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Veropharm / Abbott

COMPLIANCE AND CONTINUOUS IMPROVEMENT

The need for change
HeobxoanmocTb
N3MEHEHN

Proprietary and confidential - do not distribute Company Confidential © 2016 Abbott | September 23,2016 2




Veropharm / Abbott

THE NEED FOR CHANGE HEOBXOAUMOCTb U3MEHEHUN

* No focus on Quahty Systems ° Pa3HOO6pa3Hb|e CUCTEMbI KayecCTBa

e OTCyTCTBUE CTPYKTYPUPOBAHHOIO MNOAX0Aa K

* No structured approach for
MHPOPMMPOBAHUIO U peLlleHnto npobaem

escalation and problem solving

* bBonblloOe KONNYECTBO CepUiA BbIXOAALLLUX

* Batch failure rate was too high 3a creLudUKaLmIo

% batch failures

6.0%
4.9%

5.0% 5%
4.1% 4.1%

4.0%
3.2% 3.4%

3.0% 2.7%

2.0%

1.0%

0.0%
2009 2010 2011 2012 2013 2014 2015
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Veropharm / Abbott

PEOPLE

A step change in Quality Culture was
needed

Training, Training, Training
Engagement (Hoshin Kanri)
Lead by example

Accept that it takes time

Proprietary and confidential - do not distribute

noau

TpeboBasiocb KapAnHaibHOE
M3MEHEHMeE B Ky/IbType KayecTBa

ObyyeHune, obyuyeHune, obyyeHune
BosneyeHune (Hoshin Kanri)
[MopaBaThb INYHBIN NPUMEP

JlonycKaTtb TOT PaKT YTO 3Ta
paboTa TpebyeT BpemeHun

Company Confidential © 2016 Abbott | September 23,2016 4



Veropharm / Abbott

DAILY MANAGEMENT NOBCEAHEBHOE YINPABNEHUE

Daily 15 minutes escalation meetings  EykeaHeBHO 15 MUWH. coBelwaHma
* BKAOYatloT pasnnyHble oTaensl
 CTaHAApTM3NPOBAHHbIM NNaH
* Jluctbl oTChexKnuBaHUA npobnem
* 3 yposHAa: 8:00-8:30 NponsBoacTBO
9:00-9:30 OTtnenbl
11:00 PykoBoacTBo

e Multi disciplinary

e Standardized agenda

* Problem follow-up sheets

3 levels: 8:00-8:30 Shop floor
9:00-9:30 Departmental
11:00 Site Leadership Team
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DAILY MANAGEMENT NOBCEAHEBHOE YINPABNEHUE

Benefits Monb3a

 |Important issues escalated daily * KaxpoaHesHoe HGOpMUMpOBaHUE O
BaXKHbIX Npobnemax
e Short Communication lines
* bbicTpas nepeaaya MHGopmaumm
e Strict follow up of action points 5 5
* (Ctporoe otcnexuBaHue genUcTemm

 Make problems visible
* [lpobnembl cTaHOBATCA 0603pUMbIMU

* Engage & Empower y y
® BoBnekaun u AaBa MNONTHOMOYNA
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COMPLIANCE COOTBETCTBMUE

Quality through Ownership KayecTtBO yepes 4yBCTBO COOCTBEHHOCTM

* Implement one Quality system across ¢ PeanusyiTte oaHy cMCTEMY KayecTBa
the sites Ha BCeX NPOM3BOACTBEHHbIX NA0LWAAKAX

* Develop and implement meaningful * PasBuBanTe n ncnonb3ymte aHa4nMMmble
operational Q-Reports and metrics NPOWU3BOACTBEHHbIE OTYETbI MO KAaYecTsy

. N CUCTEMbI USMEPEHMNM
* Robust Internal Audit Program P

* }ecTKkas nporpamma BHYTPEHHero

* Permanent Inspection readiness
ayauTa

(Quality System Owners)
* [TocTOAHHAA rOTOBHOCTb K MpOBeEpKe

Oversight &
Periodic Review

People

Change Control Organisational Fitness

Inspection Ready

Systems Internal Inspection
Ownership Audit Readiness
Program Masterplan

Company Confidential © 2016 Abbott | September 23,2016 7



CONTINUOUS MNOCTOAAHHOE
IMPROVEMENT VIVYLLEHWE

Make problems visible and reduce waste  [enaite npobnembl 0603pMMbIMU
U CHUXKANTE KOJIMYeCTBO NnoTepb

* Introduced a structured approach for § }
problem Sol\/lng (DMAIC) ° BHe,EI,pFWITe CTPYKTYpPUPOBAHHbIN NOAXO4 K
peweHunto npobnem (DMAIC)

Facilitated brainstorm sessions 5
* [lomoramTe ¢ MO3roBbIM LITYPMOM

Go & See on the shop floor and initiated

improvements * XoauTe Ha NPOM3BOACTBO U UHULMUPYINTE

yNyyLweHuns

Promoted the use of problem solving .
tools * lNpoasurante Ncrnosb3oBaHMe NHCTPYMEHTOB

