ECHIPAMED

P L U S

Moldova, MD - 2001, Chisinau, str. Valea Trandafirilor 24 “B”, of. 2-7
tel. +373 (22) 234 349, 234 225; fax +373 (22) 234 225

e-mail: office@echipamed.com, info@echipamed.com

Nr. F/N
din 17.09.2023
Catre Agentia Medicamentului
si Dispozitivelor Medicale

Notificare

pentru Tnregistrarea dispozitivelor medicale Tn Registrul de stat
al dispozitivelor medicale

Solicitantul ,,Echipamed-Plus” SRL, cu sediul str. VValea Trandafirilor 24B, of.80, MD-2001,
mun. Chisindu, Republica Moldova, tel./fax: 022 23-42-25, e-mail: office@echipamed.com, solicit
inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si tipuri de

dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

Nr Nr. Cat. Denumire Denumire comerciald Model
InterForm intubating stylet,
10FR, 3.3mm, 340mm
InterForm intubating stylet,
14FR, 4.7mm, 340mm

1 8080010 Stilet de intubare Intersurgical

2 8080014 Stilet de intubare Intersurgical

Gel pentru tuburi
endotraheale, masti laringiene
si dispozitive de acces
oronazofaringeal

OptiLube, sachets of

3 5469000 lubricant, 5g

Intersurgical

Se anexeaza urmatoarele acte:
1. Declaratii de conformitate CE.

2. Declaratii de la producator privind desemnarea reprezentantului. . _
’ Digitally signed by Iurchevici Valeriu

3. Declaratie pe proprie raspundere. Date: 2023.09.17 15:47:00 EEST
Reason: MoldSign Signature
Location: Moldova

Data  17.09.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre solicitant)

Comentarii cu privire la acceptul/refuzul
receptiondrii notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii de cétre
Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei responsabile
de receptionarea dosarului

Semnatura persoanei responsabile



mailto:eoffice@chipamed@mdl.net
mailto:info@echipamed

ECHIPAMED

P L U S

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

tel. +373 (22) 234 349, 234 225; fax +373 (22) 234 225
e-mail: office@echipamed.com, info@echipamed.com

Nr. F/N
din 17.09.2023

Catre Agentia Medicamentului
si Dispozitivelor Medicale

Declaratie pe proprie riaspundere

Solicitant: ,,Echipamed-Plus” SRL, cu sediul str. Valea Trandafirilor 24B, 0f.80, MD-2001,
mun. Chisindu, Republica Moldova, tel./fax: 022 23-42-25, e-mail: office@echipamed.com, declar
pe proprie raspundere, cunoscind prevederile art. 352", Codul Penal al Republicii Moldova cu
privire la falsul in declaratii, cd documentele si datele furnizate pentru notificare dispozitivului

medical:
Nr Nr. Cat. Denumire Denum.l rev Model
comerciala
. . . InterForm intubating stylet,
1 8080010 Stilet de intubare Intersurgical 10FR, 3.3mm. 340mm
2 8080014 Stilet de intubare Intersurgical InterForm intubating stylet,

14FR, 4.7mm, 340mm

Gel pentru tuburi endotraheale,
3 5469000 masti laringiene si dispozitive de
acces oronazofaringeal

Intersurgical

OptiLube, sachets of
lubricant, 5g

Sunt autentice si corespund realitatii.

Director Valeriu lurchevici

Semnatura



mailto:eoffice@chipamed@mdl.net
mailto:info@echipamed

NF. Numarul de Denumire generica (denumirea Denumire comerciala Modelul Cod Clasa
catalog (referinta) dispozitivului) (brand) GMDN ||dispozitivului
InterForm intubating stylet, 10FR,
1 8080010 Stilet de intubare Intersurgical 3.3mm, 340mm 37469 lla
InterForm intubating stylet, 14FR,
2 8080014 Stilet de intubare Intersurgical 4.7mm, 340mm 37469 lla
Gel pentru tuburi endotraheale, masti
laringiene si dispozitive de acces
3 5469000 oronazofaringeal Intersurgical OptilLube, sachets of lubricant, 5g 33587 lla




