
Solicitantul AELO GRUP SRL, cu sediul mчп.GhigiпЁч, str.Mitropolit Реtrч
Movila 2Зl5, ар,6,
tel./fax; +З73 61 озЗ 993/о22 бо 14 91, e-mail: aeloqrup@qmail.com,
solicit Тпrеgistrаrеа Tn RegistruI de stat al dispozitivelor medicale а uЙЁtоаrеlоr
СаtеgОrii 9i tipuri de dispozitive medicale репtrч iпtrоduсеrеа 9i рuпеrеа la dispozilie
ре рiа!Ё а:

DеfiЬrilаtоr Monitor Соmеп 55

se апехеаzё чrmёtоагеlе acte:
СЕ; ISO; Decalaratie de conformitate; Вrоsurа

дпеха пr. 7

La Рrосеdчrilе аdmiпistrаtivе репtrч поtifiсаrеа
dispozitivelor medicale саrе dе|iп mаrсаjul СЕ

СЁtrе Agenýia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
репtrч Тпrеgistгаrеа dispozltivelor medicale Тп Registrul de stat

al dispozitivelor medicale
пг. ....... din

Data 20.06,2о2з

ТаЬеlчl de rесерliопаrе а поtifiсЁ
(se СОmрIеtеаzЁ de сёtrе Agenlie iп momentul dерчпеrii поtifiсЁrii de сёtrе

solicitant

tr:p
-й**

}tY;]КЕ

Соmеп.tаrii cu рriчlrе la ассерtчl/rеfчzul rесерliопЁril
notificёrii, inclusiv motivul refuzului
Data/nr. de оrdiпе аtriЬuit поtifiсёrii de
cazul ассерtЁrii rесерliопёrii)

Numele, рrепumеlе, funclia реrsоапеi rеsропsаЬilе de
lui

persoanei responsabile



Апеха пr. 2
La Рrосеdчrilе аdmiпistrаtivе репtrч поtifiсаrеа

dispozitivelor medicale саrе dе|iп mаrсаjut СЕ

СЁtrе Agenlia Medicamentului gi Dispozitive Medicale

DECLARATIE РЕ PROPRIE RiSPUNDERE

Solicitant: AeIo Grчр SRL,
сu sediul in: mчп.Сhigiпёч, str.Mitropolit Реtrч Movila 2315, ар,6

dесlаг ре рrорriе rЁsрчпdеrе, счпоsсбпd рrечеdеrilе аrt. З52|, Codul репаl al

Republicii Moldova cu рriчirе la falsul iп dесlаrаýii, сЁ documentele si datele furnizate
pentru notificarea dispozitivului medical:

Defibrilator Monitor Соmеп S5

Sчпt autentice 9i соrеsрчпd realitЁtii.

Cobzari -furсап Rcldica
Асlmiпi,чtrqhr

#**ъ,/_d/ ър} Х

Ё#
20.06.202з



ýhепzhеп Соrпеп Medical tпstrчmепts Co,,l-td

llllапшfасtшrеr:
ýhепzhеп Соmеп ftлedicat
Addreзs:

ЕG Dgсlаrаtiоп of Сопfоrmitу

Whose ýingle Authorized Repreвentativa:
tпstrumепts Co.,Ltd. Lotus NlL B,V.

Address:
Ftооr 10. F|ооr 11 апd ýеоtiоп С of Flоог 12 of Koningin Julianaplein ,t0, 1е

Building 1А & Flооr 1 to Flооr 5 of Building 2, The Hague, Netherlands"

F|YTA Timepiece Building, Nапhuап Ачепuе,
Matian ýub_district, Guапgmiпg Distгiоt, ýRN; NL-ДR-000000121
ýhenzhen, Guапgdопg, 518106, P.R. Сhiпа.