. : * Mporpamma oby4yeHUn KenTblX U 3e/1eHbIX
YB af‘d.GB Hammﬁl/ Coacll‘llr\g il noAcoB/KoyunmHr MuUKcMmusmnpyiTe
Maximize the proobiem Solving potentla NOTEHUMaN B pelueHnu npobiem

Methods

Pracess steps

Wrong amount

Inspections

Machine reliability .
Transportation
Wrong type

Error

Mental Errors

Poor Poor test
lighting method

High noise
level

calibration i
Lack of knowledge, skills or

ability

Mother Nature Measurements Manpower
s [ : =) Abbott
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Veropharm / Abbott

CONNECTING THE DOTS COEOUHEHWUE TOYEK

Site is strong, network is stronger NpPon3BOACTBO CUABbHOE, CeTb CUIbHEE
* Forum to comrmr inicate Significant e MA0oWar«a Ana ~f KaeHus

Events 3Hauu Ably Cc” ’

<« cunitr across ST
e Olst & Weesp Neustadt Volgynsky ™
.. Y The Netherlands Germany Russia
. Victoriaville . lerod & h

) Identlf) Canada) ,al Support i ‘ A 4 Eisgs:: Verone —_

-
Jiv A’ Shanghai
' 3 S
Share b\ ’ Karachi Baddi China
Tlalpan Barceloneta P W‘ India - OIbITOM
Mex—.ico @ PuertoRico .
Gao*--.

- India
Bogota -
Colombia . Cimanggis
Lima \ < Indonesia
Peru L

Rio de Janeiro
< ‘ Brazil
. -
Santiago . . Buenos Aires (6)
Chile
-
-

Argentina
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Veropharm / Abbott

IN SUMMARY

* Training of people

HEOBEXOAUMOCTb U3MEHEHUN

* ObyuyeHune nepcoHana

* One Quality systems

e Structured approach for escalation
and problem solving

e Actively using the Abbott network

ynpaBneHus
* EgnHaAa cuctema KavecTtsa

e CTPYKTypuUpOBaHHbIM Noaxoa no
MHPOPMUPOBaAHUIO O Npobaemax n nx
peLLeHNto

e AKTMBHOe ncnonb3oBaHue cetn Abbott

6.0%

5.0%

4.0%

% batch failures

4.9%

4.1%

4.0%

4.1%

3.0%

2.0%

1.0% -

0.0%

3.2%

3.4%
2.7%

0.3%

2009

2010

2011

: L.
2012 2013 2014 2015 2016
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Abbott Worldwide

HISTORY

Founded by
Dr. Wallace
Abbott, science
Based Pharma
company

Expands into
Nutritions vitamins
and, later,
infant formula

Proprietary and confidential - do not distribute

Creates the
Diagnostics
division with
ground-breaking
products

Abbott
broad based global
health care company,
HC in Chicago, IL, USA,
S22 billion sales in 2014,
70.000 employees,
130 countries

Sharpens its
focus on
Medical Devices,
to deliver
unprecedented
innovation
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Abbott Worldwide

OUR BUSINESS

Established Pharmaceuticals Division

Medical Devices Diagnostics

Nutrition
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Established Pharmaceuticals Division

OUR BUSINESS

EPD

Medical Devices Diagnostics

Nutrition

Proprietary and confidential - do not distribute September 23, 2016 15



Established Pharmaceuticals Division

ESTABLISHED
PHARMACEUTICALS

* Commercial presence in nearly 90
countries

* >30,000 employees
* ~S4 Bn sales
* >1,500 products

* Focus on world’s fastest growing
markets

* #1 in India, Chile, Colombia and Peru;
top 10 in Russia, Pakistan

» Strong expertise and broad portfolios in
Gastroenterology, Women’s Health,
CNS/Pain, Cardio and Respiratory in our
critical markets

* Talent, geographical footprint and
product portfolio serve as robust
platform for further growth

Proprietary and confidential - do not distribute



Established Pharmaceuticals Division

EPD OPERATIONS
MANUFACTURING SITES 2015

Olst & Weesp Neustadt
The Netherlands

Victoriaville
Canada

Barceloneta

Tlalpan
Puerto Rico

Mexico

Bogota

Colombia
Lima
Per
u Rio de Janeiro
Brazil
Santiago Buenos Aires (6)
Chile Argentina

-
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Pakistan

Volgynsky

Russia
Belgrod & Veronezh

- .
Russia

Karachi Baddi
India

Gao

Shanghai
China

Cimanggis
’ Indonesia

o
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Mobilizing Quality

COST

Knowing the cost of Quality
 Activity based cost structure

* Create more finance awareness
within Quality by inviting finance to
monthly finance topic meetings

* Minimizing cost by reducing waste

* Supplier management and QP
release

Proprietary and confidential - do not distribute
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CUSTOMER

Quality is a partner and brings a
competitive advantage

* QA/QP contact for CDMO customer

* Robust Customer notification process
* Quality Agreements

 Clear quality KPI’s

* Release materials, intermediates,
final products on time

* Handle events on time
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Veropharm / A

VEROP
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