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
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Certificaion Services, otherwise agreed, accessible al
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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
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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
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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



Intersurgical Ltd, Crane House, Molly Millars Lane,

iINTERSURGIGAL Wokingham, Berkshire, RG41 2RZ, UK
FOMPLETE BEGFIRATORY SYSTEMS T: +44 (0)118 9656 300 F: +44 (0)118 9656 356
Quality, innovation and choice info@intersurgical.com www.intersurgical.com

EC Declaration of Confor mity

We, Intersurgical Ltd (address: Crane House, MMliifars Lane, Wokingham, Berkshire, RG41 2Rz, Udite
Kingdom) as manufacturer, hereby declare understhe responsibility of that the below mentioned ides
comply with European Medical Devices Directive @3HEEC with all amendments and transposing legistati

Authorised Representative in the European Econéuea (EEA):
UAB Intersurgical (address: Arnioniu g. 60, Pakirddr-18170, Lithuania)

Resuscitation Systems

These are class I|A medical devices, in accordance with rule 2 of Annex 1X of the Medical Devices
Directive 93/42/EEC (classification.doc)

GMDN code — 36086, 46823, 46634

Essential requirements checklist is on IQR139.

Internally manufactured components master datani€EBACS (Parts Master) and design drawings are on
IQR69 (Product and Mould Drawing List).

Internally manufactured finished products masteadproduction drawings and Master Product Formalae
on EFACS (Master Product Formula, Parts Master)I@Rb9 (Product and Mould Drawing List).

Externally manufactured materials, components,giedrawings and products are on EFACS (Parts Master
IQR98 (Incoming Product Specification) and IQR6®oRict and Mould Drawing List).

Instructions for use, pack inserts and labels ardedailed on EFACS (Master Product Formula) and1Qy
(Index of Controlled Artworks).

Label content is on EFACS (Master Product Formata) Labels Printing System.

Product realisation processes are referenced in$édtlon 7.1

Product Codes
As listed in EFACS MPF Details under group DCRESWSC.

This range is subject to the procedure set out mmeX 2 excluding section 4 of Directive 93/42/EEE a
amended by 2007/47/EC, under the supervision offiddtBody Number 1639, SGS Belgium NV, SGS House
Noorderlaan 87-2030, Antwerpen, Belgium

EC Certificate Full Quality Assurance System GB®3/232 has been issued for the management system of
Intersurgical Ltd, which has been assessed andiegraccording to the requirements of Annex 2 adaig
section 4 of Directive 93/42/EEC as amended by 2OUEC.

-

Ivan Seniut

Group Quality and Regulatory Affairs Director
Duly authorised for and on behalf of Intersurgictl
Crane House, Molly Millars Lane, Wokingham,
Berkshire, RG41 2RZ, United Kingdom

Issue 18
Valid from 1 January 2021
DCRESUS.DOC

UK -

Ireland = France = Germany = Spain = Portugal - Italy Intersurgical Limited Registered in England No. 1488409

Netherlands * Sweden = Lithuania = Russia = Czech Republic Directors S. K. Williams = H. Bellm = K. Jacob = D. Williams = M. Hinton
South Africa = China = Japan = Taiwan = Philippines

USA -

Colombia = Australia



Intersurgical Ltd, Crane House, Molly Millars Lane,

Wokingham, Berkshire, RG41 2RZ, UK

SMEERLEREG RRALGRErSSIETS T: +44 (0)118 9656 300 F: +44(0)118 9656 356

Quality, innovation and choice info@intersurgical.com www.intersurgical.com

EC Declaration of Conformity

We, Intersurgical Ltd (address: Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41
2RZ, United Kingdom) as manufacturer, hereby declare under the sole responsibility of that the below
mentioned devices comply with European Medical Devices Directive 93/42/EEC with all
amendments and transposing legislation.

I-gel Supraglottic Airways

These are class IIA medical devices, in accordance with rule 5 of Annex IX of the Medical
Devices Directive 93/42/EEC (classification.doc)

Essential requirements checklist is on IQR139.

