‘Citre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
sy (o {1

Solicitantul_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032, Chisinau,

Republica Moldova, tel./fax: 022 782 875, e-mail:_irina.sandu@dita.md 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
producatorului Flexicare Medical Limited, Marea Britanie:

- Canula Nazala de Flux Inalt, Flexicare, pentru Oxigenoterapie

- Sistem de aspiratie cu circuit inchis, Flexicare, 14Fr, Endotraheal
- Sistem de aspiratie cu circuit inchis, Flexicare, 16Fr, Endotraheal
- Tub conector tip Y, Flexicare, d-22 mm

- Masca respiratoare pentru maturi, Flexicare, Nr.3

- Masca respiratoare pentru maturi, Flexicare, Nr.4

- Masca respiratoare pentru maturi, Flexicare, Nr.5

- Masca respiratoare pentru maturi, Flexicare, Nr.6

- Sistem de aspiratie cu circuit inchis, Flexicare, P/u Traheostomie

Se anexeaza urmatoarele acte:
- Actul de reprezentanta intre producdtor si reprezentantul autorizat in Republica
Moldova; i, RER RS
- Declaratia de conformitate CE; A S
- Certificat de conformitate CE;
- Declaratia pe propria raspundere a solicitantului;

- Lista dispozitivelor medicale ( format Excel).

Data 12.09.2023 Semnatura

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

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Moraru Grigore
Date: 2023.09.17 10:50:22 EEST
Reason: MoldSign Signature
Location: Moldova
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DECLARATIE PE PROPRIE RASPUNDERE

Solicitant:_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032,
Chisinau, Republica Moldova,

declar pe proprie raspundere, cunoscand prevederile art. 352

1, Codul Penal al

Republicii Moldova cu privire la falsul in declaratii, cd documentele si datele furnizate

pentru notificarea dispozitivelor medicale ale producatorului Flexicare Medical

Limited, Marea Britanie:

Sunt autentice si corespund realitatii.

Numele, prenumele si functia:

RA-Manager - Sandu Irina

Canula Nazala de Flux Inalt, Flexicare, pentru Oxigenoterapie
Sistem de aspiratie cu circuit inchis, Flexicare, 14Fr, Endotraheal
Sistem de aspiratie cu circuit inchis, Flexicare, 16Fr, Endotraheal
Tub conector tip Y, Flexicare, d-22 mm

Masca respiratoare pentru maturi, Flexicare, Nr.3

Masca respiratoare pentru maturi, Flexicare, Nr.4

Masca respiratoare pentru maturi, Flexicare, Nr.5

Masca respiratoare pentru maturi, Flexicare, Nr.6

Sistemn de aspiratie cu circuit inchis, Flexicare, P/u Traheostomie
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TOTAL QUALITY - TOTAL CARE

LETTER OF AUTHORISATION

The undersigned, FLEXICARE MEDICAL LIMITED, is a company registered in England and Wales with company
number 02428573 and with registered address c/o Flexicare (Group) Limited, Cynon Valley Business Park, Mountain
Ash, United Kingdom, CF45 4ER (“Flexicare Medical”). The country of manufacture is the United Kingdom.

Flexicare Medical hereby certifies that Dita Estfarm LLC, a company registered in Republic of Moldova

having its registered address at No. 23 Burebista Street, Chisnau MD — 2032, Republic of Moldova (the
“Representative”) is authorized to offer the products listed below in Federal Republic of Moldova (the

“Territory”).
Flexicare Medical attests that its Medical Equipment Items and or parts are new and not repurposed.

Product List

1. Products relating to airway management;

2. Anesthesia breathing systems;

3. Anesthesia component(s);

4. Ventilator breathing systems;

5. Breathing filters;

6. Oxygen & aerosol therapy;

7. Resuscitation; and

8. Suction & urology disposables and devices.

The Representative is authorized to import and sell in Moldova and be responsible for issuing in tenders and issuing
quotations against relevant tenders, sales, installing and technical services for all our products, since 2023.

Signed for and on behalf of:

Khashayar Poormand
Managing Director
Flexicare Medical Limited Date:

@ +44(0)7443 474647 @) +44(0)1443 474222 uiriest recom @ www. flexicare.com
Registered Office: Flexi o d, Cynon Valley Business Park, Mountain Ash, CF45 4ER UK




Subject: Flexicare Medical Limited CE Mark & certificate

To whom it may concern,

We, SGS Belgium NV (CE 1639), Noorderlaan 87, BE-2030 Antwerpen, Belgium (hereatfter
“SGS"), confirm that we have received an application for CE certification to EU Regulation
2017/745 (hereafter the “MDR”) from Flexicare Medical Limited, Cynon Valley Business Park,
Mountain Ash, CF45 4ER, UK (hereafter “Flexicare”) on the 30" June 2022. This application
is currently under review by SGS.

