Urager

Digitally signed by Iurchevici Valeriu
Date: 2023.07.03 10:01:27 EEST
Reason: MoldSign Signature
Location: Moldova

Dréigerwerk AG & Co. KGaA, 23542 Lubeck Qur reference

. DW-legal / 119/13
To whom it may concern

Phone

+49 451 882-2471

Erika.Wagner@draeger.com

Manufacturer's Authorization 09.02.2021

We, Driagerwerk AG & Co. KGaA, Moislinger Allee 53-55, 235568 Lubeck, Germany, who is an
established and reputable manufacturer of medical equipment, having factories at Libeck
(Germany), Telford (United States), Andover (United States) and Shanghai (China), do hereby
declare that
“Echipamed-Plus” SRL
Valea Trandafirilor 24 “B”, of. 80
MD-2001, Chisinau
Republic of Moldova

is our official distributor and local representative for Anesthesia Devices, Incubators, Ventilation
Machines, Monitoring, Pendant and Operating Lights of Dragerwerk AG & Co. KGaA in the territory
of the Republic of Moldova.

We declare that the above mentioned company is authorized to quote, sell, subsequently negotiate
and sign contracts, as well as to perform installation and after sales service of Anesthesia Devices,
Incubators, Ventilation Machines, Monitoring, Pendant and Operating Lights manufactured by us
in their own name and on their own account,

This authorization letter will remain valid until 31.12.2021.
Duly authorized to sign this Authorization on behalf of

Driagerwerk AG & Co. KGaA

rtln B

ann Thomas Engrer

Aurhcirfzed representative Authorized representative

Dragerwerk AG & Co KGaA Bank datails. Registered office. Lubeck Chairman of the Supervisory Board
Moislinger Allee 53-55 Commerzbank AG, Lubeck Commercial register for Deagerwerk AG & Co. KGaA
23558 Lubeck, Germany IBAN: DESS 2304 0022 0014 6495 00 Local court Lubeck HRB 7803 HL and Drd }V'tfmaﬂ ng? AG
Postal address Swilt-Code COBA DE FF 230 General patner Dragerwerk Verwaliungs AG Sy H‘ ;
23542 Libeck, Germany Sparkasse zu Lubeck Registered office. Lubeck /{0 ‘n‘n <

Tel +49 451 882-0 IBAN: DE15 2305 0101 0001 0711 17 Commercial regisler f il

Fax +40 4561 882-2080 Swift-Code: NOLADE21SPL Local court Lubeck HRB 7395 HL

infofddraeger com
www draeger.com
VAT no. DE135062211
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ZERTIFIKAT @ CERTIFICATE @

TOV SUD Management Service GmbH Zertifizierungsstelle ® P{\(Her;yas ;

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

drager

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55, 23542 Liibeck
Germany

for the Scope of application

Design and development, production and distribution of
diagnostic and therapeutic medical devices and installations
as well as consulting and services
in the field of medical technology

Revalstrafe 1, 23560 Liibeck
Germany

for the Scope of application
Production and distribution of diagnostic
and therapeutic medical devices and installations
has established and applies
a Quality Management System.
An audit was performed, Order No. 707037695.
Proof has been furnished that the requirements according to

ISO 9001:2015

are fulfilled.
The certificate is valid from 2021-01-15 until 2024-01-14.
Certificate Registration No.: 12 100 49423 TMS.

