sections of NCC-PVPL

30 'RESPONSIBILITY

g 31 TThe personnel engaged in the PvPI act1v1ty shall be respons1b1e for adhermg to this

'_SO'P'..- .
.' _ ‘3'.___2: o :QA representatwe shall be respon31b1e to orgamze & conduct 1nternal audit at T\ICC-
- UPYPL ) _ |
3.3 Quality;Manag'er/Teehnical-Manager ‘shall "ensure overall implementation of this
sop. . | : |

40 'ACCOUNTABILITY .
4.1 : ) Ofﬁcer Incharge Phannacowgtlance Programme of India
50 PROCEDURE

5.1  Internal audlt shall be conducted as per audit program that compnses of audlt plan
schedulc and scope as per Annexure No. I (Format No. IPC/PvPI/QAl007-F01) ‘

52  The quality manager shall be respo_nsible to prepare audit program & notification as

per Annexure No. II (Format No. [PC/PvPUQA/07-F02).
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_ ' : Page No. 2 of 4
STANDARD OPERATING PROCEDURE :
. e _ SOP No. IPC/PVPI/QA/OG’T
Section . |AllSections ~ ~ ~ - | Revision No. (00 -
_Effeetwe Date | | \M"\ 201 . | Review Date 3;‘ ad"- 3019

- Tltle SOP for Internal audlt o

o 53 __ N The audit shall be. conducted at least once 1n a year or whenever required, in such a

. manner that all act1v1t1es are covered to meet the regulatory requn'ement

. 5\.’4"'"_ Ofﬁcer In-charge PvPI shall nomlnate audltors with surtable quahﬁcatmn and
technical experrence and shall be approved by the Secretary- cum—Screntlﬁc Director

- for audltlng, not d1rect1y connected Wrth the activities meant for aud1t1ng

55 'Quahty Manager shall issue an audrt nouﬂcatron at least three days pr1or to the aud1t
e date N L _ .

56 :';_ : All sectrons of NCC-PvPI shall schedule to evaluate itself before audlt to ensure that e ‘

| ._'comply Wlth the standards and requlrement as per procedure

57 - 'Sectlon Incharge shall be responsﬂ)Ie io hand over all audit related documents and

1nformat1on to the audltor when requrred

58 _Audrt shall be ca;med out as per the audlt schedule prepared by the Qualrty Manager :

e 5:{9 : Audrt check Tist shall be 1ssued by QA and used by the auditors as per Annexure No-.
e III (Format ! No IPC/PvPI/QA/007-F03) -

L

7510 'Allle shall be' conducted within the 'estnnat_ed duration in terms of nurnber of days:

. and as per the audit prograrm and notification schedule.

5.11 EvidenCes sh‘all be collected through examination of documents and records, related

to report observations.

5.12 The report of aud1t shall be submltted in the audit observatron report format as per
~ Annexure No. III (Format No. IPCIPvPI/QAf007-F03) If requ1res more information
additional sheet shall be enclosed. |
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STANDARD OPERATING PROCEDURE

- Y 0P N, TPC/PYPT/QA/NOT
Section | All Sectrons o | RevisionNo, |00 =~
Effectlve Date g\)gq ]201@ R _."_Re\rlewD_ate : 3‘,58‘¢?°1ﬁ

Do Trtle SOP for Internal audlt

| _5_._'51 3 Necessary correctrve actlon shall be taken based on the audlt report/ a non—comphance

- report shall be address within the time: bound manner

514 Quality Manager 's_hall' be tesponsiblé for monitor the corrective action_s__ proposed as

~ - per audit report.

o - 515 ' Correctlve actlon reports shall be taken after the root cause analysrs by gorng through '
B ' the- evaluanon of all the potentral causes of the problem as per Annexure No Iv
e -(Format No IPC/PvPI/QA/007-F04) |

' 3_ 51 6 ‘_-:'Respon31b111ty in terrns of tnne requrred for completlon of correctlve actron shall be

ﬁxed at the t1rne of recordrng the non compliances of the concerned sectron of NCC— '
~PvPL | o

517 The Quahty Manager shall be respons1ble to verlfy the effective 1mp1ementat10n of

. _correctrve actrons

5.'18'__ The ﬁnal audlt report cornpleted 1n all aspects shall be submltted to Quahty Manager
= . The report shall be s1gned by all the audrtors who are involved in the 1nterna1 audlt'

| and by the audltee Audrt reports shall be mrculated to all concern sectlons
5.19  Final outcorne_of the andit shall be discussed in management review meetmg.
| 5.20 If any additional audit is required and same shall be eommunicate to concern sections.
60 SAFETY AND PRECAUTIONS
6.1 ‘_ Do not use SOP if it is not signed and issued by QA Personnel or the authorized

signatories.