On the 20" March 2023, the EU parliament published Regulation (EU) 2023/607. This
regulation amended the transitional provisions of the MDR allowing manufacturers to continue
to place CE Marked devices on the market using expired certificates under defined conditions.
These conditions are including surveillance activities lead by SGS Belgium NV as Notified body
for on-site surveillance audit at Flexicare Medical Limited facilities (last on site audit has been
conducted in May 2023 and conclude to maintenance of the certificate), vigilance follow up,
change review if any and review of technical file if relevant with the certification cycle.

For Flexicare this extends, subject to certain conditions, the validity of the existing CE
Certificates GB19/964677 and GB19/964678 from 07 July 2023 to 31 December 2028. The
scopes of these certificates are presented in Table 1 below.

Annex il CE Certificate GB19/964677 Annex V CE Ceriificate GB13/964678
Sterile devices for use in anaesthesia, Carbon dioxide absorbent for use in
emergency and intensive care: anaesthesia, emergency and intensive care
Suction catheter,; Sterile single use Urimeter
Endotracheal tubes; Sterile devices for use in anaesthesia,
Laryngeal mask airways; emergency and intensive care:
Humidification chambers; Bougies;
Suction Yankauers; Stylets;
Infant nasal CPAP therapy device. Laryngoscopes;
Foley Catheter Laryngoscope handles and laryngoscope
Short Term Use Urinary Catheter blades;
Sterile Stoma plugs Oropharyngeal Airways;
Sterile and non-sterile devices for use in Suction tubing;
anaesthesia, emergency and intensive care: | Nasopharyngeal airways
Breathing circuits; Sterile devices for use in urology:
Humidification circuits; Catheter Valve;
SGS Beigum NV Certification and Busi Enh Regi d Office: Noorderlaan 87 BE-2030 Antwerpen t+32 {0)3 545 48 48 f +32 [0)3 545 48 49
Boulevard ionaldl fionaletaan 550 BE-1070 Brussels t+32 (0)2 556 00 40 §+32 {0)3 5454849 www besge com

| Meamber of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belflus 550-3560000-33



Breathing filters;

Heat and moisture exchangers (HMEs);
Heat and moisture exchange (HME) filters;
Nebulisers;

Oxygen and aerosol therapy devices.
Non-sterile devices for use in anaesthesia,
emergency and intensive care:

Pocket resuscitation first aid masks;
Anaesthesia facemasks;

Oxygen tubes;

Resus bag resuscitators;

Manual resuscitators;

Respiratory humidifiers;

Endoscopy bite block with O2 delivery and
CO2 monitoring;

Booster Heater — Respiratory Humidifier.

intermittent catheters;
Urine drainage bags;

Table 1

For medical device manufacturers whose certificates expired after 20 March 2023 (such as
Flexicare whose certificate expired 07 July 2023) the following is required to claim the

extended validity of Regulation 2023/607:

Requirement

Confirmation of Requirement

a) The devices must continue to comply
with Directive 93/42/EEC (the "MDD")

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

b) There are no significant changes in the
design and intended purpose

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

c) The devices shall not present an
unacceptable risk to the health or safety
of patients, users or other persons, or to
other aspects of the protection of public
health

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

d) The manufacturer must implement an
MDR compliant quality management
system by 26 May 2024

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

e) The manufacturer has lodged an
application with a Notified Body by 26
May 2024 and has signed the agreement
with the Notified Body by 26 September
2024.

SGS confirms that the application from
Flexicare was received on the 30 June
2022. The written agreement is pending but
is not required until 26 September 2024.

i Otfice: Noord

SGS Belgum MY Gertification and Business Enhancement Reg:

Boulevard Intarr

187 BE-2030 Antwerpen t+32 (0)3 5454848 [+32(0)3 5454849
ternationalaiaan 550 BE-1070 Brussels 1+32 (0)2 556 0040 1+32 (D)3 5454849 wyw nososqnn

bk b LA TR

Member of the SGS Group
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We hope that this letter explains the situation of Flexicare’s CE Mark, how they are -able to
extend the validity of CE Certificates GB19-964677 and GB19-964678 under Regulation
2023/607 and continue to use these certificates to CE Mark devices and place them on the
market. Additionally, SGS is not required or able to issue certificates with extended dates as
the regulation itself directly extends the validity of the certificates.

