arolina Parenterals

Ceinier of Excellence Overview

Vision

We are recognized
by our shareholders
as the Center of
Excellence for
innovative
manufacture

of parenteral
products

Carolina

Mission

Pfsrer Carolina manufactures
- life-saving
parenteral products.

We will meet our patients
needs by enabling

= A safe workplace

» First Time Quality

* Empowered, High
Performance Teams

= Competitive Advantages

5/21/2010
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Baseline and Current State Analysis
U Only Cycle time as a key lab metric
U Testing samples as soon as they come to the lab
termined by individual skills

., reen Lab rator =L
e "TAY
qulr -'_"glle= m\f\ovatnve &
Mo enwraﬂmentfrlen’dly

Chemlstry Laboratories
,/"a"\ Pfizer - Carolina
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‘%%sform fhe Zosyn

system, management. frastructure
behavunshornakeels ]

- while maintaining or impr
adhenﬁnﬁ‘aand quality.

The need for chan’ge'

Ulmprove Labnratory ﬂexlblllty to sup,port Site and

UMaximize uﬂllz&tlon ofl
(People, Equipments
Uimprove and sustain testin
UReduce Laboratory related Investigations
CPromote a cultural change
IControl 2nd reduce waste generation |
v %%%%%%%%%%%%%%%%%%%%%%%
%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%ﬁ%
=
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(Deployment Schedule)

Lean Laboratory Implementation

Mini-

. Laboratory Center of Excellence
Transformation

Launch of Regulatory and Compliance
Awareness Team

Next Level in Visual

Mini Transformation Cross-function . Sharing experience Management

- ° initiatives with other sites

and nothing more

Lean is giving the customer exactly what they want, nothing less ’,ﬁ.ler

PGM House
of’ Lean Laboratory

Three Phased Approach to Improving
Productivity and Effectiveness

Self Directed
-~ Supplier / 1
111 :i::l'::ll Real Time Wark Teams
; P Release e
Ej I 2! ""‘Ir 2 w 3 Quality by f.Q
= ntegration 5 £ £ Design [
ol o ‘—' 4 E |8 -
=] Tohanced | © l § =
[ i a
Analytical E ~
Kol !_Technology Paperless 3 a System w
(141 .!L e Lat ¥ 2 s P Integration
-l - 3 = 9 g
Automation . E g 3 -3_ :._ﬂr
£ | 3% i3 .
! 25
<7 Gemba [ AP/ ] Shife =
—! ! Walks Huddles w
1 Leveling b I
55/Workplace Standard Strategy Reduce P]:rf:::\t::e
Optimization Waork Testing
Management

Customer Focus

Culture of Continuous Improvement




E PGM Lean Laboratory Concept of Operations = Level |
[customer 1—" "Raw | — Environmentall — F-' — FTechnology/T—F ¢, _, o0 1
u_&o_gug._uu._mn&_uu.mm_l &.f‘ffi”i' | \Validation/AD, | | . S— )

A

Quality

Productivity '

Trains, Rhythm Wheels

Escmzuwan
£ ltlr:nUF orum ﬁ
spe l‘|:%

& Role Cards

Lean Laboratory Implementation Steps

= [ = ):1“ ==

T - et et i ——
v ot
u.-::-— =
e - —
e, i ==
e

(mntmuous Improvement, Mindset — Behavior and Colleague_m

%PGM Lean Laboratory Concept of Qperatigns = Level Il
[customer 1—" "Raw | — Environmental — ﬁ Fimnne [0 e JEE—
u_ia_g_ag_ap {1 Materials || |, Monitoring || M éﬂ@s&t&ﬂ \&hmw_u

3

Enhanced

Analytical ik p / ]—-—

Technology T
~

eB
. 55/ Workplace Opt.

~—
Gemba Wﬂh

Trains, Rhythm Wheels
& Role Cards
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Laboratory Center
of Excellence

Electronic Visual
Management Board

Chemistry Laboratories
Pfizer - Carolina

Next Level in Visual Management

Electronic visual management display

Remote access from any computer in the network
Trainings without leaving laboratory facilities
Real time performance data evaluation

Data archive for laboratory operation

Color coding aligned with laboratory Rol




Sample Receival

ham

Sample Inspection Samples are:
Electronic System logging «Stored in controlled area
*Segregated by Test and Roles

Sample Storage

5/21/2010



Improvement Sustainability

*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

e After Lean: 46% more lots than the baseline and 41% FTE
Reduction

*Lots Received

Baseline Lean Laboratory

epfer df Excellence

—e—Finished Lots ——Raw Materials —&—Weekly Waters —#— Stabilities

5/21/2010
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*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