We, the manufacture(ýItlrl tlttпrlэсг: СN-МF-000002236),, declare at our sole rеsРОПЗiЬilitУ

that following рrоdчсts

Model

Defibrillator

[Ulonitor

meet the рrоvisiопs of Directive g3l4zlEEC

The rnedical device haB Ьееп assigned to class llb according to Rule 9 апd Rule 10 iп Аппех

Vlll of Directive 93l42lEEC,lt Ьеаrs the mark

((1ffi9
The product сопсеrпеd has Ьееп designed апd manufactured uпdеr а qua|ity mапаgеmепt

sуstеm according to Аппех ll (excluding Section4) of Directive 9зl42lЕЕс,

conrpliance of the designated product with the Аппех ll
g3l42l€ЕС has Ьееп assessed and ceгtified Ьу the Notified

ýGý Belgiulm [dV
ýGý Ноusе tпIооrdеr!аап
EV 203а Апtwеrр Ве|g!чпп
certificateNo,: CN19/41057
lssuBdate: 2о2l.аэ,22
ExpirydatB: 2о28.12.э1

Followlng tha proocdura rolating to thЁ Ес Declaratlon of conformlty Bot out ln Аппсх ll of

Directive 9зl42lЕеС.

The аЬоu* mепtiапаd declaration of сопfоrrпitу is ехоlusivеlу trnder the responsibitity of

ý:пвпztзаrt Г. оmеп lфе dical l п st ru m е пts 0 о., Ltd

ЦutTl,party,, $lзеп,zlз*tз eamerl lцДеdiжl iпstrumепts 0o.,Ltd
дddrеss: Flооr 10, Floor 1 1 and Section С of Flооr 1 2 of Building 1А & Flооr ,1

to Flооr 5 of Building 2, FIYTA Timepiece Building, Nапhuап Аvепuё,
Matian ýчЬ-diвtriсt,Ъчапgmiпg District, Shenzhgn, Guangdong,
ыыпа, Р.Р". Сhiпа,

гхх,,_002_V17,0

Verd,2595AA,

(excluding Section4) of
Body

Ёtrfr"ry
-\ ,_ л"ý7оо,

--"--,":

Lo*o,.,.*

Рrаdцлеt" mаrпФ Bagic UDI-D!

S8, S6, ý5, Sз 69454290DмoO1кб
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сом@N.""*"rr,*,Еоо*lт.у*,i,н*жу;.,Iу.,Yр"жсо.,LтI)
-, " ýhatc$rllhlhgw0(ld, "- - - Sub-district,GuangmingNewбisfiict, Shenzhen, ir.R.C*hina-

Web: wwlt.comen.com E-mail: info@szcomen.com
Tel: +86-755-2б408879 Fах: +8б_755-264з1232

We, Shenzhen соmеп Medical lnstruments со., LTD, having factories at No.2 of FlYТД Timepiece
Building, Nanhuan Аvепuе, Gongming Sub-district, Guangming New District, Shenzhen, P,R.China,
assign Aelo Gruр SRL, based in Petru Movila str, 2315, of.3 Chisinau MD -2004, Republic of Moldova,
as authorized representative iп соrrеsропdепсе with the conditions if directive gзl42lЕЕс,98/79lЕЕс
and 90/385/ЕЕС.

we declare that the соmрапу mentioned above is authorized to participate in pub|ic рrосuгеmепts with
оur medical equipment, to rеgistеr, notify, rепеw ог modify the registration of оur medical devices оп the
territory of the Republic of Moldova.

