
Anexa nr. 7

La Procedurile administrative pentru notificarea
dispozitivelor medicale care delin marcajul CE

C5tre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr. 19O8/ 24DM din 19.O8.2024

Solicitant: tM ,,DUTCHMED-M- sRL, cu sediul

str. cetatea Alba 158, ap. 5, MD-2oo2, mun. chigindu, Republica Moldova,

(adresa),

tel./fax: O22 522 O22, e-mail: dutchmedm@gmail.com,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmStoarelor
categorii gi tipuri de dispozitive medicale pentru introducerea gi punerea la dispozifie pe
pia!5 a:
Sistem de supraveohere a perfuziei (statie de andocare pomoe):

BeneFusion nDS, BeneFusion nDS ex, BeneFusion eDS, BeneFusion eDS ex

Se anexeaz5 urm5toarele acte:
1) Autorizalie de reprezentan!5 emisE de produc5tor (copie);
2) Certificatul de conformitate CE (copie);
3) Declarafie de conformitate CE pentru Unitate de alimentare suspendate de tavan,
emis5 de produc6tor (copie).

Data 19.08.2024

Tabelul de receplionare a
(se completeazb de cdtre Agenlie in momentul

SemnEtura

notificdrii
depunerii notificSrii de cE

.DUTCIIMED.M"

irGitano&)onn..,u,l

Comentarii cu privire la

acceptu l/refuzu I recepfionE rii
notific5rii, inclusiv motivul refuzului 2l #aarw
Data/nr. de ordine atribuit notific5rii
de cStre Agenlie (in cazul accept5rii

_ ds//
lfM fu 4ept

Numele, prenumele, funclia
persoanei responsabile de
recepfionarea dosarului

Semn5tura persoanei responsabile

Ln-ru*w br/a,/**
rk/ -^/ul/r- r2%^'



Anexa nr. 7

La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

C5tre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr. 19O8/24DM din 19.O8.2024

Solicitant: tM ,,DUTCHMED-M- SRL. cu sediul

Str. Cetatea Alba 158, ap. 5, MD-2OO2, mun. Chigindu, Republica Moldova,

(adresa),

tel./fax: O22 522 O22, e-mail : dutchmedm@gmail.com,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmEtoarelor
categorii gi tipuri de dispozitive medicale pentru introducerea gi punerea la dispozifie pe
pia!5 a:
Sistem de supraveohere a oerfuziei (statie de andocare pompe):

BeneFusion nDS, BeneFusion nDS ex, BeneFusion eDS, BeneFusion eDS ex

Se anexeaz5 urmEtoarele acte:
1) Autorizafie de reprezentan!5 emis5 de produc5tor (copie);
2) Certificatul de conformitate CE (copie);
3) Declaralie de conformitate CE pentru Unitate de alimentare suspendate de tavan,
emisE de produc5tor (copie).

Data 19.08.2024

Tabelul de receplionare a notificdrii
(se completeazi de c5tre Agentie in momentul depunerii notificdrii de

SemnEtura

*DUTCHMED.M"

lirGita{a&}nnn..ro,

Comentarii cu privire la

acceptu l/refuzu I recepfionE rii
notific5rii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notific5rii
de c5tre Agenlie (in cazul accept5rii

Numele, prenumele, funcfia
persoanei responsabile de
receplionarea dosarului

SemnEtura persoanei responsabile



Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcajul CE

C5tre Agenlia Medicamentului gi Dispozitive Medicale

DECLARATIE PE PROPRIE RISPUNDERE

Solicitant: iM ,,DurcHMED-M" sRL cu sediul

str. cetatea Alba 158, ap. 5, MD-2oo2, mun. chiginiu, Republica Moldova,

declar pe proprie r5spundere, cunosc6nd prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaralii, cE documentele 9i datele furnizate
pentru notificarea dispozitivului medical:

1) Autorizalie de reprezentan!5 emis5 de produc5tor (copie);
2) Certificatul de conformitate CE (copie);
3) Declarafie de conformitate CE pentru Unitate de alimentare suspendate de tavan,
emis5 de produc5tor (copie).

Sunt autentice 9i corespund realitdtii.

