














 

EC Certificate - Production Quality Assurance

Supplementary Information to CE 698961

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

First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

No. CE 698961
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

In respect of:

The manufacture of Surgical Drapes.

Those aspects of Annex V related to securing and maintaining sterility in the manufacture of
sterile surgical gowns, surgical drapes, surgical packs and examination gloves

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Albert Roossien, Regulatory Lead

First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17
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Number Device Name Intended Purpose per IFU
Class IIa
MD 0101 Transurethral Resection (T.U.R.) Drapes &

Packs
N/A

Class Is
MDS7006 Surgical Gowns N/A
MDS7006 Surgical Drapes N/A
MDS7006 Surgical Packs N/A
MDS7006 Examination Gloves N/A



Arc Royal
Virginia Road Kells
Co Meath
Ireland

EU Representative

GRI Medical & Electronic
Technology Co., Ltd
1805 Honggao Road
Jiaxing
Zhejiang
314031
China

ETO Sterilization
Manufacture

Isomedix Operations, Inc.
1441 Don Haskins Drive
El Paso
Texas
79936
USA

ETO Sterilization
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La Ada de Acuna S. De. R.L. De C.V.
Av. Hidalgo No. 6 Esq., Blvd.
Luis Donaldo Colosio Col. Educativa,
Nogales
Sonora
84093
Mexico

Manufacture

Lianyungang Aiyeh Non-Woven
Products Co., Ltd
No. 9 YunYang Rd.
Huangjiuni Export Processing Zone
Lianyungang, Jiangsu
222047
China

Manufacture

Master & Frank (Pinghu) Ent. Co., Ltd.
No. 2000, Xingping II Rd.
Pinghu Economic Develompment Zone
Zhejiang
P.R. China

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

Manufacture

O&M Halyard, Inc.
5405 Windward PKWY
Alpharetta
Georgia
3004
USA

Regulatory Compliance

SAFESKIN MEDICAL & SCIENTIFIC
(THAILAND), LTD.
200 moo 8 Kanchanavanich Road
Tambol Prik,
Amphur Sadao Songkhla,
90120
Thailand

Manufacture

EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Subcontractor: Service(s) supplied

Page 3 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Sterigenics S. de R. L. de C. V.
James Watt No. 22
Parque Industrial Cuamatla
Cuautitlan Izcalli
Estado de México
C.P. 54730
Mexico

ETO Sterilization

Sterigenics US, LLC
10821 Withers Cove Park Drive
Charlotte
North Carolina
28278
USA

Gamma Irradiation

Sterigenics US, LLC
1302 Avenue T
Grand Prairie
Texas
75050
USA

ETO Sterilization
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Sterigenics US, LLC
687 S. Wanamaker Avenue
Ontario
California
91761
USA

ETO Sterilization

Sterigenics US, LLC
2971 Olympic Industrial Drive SE
Suite 116
Atlanta
Georgia
30339
USA

ETO Sterilization

Sterigenics US, LLC
2400 Airport Road
Santa Teresa
New Mexico
88008
USA

ETO Sterilization
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Synergy Health (Thailand) Ltd
700/465 Amata Nakorn Industrial Estate
Moo 7, Tambol Donhuaroh
Amphur Muang
Chonburi 20000
Thailand

Gamma Sterilization

Synergy Sterilisation (M) Sdn Bhd
Plot 203
Kuala Ketil Industrial Estate
Kuala Ketil
Kedah
09300
Malaysia

Gamma Sterilization
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
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named on this certificate, unless specifically agreed with BSI.
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Date Reference
Number Action

18 February 2019 9643055 First Issue.
Current 9643448 Traceable to NB 0086.



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 No: 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
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:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2014-12-09 Effective Date: 2020-01-09
Latest Revision Date: 2020-01-08 Expiry Date: 2023-01-08

Page: 1 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc


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

Headquarter management activities.

O & M Halyard, Inc.
5405 Windward Parkway
Alpharetta
Georgia
30004
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 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, 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.

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.

Certificate No: FM 697013

Location Registered Activities

Original Registration Date: 2014-12-09 Effective Date: 2020-01-09
Latest Revision Date: 2020-01-08 Expiry Date: 2023-01-08

Page: 2 of 3
This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc


La Ada de Acuna
Kim. 4.5 Carreterra 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
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 examination gloves.