Q’i“ A \()-(\L

Head of Certification Body
Munich, 2021-01-13

www.tuev-sued.de/certificate-validje



( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 010578 0031 Rev. 01

Holder of Certificate: Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Lubeck
GERMANY

Certification Mark:

. ENISO 1485

tuv-sud.comips-cert

Scope of Certificate: Design, Development, Manufacture and
Distribution of Diagnostic and Therapeutic
Medical Devices and Installations as well as
Consulting and Services in the Field of
Medical Technology. Diagnostic and
Therapeutic Medical Devices and
Installations: Anaesthetic Equipment,
Infusion Equipment, Pediatric Equipment
for Warming- and Photo-Therapy, Lung
Ventilator Equipment, Monitoring
Equipment, Clinical Decision Support
Software, Patient Data Management
Software, Equipment for Suction,
Breathing-, Inhalation-, 02- and Aerosol-
Therapy, Medical Gas Management and
Supply Systems as well as Medical Lights
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 010578 0031 Rev. 01

Report No.: 713193628
Valid from: 2021-01-18

valid until: 2024-01-13 p—

C@.'L\/

Christoph Dicks
Head of Certification/Notified/B 0

Date, 2021-01-18

ZERTIFIKAT & CERTIFICATE ¢

Page 1 of 2 JULET
TUV SUD Product Service GmbH + Certification Body * Ridlerstrafie 65« 80339 Munich * Germany




-
<
[
[
fn
oo
5]
()
*
o
(o= ]
<<
(&
e
-
o
4]
(&
*
-
<L
x
=
©
=
b
o.
Lik
(&
4
i

> ﬁ ﬁ

’73 LS
L'\

ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 010578 0031 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN I1SO 13485:2016

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55, 23542 Lubeck, GERMANY

Design, Development, Manufacture and Distribution of
Diagnostic and Therapeutic Medical Devices and Installations
as well as Consulting and Services in the Field of Medical
Technology. Diagnostic and Therapeutic Medical Devices and
Installations: Anaesthetic Equipment, Infusion Equipment,
Pediatric Equipment for Warming- and Photo-Therapy, Lung
Ventilator Equipment, Monitoring Equipment, Clinical
Decision Support Software, Patient Data Management
Software, Equipment for Suction, Breathing-, Inhalation-,

02- and Aerosol-Therapy, Medical Gas Management

and Supply Systems as well as Medical Lights

Dragerwerk AG & Co. KGaA
RevalstralRe 1, 23560 Lubeck, GERMANY

Manufacture and Distribution of Diagnostic and

Therapeutic Medical Devices and Installations as well

as Consulting and Services in the Field of Medical
Technology. Diagnostic and Therapeutic Medical Devices and
Installations: Anaesthetic Equipment, Infusion Equipment,
Pediatric Equipment for Warming- and Photo-Therapy, Lung
Ventilator Equipment, Monitoring Equipment, Clinical
Decision Support Software, Patient Data Management
Software, Equipment for Suction, Breathing-, Inhalation-,
02- and Aerosol-Therapy, Medical Gas Management

and Supply Systems as well as Medical Lights

TUV SUD Product Service GmbH « Certification Body + Ridlerstralte 65 ¢ 80339 Munich « Germany



A4 10717

=

[ -
S
| &
:
e
oc
Rl
[
&
(=)
| 2
=t
B
TS
s
o
L
&
e
<t
=
- ©
=
e
o.
(S8
()
B
i
04

A

iz

=i7]
it

A

ZERTIFIKAT & CERTIFICATE ¢

* s W o Benannt durch/Designated by
" $¢  Zentrsistelle der Langer &
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, Ilb or I1l)

No. G1 010578 0037 Rev. 01

Manufacturer: Drigerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Liibeck
GERMANY

Facility(ies): Dragerwerk AG & Co. KGaA
Y( ) Revalstralle 1, 23560 Lubeck, GERMANY

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55, 23542 Liibeck, GERMANY

PdeUCt category(ies) : Anaesthetic equipment with standard accessories,

Infusion equipment with standard accessories,

Pediatric equipment with standard accessories,

Lung ventilator equipment with standard accessories,

Monitoring equipment with standard accessories,

Equipment for suction, breathing-, inhalation-, oxygen-

and aerosol-therapy with standard accessories,

Medical supply units and terminal units for pressurized

medical gases and vacuum,

Pipelines for compressed medical gases and vacuum,

Anaesthetic gas scaving systems, Components for

medical gas management systems, Software for diagnosis based on clinical
data Incl. patient data, monitoring and device parameter, Visualization,
diagnostic and therapeutic software for anesthesia and respiratory devices

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class IIl devices an additional Annex | (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713162398
Valid from: 2020-01-15
Valid until: 2024-05-26

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

At
O
S

TOV SUD Product Service GmbH « Certification Body + Ridlerstrae 65 + 80339 i NN 5




EC Certificate Full Quality Assurance System: Certificate GB19!.964_2,3

The mnagmehi system of

Intersurgicai”'iitd.