PRODAN Sveatoslav - Director
Numele, prenumele gi functia Semndtura

Data 79,08.2024



Contract nurnbet': EC20240801 00 I 7

AGREEMENT

(hereinafter referred to as Company A)

. SHENZI"IEN MINDRAY SCIINTIFIC CO., LTt)

- 6/F, lldp. L--1203 Nanhuan Avenue. Yutans Block. Gu.anemine District. 518106 Shenzhen.

P R,China

and

(hereinafter referred to as Company B)

- INTREPRINDEREA MIXTA,,DUTCHM ED-M" SOCIETATE CU RASPUNDERE LIMITATA

- 158, Cetatea Alba street, app, S.Chisinau, MD2002, Moldove_ Rezub.I-c-gf

Have agreed as follow, regarding the safe handling of the rnedical device (hereinafter called

,,Products") rnanufactured and supplied by Company A to Company B in order to comply with the

requirements of the Government Decision HG702/2017 concerning Medical Devices (GDMD) and

the ,,Guidelines on a Medicaf Devices Vigilance System"

APOINTMENT

Company A hereby appoints Company B upon the terms and conditions herein contained to Lre

official representative for the products manufactured by Company A.

And wlrereas Company B expresses their desire to into an agreernent with Company A upon the

terms and conditions set forth in this Agreement,

RESPONSIBILITITS OF BOTH PARTIES - GENERAL INFORMATION

Company B is authorized to perform registration, renewal, variation of the registration,

Cornpany A shatl provide to Company B for the registration of rnedical devices the following

information:

a) Declaration of conformity,

b) Copy of the label, packaging and instruction for use (in all languages requested by the

countries where the device is marketed),

c) Notified Body certificates (where relevant),

d) Post market surveillance process ancl data, vigilance reports and complaints, processes and

data,

e) Technical documentation relevant to market surveillance investigation being undertaken

by the Medicines and Medical Devices Agency (Agency),

f) Relevant clinlcal data/notlfication,

g) Details of any distributorslsuppliers putting the Republic of Moldova marked devices on

the market,

lr) lncident reports and reports on corrective actions taken.

ffitQ\.,.
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Company B shall be responsible for registration, monitoring and to communicate all claims for

the customers and market related of the products of Company A to notify Company B upon receiving

such clairns.

hddellnepadlc

Company B shall rnaintain an update Quality System and comnrunicate the vigilance procedures to

Conrpany A for coordination and continuity of Cornpany A's own Quality Systenr, Cornpany B shall

communicate any of other procedures upon request of the Company A.

Cornpany B shall work closely with Company A and shall transmit without delay any information

coming from the Agency. ln case of special request by the Agency, particularly in relation with incidents

reporting, the Company I will agree with Company A on the positiorr statement and answers to give

to the Agency.

A on the position statement and answers to give to the Agency,

ln case of difference in positions between Cornpany A and Company B, the position of Cornpany A will

prevall and b supplied to the Agency with a format endorsement of the Conrpany A,

Conrpany B shall have a qualified person to be in contact with the Agency.

ln case of incidents known first by the Company A, the Company B will be immediately informed and

will immediately perform with the Company A the analysis of the accident, Tlie Company B will write

and send to the concern Agency the initial report including Company A actions if available such as

sample analysis, analysls of historic lot record and potential corrective actions to be taken in the

further manipulation of the product like withdraw, recall from the market,

Cornpany B shall notify Agency about the following time lines apply in a case of:

a) Serious public health rhreat: IMMEDIATELY (without any delay that could not be justified) but

not later that 2 calendar days after awareness by the company A of this threat.

b) Death or UNANTICIPATED serious deterioratlon ls state of healthr IMMEDIAI ELY (without any

delay that could not be justified) after the company A establislred a link between the device

and the event but not later than 10 elapsed calendar days following the date of awareness of

the event,

c) Others: IMMEOIATELY (without any delay that could not be justified) after the company A

established a link between the device and the event but no later than 30 elapsed calencJar

days following the date of awareness of the event.

lf after becoming aware of a potential reportable, Company A must submit a report with the timcframe

required for the type of INCIDENT.

As soon as information and irrcidents assessment from Company A are available, Company B

writes and sends the flnal incidents report, ln any case, Company B submits these reports to Company

A for prelimlnary approval. Compirny B will keep these records available for the Agency.

