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- Societatea cu  Raspundere Limitati

"ENDO-CHIRURGIE"

ESTE N&GIQTMTA LA CAMFRA I\'REGI RARII DE STAT

Numarul de identificare de stat - codul fiscal

1009600033242
Data inregistrarii 24'02:2__90;9_4;; T,
Data elibersrii 24.09.2009

Jimbei Mihai, registrator

Funct/a ‘numele, prenumele persoanei
care a eliberat certificatul
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AGENTIA SERVICII PUBLICE
Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 450896 data 25.09.2020

Denumirea completd: Societatea cu Riaspundere Limitatd "ENDO-CHIRURGIE"
Denumirea prescurtati: "ENDO-CHIRURGIE" S.R.L.

Forma juridici de organizare: Societate cu rispundere limitat:,

Numdrul de identificare de stat i codul fiscal (IDNO): 1009600033242

Data inregistrérii de stat: 24.09.2009

Sediul: MD-2021, str. Drumul Viilor, 30/2, ap. 54, mun. Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1. Acordarea asistentei medicale de citre institutiile medico-sanitare private

2. Activitatea farmaceutici

3. Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii

4. Comertul cu aminuntul al articolelor medicale si ortopedice

S. Comertul cu aminuntul al produselor cosmetice si de parfumerie, articolelor de toaleti
6. Alte activitati de asistentd medicali

7. Activititi de intretinere corporali

8. Activititi de consultare pentru afaceri si management

9. Activititi de cercetare a pietei si de sondaj al opiniei publice

10. Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor si
materialelor chimice, toxice, articolelor si produselor chimice de menaj

11. Importul si (sau) depozitarea, comercializarea produselor de uz fitosanitar si (sau) a
fertilizantilor

Capitalul social: 1132300 lei,
Administrator: GHEREG VICTOR, IDNP 2003001030201.
Asociatii:

1. GHEREG VICTOR, IDNP 2003001030201, cota 1132300 lei, ce constituie 100%
Beneficiar efectiv: GHEREG VICTOR, IDNP 2003001030201.

Prezentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2007

Date cu caracter personal. Operator: I.P. , Agentia Servicii Publice”, 10 0000059



MINISTERUL SANATATII, MUNCII SI PROTECTIEI APROBAT:
SOCIALE AL REPUBLICII MOLDOVA ea 11r i
MHHNCTEPCTRO JPABOOXPAHENMS TPYAA H COUMAJBHORN Anexa 1..“.' 3 la Lefgc.a nr. 10 din 03
CHAULTGE PECTIYEHKH MOTAOBA februarie 2009 privind supravegherea
AGENTLA NATIONALA PENTRU SANATATE de stat a sAnatatii publice (Monitorul
Oficial nr. 67 art nr : 183 din

PUBLICA
03.04.2009)

HALMOHAABHOE ATEHCTRO OBUWECTBEHHOTO 3A0POBLA
2028, mun. Chigindu, str. Gheorghe. Asachi, 67 a
Tel. + 373 22 574501, fax + 373 22 729725
IDNO 1018691000021

e-mail: ansp(Eiansp.md: anticamera@@ansp.md
AUTORIZATIE SANITARA PENTRU FUNCTIONARE

Nr. 007834/2020 / 1519

Data emiterii 14 decembrie 2020 Valabild pind la 31 decembrie 2025

1. Denumirea unita{ii economice Depozit chimic

2. For tutelar ENDO-CHIRURGIE S.R.L. .

3.. Adresa, numérul de Republica Moldova, mun. Chisindu, str. Mesterul Manole, 9, 022667286, ,
telefon, fax, c-mail . info@akson.md

4. Profilul, genul de G 46.12. Intermedieri in comertul cu combustibili, minereuri, metale i
activitate produse chimice pentru industrie

