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Foot protection.
I

Overshoes

B B MADE IN FRANCE B B MADE IN FRANCE

MD Class | MD Class |

PPE CAT. | PPE CAT. |

I The shoecover is made up of 60% recycled material
I Anatomical shape adapted to all types of shoes and
morphologies

I Elastic band for ankle support

I Non-slip sole

I The shoecover is made up of 60% recycled material
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MD Class |

PPE CAT. |
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I The hydrophobic spunbond of the shoecover is made from 90%
recycled material

I Anatomical shape adapted to all types of shoes and body
shapes.

I Elastic band for ankle support
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B B MADE IN FRANCE

MD Class |

PPE CAT. |

I The hydrophobic spunbond of the shoecover is made from 90%
recycled material

I Anatomical shape adapted to all types of shoes and body
shapes.

I Elastic band for ankle support
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10.001D-10 | ) 30 1 x 500 u

XL Bag

HO1038A (oL 1 %500 u

30 |Dispenser box

I Anatomical shape adapted to all types of shoes and a

¥
morphologies REF [& G/m2 @ © %
I Elastic band for ankle support 10.041R (I IxLl 90 Bag 1 x 400 u
I Non-slip sole '
\ REF. N o2 | IO =5 B B MADE IN FRANCE
‘ 10.040R XL| <90 Bag 1x400u
B B MADE IN FRANCE
B B MADE IN FRANCE
MD Class |
I Waterproof and non-slip sole 60 pm
I Ankle support elastic band
MD Class | I Suitable for all body types and all types of shoes
- Aesammenclze) for long e s I With reinforced plasticized sole PE 80 um
I ldeal for clean environments as low particle release
I Waterproof and non-slip sole 60 pm % ¥ I For all types of shoes
I Ankle Eupport lesiic |O g REF. G &-\ ik = © %% I Recommended for very long-term use
I Very large size model 10.005V 1x200u
I Recommended for long-term use
10.006 XL 30 Bag REF. R oM | TV 5
1x400u
V% ¥ 10.007 10.005 1x200u
REF. 2 DN oM I T XL 30 Bag
10.008 1x400u
10.007/XXL XXLfe iV(;ty @l | 35 | Bag | 1x300u
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I ESD Protection: Conductive strip dissipating electrostatic
charges to protect sensitive components

I Polypropylene (PP) Material: Lightweight, breathable, and dust-
resistant for optimal comfort

I Ease of Use: Adjustable elastic for quick application and a
secure fit

I Hygiene and Safety: Ideal for clean environments, preventing
contamination from footwear

)

REF. R |omz IO i
10.035 (| Onesize | 115 | Polybag | 25x40u
PAGE: 41/ 56



MEDICOM | Product catalogue

MEDICOM | Product catalogue

Foot protection.
I

Overshoes & Overboots

OVERSHOES WEEPRO TYPE PB 6 OVERBOOTS WEEPRO TYPE PB 6

Yoo Yoo

PPE CAT. Ill

PPE CAT. lll

I Sole with a strong non-slip power

I Sole with a strong non-slip power
| Material with very low fluffiness I Material very slightly fluffy
I Two sizes available I Two sizes available
REF. AN R =i 2 = REF. VR a2 | TIO =
WL-CCE/AD-LXL L-XL WL-CBE/AD-LXL L-XL
T 63 | Polybag | 20x20u @ 63 | Polypag | 15x20u
WL-CCE/AD-SM ~|S-M WL-CBE/AD-SM S-M
STERILE WEEPRO LABO OVERBOOTS
T,
PPE CAT. |
STERILE| R

| Made from Micromium, non-linting material
I Helmke Drum cat |
I Sterile

REF.

NN oM EQ| TF

. Triple
WL-CBEMS-00 | ( ;| Onesize | 60 oacked | 902U
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Hand
protection.

Did you know?

The IEST-RP-CC005.4 standard sets out detailed test procedures for evaluating
single-use gloves in controlled environments. It focuses on crucial criteria such
as cleanliness and physical and chemical integrity. Among the tests included
are the assessment of particle release, extractables, non-volatile residues
(NVR), as well as the detection of contaminants such as silicone or dioctyl phthalate
(DOP) using infrared spectroscopy (FTIR). These tests ensure that the gloves meet
the stringent requirements of sensitive industries such as pharmaceuticals and
electronics, minimising cross-contamination and preserving the purity of the
working environment. Thanks to this standard, the gloves offer optimum protection
while helping to maintain strict cleanliness conditions in areas such as cleanrooms.

o
A

GUARANTEE THE
CONTROL OF

CONTAMINANTS
IN CONTROLLED
ENVIRONMENTS

« Compliance with the various
regulations and standards in
force (DM and/or PPE) according
to the specific needs of each
application.

