
дпеха пг, 7

La Рrосеdurilе аdmiпistгаtivе репtгч поtifiсаrеа
dispozitivelor medicale саrе delin mаrсаjчl СЕ

Сёtrе Agenlia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
репtrч Тпrеgistrаrеа dispozitivelor medicale Tn Registrul de stat

al dispozitiveloг medicale
пr. ..... ,. din

Solicitantul дЕLо GRUP SRL, cu sediul mчп.СhigiпЁч, str.Mitropolit Petru
Movila 23l5, ао,6,

,e-mail: @,
soliсitтnldispozitivelormediсaleаurmЁtoarelor
categorii gi tiрчri de dispozitive medicale репtrч iпtrоduсеrеа 9i рUпеrеа la dispozilie

ре рiа!Ё а:

WдNS 4о4о ноSрIтдL ELEQTRIC BED, 4 MoToRS, Sсhrоdег Medikal

se апехеаzЁ urmёtоаrеlе acte:
ISO; Decala rаtiе de conformitate; Вгоsurа,

Data 20.06.2о2з

таьеlчl de
(se completeazЁ de сЁtrе

rесерliопаrе а notificЁrii \
Аgепliе Тп momentul dерuпеrii поtifiсЁгii dd

Sem

solicitant)

'ft
'fu-*.#),

1 ---/л\

|с\ \:>a.р

Соmепtаrii cu рriчirе la
acceptul/refuzu l rесерfiопЁrii

motivul rеfчzчlчi
Data/nr. de огdiпе atribuit поtifiсёrii
de сЁtrе Аgепliе (Тп cazul ассерtЁrii

Numele, рrепumеlе, funclia
регsоапеi rеsропsаЬilе de

опаrеа dosarului
sеmпЁtчrа реrsоапеi responsabile



Апеха пr, 2
La Рrосеdчrilе administrative репtrч поtifiсаrеа

dispozitivelor medicale саrе dе|iп mаrсаjчl (,['

Сёtrе Agentia Medicamentului si Dispozitive Medicale

QECLARATIE РЕ PR9PRIE ВДSРUNDЕRЕ

Solicitant: Aelo Grчр SRL,

сч sediul in: пrчп.Сhigiпёч, ýtr.Mitropolit Реtrч Movila 23l5, ар,6

dесlаr ре рrорriе rёsрuпdеrе, сuпоsсбпd prevederile аrt. З521, Codul Репаl al

I1epublicii Moldova cu рriчirе |а faIsul in dесlаrаýii, сЁ documentele 9i datele furпizаtе

репtru поtifiсаrеа dispozitivului medical:

WANS 4060 tlOSPII-AL ELECTRIC [зЕD, 4 MOTORS, Sсhrоdс:r Medikal

Sunt autentice 9i corespund rеаlitЁtii.
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Sсhrёdеl

ЕС DECLARATION ОF CONFORMITY
Date of issue: 03.04.2023

Conformity declaration issued Ьу:

дсtчаl Sсhгоdег Medikal Ticaret Anonim ýiгketi
The Legal and
llлапчfасtчrеr

Теlерhопе _ ___ *t 9_1? .139]9g3J j99 990 '_q? 
j]-5_q

+90 з42 230 1583Fах

E-mail

Вrапd

ProductB

i nfo@sch roderhealth. de

,й;iй;Ёr, lv1ril iЪой 
-пrоrrRЕSS 

SoFT SENSE, вSс-з11 BEDSlDE cABlNET, вSс-з41 BEDSlDE

сАВlNЕт,ВSс-з5lВЕDSlDЕсАвINЕт,ВSс-ззlВЕD5lDЕсАВlNЕт,ВSс-З2lВЕDSlDЕсАВtNЕт,ВSс-з52
BEDSlDEcABlNET,BSc-зз2BEDSlDECABlNET,BSc-з22BEDSlDEcABlNET,oBT.161oVERBEDTABLE,oBT-
162oVERBEDTABLE,oBT-160oVERBEDTABtE,oBT-l6ЗoVERBEDTABtE'Ac-OзATTENDANTcoUCH,
AC-O2ATTENDANTcoUcH,Ac-O1ATTENDANTCoUcHW|THcASToRS,DT-21EL|TEDEL|VERYBED,ES-110
tI.JNcTloNALEl\4ERGENcYSTRETcHER,ES.110cYcloNETRAUMAsTRETcHER.ST-120GENERALPURPoSE
PATlENTSTRETсHER,oT-140oPERAT!oNRooMTRANSFERSTRETсHER,DT-21ELECTRONlcDELlVERY
TABIEзMoToRS,DlA-2ELEсTRONlcD|ALYS|ScHAtR2MoToRS,DiA-4ELEсTRONlcDIALYS|ScHAlR4
MoToRS,MPc.14ELEcTRoNlcRLooDTRANSFUslONcHAlR4MoтoRS,ENT-7ELEcTRoNlcENTcHAlR4
MoToR5, BDc-12 ELEcTRoNlc BLooD DRAWING cHAlR 2 MoToRS, ARTE FUNcтloNAL PATlENT

тRАNStЕR cHAlR, sw-rд spocb iдvЕR STAсKABLE WHEELcHAtR SS, Ехс-01 EXAMlNATON coUcH WlTH

DRAWERSANDcABINET,EXс-O2EXAMlNATloNcoUcHWtTHзDRAWERS,Exc-O4EXAMlNAT|oNcoUCH'
Ехс-05 EXAMlNATloN coUcH, tхс-06 EXAMlNATIoN coUcH FoLDABLE, Ехс-07 PED!ATRlc

EXAMlNATIoN coUcH, WS-122 йдrтtпlс Rоом SEAT DoUBLE, Ws 12з WA|TING RooM SEAT TRlPLE. WS-

124 WA|T|NG RooM SEAT TRlPLr, цr|"ris WAITING RooM SEAT DoUBLE, Ws-lз2 WAlTlNG Rоом SEAT

DoUBLE, Ws-lзз WAtTlNG коой sЕдт TBtpuE, WS-l4з WAlтlNG RooM sEAT TRlPLE, WS_151 WAlтlNG

RooM SЕдт SlNGLg, ws-rsz wдlтiг,rс воом sедт DoUBLE, W5-153 WдlтlNG Rоом SЕдт TRlPLE, WS"

161 WA|TING *оом srд, s,l.ucri, *i-i6iwo,i,nrc RooM sEAT DoUBLE, Ws-l6з WAlTlNG RooM sEAT

TRlPLE, Ws 171 WAlTlNG воом igоi s,rlcrE, WS-172 WAlTlNG RooM sEAT DoUBLE, Ws-l7з WAlTlNG

RooM sEAT TRlPLE, sws-1o1 *дi,*с RooM sEAT slNGLE, SWs-1o2 WAlтlNG RooM sEAT DoUBLE,

sws-хоз WAlTlNG *оом sro,,Birt-B, sws-roz-s WAlTlNG Rоом sEAT DoUBLE WiTH MlDDLE TABLE,

SWS-111 WAlTlNG поом sЕдт siпrct-B, sws-rrz WAITlNG ROoM SEAT DoUBLE, SWS-l1з WAIT!NG

RooM SЕдт TRlPLc, sT-oo sTooi, sт.o7 STooL WlTH вдскRЕsт, lVр-об lV sтдND MoBlLE, lVP_07 lV

sTANoMoBlLESs,BQ.osBscдBoDoUBtE,EQ.o7iNsTRUMEN.гANDMEDlclNEcдBlNET,NT.110
NЕGдтоSсорЕ SlNGLE SLlM, пrт-liо r.lесдтоs-сорЕ DoUBLE SLlM, Nт,lз0 NЕGдтоSсорЕ TRlPLE StIM,

tS.l4FoLDlNGscREENMETAL,Dc.101LOcKERSlNGLE,Dc.102LocKERDoUBtE,Dc-103sHoWcASE,
Dc.104LoCKERQUADRUPLE,Dc-105STEELLocKERDoUBLE,Dc.106STEELLocKERSlNGLE,Dc-107STEEL
LOCKERDOUBLE,Dc.108STEELLOCKERTRlPLE,DC-1O9STEELLOCKER,QUADRUPLE,DC-110STEE!