(cod CAEM)
5. Grupele de produse (marfuri) care urmeaza a fi fabricate, depozitate, utilizate, serviciile care urmeazd a fi
prestate: dezinfectanti pe bazi de alcool, articole si consumabile medicale ‘
(cod OCPO)
6. Volumul/capacitatea 73.0 m2 :
7. Autorizatia sanitara a fost eliberatd fn baza materialelor de supraveghere de stat a sAnatétii publice, a
rezultatelor investigatiilor de laborator si, dupa caz, masuritorilor instrumentale
07.12.2020
(data, una, anul}
8. Clauze de functionare:
Detinitorul autorizatiei sanitare de functionare este obligat:
1) sd respecte legislatia sanitard a Republicil Moldova; ,
2) si solicite Agentiei Nationale pentru Sanatate Publicd sau subdiviziunilor teritoriale ale acesteia
prelungirea valabilitdtii autorizatiei sanitare cu 30 de zile pini la expirarea termenului de valabilitate;
3) si notifice imediat Agentia Nationald pentru Sanitate Publicd sau subdiviziunile teritoriale ale acesteia
despre orice modificare ori extindere a genurilor de activitate, cu exceptia celor indicate in autorizatie.
9. Nerespectarea legislatiei=Safiitayg in vigoare conduce la aplicarea misurilor de constringere
administrativ in confopiy nderile art. 65, 66, 67 ale Legii nr. 10/2009.

7
A
=1 CSP Chisiniu
_Q.;‘: . (denumirea teritorului deseevit)
=
Director Agentiei Nafionale g awCgAdochia Teaci semuat electronic
pentru S5 (numele, prenumele) {semnitura)

Sinitate Publied/ sef CSP

teritoriale
Digitally signed by Teaci Eudochia
Date: 2020.12,14 13:20:26 EET
Reason: MoldSign Signature
Location: Moldova




(D HALYARD

EC Declaration of Conformity

Name of Products:
Product Codes:
UNMDNS Code:

GMDN Code:

Legal Manufacturer (Place of Issue):

EU Authorized Representative:

Product Standards:

Start of CE:

Conformity Assessment Route:
Device Classification, Rules:
CE certificate number:

Quality System Certificate :

Face Masks

See Attachment A

12458 (Masks, Surgical)

35177'(Surgical face mask, Single Use)
O&M Halyard, Inc.

9120 Lockwood Blvd.

Mechanicsville, Virginia (VA) 23116, USA
Arc Royal

Virginia Road Kells, Co
Meath, Ireland

BS EN 14683:2014 (except for products with * which comply to
Bacterial Filtration Efficiency requirements only)

See Attachment A

Annex VII

I, non sterile and non-measuring, Rule 1 per Annex IX

N/A

FM 697013 (BSI)

I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(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:

(Crnito X B

Name: Afigela L. Bunn, RAC .2 J2//20/7
Title:  Director, Regulatory Affairs Global Products Division
O&M Halyard, Inc.

| EU-002-R00

Page 1 of 4




This attachment specifies the products included in the above referenced Declaration of Conformity

.\) HALYARD

Attachment A (Product List)

Stock Code Description Start of CE
00146 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT * Earloops 03-June-2015
00148 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT * Earloops 03-lune-2015
00152 Standard Cone Mask 03-June-2015
10729 Surgical Face Mask 03-lune-2015
28797 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Earloops 06-Sep-2017
28800 Flwdshield* 3 Fog-Free Procedure Mask with SO SOFT* Earloops 06-Sep-2017
37525 Duckbull Surgical Mask 03-june-2015

46727* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with SO SOFT* Lining 03-june-2015
46767* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with 03-June-2015
Safety Seal and SO SOFT* Lining
46827* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with SO SOFT* Lining 03-June-2015
46867* FLUIDSHIELD*3 N95 Particulate Filter Respirator and Surgical Mask with Safety Seal and SO SOFT* | 03-June-2015
Lining
47080 Procedure Mask with SO SOFT* Earloops 03-June-2015
47081 Procedure Mask with SO SOFT* Earloops 03-Jjune-2015
47085 Procedure Mask with SO SOFT* Earloops 03-lune-2015
47090 Procedure Mask with SO SOFT* Earloops 03-June-2015
47095 Procedure Mask with SO SOFT* Earloops 03-June-2015
47116 Procedure Mask with SO SOFT* Earloops 03-June-2015
47117 Procedure Mask with SO SOFT* Earloops 03-June-2015
47127 Child's Face Mask with SO SOFT* Earloops 03-June-2015
47137 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops
47295 Teddy Bear Procedure Mask with SO SOFT* Earloops 03-June-2015
47297 FLUIDSHIELD* 3 Teddy Bear Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops
47298 FLUIDSHIELD* 3 Teddy Bear Fog-Free Procedure Mask with SO SOFT* 03-June-2015
Lining and SO SOFT* Earloops
47500 SOFT TOUCH II* Surgical Mask 03-June-2015
47625 High Filtration Surgical Mask 03-}une-2015
47650 High Filtration Fog-Free Surgical Mask 03-June-2015
47700 Pouch Style Mask with SO SOFT* Lining 03-June-2015
47707 FLUIDSHIELD* 3 Pouch Style Mask with SO SOFT* Lining 06-Sep-2017
47717 Pouch Style Mask with SO SOFT* Lining 03-June-2015
48100 THE LITE ONE* Surgical Mask 03-June-2015
48105 THE LITE ONE* Surgical Mask 03-lune-2015
48201 Surgical Mask 03-June-2015
48210 Surgical Mask 03-June-2015
48220 Duckbull Surgical Mask 03-lune-2015
FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining
48247 (ASTM F2100-EN 14683 Type Ii R) 03-June-2015
48248 FLUIDSHIELD* 3 Surgical Mask with SO SOFT* Lining 03-June-2015
{ASTM F2100-EN 14683 Type Il R)
| EU-002-R00 Page 2 of 4 B