« Analysis of particulate
contamination and extractables
in accordance with IEST-RP-
CC005.4.

« Evaluation of electrostatic
properties in accordance with
EN 1149-1/2/3.
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Hand protection.
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Gloves.

E——

© Medicom

Safety and Compliance
in Controlled Environments

Single-use gloves are used in cleanrooms and
controlled environments for a number of key
reasons:

« Protection of workers: To guarantee the
health and safety of people working in
these environments.

Maintaining cleanliness: Ensuring the
integrity of the production process and
product quality by avoiding contamination.

The gloves used must meet strict criteria to
comply with Good Manufacturing Practice
(GMP) and other international standards. The
aim is to reduce the risks and costs associated
with contamination by external agents.

Contamination Risks
and Types of Protection

To ensure total protection in sensitive
environments, gloves must be adapted to the
different types of contamination risks:

¢ Particulate contamination: Skin flakes,
hairs and other fine particles must be
effectively blocked to guarantee product
integrity.

Microbiological contamination: Hand
flora and the transmission of micro-
organisms require gloves designed to
prevent microbiological contamination.

Chemical and molecular contamination:
Traces of grease, sweat and other
substances can compromise product
safety. Our gloves provide a barrier against
these risks.

o Protection against electrostatic
discharge (ESD): In certain industries or
applications, electrostatic discharge can
harm sensitive equipment. ESD gloves
offer effective protection against this type
of risk.
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Double Gloving:

An Enhanced Solution
for Protection

Safety requirements can also include double
gloving,acommonpracticeinoperationswhere
additional protection is required, particularly
in environments where contamination is
particularly risky. In this context, gloves are
often designed with longer, fitted cuffs to cover
the sleeve of laboratory coats or cleanroom
suits, providing continuous protection and
avoiding exposure of the wrist or forearm.

Our Commitments:
Safety, Compliance

Laboratory gloves play a key role in minimising
the risk of contamination and ensuring the
reliability of results while maintaining a safe
and compliant working environment.

At Medicom, we understand the critical
importance of protection in high-risk
environments.

We are committed to providing single-use
laboratory gloves of the highest quality.
All our products are manufactured under a
rigorous 1SO 13485 and ISO 9001 certified
quality system, ensuring compliance with the
most stringent international standards.

Depending on the specific needs of each
application, our gloves also comply with
various regulations and technical standards,
guaranteeing maximum safety for operators
while preserving the integrity of the products
handled. Thanks to ourinnovative solutions and
long-standing expertise, we are committed to
providing laboratory gloves that support both
safety and efficiency in the most demanding
environments.
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Hand protection.

Gloves

KOLMI COVERFEEL TOUCH

B B MADE IN FRANCE

Kolmi®
Coverfeel Touch

\ MD Class |

\\ PPE CAT. llI
N\ “:‘ EN ISO 374-5:2016 “ *
N @ 2

“\: "' ' J—
W v

I Great elasticity & optimal comfort.

I Excellent grip of objects.

I Recommended in medical, industrial, and agri-food
environments.

I Made in France.

REF. "R O TOe =5
1140-A XS]
1140-B S

. 10x 100 u
1140-C M

C | Dispenser box

1140-D B L
1140-E XL

. 10x90u
1140-F XXL

* All types of food
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KOLMI COVERFEEL CARE

B B MADE IN FRANCE

Kolmi®
Coverfeel Care

\ U MD Class |

\\ PPE CAT. lll
| ASTM
W Vo
l‘

“xw . > | P commr
< Sy

I Great elasticity & optimal comfort.

I Excellent grip on objects.

I Recommended for medical, industrial, and food environments.
I Made in France.

Rer ) &0 &
1142-B 'S
1142-C M| 10x 100 u
1142-D C | L | Dispenser box
1142-E XL

— 10x90u
1142-F XX

* All types of food

KOLMI COVERFEEL CARE LONG

B B MADE IN FRANCE

Kolmi®
Coverfeel Care Long

MD Class |

PPE CAT. IlI

EN150374-5:2016 EN 4212010
ASTM
D6978-05
VIRUS

x

I Great elasticity & optimal comfort.

I Excellent grip on objects.

I Long cuff.

| Recommended for medical, industrial, and food environments.
I Made in France.

ReF NE=E= =
1144-B S|
1144-C ‘M| 10x 100 u
1144-D C L Dispenser box
1144-E XL

N 10x90u
1144-F XXL

* All types of food

MEDICOM | Product catalogue

SAFETOUCH® X'TRA

SafeTouch®
Xtra

PPE CAT. Ill

EntsOTe1201/Types  ENISO 374-5:2016

IKPT

I Dexterity and optimal comfort

I Long cuff 355 mm

I Double chlorination

I Recommended in nuclear laboratories against contamination by
radioactive particles

¥
ReF INE=1e ==
30.350N/S S|
30.350N/M M
CZ i Polybag 5x100u
30.350N/L L]
30.350N/XL XL
HIGH RISK PVC GLOVE
PPE CAT. Ill

ENISO374-5:2016  EN 1SO 374-5:2016
I : :

L

| The PVC glove is designed to protect hands against mechanical
and chemical hazards.