6.2~ "Donot use adhesive tape or whitener on SOP.
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I Tltle SOP for Internal audlt

;oﬂgllance Pro _ o:f»lndla-'"_"“‘"’”‘“”
'-'_Page No. dofd -
STANDARD OPERATING PROCEDURE
- |.SOP N'o. . IPC!PVPI/QA/OO'?
Sectlon o All Sectlons _ " |'RevisionNo. |00 -
Effectwe Date ‘oq) 20 ,\ {, : ‘Review Date g,) sk Po) 3

-

-

- Do n_ot-sha_re the SOP ihformatio.nloutside the orgﬁpiZafi_on.
70  REFERENCES - In House
80  ABBREVIATIONS
QA 'Q_u.a'l_i'ty Assurance | | _
o sop -s"tanaard"Operaﬁng Procedure
L PVPI : '_:.__Pharmacowgllance Programme of Indla
- NCC '_ f - R ;_'__Natlonal Ccordmatlon Centre
9.0 ANNEXURES
Annexure-r Audlt Plan and Schedule (Format No. IPC/PvPI/QA/OO?-F{)l)
L Annexure-H Audlt Program and Notlﬁcatlon (Format No. IPC/PvPI/QA/OO7-F02)
Annexure—III Alldlt Chepk 11sts (FormatNo IPC/PVPI/QA/007 F03)
Annexu.re IV Aucht Observatwn report (Format No IPC/PVPI/QA/007 F04)
Annexure-V Correc’uve and Preventwe Actlon Report:
(FormatNo IPC/PvPI/QA/OO?-FOS)
: Name _ Desigﬁatioh ' Signature Date
|| Prepared by /m; Kumar /}V Aditiatt & L)l
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Annexure-l

Natlonal Coordination Centre-Pharmac_gllance Pr_og;'amme of Indla

AUDIT PLAN AND SCHEDULE

© | $Ne.|  SCOPEOFACTIVITY =

'IfreP’a’red By
(Namngign/Date)

Quahty Manager

copy to:

Approved By
(Name/Sign/Date)

Officer Incharge-PvPI

R VNs.une - Designation

Signature Date -
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INI)IAN PHARMACOPOEIA COMMISSION _
National Coordination Centre-Pharmacowgllance Programme of India

Annexure-[[

AUDIT PROGRAMl\/IE AND NOTIFICATION

- 'Format No. IPCIPvPIIQAI007-F0"-00
Ref No. o
A!ld.lt Pfogram for Year.

: 1 Date of Audlt. O

Audlt frequency

':Duratlon. _‘ o

- -.Actmtxes l Elements to be covered

P R g T R R T T R A e L N L L LR R R LR
D R T Rt L L r LT T T R R X e P R L)
B R R L AL
I I I I I N I OO T R L e R R
PR R T R R Ry T T e e R R R R R R LR R A
T LI E TP PR DY TR

R R L L L T O R LR R AR LS R

s "Respons1b1hty for conductmg the audlt ceesiugrievanainiiinerss eeeererreerearenenes peererins

-Typeofaudlt. .......... riveinbaeeans eiereenen eeneenes O S PO ST PPt :

: Audltors proﬁle:

I R N O AR i

T T I I I O T N N NN R AR L]

A R O O e N AL LR

Name | Designation Signature Date - - -que
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INDIAN PHARMACOPOEIA COMMISSION
Natlonal Coordmatmn Centre-Pharmac g ance Programme of India

Annexure-II

AU.DI'I_‘ PROGRAI\MANDNOTIFICATION

: Format No. IPC/PVPIIQAl007-F02-00

; Audlt requlrements.

e S L T R R AR KL

st s mmrananasasimnebndrdsd b eadtrd baoduatstsaetqsrutssnsasnasnrisanssenatebstasasenanssearravsitssspanmssscoscnreniss

sitessesisssasnensssnnsussasesasBan s

F T T R e oy R R R R AR

R I I R R R R AL L L LR

R R R R O T e e R R R A AR LR R S R I i

R T T R e R LR

F T T T I TR T T R R R R AL

T T L L T e R R R A L R A R AL i

-----------------------------------------------------------------------------------------------------------------------

..........................................................................................................................
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