
Сйtrе Agenlia Medicamentului
qi Dispozitivelor Medicale

Г{ОТIFIСАRЕ
pentru inregistrarea dispozitivelor medicale iп Registrul de stat al

dispozitivelor medicale
пr. ....... din ...........

Solicitantul AELO GRIJP SRL, cu sediul muп. Chisinйu, str. Mitropolit
Petru МочilД 2315, of.3 , tel./fax: +373 79 80'77 33102260 |4 9l, e-mail:

"j:j"is;lу1*_ffr,,q{]ji,l*_*ýýg1ý, solicit inregistrarea in Registrul de stat al dispozitivelor
medicale а urmйtоаrеlоr categorii qi tipuri de dispozitive medicale pentru
introducerea gi рuпеrеа 1а dispozilie ре рiа{й а:

Patient Monitor Edan Instruments.INC iX10
Patient Monitor Edan Instruments.INC iXl2
Patient Monitor Edan Instruments.INC iXl5
Patient Monitor Edan Instruments.INC Х8
Patient Monitor Edan Instruments.INC Х10
Patient Monitor Edan Instrurnents.INC Х12

se апехеаzй urmйtоаrеlе acte:
Declaratia ре рrорriа rйsрuпdеrе;
Brosura,Certificat СЕ; ,Certificat ISO13485 ,

scisoarea de Autori zare.

Data 20.06.202З Semn6tu

Tabelul de rесер{iопаrе а notificйrii
(se completeazб, de сйtrе Agenfie in momentul depunerii

notificйrii de сйtrе solicitant)

Comentarii cu privire la acceptul/refuzul receplionйrii
notificйrii, inclusiv motivul refuzului

Datalnr. de ordine atribuit
notificйrii de сйtrе Agenlie (in cazu\ acceptйrii rесерfiопйrii)

Numele, prenumele, functia persoanei responsabile de
rесер{i опаrеа dоsаrului
S emnбtura persoanei responsabile



дпеха пr. 2
La Procedurile admiпistrative репtru поtifiсаrеа
dispozitivelor medicale care dе|iп marcajul СЕ

Сйtrе Agenlia Medicamentului 9i Dispozitive Medicale

DEýLARATIЦ РЕ PROPRIB RASPUNDBRE

Solicitarit: ..Aelo Grup" SRL , cu sediul muп. Chi;inйu, str.Mitropolit Реtru

Movila 2315. of. 3, declar ре рrорriе rёsрuпdеrе, cunoscAnd prevederile аrt. 3521, Codul

Penal al Republicii

Moldova cu рriчirе la falsul in declara{ii, сй doculTentele ;i datele furnizate репtru notificarea

d ispozitivului medical :

Patient Monitor Edan InstrumgцýJNe__jXlQ
Patient N4onitor Edan Instruments.lNC iX12
Patient Mlonitor Edan Instruments.INC iX15
Patient Mlonitor Edan Instruments.INC Х8
Patient Monitor Edan Instruments.INC Х10
Patient IVlonitor Edan Instruments.INC Х12

Sunt autentice qi corespund realitй{ii.

('оЬzuri ful,с,ап Rod ica
Аdпliпislrаtоr
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Ns: 2023llМOlЗUZ

Dаtе:24/З,2О2З

CoNFlRMATloN LETTER

We, Ёt*ап Instruments, lnc.,based in No.15 Jinhui Rd., Slrenzlren,518122,
P.R,China, assign AELO GRUP SRL, based in StrРеtruМочilа2Зl5оfЗ,
Chisinau MD -2004, Moldova, as autlrorized representative in согrеsропdепсе
with the conditions if directive 9Зl42lЕЕС,98179lЕЕС and 90/З85/Е,ЕС.
We declare that the company mentioned аЬоче is autlrorized to rеgistеr, noti{y, rепеw
оr nlodify tlre registration of medical devices on the tеrritоry оf tlre Republic of
Moldova.