Crane House, Molly Millars Lane okmgham, Berkshlre RG RZ UK

lirernents of

Directive 93/42/EEC

on medical devices, Annex Il (excludi.n:‘g Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 24 May 2021 until 26 November 2023
and remains valid subject to satisfactory surveillance audits.
Issue 8. Certlﬁed since 11 January 1995

Cemtirahon is based on rapons numbeted GBIPC 04303

HNADRE Thls isa mulh-srte certificatio
Addlttonal srte detalls are listed on the subsequeni ‘pag

Authorised by

Global Medical Dewees Head ol Notified Body

WWBMWNMWDHI&MW“
Certificaion Services, otherwise agreed, accessible al
mwuwnm-cmnmmd
issues estabiished therein. The
muuwmhmumw £




Certificate GB19/964232 'conﬁréped_ |
Intersurgical Ltd

Directive 93/42/EEC
-

on medical devices, Annex Il (excludin

Sterile and Non-Sterile medical devices for respiratory care, in the areas
of airway management, anaesthesia, critical care, oxygen and aerosol therapy:
Sterile and Non-Sterile Anaesthetic Breathing Systems
Aerosol and Oxygen Face Masks
Anaesthetic Face Masks
Sterile Endotracheal Tube Introducer and Sterile Airway Stylets
Sterile and Non-Sterile Breathing Systems
Non-Heated Respiratory Bubble Humidifier
Sterile and Non-Sterile Catheter Mounts
Sterile and Non-Sterile Breathing System Connectors
Sterile and Non-Sterile Respiratory Filters
Breathing System Flexible Tubing
High Concentration Oxygen Face Masks
Sterile and Non-Stefile Heat and Moisture Exchangers
~ Sterile and Non-Sterile HME Filters
Sterile and Non-Sterile Inspiratory Line Humidification Chambers
Sterile l-gel Supraglottic Airways
Sterile Laryngeal Airways
Gas Sampling/Monitoring Respiratory Tubing
Sterile and Non-Sterile Heated Wire Breathing Systems,
Heated Wires and attachments (electrical adaptor leads)
Electrically Powered Moisture Condenser, Nasal Cannulae
Nebulising System Delivery Sets
Suction and Irrigdtiori Oral Care Toothbrush
Oxygen Administration Tubing
Repeated Use Breathing Systems
Breathing Systes Reservoir Bags
Manual Pulmonary fiesuscltatlon‘Systems
Catborl Dloxide Absorbents
Sterile and Non-Sterile Tracheal Suction Systems
- Sterile Endotracheal Tubes
Venturi Valves and Venturi Valve Face Mask Kits
‘Wall Humidifier Nebullser
Breathing System Water Traps
CPAP Bi-level Nasal Masks and NIV Face Masks
Pressure Limiting Valves:
Peep Valves One Way Directional Va
Infant Nasal CPAP Breathing Syst
Oxygen Recovery Kits
Endoscopy Molar Bite Block
Carbon Dioxide Cuvette
Class | sterile: Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions:
Sterile Guedel Airways -
Certificate GB19/964232 continued = =
hE - Page2dl

Tris dcumentisssued b the Company suect o s General Condions o

of faisfcation of the conlent or appearance of this documents unlawfuland
offendess may be proseculed lo the fullest extentof the law,




Intersurgical Ltd.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Sechon 4)

: Issue 8
De'a:led scope

: Addlﬁomlbdllﬂes e ———
Crane House, Molly Millars Lane, Woklngham, Berkshlre, RG412RZ, UK A ACIETATE “‘\\