I The glove is made of white PVC with a long translucent PVC cuff
400 mm long.

I The glove is waterproof and airtight.

I Itis particularly recommended for use in the chemical industry,
maintenance and heavy industry: agriculture, construction, waste
collection, laundry and industrial cleaning.

¥
REF. AN \suh e} o
30.G52N/S s
30.G52N/M | | M
(o Polybag 100x2u

30.G52N/L n
30.G52N/XL XL
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Annexes.
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CONTROLLED PARTICULATE RELEASE,
AN ESSENTIAL ELEMENT OF CONTAMINATION CONTROL.

The cleanliness of clean rooms and controlled environments is primarily classified by their particulate
concentration, i.e. the number of particles of a certain size found in a given volume of air. Today there are two
globally recognized classification systems: ISO 14644-1 and GMP (Good Manufacturing Practices) Annex 1 used
in the pharmaceutical industry.

These two classification systems govern the maximum acceptable concentration of particles per m® of air.
Different particle sizes can be taken into account (from 0.1um to 5.0um).

One major difference between these two systems lies in the fact that the GMPs specify not only the maximum
authorized concentration when the cleanroom is in operation (i.e. during the production phase) but also when
itisidle (i.e. when manufacturing is not in progress).

PARTICULATE CLEANLINESS CLASSES FOR CLEAN ROOMS ACCORDING TO ISO 14644-1:

1SO Maximum permitted particulate concentration per m3 according to the following sizes
Classification 0,1um 0,2um 0,3um 0,5um 1,0 um 5,0 um
ISO 1 10 2 - - - -
ISO 2 100 24 10 4 - -
ISO 3 1 000 237 102 35 8 -
ISO 4 10 000 2370 1020 352 83 -
ISO 5 100 000 23 700 10 200 3520 832 29
ISO 6 1 000 000 237 000 102 000 35 200 8320 293
ISO 7 - - - 352 000 83 200 2930
ISO 8 - - - 3 520 000 832 000 29 300
ISO 9 - - - 35 200 000 8320 000 293 000

Source: Standard I1SO 14644-1

PARTICULATE CLEANLINESS CLASSES OF CLEANROOMS ACCORDING TO PHARMACEUTICAL GMPS:
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In order to make it easier to compare these two tables, companies producing in cleanrooms can refer to the
correspondence table below allowing a simple comparison between GMP classes and ISO classes.

GMP classes
GMP classes
Idle Active
Class A ISO 4.8 I1SO 4.8
Class B ISO 5 ISO 7
Class C ISO 7 ISO 8
Class D ISO 8 -

Explanation of ISO 4.8: In class A, no more than 20 particles of 5.0um are acceptable per m3. However, in ISO
class 4, particles of 5.0 um are not taken into account as they are too large and in ISO class 5, up to 29 per m?®are
tolerated. This is why class 4.8 makes it possible to place class A in relation to the ISO standard between class 4
and 5. This is only a means of comparison and in no way a class of the ISO 14644-1 standard.

Source: PIC/S Guide to Good Manufacturing Practice, Annex 1 - Manufacture of Sterile Medicinal Products, version 14, clause 4.

NATURE AND SIZES OF CONTAMINANTS FREQUENTLY ENCOUNTERED IN CLEANROOMS:

The vast majority of particles emitted in clean rooms are linked to humans. They mainly come from the skin by
the phenomenon of desquamation (loss of dead skin), hair (eyelashes and hair) and the emission of droplets
from the mouth and nose. They may also come from the shedding of fibres by the clothes used in the clean
room. There are two types of particle: inert particles and viable particles. Viable particles are those that can be
a source of biocontamination, which are particularly monitored in the field of health, while inert particles are
not a source of biocontamination.

Maximum permitted particulate concentration per m3 according to the following sizes
GMP categories Idle Active
0,5um 5,0 um 0,5um 5,0 um
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352 000 2900 3520 000 29 000
D 3520 000 29 000 - -

Source: Good Manufacturing Practices Annex 1
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CLEANROOM CLOTHING AS THE MAIN MEANS
TO CONTROL PARTICULATE CONTAMINATION:

Cleanroom clothing means all the items that form a barrier between the operator and the product/environment
for which the operator could be a source of particulate or biological contamination. Cleanroom clothing must
therefore have intrinsic filtration capabilities; at the same time, it must not itself generate particles or fibres.
In order to assess that potential particulate release from cleanroom clothing, there are different methods
including the Helmke Drum test and the body box test.