Dаtе:24lЗl202З

Signed:

C.Ф/\l

ffi
u \ si}:+д* /' ,к \"-.**__*-"- ,//

а*дr"J lldýTýt rMýMTý, }t\'C.

lii.iitt}tli lt*;t<i, fiHgt6h*:,t i)isýict. sh*п,;thеп $1slЁЁ, Р.Н. *iriп*
'l l,**-7.*ý-2SEý*i}*S i F l**"7ýý,2fi8ý*$** : c;i1,;T,t;;jilit.c;;ll:

.5f .^t'-,Фу

oS- :\ ,^,,^",;'r,



EDAN lNsTRUMENT$, lNc.

DНСИRАТIОN ОГ СОШFОRМIТY ТО

МдьJurдстt;кчк:

ЕuкорЕдtt REpKKsEHTATIvE:

PKonucTiMODEL:

ýМDN [мамrlсовr]:
Basic UDl-D1;

сиsstрlсдтtоtч:

Сонгокмtтy АýýýýýмЕнт Rоuтr:

Rвсu LATIoN(E U} 2017 t7 45
соNсЕRNING МввlсдL ВЁчlсЕý

Ёdап lnBtruments, lnc.
#15 Jinhui Road, Jinsha Соmmuпitу, Кепgzi ýuЬ-
District, Pingshan District, 518122 ýhenzhen, P.R.China

сN_мF_000009957
ýhanghai lпtегпаtiопаl Holding Соrр, GmbH
Ёiffеstrаssе 80 20537 НаmЬurg Gеrmапу

Patient Monitor l iXl0, iX12, iX'lý
V|TAL ýlGNS MoNlTORlNG lN$TRUMENTý/ Zl2аза2
ý9444138iXý9L

Class llb, Rulе 10 Ассоrdiпg То Аппех Vlll оr the МDR
АNhlЕх lX Exct-uotнc Сндртrк ll.

WB, Ёшдtt ltчsтRuмrнтý, lNc., HERE W|TH DEоLARE тнАт тнЕ АвOVЕ мЁNтIоNЕD гкопuст(s)
мýЕт тнЕ pRov|ýIot*lý оr RнсuLдтtоNl ( EU) 2a171745 оF тнЕ EURopEAN pARLIAMENT AND 0г
тнЕ cOUNc|L oN MEDlcAL DEVlcý"
All supponTlшG DocuMENTATlON ls RETAINED Ат тнЕ pREMlýES оF тнЕ MANUrAcTuRER.
EU пвсикАlоN оr соNFоRмlтy lý lsýUED UNDER тнЕ SOLE REspONýlBlLlTy оF тнЕ
fu4АNUFАстURЕR

ýтдrчрдквsАррLlЕD:ЕN s060,1_1:2006+A1:20,13, EN g0601-1-2:2ýlý, ЕN ýOs01.1-ý:
2010+А1:201ý, Ен 60601-1-8:20t]7*A1:2013, ЕN 60601-2-25:201ý, ЕN 60ýС,| -2-2т:
2С14, ЕN lEC 80ý01-2-30:20lg, ЕN ýOý01-2-34:2а14, Etl lEC 80ýO,t_2-49:2019, ЕN lý0
80801-2-ý1:2019, ЕN lSO 80ý01-2-5ý:2018, ЕN lSO 80601-2"ý6: 2017+Д.1:2020, ЕN
lý0 81060-2: 2014, ЕN lýO 109g3-1:202а, ЕN lýO 10993-ý: 2С09, ЕN lýCI 10993-10:
2013, ЕN lýO {415ý:20l1, ЕN lýO 14971:2019, ЕN 62304: ?0с6+А1:20{ý, ЕN ý2зsfi-
1 : ?01 5, ЕN lý0 ,l ý223-1 : 2о21, ЕN 1041 ; 2008*At: 20,13, ЕN lýo 7ý0: 2015

Nотtгtвр Вопу:

lýENTlFlcATlON NuмвЕR

(ЕС) Сrктtrtсятв{s):

Sтдкт оr СЕ-мдккtNs:

РLдсн, Dдте оr lssuк:

ýtсндтuRв:

тUV SOп PKooucT ýýRvlcс GMBH
RtBtEKsTn 6ý, D-80339 MuHcHBtJ, GEKMattv

0123

G10 0912ý40025 Rev, 0,t vALlD uNTlL:2a26-a?,-17

?.а}2 - lo- Ъl
SHENZHEN, vц>,tu,\\

NAME LlU YONGY|
МАNАGЕМЕNТ RЕР

Template No. : QP3 6_MDR02l - 1,1 Page 1 of 1,



EDAN lNýтRUмЕNтý, lNc.

