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PREFACE

Purpose

This is the sixth edition of Global Import Regulations for Pre-Owned Medical Devices, which was first
issued in May 1999. This report seeks to collect and compile information on the regulations relating to the
importation of pre-owned (used and refurbished) capital medical equipment in countries around the
world. It also includes some information on market demand for such equipment.

Although this report is intended to serve as a general reference, it is not a definitive study and data are
either not available or incomplete for some countries. This report is formally updated periodically, but
since this report is posted on the International Trade Administration’s health Web site
(www.trade.gov/td/health), revisions to the country entries are made throughout the year if new material
becomes available.

This report does not attempt to address the issue of re-use of single-use devices (SUDs). Such re-use
remains a controversial practice and poses different safety issues than pre-owned capital medical
equipment, which is designed for use with multiple patients over many years. Moreover, single-use
devices are typically reprocessed by or for the original purchaser and thus generally do not enter into
international trade.

Sources

The main sources for this report are responses filed by the staff of the U.S. Commercial Service (CS)
stationed in U.S. embassies and consulates around the world in response to an annual request for
information. This request, made by the Office of Health and Consumer Goods (OHCG), Manufacturing
and Services, International Trade Administration (ITA), asks the Commercial Service trade specialists to
review the existing entry and provide answers to several questions. For this 2007 update, the questions
were as follows:

1. Are there special restrictions (e.g. import licensing, technical regulations, service requirements, or
customs procedures) or tariffs that apply to used medical equipment that do not apply to new medical
equipment?

2. If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used medical device being subjected
to new safety inspections?

Can public health institutions buy imported used or refurbished medical devices?
How good is the market for used or refurbished medical devices?
If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

Are there restrictions on the use of single-use medical devices and to what extent are these enforced?

NS AW

Are there instances of single use medical devices being reprocessed and sold in your country? Are
there any reports or incidences documenting problems?

The second of these questions was asked to clarify the ability of refurbishers—especially those not
affiliated with the original equipment manufacturer (OEM)—to readily ship refurbished devices
internationally.

The responses provided by the trade specialists vary from full-length reports—typically International
Market Insight (IMI) or Industry Sector Analysis (ISA) reports—to short replies submitted by cable or e-
mail. In many cases, the specialists simply confirmed the existing entries. Entries submitted in report
format are given the title and date of the report. Other entries are simply identified by whether they were
submitted to OHCG by cable or e-mail and the date they were submitted. If the trade specialist confirmed
information submitted in previous years, both the original date of submission and the date of the
confirmation are provided.
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Sixteen CS posts responded (including Slovak Republic for the first time) to the cable, somewhat fewer
than in past years. The 16 responding posts either prepared new IMI reports on pre-owned medical
equipment or sent a cable or e-mail to OHCG addressing the above questions.

This edition also includes a small number of reports on the medical-device sector prepared by the CS
trade specialists independently of OHCG’s request for information on the used-equipment sector, as well
as some cables that many CS posts submitted in 1998 in response to a request from the Department of
Commerce soliciting information on import regulation for used and refurbished equipment generally.
Entries based on responses to this request carry a source indicating that the CS post submitted them via
cable and bear a date in 1998.

Although an effort has been made to preserve the text of the original sources as much as possible, text has
been reformatted and abridged in order to present a standardized and concise format. In some cases, the
original sources have been summarized or edited.

Limitations of This Study

Because of the limitations of the sources, this report cannot be considered a definitive study of import
regulations relating to pre-owned medical devices. Information, unfortunately, remains lacking for
numerous countries.

In addition, many of the cables that were in response to the 1998 request for information about import
regulations for used/refurbished equipment do not explicitly deal with medical equipment. The reporting
officer, for example, may have looked only at general import regulations and thus not considered the
possibility of more restrictive health regulations that affect the importation of used medical devices.

Finally, medical regulations are constantly changing. What may have been accurate when the market
research was prepared may not be the case today. In addition, custom or health officials may interpret
regulations that do not seem to present a problem in such a way as to result in market restrictions.

Updates of This Report

The most recent version of this report will be posted to ITA’s Health home page,
www.ita.doc.gov/td/health.

Users of this report are encouraged to inform OHCG of any information found to be out of date or
inaccurate so the report can be updated. Contact:

Simon Francis

Tel.:  (202) 482-5011

Fax:  (202) 482-0975

E-mail: Simon.Francis@mail.doc.gov

X U.S. Department of Commerce, International Trade Administration



EXECUTIVE SUMMARY

Findings
Information on import regulations for pre-owned medical devices was available for 106 markets.'

Of these 106 markets, 85 markets appear to permit the unrestricted importation of used or refurbished
medical equipment on the same terms as new.” In 2005 India lifted its restrictions, and Niger and Slovak
Republic submitted reports in 2005 and 2007 respectively for the first time and indicated that there are no
restrictions. Sixteen markets impose restrictions. Five generally prohibit the importation of pre-owned
devices.

For the purposes of this report, unrestricted importation of used or refurbished medical equipment on the
same terms as new means that if a device has been approved for sale in a market:

e The device can be imported either as new or pre-owned,
o The pre-owned device is not subject to additional safety or registration requirements; and
e The pre-owned device is not subject to duties and tariffs not levied on like new items.

Such unrestricted importation roughly corresponds to the unregulated resale of medical devices in the
internal U.S. market, where the U.S. Food and Drug Administration does not regulate the resale of
medical devices already in the U.S. as long as the original specifications in FDA’s regulatory approval of
the device are not modified.

That a market permits the unrestricted importation of pre-owned medical devices does not mean that it
represents a good market for pre-owned devices. Traditional buying practices favoring the latest devices,
negative impressions of pre-owned equipment, and government procurement policies all affect the
market. Of these, the last is perhaps the most readily quantifiable. Of the 85 markets that permit the
unrestricted importation of pre-owned medical devices, 24 have laws or policies that prevent or
discourage public healthcare institutions from purchasing pre-owned equipment. Although private
healthcare facilities in these countries can buy pre-owned equipment, the private healthcare sector often
represents a relatively small share of the market.

Unrestricted importation of pre-owned devices does not mean that a country allows the importation of
devices that were never approved by regulators. To import a medical device, new or used, into the
European Union (EU), the device must bear the CE Mark, which indicates that the device has been
approved for sale in the EU. >

The “Blue Guide” (European Directives 90/385/EEC, 93/42 EEC and 98/79 EC), while a non-binding
guide, is the only “official” regulatory interpretation available and applies to all new approach directives,
including medical devices. It says that used CE marked devices in EU can be sold without retesting,
whereas imported used devices from third countries “must meet the provisions” of the directive because
they are considered as “new” being placed on the market for the first time in the EU. “Meeting the

' This includes some double counting—information was available for the European Union, which can be considered a
single market from the viewpoint of import regulations, as well as for 13 of the 25 EU member countries. Thus the count
of 106 includes the EU as a whole plus 13 of its member countries.

? For several of these markets, however, it is safer to say that there are no reported restrictions since available reports
either do not mention restrictions on pre-owned medical equipment when discussing the import regime for medical
devices or simply indicate that authorities permits the importation of used equipment generally without a specific reference
to medical devices.

? The use of the CE Mark has been required since 1995. Medical devices without the CE Mark legally sold to a customer
in a EU member state before that year can be freely resold inside the EU, but identical equipment originally sold to users
in other markets cannot now enter the EU. In the short term, this discriminates against vendors trying to sell pre-owned
devices into the EU. Over the longer run, however, this problem will be resolved as equipment approved for sale in EU-
member countries before the use of the CE mark becomes too old or out-of-date to be marketable.
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provisions” means that the manufacturer has to ensure that the used (pre-owned) medical device from the
U.S. which is already CE marked, is in compliance with the directive (either through self-certification or
with the help of a notified body, depending on the type of product). It is the manufacturer’s (exporter’s)
responsibility to declare compliance, but market surveillance authorities “have an obligation to ensure
this” retesting, adapting to the latest standards, etc, undoubtedly comes into the picture of compliance
verification of a device which is already CE marked. Exporters of pre-owned medical devices should thus
fully investigate whether a device has been approved for sale in the target market before attempting to
export the device in a pre-owned condition.

Markets that Permit the Importation of Pre-Owned Medical Devices
on the Same Terms as New

Bahamas Iceland Panama Yemen
Barbados India Paraguay Zambia
Belize Indonesia Philippines
Bolivia Israel Poland
Botswana Jamaica Romania
Cameroon Jordan Russia
Chad Kazakhstan Saudi Arabia
Chile Kyrgyzstan Serbia and
Montenegro
Costa Rica Kenya Senegal
Czech Republic Liberia Singapore
Dominican Republic Luxembourg Slovak Republic
Ecuador Malawi Slovenia
El Salvador Malaysia Sri Lanka
Ethiopia Mexico * Switzerland
Finland Morocco Taiwan
Gabon Mozambique Tanzania
Ghana Nepal Trinidad & Tobago
Guatemala Netherlands Tunisia
Guinea New Zealand Turkmenistan
Haiti Nicaragua Uganda
Honduras Niger Ukraine
Hong Kong Nigeria United Arab Emirates
Hungary Oman Venezuela

* Mexico permits unrestricted sales to end-users, but restricts cross-border transactions
between brokers, refurbishers, etc.

Source: U.S. Department of Commerce
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Countries with Public Procurement Policies Barring or Discouraging

Purchase of Pre-Owned Equipment

Bahamas Ghana Oman Senegal
Cameroon Guinea Panama Sri Lanka
Chile Honduras Paraguay Tanzania
Costa Rica Indonesia Philippines Uganda
Ecuador Mexico Romania United Arab Emirates
El Salvador Nicaragua Saudi Arabia Venezuela

Source: U.S. Department of Commerce

Sixteen countries—Argentina, Bangladesh, Brazil, Canada, Colombia, Croatia, Japan, Moldova, Pakistan,
Peru, South Africa, South Korea, Turkey, Uruguay, Uzbekistan, and Vietham—impose restrictions of
various severities on the importation of pre-owned medical devices. These restrictions include such
regulations as the following:

e Taxes on pre-owned device or device over a certain age
e Ban on devices older than a certain age or beyond a set percentage of estimated useful life
Requirement that device be refurbished by original manufacturer
Requirement for warranties

Requirement that parts and service be available
Restrictive rights for importation (e.g., only by holder of registration or by end-user)

e Requirement for new licensing or approval

e Bureaucratic obstructionism not codified in law

In some cases, the restrictions are so severe as to be tantamount to a prohibition. This is often so if the
regulations require that the pre-owned device be submitted to new safety licensing. Some countries do not
consider the used/refurbished device to be covered by the safety approval granted to the like new device
and require that it be submitted for a safety review as if it were a new type of device entering the market.
It would rarely be economical for the importer to obtain a safety review for an individual piece of
refurbished equipment.*

Countries that Restrict the Importation of Pre-Owned Medical Equipment

Argentina Japan Turkey
Bangladesh Korea, South Uruguay
Brazil Moldova Uzbekistan
Canada Pakistan Vietnam
Colombia Peru
Croatia South Africa

Source: U.S. Department of Commerce

The requirement for re-registration is sometimes confusingly described as treating used devices on the same terms as new
devices, i.e., because new devices are subject to registration, so are used devices.
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Only five countries—China, Egypt, Kuwait, Syria, and Thailand—appear to ban the importation of pre-
owned medical equipment outright.

Countries that Prohibit the Importation of Pre-Owned Medical Equipment

China Syria
Egypt Thailand
Kuwait

Source: U.S. Department of Commerce

Unfortunately, information about import regulations for pre-owned medical equipment is not available for
all countries and markets.

Appendix A lists 86 countries/markets for which such information was not available.
Importance of the Restricted Markets for U.S. Exporters of Pre-Owned Medical Devices

Although only 21 countries are known to bar or restrict the importation of pre-owned medical devices,
these countries represent key potential markets for U.S. exporters. Not only are most of them low or
middle-income countries where buyers might be attracted to the lower cost of pre-owned devices, the
combined population of these countries (approximately 3.4 billion people) represents 58.6 percent of the
total population of potential U.S. export markets.” The removal of tariff and non-tariff trade barriers in
China would accelerate the demand for pre-owned medical devices.

> Because the United States does not export to itself, the population of the U.S. export market is equal to world population
minus U.S. population, about 5.8 billion.
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MARKET LISTINGS

ARGENTINA

General Market Condition: Restrictions

Source: Report from CS Post (via E-Mail), 28 April 2005

Import Regulations for Pre-Owned (Used and Refurbished) Medical Devices

The Government of Argentina places restrictions on imports of used capital goods, including medical
equipment. This situation, however, implies a significant liberalization of imports of these products since
1994, after years of a virtually total ban on the importation of used medical equipment.

The principal concern of Argentine authorities regarding imports of used medical equipment is that of
easing the way for well-established and qualified suppliers to enter the market, while protecting the
industry from unreliable suppliers which have at different times sold badly refurbished machines or
equipment without appropriate after-sale support.

Restrictions and bans on the imports of used medical equipment are established by Resolution MEOSP
909/94, issued by the Ministry of Economy in 1994 (and Resolution MEOSP 1472/94 and subsequent
amendments) and by Annex II and III of the Resolution MEOSP 748/95, (and by Resolution MEOSP
235/99) determining a classification of imports as follows:

1. Used products that can be imported if the conditions stated below for the manufacturer, purchaser
and sales representative are met (equipment certified by manufacturer, availability of after-sales
servicing and availability of spare parts, purchaser must prove it is unable to purchase new
equipment, etc.).

2. Used products that cannot be imported.
3. Used and refurbished products that may be freely imported.

Annex Il of Resolution MEOSP 748/95: Used Medical Equipment That Can Be Imported under
Certain Conditions

[This Resolution replaced Annex I of Resolution 909/94.]

For items listed in the table below, refurbished goods must be accompanied by a certificate issued by the
original manufacturer, or by a technical assessment certificate ensuring good condition of the equipment,
and authenticated by the Commercial Section of the Argentine Embassy or the Argentine Consulate in the
export country, as proof of refurbishment. Technical assessment certificates should specify the type of
trials performed on the product, any refurbishment carried out; the technical standards used as reference,
and should state that the product has been updated to comply with original manufacturing standards.

Refurbishment can be done in Argentina by the importer, provided he is the end-user, and these goods
cannot be resold. In this case, the goods must remain in his or her possession for a period of two years,
during which time donation or sale of the goods is prohibited. The end-user is subject to a proof of
destination fee of 2 percent on the CIF value.

For importing refurbished goods, the foreign vendor must ensure the buyer of the availability of after-
sales service and spare parts, provide user’s manuals, and have an exclusive sales agent based in
Argentina who will be able to implement the servicing required during the period of guarantee.
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Used equipment may not be older than 10 years, except for extraordinary circumstances with the previous
agreement of ANMAT, Argentina’s health regulatory authority.

Nominal electric voltage for the equipment should be compatible with Argentina’s electric system (220v.
50 Hz) or with an adapter already included.

Re-importing of used goods, which had been previously exported temporarily in order to be repaired or to
undergo any other improvement, are exempted from the refurbishment certification requirements.

HS Codes of Items subject to Annex II of Res. MEOSP 748/95

9018.49.30 9018.49.40 9022.13.11 9022.13.90 9022.14.90
9024.10.10 9024.10.20 9024.10.90 9025.19.10 9025.19.90
9025.80.00 9026.10.11 9026.10.19 9026.10.20 9026.20.10
9026.20.90 9026.80.00 9027.10.00 9027.20.20 9027.30.11
9027.30.19 9027.30.21 9027.30.22 9027.30.23 9027.30.29
9027.30.31 9027.30.39 9027.50.10 9027.50.20 9027.50.30
9027.50.40 9027.50.90 9027.80.11 9027.80.12 9027.80.13
9027.80.14 9027.80.20 9027.80.30 9027.80.90 9028.10.10
9028.10.90 9028.20.10 9028.20.20 9028.30.11 9028.30.19
9028.30.21 9028.30.29 9028.30.31 9028.30.39 9028.30.90
9030.20.10 9030.20.21 9030.20.22 9030.20.29 9030.20.30
9030.39.90 9030.40.20 9030.82.10 9030.82.90 9030.83.10
9030.83.20 9030.83.30 9030.83.90 9031.10.00 9031.20.10
9031.20.90 9031.30.00 9031.80.11 9031.80.12 9031.80.20
9031.80.30 9031.80.40 9031.80.50 9031.80.60 9031.80.90
9032.89.30

Annex III of Res 748/95: Goods that are temporarily banned from importation.
[Replaces Annex II of Res. 909/94]

Below is a list of HS codes, for which the importation of used equipment is temporarily banned.
However, parts and components of goods classified under Chapter 84-90 of NCM (Mercosur Common
Nomenclature) are exempted from this ban (i.e. they can be legally imported), if they have been
refurbished by the original manufacturer and carry a guarantee certificate. Such items can be imported for
use paying a 28 percent import tariff, plus 0.5 percent statistics fee and 2 percent of proof of destination
fee.

