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2. Europe's Imports of Surgical Instruments: 

Europe is one of the largest markets for imports of surgical instruments from the 

world. The total import of surgical instruments by EU in 2017 was worth 16.25 

Billion EUR which was 1.08% higher than imports in 2016. According to estimates, 

the demand market will continue to grow with increasing demand for safe, cost and 

time-effective solutions. 

Table 2 

Imports of Surgical Instruments from EU extra 

Sr.No Country I Partner Imports (2017) 
(In Million Euros) 

1. United States 7,240.39 

2. Mexico 1,636.73 

3. China 1,451 .72 

4. Japan 11149.05 

5. Costa Rica 468.38 

6. Malaysia 391.05 

7. Israel 337.38 

8. Singapore 312.63 

9. South Korea 287.64 

10. Taiwan 188.92 

Source: Eurostat 

The European market is dominated by United Stated with a share of 44% in the 

import of surgical instruments followed by Mexico (1 0%), China (9%), Japan (7%), 

Costa Rica (3%), Malaysia (2%), Israel (2%), Singapore (2%), South Korea (1 %) and 

Taiwan ( 1%). Together these top ten countries make up for 80% of the import market 

in the EU. 

Among the developing countries, Mexico and China are the leading suppliers of 

surgical instruments to EU. However, other developing countries have also seen 

increase in their annual export rates such as Costa Rica (22%), Malaysia (5%), 

Vietnam (29%), India (19%) and Thailand (16%). These statistics clearly show that 



•m<RGanG 

PAKISlAO 
there exists immense potential for developing countries in the surgical sector with 

increased value addition, branding and better pricing. 

3. Pakistan's Exports to Europe: 

Pakistan has a well-established surgical instruments industry which is not only 

catering to the domestic market but also generating foreign exchange earnings. 

According to estimates, over 90% of total production is exported to the US, Europe, 

Latin America and other markets. 

Despite having the raw materials, skilled labour force and competencies, the surgical 

industry of Pakistan has not been able to fully capitalise on the potential of its 

exports. Pakistan exported surgical instruments worth 105.92 Million EUR in 2017 

which is not even 1% of the total market share. 

Table 3 

Direction of Pakistan's Exports to EU in 2017 

Country/ Partner Exports Volume %Share 
(In Million Euros) 

Germany 38.47 36% 

United Kingdom 28.64 27% 

France 10.0 9% 

Belgium 3.78 4% 

Netherlands 2.09 2% 

Pakistan's major export destinations are Germany, UK, France, Belgium and 

Netherlands. Together these countries make up for 78% of Pakistan's total exports 

of surgical instruments to Europe. Pakistan's ranking in the top five EU countries are 

as under: 

• Germany: Pakistan is ranked 1oth in surgical instruments imports; 

• United Kingdom: Pakistan is ranked 5th in surgical instruments imports; 

• France: Pakistan is ranked 1ih in surgical instruments imports; 

• Belgium: Pakistan is ranked 19th in surgical instruments imports; 

• Netherlands: Pakistan is ranked 20th in surgical instruments imports; 





5. Pakistan's Competitors in the Belgian market: 

Pakistan faces a stiff competition in the Belgian market despite having all the 

resources, economies of scale, skilled labour force and wide product range. The 

major reasons are as under: 

-~' Lack of marketing and distribution - the industry is mostly SMEs; therefore 

they do not have the resources to market their products on their own. 

Resultantly, they operate through international distributors and traders. 

-~' No branding - Unlike competitors such as China, India, Vietnam, Pakistan's 

surgical industry has no established brands. Most products get exported to 

other countries, where they are branded and sold in the international market 

at high prices. 

-~' Technology Constraints - Pakistan's surgical industry lacks R&D for 

developing new sophisticated products for niche markets like Europe and 

America. 