DrсlдRАтlоN ог ýgtп|FоRмlтy то
Rвсuь*тlош(ЕU} 2а17 П 4,ý

соNсЕRNлNG |VIнрlсдl Drчlсвg

Мдttuгдстuпrк: Еdап lпstrumепts, lпс.
#15 Jinhui Road, Jinsha Ёоmmuпitу, Kengzi ýub-
District, Pingshan District, 518122 ýhепzhеп, P.R.China

ýRN: сN-мF-000009ý57
ЕuRорндlчRЕркЕsЕштАтlvЕ: ýhanghailnternationa|HoldingCorp.GmbH

Еiffеstrаssе 80 20537 НаmЬurg Gеrmапу

PKooucT/MODEL: Patient Мопitоr / Х8, Х10, Х12

EMDN [шямr/сопв]: VITAL S|GNý MONlToRlNG INSTRUMENT$/ Z120з02

Basic UDl_Dl: 6944413BXýGP
iLдsstrtсдтlоtt: Class llb, Rulе 10 Ассоrdiпg То Аппех V]ll ор the MDR
CoHroKMtTy АýsЁssмЁruт Rоuтg: Анtчцх lX Excluntmc Сндртrк ll,
Wr, Епдн lнsтRuмнttтý, lNc., HERE WITH DEсLARE тнАт тнЕ ABоVE MENTIONED гпогuст{s)
мЕЕттнЕ тнЕ рRоvlýlоNý оF Rrвuитlоп (EU) 2а171745оF тнЕ EuRopEAN pARLIAMENT

А}'lD 0г тнЕ coUNClL oN IиEDIсAL DЕчlсЕ,
All suppoKTlNG DOсUMЁNTATIoN lý RЕтАINЁD Ат тнЕ pREMlýEý 0F тнЕ мАNUFАстuRЕR.
EU pHcLдnATlON оF соNFоRмlтy ls lýýUED UNDER тнЕ SOLE REýpoNýlBILlTy оF тнЁ
МАNUFАСТURЁR

ýтдruпдкпsАррLlЕD:ЁN 60ý01-1;200ý+А{:2013, ЕN ý0601-1-2:2015, ЕN 60601_1-ý:
2а10*А1: 2015, ЕN 60601-1-8:2007+А1:2013, ЕN 60ý0,1-1-25:201ý, ЕN 60ý01-2-27:
Za14, ЕN lEC 80601-2-30: 2019, ЕN ý0601-2-34z2014, EN lEC 80ý01-2-49: 2019, EN lýo
80601-2-ý1:2ý19, ЕN lSO 80601-2-ýý: 2018, ЕN lýO 80ý01-2-ý6:2017*А1: 2020, ЕN
lýO 81060-2:2014, EN lS0 10ý93-1:2С2а, ЕN lýO 10993-ý:2009, El,| lý0 10s9З_10:
2013, ЕN !ý0 14155:201 1 , ЕN lýO 14971 :2019, ЕN ý2304: 20Сý+А{ :2015, ЕN 62з6ý-1 :

201ý, ЕN lýCI 15223-1:2ý21, ЕN l041:2008+A1:2013, ЕN lýO 780:t0,1ý

Nотlгtср Вопу:

lDENTlFlcATloN NUMBER

{ЕС) Свптtrtсатr(s):

ýтдкт оr СЕ-мдккtпtс:
РlдсЕ, Dдтв оr lssuв:

stспtдтuкв:

ТUV SUП PKOPUCT ýЁRЧlСЁ GMBH
Rtпшкsтв 65, D-80339 Мuг^tснвlrt, GЕRплАt*lч

0123
G10 0912640025 RBv.01 vALlD uNTlL 2026-a2-ff

2018-12-25
ýHENZHEN, ?r")? .}r.|р

NAME LlU YONGYING' -.а#ъ_хMANAGEMENT RЕрRЕsЕNтж,Lv*, - ,.ф.
'l'cTn;llale No. ;Ql'3б-М DR02I-1,()

.//-, bl
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EU Quality Management System Certificate (MDR)
Рursuапt to Regulation (EU) 20171745 оп Medical Devices, Аппех lX Chapters l and lll
(C|ass lla and Class llb Devices)

No. G10 091264 0025 Rev. 01

мапчfасturеr: Edan lnstruments, lnc.
#,15 Jinhui Road, Jinsha Community, Kengzi Sub-District
Pingshan District
518122 Shenzhen
PEoPLE,S REPUBLlc оF cHlNA

сN_мF-000009957

Shanghai lпtеrпаtiопаl Holding Соrр. GmbH (Ечrоре)
EiffestraRe 80, 20537 НаmЬчrg, GERMANY

The ceгtification Body of Tuv suD product sеrчiсе GmbH сегtifiеs that the mапчfасturег has
established, documented and implemented а quality management system as described iп дrtiс|е 10
(9) of the Regulation (EU) 20171745 оп medical devices. Details on device categories covered Ьу the
quality management system аrе described оп the following page(s). The Rерогt rеfеrепсеd below
summarises the result of the assessment and includes rеfеrепсе to геlечапt cs, harmonized
standards and test rерогts. The conformity assessment has Ьееп саrriеd out according to Дппех lX
chapter l and lll of this regulation with а positive resu|t. The quality management system assessment
was accompanied Ьу the assessment of technical documentation fоr devices selecied оп а
representative basis.
The ceгtified quality management system is subject to periodical surveillance Ьу Tuv suD product
service GmbH. The surveillance assessment shall also include an assessmeniof the technical
documentation for the device оr devices сопсеrпеd on the basis of fчгthеr representative samp|es.
All applicable requirements of the testing and сеrtifiсаtiоп regulation of Тuv ýuo Grочр have to Ье
complied with.
Fоr details and certificate validity see: www.tuvsud,com/ps-cert?q=ced:G,10 О91.?64 0025 R9v. 01

SRN Manufacturer:

Authorized
Representative:

RероЁ No.:

Preceding Certificate No.:

VaIid from:
Va]id until:
Date of lnitial lssuance:

BJ21 0891 07

G10 09'1264 0025 Rev. 00

2022-05-31
2026-02-17
2021-02-18

product service

С.Ф,\-
Christoph

lssue date: 2022-05-31 Head of

Page 1 of 5
TUV SUD Product Sеrчiсе GmbH is Notified Body with identification по. 0.123
TUV SUD Product Service GmbH . Сегtifiсаtiоп Body . RidlегstrаRе 65 . воз39 Munich . Gеrmапу
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EU Quality Management System Certificate (MDR)
pursuant to Regulation (EU) 20171745 оп Medical Devices, Аппех lX Chapters l and lll
(Class lla and Class llb Devices)

No. G10 091264 0025 Rev.01

classification:

Device Group:

lntended Purpose:

classifjcation:

Device Group:

lntended Purpose:

classification:

Device Group:

Intended Purpose:

Glassification:

Device Group:

lntended Purpose:

classification:

Device Group:

Intended Purpose:

classification:

Device Group:

Intended Рчrроsе:

classification:

Device Grочр:

lntended Purpose:

lla

Z1205040з - EcG HoLTER RECoRDERS

lla

Z12o5o4O4 - BLooD PRESSURE HOLTER REсORDERS

lla

U070399 - PELVlc FLooR REHABlLlTATloN DEV|CES -

oTHER

lla

z110401 _ ULTRASOUND SCANNERS

lla

Z110402 - ULTRASoUND PRoBES

lla

Z120503 - ELEcTRocARDloGRAPHS

lla

21208о103 _ FоЕтАL HEARTBEAT DETEсTORS

Page 2 of 5

TUV SUD Product Service GmbH is Notified Body with identification по. 0123
TUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 , 80з39 Мuпiсh , Gеrmапу
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EU Quality Management System Certificate (MDR)
Рursuапt to Regulation (EU) 20171745 оп Medical Devices, Annex lX Chapters l and lll
(Class lla and Class llb Devices)