Additional exemptions from this ban are:
e Goods imported for Turnkey Projects

¢ Goods destined to scientific and technological research, under the system established by Decree
732/72; and

e Used goods that had been temporarily exported in order to be repaired or to undergo any other
improvement.
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Annex IITI of Resolution MEOSP 748/95: Prohibited Items

9018.11.00 9018.12.90 9018.14.00 9018.19.20 9018.19.80
9018.19.90 9018.20.00 9018.31.11 9018.31.19 9018.31.90
9018.32.11 9018.32.12 9018.32.19 9018.32.20 9018.39.10
9018.39.21 9018.39.22 9018.39.23 9018.39.29 9018.39.30
9018.39.90 9018.41.00 9018.49.11 9018.49.12 9018.49.19
9018.49.20 9018.49.99 9018.50.00 9018.90.10 9018.90.21
9018.90.29 9018.90.39 9018.90.40 9018.90.50 9018.90.91
9018.90.92 9018.90.95 9018.90.99 9019.10.00 9019.20.10
9019.20.20 9019.20.30 9019.20.40 9019.20.90 9020.00.10
9020.00.90 9021.11.10 9021.11.20 9021.11.90 9021.19.10
9021.19.20 9021.19.91 9021.19.99 9021.21.10 9021.21.90
9021.29.00 9021.30.11 9021.30.19 9021.30.20 9021.30.30
9021.30.40 9021.30.80 9021.30.91 9021.30.99 9021.40.00
9021.50.00 9021.90.11 9021.90.19 9021.90.80 9021.90.91
9021.90.92 9021.90.99 9022.13.19 9022.14.11 9022.14.12
9022.14.13 9022.14.19 9022.19.90 9022.21.10 9022.21.20
9022.21.90 9022.29.00 9022.30.00 9022.90.11 9022.90.12
9022.90.19 9022.90.80 9022.90.90 9023.00.00 9024.90.00
9025.11.10 9025.11.90 9025.90.10 9025.90.90 9026.90.10
9026.90.20 9026.90.90 9027.90.10 9027.90.91 9027.90.92
9027.90.93 9027.90.99 9028.90.10 9028.90.90 9029.10.10
9029.10.90 9029.20.10 9029.20.20 9029.90.10 9029.90.90
9030.10.10 9030.10.90 9030.39.21 9030.90.10 9030.90.20
9030.90.30 9030.90.90 9031.90.10 9031.90.90 9032.10.10
9032.10.90 9032.20.00 9032.81.00 9032.89.11 9032.89.19
9032.89.21 9032.89.22 9032.89.23 9032.89.24 9032.89.25
9032.89.29 9032.89.81 9032.89.82 9032.89.83 9032.89.84
9032.89.89 9032.89.90 9032.90.10 9032.90.91 9032.90.99
9033.00.00

Used Goods Not Included in Either List

Used goods not included in either list may be imported into Argentina. Equipment such as ultrasonic
scanners and magnetic resonance imaging apparatus, among others, are not on either of the above lists
and used equipment of these types may be imported.
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General Import Regulations and Trends for Used Medical Equipment

While Argentina recently established a system of harmonized medical product regulations applicable to
new medical products (Regulations 2318 and 2319/02, and Mercosur Disp.3801/04 and 3802/04
regarding a unified record for the registration of a medical product and the registration of the
manufacturing or importing company), these regulations do not apply to used/refurbished medical
equipment, which continues to be ruled by the previous system, as described above. However, the
importer must be registered with ANMAT and must comply with ANMAT Disposicion 191/99 regarding
Good Manufacturing Practices of Medical Products.

In order to be able to import used/refurbished medical equipment, the importer should open a file with
ANMAT, prior to the shipment of the goods, in order for the sanitary authority to determine in which
conditions the equipment may be.

Most used goods are subject to an average import fee of about 28 percent (varying according to product)
plus the Statistics Fee of 0.5 percent. Some others will pay around 16.5 percent or 12.5 percent, plus
Statistics Fee. (Resolution ME 8/01 — Annex I)

Public health institutions depending on the national, provincial or municipal government, and religious or
welfare organizations accredited as such (Resolution MP 37/2003) can receive donations of used
equipment (which must be no lesser than five years old).

National public health institutions buy new equipment. Public hospitals or other non-profit organizations
are, however, exempted from any tax levies on imports of certain new medical products.

There is currently a federal sanitary emergency due mainly to a lack of imported medical and
pharmaceutical supplies, and parts, caused by the peso devaluation and by the economic and financial
crisis that occurred in Argentina in late 2001 and 2002. Therefore, imports of some new critical
accessories and parts are exempted from tax duties.

Regarding reuse of certain medical disposable products, Resolution 255/94 (Annex I) establishes that
some articles such as hemodynamic catheters may be reused (up to three times) even if the manufacturer
recommends a single use. Under the Sanitary Emergency, Decree 486/02 (Art. 33) and Res. 244/03
establish the requirements for the reuse of pacemakers and other cardiological implants, within the same
healthcare institution. Resale of used implants is not allowed.

While used equipment may represent an attractive alternative for the tighter budgets of the health system
due to the reasons explained above, government authorities and the private sector are mainly
concentrating their purchases on critical supplies, rather than investing on updating technology. U.S.
medical firms have always had an excellent reputation in Argentina for producing top high technology.
Therefore, opportunities should be considered on a case-by-case basis.

Mercosur HS Codes and U.S. Schedule B HS Codes

Appendix C is a list of Mercosur HS Codes and a list of US Schedule B HS Codes, with product
description (applicable to medical equipment) to assist you in classifying your product.
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AUSTRALIA

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), May 2005

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

There are no specific tariffs that apply to used or refurbished medical equipment that do not apply to
new medical equipment.

Any used or refurbished medical equipment must comply with the same regulations that apply to new
medical equipment. This includes any relevant Australian standards and listing or registration with
the Therapeutic Goods Administration (TGA). For information on medical regulations and the TGA,

contact:
The Information Officer, Conformity Assessment Branch  Tel: 61 2 6232 8098
Therapeutic Goods Administration Fax: 61 2 6232 8299
PO Box 100 E-mail:
Woden ACT 2606 CAB.Medical.Device.Information(@)
Australia health.gov.au

Web site: www.tga.gov.au

If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used device being subjected to new
safety inspections, etc?

A third party cannot legally import the same device in used/refurbished condition without the device
being subject to new listing or registration with the TGA because the TGA will have only approved the
device for the original sponsor of the product. The third party will have to apply to the TGA for listing or
registration of the used/refurbished device in Australia.

Can public health institutions buy used or refurbished medical devices?

Health institutions are able to purchase used/refurbished medical equipment with no restrictions.
Preference is given to products that come with quality assurance and warranties. Suppliers of
used/refurbished medical equipment are more likely to distribute products for which there are available
spare parts.

However, since the Australian market for medical devices is mature and consumers are sophisticated,
there is little demand for technologically obsolete devices. It appears that local health institutions are
meeting much of the supply of used equipment with only a small amount being imported. Therefore, there
has been little or no increase in suppliers or market for used equipment over the past few years. Major
teaching hospitals are unlikely to expose themselves to the increased risk of purchasing used goods.
Given the current strength of the U.S. dollar, the economic viability of importing used equipment of
suitable quality into Australia is considered questionable at this time.

Is there a market for used or refurbished medical devices?

Demand for used medical equipment is limited. There is technically a market for used or recycled
equipment. However, this is not considered a promising sector because hospitals and hospital groups
often sell used equipment among themselves. The equipment moves down the “food chain” from major
hospitals to small private hospitals and outpatient clinics.
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Technical advances and the desire to have the latest and best equipment, even in small hospitals, are
making used equipment redundant. An export market of used equipment is developing with Australian
distributors exporting to Asia, the Pacific Islands and Papua New Guinea. In addition, some equipment is
being exported to overseas locations through church groups and organizations such as Rotary
International.

If there is a market, what types of used or refurbished medical equipment are in greatest demand?

The market for used or refurbished medical equipment in Australia is small, with limited prospects for
U.S. suppliers. Some prospects may lie in the low-technology sector of the market such as furniture (for
example, beds), wheelchairs, and rehabilitation equipment.

Are single-use devices being reprocessed and sold on the local market? If so, is this activity regulated?

The issue re-use of single use medical devices (SUDs) in Australia has been under consideration since the
early 1990s. It has historically been common practice throughout Australian health care facilities,
however a survey undertaken in 2001 showed that the re-use of SUDs has dropped to 155 with more reuse
occurring in larger hospitals than in smaller with larger hospitals.

The formal regulation of re-manufacture of SUDs for re-use was introduced in Australia on December 1,
2003. It applies to individuals or facilities that meet the definition of a manufacturer of medical devices
under section 41BG of the Therapeutic Goods Act 1989 (the Act). This means that any facility (or
individual) involved in re-manufacturing SUDs for re-use that meet the definition of a manufacturer of
medical device must comply with the regulatory requirements for manufacturing medical devices as
specified in the Act and the Therapeutic Goods (Medical Devices) Regulations 2002.

AUSTRIA

General Market Condition: No restrictions, but CE mark is required

See also entry for the European Union.

Source: Report from CS Post (via e-mail), 30 March 2005

All regulations, restrictions, and tariffs that apply to new medical equipment are also applicable to
imports of used equipment. It is especially important that the products meet the European certification
requirements and are CE marked. The CE mark signifies that a product fulfills all applicable EU
requirements. If a manufacturer or its agent has registered a medical device in Austria, a third party can
legally import the same device in used or refurbished condition without a new safety inspection, but only
the, when no changes have been made to the original equipment. If a value-added refurbishment was
done, the importer has to apply for a new CE certification.

Austrian public health institutions are at liberty to purchase used or refurbished medical devices, but in
practice they rarely do, as they face a number of practical and legal issues, including product liability,
maintenance problems, spare parts warranties, and training of medical personnel on the equipment, to
name a few.

It is against the law to use reprocessed single-use devices in Austria.

Austrian industry experts report that there have been no exports of used medical equipment from the
United states to Austria in the past five to ten years. Austria has a small market for used equipment,
especially for x-ray and ultrasonic apparati. Only one Austrian company has been involved in this
business in the past. The majority of used items of surplus medical equipment have been exported to
Austria’s neighboring countries to the East.
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BAHAMAS

General Market Condition: No restrictions, but public institutions do not buy

Source: Report from CS Post (via cable), 4 April 2001

The Bahamas Ministry of Health provided the following information in response to questions regarding
the importation of used medical equipment.

The government of the Bahamas applies the same restrictions to both used and new medical equipment.
(Importation of new or used medical equipment is subject to a 42 percent customs duty.)

It is not a policy of the Ministry of Health to purchase used and/or refurbished medical equipment,
implements, or devices. Bahamian public and private sector health institutions prefer to purchase new
equipment.

BANGLADESH
General Market Condition: Restricted

Source: Report from CS Post (via e-mail), 15 April 2002

The government of Bangladesh imposes restrictions on the import of some used medical equipment.
Second-hand and reconditioned machines, which would include medical products such as used X-ray
machines, must be imported with a certificate from an established international inspection firm attesting
that the equipment will last at least 10 years.

There are no special tariffs that apply to used or refurbished medical equipment. Customs valuation of the
equipment is normally taken from the invoice presented by the importer.

The prospects in Bangladesh for American origin used medical equipment are good. There is a particular
demand for dental chairs with drill systems, X-ray equipment, ultrasound machines, magnetic resonance
and CT-scan equipment, and electrocardiographs. Private clinics and independent doctors have purchased
used equipment, but have had difficulty locating local suppliers. Hospitals in the public sector, however,
generally purchase new equipment.

BARBADOS

General Market Condition: No restrictions

Source: Report from CS Post (via cable), 6 June 2000 (Information confirmed 29 March 2002)

There are currently no restrictions on the importation of used and refurbished medical equipment into
Barbados.

The import duty applied to used or refurbished medial equipment is the same as applied to new medical
equipment. The tariff rate on medical equipment varies between 5 percent and 20 percent depending on
the type of medical equipment. There is also a 1 percent environmental levy and a 15-percent value-added
tax applied to imports of medical equipment.

Ministry of Health officials advise that there are no restrictions on the importation of used medical or
refurbished equipment by public health institutions. However, based on past experience relating to
reliability and the conditions of used medical equipment, it is the practice of the Ministry of Health to
purchase new medical equipment. The purchase of used medical equipment also does not adhere to the
procurement practices of the Government of Barbados.

Global Import Regulations for Pre-Owned Medical Devices T



Private sector health care professionals can purchase used or refurbished medical equipment. However,
the Ministry of Health needs to be advised of all purchases of used medical equipment being imported
into Barbados.

There are no statistics available on the market for used or refurbished medical equipment in Barbados.
Based on the strong preference by government and private sector health care professionals to purchase
new medical equipment, we do not foresee much market potential for used medical equipment in
Barbados.

BELGIUM

General Market Condition: No restrictions, but CE mark is required

See also the entry for the European Community.

Source: Report from CS Post (via e-mail), 17 April 2003

Are there special restrictions or tariffs that apply to used medical equipment?

No. Used medical equipment is treated identically as new medical equipment regarding CE mark and
import duties.

If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used device being subject to new safety
inspections, etc.?

Yes, a third party can import the same device in used/refurbished condition if it has the CE mark. There is
of course the issue of liability.

Can public health institutions buy used or refurbished medical devise?

Yes, but hospitals are more reluctant to purchase medical equipment or to reuse medical devices because
of liability issues. In Belgium, used or refurbished equipment is sometimes used to train students. A lot of
used and refurbished equipment is exported to developing countries in Africa and the former eastern
countries.

Is there a market for used or refurbished medical devices?

Yes, if the refurbished medical devices are of a superior quality compared with the existing medical
devices. Belgian hospitals have the reputation of using very high-tech medical equipment.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

High-tech equipment.

BELIZE

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 5 April 2002
Based on information supplied by Belize’s Assistant Comptroller of Customs, Everard Lopez:

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?
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There are no special restrictions or tariffs applied to used and refurbished medical equipment that are
imported into Belize. A 10-percent import duty is levied on most of the new and used/refurbished medical
equipment imported into the country. A very small percentage is exempted from import duty, a list of
which may be obtained from the Belize Customs Department. Local importers also pay an eight percent
sales tax and a one-percent environmental tax on all new and used/refurbished medical equipment.

Can public health institutions buy used or refurbished medical devices?
Public Health institutions and individual companies can and do buy used or refurbished medical devices.
Is there a market for used or refurbished medical devices?

Recent trade figures indicate that there is a growing market in Belize for used and refurbished medical
devices.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

Based on recent import entry data, used lamps, chairs and optical projectors for eye examinations are in
the greatest demand in Belize. Data indicate also that used medical equipment, which include universal
radios, graph units, monographic optical delivery beds, and konica with stands are also in great demand.

BOLIVIA

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 23 April 2003
Regulatory Agency

The Ministry of Health and Sports is the regulatory agency for the healthcare sector. Reporting to this
ministry are the Viceministry of Health and the Vice ministry of Sports.

Projects and Decentralized Institutions:
e Unidad de la Reforma de la Salud
Unidad Ejecutora del Fondo Nérdico
Proyecto de Salud Integrado (PROSIN)
Programa de Apoyo al Sector de la Higiene y Salud
Unidad del Escudo Epidemiolégico y Apoyo a la Reforma de Salud (BID)
Comité Nacional de la Persona Discapacitada
Instituto Boliviano de la Ceguera
Instituto Nacional de Seguros de Salud (INASES)
Instituto Nacional de Salud Publica (INSP)
Central de Abastecimiento de Suministros (CEASS)
Seguros Delegados
Instituto Nacional de Laboratorios de Salud (INLASA)
Instituto Nacional de Salud Ocupacional
Escuela de Salud de La Paz
Escuela Técnica de Salud Boliviana — Japonés (Cooperacion Andina - Cochabamba)
Centro Nacional de Epidemiologia y Salud Ambiental del Sur (CENESASUR)
Instituto Nacional de Medicina Nuclear
Instituto Boliviano de Biologia de la Altura
Centro Nacional de Enfermedades Tropicales (CENETROP)
Central de Abastecimiento de Suministros (CEASS)
Loteria Nacional de Beneficencia y Salubridad
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e Servicios Departamentales de Salud
e Instituto Nacional de Psiquiatria Gregorio Pacheco
e Instituto Nacional Psicopedagogico

Both the public and the private sector provide healthcare in Bolivia. The following are public sector
health service providers:

Servicios Departamentales de Salud
Caja Nacional de Salud

Caja Petrolera de Salud

Caja Bancaria Estatal de Salud
Caja de Salud de Caminos

Caja de Salud de la Banca Privada
Seguros Sociales Universitarios
Caja de Salud CORDES

Private sector providers include profit hospitals and clinics, and non-profit hospitals and clinics. Public
institutions care for approximately 75 percent of existing patients.

Import Regulations for Used/Refurbished Medical Equipment

The Government of Bolivia does not impose restrictions on the importation of any kind of
used/refurbished equipment. All imports of used equipment are treated the same as new.

The market for used medical equipment has always been open for U.S. products. In fact, a number of
small businesses are looking for suppliers of used/refurbished equipment because they find U.S products
more attractive for reasons of quality, easy access to spare parts and quick maintenance, if required.

Public health institutions can buy used or refurbished medical devices. To do so, they normally call for
public bids with a deadline between 30 to 45 days to present proposals. Consequently, it is advantageous
for U.S. companies to have a local representative to keep them abreast of new projects in the public sector

There has been special preference for used/refurbished medical equipment, such as medical diagnostic
systems, optical instruments, anesthesia apparatus, operating room furniture, patient room furniture, other
hospital furniture, and surgical instruments and apparatus.

