
1

For the Cleanroom Environment
For Industrial Use Only

DATA PACK

HALYARD* PUREZERO* HG3 WHITE  
STERILE CLEANROOM GLOVES



2

HALYARD* PUREZERO* HG3 WHITE  
STERILE CLEANROOM GLOVES DATA PACK

All documents depicted here are FOR EXAMPLE ONLY. For specific documents related to lot numbers, please  
visit www.halyardhealth.com/information, or ask your Distributor or HALYARD* Representative.

TABLE OF CONTENTS

Technical Data Sheet .................................................................................................................................................................. 3

COA – Certificate of Analysis.................................................................................................................................................... 6 

COI – Certificate of Irradiation .................................................................................................................................................7

Package Labels

Case Label.............................................................................................................................................................................. 13

Pouch Label........................................................................................................................................................................... 14

Sterilization/Irradiation Label .............................................................................................................................................15

Packaging Certificates

Pouch COA ............................................................................................................................................................................17

Wallet COA ...........................................................................................................................................................................20

Dose Mapping Report ...............................................................................................................................................................25

Safety Data Sheet .......................................................................................................................................................................36

REACH Regulation Letter.........................................................................................................................................................38

Certificate of Registration 9001: 2015.................................................................................................................................39

Certificate of Registration ISO 13485:2016........................................................................................................................ 41

COPY-04366  7/8/2022



3

TECHNICAL DATA SHEET



4

HALYARD* PUREZERO* HG3 
White Sterile Nitrile Gloves
For the Critical Cleanroom Environment
For Industrial Use Only

TECHNICAL DATA SHEET
Description 

HALYARD* PUREZERO* HG3 White Sterile Nitrile 
Cleanroom Gloves are designed for critical 
cleanroom environments such as pharmaceutical and 
biotechnology cleanroom manufacturing as well as 
sterile compounding cleanroom applications. These 
hand specific gloves are clean processed (washed 
repeatedly in deionized water) to ensure consistent 
control of low particles, extractables and endotoxin 
levels, and are recommended for use in ISO Class 3 
or higher and Grade A/B/C/D cleanrooms. Because 
HALYARD* PUREZERO* HG3 Sterile Cleanroom Gloves 
are made with an accelerator-free1 nitrile polymer, there 
is a reduced risk of allergies and skin irritation associated 
with accelerator chemicals in other nitrile gloves.

Physical Properties 
AQL 1.0

Sterile ✓

Hand Specific Pairs ✓

Smooth Grip ✓

Textured Fingertips and Palms ✓

Accelerator-Free1 ✓

Low Dermatitis Potential ✓

Latex-Free ✓

Powder-Free ✓

Silicone-Free ✓

Static Dissipative in Use2 ✓

Tensile Strength3 20 MPa (Target)

Ultimate Elongation3 600%

Sterility Assurance Level (SAL) 10-6 

Shelf Life 5 Years
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Cleanliness Properties 
Max Particle Count  >0.5μm / cm2  <950 IEST RP-CC005

Max Endotoxin Level <20 EU

Ionic Content  
(Extractable ions)

Max Level (ug/g) IEST RP-CC005

Calcium 50

Chloride 35

Magnesium 5

Nitrate 20

Potassium 5

Sodium 10

Sulfate 10

Zinc 25

Ammonium 5
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TECHNICAL DATA SHEET

HALYARD* PUREZERO* HG3 
White Sterile Nitrile Gloves
For the Critical Cleanroom Environment
For Industrial Use Only

Packaging Data 
Triple layer packaging (poly pouch and poly bag plus case liner)

200 hand specific pairs per case: 2 gloves/poly wallet & pouch x 20 sealed 
pouches per bag x 10 PE bags per lined carton

Packaged in ISO Class 5 Cleanroom 

Quality & Regulatory Standards 
Compliant to these regulatory standards: 

ISO 9001
ISO 13485

Compliant to these food handling regulatory standards:
 FDA 21 CFR 177-2600
 Commission Regulation (EU) No 10/2011
 Japan Food Sanitation Act
FDA 21 CFR part 820 accreditation
CE 2797 PPE  Category III according to Regulation (EU) 2016/425 EEC

