
Personnel in a cleanroom are the biggest contamination risk during aseptic processing and Annex 1 
Part 7 outlines the requirements needed regarding personnel numbers, behaviour, skills and clothing. 
The implementation of a precise contamination control strategy is key to ensuring that the PPE they’re 
wearing is suitably assessed and monitored. 

All Ansell sterile PPE - gloves, clothing, goggles, RABS/Isolator gloves - has certification to prove they 
have been subjected to the full sterilisation process and each product within the range comes with a full 
validation pack including product and quality statements and applicable comprehensive test results.

Annex 1 places considerable emphasis on barrier technology to separate the operator from the product 
to maintain Grade A conditions. This can be accomplished by the use of RABS or isolators, our range of 
RABS and Isolator gloves are available in di"erent port sizes and a choice of materials including Nitrile, 
CSM, NRL, Neoprene, EPDM and EPDM+ the most suitable material will be dependent on the application 
and can be decontaminated by autoclaving, VHP or IPA**. 

PART 4.18 - 4.22 BARRIER TECHNOLOGIES
Our sterile Nitrile RABS & Isolator glove range comprises of gloves, mittens 
and sleeve/glove systems and are 100% water leak tested for glove 
integrity and resistant to VHP, IPA and disinfectants for in situ sanitizing. 

PART 7.11 CERTIFICATION 
Certificates of Irradiation (Gamma) or Certificates of Processing 
(EtO) per product lot no. can be downloaded via our easy to use 
certificate tool on www.ansell.com/life-sciences/certificates.

MAKE SURE YOU’RE 
DRESSED FOR THE PART
Ansell can provide full head to toe sterile PPE 
and product protection solutions to ensure your 
Annex 1 ready

*Always check your local recyclable status of packaging materials in your country.
**Please check product validation pack for full test results. Ansell, ® and ™ are trademarks owned by Ansell Limited or one of its a"iliates. © 2023 Ansell Limited. All Rights Reserved.

Or contact your Fisher Scientific representative today for more information.
Discover all our sterile protection solutions for your aseptic processing needs at www.fischersci.com
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CCeerrttiiffiiccaattee  ooff  IIrrrraaddiiaattiioonn
Date Issued: 04-Jan-2022

http://www.steris-ast.com

 10069841

This is to certify that Synergy Sterilisation Rawang (M) Sdn. Bhd., a STERIS Company has where appropriate 
delivered an irradiation process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 9001 Quality Management System
EN ISO 13485 Quality System - Medical Devices

NITRITEX (M) SDN BHD
No 2 Jalan Jurunilai U1/20
Seksyen U1 Hicom Glenmarie Ind Park
Selangor
40150  Shah Alam

OOrrddeerr  IInnffoorrmmaattiioonn

101178Account Number:
Synergy Health Sales Part Reference: 1055050
Customer Reference Number: SNB21/0474

BIOCLEAN-D ST. CVRL HOOD (S-BDCHT)Product Description:
Validation Reference: R150111 Rev.2
Quantity Received: 188
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: 38.0
Other Process Details:

PACKING :  20Pieces/Ctn  

PRODUCT LOT NO BATCH NO QTY
CODE
S-BDCHT-XL 21-3015 - 188

IIrrrraaddiiaattiioonn  DDaattaa

Date and Time of Irradiation: 04-Jan-2022  03:23
Reference Dose Range kGy: 30.9 - 31.2 
Calculated Minimum Dose kGy: 28.2
Calculated Maximum Dose kGy: 37.5

Irradiation Release Authorised By Synergy Sterilisation Rawang (M) Sdn. Bhd, a STERIS Company

Registered Office: 170-09-01, Livingston Tower, Jalan Argyll, 10050  George Town, Pulau Pinang , MALAYSIA
   VAT Number: 000878280704

Processing Site: Lot 42 Jalan Industrial 2/1, Rawang Integrated Industrial Park, Rawang, 48000 Phone No: +60(0)3 6099 9600
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PART 7.13 
GOGGLES & 
FACEMASK
to ensure full face 
coverage to prevent the 
shedding of droplets 
and particles into the 
environment.

PART 7.11 PACKAGING
All sterile PPE is double or triple bagged in durable, recyclable* 
plastic packaging to reduce contamination and includes sterilsation 
indicators to show the PPE has been sterilised to a Sterility Assurance 
Level (SAL) 10-6.

PART 7.16 & 7.13 GLOVES
Our sterile 300mm/12” gloves are available in 
Latex (NRL), Neoprene, Nitrile and PI and can 
be disinfected using alcohol disinfectants** and 
double-donned to comply with aseptic gowning 
and SOPs. 

PART 7.16 & 7.13 GLOVES
Our longer length 400mm/16” & 
600mm/24” gloves provide extra 
coverage of the arm to make sure
no risk of gaps between garment
and gloves.

CERTIFICATE OF IRRADIATION

Brand TouchNTuff®

Size(s) 6.5,7.0 (S),7.5,8.0,8.5,9.0

Material Neoprene (Polychloroprene)

Style 73-701

Short Description Sterile Disposable Neoprene Glove with Low Allergy Potential

Lot Number 221004

Batch Number 2210519404

Manufacturing Date 2022-10

Expiration Date 2027-09

Ansell certifies that the product above has been successfully sterilized as follows in accordance with Ansell product specifications:

Min. Specified Irradiation Dose (kGy) 25

Irradiation Location Ansell N.P. Sdn Bhd, Lot 80, Air Keroh Industrial Estate, Melaka, 75450 Air Keroh,
Malaysia

Irradiation Lot No 2210519404

Irradiation Date 24 November 2022

Min. Dose Delivered (kGy) 26.10

Max. Dose Delivered (kGy) 34.30

Electronically Signed by:
Derek Quek Yeang
Manager, QA 

Date: 1 December 2022

For additional information visit us at www.ansell.com, or call us at:

Europe, Middle East & Africa Region
Ansell Healthcare Europe N.V.
T: +32 (0) 2 528 74 00
F: +32 (0) 2 528 74 01

North America Region
Ansell Healthcare products LLC
T: +1 800 800 0444
F: +1 800 800 0445

Australia
Ansell Limited
T: +61 1800 337 041
F: +61 1800 803 578

Asia Pacific Region
Ansell Global Trading Center 
(Malaysia) Sdn Bhd
T: +603 8310 6688
F: +603 8310 6699

Latin America & Carribean Region
Ansell Commercial Mexico S.A. de C.V.
T: +52 442 248 1544 / 248 3133
 

Russia
Ansell PYC
T: +7 495 258 13 16

Ansell, ® and ™ are trademarks owned by Ansell Limited or one of its affiliates. US Patented and US and non-US Patents Pending:
www.ansell.com/patentmarking © 2020 Ansell Limited. All Rights Reserved.

PART 7.11 LOW LINTING 
DISPOSABLE GARMENTS
strategically folded to aid 
aseptic donning.
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