Please contact me with any questions regarding this letter.

Yours sincerely

Virginie SILORET

Global medical device certification Manager
SGS Belgium NV NB1639

Phone: +41 22 739 98 58

Mobile: +41 79 731 49 32

Email: virginie.siloret@sgs.com

SGS Betgum NV Centification and Business Enl it Regi

187 BE-2030 Antwerpen t+32 (0)3 54548 48 {+32 (0)3 545 48 48

55D BE-1070 Brussels 1+32 (0)2 556 00 40 £+32 (0)3 545 4849 www s sgsoom

Member of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belfius 550-3560000-93
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EC Certificate Full Quality Assurance System: Certificate GB19/964677

The management system of

Flexicare Medical Ltd

Cynon Valley Business Park, Mountain Ash, CF454ER , UK

" has been assessed and certified s meeting the requirements of
Directive 93/42/EEC
on medical devices, Annex Il (excluding Section 4).

For the foliowing products
The scope of registration appears on page 2 of this certificate

This certificate is valid from 21 May 2021 until 07 July 2023
And remains valid subject to satisfactory surveillance audits.
Issue 8. Certified since 28 January 1997.

Certification is based on reports numbered GB/PC 05884

Authorised by

Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderiaan 87 2030 Aniwerp Belgium
t+32 (0)3 545-48-48 £ +32 (0)3 545-48-49 www.sgs.com

LPMDS007 - Cartficate CE1638 Aanex [14_EN rev. 02

Page 1012




Certificate GB19/964677 continued

Flexi_care Medical Ltd

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

Issue 8
Detailed scope

Sterile devices for use in anaesthesia,

emergency and intensive care:

- Suction catheter;

Endotracheal tubes;

Laryngeal mask airways;
Humidification chambers;
Suction Yankauers;

Infant nasal CPAP therapy device.

Foley Catheter

Short Term Use Urinary Catheter
Sterile Stoma plugs

Sterile and non-sterile devices

for use in anaesthesia, emergency and intensive care:

Breathing circuits;

Humidification circuits;

Breathing filters;

Heat and moisture exchangers (HMEs);

Heat and moisture exchange {HME} filters;
Nebulisers;

Oxygen and aerosol therapy devices.

Non-sterile devices for use

in anaesthesia, emergency and intensive care:
Pocket resuscitation first aid masks;
Anaesthesia facemasks;
Oxygen tubes;

Resus bag resuscitators;
Manual resuscitators;
Respiratory humidifiers;
Nebuliser compressor;

Endoscopy bite block with 02
delivery and CO2 monitoring;
Booster Heater — Respiratory
Humidifier

Where the above scope includes class Il medical device{s), a valid EC Design Examination Certificate
according to Annex If (Section 4) is a mandalory requirement for each device in addition to this certificate
{o place that devica on the market.

Page20f2
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EC Declaratio

Flexicare Medical Limited EU Declaration of Confarmity

This EU Dedlaration of Conformity has been kssued under he soie responsibity of the manufacturer:

Flexicars Medical Limitsd
Cynon Valley Business Park. Mountain Ash, CF45 4ER, LK.
Company Registration Mumber: 2428573
Single Regisiratian Number (SRN): Mot issued

ancmuwj:aumdmummmmmammmwmmmmmm Couneil Diractive
YAAZIEES concaming medical devices as amended by Directive 200TMT/IEC

Conformily assessment route: Annex |l (excluding section 4
Cetificate Number(s): GB13/86467T

‘Tha Notified Body respansible for is SGS Belgium NV (CE 1639), Noorderaan 87,
BE-2030 Antwarpen. Belgium.
Flexicare Medical Limiled dectares that the devices listed below and idantified as applicatle meel the of
Directive 201 1/65EU [as af the E: and of the Council of 8 Jmc 2011 en the restriction
of the use of certain in edectrical and e equip
Flexicare has appeinied its Germany based facility as its ised Rep fve wilhin the Unian, with
registared address as follows:
Flexicara Deutschiand GmbH,
Onlenhohnstrasse 34,
53819 Neunkirchen-Seelscheid,
Garmarny

For and an benalf of Flexicars Medical Limited:

Hash Poormand
Feforanes:  DOC-0UCOIESD
Director g 25 v 2023
Flanizam Mesical Lirvsd
:‘:’_" Cymon Valley Busienss Park,
gl Mourain Ash, CF4% JER, U
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Resus Bags - Reusable (Non-Sterile)
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