Certificate No: FM 697013

Location Registered Activities

Original Registration Date: 2014-12-09 Effective Date: 2020-01-09
Latest Revision Date: 2020-01-08 Expiry Date: 2023-01-08

Page: 3 of 3
This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc


 

 

KC100 Procedure Mask 
 with SO SOFT* Lining  
 

 

TECHNICAL 
DATA SHEET 

 

 

 

*Registered trademark or trademark of Halyard Health Inc. 
©2014 Halyard Belgium BV/BA.  All rights reserved.   
Created 10-dec-2014, version 0  
Page 1 of 1 

The dimensions and properties listed above can vary within pre-established specifications.  
This document was created using the most recent information.  In the interest of 
continuous improvement, the characteristics of the product may change without prior 
notice.  

 

Description: 
 
25867: KC100 Procedure Mask with SO SOFT* Lining ,Yellow 
25869: KC100 Procedure Mask with SO SOFT* Lining ,Blue  
 
KC100 Procedure and Surgical Masks are made with an inner layer 
featuring So Soft* Bicomponent fabric technology.  
They’re breathable and designed to keep you comfortable. 
With Earloops. LOW FLUID EXPOSURE 
 
Dimensions: 

Length: 17.5 cm 
Width: 9.5 cm 
 

 
Properties: 

Bacterial Filtration Efficiency (BFE): >98%  
Splash Resistance of 80 mmHG 
EN 14683 classification: Type II facemasks (for Bacterial Filtration 
Efficiency), ASTM F2100-11 classification: Level 1 facemasks 

 
Indication: 
 
To minimize the direct transmission of infective agents between the 
healthcare staff and the patient.  Single use product. 
  

Counter indication: 
 
None in particular. 
 

Main materials: 
 
Outside Layer: Spunbond, Yellow or Blue (Polypropylene) 
Middle Layer: High Efficiency Filter (Polypropylene)  
Inner Layer: PET/Polyester Bicomponent, White  
Nose piece:  Wire Twist Tie 
Earloops: Polyester/Lycra knit 
Does not contain Natural Rubber Latex. 
Does not contain DEHP. 
 

Sterilization: 
 
These products are non-sterile. 
These products cannot be sterilized. 
 
 
 
 

                             

Packaging: 
 
Shipping case of 500 units.  
50 units are placed within 1 dispenser and 10 dispensers are placed 
within a shipping case.  
Bar coding: GS1-128 symbology, linear, on shipping case and 
dispenser boxes. 
 

Manufacturing: 
 
Processed in Mexico of U.S. Materials. 
The manufacturing site has ISO 13485 certified quality system. 
 

Regulatory information: 
 
Product CE marked as per 93/42/EEC Directive on Medical Devices.  
Class of the device: I.   
Product compliant with EN14683 for Bacterial Filtration efficiency 
(BFE) and ASTM F2100-11. 
 

Storage: 
 
Store in a dry and cool place, away from intense sources of heat. 
Keep the masks as much as practicably possible in their dispenser 
box.  Keep dispenser boxes as much as practicably possible in their 
shipper box. 
 

Shelf life: 
 
5 years, from the date of manufacture. 





“Endo-Chirurgie” S.R.L. 

Codul fiscal: 1009600033242 

Adresa postală: mun.Chişinău, str. Mesterul Manole, nr. 9. 

Telefon/Fax: (022) 23-21-33, (022) 66-72-86 

  

 

Nr. de ieșire: 49/04 din 28.04.2021 

Către: Aparatul Președintelui Republicii Moldova, 

Numărul unic de identificare al procedurii de achiziţie: 

ocds-b3wdp1-MD-1619175945373/21038918, 

”Dezinfectanți și articolelor pentru prevenirea infecției COVID-19”. 

 

DECLARAȚIE 

 

Prin prezenta, SRL ”Endo-Chirurgie” declară următoarele: 

 

1. În decurs de 2 (cinci) zile de la solicitarea autorităţii 

contractante/beneficiarului/organizatorului licitației, va prezinta mostre. 

 

2. În cazul în care oferta companiei va fi declarată cîștigătoare, în conformitate cu 

prevederile legale în vigoare, va prezenta declarația privind confirmarea identității 

beneficiarilor efectivi și neîncadrarea acestora în situația condamnării pentru 

participarea la activități ale unei organizații sau grupări criminale, pentru corupție, 

fraudă și/sau spălare de bani. 

 

Cu respect, 

Specialist achiziții publice, Juristconsult    Pavel DUBALARI 

https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1619175945373
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