Table 5 

Pakistan's Competitors from EU Extra Countries 

Rank Country I Partner Exports 
(In Million Euros) 

16m China 68.92 

17m Vietnam 49.81 

19th Malaysia 34.23 

29th Philippines 10.1 

30m India 9.85 

36tn Pakistan 3.78 

Source: Eurostat 

During the period January- November 2018, Belgium imported surgical goods worth 

4.24 Billion EUR and Pakistan exported products worth 3.14 Million EUR. This 

clearly shows that there exists a lot of export potential for Pakistan in the Belgian 

market through diversification, R&D, compliance to EU requirements and branding. 
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6. Regulations I Requirements for Import of Surgical Instruments 

European Union has in place certain specific requirements for the import of surgical 

instruments. Some of the most relevant are as under: 

Medical Devices Directive 93/42/ECC: This pertains to quality and labelling 

requirements: 

Quality - EU markets require CE marking. The requirements include a quality 

system for design, manufacture, and final product inspection and testing (such as 

ISO 13485). 

Labelling - the label, the outer packaging and instructions for use must contain the 

name and address of the authorised representative if the manufacturer does not 

have a registered place of business in the EU. It must also have information 

essential to identify the device and the contents of the packaging, especially for the 

end users . 

..! The product must include the world STERILE (where appropriate), 

../ the batch code preceded by the word LOT or the serial number; 

../ where appropriate, the date by which the device should be used, in safety, 

expressed as year and month; 

../ where appropriate, an indication that the device is for single use. A 

manufacturer's indication of single use must be consistent across the 

European Union; 

../ if the device is custom-made, the phrase "custom-made device"; 

../ if the device is for clinical investigations, the phrase "exclusively for clinical 

investigations"; 

..! any special storage and/or handling requirements; 

..! any special instructions for use; 

..! any warnings and/or precautions to be taken; 

../ year of manufacture for active devices other than those covered under (e). 

This indication may be included in the batch or serial number; 

../ where applicable, method of sterilisation. 





c. Unlike our competitors, Pakistan has no renowned brands in the international 

market. Resultantly, the buyers for Pakistani products are mostly distributors and 

wholesale dealers who sell these products under their own brand names. Also 

companies do not have the resources to establish their own distribution networks 

in the European markets. 

d. Lack of technological advancement restricts Pakistan's potential in terms of 

exports. Pakistani exporters are still manufacturing traditional products. There is 

a huge market for production of instruments through other materials such as 

plastics and synthetics. 

8. Recommendations: 

The following recommendations are made: 

a. Exporters need to comply with the regulations and requirements of the European 

Union. There is a need to sensitise the exporters about the EU requirements such 

as ISO Certifications, Medical Devices Directives pertaining to quality and 

labelling etc. Ministry and TDAP may consider organising seminars with the 

support of Sialkot Chamber and SIMAP to sensitise the surgical industry 

especially the small firm. 

b. A delegation of surgical instruments exporters should be arranged to visit 

Belgium. This office will arrange their meetings with major importers I wholesale 

dealers and distributors. This would help the industry in understanding the 

requirements of the European markets and can help them establish direct 

linkages with the importers. 

c. Through public-private partnership, the surgical industry must focus on research 

and development, which can help in adapting to new methods of production but 

also develop new products that are made out of plastics and synthetic material. 
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9. List of Major Belgian Companies associated with Surgical Instruments 

Sector: 

Etablissementen Van Houdt BVBA 
+32 32379961 
www.vanhoudt-medical.be 

Van Hopplynus Instruments SA 
+32 22292929 
info@vanhopplynus. com 

Instrumentation Difra SA 
+32 87898080 
info@difra.be 
www.difra.be 

Societe Auxiliaire De Distri D'art Medicaux SPRL 
+32 25116339 
www.fremineurbandagistesbruxelles.be 

Medtronic Belgium NV 
+32 24560900 
reception. brussels@medtron ic. com 
www.medtronic.be 

Mathys Orthopaedics Belux NV 
+32 16388120 
www.mathysmedical.com 

Stapler Belgium NV 
+32 22673810 
info@stopler.be 
www.stopler.be 

Surgical Instruments Belgium SA 
+32 81450459 
info@sibel.be 
www.sibel.be 

Carl Zeiss NV 
+32 27193911 
info@zeiss.be 
www.zeiss.be 

Hospithera SA 
+32 25350202 
info@hospithera.com 
www. hospithera. com 
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