LOсKER SЕхтЕпЕ, SSV 50-1 SINGLE BAY SCRUB SlNK WITH FOTOCELL, SSV 50-D, SlNGLE BAY SCRUB slNK

WITH KNEE oPERATED, SSV-lзO-D DoUBLE BAY SCRUB SlNK WITH KNEE OPERATED, SSV-1з0_1\4 Do[JBLE

BAY SCRUB SINK W|TH toTOcELL, SSV-205-F TRlPLE вАY ScRUB SlNK W|TH FOTOсELL, SSV-205_D TRlPLE

BAYscRUBSlNKWlTHKNEEoPERATED,5sD-01oPERATloNRooMcUPBOARD,ssD.020PERATloN
RooMcUPBoARD,SSM.01oPERATloNRooMWoRKDESK,SSM.O2oPERAT|oNRoOl\4WoRKDESK'SSW.
01TooLSWASHINGSlNKWITHTABLE,SSW.O2TooLSWASHlNGSlNK,SSW.O3TooLSWAsHlNGSlNK
WlTH 

'двLЕ, 
EsB.o1 ЕSсдво, srпrcri, ЪsЬ-оz Еsсдво DoUBLE, SsT-o1 lNsTRUMENT TRoLLEY 2 sHELvEs,

SýT.o2 lNýTRUMENT TRoLLEY з sйiivis, мм_о1 MAYo TABLE HYDRAULlc, мм"02 мАYо TABLE

MANUAL, SoT-o1 АU.горSY тдвr-i wlTi Ышк, soT.oz AUToPsY TABLE HEtGHT ADJUSTABLE, sплU-о2

MORTUARYUNlTDotJBLE,PK.o1SlNGLEBOWLSTAND,PK-O2DoUBLEBOWLSTAND,SDT.O1DRESS|NG
TROLLEY,AVANGARD5000HOSPITALtLEcTRIcBED4N/]oтoRs,AlUMlNUMBAS:,AVANGARD4040

SсhгOdеl
, ров-lrдо PEDlATRlc BED 3

MoToRS, вс-11 BABY сотЕ, вс-12 BABY сотЕ WITH сАвtNЕт, " 9il!!9l*]llr Ylчlil?$;?,

HOSPITAL ELECTR|C BED 4 MOTORS, ALUMlNUl\4 BASE, AVANGARD з050 HOSPITAL ELECTRlC BED з

JV]OTORS, ALUlvllNUM BASE, AVANGARD 2060 HosPITAL ELECTR|C BED 2 MoToRS, ALUMlNUlV] BASE,

,5000HOSP|TALELEcTRlcBED,5MOTORS,cURA4060HOSP|TALELECTR|сBED,4MOTORs,cURA
HOSPITAL ELEcTRlc BED,4 MoToRS, cURA 4040 HOSPITAL ELEcTRlc BED,4 MoTORS, cURA з060

йui,iroirli|т:*i пrо, Jйотооs, сURд з050 HOSPITдL ELEcTRlc BED, з MOToRs, сURд 2060