HALYARD

Stock Code Description Start of CE
48296 Teddy Bear Surgical Mask 03-June-2015
48297 FLUIDSHIELD* 3 Teddy Bear Surgical Mask with SO SOFT* Lining 03-june-2015
48390 Surgical Mask with SO SOFT* Lining 03-June-2015
49214 Fog-Free Surgical Mask 03-June-2015
49215 Anti-Fog Surgical Mask 03-June-2015
49216 Duckbill Fog-Free Surgical Mask 03-June-2015
49235 Anti-Fog Surgical Mask 03-june-2015
49310 ULTI-MASK* Fog-Free Surgical Mask 03-June-2015
49700 Standard Procedure Mask 03-June-2015
49701 Standard Surgical Mask 03-June-2015
59928 THE FRIENDLY* Surgical Mask 03-June-2015
62113 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
62114 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
62115 FLUIDSHIELD* 2 Procedure Mask with SO SOFT* Earloops 03-June-2015
62116 FLUIDSHIELD* 2 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015
62126* FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical Mask with 03-June-2015
SO SOFT* Lining

62355%* FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical Mask with SO 03-Jjune-2015
SOFT* Lining

62356 THE LITE ONE* Procedure Mask with SO SOFT* Earloops 03-June-2015

62357 THE LITE ONE* Procedure Mask with SO SOFT* Earloops 03-June-2015

62362 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015

62363 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
Standard Face Masks

62367 THE LITE ONE* Surgical Mask 03-June-2015

28804 FLUIDSHIELD* 3 Fog-Free Surgical Mask/WrapAround Anti-Glare Visor 04-May-2016
(ASTM F2100-EN 14683 Type Il R)

28820 FLUIDSHIELD* 3 Fog-Free Surgical Mask 04-May-2016
(ASTM F2100-EN 14683 Type II R)

25867* FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 (BFE))

25869* FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-june-2015
(ASTM F2100-EN 14683 (BFE))

28802* FLUIDSHIELD* 1 Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 (BFE))

28806* FLUIDSHIELD* 1 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
{(ASTM F2100 ~EN 14683 (BFE))

28808 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
(ASTM F2100-EN 14683 Type Il R)

28809 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
{ASTM F2100-EN 14683 Type IIR)

28810 FLUIDSHIELD* 2 Procedure Mask with SO SOFT* Earloops 03-June-2015
{(ASTM F2100-EN 14683 Type IIR)

28821 FLUIDSHIELD* 2 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

47107 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

47147 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops (ASTM F2100-EN 14683 Type IIR)

| EU-002-R00 Page 3 of 4




) HALYARD

Stock Code Description Start of CE

48207 FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 Type liR)

48208 FLUIDSHIELD* 3 Surgical Mask with SO SOFT* Lining 03-June-2015
{ASTM F2100-EN 14683 Type !IR)

48237 FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 Type IR}

| EU-002-R00 Page 4 of 4




bsi.

By Royal Charter

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):

2

Albert Ro'ossien, Regulatory Lead

First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 1 of 2

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.



bsi.