Import Duties and Taxes

A sworn declaration forms is required by the National Customs Office, when a product does not require
inspection by government inspection companies. This form has a cost of 1 percent of FOB product value.

Product verification by the government’s inspection companies has a cost of 1.75 percent of the FOB
product cost.

Importers must pay the respective customs tariff, as if new, which is 10 percent of the CIF price, plus a
Value Added Tax of 14.94 percent. Products that are classified as a “capital good” pay a duty rate of only
5 percent. While most industrial equipment falls into this category, medical equipment does not.

Pre-shipment Inspection

Most medical equipment does not require inspection by the official government inspection companies,
SGS or Inspectorate, to determine the real FOB value of the equipment before shipping. However, the
National Customs Office requires a sworn declaration form.

The Government of Bolivia does not require pre-shipment inspection of used medical equipment. The
Bolivian Customs Office will inspect the merchandise once it is in the country.

Distribution

Generally, foreign manufacturers have a local representative. The representative can be exclusive or non-
exclusive. Some dealers sell several lines of equipment and some offer after-sale service, while others do
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not. Manufacturers should be cautious in choosing their local representatives. The government only buys
products from accredited local representatives.

Public sector purchases must be carried out in accordance with Government Procurement Regulations
(Normas Basicas) and the budget of each agency. Purchases by the public sector exceeding US$2,600
must be made through public tenders or selective invitations to bid. Foreign firms who wish to bid must
appoint a local representative with a Representation Agreement.

Purchases made by private firms or individuals are bought directly for the importer from his stock of
equipment, or imported from the manufacturer through the representative.

Contact Information
Government Agencies

Ministerio de Salud y Deportes

Plaza del Estudiante sin numero final el Prado
Tel: +591-2 249-2734

Fax: +591-2 249-2734

Contact: Mario Ribera, Purchasing Manager

Trade Associations

ASOFAR

Pharmaceutical Association
Tel: +591-2 220-1788

Fax: +591-2 220-1811
E-mail: asofar@kolla.net
Contact: Oscar Medina R.

National Chamber of Commerce
Edificio Camara Nacional de Comercio
Piso 1

Avenida Mariscal Santa Cruz No. 1392
La Paz - Bolivia

Tel: +591-2 237-8606

Fax: +591-2 239-1004
www.BoliviaComercio.org.bo
cnc@boliviacomercio.org.bo

National Chamber of Industry

Avenida Mariscal Santa Cruz No. 1392
Edificio Camara Nacional de Comercio
Piso 14

Tel: +591-2 237-4477

Fax: +591-2 236-2766

E-mail: cni@caoba.entelnet.bo
www.bolivia-industry.com
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BRAZIL

General Market Condition: Restricted

Source: Brazil: Country Commercial Guide FY 2002
Best Prospects for Non-Agricultural Goods and Services—Sector: Medical Equipment and Devices

A New Market for Refurbished Equipment

Brazil approved a law that regulates the import of refurbished medical equipment. Companies that are
interested in this niche have to comply to a rigid set of guidelines, including, date of refurbishment,
accurate adjustment and calibration. The refurbished equipment must meet the exact same performance of
new equipment. Also, the manufacturer must provide technical assistance in Brazil or designate a local
representative to provide the service.

Trade Barriers, including tariffs, non-tariff barriers and import taxes—Import Licenses
Automatic License

As a general rule, Brazilian imports are subject to the ‘automatic import license’ process. This procedure
requires that the Brazilian importer submits information concerning each import, including description of
the product as well as the harmonized tariff classification number, quantity, value of the shipment,
shipping costs, etc. This information will be used for purposes of preparing the ‘Import Declaration’
(locally known as the DI). Subsequently, all information is fed into Brazil’s customs computer system
known as the SISCOMEX. The Brazilian Foreign Trade Secretariat (SECEX) is the government agency
responsible for granting import licenses.

Non-Automatic License (LI)

Whenever imports are subject to the Non-Automatic License (LI) regime, the importer must provide
information concerning each shipment to Brazilian customs authority either prior to shipment or prior to
customs clearance. The required information includes a description of the product as well as the
harmonized tariff classification number, quantity, value of the shipment, shipping costs, etc.

e  Prior to Customs Clearance: Products imported under the drawback regime, as well as imports
destined to the free trade zones and the National Council for Scientific and Technological
Development.

e  Prior to Shipment Clearance: Products subject to special controls from SECEX or which require
approvals from other Brazilian government agencies. Such products may include: used products
in general, products that enjoy import tariff reductions, imports that do not involve payment from
importer to the exporter—e.g., samples, donations, temporary admission, psychotherapeutic
drugs, products for human or veterinary research; weapons and related products, radioactive
products and rare earth metal compounds, crude oil, oil derivatives or other petroleum
derivatives, anti-hemophilic serum, medications with plasma and human blood, products that may
be harmful to the environment—e.g., CFC, mailing machines, stamp selling machines, airplanes,
etc.

Shortly after feeding the SISCOMEX system information concerning a specific shipment, the
SISCOMEX system will indicate whether or not a ‘non-automatic import license’ is required.

Source: Report from CS Post (via e-mail), 17 May 2001

On February 15th 2001, ANVISA (National Health Administration Agency) published resolution RDC n°
25, which regulates imports of used medical equipment. The resolution imposes strict requirements that
used equipment must meet before it can be imported into the country. Some of the requirements include:
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e Registration with Brazil’s Vigilancia Sanitaria agency. If the product does not require such
registration, submit evidence to support your claim;

e Obtain an import license. The license must state the country of origin, detailed information of
product, name of manufacturer, model and technical specifications;

e The equipment must be thoroughly cleaned and refurbished;
e All parts and pieces subject to wear and tear must be replaced;

e The equipment must be professionally calibrated to meet original specifications which must be
certified by the original manufacturer;

e New labels must be affixed and an instruction manual must be provided;

e Submit the year the equipment was refurbished;

e The equipment must pass thorough quality control tests; and

e Make spare parts and components available in Brazil during the useful life of the equipment.

There are severe penalties for companies that do not follow the requirements listed above, including
assessment of stiff fines and even confiscation of the equipment. Therefore, it is critical that U.S.
exporters of used medical equipment coordinate closely the transaction with the Brazilian importer. We
also strongly advise that U.S. companies obtain the services of a reputable Brazilian customs brokerage
firm with significant experience related to imports of medical equipment.

For further information please contact

Jefferson Oliveira

Business Development Specialist

Rua Estados Unidos, 1812

01427-002 - Sdo Paulo — SP

Tel: +55-11-3897-4038

Fax: +55-11-3085-9626

E-mail: Jefferson.Oliveira@mail.doc.gov

BOTSWANA

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 12 March 2002

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

No. Used medical equipment imports are subject to the same tariffs as new medical equipment. Used
medical equipment that comes into Botswana as donations to the public hospitals/institutions is generally
exempted from tariffs. There are no specific restrictions on the importation of used medical equipment,
but at the point of customs clearance, the equipment is subject to rejection should if found to be
significantly out-of-date.

Can public health institutions buy used or refurbished medical devices?
Yes.

Is there a market for used and refurbished medical devices?
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Importation of used medical equipment is minimal. Most of the imported used or refurbished medical
devices imported to Botswana are donations to public hospitals/institutions. Generally speaking, the
Ministry of Health through the government tender process usually purchases new medical equipment in
Botswana.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

Not applicable.

CAMEROON

General Market Condition: No restrictions, but not accepted in public tenders for public health facilities

Source: Report from CS Post (via e-mail), 28 March 2002

According to Mr. Charles Tawamba, Technical Adviser to the Minister of Economy and Finance. (prior to
his current post, he was the Legal Affairs Director in the Ministry of Commerce and Industrial
Development (MINDIC):

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

There are no special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment.

Can public health institutions buy used or refurbished medical devices?

Public health institutions cannot usually buy used or refurbished medical devices on a government
budget. The health strategy being planned by the Government of Cameroon will pass management of
district hospitals to a community-based board of directors. The community, after surveying its needs, will
decide where and when to acquire medical devices.

Is there a market for used or refurbished medical devices?

There is an important market for used or refurbished medical devices. Cameroon is slowing emerging
from a deep economic crisis that resulted in reduced spending on health. Since Cameroon is eligible
(Decision Point reached) for the Highly Indebted Poor country initiative, funds previously used to repay
its debt will be reoriented toward health and education spending and will result in increased spending on
medical devises.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

In the countryside, a dearth of medical equipment of all sorts exists. Rural hospitals have a critical need
for all types of medical equipment, particularly laboratory tests equipment, hospitalization equipment,
surgical equipment, and feeding tubes and other intubation products.

Source: Report from CS Post (via cable), 13 March 2001

Are there special restrictions or tariffs that apply to used equipment that do not apply to new medical
equipment?

There are no restrictions on the import of used/refurbished equipment in Cameroon. However, used
equipment imported from the United States is often penalized due to overvaluation at the Cameroonian
customs when customs duties are assessed. The duty on used equipment imported from the United States
is calculated on the basis of the price of similar equipment imported from European markets, not on the
selling price in the United States

Can public health institutions buy used or refurbished Medical devices?
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Used medical equipment is not accepted in public-sector tenders for the supply of equipment and
materials to government-owned public health facilities. However, private clinics and religious hospitals
have no restriction on purchasing such equipment.

Is there a market for used of refurbished devices?

The Cameroonian market for used medical equipment is relatively small. Germany has the largest market
share with its Siemens brand. Cameroonian medical establishments sometimes import used radiology and
echography medical equipment from European suppliers.

CANADA

General Market Condition: Restricted

Source: Report from CS Post (via e-mail), 2 May 2000

The content of ISA Medical 970901 (see below) concerning used/refurbished medical equipment remains
fairly current with the following observations and additions:

Although we remain unable to quantify this market, it is fair to assume that demand for used/refurbished
medical equipment has grown in Canada over the past three years. It remains minimal in comparison to
the total market. It is in the area of refurbishing for existing customers that most market gains would have
been achieved in recent years. Surgical endoscope, both rigid and flexible, is one popular product for
refurbishing for existing customers.

Equipment maintenance people in Canadian public hospitals have had to face more budget cuts in the
second half of the 1990s. They have learned to use the Internet to access used/refurbished medical
equipment businesses on web sites that proliferate and are believed to conduct more sourcing for in-house
reconditioning. There is also an occasional demand for used and refurbished equipment destined to
backup support, particularly in blood and biochemistry laboratories.

Some market gains have been made by private health care businesses in Canada in the past few years,
namely in the laboratory, diagnostic, as well as in aesthetic and minor surgery fields. Many of these
businesses are strong potential buyers of used/refurbished equipment.

The large demand created by Canada’s 950+ network of public hospitals is essentially for new, state-of-
the-art medical equipment.

Sources at Health Canada’s Medical Device Bureau indicated that used medical equipment refurbished
for resale/exports to Canada would be subjected to licensing like new equipment, unless the refurbisher is
the original manufacturer that originally obtained licensing for the equipment in Canada. In these cases,
the review for licensing clearance would be conducted based only on the specification changes made to
the equipment.

Source: ISA Medical, 1 September 1997

Although minimal in volume, sales of used/refurbished medical laboratory equipment may be expected to
show growth over the next two years in Canada.

Used and Refurbished Medical Laboratory Equipment

Difficult to quantify, sales of used and refurbished medical laboratory equipment in Canada appear to be
minimal in relation to total market sales. The purchase of used and refurbished equipment does not fit
well with Canada’s current public hospital procurement practices. Amortization, manufacturers’
warranties, personnel training, and long-term servicing arrangements constitute the most important
buying criteria. Some used and refurbished equipment may find a place in public hospital laboratories for
backup support, provided it can be serviced by the same company that sells and services the newer, more
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advanced equipment. This seems to be the case for blood and chemistry analyzers. Only U.S.-made used
and refurbished instruments appear to be purchased by Canadian hospital laboratories.

Future privatization of healthcare delivery services in Canada could affect the market for used and
refurbished medical laboratory equipment, presenting new opportunities. However, no major new
legislation in favor of privatization of healthcare in Canada is anticipated in 1997 and 1998. Market
conditions are therefore not anticipated to change for at least the next two to three years.

CHAD

General Market Condition: No restrictions

Source: Report from CS Post (via cable), 1 July 1998

There are no restrictions on the import of used equipment. All imports of used equipment are treated the
same as new equipment. There are no exceptions. Chad imports substantial quantities of use and
refurbished equipment and goods, including clothing, shoes, ties, used vehicles, heavy equipment,
computers, office machines and business equipment, etc. The importation of used equipment is expected
to remain an important sector of the economy.

CHILE

General Market Condition: No restrictions, but public institutions do not buy

Source: Report from CS Post (via e-mail), 9 March 2001
Import Regulations For Used Medical Equipment

Trade Barriers

Chile generally has few barriers to imports or investment. Foreign firms operating in Chile enjoy the same
protection and operate under the same conditions as local firms. The Chilean tariff rate for 2001 is
currently eight percent on nearly all products from most countries, although many products from
countries with which Chile has trade agreements enter with lower or no duties. Duties on capital goods
purchased for use in export production may be deferred for a period of seven years and waived under
some circumstances. Imports are subject to the same 18-percent Value Added Tax (VAT) as are domestic
goods.

Customs Valuation

Chilean customs valuation uses the normal value of merchandise, without special discounts, plus freight
and insurance (CIF). Used goods are valued by customs according to the current new value of similar
merchandise, estimates the actual value of the equipment, based primarily on depreciation tables. The
normal § percent duty will be applied plus an extra charge for used equipment of 4 percent. All imports
are subject to the 18-percent Value Added Tax (VAT).

Pre-Owned (Used and Refurbished Medical Devices)

There are no restrictions/prohibitions to import used/reconditioned medical equipment/devices into Chile.
However, internal regulations of public health institutions and lending banks may require that new
equipment be purchased. Large private clinics in Chile prefer to buy new equipment and occasionally will
purchase used equipment as long as it does not endanger the life of a patient, i.e. electrical beds, etc.
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Health institutions are able to purchase used/refurbished medical equipment with no restrictions.
Preference is given to products that come with quality assurance and warranties.

Sanitary Code

Chile’s Ministry of Health amended the Sanitary Code in March of 1997 to authorize the Institute of
Public Health (ISP) to regulate medical devices.

These regulations classify medical devices, the same way it is done in the United States by the FDA, with
three classes based on risk to the patient. This new system requires that devices have to be tested for
quality by a Chilean authorized testing facility and to receive from ISP a Certificate of Quality before
they can be sold in Chile. Devices must have an ISP approval seal on their labels.

Additional Information

Servicio Nacional de Aduanas de Chile
(Customs)

Plaza Sotomayor 60

Valparaiso, Chile

Tel: +56-32-20-0500

Fax: +56-32-23-0591

Web site: www.aduana.co.cl; www.estado.cl
E-mail: informac@aduana.cl

Ministerio de Salud Publica (Ministry of Public
Health) Instituto de Salud Publica de Chile
Registros-Control Nacional

Marathon 1000

Santiago, Chile

Tel: +56-2-239-1105 extension 640

Fax: +56-2-237-1504

Web site: www.ispch.cl

Patricia Jaramillo, Commercial Advisor
U.S. Embassy Santiago

Tel: +56-2-330-3402

Fax: +56-2-330-3172

E-mail: patricia.jaramillo@mail.doc.gov

Ministerio de Salud Publica

(Ministry of Public Health)

Mac-Iver 541, Piso 2

Santiago, Chile

Contact: Dra. Maria Soledad Barria Iroume,
Minister

Tel: +56-2-639-4001

Web site: www.minsal.cl

E-Mail: info@minsal.cl
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CHINA

General Market Condition: Prohibited to restricted

Source: Report prepared by the Office of Health and Consumer Goods, Manufacturing and
Services (U.S. Department of Commerce), 20 April 2005:

Refurbished medical devices are not allowed into China.

Source: IMI, 5 November 1998

Summary

The January 8, 1998, International Business Daily published a notice jointly issued by four ministries and
commissions tightening control over the import of used machinery and electric products.

Text

From January 1, 1998, except for special needs with the approval of the State Machinery and Electric
Products Import and Export Office, all import of used machinery and electric products are forbidden,
regardless of the source of foreign exchange, means of trade, and import channels.

Without approval, units with the right of foreign trade are not allowed to sign contracts or binding
agreements for the import of used machinery and electric products.

Foreign exchange administration agencies and banks pay or sell foreign exchange upon presentation of
the "Quota Products Certificate" issued by the State Machinery and Electric Products Import and Export
Office, the Certificate of Machinery and Electric Products Import, or the "Registration Form of
Machinery and Electric Products Import."

The customs office inspects and approves import of used machinery and electric products upon
presentation of the “Certificate of Quota Product,” “Certificate of Machinery and Electric Product,”
“Import Registration Form of Machinery and Electric Products,” and "Import Certificate" issued by the
State Machinery and Electric Products Import and Export Office and the Ministry of Foreign Trade and
Economic Cooperation with a used product note, and the “Memorandum of the Import of Used
Machinery and Electric Product” issued by the State Administration of Import and Export Commodity
Inspection. Violators will be subject to treatment of relevant regulations.