HOSP|TAL ELECTR|с BED,2 MOToRS, cURA 2о50 HOSPITAL ELEcTRlc BED, 2 MOTORS, CURA 2040

HOSPITAL ELEcTRlc BED, 2 MoToRS, cURA 24о DX MEcHANlcAL oPERATED HoSPITAL BED, 4 сRANKS,
.cURA 

240 PL MEсHANlcAL НоsrrтдL вго, ц сRANKs, cURA 2зо PL MEсHANlcAL oPERATED HOSP|TAL

BED,зCRANKS,cURA220PLPARALLELMEсHANlcALoPERAlEDHosPlTALBED,2сRANK5,cURA220Dx
PLAST|cMEcHANlcALoPERATEDHoSPITALBED,2cRANl(S,cURA120PLMEcHANlcALoPERATEгJ
HOSPllALBED,lCRANK,PDBllзOPEDlATRtcHoSP|TALBED'3MoToRlsED,PDB1120PEDlдTRlc
HOSP|TALBED,2ADJUSTIV]ENTS,PDB1100PEDIATR|cHOSP|.I.ALBED,2MoToRlSED,PDB1020PEDIATR|C
H;;;+il;;;; ;;Ъ;;;,;;Б, оЬо йiо o,oro.Rlc lroJplTAL ч19:_"1"уflрl.s_Ер_л|!_yLIyу_"!А|l:

* \!,UNU \;./_,л
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Ec.scH-190612-03



PDA 102о PEDIATRIC HOSPITAL BED, 2 MoToRtSED ALUMlNUM BASE, cUNAS 15 HOSPITAL cRlB &

cABlNET,сUNAS14HOSPlTAt'cRlB&cABlNET,CUNAS12STAсKABLE1-IoSPITALcRIB,cUNAS11
ноSрIтдL cRlB, BLlZZ 1100 ELEсTRlcдL oBSTETRlc / DELIVERY BED, BSoB 12з BEDSlDE cABlNET WlTH

OVERBED TABLE, METAL, в5ов 12з BED5lDE cABlNET W|TH oVERBED TABLE, ABS, cYCLoNE

PRocEDURALsTRETcHER,cYcLoNETRANSPoRTSTRETсHER,CYcloNETRAUMASTRETсHER,VoGN
PRocEDUREсART,VOGNTREAIMENTсART,VOGNANESTHESIACART,VoGNEMERGENсYсART,EMC01
El\4ERGENcY сART, Емс 02 ANESTHES|A сART, Et\4c оз TREATMENT сART, WANS 5000 HOSP|TAL

ELEcTRlcBED,4MoToRS,WANS4040HOSPITALELEсTRiCBED,4MoToRS,WANS4050HoSPlTAL
ELEcTRlcBED,4MoToRS,WANS4060HOSPITALELECгRlcBED,4MoToRS,WANSз060HoSP]TAL
ELEcTRlc BED, з MoToRS, WANS з050 HoSP|TAL ELEсTR|C BED, з MoToRS, WANS 2060 HOSP|TAL

ELEcTRlc BED,

Description and function using at hospitals including all applicable accessories,
designation:

Classiflcation of the product
as the medical device:

А) Declaгation

class l nonsterile, without measuring function

We dесlаrе that the said pгoducts аrе safe uпdеr the conditions of common use iп compliance

instructions and that n,.'"uiur". have ЬееП taken to епSurе the сопfогmitу of all the products brought

*iir, basic rеquirеmепts of directives related thereto, stated in раrаgгарh В,

, with the
to market

В) Fulfilled technical геquiгеmепts

These products' characteristics comply with the technical раrаmеtеrs rеlаtеd to it and statecj iп ПлDD 93l42lEc

as amended, wПlсrr siipulates the technicat раrаmеtеrs fог hеаlthсаге products,

С) Means of assessing сопfоrmitу

Conformity was assessed Ьу the рrосеdurе stated MDD 93/42lЕЕС

D) Used standards

The said products fulfill the requiгements of standards which wеrе used fоr

606о1-1:2о06 +А1.201З, -TS EN
assessing of conformity: -EN60601-2-41:

бОбо1 -1, -EN 60601 -2-52:2оlо

7лэUttDЕЙ

Ec_ScH-{905{ 2-03
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ýsсhгOdеr:

мапufасturеr' s Authorization

We, Schroder MedikalTicaret д.S, based in at Baspinar Mah.5. Organize San. Bo1.83548 Nolu

Cad. No:6 SehitkamilGaziantep Tiirkiye, assign Деlо Grup SRL, based in Str Mitropolit Petru

МочilЁ 2З/5 ар,З,Сhisiпаu MD -2оо4, Moldova, as authorized representative in

соrrеsропdепсе with the conditions if directiv е gз/42lЕЕС, 9817g/ЕЕС and 90/3В5/ЕЕС,

we dесlаrе that the соmрапу mentioned above is authorized to register, notify, renew

modify the registration of medical devices on the territory of the Republic of Moldova,

Place: Gaziantep Date: 19.06.202З

Name: Furkа

Title:Area Sa
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ýснRёDЕR HEALTH pRoJEcTg
Sсhrоdеr lt{edikal Tie. А.9

BASP|NAR мАн, 5. o,S.B sз548 NoLU cAD NO:6/l /0 SEH|TKAMlLcAzlANTEP

Ph; ,+90 850 2о2 77 50 Fах: +9О 342 23о 15 83 www,schroder,com.tr info@schrrэder,com,tr

t.ir(t()rY i в^SрlNдR (ORG^NlzE) c}SB мАн. oSB 5.воLGЕ 8з548 No сдD. Nоlб SEHiTKдMlt, GдzlдNтЕр TURKEY
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SGHRoDER MEDiKAL Tic. А.ý.
pRoMA MED|KAI- l_iMiTBo ýiKKBTi
pRoMA мврiкдL LTD. ýTi.

вАýрlNАR (овсдlчizr) 0.S.B MAHAllqsiO,q,B э. B_0lcr

ВЗSЦВ NOLU САD. N0:6/1i0 ýEHiTKAMlUGAZIANTEP

--|FE oEP

8шdай
3иrоrkй

kalite yonetim sisterni - hлеdikаl cihaz

3-"{r-
*7Ипа

l ý 0 1 34 85 : 2 0 1 б Ш;яýi!,Зiiо'^iiпi''P^IigY',Улi:ftхШl,,t,f-'ЁlТl;

ta{ýPEOT aýýeýýed апd approved that rB|ated firпl rneets tNэв requirements ol the deslgnated standard at related sc0pe

tiSPECT itgitikuпtlu$uп yukarrda b)|irtileп slandardm gеrеktаriпе чуguпluýuпч ilgili kapsamda letkl* 0trnlý оluр опауlаmаktаdr.

нАSтАNЕ fulOBiLYALARl чЕ EKIPIиANLAR| uпгтiмi VE SAT|ýl

мАNUtАсТtjRlN0 А},'D SELLING 0F HOýPITAL FURN|тURЕS АND EOU|PMENTS

DЕR VЕRКАUF UND DlE HERSTELI_UNG DЕR GЕRАТЕ UND MOBEI DES KRANKENHAUSES

Ё&Саtеgоrу 0осе: А

ilK vayrn Tarihi//nlrial lss ue dat}lDaS lnitialausgabsdatuп,. 27 ,Jul.2021

Bu sйtitiиапrп уауtп tarihiilss uе datl ol lhis сsrli|ilаtе,дusgаЬеdаtum dieses /ertifikat : ] 5,Juп.2022

Вu sertifikanrn beqerlitik larihi|Validity al this certificateiGijltigkeitsdatuпl dieses Zertilikats: 28,Jul,2023

Yепidеп bBtgelendirme tarihi,lRecertlllc аtiоп datelWiedeпertitizieruпgsdatum: 26-Jul.2024