«After Lean: 46% more lots than the baseline and 41% FTE
Reduction

*Tests Performed

- Lean Laboratorv Center of Excellence

Baseline

—e— Finished Lots —#— Raw Materials —a— Weekly Waters ~ —#— Stabilities

*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

e After Lean: 46% more lots than the baseline and 41% FTE
Reduction

*Cycle Time: 79% Reduction for Finished Materials

‘ Lean Laboratory _ Center of Excellence

Taraet

—e—Finished Lots —=—Raw Materials —A— Weekly Waters

10
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*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

e After Lean: 46% more lots than the baseline and 41% FTE .
Reduction

*Schedule Adherence: 85% Improvement for Finished Materials

4 " Target

) -} \/
Lean Laboratory H Center of Excellence

—e&—Finished Lots —&— Raw Materials —&— Weekly Waters

*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

e After Lean: 46% more lots than the baseline and 41% FTE
Reduction

eFirst Time Quality: 1% Improvement

‘ Baseline ‘Lean Laboratory ‘Center of Excellence

Target: FTQ More Than $5%

—e&— First Time Quality

11
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*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

« After Lean: 46% more lots than the baseline and 41% FTE
Reduction

Lean Laboratory

Supervisor
Transfer

Baseline

—e—Total Laboratory Investigations ~ —#— Laboratory Related LIR's ~ ====Linear (Laboratory Related LIR's)

*Base Line: October 2007 to September 2008

eLean Laboratory Implementation: October 2008 to Present

e After Lean: 46% more lots than the baseline and 41% FTE
Reduction

eLaboratory Productivity: 120% Improvement

Baseline Lean Laboratory

‘ Center of Excellence

—e&— Productivity | inear (Productivity)

12



Efficiencies

.f‘\‘

Efficiencies

Area

Workload reduction

» Use PMH Std COA moisture value for system suitability

— Reduce 20 standard moisture determination per month
¢ Piperacillin Monohydrated reduce testing (from 9 to 2 tests)
< Content uniformity incorporation in moisture testing

— Saving of 6 vials per lot

« EDTA test mobile phase expiration date extension
— From freshly prepare to 10 days

Sampling reduction
¢ Update sample quantity requirements

* Moisture test workload (from 9 to 3 samples per dryer)
— Savings of 24 vials per lot

Total

-

Savings

TBD

$140,169
$71,120

$5,400

$181,500
$142,240

$540,429

5/21/2010
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Zosyn Chemistry Lean Lab
Waste Elimination Reduction

Initiative Waste Reduction

* Piperacillin Monohydrated reduce testing * 40%
» EDTA test mobile phase expiration date extension * 50%
» Content uniformity incorporation in moisture testing « 36%
* Moisture test sample reduction (from 9to 3 Vials) * 67%
» Update sample quantity requirements * 10%

Lean & Green Operations Net (LGO-Net)
*People
*Workload
*Equipments

y *Reagents

W °*Metrics
*Environment

Initiative Under

Construction !!!

5/21/2010
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uestions

Role Number

Zosyn Chemistry Laboratories Roles

Optical Rotation

ID-FTIR
(PMH/Tazo)

Heavy Metals

Conductivity

Constituted

Ethyl Acetate

Description

Moisture A

Moisture B

Moisture C

Moisture D

v

Uniformity

Visual Particles

New HIAC

Assay (Zosyn)

Assay (PMH)

Related
(CL115425/PMH)

Assay (Tazo)[

Approvers

Supervisor

Metrics

Trends

5/21/2010

16



5/21/2010

Finished
Product LIMS . Expected Date .
Name Lot Number Sample Id Received Due Date Completion Approved Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
8
Finished
Product LIMS . Expected Date .
Name Lot Number Samplelld Received Due Date Gompletion Anproved Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50412K/I 239982 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
7

17
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Finished
P,(‘[;?];";t Lot Number Sah\lrlz d Received Due Date C?)):T?:Ic;t?gn Apli:))?;sed Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50412K/I 239982 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50493R/P 240395 9/4/2009 9/14/2009 9/10/2009 9/10/2009 6

7
Finished
P’(‘(;dmuect Lot Number Sah:’;\)nli d Received Due Date Cixn‘::Icett?t?n Apg?(:sed Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50412K/I 239982 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50493R/P 240395 9/4/2009 9/14/2009 9/10/2009 9/10/2009 6
Zosyn EF F8852-08-02-D50352 G/P 241904 9/8/2009 9/14/2009 9/11/2009 9/11/2009 3

6

18



Finished
P,(‘[;?];";t Lot Number Sah\lrlz d Received Due Date C?)):T?:Ic;t?gn Apli:))?;sed Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50412K/I 239982 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50493R/P 240395 9/4/2009 9/14/2009 9/10/2009 9/10/2009 6
Zosyn EF F8852-08-02-D50352 G/P 241904 9/8/2009 9/14/2009 9/11/2009 9/11/2009 3
Zosyn EF F8852-08-02-D50014 N/K 241834 9/8/2009 9/14/2009 9/11/2009 9/11/2009 3