Commodity Inspection Agencies conduct inspections on all the used machinery and electric products
approved by the government. The Commodity Inspection Agencies issue “Notice of Conditions of Import
Commodity Inspection” for the used machinery and electric products that conform to the state safety and
environmental protection enforced criteria and the inspection criteria as stated in the contract. Unqualified
products will be subject to treatment according to relevant regulations of commodity inspection.

Use of import documents for new machinery and electric products to clear used machinery and electric
products through customs is strictly forbidden. If discovered, the products will be confiscated by
Customs. The customs tariff or other taxes and fees are to be charged based on 60 percent of value of the
new product.

Comment

The January 7 People’s Daily, published the notice in part, and mentioned the following products: used
liquid pressure bulldozers, diesel engines for ship use, CT for medical use, and X-ray diagnostic
instruments for medical use.
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COLOMBIA

General Market Condition: Restricted

Colombia: Country Commercial Guide FY 2000

Import Licenses: Colombia has two types of import licenses. The most common is a standard import
registration form known locally as “Registro de Importacion,” which all importers must complete. These
forms are for record keeping/statistical purposes and are available at the Colombian Foreign Trade
Institute INCOMEX). The other license applies to closely monitored, sensitive products such as
precursor chemicals and weaponry. The majority of “used” goods, such as personal computers, cars, tires,
and clothing, are effectively prohibited from import, and those that are allowed (e.g., used medical
equipment) are subject to prior licensing.

COSTA RICA

General Market Condition: No restrictions, but public institutions cannot buy

Source: Report from CS Post (via cable), 18 March 2002
The Costa Rican Government does not impose any restrictions on the import of used medical equipment.

There is a strong preference for new medical equipment. Some private clinics and independent doctors
occasionally purchase used equipment. Hospitals and clinics within the public sector, however, purchase
only new equipment, consistent with well-established government policy.

There is a limited market for used medical equipment in Costa Rica. Used equipment purchased in Costa
Rica is usually refurbished by the manufacturer or by an authorized dealer of the manufacturer. It is
common for refurbished equipment to carry a minimum six-month guarantee. Used equipment buyers
also require assurances that parts and maintenance can be obtained locally.

There are no special restrictions or tariffs that apply to used/refurbished medical equipment. Customs
valuation of the equipment is normally taken from the invoice presented by the importer. Costa Rican
customs has become concerned about the problem of intentional undervaluation of products being
imported into Costa Rica. Exporters and importers can expect special scrutiny of documents for products
entering the country that do not reflect reasonable market value.

Used medical equipment imported during past several years includes X-ray equipment, magnetic
resonance equipment, electrocardiographs, microscopes, centrifuges, ovens, spectrophotometers, blister
packaging for pharmaceutical products, sterilizers, dental chairs with drill systems, and lately, linear
accelerators, among other items.

CROATIA

General Market Condition: Restricted

Source: Report from CS Post (via e-mail), 12 April 2005

Medical Equipment Market in Croatia
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Introduction

Croatia recently embarked on a reform of the health system with the main goal to stabilize health care
expenditures. The key player in the Croatian medical industry is the Ministry of Health. The Ministry of
Health develops principal health policies, prepares the health care budget and medical sector investment
program as well as oversees all state-owned health institutions. A part of their responsibilities is to apply
rules and regulations on production, imports and sales. The Croatian Institute for Health Insurance (CIHI)
works closely with the Ministry on development of primary policies for health care equipment and it is
also responsible for quality control and regulation. The need for health care system restructuring remains
crucial in Croatia due to escalation of overall medical expenditure. The government, through Croatian
Institute for Health Insurance, mostly funds Croatia’s medical sector. CIHI pays for most of health care
and it is suffering financial difficulties caused by increasing health expenditure.

Medical Equipment Market

The size of Croatia’s medical equipment market is estimated at approximately $112 million USD and it is
dominated by imports that account for 95 percent of the market. Since there is no significant medical
equipment production in Croatia, most imports come from the neighboring countries of Germany, Italy
and Austria, as well as imports from Switzerland, U.S. and Japan.

Due to recent reforms in the Croatian health care system, the medical equipment market has been rather
stagnant in the past years. Croatia’s improving economic situation shows that this market will show
growth over the next few years. One of the main goals is to establish a well-equipped health care system
that will ensure faster and more accurate diagnosis and provide better treatment. The hospital market is
very promising because of inadequate hospital medical equipment. The Croatian market is very receptive
to U.S. products, especially medical equipment that is well known for its excellence and refinement.
There is a great sales potential for medical device manufactures dealing with diagnostic equipment such
as electrocardiographs, endoscopes, scanners, digitalized x-ray and computer tomograph imaging
equipment, pace makers, clinical laboratory equipment and dialysis equipment.

Trade Regulations

The Ministry of Health regulates policies on imports of medical products. Customs tariffs currently range
between 0 and 17.6 percent for industrial products with the majority subject to rates of 0 to 10 percent.
U.S. medical equipment receives duty free treatment in Croatia. All medical devices, instruments and
equipment need to be registered through the Agency for Medical Products and Devices. Only registered
importers, wholesalers and local traders can sell in the Croatian market. The Agency provides the sale
permit within 90 days of request.

The end user of refurbished equipment needs to file a request for equipment usage approval. Any used
equipment to be imported must be less than five years old. Since Croatia does not automatically recognize
mandatory technical/quality tests conducted in other countries, the Ministry has the authority to fully or
partially recognize foreign tests on a case-by-case basis. Both new and/or used medical equipment can be
traded in the Croatian market if it has a valid approval in the EU (CE certificate) and if no other country
rejected it. The Medical product commission collects documentation about the product and submits it to
the Ministry of Health for trade authorization.

In preparing this market update it became apparent that the market for used equipment, if it exists, is a
small one. No one seemed familiar with any recent examples of imported used equipment. Given that
Croatia is focused on EU membership, it will be unlikely to see any divergence between existing Croatian
practice and EU rules and legislation. We surmise that opportunities may exist for those products used in
laboratory analysis as opposed to patient diagnostic equipment, or when the acquisition cost is significant
and the product would be in use over several years.

Documentation must consist of the following:
1. Product description
2. Packaging information
3. Warranties
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4. Manufacturing procedure

5. Clinical testing results

6. Insurance policy information

7. Manual (both original language and in Croatian)

8. Manufacturing license

9. Proof of trade approval in the EU countries (list of countries)
10. Sample

11. Registered distributor contract
12. Proof of paid trade application fees

See also Croatia’s Country Commercial Guide for general information doing business in Croatia.

Main Contacts:

Ministry of Health

International Relations Department
Mr. Claude Grbesa,dipl.iur.

Phone: +385-1-4607639

Fax: +385-1-4607636

E-mail: Claude.Grbesa@miz.hr
Web site: www.miz.hr

Agency For Medicinal Products and Medical Devices
Ksaverska cesta 4

10000 Zagreb

Dr. Sinisa Tomic

Tel: +385-1-4693 830

Fax: +385-1-4673 275

E-mail: sinisa.tomic@almp.hr

Web site: www.almp.hr

Source: Report from CS Post (via e-mail), 28 March 2002

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

No special tariffs exist for importing used or refurbished medical equipment. The import regime is the
same as it is for the import of new medical equipment. However, there is a restriction that no imported
medical equipment can be older than five years.

Can public health institutions buy used or refurbished medical devices?

Public health institutions can buy used or refurbished but never or very rarely do so. They are very
skeptical about the quality, guarantees and servicing of used products and they consider it to be a risky
business. Therefore, in almost cases, they avoid it.

Is there a market for used or refurbished medical devices?

Most medical equipment distributors do not work with used medical equipment because they argue that
the market is too small, and that risks connected with this type of business too great. The only customers
interested in buying used medical equipment are small private hospitals/enterprises which, faced with
limited budgets, are prepared to purchase such equipment. However, even then, the sale of used medical
equipment is done, not through distributors or local companies, but through private connections. For
example, when they hear about the planned replacement of equipment in a certain hospital in Germany,
they buy off the old equipment

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?
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This small market demand described above includes the most expensive equipment such as X-rays,
ultrasound, and electrocardiograph devices.

CZECH REPUBLIC

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union

Source: Report from CS Post (via e-mail), 25 January 2007

Disclaimer: The information contained on this Web site is derived from public sources and is current to
the best of our knowledge. For detailed and definitive information about a country's laws and policies, the
government of the country concerned should be consulted.

The Czech Republic is a member of the World Trade Organization. In 2004, the country also became a
member of European Union (EU) and follows EU laws and regulations.

The Czech republic is a country of 10 million people. Life expectancy has grown in recent years to 72
years for men and 78.5 years for women. The most common cause of death is circulatory system
problems followed by neoplasm. (The Czechs are heavy smokers, and the air in many industrial cities is
somewhat polluted.)

To import medical devices to the Czech Republic, a foreign producer should have an importer in the
Czech Republic. To sell medical devices in the Czech market, several points are important:

1. Medical devices must bear the CE mark (if required). This is mainly the responsibility of
manufacturer. By the use of the CE mark the manufacturer proves that the product is in compliant with
the requirements of EU Directive 93/42/EEC that sets technical requirements for medical devices. There
are a few medical devices that do not need to bear the CE mark but their number is limited. Typically they
are customized medical devices or medical devices designated for clinical trials.

2. The Directions for use of medical devices must be written in the Czech language and enclosed in the
package.

3. The Declaration of Conformity has to be submitted (in the Czech language). The Declaration of
conformity must contain the following information: product identification; the EU directives with which
the product complies; standards used to verify compliance with the directives; name of the Notified Body
used (if its use is required by applicable directives); signature on behalf of the manufacturer or the
authorized representative; and the manufacturer's name and address. Declaration of Conformity applies to
all EU countries.

4. The Czech importer must have a notification duty at the Ministry of Health (forms are available on
www.mzcr.cz/kat/67).

The same procedure and rules apply for the importation of new, used and refurbished medical equipment.
Eastern Europe has been considered a potential market for use of refurbished equipment. However, there
is a lack of awareness amongst customers of the advantages refurbished systems have over used systems

in the Czech Republic. Recently, it seems that the Czech Republic prefers top-level new technologies.
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This can be the case especially in connection with preparation of the International Clinical Research
Center project in Brno. There are cases of repeated use of single-use medical devices (however, mainly in
cases where this is indicated as an option by the manufacturer).

There are no restrictions for public health institutions with regard to purchase refurbished medical
devices. All health institutions can only purchase medical devices and equipment that are certified by the
Czech Ministry of Health for sale in the Czech Republic.

Labeling and Marking Requirements

Labeling must be in the Czech language. Information must include the name of the product, names of
producer and importer, country of origin, and information necessary for the safe use of the medical
device. Instructions for use are obligatory except for medical devices of class 1 and 1la unless
instructions for use are necessary for safe use of the medical device. In addition, international norms for
warning labels apply. Czech importers/distributors are responsible for the correct labeling of products that
are put on the Czech market, and can typically advise the U.S. exporter of specific requirements regarding
labeling and marking.

Customs Duties

The Czech Republic is an open, highly developed market with liberal policies and intense competition.
While imports from the EU are exempted, products from non-EU countries are subject to import duties.
Customs duty rates are updated annually and are harmonized within EU countries. In most cases there is
no duty on medical equipment. The value-added tax (VAT) applies to all goods, both domestic and
foreign, sold within the Czech Republic. The majority of medical equipment falls into the 5 percent VAT
category, the remainder has a 19 percent VAT.

Market Entry

A recommended strategy for a U.S. company interested in penetrating the Czech medical equipment
market would be to find a local partner/representative or to open an office in the country. Without a local
representative and regular contact with customers, insurers and government representatives, it is very
difficult to succeed in the market. A U.S. company can stimulate further sales by working with Czech
partners to create effective marketing campaigns. U.S. firms can spur sales through trade shows, in-
country promotions, and advertising. Main competitive factors are price, quality of products, and quality
of service. Personal contacts with customers are extremely important.

Other
The metric system of weights and measures is standard in the Czech Republic. Czech is the official

language in the Czech Republic. More than half of the company representatives are able to communicate
in English or in German.
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Contacts:

U. S. Embassy, U. S. Commercial Service
Trziste 15, 118 01 Praha 1, Czech Republic

Tel: +420 257 022 434, Fax: +420 257 022 810
E-mail: Prague.office.box@mail.doc.gov,
Website: www.buyusa.gov/czechrepublic
Commercial Counselor: Mr. Greg O’Connor
Email: Greg.O’Connor@mail.doc.gov
Commercial Specialist: Ms. Veronika Novakova
Email: Veronika.Novakova@mail.doc.gov

Ministry of Health

Palackeho nam. 4, 128 01 Praha 1, Czech Republic
Tel.: +420 224971 111, Fax: +420 224 972 111
E-mail: mzcr@mzcr.cz

Website: www.mzcr.cz

State Institute for Drug Control (SUKL)
Srobarova 48, 100 41 Praha 10

Tel: +420 272 185 111, Fax: +420 271 732 377
Email: sukl@sukl.cz, Website: www.sukl.cz

Czech Office for Standards, Metrology and Testing (COSMT)
Gorazdova 24, P.0.BOX 49, 128 01 Praha 2

Tel: +420 224 907 111, Fax: +420 224 915 064

Website: www.unmz.cz

Institute of Health Information and Statistics

Palackeho nam. 4, P.O.BOX 60, 128 01 Praha 2
Tel.: +420 224 972 +243, Fax: +420 224 915 982
Email: secretariat@uzis.cz ,

Website: www.uzis.cz

General Directorate of Customs

Budejovicka 7, 140 96 Praha 4

Tel: +420 261 331 111, Fax: +420 261 332 100
Email: j.bartak@cs.mfcr.cz,

Website: www.cs.mfcr.cz

Legal Rules

EU Directive 90/385/EEC on active implant medical device — In Czech law, government ordinance

n.154/2004 Coll.

EU Directive 93/42/EHS on medical device — In Czech law, government ordinance n.336/2004 Coll.

EU Directive 98/78//EEC on in-vitro diagnostic medical device — In Czech law, government ordinance n.

453/2004 Coll.

Other EU directives information can be found under EU section of the report.
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Source: Report from CS Post (via e-mail), 4 April 2001 (Information confirmed 25 March 2002)

There are neither special restrictions nor tariffs that apply to used medical equipment and not to new
medical equipment. The same procedure applies to the importation of new, used and refurbished medical
equipment. To import to the Czech Republic, a foreign producer must have an importer in the Czech
Republic. To release a medical device on the Czech market, the manufacturer or importer must arrange
for assessment of conformity with essential requirements for medical devices. A manufacturer or importer
issues a written declaration of conformity on compliance with technical requirements and abiding by the
stipulated conformity assessment procedure. In contrast to the practice applied in the EU countries, where
products that have been assessed as to their conformity with the European Council directives bear the CE
marking, in the Czech Republic, the declaration of conformity, issued by the producer or importer, is the
proof of fulfilling the technical requirements and the conformity assessment procedure. Besides this, the
manufacturer or importer assures distributors of the products in writing that the declaration of conformity
has been issued. A medical device must meet medical and technical requirements determined by the
manufacturer for the whole period of its use in terms of health care provision.

The Government Orders 180/1998 and 130/1999 stipulate medical devices classification. According to
this order, medical devices are divided into the I, Ila, IIb, and III Classes according to their risk. The
highest risk devices, including active implantable sanitary medium medical devices, are included in the iii
Class. The vast majority of devices are included in the I Class. For placing on the market a medical device
from the I Class, the manufacturer or importer makes an assessment of conformity himself. For placing on
the market a medical device from the Ila, IIb, and III Classes, the manufacturer or importer must arrange
for conformity assessment by an authorized entity. Czech Office for Standardization, Metrology and
Testing publishes the list of the entities authorized to assess the conformity in the Bulletin (Vestnik). The
Authorized Body assesses the conformity with technical requirements and issues a certificate.

There are no restrictions for public health institutions with regards to purchasing of refurbished medical
devices. All health institutions can only purchase medical devices and equipment that are certified by the
Czech Ministry of Health for the sale in the Czech Republic.

Czech authorities have no certifying experience with used or refurbished medical devices, as no
application for importation of used or refurbished medical devices has been filed yet. However, due to
restricted financial sources of healthcare institutions, used or refurbished medical devices may be saleable
if price competitive to new medical devices already in the market.

All medical devices imported to the Czech Republic must comply with Czech standards, a warranty must
be provided by producer, and service and spare parts must be available during the whole life of the
product. Best prospects exist for but are not limited to X-rays, ventilators, operation tables and other price
competitive medical devices.

DENMARK

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union.

Source: Report from CS Post (via e-mail), 5 March 2001 (Information confirmed 4 March 2002);
Updated 14 February 2005

Any used medical equipment that does enter the Danish market must carry the CE mark, the obligatory
mark allowing the manufacturer/supplier to circulate their products freely within the European market. In
general, there are no specific laws prohibiting the import of used medical equipment other than general
ones regarding health, safety and environmental issues. Denmark, as a member of the EU, follows general
EU directives.
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Public institutions can buy used and refurbished equipment but there is little to no market for used and
refurbished medical equipment devices in Denmark. Please note that following the reflection of the
governing party in February 2005 there is expected to be a widespread overhaul of the Danish healthcare
system. It is uncertain to what extent, if any, this will affect the market for used medical equipment.