Sertifika Numarasl/Cerl ilicate NаlZеrtilikаtsпummеr. 21 .04.341 _fiлD

;:ý,JtTjfililн,:lJНxT:ltililair;i:ll#:,illTiil;Гff"llffi@ш
Tho vвlldlty о' thiý cortirloslo |s dopond 0п tho ýucco9s ol ýUrvolllanco азsвýýmспtý т 

ccItlllciltlDt,80{1y
ЁU Ь'iOOПlП q.Qellill.iarr drn€timl.rin ЬsýаПll olmaýlna ýa.lld|( 

}ж:flJifgrii:ъ:frl,дlffiJз i,ffi:,,1:iil.;,;';:;3l1a ,,,н:," мýсв,l,а

*l _ l"3, sl;
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Чliц ф " " |х мм е, а й в. dnlzMb

|?l |j,lsbl у ;, i. сlэzi, yl:, tl ;:l!z ri,si, ScHRoDER MEDIKAL Tic. А.ý.

PRoMA MED|KAL t_iMiTHD ýiRKETi
PRoMA MEDIKAL LTD.ýTi.

вАýрlNАR (0RGANiZE) 0.S,B MAHALLESi 0.S.B 5. BOLGE

83548 NOLU CAD. N0:6/1/0 ýEH|TKAMlUGAZIANTEP

ka|ite yоrrеtirп ýistemi
0uаlitу Мапаgеrтlвпt Syýtem

mff.JAL_! TATS мАг{ АG Е м Е NтýYýтЕ м

ЕIпriд"а

ýм,йй

lý0 9001 :201 5

|NSрЕсТ аssеsвеd апd approvad that related firm meBts the rеquirеmепts ot the designated standard at ro|atod scope

INSP1CT ilg0i kuruluguп уukапdа Ьвtirtilеп stапdаrdп gвrеk!вriпе uуguпluýuпч ilgili kapsamda tal&lk efrniý alup апауlаmаИаdr

ý*р*
';?{м{r*r,,

нАSтАhlЁ MOB|LYALARI vE EKiPMANLARI uпгтiмl VE SATlýl

lиАNUFАстURING АND SELLING 0F HOýPITAL FURNIтURЕS АND EOUlPfulENTS

DER VЕRКАUF t,ND DlE HEBSTELLUNG DЕR GЕRАТЕ UND MOBEL DES КRАNКЕN

EfuCategory Code: 23

ilK Yауrп Tarihi/lлltвl bs uе datelDas lпitialausgabedalum: 15,Jчп,2а22

Bu sеrti{ikапtп уауrп tarihi/ss ue date at thts certiltcatelAusgabedatuп aieses Zertilikat 
,, 15Juп,2022

Bu sBrtifikantn gBýsrlilik lalihi/Velidily ol this clrtilicarclGutttgkeitsdarOr, dleseý Zertillkats: 14,JUП.2023
Yепldеп Ьеlgеlепdirmе tarihilRecertilicatioп datelWiederzBrtilizierungsdatum: 1 4.JuП.2025

sOrtlfika Nчmаrаýl/сýrr#/с ata NоlZоrtilikаlsпummвr. 22,05,301,0М

То verily tho validity 0' this 00rtitiýato ploase visit: www.iпspect,com,tr
8' ýe.tllikanln 0eQerllliOinl kOntrol stmе{ lýlп lfitlen wý'w,|ПsР8Сi.сOп,l|'у] ?lya,e,i iN"li7

Тhо validity 01 thls cBrtili0als is dep0nd 0п tho ýUccsýý ot sчrчеil|апсв аSýOýýmOпtý

8tr пе|9еплл qeýBllilifri ara dsпslirilflliп Ьаýапh Olmаstпа Ьаghdп
lNýPEc1 Uluýlaralasl Вбl0вhпdil,п0 vs ýdrelim Нlе, Trc, Lld, ýti, l ТURКЕY

vjww.lnspoct.colt,tr, Btl0! л0,1уO(lU З иldlt, 
" 
corllicilt0 poilod l8 3 yOrls,
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