Unit 3, Molly Millars Bridge, RG41 2WY, UK

Dray House, Molly Millars Lane, RG41 2PX, UK
Brook House, Molly Millars Bridge,, RG41 2WY, UK
Unit 1, Molly Millars Lane, RG41 2QZ, UK

Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, UK

UAB Intersurgical Arnioniy g.60, LT-18170 Pabradé, Lithuania
Arnioniy g. 60A, Pabradé, LT-18170, Lithuania

~ Arnioniy g. 45, Pabradé, LT-18170, Lithuania' =

Duksto kelias 84A, Visaginas, LT-31146, Lithuania“‘

T8 et ssved quMbumwu :
Carfification Services, unless otherwise agreed, accessible at

mwmumummu
‘and jurisdicional issues established therein. The

Mﬁmmﬂmum:w

wuum«m of this document is unlawful and
offenders may be prosecuted lo the fullest axtent of the law., :



Certificate GBOS/4313.

The management system of

For the lollowing activities

The design, manufacture, and supply of medical respiratory products.

This certificate is valid from 08 August 2021 untit 08 Auguat 2024 and
remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before t the expiratnon date.
Issua 27. Certiﬁed since 11 January 1995

l“l'l'l!ll
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Certificate GB06/70658

“The management system of 3

For the following aclivities

The design, manufacture, and supply of medical respiratory products.

This certificate is valid from 08 Augusl 2021 unttl 08 Augusi 2024 and
remains valid subject to sahsfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.
- lssue 9. Certified since 12 December 2006

; . §GS Uniled nguom L
Rossmore Busmess?ark Ellesmeum Cheqhire CHES 3EN UK
t+44 (0)151 3506666 f +44 (0)151 3606600 vy ___sgg,cg_g

zmc 14001 2015 0421
Page 1 011‘

| Web! 3S erliﬂcats for electronic use
exclusively. It snall only be avaﬁable.by'clhk on SGS Certification | Marl
which has been posted on Your website. It shall hot be printed in anymy
This document is copyrighl protected. No content appeéranc‘a ma
raprnduced without the express wrmen parmlsston SGS. Any misuse,
; alteration forgery or ra Islﬂeation is unlawful 5
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Intersurgical Ltd, Crane House, Molly Millars Lane,

@ iﬁﬁﬁgﬂﬁglﬁﬁi: Wokingham, Berkshire, RG41 2RZ, UK
5

CUMPFLETE REBPIRATORY 0YSTEM T: +44 (0)118 9656 300 F: +44(0)118 9656 356
Quality, innovation and choice info@intersurgical.com www.intersurgical.com

Manufacturer's Authorization

Date: 01.08.2022

To Whom It May Concern

We Intersurgical Ltd, located at Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ,
United Kingdom are the registered legal manufacturer of medical device for respiratory support. We
have factories located at UAB Intersurgical, Arnoniu, g.60, LT-18170 Pabrade, Lithuania, and
Intersurgical Ltd., Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port, Guermsey, GY1 do
herel'{y declare that

ECHIPAMED PLUS SRL

str. VEIea Trandafirilor 24 “B”, of. 2-7
MD-2001, Chisinau

Republic of Moldova

is our official distributor and local representative for the complete range of Intersurgical products, ,
in the territory of the Republic of Moldova.

We declare that above mentioned company is authorized to quote, sell, subsequently negotiate

and sign contracts, perform installation and after sales service, as well as to perform all the
procedures required for the expertise process at state registration (re-registration, etc.) of All
Intersurgical Product Range of Medical Devices for Respiratory Support in the Republic Moldova,
manufactured by us.

We hereby extend our, arranty with respect to the Goods offered by the above company.

