PeP11 LabCal
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A system that provides 21 CFR Part
11 controls (open and Closed) to
spreadsheet and Word data with
electronic signature.




PeP1l1l Features

e Clients

e Our Edge

e Easy to Use

e 21 CFR Part 11 Compliant

e Implementation Support (Validation & Training)
e Contact Information
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OUR EDGE

e Encrypted Electronic Records

e Complies with Global Regulations for Electronic Record and
Electronic Signature

e Auto Restore Database

e No Access to spreadsheet or word file

e Paper Copy NOT Required

e Unlimited Forms (Templates) and Data Files

ADPT wicm




OUR EDGE

e No Change in Company’s processes
e Easy to Follow Audit Trall

e Provide comprehensive process control to avoid human
errors

e Work as MS Excel or Word

Eliminates need of expensive technical personnel to add additional
forms and maintain data.

e Easy to Use
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Easy to Use

e Copy spreadsheet
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Easy to Use

e Paste to PeP11 LabCal
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Easy to Use

e Secure Cell and Print Range
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21 CFR Part 11 Compliance

e 21 CFR Part 11 Requirements

e Closed and Open System Controls

Secure Computer Generated Time Stamped Audit Trail (Cell Level)
Authority Checks

Validation

Secure Record

Backup, Archive, and Restore

Encrypted Electronic Record in Transition (Open System)
e Electronic Signature
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PART11 COMPONENTS

e Closed and Open System Controls
e Secure Computer Generated Time Stamped Audit Trail (Cell Level)

Folder - Form - File Details
Folder Name: PeP11\DT Folder

User ID Super User Date - Time Created: Aug 1, 2007 1:43 pm
Form Name: OT Farm 2

User ID System Date - Time Created: Aug 1, 2007 516 pm
Data File Name: 07 Data File 02

User ID User Date - Time Created: Aug 1, 2007 701 pm
Session Details

Session ID H Session Created Date-Time Aug 1, 2007 7:00 pm
User ID User

Cell Details

Cell Address |Old Data New Data Modified Date - Time
HEH1 1] 1 Aug 1, 2007 7:01 pm
5B52 1] 1 Aug 1, 2007 7:01 pm
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Audit Tralil

Session Details

Session ID 9 Session Created Date-Time Aug 1, 2007 7:00 pm
User ID Uszer

Cell Details

Cell Address [Old Data New Data Modified Date - Time
FBS51 a 1 Aug 1, 2007 7:01 pm
tB%2 a 1 Aug 1, 2007 7:01 pm
$BS53 a 13 Aug 1, 2007 701 pm
§BS54 a 33 Aug 1, 2007 7:01 pm
tB%s a 44 Aug 1, 2007 7:01 pm
FBSE a 4 Aug 1, 2007 701 pm
B%7 a 4 Aug 1, 2007 7:01 pm
B a 3] Aug 1, 2007 701 pm
tB%s a g Aug 1, 2007 701 pm
§B%10 a 9 Aug 1, 2007 7:01 pm
e - Signature Details

Meaning User 1D Note e - Signature Date - Time
Saved User Save Aug 1, 2007 7:01 pm
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Audit Tralil
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e - Signature Details

Meaning User ID

Note

e - Signature Date - Time

Checked System Administratar

Check

Aug 1, 2007 705 pm

Session Details

Session ID 12 Session Created Date-Time Aug 1, 2007 7:053 pm

User ID Systern Administrator

Cell Details

Cell Address | Old Data New Data Modified Date - Time

e - Signature Details

Meaning User ID Note e - Signature Date - Time
Reviewsd 1A Reviewed Aug 1, 2007 708 pm

Session Details

Session ID 13 Session Created Date-Time Aug 1, 2007 708 pm

User ID Lser

Cell Details

Cell Address |Old Data New Data Modified Date - Time

e - Signature Details

Meaning User ID Note e - Signature Date - Time
Approved Super User Approve Aug 1, 2007 707 pm




PART 11 COMPONENTS

e Authority Checks
o Data file cannot be created unless the form/template Is approved.
e Approval Work flow.

| ™ save Discard > Submit S Print 3% Close || Checked By || (~* Reviewed By || Approved By || 5z Modified By |
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PART 11 COMPONENTS

e Validation

o Validation package includes User Requirements Specification
(URS), Functional Specification (FS), Design Specification (DS),
Traceability Matrix, Installation Qualification (IQ), Operational

Qualification (OQ), Performance Qualification (PQ), and 21 CFR Part
11 assessment.
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PART 11 COMPONENTS

e Secure Record

e Encrypted Electronic Records with 128-bit AES technology
e Backup, Archive, and Restore

e Daily Back-up

e Restore automatically from the last back-up

e Encrypted Electronic Record in Transition (Open System) -
with 128-bit AES technology
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PART 11 COMPONENTS

e Electronic Signature
e Linked to electronic record
e Two components - User ID and Password

| . Approved By x

Lser ID Approve

P‘aswﬂnrd ********

Approve W Close
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Implementation Support

e Implementation and Support Personnel

e PeP11 LabCal Version 1.0 Validation Ppackage

Validation package includes User Requirements Specification (URS),
Functional Specification (FS), Design Specification (DS), Traceability
Matrix, Installation Qualification (1Q), Operational Qualification (OQ), and
Performance Qualification (PQ).
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Implementation Support

e Training Program

PurnVed Solutions offers a comprehensive training program. This includes
an overview of PeP11 LabCal, discussion of all functional aspects of the
system, and 21 CFR Part 11 controls, along with hands on training.
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