DOMINICAN REPUBLIC

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 2 May 2003; Updated 17 May 2005

Are there special restrictions or tariffs that apply to used equipment that do not apply to new medical
equipment?

The general import climate in the Dominican Republic is very favorable and medical products imported
into the Dominican Republic do not need to go through a registration process or a safety inspection. The
Dominican government does not impose restrictions on the importation of used/refurbished medical
equipment and all imports of used equipment are treated the same as new.

Imports tariffs applicable to used/refurbished medical equipment are the same as the tariffs applicable to
new medical equipment. Import duties levied on medical equipment is 3 percent of the CIF price
(Cost+Insurance+Freight). Other taxes collected at Customs are: Exchange Surcharge (13 percent), and a
16 percent VAT called Tax to the Transfer of Industrial Products and Services (ITBIS). The only
exception is the importation of wheelchairs, which does not pay any taxes (Law 42-00).

If the products final use will be in a public/government owned hospital, importers may receive import tax
exemption. This is usually specified in the purchase contract.

If a manufacturer or its agent has registered a medical device in the country, can a third party
legally import the same device in used/refurbished condition without the used device being subjected
to new safety inspections, etc?

Medical equipment, either new or used/refurbished does not need to be registered with the local
authorities. American standards are currently accepted and respected by the purchasing entities.

Can public health institutions buy used or refurbished medical devices?

Yes, government owned hospitals are allowed to buy used/refurbished medical devices.
Public/government hospitals usually buy medical equipment through local distributors/importers;
therefore, American exporters interested in offering used/refurbish medical equipment to Dominican
institutions, should offer these products to the distributors/importers instead of to the hospitals directly.

Is there a market for used or refurbished devices?

Yes, there is a market for used and refurbished medical equipment. The Dominican market prefers used
equipment that has been refurbished by the manufacturer, who can use original replacement parts and
provide a limited guarantee. In addition, buyers of used equipment usually require assurances that parts
and maintenance can be obtained locally. Therefore, American firms interested in this market should
appoint a local distributor.

It is important to note that the market for used devices (not refurbished) is limited to hospital furniture
such as operating tables and hospital beds. There are good opportunities for these products, which do not
always need to be refurbished and will generally be accepted with minor defects such as scratches and
tearing.
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U.S. companies are cautioned to become familiar with Dominican Law 173 before appointing an agent or
a distributor in the Dominican market. Law 173 regulates the relationship between foreign and local
companies. This law is designed to protect Dominican citizens who work as agents or distributors for
foreign companies. Law 173 establishes and provides substantial penalties for foreign firms who
unilaterally terminate contracts with local distributors or agents without “just cause”. Interested
companies may request a copy of Law 173 from the U.S. Commercial Service at the U.S. Embassy in
Santo Domingo.

The U.S. Commercial Service offers excellent programs to help American companies identify potential
distributors. For more information on services available to U.S. business please visit our web site:
www.export.gov/caribbean

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

According to importers of used and refurbished medical equipment, the following are categories with best
sales potential in the Dominican market:
= Used equipment: Hospital furniture (hospital beds, surgical tables)
= Refurbished equipment: Electro-medical and diagnosis equipment (Tomography, Magnetone
Resonance Imagining).

Are single-use devices being reprocessed and sold on the local market?

Yes, devices such as those used for dialysis (filters, catheters, etc.) are been sterilized and re-used. The
sterilization is been done locally using gas-based autoclaves.

ECUADOR

General Market Condition: No restrictions, but public institutions do not buy

Source: Report from CS Post (via e-mail), 3 May 2000

There are no restrictions/prohibitions to import used/reconditioned medical equipment/devices into
Ecuador. However, internal regulations of public health institutions require that they purchase new
equipment. Large private hospitals and clinics in Quito, Guayaquil and Cuenca prefer to buy new
equipment and occasionally will purchase used equipment as long as it does endanger the life of the
patient, i.e., electrical beds, etc. On the other hand, small private hospitals and clinics in smaller cities
favor used/reconditioned medical equipment of all types, but U.S. companies are required to provide one
to five year guaranties depending on the product. Although private clinics and hospitals will abide to lack
of spare parts, provision of it will provide a competitive advantage. Best prospects for used equipment are
surgical beds and lamps, electrical beds, X-rays, monitors and sterilizers.

The following companies have been identified as importers/distributors of refurbished equipment:

Advance Biomedical Services / Contact: Jorge Ruiz, Manager

Foch 147 y 12 de Octubre

Quito, Ecuador

Tel: & Fax: +593-2-238-472

(Importer/distributor of refurbished X-rays, anesthesia equipment, ventilators, respirators)

BIO-IN S.A. Sistemas Medicos / Contact: Boris Toledo A., General Manager
Datiles y 3ra., Local 12
Guayaquil, Ecuador
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Tel: +593-4-881-569; 881-592; 991-330

Fax: +593-4-881-882; 881-331

(Importer/distributor of general medical refurbished equipment, including: X-rays, dialysis, electrical
beds, sterilizers, anesthesia equipment)

EGYPT

General Market Condition: Prohibited

Source: Report from CS Post (via e-mail), 14 April 2003; updated 7 February 2005; updated 6
December 2006

Import Regulations for Used and Refurbished Medical Equipment

According to a 1997 Ministry of Health (MOH) Technical Committee Decree, the importation of used
and refurbished medical equipment and supplies to Egypt is banned without the prior approval of the
MOH. The ban does not differentiate between the most complex computer-based imaging equipment and
the most basic of supplies. At present, even new medical equipment must be tested in the country of
origin and proven safe before it will be approved for importation into Egypt. The importer must submit a
form requesting the MOH’s approval to import used medical equipment. The importer must also present
the following documents in addition to proving that imported used medical equipment has a service center
that can provide after sales support including spare parts and technical maintenance.

Documents required to approve medical devices/equipment:

The Drug Policy and Planning Center of the MOH requires the following documents to registerand
approve medical devices and equipment:

1. Free Sales Certificate issued by official health authorities in the country of origin, indicating that
the medical equipment, subject to importation, is safely used there

2. Copy of Pro-forma Invoice

3. Copy of FDA approval (Certificate to Foreign Government) signed and sealed by the Egyptian
Embassy/Consulate in the U.S. The importer may be required to show the original certificate for
confirmation

4. Copy of legalized Agency Agreement

5. Certificate of Origin (in case of exporting components to a factory for local
manufacture/assembly)

6. Declaration of Conformity ( in case of class 1 non-sterile, non-measuring product or equipment)
7. Catalog or literature (hard copy or CD).

The MOH’s Technical Committee will examine and review the technical specifications of the
equipment before granting an approval to admit it into Egypt. These regulations also apply to medical
equipment that is being donated, not sold for profit.

Notes:
1. The FDA approval is key to have medical devices/equipment approved by the MOH in Egypt.

2. Local importers can obtain a “Pre-Approval” of products they intend to import from the Drug
Planning and Policy Center of the MOH before actual shipment arrives at customs, thus
eliminating a long time in waiting for approval procedures to be completed. The importer needs
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to present only a pro-forma invoice and the Certificate to Foreign Government to DPPC. The
pre-approveal takes about one week to be granted.

Contact:

Ms. Jihan Labib, Commercial Specialist

U.S. Commercial Service, U.S. Embassy Cairo
Tel: +20 - 2 - 797-2223; Fax: +20 - 2 - 795-8368
Jihan Labib@mail.doc.gov

Web site: http://www.buyusa.gov/egypt

EL SALVADOR

General Market Condition: No restrictions (except for fetal abortive products), but public institutions do
not buy

Source: Report from CS Post (via cable), 21 April 2003, Updated 15 April 2005

Are there special restrictions or tariffs that apply to used medical equipment but do not apply to new
medical equipment?

New, used and refurbished receive equal treatment in importation. Import tariffs are not applied, except
13 percent of the value-added tax.

If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used device being subject to new safety
inspections, etc.

Medical devices have to register at:

Consejo Superior de Salud Publica

Lic. Loly Claros de Ayala, President

Inicio Paseo General Escalon, Frente a El Salvador del Mundo. San Salvador
El Salvador. C.A.

Tel: +503-245-3885

Fax: +503-298-2576

Other useful contact:
Ministry of Health
Calle Arce No. 827
Tel: +503-221-0966
Fax: +503-221-0991
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A manufacturer or agent/distributor has to register a medical device at the Health Council once. A third
party can import the same device in used or refurbished condition without the need to go over the same
registration process.

After registration, the importer must still comply with the normal registration and certification processes
by the Ministry of Health.

More information about importation requirements can be found at the following

Web site: www.mspsa.gob.sv/importaciones.htm.

Can public health institutions buy used or refurbished medical devices?

As a common practice, Ministry of Health purchases only new medical equipment through bidding
process. Used/refurbished equipment is acquired on rare occasions or on a donation basis.

The Salvador Social Security Institute (Instituto Salvadoreno del Seguro Social) is another agency that
buys medical equipment, but as the Ministry of Health, they prefer new equipment. These practices do not
apply to private hospitals and clinics.

Is there a market for used or refurbished medical devices?

Market share for new medical equipment is 85%, and for used/refurbished equipment is 15%. Local
production is limited to hospital furniture.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

Used equipment with high demand is x-ray equipment, surgery equipment, and operating tables. They are
mostly purchased by private clinics.

Are single-use devices being reprocessed and sold on the local market?

Single-use medical devices are not being reprocessed and sold in the local market. There is no written law
that regulates this activity.

Source: Report from CS Post (via cable), 4 April 2000 (information confirmed, 21April 2003)
Post Review of IMI, 5 November 1998 (see below)

Post reviewed information extracted from the IMI report and found the information on El Salvador is up
to date, but would like to complement the report with the following information:

Purchases by Public Hospitals and Clinics

Post would like to clarify that public hospitals and clinics do not buy used or refurbished equipment as a
prevailing practice. It is not a written law or regulation. No change in this practice is expected. The
Ministry of Health purchases medical equipment through bids, and although technical terms generally
specify new equipment, the Ministry of Health has authorized the purchase of used equipment on
occasion. The Ministry of Health also regulates the donation of used, refurbished, or new medical
equipment. These practices do not apply to El Salvador’s private hospitals or clinics.

Market Share

Medical equipment distributors estimate that the market share for used/refurbished equipment is 20
percent versus 80 percent market share for new equipment. They project that the best prospects for used
equipment are in image diagnosis, mainly X-rays and tomographic equipment used to provide
mammograms.

Prohibited Medical Products and Equipment
Imports of fetal abortive products continue to be explicitly prohibited by law.
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Import Regulations and Tariffs

Used products are treated the same as new products for the purpose of importation. Used and new medical
equipment are free of import tariffs; only a 13 percent value added tax is applied.

License Requirements

Currently, no specific license is required to import medical equipment. However, post understands that
the GOES’ health sector modernization plan will require that every sector (public and private) involved in
the supply of medical equipment and health services (clinics, hospitals, distributors, importers, producers,
etc.) They must register with the Ministry of Health, and that only equipment that meets the standards set
by the Ministry of Health will be allowed for importation. The GOES expects to implement the plan
before 2002.

Source: IMI Medical, 8 November 2000
Summary

U.S. companies dominate El Salvador’s medical equipment sector. In 1995, U.S. market share reached
72.9 percent, dropped to 66.8 percent in 1997 and rose once again to 79.4 percent in 1999. El Salvador’s
public and private hospitals and clinics prefer U.S. products due to their price, quality and geographic
proximity. The importation of U.S. medical equipment is not restricted and no tariffs are applied for the
introduction of medical equipment into the country. The only applicable tax is the 13 percent value added
tax.

Best Sales Prospects

According to our survey, El Salvador is a good market for all types of medical equipment. Government
hospitals, hospitals belonging to the Instituto Salvadoreo del Seguro Social (ISSS), hospitals under the
military hospital, large private hospitals (40 beds or more), and some clinics are excellent markets for new
equipment. While small private hospitals, particularly those outside of San Salvador, provide a good
market for new equipment, they prefer refurbished equipment in order to reduce costs. In general, good
sales prospects are as follows:
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Best Sales Prospects in EL Salvador

Harmonized System Product
9018.13.00 Magnetic Resonance Imaging Apparatus
9018.19.40 Equipment for Diagnostic by Images
9018.19.55 Cardiac Monitors
9018.19.55 Vital Signal Monitors
9018.90.60 Equipment for Laparoscopic Surgery
9018.90.60 Boxes for Abdominal Hysterectomy
9018.90.40 Pediatric and Adult Biaricular Stethoscopes
9019.10.00 Respirators
9019.20.00 Respiratory Ventilators
9022.30.00 X-Ray Equipment
9026.10.20 Infusion Pumps
8421.12.00 Hospital Dryers
8450.11.00 Hospital Washers
9402.00.00 Surgery Tables
9402.90.20 Surgery Beds
9405.10.00 Ceiling Lamps
Competitive Situation

There are two basic market types: new equipment and refurbished equipment. The first is the largest,
accounting for approximately 80 percent of total sales, and is concentrated in the metropolitan areas of
San Salvador, Santa Ana and San Miguel. This market looks more for quality, durability, maintenance
and availability of spare parts and accessories rather than price. The refurbished equipment market is
concentrated outside of San Salvador and in small hospitals within San Salvador. These institutions
generally consider price as the main factor when purchasing equipment. Customers for both of these
markets tend to purchase locally and directly although there are a number of small hospitals and clinics
that prefer to purchase overseas due to the high cost that local suppliers add to the price of the product.

The key to entering the market is to offer competitive quality, prices and post-sale services. It is also
prudent to appoint a local supplier. There is a market for new equipment, as well as for refurbished
equipment, which is generally sold to small hospitals. In general, products with favorable sales potential
include: ceiling lamps, respiratory ventilators, respirators, equipment for intensive care units, X-ray
equipment, equipment for image diagnosis, cardiac monitors, magnetic resonance, equipment for
laparoscopic surgery, macro- and micro- infusion pumps, vital sign monitors, boxes for abdominal
hysterectomy, pediatric and adult biaricular stethoscopes, surgery tables, surgery beds, and hospital
washers and dryers. The products covered by this report correspond to the harmonized system sub-
chapters: 901111 to 901210; 901320 to 901820; 901839 to 901920; 902150 to 902290.

The Ministry of Health only purchases new medical equipment; refurbished or used equipment is
accepted on a donation basis only. The Ministry of Health purchases medical equipment based on hospital
needs. To calculate the hospital’s medical equipment needs, doctors and hospital personnel present
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reports to the Ministry of Health. While it is not necessary to have a local supplier in order to participate
in the medical equipment bids offered by the Ministry of Health, it is highly recommended.

Large, private hospitals prefer to purchase new medical equipment from companies that offer good
quality and post-sale services, while small- and medium-sized hospitals purchase new and refurbished
medical equipment. Medium and smaller hospitals have observed that local suppliers offer medical
equipment products at prices 300 percent over the U.S. price. Approximately 65 percent of small hospitals
prefer to purchase their equipment directly from the U.S., and particularly Miami, due to its geographic
proximity, competitive prices viz. Local suppliers, importing facilities, and common language.

ETHIOPIA

General Market Condition: No restrictions

Source: Report from CS Post (via cable), 19 June 1998 (Information confirmed 28 March 2001)

There are no restrictions on the import of used equipment in Ethiopia. Importation procedure is the same
as for new. The Ethiopian custom authority accepts only factory price.

No categories of equipment are restricted.

The used equipment market in Ethiopia is very good. Due to the shortage of foreign currency in Ethiopia,
the private sector especially is more geared towards used equipment. U.S. equipment has a good
reputation in Ethiopia for durability and performance, so U.S. firms engaged in used equipment export
can take advantage of this growing market.

EUROPEAN UNION

General Market Condition: No restrictions, but CE mark is required
See also entries for individual members states of the European Union.

Source: Belgium ISA Medical, 6 March 2000 (Information confirmed 4 March 2002); Information
confirmed by CS Post (Via e-mail) 11 February 2005.

European Union (EU) Directives Regarding Used Medical Equipment

The EU Directives have become instrumental in promoting free trade and mutual recognition amongst EU
member states.

One piece of legislation promoting uniform requirements for medical devices took effect in January 1995.
This legislation (93/42/EC) requires all medical devices, regardless of the proposed use, to carry the CE
mark before entering the European market. In order to gain such a mark, a device must pass a regulatory
assessment determining whether it is in conformity with EU standards. In addition, the manufacturer is
required to make specific information available as to proper and safe use. The Directive requires the
manufacturer to specify how a device is to be used, taking into consideration the ‘training and knowledge
of the potential users.” The appropriate corresponding information for use must be contained in the
packaging or labeling of the device. The Directive specifies that the device must be marked ‘single use’ if
that is the manufacturer’s intended use of the product. The Directive warns the manufacturer that if the
product’s ‘intended purpose’ is not immediately clear to the user, the manufacturer must clearly state it on
the packaging, thus re-emphasizing the need for specific labeling so as to avoid misuse. Thus the
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Directive clearly identifies the liability for product deformity or malfunction as residing with the
manufacturer and it outlines the limits of the manufacturer’s warranty.