According to the stipulation of medical equipment plan GDMD, the Company A must summarize the

experierrce of nranufacturing products, take proper nreasures, and have the right to know the incident

occasionally happened, and take proper measures,

*;Iilffirr';
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a) The tnangle of property of medical equipnrent, improper logo, and misuse without the guicle

of lnstruction for use can lead to the death of patient and users and deterioration of health

condition.

b) The above-mentloned, the technical property of the products or the problems in medicine, tlre

company lras the recall tlre products of tlre products of the same lot and specification,

Field safety noilce

The Cornpany A finds that tltere is a problem of quality of the products on the market, it slrould

imrnediately give out a Field Safety Notice for the users, so they could be able to take the necessary

measrrres (including the recall of the productsi,

Recoll

ln case of products are withdrawn fronr the market, the Company A should recall the products

imrnediately, Before recalling the products, the Company B shotrld inform tlre Agency.

Return the products to the compony

Company A shall send advisory notice to Cornpany B in this region and order him to cease selling the

products, Recall the products sold to tlre rnarket or infornr the users, ask the Company B in this region

to inform the local governing department where the products are sold,

After the Company B recalls the proclucts, Company A should agree with the Company B on the mode

of transportation tlme, and return the products to the company for disposal.

Traceabil itypl5gld Productq

Cornpany A shall keep records of serial numbers, batch numbers for all products delivered to Company

B.

Cornpany B shall keep records of the Products delivered to the users or dlstributors. ln this case the

traceability of sold products can be performed at any time upon request, Records shall include the

following information :

Name and address of the customer

quantity dispatched

Date transferred to the customer

Serial or production lot nunrbers

It is agreed that these records should be available for inspection upon request by Cornpany A or by

the relevant authoritles.

Techn ical Doc.tlmerlla!i orl

Company A shell establish necessary procedures to prepare ancl maintain Technlcal Documentation

including the Declaration of Conformity for the products manufactured by Company A to be able to

comply with the GDMD requirements.

4:-
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Company A shall transfer the agreed Technical Documentation ancl Declar.ation 6f Conformity to
Company B,

Company B shall keep the Technical Documentation and Declaration of Conformity availablc" to the
Agency for at least five years after the last proclucts has been sold,

Company A shall provide to Company B anrJ aclditional documentation if required by Agency,

lnstruction Manua!

Company A shall be respon.sible for content of instructions manual (user's guide) and shall ensure the

availability of the English version of the instruction nranual for company B.

Company B slrall ensure the requires instruction manuals to be provided to the customer in officlal
language of the Republic of Molcfova.

For the following Product Categories:

Patient Monitorins & Life Suppgrt

Product group and models/types:

1) lnfq;ion Svstem and their accessories

A: Sl lENZl-lfltl M INDR/\Y SCIEN I

Narne and [)osi Signature

B: INTREPRINDEREA MIX'[A ,, DUTCHMED-M" Societate CU RASPUND

Ronrn Svea{o,,lru Dircst e Cl,iri

Name and Position place, date Signature
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bsi.
EU Quality Management System Certificate
Regulation (EU) 20L71745, Annex IX Chapter I and III

MDR 76L?96 ROOO

Manufactureru Shenzhen Mindray Scientific Co., Ltd.

Address:
6lF, Bldg 2, t203 Nanhuan Avenue, Yutang Block

Guangming District
Shenzhen

Guangdong

518106

China

Single Registration Number: CN-MF-000030037

EU Authorised Representative: Shanghai International Holding Corp. GmbH (Europe)

Address:
EiffestraBe 80

20537 Hamburg

Germany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 20L71745, Annex IX

Chapter I and III, the quality system meets the requirements of the Regulation, For the placing on the market of

Class III devices, and Class Ub implantable devices that are not considered well-established technologies as specified

in Article 52(4) an additional Annex D( Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

First Issue Date: 2023-01-03

Current Issue Date: 2023-08-11

Starting Validity Date: 2023-08-11

Expiry Date: 2028-01-02

excellence a habit'

Page 1 of 3

of the Regulation as demonstratedValidiby of this certificate is conditional on the Manufacturer's

through the required surveillance activities of the Notified Body,

This certificate was issued electronically and is bound by the

NB Contact: BSI Group The Netherlands 8.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 B0

Corporate Contact: BdI Grorp Assurance Limited, registeied in England under number 054355'10 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.

