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DESCRIPTION CERTIFICATION

      Antiseptic Gel
      75% Alcohol
      Kills 99.99% Bacteria
      CE and EN certified

Packaging: Size Range - 60ML, 100ML,
           250ML, 500ML, 1LTR &
           Bulk Packaging

Packaging Detail:

Lead Time: 500,000 Litres Per Week
                     Ex Works 

CE / EN 1500 
MSDS
GMP

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

HAND SANITIZERS

 

 
 

ECM Institute issues this 

 

Certificate of Conformance 

     
To: 

     

     
Having read the presence of the Test Reports as evidence of its good 

manufacturing practice 
Finding it in conformance with Regulation (BPR) 528/2012  

Hygienic Handrub & Handwash, Surgical Hand Disinfection 
 For the following standards: 

     
EN 1276:2009, EN 1499:2013, EN 1500:2013 

     
In reference to: 
     
 Product Type : Antiseptic Hand Sanitizer 
     
 Product Reference : 30ml, 50ml, 60ml, 100ml, 200ml, 250ml, 300ml, 

500ml, 1000ml 
 
     
Certificate of Conformance no. 0P200402.PWIDW61 
Technical Construction File no. TGMJ20032537713 
  
Date of issuance : 02 April 2020   
Expiration date : 01 April 2023  
   authorized by : 
   

  
   Luca Bedonni ECM Service Director 
     
   Ente Certificazione Macchine  

Via Cà Bella, 243 - 40053 Valsamoggia  
Loc. Castello di Serravalle (Bo) Italy 
 +39.0516705141  +39.0516705156  
 info@entecerma.it  www.entecerma.it 

 



DESCRIPTION CERTIFICATION

     Kills 99.9% of bacteria within 5 minutes
     Non Antibacterial Options Available
     Safeguards against cross contamination
     Unperfumed (Frangrance options available)
     Free from solvents, harsh chemicals,
     perfumes and dyes
 
Packaging: Size Range - 60ML, 100ML,
           250ML, 500ML, 1LTR &
           Bulk Packaging /
           Available in various sizes

Packaging Detail:

Lead Time: 500,000 Litres Per Week Ex Works 

CE /  BSEN 1276 
MSDS
GMP

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

HAND SOAP



DESCRIPTION

Hand Wipes
Non-woven, 50gsm, 30% plant fiber, 70% pp
Size:18.5*14cm
40pcs per bag
Plastic Lid
75% alcohol disinfectant & Antibacterial
Disinfecting Wipes(Non alcohol, main
ingredients: Benzalkonium chloride)
Materials: Non-woven fabric; pear embossed
Size: 15*18 cm, 10 pcs per bag
Packing: 200 bags/carton
  Aluminized film packing
  10 pcs pocket packs also available
Carton size: 44*38*28cm
Weight: 16KG/Carton

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

HAND WIPES
CERTIFICATION

CE /  BSEN
EN 149:2001 + A1:2009



DESCRIPTION
Type (Type IIR also available): ear-loop/tie on
Color: blue, white, green, purple
Width: 9.5 cm(+/-0.5cm)
Length: 17.5 cm(+/-0.5cm)
Air permeability(mmH2O/cm2):
Delta P between 2 – 5
Package: 50 pcs/box,40 boxes/carton
Storage: 5 years from production date, keeping
               dry, cool and keep away from sunlight
               and direct heat
Moderate Fluid Resistance 120mm Hg
Bacterial filtration efficiency (BFE): ≥98 %
Certificate: ISO 13485:2016
No natural rubber latex
Designed to be fluid resistant to splash and spatter
of blood and other infectious materials, intended
to reduce wearer exposure to airborne particles
provides 95% filtration efficiency of at least 0.3
micron particles in a size 99% Bacterial Filtration
Efficiency (BFE)

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

SURGICAL MASK
CERTIFICATION

BFE & DP Test Report
Standard: EN14683 / YY 0469-2011

Colour Options:



DESCRIPTION

TYPE FFP2
Material: non-woven filter layer

Filtration level: > 95 % for particles from 0.1
            to 0.3 micron

Air permeability: > 2 mm H2O

Shape of the mask: duckbill, folded (horizontal)
width-wise

Without valve

Fits all face shapes, without inspiration/
expiration air-leakage

Upper edge has integrated easy malleable
nose bridge strip reducing fogging of
protective eye-wear