Place: ýДешhеп. China Date:

Signed:

D\
l ,j 

'ffi|аl"q1vB]
I QЦоr,, "'2

{а\ ,л .лco7d

ffifr"
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TUVRheinland

шпапчfасturеr:

Ес certificate
Directive Жl4aEEC Аппех ll, excluding Section 4

Fчll Quality Assurance System
Medical Devices

Registration No.: НD 6015аЭ27 СOС1

Report No.: ,аvФ58Ф47 вФЕ

SHENZHEN COMEN MEDICAL
|NSTRUMENTS со., LTD.
F10-11& Sect C,F12 of BLDG 1А and
F1-5 of BLDG 2, FlYТА Timepiece
Building, Nanhuan Avenue, Маtiап
Subdistrict, Guangming District
518106 Shenzhen, Guangdong
P,R. China
Medica1 Devices

(sее аtЕасhmепt, fоr producEs included)

Products:

Replaces Approval, Reg,lstrat,ion No.: HD бО144776 ОО01

Expiry Date: 2о24,о5 -26

тц9 N.9цf]оd Body horoby doolarэc that thp raqulromcnte of Аппох ll, cxctudlng зcotlon 4 of tho dlreotlvo93/4zEEc hava Ьgоп mot for the llBted producic. Tho abovo namod mапцfасtч?еr haB эзtabllýhed
and appl|es а quallty assurance ýystem, which lý Subject to periodic survelIlance, deflned Ьу Дппех lt,
ssсtiоП ý of the aforementioned directive. Fоr placing оп the market of class llt devices covered Ьу
thls certificate ап ЕG deslgn-examination certificate according to Anrrex ll, sectlon 4 is rеqшirеd.

Еtfеаtiче Dаtе; 2о2о-Os-Oз

Date: 202о-ов-оз

?,LаtаttеdВаdу

Dipl.-lng. W. HBu

тUч
тЁч

Rhоlпlапd LGA Produoto GmbH _-_TlltyBtraBo 2 - 9о431 NtlrnbergFlholnland LGA Productý Gmьн lo а Notlflad ВоdуЪоооrdlпg to Dlrcotlvc сsл42tЁЁс
сопееrпiпg medlcgl deviceg wlth the identiflcat|on пйmЬеr 0197.

м#
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тЁvRtrеiпlап@о

Attachment to
certificate
Registration No.:
Report No.:

Manufacturer:

Рrоdчсts:

* АrrаевЕhýtsdс ýувееmв
- Syrtnge Рumрб
- Infuвj_on Wоrkstrаt,lоп
- Infusion Pumps
- Nеопаtа1 Vепtilаtоrs
- Medical oxygen-air Вlепdеrs
- Infant Incubators
- Def ibrillator/Monitors

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Ntirnberg

нD 60150327 0001
1705Е047 008

SHENZHENJ cOMEN ll/lEDlcAL
лNýтнUмЕ[чтS со., l-TD.
FI0-"t't & ýect С, F't 2 of BLDG 1А and
Г1-.ý pf ELDG 2 , FlYТА Тlmерiесе
Building, Nапhчап Avenue, Matian
Subdistrict, Guanqminq Diёtriсt
51 81 06 Shenzhen|GuaЙgdong
Р.R. China

Doc . 1,/1 Rev. 0

@о,с,,'Цffi#"#

Фfifi#У
Dipl,-lng, W. Hsu

Date: 2020-08-03



Сейfiоаtе сN15/305Ц
Ths rмпаgfiпOпt ýyбtgm 0f

Co.n Ltd.
BtJsiness Rеgistrаtiоп Address: Flооr 10, Flооr 11 апd ýection С of Flооr 12 of Building 1д

& Flооr 1 to F|оаr 5 of Вчildiпg 2,FIYT^Timepieoe Building, Nапhчап Ачепuе, Mitian
ýub-district, Guangming Distlict, ýhenzhen, 518106, Gчапgdопg, P.R. Сhiпа

&usiпеss Operation Аddrеss: Flооr ,t0, Flооr 11 and Seclion С of tlooi 12 0} Building 1д
& Flооr 1 to Floor ý of Building 2, ЁlYтА Timepiece Building, Nапhчап Ачепче, Mitian

ýubdistrict, Gчапgmiпg Diвtriet, Shепzhеп, ý18106, Guangdong, P.R" China

UnifiBd ýocial Credit Code 91440300738806174Y
haý фOп aýýesý8d бпd csfiified аý rЕеtИý t}e requiвпBnts of

lýO 9001 :2015
BBBign, Productlon and ýаtаs of Fetal& frlаtеrпаlfiiопitоr, шultt.parame[i;Жlffiffifri,'ý