This authorization Idtter will remain valid until 31.12.2027 and all terms and conditions are as per

the Distributor Agregment sighed by both parties.
INTE
Yours sincerely

Gy wuldes Lan
Kingha

Global Sales Director

UK » Ireland + France - Germany + Spain + Portugal + Italy * Benelux + Sweden - Denmark ° Lithuanla * Russla * Czech Republic
Turkey * South Africa « China + Japan + Taiwan -+ Philippines + USA + Canada + Colombla + Australia

intersurgical Limited Registered in England No 1488409
Giectors S K Willams « H Befim + K Jacob « [ Williams « M Hinton - C Bellm « S Day + S Payne



EU DECLARATION OF CONFORMITY according to Regulation (EU) 2017/745

Manufacturer:

Registered address:

Single Registration Number:
Basic UDI-DI:

Product name/ Intended Purpose
Models:

Technical Documentation File

Risk Class (MDR Annex VII):

Conformity assessment procedure
performed:

Technical standards and/or
Common Specifications applied:

EN
FIAB SpA

Via Costoli 4, 50039 Vicchio (Fl), Italia
IT-MF-000005988
803300326208000001PF

Fully gelled electrodes for neurostimulation

See list in Attachment

TDF 208

Annex IV (EU Declaration of Conformity)

EN 1041 [2008/A1:2013] - EN I1SO 10993-1 [2018] - EN
ISO 13485 [2016] - EN ISO 14971 [2019] - EN ISO
15223-1 [2016]

With this Declaration of Conformity, issued under the sole responsibility of FIAB SpA as the

Manufacturer. we herbv declare

- that the medical devices specified meet the provision of the Regulation (EU) 2017/745 for medical devices

- that the procedures of FIAB quality management system according to ISO 13485 have been followed, Certificate of

Registration no.MD77846 issued by BSI

- that the products do not contain medicinal substances, elements of animal origin or their derivatives, human blood

derivatives, and are latex free

Signature:

/
Alberto Calabro )Kék_/_u___
e

Vicchio, 01/07/2021

Managing Director
L
Declaration Code EU-00000049-208 First issued: 09/06/2021
Last revised: 30/06/2021

Cod 99500038MD4B

Pagina 1 di 2



EU DECLARATION OF CONFORMITY according to Regulation (EU) 2017/745
EN

Attachment of EU Declaration of Conformity — List of models

PG100 - PG200 - PG200W - PG200WN - PG470 - PG470/MIC - PG470L - PG470LN - PG470N - PG470N/500 -
PG470W - PG470WN - PG471 - PG471/40 - PG471/40N - PG471/40W - PG471/40WN - PG471/50 -
PG471/50W - PG471/50W-16 - PG471/50WN - PG471/63W - PG471/63WN - PG471L - PG471N - PG471W -
PG471WN - PG472 - PG472/2C - PG472/90 - PG472/90W - PG472N - PG472W - PG472W2 - PG472WN -
PGA473 - PG473/2 - PG473/2N - PG473L - PG473LN - PG473N - PG473W - PG473W2 - PG473W2N -
PG473W2N/DUE - PG473WN - PG474 - PG474L - PG474N - PG474W - PG474WN - PG475 - PG475L -
PGA475LN - PG475W - PG476 - PG476L - PG476N - PG476W - PG477 - PG477N - PG477TW - PG479/32 -
PG479/32N - PG479/32W - PG479/32WN - PG479/50 - PG479/50N - PG479/50W - PG479/50WN - PG479/75 -
PGA479/75W - PG479/75WN - PG4790VW - PG480/95W2 - PG490 - PG490N - PG500 - PG691WN -
PG771/50 - PG771/50W - PG772/902 - PG772/90W - PG774W - PG871/40W - PG871/50 - PG871/50W -
PG873 - PG873N - PG873W - PG873W2 - PG874W - PG879/32N - PG879/32W - PG879/50W - PG879/75 -
PG880/95W2 - PG880/95W2N - PG890W

Declaration Code EU-00000049-208 First issued: 09/06/2021

Last revised: 30/06/2021
Cod 99500038MD4B

Pagina 2 di 2
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