
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Holds Certificate Number: FM 697013
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and development, manufacture and distribution of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft goods, patient care products, cold
therapy products, C-Section packs, OB Packs, orthopedic packs, sterile and non-sterile medical
examination gloves, Temperature management systems for the areas of general surgery and
general medical use and sterilization wrap and non-woven materials for medical devices.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2014-12-09 Effective Date: 2023-01-09
Latest Revision Date: 2023-01-07 Expiry Date: 2026-01-08
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Issuing Body: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
Contact Office: 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=07%2f01%2f2023&Template=uk


O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Headquarter management activities.

O & M Halyard, Inc.
1 Edison Drive
Alpharetta
Georgia
30005
USA

The design and development of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft
goods, patient care products, cold therapy products, C-
Section packs, OB Packs, orthopedic packs, sterile and non-
sterile medical examination gloves, Temperature
management systems for the areas of general surgery and
general medical use and sterilization wrap and non-woven
materials for medical devices.

Halyard North Carolina, LLC
389 Clyde Fitzgerald Rd.
Linwood
North Carolina
27299
USA

The manufacture of nonwoven materials for medical devices,
Sterilization wrap, non-sterile face masks (respirators), and
infection control products including disposable gowns and
linens.

La Ada de Acuna
14 Finegan Road
Del Rio
Texas
78840
USA

Receiving and Incoming Inspection, Warehouse and
Distribution. The manufacture of non-sterile face masks and
respirators.

O&M Halyard Honduras S.A. de C.V.
Carretera Tegucigalpa Villanueva
Cortes
Honduras

The manufacture and distribution of disposable sterile and
non-sterile surgical gowns.

La Ada de Acuna
Avenida Hidalgo #16
Parque Industrial San Carlos
Nogales
Sonora
84092
Mexico

Receiving and incoming inspection. Manufacturer/Conversion
of nonwoven materials.
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La Ada de Acuna
Km. 4.5 Carretera Presa La Amistad
Ciudad De Acuna
Coahuila
26220
Mexico

The manufacture of non-sterile face masks (surgical isolation,
industrial and respirator), non-surgical gowns, cold therapy
products, and sterilization wrap.

La Ada de Acuna S.De. R.L. De C.V
AV. Hidalgo #6 Esq., Blvd.,
Luis Donaldo Colosio, Col. Educativa
Nogales Sonora
Sonora
84093
Mexico

The manufacture of disposable products including sterile and
non sterile surgical packs, gowns and components. The
manufacture of temperature management systems for areas
of general surgery.

Safeskin Medical & Scientific
(Thailand) Ltd.
200 Moo 8, Kanchanavanich Road,
Tambol Prik, Amphur Sadao,
Songkhla
90120
Thailand

The design and development, production and distribution of
industrial gloves, sterile and non-sterile medical examination
gloves.

La Ada de Acuna II
Lote #8 del parque Industrial la Paz II
Carretera Santa Eulalia #810
Cd. Acuña
Coahuila
C.P.26238
Mexico

Warehouse space for the storage of raw materials,
components, and spare parts.

O&M Halyard Honduras S.A. de C.V.
Carreterra Tegucigalpa Villanueva
Building #7
Cortes
Honduras

The manufacture and distribution of disposable non-sterile
apparel and surgical gowns.

Certificate No: FM 697013

Location Registered Activities

Original Registration Date: 2014-12-09 Effective Date: 2023-01-09
Latest Revision Date: 2023-01-07 Expiry Date: 2026-01-08

Page: 3 of 3
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Issuing Body: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
Contact Office: 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=07%2f01%2f2023&Template=uk






Pavel Dubalari
Evidenţiere









Pavel Dubalari
Evidenţiere





 
 

 
 
 
 
 
O&M Halyard, Inc. 
5405 Windward Parkway 
Alpharetta, Georgia 30004 
 
1-844-HALYARD 
 
halyardhealth.com         Rev 1           

EC Declaration of Conformity 
 
This declaration of conformity is issued under the sole responsibility of the legal manufacturer.  

 
Name of Products: 
 

 
Surgical Packs, Sterile  
 

Product Codes: 
 

See Attachment A  

UMDNS Code:  
N/A 
 

GMDN Code:  
33961: Sterile Surgical Packs- General surgical procedure kit, 
non-medicated, single-use 
 

CND Code:  
 

 
T0201: Surgical Drapes  
 

Legal Manufacturer (Place of Issue):  
 

O&M Halyard, Inc.  
9120 Lockwood Blvd. 
Mechanicsville, Virginia (VA) 23116 
United States of America  
 
 
 
 
 
 
 

Manufacturer SRN :  N/A 

Authorized Representative: 
 
 
 
 
 
 
 

ArcRoyal 
Virginia Road Kells, Co 
Meath, Ireland 
 

AR SRN:  
 
 
UDI-DI:    (device level)  
 

IE-AR-000003110 
 
 
06806517SP010SDP 
 

Start of CE: 
 

23 March 2015 
 

Conformity Assessment Route: 
 

Annex IX, Chapters I and III of Regulation (EU) 2017/745 

Risk Classification, Rules: 
 

Class Is per Rule 4, Annex VIII Regulation (EU) 2017/745 
 

CE certificate number:  
 

MDR 739585 

Notified Body: BSI-NL (2797) 
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COMMON SPECIFICATIONS: NOT APPLICABLE 

STATEMENT: I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of 
Regulation (EU) 2017/745 concerning Medical Devices. 