ýpaclalizad Gardioyascular frlопitоr, Vftаl8lgпв [Sопltоr, 8pcialized Nвопаtаl iliопitоr,
ýpaciallzed Fatalt lrаtsrпаl ltfionitoq DBfibrillator llопitоr, Central Шоп}tоriпg ýузtэm

ýоftwаrа, AnaвBthetie Gas Sсаvепgiпg Sувtеrп, lnfant lncubator, T-plecB ]nfant Rвsчsспаtiоп
ýузtеш, 

"FlBctrocatdio,graph, 
lnfнred ЁЕr Тhептоmеtsr, Апавsthевlа Наоhlпо, iпfчвlоп Pump,

lпiцвiоп Wоrkstаtiоп, 8уdпgе Рчrпр, Nеопаlаl Vепtllаtоr, i]|gdicalCIxygan*lr Blвndax iilеdlЙi
Air Соmрrоssоr, Celllng Репdапl, LED ýurglcal Light, lnfant Radlant Wamor, lnfant

PhotothBrapy Еquiрmепt, Catheter-positioпlng Guldlng ýystam, ТOmрэrаtчrе ControlSyBtom,
Video Lаryпgозсорв, ýaqмentlal Соmрrаsзiоп 8уslопr, High Flоw Heated Respiratory

Нчmldifigr, Еmоrgвпсу апd Тrапsроrt Vепtllаtоr, Vепtilstоr
fuаigп апd 8ales of ýteilla diяроsаЬlе lаryпgоаоор blade

This cýrtifiиtg is valid from 30 April 2021 until 29 hpd 2а24
and rcmains valid subject to иtisfactory sчrчsillапсе audits,

Rесегtifiсаtiоп audit due а rпiпimчm of 60 dayв before the expiration date.
lssue 7. Certified sinco 30 April 2015

Аuhоriýф Ьу

Rocsmoro ВчJлоýs Ps* Ello'fiora *,t .:r::rЖ'ъlrъНlТ i''i
t {44 {0}151 350.08ý0 f +44 (0}1ý1 g50{800 

Www,sOзJOш
]"lш сsфfiиlioп iпfоrтпаtiоп саш Ьв vorilled оп thB rveb Bite ol0ertrfimtjon апоlйdjiffii

AdminiBttlation of thв Роорlв's llapubllc of China и,ш,сци,Фу,д

нс sGý 9001 201ý 0118
Pago { of 1

ýhепzhеп Соmеп Medical lnstrumgntý

П ls i't{.|mll,t |aO!ф 0i lф СOпт$у ш!еfl h ш фпсlalсс.d tоfi ol
сdila.lф 8еfi}сa aФохlЬh al ffi.a0a.dorfrl{Tna rnd иеmiлл,

Аlиttя la drfin 1о ha lfi{trta.il ot hЬ КЙ, m&,йфatФt rM шdr**цл
Bru, ФЬфdп' ulr.ff, Th. rчiЕлtёlу 0' Ьф фflлld iuу Ь чсйо П

iфJлnirNJФ мфrчсat rd<.iаф.алФfl 0фgalt]t{rdФrпЦrасlсrr. lлч
,л|фflhrý dýдеп, bfOa{y flФlircajoлOlйa miýпtш шоtиЬЙ

'Ж фсffit 8 щ:.rf,tl .8d оak dfi шу В FBaarrd и ьо'йля охъпt
0{ iB hi{,

ýGý

000$

, -rl
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ffiеý
соrfffiоаtо сN15/30ý45

Тtю rrвпаgвпвпtsЁgmо'

ýGý

shenzhen Gоmеп tuledical
lпstrчmепtý Со., Ltd.