EN ISO 374-5:2016 Virus Protection 
EN ISO 374-1:2016/Type C K-Low Chemical Protection
EN 420:2003 +A1:2009

Compliant with the REACH regulation
Static Dissipative in Use 
     Tested per ANSI/ ESD SP 15.1
Tested against EN 1149: Protective Clothing - Electrostatic Properties

*Registered Trademark or Trademark of O&M Halyard or its affiliates. ©2020, 2021. All rights reserved.
  008349 COPY-04005

1   Not formulated with these commonly used vulcanizing chemicals: Sulfur, Thiurams, Thiaxoles, Guanidines  
and Carbamates.

2 Tested against ANSI SP 15.1 and EN 1149 (Protective Clothing - electrostatic properties)
3 Tested per ASTM D6319, EN 455-2      
This fact sheet has been created using the most recent information. In the interest of continuous improvement,  
the characteristics of the products may change without prior notice.

Additional Glove Information 
Recommended for use in ISO Class 3 or higher and Grade 
A/B/C/D cleanrooms.

Made in Thailand

Declaration of Conformity (DoC) and Certificates of Analysis 
(COA) and Certificates of Irradiation (COI) for every production 
lot available on-line at halyardhealth.com/information

Ordering Information 
HALYARD* PUREZERO* HG3 WHITE STERILE NITRILE 
GLOVES, HAND SPECIFIC, SMOOTH GRIP, TEXTURED 
FINGERTIPS AND PALMS

Size Code
6.0 CLN323260
6.5 CLN323265 
7.0 CLN323270 
7.5 CLN323275 

Size Code
8.0 CLN323280 
8.5 CLN323285 
9.0 CLN323290 

10.0 CLN323210 

For additional information or samples, 
contact your local distributor or visit 

www.purezerogloves.com

Manufactured in our Safeskin Medical &  
Scientific (Thailand) Ltd. location

Glove Dimensions
6.0 6.5 7.0 7.5 8.0 8.5 9.0 10.0

Glove Length (inch/cm) 12”/30.5 12”/30.5 12”/30.5 12”/30.5 12”/30.5 12”/30.5 12”/30.5 12”/30.5

Width of Palm (mm) 80 87 94 98 109 114 120 128

Middle finger length (mm) 70.8 72.4 80.6 83.9 86.0 90.1 92.7 96.2

Finger Tip Thickness 0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

0.16 mm  
(6 mil)

Palm Thickness 0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

0.13 mm  
(5 mil)

Cuff Thickness 0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)

0.10 mm  
(4 mil)
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� STE RI S 
http://www.steris-ast.com 

Certificate of Irradiation 
Date Issued : 29-Apr-2022      STT20220960  

This is to certify the STERIS TOMOE (THAILAND) LTD. has where appropriate delivered an irradiation 
process in accordance with: 

EN ISO 11137-1 
EN ISO 13485 

Sterilisation of Health Care Products 
Quality System - Medical Devices 

SAFESKIN MEDICAL & SCIENTIFIC (THAILAND) LTD. 
200 MOO 8, KANJANAVANICH ROAD 
TAMBOL PRIK, AMPHUR SADAO 
SONGKHLA 
90120 
THAILAND 

Account Number : 
STERIS TOMOE Sales Part Reference : 
Customer Reference Number : 
Product Description : 

Validation Reference : 
Quantity Received : 
Customer Minimum Specification kGy : 
Customer Maximum Specification kGy : 
Customer Unit Lot/Batch Number: 

Other Process Details : 

Processing Site: STERIS TOMOE (Thailand) Ltd. 