All supporting documentation that contains proof of compliance to the aforementioned Regulation(s) is retained under 
the premises of O&M Halyard, Inc. This declaration applies to all devices on the attached product list from the signature 
date forward.   

Authorized Signature: 
_____________________________ 

On behalf of O&M Halyard, Inc 

Name: Steven Dowdley 
Title: Director, Regulatory Affairs 
Address: O&M Halyard, Inc.  

9120 Lockwood Blvd. 
Mechanicsville, Virginia (VA) 23116 
United States of America  

Date: 

Quality System Certificate: FM 697013 

13 October 2021 
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ATTACHMENT A:  Product Codes and Descriptions for Sterile Surgical Packs 
 

 
Global SKU  Product Description 

 
UDI-DI 

29248 Check U and Bar Drape Pack 06806517SP010SDP 

29249 Shoulder Split Pack 06806517SP010SDP 

29252 PICC Full Body Coverage Pack 06806517SP010SDP 

35677 Ophthalmic Pack without Mayo Stand Cover 06806517SP010SDP 

48755 Hip Pack I 06806517SP010SDP 

48756 Knee Pack I  06806517SP010SDP 

48757 Knee Pack II 06806517SP010SDP 

48758 Hip Pack 06806517SP010SDP 

59704 C-Section Pack 06806517SP010SDP 

59706 Lower Extremity Pack 06806517SP010SDP 

59707 Hand Pack 06806517SP010SDP 

59708 Arthroscopy Pack 06806517SP010SDP 

59709 Vein Stripping Pack 06806517SP010SDP 

76209 ENT Pack V – Head and Neck 06806517SP010SDP 

76216 Laparoscopy Pack 06806517SP010SDP 

76226 Hand Pack I  06806517SP010SDP 

76234 Plastic Head Pack 06806517SP010SDP 

76243 Small Surgical Drape Pack 06806517SP010SDP 

76246 Lower Extremity Pack 06806517SP010SDP 

76248 Dilation Pack 06806517SP010SDP 

76249 Hip Pack 06806517SP010SDP 

76250 Neurology Pack 06806517SP010SDP 

76251 Neurology Pack 06806517SP010SDP 

76263 Universal Laparoscopy Peviscopy Pack 06806517SP010SDP 

76271 Hip Pack I 06806517SP010SDP 

76276 Basic Pack 06806517SP010SDP 

77454 C-Section Pack I 06806517SP010SDP 

77455 C-Section Pack II 06806517SP010SDP 

77491 C-Section Pack IV 06806517SP010SDP 

77492 C-Section Pack V 06806517SP010SDP 

77717 Small Procedure Pack II 06806517SP010SDP 

77744 Eye Pack 06806517SP010SDP 

77748 Cardiovascular Pack II 06806517SP010SDP 

77749 Cardiovascular Split Pack  06806517SP010SDP 

77760 Ophthalmic Pack 06806517SP010SDP 

77762 CV Drape Pack 06806517SP010SDP 

77765 Hip Pack IV 06806517SP010SDP 

Pavel Dubalari
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77766 Abscess Pack 06806517SP010SDP 