By Royal Charter

Graeme Tunbridge, Senior Vice President Medical Devices



bsi,
EU Quality Management System Ceftificate
Regulation (EU) 20L71745, Anno< IX Chapter I and III

MDR 76L396 R000

Device Schedulq Class III and Class IIb devices

By Royal Charter

Class IIb under Rule 12- Administer and/or nemove a

medicinal substance

Infusion pumps

Syringe pumps

The intusion pump is intended for use for the

delivery of medications, solutions, nutrition, lipids,

blmd and blood components indicated for infusion

The syringe pump is intended for use on adults,

paediatrics, and neonates for the intermittent or

continuous delivery of medications, solutions,

parenteral nutrition, lipids indicated for infusion

therapy through an intravenous or intra-arterial

routes.

Intended purpose

Class IIb Intended purpose

INFUSION AND SYRINGE PUMP CONTROL SYSTEMS The device is intended for conjunction with the

infusion pump and syringe pump, prov,ding space

management/ power management, alarm

management, intormation display, and

communicate with pump to transmit data.

Device(s) Risk Classification

Gravity infusion monitor Class Im

o--y_tPy! t191!!.or Class Im _
For Class Im devices, the Notifled Body conformity assessment is limited to the aspects relating to the conformity of the

devices with the metrological requirements,

First Issue Date: 2023-01-03

Current Issue Date: 2023-08-11

Starting Validity Date: 2023-08-11

Expiry Date: 2028-01-02

...making excellence a habitl

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer's qualitysfi to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This ceftificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands 8.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL. UK.

A Member of the BSI Group of Companies.

#,,3:trf,:."1



bsi.
EU Quality Management System Certificate
Regulation (EU) 20L71745, Annex IX Chapter I and III

MDR 76L396 R000

Ceftificate History

By Royal Charter

Date

2023-01-03

2023-07-20

Current

Reference Number

357734L

30002446

30005561

Action

Issued

Supplemented - Addition of INFUSION AND SYRINGE PUMP

CONTROL SYSTEMS.

Supplemented - Addition of Gravity infusion monitor and

Output monitor.

Starting Validity Date: 2023-08-11

Expiry Date: 2028-01-02

...making excellence a habitl

First Issue Date: 2023-01-03

Current Issue Date: 2023-08-11

Page 3 of 3

Validity of this cedificate is conditional on the Manufacturer's quality

through the required surveillance activities of the Notified Body.

to the requirements of the Regulation as demonstrated

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands 8.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL. UK.

A Member of the BSI Group of Companies.
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lleclar;t tio rr r.rf Con f o lnr it-v \i 1.0

ll'lirnulhrturcr:

Mruulaciurer SRN;

SC.Ileprese n iative

I'r'oduct:

il'Iodr'l:

Basic Ull-DI:

Classif?e a tion;

( Q,,n,

lo{r:rrdrrd Purgrose:

{)onltrruri(.y Assr:ssrneut lloutc: ,\rrler lX erclLrclin.q, Ct.lAl:/l litt ll

GillDN cotlc:

i\,II) codc:

full)R cocle:

Xlcclaration of Con f o rnnity

Sltcrtzhcrr .Vlindray Scienti{lc Co., l,td.

6iF, Blclg 2, 12()3 l.lanhLtan Avenue, Yumirg Illoch,

Cuangnrinu District. Slrirnz,hen, P. R. Clrina

C N -lvl l'r-000(-} 100"'l 7

Slranghai Lrternatiorral lloldinll Corp. $mbl'l (I:Lrrope)

H ifl'estrafle B0 ?0:i 3 7 l l anr b r"ug, G elnr an1,

I nfrrsion Su pelvision S;vsleru

l)entl|usion nl)S, llenelusion nDS ex

BctreFusiorr eDS, Ilenelusion eDS ex

694 698 88480 I 60002eX:I.l

'l'tre ln{irsion Suporvision Systerl intended lrir

conjuuction with l.he inIusion puurp and s.vringe purnp,

providi ng space lta nagetuenL pof/u.r nrarragernent, alarnr

n1 analgernenl, i n lbrmrltion displ ay, and cornnr unicate

with pLrnrp to transrnit (i&te.