No. G10 091 264 0025 Rev. 01

classification:

Device Group:

lntended Purpose:

Classificat]on:

Device Group:

lntended Purpose:

classification:

Device Group:

lntended Purpose:

Classificat]on:

Device Group:

lntended Purpose:

classification:

Device Group:

lntended Purpose:

Ila

212080101 - FoETAL MoNlToRS

lla

z120з020408 - PULSE oX|METERS

lla

V03010299 _ BoDY TEMPERATURE MoNlToRlNG PRoBES -
oTHER

lla

2120801 - PRENATAL DlAGNoSTlc lNSTRUMENTS

llb

z120302 - V|TAL S|GNS MoN|ToRlNG INSTRUMENTS

The product is intended fоr monitoring, displaying and transferring
of multiple physio|ogical раrаmеtеrs fоr fetus and рrеgпапt
Wоmеп.

llb

z120302 - V|TAL S|GNS MoNlToR|NG lNSTRUMENTS

Classif]cation:

Device Group:

lntended Purpose: The рrоdчсt is intended fоr monitoring,
of multiple physiological раrаmеtеrs,

Page 3 of 5

тUV SUD Product Service GmbH is Notified Body with identification по. 0123
TUV SUD Product Service GmbH . Gегtifiсаtiоп Body . RidlеrstrаRе 65 . 8озз9 Munich . Gеrmапу
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EU Quality Management System Certificate (MDR)
Рursчапt to Regulation (EU) 20171745 оп Medical Devices, Аппех lX Chapters l and lll
(Class lla and Class l|b Devices)

No. G10 091264 0025 Rev. 01

CIassification:

Device Group:

lntended Purpose:

CIassification:

Device Group:

lntended Purpose:

classification:

Device Group:

Intended Purpose:

classification:

Device Group:

lntended Purpose:

classification:

Device Group:

lntended Purpose:

llb

z120з02 - V|TAL SlGNS lvoNlToRlNG lNSTRUMENTS

The рrоduсt is intended fоr monitoring, displaying, reviewing,
storing, alarming, and trапsfеrriпg of multiple physiological

раrаmеtеrs.

llb

z120302 - VITAL S|GNS MoNlтoRlNG lNSTRUMENTS

The product is intended for measuring SpO2 and pulse rate
соппесtiпg to devices with blood охуgеп measurement function.

llb

2120302 _ V|TAL SIGNS MoNlтoRlNG INSTRUMENTS

The product is intended for mопitоriпg, displaying, reviewing,
storing, аlаrmiпg, and trапsfеrriпg of multiple physiological

раrаmеtеrs fоr fetus and pregnant wоmеп.

llb

zl2озо2 - V|TAL SlGNS MoNlToRlNG lNSTRUMENTS

The product is а sоftwаrе intending fоr monitoring, displaying,
reviewing, stоriпg, аlаrmiпg, and trапsfеrriпg of multiple
physiological раrаmеtеrs.

llb

zl2оЗо2 - V|TAL SlGNS I\ЛоNlТоRlNG lNSTRUt\ЛENTS

The product is intended fоr monitoring, displaying, reviewing,
storing, alarming, and trапsfеrriпg of multiple physiological

раrаmеtеrs connecting to Central Monitoring System.

Page 4 of 5

TUV SUD Product Service GmbH is Notified Body with identification по. 0,123

TUV SUD Рrоduсt Sеrчiсе GmbH . Certification Body . RidlеrstrаRе 65 , вOзз9 Munich , Gеrmапу пJчФ
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EU Quality Management System Certificate (MDR)
P_ursuant to Regulation (EU) 20171745 on Medical Devices, Аппех lX Chapters l and lll
(Class lla and C|ass llb Devices)

No. G1 0 091 264 0025 Rev. 01

Class]fication:

Devjce Group:

lntended Purpose:

llb

2120302 _ V|TAL S|GNS MoNlToRlNG lNSTRUMENTS

The product is intended for measuring SpO2 and pulse rate.