Internally manufactured components master data is on EFACS (Parts Master) and design drawings are
on IQR69 (Product and Mould Drawing List).

Internally manufactured finished products master data, production drawings and Master Product
Formulae are on EFACS (Master Product Formula, Parts Master) and IQR69 (Product and Mould
Drawing List).

Externally manufactured materials, components, design drawings and products are on EFACS (Parts
Master), IQR98 (Incoming Product Specification) and IQR69 (Product and Mould Drawing List).
Instructions for use, pack inserts and labels are as detailed on EFACS (Master Product Formula) and
IQR107 (Index of Controlled Artworks).

Label content is on EFACS (Master Product Formula) and Labels Printing System.

Product realisation processes are referenced in IQM section 7.1

Product Codes
As listed in EFACS MPF Details under group DCIGEL.DOC.

This range is subject to the procedure set out in Annex 2 excluding section 4 of Directive 93/42/EEC
as amended by 2007/47/EC, under the supervision of Notified Body Number 1639, SGS Belgium NV,
SGS House Noorderlaan 8§7-2030, Antwerpen, Belgium

EC Certificate Full Quality Assurance System GB19/964232 has been issued for the management
system of Intersurgical Ltd, which has been assessed and certified according to the requirements of
Annex 2 excluding section 4 of Directive 93/42/EEC as amended by 2007/47/EC.

-

Ivan Seniut

Group Quality and Regulatory Affairs Director

Duly authorised for and on behalf of Intersurgical Ltd
Crane House, Molly Millars Lane, Wokingham,
Berkshire, RG41 2RZ, United Kingdom

Issue 10

Valid from 7 February 2020

DCIGEL.DOC
UK =« lreland + France * Germany - Spain * Portugal - Italy Intersurgical Limited Registered in England No. 1488409
Netherlands * Sweden = Lithuania = Russia = Czech Republic Directors S. K. Williams * H. Bellm = K. Jacob * D. Williams * M. Hinton

South Africa = China = Japan = Taiwan = Philippines

UsA -

Colombia = Australia



Intersurgical EC Declaration of Conformity Groups (DC Group) Report

Showing product codes covered by each Declaration of Conformity

September, 2019

EC Declaration of Conformity Group: DCIGEL.DOC DOC 19
Products:
8201000 8202000 8203000 8204000 8205000
I-GEL I-GEL I-GEL I-GEL, MEDIUM I-GEL
SUPRAGLOTTIC SUPRAGLOTTIC SUPRAGLOTTIC ADULT, SUPRAGLOTTIC
AIRWAY, SIZE 1.0, AIRWAY, SIZE 2.0, AIRWAY, SIZE 3, SUPRAGLOTTIC AIRWAY, SIZE 5,
NEONATE, 2-5KG SMALL PAEDIATRIC | SMALL ADULT, 30- | AIRWAY, SIZE 4 (50- LARGE ADULT,
60KG 90KG) 90+KG
I-GEL I-GEL I-GEL I-GEL I-GEL
8215000 8225000 8604000 8703000 8703030
I-GEL I-GEL I-GEL PLUS,MEDIUM I-GEL O2 RESUS I-GEL O2 RESUS
SUPRAGLOTTIC SUPRAGLOTTIC ADULT,SUPRAGLOTT PACK - SIZE 3 PACK, SMALL
AIRWAY, SIZE 1.5, AIRWAY, SIZE2.5 |IC AIRWAY,SIZE 4 (50 ADULT, SIZE 3
INFANT, 5-12KG -90KG)
I-GEL I-GEL I-GEL I-GEL I-GEL
8704000 8704030 8705000 8705030 8800000
[-GEL O2 RESUS I-GEL O2 RESUS I-GEL O2 RESUS I-GEL O2 RESUS AIRWAY SUPPORT
PACK - SIZE 4 PACK, SMALL PACK - SIZE 5 PACK, LARGE STRAP
ADULT, SIZE 3 ADULT, SIZE 5
I-GEL I-GEL I-GEL I-GEL I-GEL
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