Helmke Drum test according to recommendation IEST-RP-CC003.4

The purpose of this test is to measure the number of particles released by an item of cleanroom clothing (gown,
coverall or hood) by simulating the movements of an active operator. The item of clothing to test is placed in a
previously decontaminated stainless steel drum whose internal atmosphere is of ISO 5 class. For 10 minutes,
at a rate of 10 revolutions per minute, the drum performs different rotation movements that make the clothing
item release the particles contained in it. A particle counter precisely and objectively quantifies the particles of
sizes equal to or greater than 0.3 and 0.5 um that have been released during the test.

The results obtained are to be compared with the table below in order to be able to place the item of clothing
in recommendation IEST-RP-CC003.4:

Particle emission rate (particles/min)
Category Clothing items
20,3 um 20,5 um
1 x frock <1700 <1000
1 x coverall <2000 <1200
3 x hoods <780 <450
1 x frock 1700 a 17 000 1 000 a 10 000
Il 1 x coverall 2 000 a 20 000 1200 a 12 000
3 x hoods 780 a7 800 450 a 4 500
1 x frock 17 000 a 170 000 10 000 a 100 000
1] 1 x coverall 20 000 a 200 000 12 000 a 120 000
3 x hoods 7 800 a 78 000 4500 a 45 000

Sources: IEST-RP-CC003.4 classification

It must be noted that only hoods, coveralls and frock
are taken into consideration in the reading table
above. However, it is easy to compare other items
such as masks or overshoes by taking into account the
material surface in m? of each of the items.

Analysis of results obtained:

The primary purpose of this test is to be able to
correlate the cleanroom clothing item with use
in one of the ISO classes. Generally, category | is
recommended for environments of class 7 or below,
and category Il for ISO classes 7 to 9. For its part,
category Ill is not taken into account in controlled
environments.
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Body box (or dispersion chamber) test:
Abodyboxisatestbenchformeasuringalltheparticles
released by cleanroom clothing worn by an individual
in real conditions. It is made up of a controlled
atmosphere booth classified ISO 4 or below, and its
purpose is to make a person perform various codified
movements for 10 minutes in order to reproduce an
activity in real conditions. Thanks to a unidirectional
downward vertical flow, the released particles are
sent to a particle counter in order to quantify them
precisely. It is one of the most representative and
most useful tests for evaluating different cleanroom
garments, in particular for comparing the results of
reusable and disposable clothing.
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ANNEX 2
GMP ANNEX 1 UPDATE.

On 25 August 2022, the new version of Annex 1 of Good Pharmaceutical Manufacturing Practices (GMPs) was
published, with an application deadline of 25 August 2023.

In Europe, GMP annex 1 provides the general guidance that is to be used for the manufacture of all sterile
medicinal products. However, some principles and guidelines can be used to support the manufacture of other
products which are not intended to be sterile, such as certain liquids, creams, ointments and intermediate
biological products with low microbial loads, but where the control and reduction of microbial and particulate
contamination are believed to be important.

This update reflects the wish to continually strengthen user safety and thus ensure overall safety throughout
the life cycle of the product, that is to say from its design to its release in the market. That safety reinforcement
particularly involves Quality Risk Management (QRM). The update emphasises that this method of risk
management must be taken into account at each stage of the life of the product and that it “must provide an
objective and scientific means of identifying, assessing and guaranteeing the potential risks of contamination
of products and processes”. All the risk analyses must therefore be carried out periodically in order to enable
the parties involved to review their performance all the time.

Another major change is related to the Contamination Control Strategy (CCS). Indeed, the reference to the CCS
is mentioned throughout Annex 1. As with Quality Risk Management, the CCS must be applied at each stage
of the product life cycle. However, one of the new features is that a global CCS will have to be set up at the
manufacturing site level in order to present the company's overall strategy to limit the risk of contamination.

Standard ISO 14644 is also mentioned throughout Annex 1. Indeed, it details the importance for manufacturers
to control their environment, particularly in respect of particulate contamination. That entails continuous
monitoring and control of the release and diffusion of inert (non-viable) particles and viable particles while
complying with the standards of ISO 14644.

Biocontamination control requires very good management of aseptic behaviour and the sterile barrier.
Personnel accessing Grade A and B areas must be trained in the procedures and must be able to assess the
compliance of their equipment. Periodic reassessments must be carried out. In Grade A and B rooms, sterile
equipment must become the norm and regular samples must be taken to check compliance.

In conclusion, this update of GMP Annex 1 reinforces control and the adoption of strategies, particularly
in order to reduce the risks of biocontamination and particulate contamination. This reinforcement,
added to therisk analysis at every stage of the product life cycle, serves the sole purpose of guaranteeing
and reinforcing the safety of patients and users.
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