Pre-attached elasticated straps

Colour: white
Non-sterile
Single use, disposable

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

FACE MASK
CERTIFICATION

CE /  BSEN
EN 149:2001 + A1:2009



DESCRIPTION

TYPE FFP3
Material: non-woven filter layer

Filtration level: > 95 % for particles from 0.1
            to 0.3 micron

Air permeability: > 2 mm H2O

Shape of the mask: duckbill, folded (horizontal)
width-wise

Without valve

Respirator mask fits all face shapes, without
inspiration/expiration air-leakage

Upper edge has integrated easy malleable
nose bridge strip reducing fogging of
protective eye-wear

Pre-attached elasticated straps

Colour: white
Non-sterile
Single use, disposable

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

FACE MASK
CERTIFICATION

CE /  BSEN
EN 149:2001 + A1:2009



CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

FACE MASK

CERTIFICATION

CE / BSEN
EN 149:2001 + A1:2009

DESCRIPTION

N95 Mask
DUCK SHAPE
NIOSH-approved
FDA Approved
EN14683 approced



DESCRIPTION

Designed to be worn in a tough work
environment

Flexible PVC frame for ultra comfort

Transparent color for better side visibility

Indirect ventilation

Antifog

Product Material: Polycarbonate

PROTECTIVE AGAINST BLOOD AND FLUIDS

SHOULD FIT OVER AND AROUND EYES

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

SAFETY GOGGLES
CERTIFICATION

CE CERTIFIED TO EN 166:2001



DESCRIPTION

Distortion-Free
The head frame(holds shield away from
face,no pressure on temples)
Protects face from spattering
Anti-fog treatment on inside and outside of
shield
Elastic band can be adjuster
Functon: Anti fog, dustproof and splash proof
Material: (0.25 + 0.02) mmPET
Size: 32*22cm
Hading degree: Full transparency
Weigth: (39 + 2) g
Ctn details: 200pcs/ctn,70*36*42cm, 8.7kg/9.2kg
          

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

FACE SHIELD
CERTIFICATION

ROHS EN149/ CE EN166 / FDA

DESCRIPTION

Distortion-Free
The head frame(holds shield away from
face,no pressure on temples)
Protects face from spattering
Anti-fog treatment on inside and outside of
shield
Elastic band can be adjuster
Functon: Anti fog, dustproof and splash proof
Material: (0.25 + 0.02) mmPET
Size: 32*22cm
Hading degree: Full transparency
Weigth: (39 + 2) g
Ctn details: 200pcs/ctn,70*36*42cm, 8.7kg/9.2kg
          

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

FACE SHIELD
CERTIFICATION

ROHS EN149/ CE EN166 / FDA



DESCRIPTION

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

DISPOSABLE GOWN
CERTIFICATION

ROHS EN149/ CE EN166 / FDAIsolation Coat
Prevent Splash
Antistatic
Dustpproof
Isolate Virus
Fabrc Softness
Disposable Use
Professional Testing
Independent Packaging
Material: 40/60 g Non-woven fabric
Case Pack: 1 piece per polybag / 60 pieces
                      in carton
Size: Universal Size
        (Clothing length -115 cm)
        (Bust 135 cm)
      



DESCRIPTION

CORSTON SINCLAIR LTD. 
www.corstonsinclair.com

BOOT COVERS
CERTIFICATION

CE / ENKnee-high coverage

Breathable

Fluid-resistant material

Coated polypropylene below ankle for
maximum fluid protection

Heat-sealed seams reduce chance of
fluid penetration
      

Form QAT_10-M04, version 00, effective since March 6th, 2020  

Ente Certificazione Macchine  
Via Cà Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy 

 +39.0516705141  +39.0516705156  info@entecerma.it  www.entecerma.it 
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 Documentation Review  
No. 5J200322P.JCG0107 
 
Holder:  

 

  

Review goal: Verification of the presence of Technical 
Documentation compatible with the 
Medical Devices Directive 93/42/EEC 
Annex VII 

Product: protective clothing 

Model(s): CLUF200、CLUF201、CLUF300 

Classification: Class I (Not Sterile) 
(accordingly to the Manufacturer’s declaration) 
 

Review output: This document has been issued on a voluntary basis and 
upon request of the manufacturer. It is our opinion that 
the Technical Documentation shared with us by the 
manufacturer is compatible with the European 
Standard for Medical Devices.  
Technical documentation identified with the no.   
TMDDMJ20200320021-AG02-135 
The manufacturer is responsible for the CE Marking 
process, and not exempted to carry out all necessary 
compliance activities. This document has been issued 
on the basis of the regulation on ECM Voluntary Mark 
for the certification of products. RG01_ECM rev.3 
available at: www.entecerma.it 

 
 

Date of issue 22 March 2020 
Approver 

ECM Service Director 
Luca Bedonni 

 Expiry date 21 March 2025 
 

Technical Expert 
Amanda Payne 
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