By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 698961

Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Number Device Name Intended Purpose per IFU
Class I1a
MD 0101 Transurethral Resection (T.U.R.) Drapes & | N/A
Packs
Class Is
MDS7006 Surgical Gowns N/A
MDS7006 Surgical Drapes N/A
MDS7006 Surgical Packs N/A
MDS7006 Examination Gloves N/A
First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 2 of 2

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.
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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

Arc Royal EU Representative
Virginia Road Kells

Co Meath

Ireland

GRI Medical & Electronic ETO Sterilization
Technology Co., Ltd Manufacture
1805 Honggao Road

Jiaxing

Zhejiang

314031

China

Isomedix Operations, Inc. ETO Sterilization
1441 Don Haskins Drive

El Paso

Texas

79936

USA

..making excellence a habit”

Page 1 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.
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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
La Ada de Acuna S. De. R.L. De C.V. Manufacture

Av. Hidalgo No. 6 Esq., Blvd.

Luis Donaldo Colosio Col. Educativa,
Nogales

Sonora

84093

Mexico

Lianyungang Aiyeh Non-Woven Manufacture
Products Co., Ltd

No. 9 YunYang Rd.

Huangjiuni Export Processing Zone

Lianyungang, Jiangsu

222047

China

Master & Frank (Pinghu) Ent. Co., Ltd. Manufacture
No. 2000, Xingping II Rd.

Pinghu Economic Develompment Zone

Zhejiang

P.R. China

..making excellence a habit”

Page 2 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.
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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

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

Villanueva Cortes

Honduras

O&M Halyard, Inc. Regulatory Compliance
5405 Windward PKWY

Alpharetta

Georgia

3004

USA

SAFESKIN MEDICAL & SCIENTIFIC Manufacture
(THAILAND), LTD.

200 moo 8 Kanchanavanich Road

Tambol Prik,

Amphur Sadao Songkhla,

90120

Thailand

..making excellence a habit”

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.
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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
Sterigenics S. de R. L. de C. V. ETO Sterilization

James Watt No. 22

Parque Industrial Cuamatla
Cuautitlan Izcalli

Estado de México

C.P. 54730

Mexico

Sterigenics US, LLC Gamma Irradiation
10821 Withers Cove Park Drive

Charlotte

North Carolina

28278

USA

Sterigenics US, LLC ETO Sterilization
1302 Avenue T

Grand Prairie

Texas

75050

USA

..making excellence a habit”

Page 4 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.
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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

Sterigenics US, LLC ETO Sterilization
687 S. Wanamaker Avenue

Ontario

California

91761

USA

Sterigenics US, LLC ETO Sterilization
2971 Olympic Industrial Drive SE

Suite 116

Atlanta

Georgia

30339

USA

Sterigenics US, LLC ETO Sterilization
2400 Airport Road

Santa Teresa

New Mexico

88008

USA

..making excellence a habit”
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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.
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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
Synergy Health (Thailand) Ltd Gamma Sterilization

700/465 Amata Nakorn Industrial Estate
Moo 7, Tambol Donhuaroh

Amphur Muang

Chonburi 20000

Thailand

Synergy Sterilisation (M) Sdn Bhd Gamma Sterilization
Plot 203

Kuala Ketil Industrial Estate
Kuala Ketil

Kedah

09300

Malaysia

..making excellence a habit”

Page 6 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.
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By Royal Charter

EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Reference ¢
Date Number Action
18 February 2019 9643055 First Issue.
Current 9643448 Traceable to NB 0086.

..making excellence a habit”
Page 1 of 1

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.



bsi.
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.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

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

SCC Accredited Page: 1of 3
cB-MS

9

el ..making excellence a habit”

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

Certificate No: FM 697013

Location

Registered Activities

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

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

Receiving and incoming inspection. Manufacturer/Conversion
of nonwoven materials.

Effective Date: 2020-01-09
Expiry Date: 2023-01-08
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Certificate No: FM 697013

Location

Registered Activities

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

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

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

Effective Date: 2020-01-09
Expiry Date: 2023-01-08
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(D HALYARD

TECHNICAL
DATA SHEET

KC100 Procedure Mask
with SO SOFT* Lining

C€

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 Il 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.

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

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.