Once a device gains the CE mark, EU law prohibits member states from placing any further restriction on
its movement within the EU. Accordingly, once a device has passed the regulatory assessment, the
manufacturer’s intent for the use of the device has been accepted and deemed appropriate for sale within
the EU. This assertion means that the manufacturer’s warranty for sale can only extend as far as the first
use of the device.

This warranty argument may only apply, however, if the manufacturer has clearly delineated the intended
single use in accordance with the Directive. Accordingly, the manufacturer may not specify that the
device may be re-used if the manufacturer does not have data illustrating that the device will continue to
comply with the Directive upon re-use. Without such data, the device will not receive a CE mark and if
the device did enter the market in this fashion, the manufacturer would be in violation of the Directive.

For single use devices, there is an ongoing debate about reuse. The European industry association
Eucomed (equivalent to Advamed) published a position paper on its web site, here is the link:
http://www.eucomed.be/?x=4&y=46&z=125&id=442

For further information contact:
Sylvia Mohr

Standards Specialist

U.S. Mission to the EU
Brussels, Belgium

Tel: +32-2- 508 2675
Sylvia.mohr@mail.doc.gov
www.buyusa.gov/europeanunion

Source: Report from CS Post (via cable), December 24, 1996 (Information confirmed 4 March
2002)

[This cable reported on discussions with EU official regarding the need for imported used equipment to
obtain a CE mark (i.e. are subject to inspection and surveillance). Devices that entered the European
Union prior to the CE-mark requirement are grandfathered in and can be resold on the EU market without
first obtaining a CE mark. Identical used items cannot be imported, however, unless they first receive a
CE mark—even if such devices were legally imported into the European Union prior to the adoption of
the regulation requiring the CE mark. This rule places importers at a disadvantage compared to European
resellers since sale of used equipment within the EU requires no inspection, surveillance or CE mark if
such equipment met regulatory requirements at the time of its original sale. The importance of this issue is
gradually fading as medical devices produced before the 1995 introduction of the CE mark reach the end
of their useful life.]

FINLAND

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union.

Source: Report from CS Post (via cable), 6 March 2000 (Information confirmed as still valid, 25
March 2002)

Are there special restrictions or tariffs that apply to used equipment that do not apply to new medical
equipment?

No, Finland applies the EU directive on medical devices to both new and used equipment.
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Can public health institutions buy used or refurbished Medical devices?
Yes, they can.
Is there a market for used of refurbished devices?

The market for used of refurbished devices is very small in Finland. The tendency is to buy new
equipment directly from equipment manufacturers or distributors. Old or refurbished equipment is
sold/exchanged directly between hospitals and other healthcare institutions. In most cases old equipment
is donated/sold to Russia and the Baltic states.

Best prospects?

Equipment with a long lifetime—for example, is imaging equipment.

FRANCE

General Market Condition: No restrictions, but CE Mark is required
See also entry for the European Union.

Source: Report from CS Post (via e-mail), 21 March 2002; Updated 14 April 2005

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

There are no restrictions, but CE mark is required.

If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used device being subjected to new
safety inspections, etc.?

A used device is subject to new CE marking and safety inspections.
Can public health institutions buy used or refurbished medical devices?

No. There is no market for France itself, but for French-speaking Africa, surgical equipment can be used.
Public health institutions cannot buy, only private clinics and private practitioners can buy used or
refurbished medical devices.

Is there a market for used and refurbished medical devices?

The market for used and refurbished medical devices is very marginal. Nevertheless, France should still
be considered by American companies wishing to export used medical equipment to French-speaking
Africa, as some trading companies headquartered in France have extensive distribution networks
throughout French speaking Africa.

If there is a market, what types of used medical devices are in greatest demand?

There are no markets for France itself, for French-speaking Africa, surgical equipment to be used in
private clinics are in great demand.

Are single- use devices being reprocessed and sold on the local market? If so, is this activity regulated?

No, it is illegal to reprocess single-use devices.
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GABON

General Market Condition: No restrictions

Source: Report from CS Post (via cable), 6 July 1998

Since the devaluation of the CFA Franc in 1994, there has been a significant increase of imports of used
equipment, especially cars on the Gabonese market. There are no restrictions on the import of used
equipment into Gabon.

GERMANY

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union.

Source: Report from Post (via e-mail), 25 March 2005

Are there special restrictions or tariffs that apply to used medical equipment but do not apply to new
medical equipment?

There are no special restrictions for used and refurbished devices.

In generally new and used medical devices are subject to the laws and regulations which were enacted en
the European Directives 90/385/EEC, 93/42 EEC and 98/79 EC became national law (in Germany:
“Medizinproduktegesetz”).

Following the “Medizinproduktegesetz” the CE mark is required for all medical devices. The term
“medical device” is defined as any instrument, apparatus, or other article intended for human use in the
diagnosis, prevention, monitoring, treatment and alleviation of diseases or as compensation for an injury
or handicap.

The CE marking establishes that the medical device conforms to all applicable legal requirements. The
CE mark of refurbished devices must be renewed.

The fulfillment of all legal specifications must be proven in a conformity assessment procedure, which for
medical devices means:

Safety

o risks and side effects are analyzed, assessed and minimized

e biocompatibility is ensured while reducing or eliminating risk of infection

e mechanical, electrical and electromagnetic safety is ensured

e only validated product combinations are allowed

e safety instructions for use are reviewed for completeness and comprehensibility
Performance and benefit

e compliance with product characteristics and specifications

e therapeutic or diagnostic benefit is ensured

clinical or diagnostic evaluation of medical devices

e measurement accuracy is ensured
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Monitoring
e of the manufacturer
o of the medical device during the entire life of the product.

If a manufacturer or its agent has registered a medical device in the country, can a third party legally
import the same device in used/refurbished condition without the used device being subject to new safety
inspections, efc.

In general the CE mark is required for all medical devices. An importer has to confirm that his product
conforms to the requirements of the CE mark. There is a different way of confirmation for used and
refurbished medical devices.

The importer of a used medical device has to confirm that his product does not differ from a new, already
CE-marked product of similar type concerning safety and performance. In that case the used device does
not have to be subjected to new safety or performance inspections.

In case of refurbished medical devices, the CE mark has to be renewed for each imported product.

In exceptional cases, the importer can refer to the refurbishment process. The importer then has to
confirm that the medical device has been refurbished in a reviewed process. In this review the importer
has to prove that the process of refurbishment complies with CE mark requirements. In this particular
case there is an assumption that the refurbished device conforms to CE mark requirements.

Can public health institutions buy used or refurbished medical devices?

As seen from the chart below, hospitals and universities are the most important customers in the used and
refurbished medical devices market. In most cases, hospitals in Germany are using new medical devices
just as well-refurbished medical devices. On the one hand they are using state-of-the-art medical devices
for special, highly sophisticated medical examinations.

On the other hand German hospitals are using less expensive refurbished medical devices for the daily
routine business.

Likewise, refurbished medical devices are in great demand with the SHI-accredited physicians
(SHI=statutory health insurance). They receive a specific, fixed price for each medical procedure from the
health insurance funds regardless if they are using new or refurbished medical devices.

Because of high cost containment pressures in the German health care system it is estimated that the use
of refurbished medical devices will become more and more popular among physicians and hospitals.
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Customers of Used and Refurbished Medical Devices

large hospitals universities

(more than 500 5% SHI*-accredited
beds) physicians
15% 30%

small & medium
sized hospitals
50%

* SHI= Statutory health insurance

Is there a market for used or refurbished medical devices?

Experts estimated the world market for used and refurbished medical devices at about $1.1 billion in
2004. Germany accounted for nearly a tenth of the worldwide market.

World Market for Used and Refurbished Medical Devices in 2004

Region Market Value 2004
Europe (excluding Germany) $ 99 million
Germany $ 99 million
Rest of the world $ 297 million
United States $ 605 million
Total $ 1.1 billion
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World Market Share for Used and Refurbished Medical Devices
2004

Europe
(excluding
Germany)

Rest of the world 9%
27% Germany

9%

US.A.
55%

Worldwide, there is an annual increase of the market volume of about 15 percent. In Europe the market
growth is higher than average, with an annual growth of the used and refurbished medical devices market
of more than 20 percent.

Over the next few years, the annual market growth is expected to remain unchanged. The main reason for
the above average expected market growth is that about 45 percent of all medical devices in the U.S.A.
and about 15 percent of all medical devices in Europe have been leased. After the expiration of the
contracts the medical devices will be returned to the manufacturer. After the manufacturer has refurbished
the medical equipment, he will try to resell as quickly as possible.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

As you can see from the chart below, computer tomography devices followed by magnetic resonance
(MRI) imaging devices are in greatest demand.

Percentage Composition of Demand in Germany 2004

(by Medical Device Type)
nuclear medicine computer tomography

15% 29%

ultrasound
15%

X- ray
19%

22%

Source: International Marketing Insight, 26 March 2002 (Updated 17 April 2003)

[Note: this report is primarily discussing the re-use of single use devices, but see concluding paragraphs
regarding the trade fair for used equipment.]

There are no restrictions on the import of used equipment into Germany. New and used equipment fall
under the same custom tariff categories (category number: 9018), and the same safety standards apply for
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both used and new products. In particular, CE marking is required for marketing both new and used
medical equipment in Germany.

Traditionally, there has hardly been any market potential for refurbished equipment in Germany because
of the existing strict medical product laws and because German buyers have a strong preference for new
products. Recently however, and as a result of strong cost-containment pressures following the Health
Reform Laws, industrial and commercial customers have positively responded to the refurbishing of
medical products. At a conference organized by the German subsidiary of a U.S. provider of refurbished
medical equipment, the German medical industry concurred in principle on the advantages of refurbished
equipment, provided the highest quality control standards are applied.

There was a consensus that the field of invasive cardiology was particularly suitable for refurbishment.
While Class I medical products such as heart catheters and pacemakers, are subject to extremely stringent
quality requirements and can only be refurbished by specialist firms in the context of a Quality
Management system according to DIN EN ISO 9001 and DIN EN 46001, Class II and III products such
as suction tubes and oxygen masks, can be refurbished in hospitals in a fully automated process. The
German medical industry, under great cost-containment pressures, has realized that refurbished medical
equipment can result in great procurement cost savings. Thus a five-time refurbishment of 2,920 gastro
gavage syringes saves a German hospital approx. $ 13,666 on average and reduces the hospital’s waste
disposal volume by 567 kilograms. Thus, the German market for refurbished equipment is actually
growing. U.S. suppliers have to ensure, however, that a specific medical device has been refurbished
according to standards outlined in the revised German Medical Products Law (Medizinproduktegesetz-
MPG; 2nd revision in effect as of January 1, 2002) and its respective Medical Products Operations
Ordinance (Medizinproduktebetreiberverordnung). These tighten controls compared to the Medical
Products Operations Ordinance of June 1998, in view of consumer protection and the current lobbying of
industry associations against the refurbishing of so-called medical "disposables." The German
government is promoting refurbishing for cost-containment purposes and has tightened controls, as per
the revised ordinance, on some of the loopholes contained in the previous regulations. Revisions include,
amongst others:

e A change in definition of “bringing to market” (cf. Para 3, no. 11 MPG);
e A revised definition of “refurbishing” in Para 3, no. 14 MPG;

e A regular conformity assessment applying to those who do not return refurbished equipment to
the previous user but sell it to third parties (Para 10, section 3 MPG);

e Mandatory registration with the respective authorities (Health Ministry and BfArM) when
refurbishing for third parties;

e Inclusion of external service providers in the quality control process (Para 26, section 1 MPG);
and

e Amendments to the authorization for refurbishing/maintenance (Para 37; section 5 MPG).

Requirements for the refurbishing of medical products under the Medical Products Operations Ordinance
are listed in Para 4, section 2 MPG, mentioning appropriate procedures and the security and health of
patients, users, or third parties as top priority. Requirements include:

e Validated Refurbishing.
e Validated Packaging.
e Validated Sterilization Procedures.

e Refurbishing according to the RKI guideline. Recommendations of the Workgroup for Hospital
Hygiene and Infection Prevention at the Robert Koch Institute (RKI), Berlin, formed the basis of
the revised law. The so-called RKI guideline is available on the institute’s Web site at
www.rki.de and has been published in the German Federal Health Register.
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o Liability for the health and functional safety of the refurbished products (i.e., the refurbisher takes
on the product liability from the manufacturer).

e Quality management system according to DIN EN ISO 9001 and DIN EN 46001.

Refurbished medical products do not need a new CE certification in cases where the user outsources
refurbishing and a special documentation safeguards that the refurbished products are returned to the user,
i.e., that there is no change in ownership.

Refurbishing of medical products focuses on the following sectors: Electro-physiology; heart surgery;
endoscopy; ophthalmic surgery; neurology; urology; heart catheters; digital imaging/angiography;
anesthesia; intensive care; general surgery. Excluded from refurbishing are, for example, pressure gauge
syringes; spiral lead wires; teflon-coated lead wires; locks and conductors; Olbert-PTA catheters; Wilson-
Cook, Endo-Flex and Dispomedica-brand endoscopy balloon catheters; lithotomy baskets; ultrasound
catheters, Endo units such as clip applicators; spreaders; Endo shears; plastic implants.

The largest companies in the German refurbished medical equipment market are Remed and Vanguard.
Market leader Remed of Friedeburg has approximately 250 customers, mainly hospitals, universities and
individual practices, under contract and according to their press spokesperson, expects strong growth over
the next few years. Even though currently, roughly 30 percent of the German hospitals refurbish their
medical equipment in-house, Remed expects an increase in outsourcing as a less expensive alternative.
Remed has refurbished over 250,000 medical products and over 1,000 different medical product
categories over the past years. Remed maintains a Web site at www.remed.de.

U.S. subsidiary and Berlin-based Vanguard GmbH Medical Services has successfully refurbished medical
equipment in Germany since 1998 and now counts over 100 hospitals as clients. According to their
chairman Robert Schroedel, the validated refurbishing can result in substantive economies of scale and
savings, estimated at more than 500,000 million euros annually for all of Europe, several million Euro for
large hospitals or university clinics in Germany and 45,000 euro annually for smaller offices and medical
institutions. Vanguard Germany is currently refurbishing over 400 different medical products in validated
procedures. See also their Web site at www.vanguard.de.

Participation in German trade fairs is one of the most cost-effective ways of testing the market’s
receptivity to a product, investigating competitors and of finding customers or potential agents and
distributors. German trade fairs, due to their international significance and large attendance numbers,
provide an excellent vehicle for introducing new technologies and products and present a gateway to both
the markets of the EU and Eastern Europe. Unlike most North American trade shows, the typical German
fair is much larger, represents virtually the entire industry, and is a highly successful sales point. German
trade shows attract heavy attention from worldwide buyers. The following German trade show is
establishing its reputation as the major European trades show for refurbished equipment. It is international
in scope, giving visitors, buyers and exhibitors alike the foundation needed to start business relations.

In 2005, the show featured more than 500 exhibitors presenting over 150,000 products.

Name: RESALE: International Trade Fair for Used Machinery and Equipment
Location: Karlsruhe, Germany
Dates: Monday 18 - Wednesday 20 April 2005

Opening time: Daily from 9:00 am to 5:00 pm

Entry prices: [-Day ticket: EUR 20.00
3-Day ticket: EUR 35.00

Trade fair catalogue: EUR 20.00

Product Groups: Machinery and equipment for the following industries: Building, Disposal,
Energy Engineering, Food Processing, General Industrial, Medical Devices and Equipment,
Metalworking, Packaging, Plastics Processing, Printing, Recycling, Textiles, Timber Processing,
Utility Vehicles.
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For information on exhibiting or visiting the show, please contact:

Hess GmbH

Konigsberger Strafe 2

76356 Weingarten, Germany

Tel: +49 (0) 7244-7075-0

Fax: +49 (0) 7244-7075-50

E-mail: info@resale2005.de

Internet: www.resale2005.de (contains list of exhibitors; industry-specific)

For specific questions regarding the export of refurbished equipment to Germany or the marketing of
refurbished equipment, please contact:

Mrs. Annette Salama

Sr. Commercial Specialist

U.S. Commercial Service Duesseldorf
U.S. Consulate General
Willi-Becker-Allee 10

40227 Dusseldorf, Germany

Tel: +49-211-737-767-60

Fax: +49-211-737-767-67

E-mail: anette.salama@mail.doc.gov

GHANA

General Market Condition: No restrictions

Global Import Regulation for Used Medical Equipment
Source: Report from CS Post (via e- mail), 2 March 2002; updated 26 January 2007

Ghana does not have specific import licenses or tariffs that apply specifically to used or refurbishes
medical equipment. The same rate of duty applies to both new and used equipment. Generally, the
valuation for tariff assessment is based on the value of the equipment. However, imports for supplies
to any of the sub-units of the Ministry of Health may qualify for the waiver of some tariffs. The
government has noted problems of delayed clearance of donated equipment, for example, due to the
lack of coordination between the donors and beneficiary institutions.

If a third party imports a registered medical device in used or refurbished form it is subject to a new
safety inspection. Samples must be sent to the Biomedical Engineering unit of the Ministry of Health;
the Clinical Engineering Unit of Ghana Health Service; and to the Food and Drugs Board for safety
inspection.