The validity of this certificate -попе-
depends оп conditjons апd/оr
is limited to the following:

Revision History: Rev. Dated Rерогt
00 2021-02-18 BJ20089102
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TUV SUD Product Sегviсе GmbH . Ceгtification Body . RidlerstraBe 65 . 8о339 Munich " Gегmапу
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(f пдккsta' Deutsche
Akkгeditierun855telle
D_ZM-1 1з21_01_00

certificate
No. Q5 091264 0016 Rev. 03

Holder of Certificate:

Certification Mark:

Edan lnstruments, lnc.
#,15 Jinhui Road, Jinsha Community,
Pingshan District
518122 Shenzhen
PEoPLE,S REPUBLlc оF cHlNA

Kengzi Sub-District

Design and Development, Production and Distribution of
Тrапsсrапiаl Dоррlеr System, Fetal Monitor, Fetal & Маtеrпаl
Monitor, Patient Мопitоr, Central Monitoring System, Ultrasonic
Pocket Doppler, Electrocardiograph, Pulse Oximeter, Digital
Ultrasonic Diagnostic lmaging System, STRESS ECG, РС ECG, Vital
Signs Monitor, Fiпgеr Oximeter, Ultrasonic TableTop Doppler, Data
Management Software, Trolley (for medical use), ECG Electrode,
Holter System, Treadmill (for medical use), Diagnostic Ultrasound
System, Ultrasonic lmaging Management System, Blood Gas and
Chemistry Analysis System (lncluding Blood Gas and Chemistry
Analyzer, Calibrant Fluid Pack, Test Cartridge, Controls, External
Electronic Simulator, Capillary Adaptor, Ampoule adaptor),
Hematology Analyzer, Reagents for Hematology Analyzer (lncluding
Diluent, Lyse, Cleaner, Bleach, Hematology Control, Hematology
Calibrator), Video Colposcope, Ultrasonic Transducer, TOGO
Transducer, SPO2 Sensor, Temperature Probe, ECG Cable,
Telemetry Transmitter, NlBP Cuff, Specific Protein lmmunoassay
System (lncluding Protein Assay Kit, Assay Buffer, Sample Dilution
Buffer, Washing Buffer, Protein Analyzer), Biofeedback and
Stimulation System, EMG/ Stimulation Sensor, Ambulatory Blood
Pressure Monitor, NlBP Tube, Gonnection Cable, Water Тrар, Needle
Guide Bracket, ECG Analysis Software, Fetal Telemetry System,
Electrosurg ical Gепеrаtоr.

BJ22089,102
2022-12-01
2025-1 1_30

Scope of Gertificate:

Report No.:
Valid from:
valid until:

The ceгtification Body of Тuv suD product sеrчiсе GmbH certifies that the соmрапу mentioned above has
established and is maintaining а quality mапаgеmепt system, which meets the requiiements of the listed
standard(s). А|| applicable requirements of the testing апd сегtifiсаtiоп rеgulаtiоп otTuv suD Grочр have to Ье
complied with. Fоr details апd certificate validity see: vwwv.tuvsud.com/pJ-ceгt?q=ceгt:Q5 09.,l 264 оЬ16 Rev, 0з

С.Ф,\-
Date, 2022-08-18 Christoph Dicks

Head of Certification/Notified Body
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Dl
tf DAkkSrъ Dputsche

Akkreditierun85Stelle
D_Zм-l1з21-01_00

certificate
No. Q5 09'l264 00,1б Rev. 03

APPlied Standard(s): fi,:л:, l:it13:H"ality management systems -

FaciIity(ies):

Page 2 of 2
TUV SUD рrоduсt Sеrчiсе GmbH . Сегtifiсаtiоп Body . RidlеrstгаВе 65 , ВOЗЗ9 Munich , GеrmаПУ

Requirements fоr rеgulаtоrу purposes
(lSO 134В5:2016)
DlN EN lSO 13485:2016

Edan lnstruments, lnc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLlC ОF
cHlNA

See Scope of Certificate
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