Anexan nr.7.2 In Instrucgiunea
nprobati prin ordinul [FPS
nr, 400 din 14 martic 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenga restan{elor fati de bugetul public national

Ne [ Ao 106468 din 1 20.04.2021
Ne o7

1. Destinatin / 1asnaueinie

PENTRL' PARTICIPARE LA PROCEDURI DE ACHIZITII PUBLICE

2. Date despre contribuabil / Flndgopmanns o Baoroiareismugke

Denumirea Codul fiscal / Numérul de identificare
Hanmenonranue ibnekanpHylil koi / Hoennpixauidonusiil HoMep
]ENDO-CH]RURC IES.R.L. “un%unﬂaszaz |
Adresa sedinlui de bozi (stradn, numiirul) Codul - Denumirea localititii

AZIPEe OCHORNNTD MECTORICHONMKREHIN (Y0, HOMED) Kon - Honmenomanne naceasiioro myxm

[Drumul Viilor nr.30 bl.2 of.54 : [0130-SEC.CENTRU _ |

3. Atestarea lipsei snu existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToaTRepIRACHHE OTCYTCTBHS WIH HLIHYUA HCAOMMKH COracto Atinix HudopMaunon Hoit asroMaTnInposaiiioi

CHCTCMbI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha nary
BBIJIAYH AaHHOM CNPaBKKM HEAOMMKA Mepel HallHOHANBHBIM YGIHYHBIM GHOIKETOM COCTABIIAET:

0,00 lei/neit.

4. Valabil pind la / Jeiicronrenen no 05.05.2021

5. Autentificarea Serviciului Fiscal de Stat / [loarsepxaenne ocyaaperaentol Hanorasoi ciyx6sl

_Sef=DDF_Centru nz ‘ Albina ISCOVA
?’{é{c g i S Z/ (’“"Z"_

SemnfuraTloamie. Numele §i prenumele/@asuciiv n i

PrARLINN 1 HRH

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului®// 20.04,2021 ora 15:14:40
cu aplicarea prevederilor pct. 82-8B3 Ordin IFPS nr.400 din 14.03,2014 (Monitorul Oficial 72-77/399, 28.03.2014)



“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242
Adresa postala: mun.Chisinau, str. Mesterul Manole, nr. 9.
Telefon/Fax: (022) 23-21-33, (022) 66-72-86 CHlRURGIE

Nr. de iesire: 49/04 din 28.04.2021
Catre: Aparatul Presedintelui Republicii Moldova,
Numarul unic de identificare al procedurii de achizitie:
ocds-b3wdpl-MD-1619175945373/21038918,

“Dezinfectanti si articolelor pentru prevenirea infectieit COVID-19 ",

DECLARATIE

Prin prezenta, SRL ”Endo-Chirurgie” declara urmatoarele:

1. In  decurs de 2 (cinci) zile de la solicitarea  autoritatii

contractante/beneficiarului/organizatorului licitatiei, va prezinta mostre.

2. In cazul in care oferta companiei va fi declarati cistigitoare, in conformitate cu
prevederile legale Tn vigoare, va prezenta declaratia privind confirmarea identitatii
beneficiarilor efectivi si neincadrarea acestora in situatia condamndrii pentru
participarea la activitdti ale unei organizatii sau grupari criminale, pentru coruptie,

frauda si/sau spalare de bani.

Cu respect,
Specialist achizitii publice, Juristconsult Pavel DUBALARI


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

“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242
Adresa postald: mun.Chiginiin, str, Mesterul Manole, nr, 9,
Telefon/Fax: (022) 23-21-33, (022) 66-72-86

SRR T Ry

ORDIN nr. 25

»De imputernicire a persoanei”

Din 01 septembrie 2020

Intru desfdsurarea continud §i corectd a procesului de Intocmire a documentelor pentru

A

participarea In cadrul procedurilor de achizitii publice, organizate de citre Autorititile

Contractante din Republica Moldova, in cazul absentei mele de la locul de lucru,
ORDON:

A imputernici dl DUBALARI Pavel, IDNP: 2001003326049, angajat in calitate de

jurisconsult, pentru ca in numele meu s&:

1. Semneze oferta, precum si toate actele aferente procédurilor de achizitii, inclusiv prin
aplicarea semnaturii sale electronice (digitala).

2. incazde necesitale va aplica stampila pe actele mentionte mai sus.

MU . GHEREG Victor

DUBALARI Pavel

CRXME TT
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