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OPPORTUNITIES AND REGULATORY
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OPORTUNIDADES Y
ASPECTOS REGULATORIOS
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Regulatory

Submission

Regulatory JULTTELGTY |
Intelligence Affairs s‘?f s
ePermits, Licenses

. *Vigilance
Regulatory Affairs “Port issues
eAdvertising
eTraining

e Audits

*Brands
ePatents

Intellectual Property |REEE

eConsumer protection

eContracts

eCorporate / Tax Law

CO rporate IaW eFusions and acquisitions

eDue Diligence
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. Stable economy |

\
. More than 16 commercial agreements |
) h e

. Growing market |

. Investment opportunity in several sectors
|

. Ease of access to the local market |

[

. More than 100 free zones |

/
. First place in investor protection (protection index) |
4

"Colombia Offers:
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* Special tax and
customs treatment

* Multi-company

* Projects with high
impact
* Specific Company

Preferential
rate in

income tax

S 39 Permanent 66 Single
Free Trade Company Free
Zone Trade Zone
Special e
Economic 3%
e Zones for

Exports (ZEEE)

¢ Tax exemptions
* 0%, instead of the
general rate of 33%.

e Geographical areas
in some specific

e Special legal
conditions,
facilitating exports

-
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_Aceessto60 countries with more than 1,500 million
consumers, through its network of FTA
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Pacific Alliance: Colombia — Chile, Perd y México.
Source: Ministerio de Comercio Industria y Turismo, 2017

Processed by ProColombia
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—Strategic location

Access to more than 45 countries
1109 Direct international

frequencies per week

More than 5600 Domestic weekly
frequencies

Less than six hours by plane from
main cities in Americas

Strategic location in the middle of
America.

Routes from.international airports: Barranquilla, Bogotd, Cali and Medellin. For a typical week of the month of December 2017.
Source: Routes and Tariffs - Tools for Colombian exports, processed by ProColombia.
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—Strategic location
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ACCESSTO USA IN 3 DAYS
(PORT EVERGLADES)
ACCESS TO THE NETHERLAND IN
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Source: Routes and Tariffs - Tools for Colombian exports, processed by ProColombia.
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CIUDAD DEL CABO
(34 DIAS)
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"Opportunity sectors

&
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"C0lombia in MD market / LATAM

@ (2016e — USD Mn)

Colombia
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Brasil México Venezuela Chile Argentina Peru

(2020p — USD Mn)

Colombia )
Brazil Mexico Argentina Chile Venezuela Peru
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maiombia

USD mill.

m Consumibles (274)

‘ m Ortopédicos y prostéticos (211)
V = Imdagenes Diagndsticas (181)
Ayudas al paciente (139)
® Productos dentales (64)
= Otros (328)

+80% imported
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REGULATORY
CONSIDERATIONS
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“Colombia e

v'National Authority: In
v'MD regulations are based in European MDD
v/ Classification according to health risk

v/ Post marketing Surveillance system

v Alliances with other countries (CAN, Pacific Alliance)
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Andean Community (CAN)

e Colombia, Ecuador, Peru, Bolivia

e Harmonization for Cosmetics (PCP) &
Home care products

Pacific Alliance

e Colombia, Chile, México, Peru

e Pharmaceutical cooperation

* Bioequivalence / GMP

e Rules for MD Commercialization
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mColombia. Regulatory conditions

v Permit Owner: foreign company
v'Families of products (same composition,

type, risk, manufacturer and intended use)
v'Multiple importers/ Conditioning facilities
v'Multiple Brands, formats, references, models
v"No samples required
v “Automatic” renewal and modifications *
@ Hosting
Calle 123 N° 7-51 (902) = Bogotd D.C. *Colombia

Teléfonos: (57 1) 7562594 Celular: (57) 314 296 8186
www.spiamericas.com




SPI

1993 - 2018

!
"
AR %0 Ay son € Concage
N Semey ¥ Bevg

30 ey Fuc g, O bstiy, de

oo e conpein o Viguam et (ANG Rigee
Tiol 255 ds 3015 en @ Ducrugy ooy MoGcamaniey

" 274 gn S 2 o e e Aty
|ty Por g ;7‘".,.(‘5
4 ce 2013

' Gon
9"5 de 13
" Rosolucign Troaacie

' R B Loy
020kciin 31cs s

Health permit /authorization A

Authorization given by the
government, to
manufacture, import, | SEEmnee
export, sell and related ?T”:““méwzmj
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activities defined
products. ’
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mtion system

Requirements Submission

Acceptance
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Evaluation® Health Permit
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" Associated Drocesses

\I\/Iodifications
lRenewaIs
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mry activities

HABILITATIONS AUTHORIZATIONS
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POST MARKETING CER'IIf;AI‘:(I:C”,—AIC-II'—IIEJSI‘VS 2 ADVERTISING
SURVEILLANCE AUDITS AUTHORIZATIONS
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wFrequent mistakes

v" Incorrect groups of products

v Name different from CFS/CFG

v Manufacturer doesn’t match (legal /Contract)
v Typing mistakes

v Misclassification

v Wrong definition of families

v" Name not adjusted to the regulation
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v All documents must be correlated

v References / codes / part numbers must be included in CFS/CFG — DoC
v" Demonstrate relationship between all parts involved in the permit

v Detailed composition (qualitative)

v" Complete and correct data in application

v Supply all required documents / information

v" Required documents should be legalized

v Official translations when required

v Timely and accurate consultancy
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= Récommendations

Protect your trademarks /Brands
Negotiate and sign agreements with your distributors

If possible, own your permits

Report on time news related with the devices
Include complete and truthful information
Carefully review your advertising

N N N N N NN

—
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Apply for your health permits and modifications with priority

Calle 123 N° 7-51 (902) = Bogota D.C. *Colombia
Teléfonos: (57 1) 7562594 Celular: (57) 314 296 8186
www.spiamericas.com



SPI€

1993 - 2018

Tzﬁgingktogether!

THANK YOU FOR YOUR ATTENTION!
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