Public health institutions may buy imported used or refurbished medical devices but this happens in
moderation. Although there are no regulations prohibiting the buying of used/refurbished medical
devices, the public procurement bidding documents normally stipulate new equipment and further
make provision for warranty. Nevertheless, US exporters of used equipment can present proposals to
the Government on sale of used/refurbished equipment. Such proposals are likely to be approved if
backed by funding/grants/long term credit from the supplier. The government would normally do
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an evaluation of such a proposal with samples of the equipment and take a decision. It is on record
that the government has noted instances of obsolete medical equipment being donated to some health
facilities. This practice leads to increased scrutiny of all used/refurbished equipment.

Due to past inadequacies in technical support, operational manuals, spare parts and appropriate training
for used equipment; new medical equipment has a much larger market than used equipment. The market
demands medical products with high life expectancy. The private sector has a better potential for used
medical equipment than the public sector.

Among the used and refurbished medical equipment in greatest demand are low technology devices such
as hospital beds, wheelchairs, trolleys furniture, walking sticks, scanners, ultra sound, X-ray equipment,
and bedside lockers. These items are most often purchased by the private sector.

There are restrictions on the re-use of single use medical devices and systems have been put in place by
the Food and Drugs Board to check for re-use. However, isolated cases of re-use of equipment accessories
and non-drug consumables may be detected in the private sector due to cost considerations. There are no
recorded cases of single use medical devices being reprocessed and sold in Ghana but it cannot be ruled
out.

GREECE

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union.

Source: Report from CS Post (via e-mail), updated March 2007

In general, Greece does not apply any restrictions on imports of used equipment and machinery, provided
it has the CE mark and complies with European Union safety and operations regulations. More
specifically, regulations for used medical equipment are governed by EU regulations: 90/385 EEC, 93/42
EEC, and 98/79 EC. No special restrictions or tariffs apply for used medical equipment that does not
apply to new medical devices.

If a manufacturer or its agent has registered a medical device in Greece, a third party legally can import
the same device in used/refurbished condition without the used medical device being subjected to new
safety inspections

Despite the absence of restrictions on the purchase of used medical equipment, there does not appear to be
much demand for such equipment in the Greek market. Public hospitals in tender documents always
specify that the equipment must be new.

However, some private health institutions, medical laboratories, and small to medium-sized clinics are
purchasing used or refurbished dental equipment, scanning devices, ultra-sound and analytical equipment.

Such purchases appear infrequent and isolated.

Imports and distribution of reprocessed single-use medical devices are forbidden.
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GUATEMALA
General Market Condition: Restricted
Source: Report from CS Post (via e-mail) 3 May 2005
Medical Device Regulatory Requirements for Guatemala
Disclaimer: The information contained on this website is derived from public sources and is current to the
best of our knowledge. For detailed and definitive information about a country's laws and policies, the
government of the country concerned should be consulted.
Regulatory Agency
The Ministry of Public Health and Social Welfare (Ministerio de Salud Publica y Asistencia Social)
supervises the health care system in Guatemala. Although regulations are in place they are not fully
enforced. The Social Security Institute (Instituto Guatemalteco de Seguridad Social - IGSS), and the
Ministry of Defense are the two other governmental agencies that provide health care and purchase
medical equipment. Private hospitals, clinics and drugstores also buy medical devices but their needs are
much smaller than those of the public sector.

Regulations

Under the Health Registration Law of July 1996 by the Ministry of Health, medical devices should be
registered. The following is a list of required documents for medical device registration:

a) Certificate to Foreign Government (or Certificate of Free Sale)
b) Labels/Directions for Use

¢) Packaging Materials

d) Quality Control Test Methods/Records

e) Quality Control Certificate

f) Biocompatibility Reports

g) Product Brochure

Standards

Guatemala uses both the metric and English systems of weights and measures. Literature should be
written in Spanish.

Used Equipment

Approximately 20 percent of medical equipment imported into Guatemala is used or reconditioned. This
equipment consists of, but is not limited to, portable X-ray machines, ultrasound equipment, anesthesia
equipment, operating tables, surgical equipment, etc. Clinics and small health care facilities known as
“sanatorios” usually purchase their equipment from large Guatemalan hospitals or from a small group of
firms that refurbish the equipment and offer some sort of short-term guarantee. Sanatorios are usually
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very small hospitals established by one doctor or a small group of doctors who often do not have the
financial resources to purchase new equipment. Used equipment is also purchased by the dozen or so
firms that rent home care equipment. The potential for used medical equipment with local representation
is very good.

Import Duties and Taxes

All imports are subject to customs duties. In January 1997, the Central American Tariff Reduction
Agreement came into effect. This agreement reduced tariffs to 0 percent beginning on January 1, 1998.
There is a value added tax (VAT) of twelve percent, which must be paid, on the sum of ad valorem duty
and the C.LF. value of the import. This twelve percent tax can be credited against the local firm's income
tax liabilities.

Distribution

Most firms selling into the Guatemalan market do so by means of a Guatemalan agent or distributor.
However, used equipment dealers tend to sell directly to Guatemalan buyers. Generally speaking, the
more pre-sales marketing and after-sales support and service that a product requires, the more important it
is to have a local agent or distributor.

Formal agency or distribution agreements should be reviewed by a Guatemalan attorney hired by the U.S.
exporter (independent of the Guatemalan party with which the agreement will be established). The
Guatemalan legal system can be slow and the law, under certain conditions, offers local agents and
distributors a great deal of protection. Under no circumstances should a U.S. exporter give a local agent or
distributor the responsibility of registering any intellectual property (i.e., trademarks, trade names,
copyrights, etc.); it should be done directly by the U.S. exporter with the assistance of a Guatemalan
attorney.

Contact Information
Government Agencies

Ministerio de Salud Publica y Asistencia Social
(Ministry of Public Health and Social Welfare)
6 Avenida 3-45, Zona 11

01011 Guatemala, C.A.

Tel: +502- 2-475-2121 through 9

Fax: +502- 2-475-2168

Contact: Ing. Marco Tulio Sosa, Minister

Instituto Guatemalteco de Seguridad Social
(Guatemalan Social Security Institute)

7 Avenida 22-72 Zona 1, Centro Civico
01001 Guatemala, C.A.

Tel: +502- 2-232-8520

Fax: +502- 2-253-2180

Contact: Lic. Carlos Raul Sosa Aldana

Ministerio de la Defensa Nacional
(Ministry of National Defense)
Avenida Reforma 1-45, Zona 10
01011 Guatemala, C.A.
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Tel: +502- 2-360-9907, + 502-2-360-9919
Fax: +502- 2-360-9909
Contact: Gen. Carlos Humberto Aldana V.

Trade Associations

Camara de Comercio de Guatemala
(Chamber of Commerce of Guatemala)
10 Calle 3-80, Zona 1

01001 Guatemala, C.A.

Tel: +502- 2-238-2681/5

Fax: +502-2-251-4197

E-mail: info@camaradecomercio.org.gt
Contact: Lic. Edgardo Wagner, President

Camara de Industria de Guatemala
(Chamber of Industry)

Edificio Camara de Industria

Ruta 6, 9-21, Zona 4, Nivel 12

01004 Guatemala

Tel: +502- 2-331 9191

Fax: +502- 2-334-1090

E-mail: informacion@industriaguate.com
Contact: Mr. Jaime Arimany, President

American Chamber of Commerce of Guatemala (AMCHAM)
5 ave 5-55 zona 14, Edificio Europlaza, torre 1, nivel 5
01014 Guatemala, C.A.

Tel: +502- 2-333 3899

Fax: +502- 2-368 3536

E-mail: trade@amchamguate.com

Contact: Ms. Carolina Castellanos, Executive Director

Camara de Industria de Guatemala

Gremial de Distribuidores de Productos Hospitalarios
Camara de Industria

(Chamber of Industry's Hospital Products Distributors/Guild)
C/o Equipo Médico Hospitalario S.A.

12 calle 2-65, Zona 1

01001 Guatemala, C.A.

Tel: +502- 2-369-0580

Contact: Héctor Centeno, President

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

New and used equipment receive same treatment in the country.

If a manufacturer or its agent has registered a medical device in the country, can a third party legally

import the same device in used/refurbished condition without the used device being subjected to new
safety inspections, etc.?
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New safety inspections will not be applied to a type of device that has already been registered.

Can public health institutions buy used or refurbished medical devices?

Public entities are not allowed to purchase refurbished or used equipment. Private hospitals and clinics are
the main used/refurbished equipment importers.

Is there a market for used or refurbished medical devices?

Yes, there is a market although it only represents 10-15 percent of the total market share for medical
devices. As previously mentioned, this portion belongs to the private sector exclusively.

If there is a market, what types of used or refurbished medical devices are in the greatest demand?
Radiology equipment, scanning machines, laboratory and surgical equipment are the best prospects for
refurbished equipment.

Are single—use devices being reprocessed and sold on the local market? If so, is this activity regulated?

Please provide any details.

It is possible that a large hospital can sell a used piece of equipment to a smaller clinic; regulations are not
strict in this case. It is considered a common sale.

GUINEA

General Market Condition: No restrictions, but public institutions do not buy

Source: Report from CS Post (via cable), 5 May 2000

Are there special restrictions or tariffs that apply to used equipment that do not apply to new medical
equipment?

In Guinea, there are no special restrictions or tariffs that apply to used equipment that do not apply to new
medical equipment. The importation of used medical equipment is authorized by the Government of
Guinea (GOG).

Can public health institutions buy used or refurbished medical devices?

Public health institutions do not buy used or refurbished medical devices. The GOG provides these health
institutions with new medical equipment. It is GOG policy not to buy used equipment.

Is there a market for used or refurbished devices?

The market for used or refurbished devices is very small. Private clinics or hospitals are free to purchase
used or refurbished equipment but most of them have very limited resources.

Best Prospects?

Private clinics or hospitals are the best prospects since public health institutions depend on the
Government for medical devices.
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HAITI

General Market Condition: No Restrictions

Import Regulation for Used Medical Equipment
Source: Report from CS Post (via cable), 10 April 2000; updated 16 May 2005

1. CS Post submits the following information on regulatory requirements for used medical equipment:

Despite the small size of the market, there is a market for new, used and refurbished medical equipment in
Haiti, especially if the equipment is not expensive. Haiti does not produce its own medical equipment.
The Haitian Government is in the process of developing a national health program and will likely procure
equipment for public hospitals and medical centers. A niche market may exist for low-tech refurbished
medical equipment to be used

by the private or the public sector.

2. In response to specific questions:

There are no special restrictions or tariffs applied to refurbished and used medical equipment imported
into the country. The Embassy is not aware of any U.S. manufacturer or Haitian agent having registered a
medical device in Haiti nor of any restriction to introduce new, used or refurbished medical equipment.
There are no special safety inspections used to test refurbished

medical equipment. Public health institutions can buy used, refurbished or new medical devices. Single-
use devices are not now reprocessed in Haiti and are not sold in the local market. However, according to
medical sector professionals, there is a market for all types of medical supplies and

equipment, especially laboratory equipment, surgery equipment and supplies, wheel chairs, X Ray
equipment, orthopedic equipment, Otto-rhino-laryngologist equipment, and ophthalmologist equipment.

3. In addition, post notes that:

All medical equipment entering Haiti, whether new, refurbished or used, is not subject to custom duty.
However the following taxes are due:

Inspection fee: 4 percent on CIF; Storage duties: 2 percent of the customs value per month of storage;
Value-added tax (TCA): 10 percent on CIF; Acompte: a 2 percent contribution tax to the fund for the
management and development of local communities (CFGDCT) is applied to all imports, although
pharmaceutical products are exempted.

In addition, the value of imported goods, either FOB or CIF, is converted into Haitian gourdes at the
prevailing daily rate, prior to the application of duties and taxes.

The government of Haiti has a pre-shipment inspection agreement with Société Générale de Surveillance
(SGS). Under this agreement, all imports with a value of at least US$5,000 or which is an entire
container, regardless of the value, must be inspected by SGS before being entering Haiti.

SGS issues a verification certificate that the importer of the goods must submit for the purpose of customs
formality. The inspection certificate with the declared value and the document is attached to normal
shipping documents that accompany the shipment.

Source: International Market Insight, Regulatory Requirements and Market Prospects For Used
Medical Equipment, 12 March 2002

Regulatory Agency
The Haitian Ministry of Public Health and Population supervises the healthcare sector for the country.

48 U.S. Department of Commerce, International Trade Administration



Regulations

There are no regulations for the enforcement of quality, technical or safety standards. The Haitian
Government does not restrict the importation of used/refurbished medical equipment.

Standards
Both U.S. and European standards are currently accepted and respected by the purchasing entities.
Import Duties and Taxes

Used medical items entering the Haitian customs territory are subject to the same import tax treatment as
new items. Import duties on medical devices are 16 percent. The tariff system is on a CIF basis. The value
of imported goods, either FOB or CIF, is converted into Haitian gourdes at the prevailing daily rate, prior
to the application of duties and taxes.

Distribution

The market prospects for imports of all types of used/refurbished medical equipment is relatively strong,
since new medical equipment is considered to be expensive, U.S. companies have a number of options for
entering the Haitian market place, including direct exporting, franchising, licensing, and wholesaling. The
most common method involves the use of an official representative or distributor, as the Haitian
commercial code does not allow foreigners to engage in wholesale or retail business without first
obtaining a professional license. Agents in Port-au-Prince, who then distribute products to the provinces,
represent most foreign firms. The commercial code is designed to protect Haitian citizens who work as
agents and distributors for foreign companies. The Haitian tax code includes a withholding tax provision,
which, in practical terms, discriminates against foreign investors. Foreign companies are subject to an
additional levy of 30 percent on profits as a final tax on deemed distributions to foreign shareholders,
whereas local firms are subject to only a 15 percent withholding tax on distributions. The government has
committed itself to removing this disincentive to investment; however, further administrative action is
required to implement this commitment.

Contact List for Medical Equipment and Health Services Exporters

Ministry of Public Health and Population
Palais des Ministeres

Rue Monseigneur Guilloux
Port-au-Prince, Haiti

Dr. Henry-Claude Voltaire, Minister

Tel: +509- 222-2728/222-7020

Fax: +509- 223-6248

Division d’Hygiéne Publique

Direction Centrale de Pharmacie et de Controle
Des Substances Chimiques

59 Rue des Miracles

Port-au-Prince, Haiti

Mr. Eric Dubosse, Director

Tel: +509- 223-6826

Association Medicale Haitienne (AMH)
24 Rue Capois

Tel: +509- 223-8334

Fax: +509- 223- 9885

E-mail: amh@haitiworld.com

Hopital de I’Université d’Etat
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Rue Monseigneur Guilloux

Centre Ville

Port-au-Prince, Haiti

Tel: +509- 222- 1066/222- 4344/223 -4261

Hopital Frangais

Rue du Centre

Port-au-Prince, Haiti

Tel: +509- 222- 5966/223- 9979/223- 9988

Hopital St. Francois de Salles

Angle Rue Chareron et Rue de I’Enterrement
Port-au-Prince, Haiti

Tel: +509- 222- 5033/222 -71 32/222- 0232

Hopital du Canapé Vert

Route du Canapé Vert

Port-au-Prince, Haiti

Tel: +509- 245- 0984/245- 0985/245- 6105
Fax: +509-245 0985

HONDURAS

General Market Condition: No restrictions, but public institutions do not buy

Source: Report from CS Post (via e-mail), 27 March 2002; updated 16 April 2003, and 22 April
2005

According to the Honduran Customs and Tax Division, there are no quotas for the importation of
remanufactured, rebuilt, and/or used medical equipment to Honduras. There are no tariffs on most
imported medical devices considered to be capital goods, including used equipment. For consumable
medical products, tariffs range from 0 to 15 percent. A customs agent carries out the appraisals for
remanufactured, rebuilt, and/or used medical devices including reprocessed, single-use devices at the port
of entry. Used medical equipment and supplies are not subject to government certification, inspection or
regulation.

According to a major U.S. medical equipment in the Central American region, making it an important
market for U.S. medical equipment exporters. GE has sold magnetic resonance equipment to private
hospitals in San Pedro Sula, making Honduras one of the first countries in the Latin American region to
import this kind of sophisticated technology in the health sector. Honduras is the number one importer of
medical equipment.

At present, public health institutions are only allowed to purchase medical equipment and supplies
through public and international bids. However, these requests for bids typically solicit new equipment,
rather than used. Bids are managed through UNDP (see www.undp.un.hn/licitaciones), with the funds for
purchasing products often provided by the World Bank, Inter-American Bank for Development or
international donors. Each international funding organization specifies the bidding procedures and
equipment specifications.

Due to a marked decrease in the availability of international development funds for medical equipment
purchases, hospitals are beginning to secure medical equipment through a mechanism called “Por Dato.”
Under this system, a contract is signed and the medical facility pays a fee based upon equipment usage. It
is not considered a finance lease, as at the end of the contract period, the equipment is returned to a local
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provider, the medical facility is in no intent to keep the equipment. Any company providing equipment
under this system must be registered as distributors/representatives in the Ministry of Industry and
Commerce.

Approximately 30 percent of medical equipment imported into Honduras is used or reconditioned. The
main buyers of refurbished/used equipment are private hospitals. An increasing number of opportunities
are opening to companies who supply parts and service for medical equipment. Even though the
government doesn’t purchase used equipment, it sometimes obtains this equipment from foreign countries
and will therefore be in need of local technical service and parts.