77769 U-Bar* Pack VII 06806517SP010SDP 

77771 Cardiovascular Pack VI 06806517SP010SDP 

77772 Universal Pack IV 06806517SP010SDP 

77779 Lithotomy Pack IV 06806517SP010SDP 

77780 Bilateral Vein Stripping Pack 06806517SP010SDP 

77781 Upper Extremity Pack 06806517SP010SDP 

77783 Hand Pack 06806517SP010SDP 

77784 Knee Pack 06806517SP010SDP 

77785 Knee Pack II 06806517SP010SDP 

77790 Lower Extremity Pack I 06806517SP010SDP 

77792 Laparoscopy/Pelviscopy Pack V 06806517SP010SDP 

77794 U-Bar* Pack VI 06806517SP010SDP 

77797 Hip Pack 06806517SP010SDP 

77798 Lower Extremity Pack II 06806517SP010SDP 

77823 ENT Pack IV 06806517SP010SDP 

77853 Universal U-Bar* Pack 06806517SP010SDP 

77865 Gynecology Pack 06806517SP010SDP 

77870 Pace Maker Pack 06806517SP010SDP 

77879 Angiography Pack 06806517SP010SDP 

77880 Universal Pack XI 06806517SP010SDP 

77881 Arthroscopy Pack II 06806517SP010SDP 

77888 Gynecology/Urology Pack I 06806517SP010SDP 

77890 Gynecology/Urology Pack II 06806517SP010SDP 

77892 Cardiovascular Pack III 06806517SP010SDP 

88088 Laparoscopy Pack I 06806517SP010SDP 

88100 Universal Pack 06806517SP010SDP 

88103 Universal Pack 06806517SP010SDP 

88113 Basic Pack VIII 06806517SP010SDP 

88151 Basic Pack V 06806517SP010SDP 

88161 Basic Pack VI 06806517SP010SDP 

88171 Set-Up Pack I  06806517SP010SDP 

88178 Basic Pack XV 06806517SP010SDP 

88183 ORHTOARTS* Hip Pack 06806517SP010SDP 

88203 Ortho Pack VII 06806517SP010SDP 

88213 ORHTOARTS* Arthroscopy Pack II 06806517SP010SDP 

88222 Laparotomy/Pelviscopy Pack  06806517SP010SDP 

88223 ENT Pack III 06806517SP010SDP 

88231 Laparotomy Pack III 06806517SP010SDP 

88233 ORTHOARTS* U-Bar* Pack 06806517SP010SDP 

88243 ORTHOARTS* Shoulder Pack II 06806517SP010SDP 
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88253 ORTHOARTS* Hip Pack II 06806517SP010SDP 

88321 U-BAR* Pack II 06806517SP010SDP 

88331 U-BAR* Pack III - Chest 06806517SP010SDP 

88334 U-Bar* Pack 06806517SP010SDP 

88354 C-Section Pack with Attached Leggings 06806517SP010SDP 

88363 Laparoscopy Pelviscopy Pack III 06806517SP010SDP 

88373 Ortho Pack III – Major  06806517SP010SDP 

88411 Ortho Pack I – Major  06806517SP010SDP 

88431 Ortho Pack III – Lower Extremity  06806517SP010SDP 

88451 Ortho Pack V – Hip  06806517SP010SDP 

88452 ORTHOARTS* Hip Pack with Pockets  06806517SP010SDP 

88453 ORTHOARTS* Hip Pack 06806517SP010SDP 

88461 Ortho Pack VI- Lower Extremity  06806517SP010SDP 

88471 ORTHOARTS* Lower Extremity Pack 06806517SP010SDP 

88511 Lithotomy Pack I  06806517SP010SDP 

88521 Lithotomy Pack II 06806517SP010SDP 

88551 Lithotomy Pack V 06806517SP010SDP 

88611 Cystoscopy Pack I 06806517SP010SDP 

88621 Cystoscopy Pack II 06806517SP010SDP 

88706 Ophthalmic Pack with Mayo Stand Cover 06806517SP010SDP 

88711 EENT Pack I  06806517SP010SDP 

88716 EENT Pack II 06806517SP010SDP 

88719 EENT Pack IV 06806517SP010SDP 

88726 C-Section Fluid Collection Pack I  06806517SP010SDP 

88759 Universal Pack – Major with Long Side Drapes 06806517SP010SDP 

88760 Universal Pack Plus 06806517SP010SDP 

88761 Universal Pack I  06806517SP010SDP 

88762 Universal Pack, Small 06806517SP010SDP 

88763 Universal Pack, Small 06806517SP010SDP 

88764 Universal Pack, Large 06806517SP010SDP 

88765 Universal Pack, Large 06806517SP010SDP 

88767 Universal Pack Plus 06806517SP010SDP 

88769 Universal Pack – Minor with Short Side Drapes  06806517SP010SDP 

88770 Universal Pack V 06806517SP010SDP 

88772 Universal Pack III with Gowns  06806517SP010SDP 

88773 U-BAR* Pack IV 06806517SP010SDP 

88774 Universal Pack III with Medium Side Drapes 06806517SP010SDP 

88781 U-BAR* Pack VI 06806517SP010SDP 

88782 Universal Pack VI 06806517SP010SDP 

88900 BASICS* Universal Pack I 06806517SP010SDP 

88901 BASICS* Universal Pack II 06806517SP010SDP 
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88902 BASICS* U-Bar* Pack I 06806517SP010SDP 

88904 BASICS* U-Bar* Pack III 06806517SP010SDP 

88907 BASICS* Arthroscopic Cruciate Ligament Pack 06806517SP010SDP 

88908 BASICS* Shoulder Arthroscopy Pack 06806517SP010SDP 

88909 BASICS* Hand & Foot Pack 06806517SP010SDP 

88910 BASICS* Hand Pack 06806517SP010SDP 

88911 BASICS* Delivery Pack 06806517SP010SDP 

89490 2 Piece Shoulder Arthroscopy Drape Pack 06806517SP010SDP 

89681 BASICS* Cystoscopy Pack 06806517SP010SDP 

89684 BASICS* Extremity Pack 06806517SP010SDP 

89686 BASICS* Small Procedure Pack II  06806517SP010SDP 

89687 BASICS* Hand Pack II 06806517SP010SDP 
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