NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat al
dispozitivelor medicale

nr. ....... din

........

Catre Agentia Medicamentului

s1 Dispozitivelor Medicale

Solicitantul AELO GRUP SRL, cu sediul mun. Chisinau, str. Mitropolit
Petru Movila 23/5, of.3 , tel./fax: +373 79 80 77 33/02260 14 91, e-mail:

aclogrup@gmail.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:

Patient Monitor Edan Instruments,INC  iX10
Patient Monitor Edan Instruments, INC  iX12
Patient Monitor Edan Instruments INC  iX15
Patient Monitor  Edan Instruments,INC X8

Patient Monitor Edan Instruments,INC X100
Patient Monitor  Edan Instruments, INC  X12

Se anexeaza urmatoarele acte:

Declaratia pe propria raspundere;

Brosura,Certificat CE; ,Certificat ISO13485 ,
Scisoarea de Autorizare.

Data 20.06.2023

notificarii de catre solicitant)

B\S\ Iy
Semnatura /CE L%

Tabelul de receptionare a notificarii
(se completeazd de catre Agentie in momentul depunerii

Comentarii cu privire la acceptul/refuzul receptiondrii

notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit
notificdrii de catre Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei responsabile de

receptionarea dosarului

Digita
Date: ]

ly signed by Cobzari-Turcan lI
023.06.20 12:10:26 EEST B

Semndtura persoanei responsabile

Reason: MoldSign Signature
Locatipn: Moldova




Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: ,Aelo Grup” SRL , cu sediul mun. Chisiniu, str.Mitropolit Petru

Movila 23/5, of. 3, declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul

Penal al Republicii

Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate pentru notificarea

dispozitivului medical:

Patient Monitor  Edan Instruments,INC  iX10
Patient Monitor  Edan Instruments, INC  iX12
Patient Monitor  Edan Instruments, INC  iX15
Patient Monitor  Edan Instruments,INC X8

Patient Monitor  Edan Instruments,INC  X10
Patient Monitor . Edan Instruments,INC  X12

Sunt autentice §i corespund realititii.

Cobzari Turcan Rodica

Administrator
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Ne: 2023/IM013UZ

Date: 24/3,2023

CONFIRMATION LETTER

We, Edan Instruments, Inc. ,based in No.15 Jinhui Rd., Shenzhen, 518122,
P.R.China, assign AELO GRUP SRL , based in Str Petru Movila 23/5 of 3,
Chisinau MD -2004, Moldova, as  authorized representative in correspondence
with the conditions if directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew
or modify the registration of medical devices on the territory of the Republic of
Moldova.

Date:24/3/2023

Signed:

an B18122, PR, Ching




EDAN INSTRUMENTS, INC.

DECLARATION OF CONFORMITY TO
REGULATION(EU) 2017/745
CONCERNING MEDICAL DEVICES

MANUFACTURER: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-
District, Pingshan District, 518122 Shenzhen, P.R.China

SRN: CN-MF-000009957

EUROPEAN REPRESENTATIVE: Shanghai International Holding Corp. GmbH
Eiffestrasse 80 20537 Hamburg Germany

PropucT/MODEL: Patient Monitor / iX10, iX12, iX15

EMDN [NAME/CODE]: VITAL SIGNS MONITORING INSTRUMENTS/ 2120302

Basic UDI-DI: 69444138iXS9L

CLASSIFICATION: Class lIb, Rule 10 According To Annex VIl oF the MDR

CONFORMITY ASSESSMENT ROUTE:  ANNEX IX EXCLUDING CHAPTER I,

WE, EDAN INSTRUMENTS, INC., HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE PROVISIONS OF REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL ON MEDICAL DEVICE.

ALL SUPPORTING DOCUMENTATION 1S RETAINED AT THE PREMISES OF THE MANUFACTURER.