Order Information 

327776 
Process Specification no. STT-SP-SPG-112 
4027019723 
HALYARD* PUREZERO* HG3 Sterile White Nitrile Gloves -
Pairs 
PQ Report no. CHONII-PQ0017 
103 
25.0 
50.0 
SEE BELOW 
HALYARD* PUREZERO* HG3 Sterile White Nitrile Gloves -
Pairs 

Catalog Numbers : CLN323260, CLN323265, CLN323270, 
CLN323275, CLN323280, CLN323285, 
CLN323290,CLN323210. 
OMH Code : 48192-00, 48193-00, 48194-00, 48195-00, 
48196-00, 48197-00, 48198-00, 48199-00 

Catalog Number(s) Lot No./Batch No. 
CLN323260 48192-00 NIL/SM210625X 
CLN323265 48193-00 
CLN323270 48194-00 
CLN323275 48195-00 
CLN323275 48195-00 
CLN323280 48196-00 

NIL/SM211525X 
NIL/SM211525X 
NIL/SM210025X 
NI LIS M209525X 
NIL/SM210025X 

Quantity 
17 
26 
25 
15 
7 

13 

Registered Office: 700/644 Moo 3, Tambon Bankao, Amphur Panthong, CHONBURI 20160 THAILAND. VAT Number: 0205562031751 
Page 1 of 2 
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� STERI S 
http://www.steris-ast.com 

Certificate of Irradiation 
Date Issued : 29-Apr-2022     STT20220960  

This is to certify the STERIS TOMOE (THAILAND) LTD. has where appropriate delivered an irradiation 
process in accordance with: 

EN ISO 11137-1 
EN ISO 13485 

Sterilisation of Health Care Products 
Quality System - Medical Devices 

SAFESKIN MEDICAL & SCIENTIFIC (THAILAND) LTD. 
200 MOO 8, KANJANAVANICH ROAD 
TAMBOL PRIK, AMPHUR SADAO 
SONGKHLA 
90120 
THAILAND 

Date and Time of Irradiation : 
Reference Dose Range kGy 
Calculated Minimum Dose kGy : 
Calculated Maxfmum Dose kGy : 

Irradiation Data 

29-Apr-2022
32.1 - 33.5 
28.0 
43.0 

Irradiation Release Authorised By STERIS TOMOE (THAILAND) LTD., a STERIS Company �M�� j NI\ �. 29 f-.
p

l .101l(�l) 

Paradee Thammajanya 
QA Manager 

Processing Site: STERIS TOMOE (Thailand) Ltd. 
Registered Office: 700/644 Moo 3, Tambon Bankao, Amphur Panthong, CHON BURI 20160 THAILAND. VAT Number: 0205562031751 

Page 2 of 2 
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PACKAGE LABELS
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Aug 12, 2021
Therm

al Case Label
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Gants stériles en nitrile blancs HG3
HG3 Sterile Nitrilhandschuhe, weiß 
Стерилни бели нитрилни ръкавици HG3
Guantes de nitrilo estériles blancos HG3 
Sterilní bílé nitrilové rukavice HG3
HG3 Sterile hvide nitrilhandsker
HG3 steriilsed valged nitriilkindad
HG3 Λευκά αποστειρωμένα γάντια νιτριλίου
Guanti in nitrile sterili bianchi HG3 
HG3 sterili, balti nitrila cim

di
HG3 sterilios baltos nitrilinės pirštinės
HG3 sterilne bijele nitrilne rukavice
HG3 steril fehér nitrilkesztyű

HG3 Ingwanti tan-Nitril Bojod Sterili
HG3 W

itte steriele nitril handschoenen
HG3 sterile hvite nitrilhansker 
HG3 Sterylne białe rękawice nitrylowe
Luvas de nitrilo brancas HG3 esterilizadas 
M

ănuși din nitril albe sterile HG3
Стерильные белые нитриловые перчатки HG3
Sterilné biele nitrilové rukavice HG3
HG3 Sterilne bele rokavice iz nitrila
HG3, steriilit valkoiset nitriilikäsineet
HG3 Sterila vita nitrilhandskar
HG3ホ

ワ
イ
ト
滅
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ニ
ト
リ
ル
グ
ロ
ー
ブ
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8
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CASE LABEL
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POUCH LABEL
6” 

12” 

