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Bergamot’s
Advantages

WE MANUFACTURE
We manufacture and distribute high-quality 
examination and protection gloves suitable for the 
medical, industrial, food, household, and beauty 
sectors.

WE SOURCE
We source and acquire branded and non-branded 
products worldwide, collaborating with both 
multinational and local providers to ensure our 
clients get the best products that meet their needs.

WE CONSOLIDATE
We optimize procurement and 
distribution through our 
resources and warehousing 
infrastructure. By consolidating 
products, we provide customers 
with a cost-effective and 
efficient solution, reducing lead 
times and hidden costs.

WE DELIVER
Our three local branches and 
four overseas distribution 
centers provide a broad range of 
delivery options, such as direct 
store delivery and warehouse 
replenishment programs. We 
implement these options locally, 
nationally, or internationally to 
ensure timely and convenient 
delivery to our customers.

WE CONSULT
Our experience allows us to offer 
our consulting services across 
the globe to many returning 
customers.

Our business has a well-established and effective model, along with a clear and consistent 
strategy that has led to strong domestic and international growth through both organic 
means and strategic acquisitions.

Business Model & Strategy
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Full Supply Chain Management

The Bergamot’s 
Advantages

We offer a full Supply Chain Management solution that spans across the entire chain of 
production, from responsible sourcing to logistics support. We help customers eliminate 
hidden expenses, enhance efficiency, and free up time and warehouse space to improve their 
bottom line.

The Bergamot Advantages

Supplier
Relationships

Purchasing
Power

Extensive
Product Range

Warehouse
& Distribution

Customer
Delivery

Reporting
& Advice

FULL SUPPLY CHAIN MANAGEMENT

CUSTOMER VALUE

Customer Service
& IT

HIGH-TECH 
ADMINISTRATION

MORE EFFICIENT

Global Sourcing
& Procurement

ENHANCED PURCHASING 
POWER

MORE TIME

Warehousing &
Distribution Infrastructure

LOWER OPERATIONAL 
COST

MORE SPACE

Bergamot: Maximizing Customer Value
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Regulations,
Standard’s & Awards

1. MDA Certificate– Medical Device Authority
It is a type of QMS to ensure safety and performance throughout the medical device supply chain.

2. Medical Device Regulations (EU) 2017/ 745
The EU Regulation 2017/745 which was enforced on May 26, 2021, in all EU countries, replaces 
Directive 93/42 EEC (standards EN 455 parts 1,2,3 and 4) and provides the requirement of medical 
gloves production, as well as the obligations of labelling and assessment of biological safety and 
validity. 

3. PPE Regulation 2016/425, Category I, II, III
Personal Protective Equipment (PPE)

The new PPE Regulation EU 2016/425 now specifies three classes based on risk definitions:

4. ISO 13485 Medical Device Quality Management
ISO 13485 is an international standard that serves as a model for medical device manufacturers to 
meet regulatory requirements

5. Chemo Drug Test Reports (ASTM D6978)
The objective of this practice is to provide a uniform procedure for assessing the resistance of 
medical glove materials to permeation by chemotherapy drugs and to establish a consistent 
reporting of the test data.

CAT I: minimal risk, self-certified.  
CAT II: risks other than those listed in Categories I and III; certified by an approved body.
CAT III: very serious risks which may cause death or irreversible damage to health; certified by an 
approved body.
Only the approved bodies may issue a CE mark for PPE CAT II and CAT III. The gloves may not be 
sold or used without a proper CE Mark. 

Only the approved bodies may issue a CE mark for PPE CAT II and CAT III. The gloves may not be sold 
or used without a proper CE Mark. 
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6. EN14683:2019 – TYPE I, II, IIR & ASTM F2100-19 Level 1,2,3

ASTM F2100 -19 EN 14683: 2019 Barrier Levels

Level 1

≥95

Level 1 Level 1 Type IIR

≥95

≥95

Pass at
80mmHg

Synthetic Blood ASTM
F1862, ISO22609

Differential Pressure 
EN14683

Flammability
16 CFR Part 1610 Class 1 (≥ 3.5 seconds)

See European Medical Directive
(2007/47/EC, MDD 93/42/EEC)

Physical 
Testing

Barrier 
Testing

Safety 
Testing

Sampling ANSI/ ASQC Z1.4 
ISO 2859-1

PFE %
ASTM F2299

BFE %
ASTM F2101, 

EN14683

<5.0 mmH20/cm2

Level 2 Level 1

≥98 ≥98

≥98 Not required

Not required
Pass at

80mmHg
Pass at

160mmHg
Pass at ≥16.0 kPa 

(>120 mmHg)

<6.0 mmH20/cm2 <40 Pa/cm2 <60 Pa/cm2

• AQL 4% for BFE, PFE, Delta P
• 32 masks for Synthetic Blood
 (Pass = ≥ 29 passing, Fail = ≤ 28 passing)
• 14 masks for Flammability

• Minimum of 5 masks up to an AQL 
 of 4% for BFE, Delta P
• 32 masks for Synthetic Blood 
 (Pass = ≥ 29 passing, Fail = ≤ 28 passing)

MEDICAL FACE MASK TESTS AND REQUIREMENTS
U.S.A.: ASTM F2100-19 STANDARD SPECIFICATION FOR PERFORMANCE OF MATERIALS USED IN MEDICAL FACE MASKS

 EUROPE: EN14683:2019 MEDICAL FACE MASKS – REQUIREMENTS AND TEST METHODS

Regulations,
Standard’s & Awards
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