The medical equipment brands of greatest demand in Honduras are: General Electric, Storz, Medtronic,
Ortosintese, Getinge Casde, Wlchallyn, and Aesculap.

Among the best prospects are: X-ray and monitoring equipment, hospital beds, wheelchairs, uniforms, lab
coats, stethoscopes, liftman stethoscopes, thermometers, breast pumps, scissors, dental care equipment,
digital blood pressure equipment, ophthalmoscopes, eye exam kits, examination gloves, heart rate
monitoring equipment, X-ray view boxes, blood chemistry and collection equipment, sterilizing
equipment, instrument cleaners, instrument lubricants, ultrasonic cleaners, rapid diagnostic test kits, and
surgery, intensive-care equipment and disposable medical supplies.

For additional information on the market for used and refurbished medical equipment in Honduras, please
contact Roy Alonzo at the Commercial Service Office in Tegucigalpa, Honduras, tel: +504- 238-5114,
fax: +504- 238-2888, e-mail: Roy.Alonzo@mail.doc.gov

HONG KONG

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 13 March 2002

In Hong Kong, there are no special restrictions or tariffs that apply to used medical equipment that do not
apply to new medical equipment. Hong Kong agents and distributors in this industry prefer to source the
“newest and latest” equipment. There is limited market for used and refurbished medical equipment.
Public hospitals, private hospitals and health institutes in Hong Kong do not buy used medical devices.
There is very little business opportunity for used/refurbished medical equipment in China due to
government restrictions.

HUNGARY

General Market Condition: No restrictions, but CE mark is required
See also entries for the European Union.

Source: Report from CS Post (via e-mail), 26 March 2002
Are there special restrictions or tariffs that apply to used medical equipment?

No, there are no special restrictions/tariffs that apply to used medical equipment, that apply to new
medical equipment.
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Can public health institutions buy used or refurbished medical devise?
Yes, public health institutions can buy used medical devices.
Is there a market for used or refurbished medical devices?

The market is very limited for used/refurbished medical devices. Most of the healthcare institutions are
state-owned and ‘are not interested in saving on equipment purchases.” Right now clinics prefer to wait
until they have enough money for a new device instead of ‘saving on time and money’ by purchasing
used or refurbished equipment. There has not been a tradition of buying used equipment in Hungary and
people seem reluctant to buy pre-owned devices. Hungarians do not consider purchasing refurbished
medical equipment as a real option.

If there is a market, what types of used or refurbished medical equipment are in the greatest demand?

There are only ad-hoc purchases of pre-owned equipment.

Source: Industry Sector Analysis, Medical Equipment, 15 February 2002

Leasing of medical equipment has no tradition in Hungary and is in its very early stages. The market for
used/refurbished medical equipment has also been very limited in Hungary. However, with increasing
privatization opportunities, their sales prospects might improve.

Source: Report from CS Post (via e-mail), 26 March 2001

In Hungary the use of used/refurbished medical equipment is rather limited. The reason might be the
regulation below, or simply little tradition so far.

In response to an inquire with the Authority for Medical Devices in the Hungarian Ministry of Health,
The deputy director advised that there are no special restrictions or tariffs that apply to used medical
equipment that do not apply to new medical equipment. Public Health institutions can buy
used/refurbished medical devices. The general rule, that applies to all medical equipment and devices
(whether imported or locally manufactured) is a Ministry Decree of 1998 (21/1998/V1.3), Annex 17. This
annex lists all medical equipment/devices with the ‘approved / authorized length of life,” it actually
tells/prescribes to all medical institutions how long they can use their equipment. In practice, as the
Hungarian healthcare system lacks funding, the ministry does not ‘check’ how old the equipment are, as
the government-owned hospitals/clinics could hardly afford to buy new equipment. However if a clinic
would want to buy a piece of used equipment, the Authority for Medical Devices would register/check
how old the equipment to be imported is, and would tell the clinic for how many more years it could use
the equipment.

ICELAND

General Market Condition: No restrictions, but CE mark is required

Source: Report from CS Post (via e-mail), 4 March 2002

Are there special restrictions or tariffs that apply to used medical equipment that do not apply to new
medical equipment?

No, there are no special restrictions or tariffs that apply to used medical equipment. The same rule applies
to both new and used medical equipment. However, as in most European countries, Iceland requires the
CE mark on all medical equipment, used or new.

Can public health institutions buy used or refurbished medical devices?

Yes, they are allowed to buy used or refurbished medical equipment but so far no interest has been shown
to do so, simply because health institutions prefer to purchase new equipment.
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Is there a market for used or refurbished medical devices?

According to the Icelandic Ministry of Health there has not been a market for used or refurbished medical
equipment, since institutions prefer to purchase new equipment.

If there is a market, what types of used or refurbished medical equipment are in greatest demand?

Not applicable.

INDIA

General Market Condition: No restriction
Source: Report from CS Post (via e-mail), 12 April 2005

There are no restrictions on import of used/refurbished medical equipment. Used/refurbished medical
equipment is imported under the same category as the new products. Hence, tariff rates applicable on
used/refurbished medical equipment are same as that for the new equipment. Tariff on medical
equipment/devices range from 5 to 30 percent. Equipment and devices designated as "life- saving" are
levied 5 percent duty, also direct import by government hospitals are eligible for import duty concessions.

In the absence of regulations on medical equipment/device a third party can import refurbished medical
equipment/device. Government hospitals do not import refurbished equipment. There exists a demand for
refurbished high valued medical equipment. There are no regulations on medical devices.

According to industry contacts re-use of single use-devices is a concern for the companies.

The Web link http://dgft.delhi.nic.in provides details on India's trade policy. Below is the contact
information for office of the Directorate General of Foreign Trade.

Joint Director General

Directorate of Foreign Trade
Ministry of Commerce and Industry
Tel: +91-11-23012968

Fax: +91-11-23016225

E-mail: dgft@ub.nic.in

Commercial Specialist
U.S. Commercial Service
New Delhi

Tel: +91-11-23316841
Fax: +91-11-23315172

Source: Industry Sector Analysis, Cancer Diagnostic and Treatment Equipment, 28 April 2001

End-users are becoming increasingly aware of the state-of-the-art Cancer Diagnostic and Treatment
Equipment (CD&TE) equipment available in the world market. Most of India’s leading cancer specialists
attend medical conferences in the United States and Europe to keep abreast of the latest technologies.
Price, product features and payment terms are key factors, which influence purchase decisions of hospital
administrators. Charitable organizations and rural hospitals unable to afford the latest, new equipment
often purchase used or reconditioned equipment imported from abroad.
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Used medical equipment also has market potential in the country. The present government of India’s
current Export-Import policy allows imports of used equipment including used CD&TE equipment. Used
equipment including CD&TE equipment that is less than 10 years old can be imported into the country.
The importer should not sell, transfer or otherwise dispose of this equipment within a period of two years
from the date of import. The Director General of Foreign Trade, New Delhi, will grant a waiver to this
requirement. Price-sensitive Indian end-users prefer to buy refurbished medical equipment including
cancer treatment equipment for some low-end applications. However, these buyers look forward to
continued support for spare parts and service commitments.

Source: Report from U.S. Commercial Service, November 2000

In July 2000, India’s Directorate General of Foreign Trade (DGFT), Ministry of Commerce, issued a
policy circular detailing guidelines for importing second-hand capital goods, including medical
equipment. The policy incorporates changes to paragraph 5.3 of the Export Import Policy of 1997-2002
and paragraphs 5.29 and 5.30 of the handbook of procedures. As per the provisions contained therein,
import of second-hand capital goods is restricted and subject to import licensing procedures.

The inter-ministerial Restricted Items Licensing Committee under the DGFT, New Delhi, considers
applications for such licenses. The Committee will consider such applications according to the following
guidelines:

e Capital goods not older than five years: The committee will normally allow imports of such
capital goods automatically.

e (Capital goods older than five years but less than ten years old: The committee will take into
consideration the comparative advantages/benefits of such imports vis-a-vis new capital
goods.

e (Capital goods older than 10 years: Imports of such capital goods normally will not be allowed
except for heavy equipment in the infrastructure and core sectors.

The imported capital goods will have to conform to acceptable environmental and industrial safety norms.
Apart from the criteria mentioned above, the committee might establish any other criteria, as it may deem
necessary.

Source: IMI, 9 December 1999

Under immense pressure from the domestic industry the Indian government has eased the imports of
second-hand machinery. The government of India will now allow secondhand capital goods imported into
the country under the special import license route. An importer has to purchase the special import license
from the open market at a premium and can import the second hand machinery, which is less than five-
years-old. For machinery more than five years old, the current procedure for imports will apply. It will not
be possible for importing capital goods more than ten years old. The Indian government is preparing a
notification to this effect.

Ministry officials said applications for import of second-hand machinery more than five years old would
be placed before special licensing committees in the same manner as application for import of other
restricted items.

When the new export import policy was announced in March 1999, several industry associations had
complained that import of used equipment must be made easier so that the Indian industry can acquire the
latest equipment and compete globally. This new announcement is in keeping with the demand from the
user industry and the chamber of commerce representations.

Capital goods account for 25 percent of total imports and 75 to 80 percent of the capital goods imported
into India was used machinery and equipment. Such a large percentage of imports will now be able to
bring in latest equipment. This will also facilitate the import of used equipment by small-scale sector,
which cannot afford new capital equipment.
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Source: ISA Medical, 31 March 1999
Best Prospects

Refurbished medical laboratory instruments also find a ready market in India. These instruments are used
as back-up machines in top-of-the-line hospitals. Less sophisticated hospitals and district hospitals view
refurbished medical laboratory instruments as optimal for their laboratories because the investment cost is
substantially lower than for new instruments. Some international companies operating in India also sell
used medical laboratory instrument to their Indian customers. Also, Indian hospitals and agents demand
continuous service support for these instruments and require spares when needed. U.S. Companies in the
used/refurbished medical instruments business may consider setting up liaison offices in India to promote
their products.

Source: IMI, 16 July 1998

There are several restrictions on the import of used equipment in India, prescribed by India=s import-
export policy, in force from 1997 to 2002. Actual users of such equipment without a license can import
second-hand capital goods with a minimum residual life of five years. The importer is required to furnish
a self-declaration to the customs department specifying the residual life of the second-hand capital goods
in a prescribed format.

The importer is also required to furnish a certificate from an internationally reputed inspection and
certification agency that the purchase price of the equipment is reasonable. This certificate is required at
the time of clearing the goods through customs, where the CIF value of the goods exceeds Indian rupees
10 million (US$238,000). Where the second-hand equipment has a CIF value of up to RS. 1 million
(US$23,800), customs authorities will not insist upon such a certificate.

The second hand equipment shall not be transferred, sold or otherwise disposed of within a period of five
years from the date of import, except with prior permission of the director general of Foreign Trade.
While selling, U.S. firms should remember that valuation of used or second-hand equipment is a very
technical area with frequent disputes between customs and the importer. For problems, U.S. exporters can
contact:

Mr. L.N. Lakhan Pal

Director General of Foreign Trade

Ministry of Commerce Government of India
Udyog Bhavan, Maulana Azad Road

New Delhi 110001

India

Tel: +91-11-301-1777

Fax: +91-11-301-1779

Spares, including accessories and tools for the maintenance and operation of such equipment, can be
imported to the extent of 15 percent of the value of the equipment.

India is a high-cost economy for capital equipment, and Indian manufacturers and investors constantly
seek to reduce their capital costs. For this reason, demand for used and reconditioned equipment is high
across a range of industry sectors. The best opportunities for U.S. firms to pursue are in the industry
sectors of construction, mining, medical, machine tools, plastics, steel, oil refining, computers, printing,
packaging and dairy equipment.

While rates of customs duty vary from product to product, they are, generally speaking, lower for used
equipment as compared with new equipment.
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INDONESIA

General Market Condition: No restrictions, but public institutions cannot purchase

Source: IMI Medical, 18 February 2000

The Ministry of Health prohibits public hospitals from using used or refurbished medical equipment,
however, this prohibition does not apply to private hospitals. Given the poor economic condition in
Indonesia, the purchase of new medical equipment is no longer affordable for most hospitals. The
situation has compelled private hospitals to seek alternative medical products at an affordable price.

Indonesian medical suppliers discovered that since 1999, the request for used/refurbished medical
equipment has increased. This is because hospitals need to replace the old equipment, which was mostly
purchased before the economic crisis. According to the medical suppliers, the purchases for
used/refurbished equipment are still very low, however, they anticipate the demand will gradually
increase in the future.

To protect their image, medical equipment suppliers refused to sell both new and used equipment,
although they would do it on a case-by-case basis upon order. Hospitals were unwilling to buy
used/refurbished medical equipment because they claimed that they did not get good service from the
manufacturer, spare parts were hard to replace, and after sales service was poor. To take the greatest
advantage of export opportunities, used/refurbished equipment suppliers should be able to provide
training, technical assistance, spare parts, and after sales service.

The import tariff for medical equipment for both used and new ranges from 5 to 10 percent with a value-
added tax of 10 percent.

Source: Report from CS Post (via cable), 22 February 2000

The Ministry of Health (MOH) prohibits public hospitals from using used or refurbished medical
equipment but there is no written regulation on this.

Private hospitals are not bound to the above policy. Imports of used or refurbished equipment had not
been very significant in the past. Because of low purchasing power, private hospitals are beginning to
show interest in used or refurbished medical equipment.

Local medical suppliers anticipate that the demand for used or refurbished medical equipment will
gradually increase in the future.

The import tariff for both used and new medical equipment ranges from 5 to 10 percent. It is subject to a
value-added tax (VAT) of 10 percent.

ISRAEL

General Market Condition: No restrictions

Source: Report from CS Post (via e-mail), 14 April 2003
Summary

The Israeli market for used medical equipment is very small and considered insignificant for US exports.
There is no special tariff that applies, and the official import requirements are the same as for new
equipment. However, in practice, the Ministry of Health (MOH) permits the import of used/refurbished
equipment only by specific end-users, and does not issue registration certificates for imported used
equipment.
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The Registration Process

By law, all medical equipment used in public health institutions requires MOH Registration. MOH
registration provides the health institution legal protection in the event of mal-function of the device.
Hospitals and other health institutions may import or receive donated equipment if it is for their own use
only. However, they will not receive the MOH “blessing” and they will operate the equipment at their
own risk. MOH does not approve imports of used/refurbished equipment by commercial
agencies/distributors for resell in the market.

Import Requirements

In order to release used medical equipment from customs, MOH requires the end-user to report in details
the complete history of the device: by whom, for how long, and where the equipment was used and / or
refurbished and where it was tested to comply with technical standards. The end-user must declare that
the used equipment is for its own use and provide a proof of available chain of supply (of spare parts)
from the original manufacturer.

Parallel Imports

If a manufacturer or its agent registered a medical device in Israel, a third party cannot relay on this
registration to import the same device in used/refurbished condition without being subject to the above
import requirements. The same applies to parallel imports of new equipment.

Type of Used/Refurbished Equipment already in the Market

Existing used or refurbished equipment in local hospitals include ultra-sound and laser.
Contact Information

Embassy contact:

Mrs. Yael Torres

Commercial Specialist

U.S. Embassy in Israel

E-mail: yael.torres@mail.doc.gov
Tel: +972-3-5197611

Fax: +972-3-5107215

Web site: www.BuyUSA.gov/israel

Government of Israel Contacts

Ministry of Health

Medical Technologies and Infrastructure Administration
Medical Device Department

P.O. Box 1176

Jerusalem, Israel 91010

Contact Person: Ms. Elona Bitnun, Coordinator

Tel: +972-2-5681354, 972-2-5681216

Fax: +972-2-6725827

E-mail: elona.bitnun@moh.health.gov.il

Ministry of Health

Medical Technologies and Infrastructure Administration
Medical Device Department, Tel Aviv Branch

Sheba Medical Center, Bldg. 130

Tel Hashomer, Israel 52621

Contact Person: Mr. Nadav Sheffer, Acting Director
Tel: +972-3-5303291

Fax: +972-3-5344552

E-mail: sheffer@eng.tau.ac.il
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ITALY

General Market Condition: No restrictions, but CE mark is required
See also entry for the European Union.

Source: Report from CS Post (via e-mail), 22 March 2002

There are no restrictions or special tariffs on imports of used and refurbished medical equipment into
Italy. However, the CE mark is required for all used or refurbished medical equipment and devices, and
the same safety standards apply for new and used alike.

Though there are no impediments to the purchase of used and refurbished medical equipment, but the
prevailing practice in public hospitals and medical facilities is to purchase new equipment because of
liability issues. Public hospitals are forced to comply with current regulatory issues, which mandate that
all equipment and devices utilized in public healthcare facilities has to be in accordance with CE mark
regulations, in effect from June 1998, by Directive 93/42/EC. The public healthcare service accounts for
over 75 percent of expenditures for medical equipment.

The Italian market for used medical equipment is very small and is mostly confined to the private sector.
The majority of used medical equipment now available has been on the market prior to the directive, and
in most cases does not have the CE Mark, nor does it meet the stringent safety parameters. The process of
refurbishing medical equipment to the point of meeting the requirements of the directiv