For the Critical Enviroment

12 in. / 30.5 cm

Hand Specific

*

PUREZERO* HG3 
STERILE WHITE NITRILE GLOVES

�

�
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• it

�

• pt

�

�

•ko

•zh

Gants stériles en nitrile blancs HG3 • Pour les environnements critiques • Pour usage industriel uniquement • Sans accélérateur◆ 
• Faible potentiel de dermatite • S’adaptent à la main
HG3 Sterile Nitrilhandschuhe, weiß • Für kritische Umgebungen • Nur für den industriellen Gebrauch • Beschleunigerfrei◆ 
• Geringes Dermatitispotenzial • Handspezi�sch
Guantes de nitrilo estériles blancos HG3 • Para entornos críticos • Solo para uso industrial • Sin aceleradores◆ 
• Potential de provocar dermatitis bajo • Especí�co para cada mano
Guanti in nitrile sterili bianchi HG3 • Per ambiente critico • Solo per uso industriale • Privi di acceleranti◆ • Basso potenziale di dermatite 
• Destri e sinistri
HG3 Witte steriele nitril handschoenen • Voor gebruik in kritieke schone ruimtes/cleanrooms • Alleen voor industrieel gebruik 
• Versnellervrij◆ • Laag dermatitispotentieel • Handspeci�ek
Luvas de nitrilo brancas HG3 esterilizadas • Para ambientes de salas limpas críticos • Exclusivamente para utilização industrial 
• Sem aceleradores◆ • Baixo potencial de dermatite • Especí�cas para mãos
Стерильные белые нитриловые перчатки HG3 • Для критических условий • Только для промышленного использования • Без 
химических присадок◆ • Низкий потенциал дерматита • На правую и левую руки
HG3ホワイト滅菌ニトリルグローブ・無菌クリーンルーム環境対応・工業用途のみ 
• 加硫促進剤不使用◆• 皮膚炎の発症を軽減 • 左右別
HG3 흰색 니트릴 장갑  •  멸균 필수 클린룸 환경용  •  산업용으로만 사용  •  촉진제 없음◆  
• 피부염 가능성이 낮음 •  한 손형
HG3 无菌白色丁腈手套  •  适用于关键环境  •  仅限工业使用  •  无催化剂◆  • 低致敏性 •  区分左右手

LATEX

halyardhealth.com/information

STERILE    R

1

AQL 1.0 Level 2 GI

ACCELERATOR FREE◆  • LOW DERMATITIS POTENTIAL

◆ Not formulated with the following vulcanizing chemicals and accelerators: Sulfur, Thiurams, Thiazoles, Guanidines, Carbamates

Manufactured at our SAFESKIN* Facility

(PPE Cat. III)
2797

Permeation Test
EN 16523-1:2015+A1:2018

Degradation 
Test

EN 374-4:2019

Degradation %

-2.1

Chemical

NaOH, 40%

Breakthrough 
Time (min.)

>480

Performance
Level

Class 6

DOC

ISO 374-5:2016

VIRUS

ISO 374-1/Type C

K-Low Chemical
EN ISO 374-1:2016+A1:2018

 O&M Halyard, Inc., 9120 Lockwood Blvd., Mechanicsville, VA 23116 • In USA, please call 1-844-425-9273 • halyardhealth.com 
    ArcRoyal Unlimited Company, Virginia Road, Kells, Co Meath, Ireland      
 O&M Halyard Belgium BV, Berkenlaan 8B, 1831 Machelen (Brab.), Belgium
Product certified to the PPE Regulation 2016/425 by Notified Body 2797: 
BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP Amsterdam
BSI Assurance UK Ltd (0086) • Kitemark Court, Davy Avenue, Milton Keynes, MK5 8PP 
UK RP • RLD Quality Limited Centenary House, Peninsula Park, Rydon Lane, Exeter, EX2 7XE, United Kingdom
Product certified by Approved Body 0086 to the Regulation 2016/425 on personal protective equipment as brought into UK law (as amended)
Sponsored in Australia by O&M Halyard Australia Pty Ltd., Tenancy 1, Level 1, Triniti 3, 39 Delhi Road, North Ryde NSW 2113
製造販売元　O&M Halyard Japan合同会社　東京都港区芝公園2-6-3 芝公園フロントタワー12階 Product of Thailand 