Flооr 10, Flооr 11 апd Section С of Flооr 12 of Building 1А & Flооr 1 to Flооr 5
of Building 2, FIYTA Timepiece Building, Nапhчап Ачепче, Matian ýub-digtrict,

Guangming Disfuic| Shепzhеп, Guangdong, 5,18106, P.R. China

hФ bosn аsgsýýэd апd ettified as пваliпg hо rъqчiвmопtв ol

lSO 13485:2016
ЕN lSO 13485:2016

FOr ftб follovJlng асilИUsg

The зсора of rogiatration аррбав оп page 2 of thiB cgftlficate.

This cartificate is valid ftоm 02 March 202,t until29 Арrit2024
апd вmаiпs valid subject to satisfactory вчпвillапсо audits,

Ro corf|frcation audit duo bafoв И FеЬruаry 2024
lssче 8. Csrtified siпсе 30 фril2015

AuttodBod Ьу

ýGS Uпlbd Кпgфm Ltd
Rоrrmоп Вчdпош Р.* Еlhrm.г Pod Chr*rln сFш 3ЕN UK

t+.и (0)1s1 за0{0!0 
'+44 

(0)1ct 360€600 wwtlr.lo!,oom

нсýGý,lи8ý2018 0118 м2

ТhЬфtчmsпtk iý$gd bylhgCnmp&yýфKtll Ь OйrcalCot}dlbф0'
СйifuЬл &Мсс0 tфе$М а tмч,Oа8.сOtтфms_М_Флdiфfis,hm.

ч
UKAS

МДNМЕМЕNТ
SYýTEMý

0005

Раqэ 1 of 2

Дfirihl Ь fusirl h tB flпlt tloлt 0tu$iily, lпфmпifiсrlшr апd |rл,ldhhпrl
lrrua arutblxd ф.lЕ,&t, ТМ .иM0iiclly 0i ИЬ фсtи'Eпl пду i. v.fif.d П

D"

\-,
La В1'.'у



Certifi cate CN 1 5/30545, сопtiпчd

shenzhen Gоmеп ]ttledical

lпstrчmепtý Co.n Ltd.

lS0 13485:2016
ЕN lSO 13485:2016

lssue 8

DеtаiЫ sope

Dвsign, lЛапчfасtчtъ апd DiBtrlbution of
- Electrocardlograph,

- Fоtяl & ltiaternal llопltоl
- lluШ.paramoter Patlent ilionltor,

, ýpaciallzod Gаtdiочазсчlаr lЁопitоr,
. V}talýignв Шопitоr,

. Spciallzod lleonatal lion}tor,
. ýресlаlizэd Fetal& llatornal Шопltоr,
- Cвntrel iionitortng ýyвtem Softtvara

- lnfrarad Ear tharmometBr
. Anaedhdlc Gac Scavanging фаtеm

- LED 8urglcal Llght
- Cclllng Pondrnt

. Т pllco lпfrпt Rooura}trtlon tyrtom

,;flНfiLTr1',|l]||l?
- lnfant Phototherapy оqчlрпепt

. Grthоtоr.роэltlопlпg guldlng ryrtom (lncludlng 8ter|la Dlrporrblo
eloctrodo wlth oxtentlon wlro)

. ýyrlnge Рчmр
- Тоmроrаtчrо Сопtrоl ýyetem fоr mапаgеmепt pationt body

temporature апd vital phyBlological раrаmеtеrs Мопitоr

. 

'tarlIo 
оlшооаыr lНil*lЗ:Н:Н

- 8оqчопtlаlСоmрюrrlоп фrtrm fоr Prophylrxlr of Vrln ТhюmЬоdl
апd for allcvlatIon of llпЬ чепочr gdеml rпd рrlп

- Deflbrlllatoг ilonltor
- Hlgh f,ow hrrtrd r..plrdory humldlt|cr

- Emorgoncy rnd Trenrport 
U:llliжI

. Oporatlng tablo

m

9
U кАý
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