6
Finished
P’(‘(;dmuect Lot Number Sah:’;\)nli d Received Due Date Cixn‘::Icett?t?n Apg?(:sed Cycle Time
Zosyn EF F8854-08-02-D63444 M/J 239532 9/2/2009 9/12/2009 9/10/2009 9/10/2009 8
Zosyn EF F8854-08-02-D634470/N 240017 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50412K/I 239982 9/3/2009 9/13/2009 9/10/2009 9/10/2009 7
Zosyn EF F8855-08-03-D50493R/P 240395 9/4/2009 9/14/2009 9/10/2009 9/10/2009 6
Zosyn EF F8852-08-02-D50352 G/P 241904 9/8/2009 9/14/2009 9/11/2009 9/11/2009 3
Zosyn EF F8852-08-02-D50014 N/K 241834 9/8/2009 9/14/2009 9/11/2009 9/11/2009 3
Zosyn EF F8855-08-03-D50727 O/B 241881 9/8/2009 9/14/2009 9/11/2009 In Process 3

5

5/21/2010
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Product
Name

Lot Number

pH, Const. | Uniformity

Approved
B

y

Zosyn EF

F8854-08-02-D63444 M/J

Zosyn EF

F8854-08-02-D634470/N

Zosyn EF

F8855-08-03-D50412K/I

Zosyn EF

F8855-08-03-D50493R/P

Zosyn EF

F8852-08-02-D50352 G/P

Zosyn EF

F8852-08-02-D50014 N/K

Zosyn EF

Product
Name

F8855-08-03-D50727 O/B

Lot Number

Airplane Legend

In Process

Zosyn EF

F8854-08-02-D63444 M/J

Ready to Check by

Ready to Approve

Uniformity

Zosyn EF

F8854-08-02-D634470/N

Zosyn EF

F8855-08-03-D50412K/I

Zosyn EF

F8855-08-03-D50493R/P

Zosyn EF

F8852-08-02-D50352 G/P

Zosyn EF

F8852-08-02-D50014 N/K

Zosyn EF

F8855-08-03-D50727 O/B

Appr
B

oved
W

Airplane Legend

In Process

Ready to Check by

Ready to Approve

5/21/2010
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Product
Name

Lot Number

Zosyn EF

F8854-08-02-D63444 M/J

Zosyn EF

F8854-08-02-D634470/N

Zosyn EF

F8855-08-03-D50412K/I

Zosyn EF

F8855-08-03-D50493R/P

Zosyn EF

F8852-08-02-D50352 G/P

Zosyn EF

F8852-08-02-D50014 N/K

Zosyn EF

Product
Name

F8855-08-03-D50727 O/B

Lot Number

Assay

.

Airplane Legend

In Process

Ready to Check by

Ready to Approve

Zosyn EF

F8854-08-02-D63444 M/J

Scientist A

Zosyn EF

F8854-08-02-D634470/N

Scientist A

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist A

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist A

Zosyn EF

F8855-08-03-D50727 O/B

Scientist A

Scientist A

- .

Airplane Legend

In Process

Ready to Check by

Ready to Approve

Color

Approved
B

y

Appr
B

oved
W

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

5/21/2010
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Product
Name

Lot Number

Assay

GC

TLC pH, Const.

Zosyn EF

F8854-08-02-D63444 M/J

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

F8854-08-02-D634470/N

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist B

Scientist B | Scientist A

Zosyn EF

Product
Name

F8855-08-03-D50727 O/B

Scientist A

Scientist B

Scientist B | Scientist A

Lot Number

Assay

GC

Uniformity

Color

Approved
B

y

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

Scientist A

Airplane Legend

In Process

Ready to Check by

Ready to Approve

TLC  [pH, Const.

Uniformity

Color

Water

Appr
B

oved
W

Zosyn EF

F8854-08-02-D63444 M/J

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8854-08-02-D634470/N

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Zosyn EF

F8855-08-03-D50727 O/B

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Airplane Legend

In Process

Ready to Check by

Ready to Approve

5/21/2010
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Product
Name

Lot Number

Assay

GC

TLC pH, Const.

Uniformity

Color

Water

Approved
By

Zosyn EF

F8854-08-02-D63444 M/J

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8854-08-02-D634470/N

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

Product
Name

F8855-08-03-D50727 O/B

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Lot Number

Assay

GC

Airplane Legend

In Process

Ready to Check by

Ready to Approve
Approved

TLC  [pH, Const.

Uniformity

Color

Water

Approved
By

Zosyn EF

F8854-08-02-D63444 M/J

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8854-08-02-D634470/N

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50727 O/B

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Airplane Legend

In Process

Ready to Check by

Ready to Approve

5/21/2010
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Product
Name

Lot Number

pH, Const.

Uniformity

Color

Water

Approved
By

Zosyn EF

F8854-08-02-D63444 M/J

A

A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8854-08-02-D634470/N

Scientist A

A

C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50412K/I

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8855-08-03-D50493R/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50352 G/P

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

F8852-08-02-D50014 N/K

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Zosyn EF

Product
Name

F8855-08-03-D50727 O/B

Scientist A

Scientist B

Scientist B | Scientist A

Scientist C

Scientist A

Scientist C

Supervisor

Lot Number

Airplane Legend

In Process

Ready to Check by
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