*Registered Trademark or Trademark of O&M Halyard, Inc., or its a¤liates. © 2018. All rights reserved. 
Patent and/or Pending Application. See www.halyardhealth.com/patents.   08-HM-015-0-03

0086

LOT

REF 8CLN323280

Oct 20, 2021
Thermal Pouch Label
Sterile
75 mm x 30 mm

6 80651 48196 2
FPO



15

STERILIZATION/IRRADIATION LABEL

Irradiation Label Format – HALYARD* PUREZERO* HG3 Sterile Nitrile Gloves 



16

PACKAGING CERTIFICATES
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POUCH
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POUCH
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POUCH
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WALLET
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WALLET
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WALLET
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WALLET
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WALLET
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DOSE MAPPING REPORT
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SAFETY DATA SHEET
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June 24, 2021 
 
 
Dear Customer, 
 
O&M Halyard supplies the following items that meet the definition of an article under both OSHA and WHMIS. A 
Safety Data Sheet (SDS), therefore, is not required for them.  
 
HALYARD* PUREZERO* SMOOTH HG3 WHITE NITRILE GLOVES 
HALYARD* PUREZERO* HG3 WHITE NITRILE GLOVES 
HALYARD* PUREZERO* HG3 LIGHT BLUE NITRILE GLOVES 
HALYARD* PUREZERO* HG3 LIGHT BLUE STERILE NITRILE GLOVES 
HALYARD* PUREZERO* HG3 WHITE STERILE NITRILE GLOVES 
 
Under the Occupational Safety and Health Administration (OSHA) 1910.1200, the Hazard Communication Standard 
Safety Data Sheets (SDS) are required for all hazardous chemicals with certain exceptions. One exception is for 
manufactured articles. An article, as defined in section (c), is “a manufactured item: (i) which is formed to a specific 
shape or design during manufacture; (ii) which has end use function(s) dependent in whole or in part upon its shape 
or design during end use; and (iii) which, under normal conditions of use does not release more than very small 
quantities, e.g., minute or trace amounts of a hazardous chemical (as determined under paragraph (d) of this 
section), and does not pose a physical or health risk to employees.” 
 
The Canadian WHMIS Regulation contains a similar exclusion for manufactured articles. While the EU 
Regulations do not specifically contain an exemption for manufactured articles, it is our opinion that those 
products sold by O&M Halyard that are considered articles in the U.S. and Canada would not be considered 
dangerous substances or preparations in the EU and would not require a Safety Data Sheet. 
 
Since certain O&M Halyard products may be used to absorb bodily fluids or other potentially hazardous materials 
that may require special disposal, the user must determine the local, state, and federal regulations that apply to 
the disposal of the used products and ensure proper disposal. 
 
Please feel free to contact us if you require any further information 
 
 
William Swanger 
Global Leader, Environment, Health, & Safety  
William.swanger@hyh.com 
 
*Registered Trademark or Trademark of O&M Halyard or its affiliates. ©2021. All rights reserved. 
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Dear HALYARD* Customers, 

O&M Halyard confirms that all of our cleanroom gloves conform to Regulation (EU) 2011/65 as well as 
Regulation (EU) 2015/863.  

O&M Halyard hereby confirms that all of our cleanroom gloves and packaging conform to the 
amendments of Annex XVII of Regulation 1907/2006, REACH. We confirm that our gloves do not exceed 
the maximum permitted presence of all listed substances and/or do not contain any of the listed 
substances.  

O&M Halyard hereby confirms that our cleanroom gloves do not contain the presence of greater than 
0.1% of substances identified on the SVHC Candidate list according to Article 33 of the REACH Regulation. 
This includes the presence of phthalates, which upon confirmatory laboratory testing, O&M Halyard 
cleanroom gloves does not contain phthalates.  

Sincerely, 

Stephanie Christianson Hatcher, PhD 
Regulatory Technical and Data Specialist 
O&M Halyard, Inc. – Global Products  

May 11, 2021 
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ISO 9001:2015
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ISO 9001:2015 (continued)
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ISO 13485:2016
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ISO 13485:2016 (continued)



43

ISO 13485:2016 (continued)

0722 Lit. No. 080098W