EU DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE
MANUFACTURER

STANDARDS APPLIED: EN 60601-1: 2006+A1: 2013, EN 60601-1-2: 2015, EN 60601-1-6:
2010+A1: 2015, EN 60601-1-8: 2007+A1: 2013, EN 60601-2-25:2015, EN 60601-2-27:
2014, EN IEC 80601-2-30: 2019, EN 60601-2-34:2014, EN IEC 80601-2-49: 2019, EN I1SO
80601-2-61: 2019, EN ISO 80601-2-55: 2018, EN ISO 80601-2-56: 2017+A1: 2020, EN
ISO 81060-2: 2014, EN 1SO 10993-1: 2020, EN ISO 10993-5: 2009, EN I1SO 109983-10:
2013, EN I1SO 14155: 2011, EN ISO 14971: 2019, EN 62304: 2006+A1: 2015, EN 62366-
1: 2015, EN 1SO 15223-1: 2021, EN 1041: 2008+A1: 2013, EN ISO 780: 2015

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH

RIDLERSTR 65, D-80339 MUNCHEN, GERMANY
IDENTIFICATION NUMBER 0123
(EC) CERTIFICATE(S): G10 091264 0025 Rev. 01 VALID UNTIL: 2026-02-17
START OF CE-MARKING: 2022 ~ o= 3|
PLACE, DATE OF ISSUE: SHENZHEN, 200.1%3]
SIGNATURE: % Confning—

NAME LIU YONGYING

MANAGEMENT REPR

Template No.:QP36-MDRO021-1.1
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EDAN INSTRUMENTS, INC.

DECLARATION OF CONFORMITY TO
REGULATION(EU) 2017/745
CONCERNING MEDICAL DEVICES

MANUFACTURER: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-
District, Pingshan District, 518122 Shenzhen, P.R.China

SRN: CN-MF-000009957
EUROPEAN REPRESENTATIVE: Shanghai International Holding Corp. GmbH

Eiffestrasse 80 20537 Hamburg Germany
ProDUCT/MODEL.: Patient Monitor / X8, X10, X12
EMDN [NAME/CODE]: VITAL SIGNS MONITORING INSTRUMENTS/ 2120302
Basic UDI-DI; 69444138XSGP
CLASSIFICATION: Class lib, Rule 10 According To Annex VIl oF the MDR

CONFORMITY ASSESSMENT ROUTE:  ANNEX X EXCLUDING CHAPTER |1,

WE, EDAN INSTRUMENTS, INC., HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE THE PROVISIONS OF REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL ON MEDICAL DEVICE.

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
EU DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE
MANUFACTURER

STANDARDS APPLIED: EN 60601-1:2006+A1:2013, EN 60601-1-2:2015, EN 60601-1-6:
2010+A1: 2015, EN 60601-1-8:2007+A1:2013, EN 60601-2-25:2015, EN 60601-2-27:
2014, EN IEC 80601-2-30: 2019, EN 60601-2-34:2014, EN IEC 80601-2-49: 2019, EN I1SO
80601-2-61:2019, EN 1SO 80601-2-55: 2018, EN ISO 80601-2-56: 2017+A1: 2020, EN
1ISO 81060-2: 2014, EN ISO 10993-1:2020, EN ISO 10993-5:2009, EN 1SO 10993-10:
2013, EN ISO 14155:2011, EN I1SO 14971:2019, EN 62304: 2006+A1:2015, EN 62366-1:
2015, EN I1SO 15223-1: 2021, EN 1041:2008+A1:2013, EN ISO 780:2015

NoTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTR 65, D-80339 MUNCHEN, GERMANY

IDENTIFICATION NUMBER 0123
(EC) CERTIFICATE(S): G10 091264 0025 Rev. 01 VALID UNTIL: 2026-02-17
START OF CE-MARKING: 2018-12-25
PLACE, DATE OF ISSUE: SHENZHEN, ;o) 30212 .
SIGNATURE: L W ‘{L W) i
NAME LIU YONGYING e
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