lib (Accorting to Rulc 9 of MDlt A.nnex VIII)

361"t9

lill
MDA0i06

Wt der:la re thn t thc nbovc meutiouetl 1:rotlucts nree t the provisirns of fhc RilG{JLAf ION (Irtl)

'I^0111"143 (}flTHIl EUROPEAN PAlti,L,\tlllIN1. All supporting documcntations are retainerl

trntler ihc prcrniscs of the ntanufacturer, This tleclaration ol'coulbrlnity is issuerl unrler the

sole rc.vponsibiIity ot' thc rnrnuIacturor,

llcfercnccs to CS: I

Triotificd Bndt': llSl Ciroup'l'hr: Netler,lands [].V.

Say lluildirrg,,[olur M. l(eyneslrlcin 9. 1066 BPArnsterclarrt,

Thu Nethcrlarrds

Notifietl llrrtly No. : 2|lt)'7

Identific:rfion of thc Certificate: MDI{ 761.396

$tart ol'C.E-Marliing: 2020,5,2,\

I herehy ant aJrlrointctl ts thtr authorizcrl pcr.son fo dral rvitb all tftc registraliorr *nd quality



n}anagenltnt nl'lairs in my capacity fls Mfln,rgcr ol'Technicnl Rcgrrlation lleprtrtrnent of

fitrcnzitcn illindra_r; Si:ienlilit (]o., i.,td, lif f*i:tiyr inrmrdiatel.l'.

Illar:c, llatt: of Issue: Shen4hcn.

Signaturel

Nnmc nl Au thorizcd Signator,'i

I'osiiion Held in Cornpary: ivlanaeer. Ti:chnit:al IiegLrlatitn



Altadrnrcnl ol'I)lrulat'ation oJ'Ct::rfirr'rnit-y: Applied Standar'ds l.,ist-VI.0

Agrplied Stanrlaruls List

Product:

Motlcl:

Standnrd:s AlrplitxlI

liN filciol-

I :200(r"l-A I :20 I 3+A2:2021

I EC ii0601- I -li AN4illl :20?0

llic 62:i66" I :2015+AivJD I:2-020

rF.c 60601.1-

('t20 l0"rA!lD I ;20 I 3'AMD2:2020

nN lso Ii[97 { :2019/A I l:?021

IlrC 62304;2015

li:.C6(ttr0I-I-

2:20 I 4 +.Ai\'l D I : 202.1)

tiiN ts() 2,(t4 t' 1,.?0? I

lS0 i5223-l;?0?l

I nlirsiort sr.rpervi-.i iort s),stent

llcrtel;usittrt rrDS, BoneFusioii nDS tx

Rr:rreFusir.rrt e[)S, Bcncliirsicrrr eDS ex

Medicnl clocllir:ai equipntent - I)urt l: (ienelal

recluire rncnts 1'ol l:asic sal'ety and esseutial

pe rtbrmarrce

Medical elcclrical equiprnent - Part l-8: Oenr.ral

reqtrircnrents for basic safety and esrential

perfurrnernce - Coll ateral Standard: Cerre;'al

rerluircmi:nts. tests and glridanco for alarnr systerns in

niedical eiec.uicni eqr"riprnent aucl rnedical eiet'trical 
.

systenrs

N,ledir:al <levices - A pplication ol tnability cngineeting

to rrreriicnl devices

Medioal ek:i:trical equipnrent - Purl 1-6: (it:ner'al

iequirements lir basic safetv and q$sgnfial

pelf omance - Co I I u tcral Stanclard : lJsaLr i I ity

Vledioal clevices - Application of'risl< rnantrgemenl. to

rrrediczri devicus

Meclical device software - Sr:ttwale lit'e-c"vclc

proc0sse!

Meclical Elcdlical Irtltripnte nl. - I:'art l*2 Ce nelr,rl

I(equilerncnts foL Salcty - Collateral Standard:

Eleclrottragnctic corrrpalihiliLl'-Rec1r-tiretlletrts atxl tcsts

InloLrnation sr.rppli<xl [:y ilte ntanutirctLu'er o1] ntedical

clerri c cs

N4edical clevices -

Syrnbols io bc Lrsed lvith medical devic'e labels-

laboliug, r,ntd infotrnatiein to be stlpplied -

Parl I; (ienel'al rttluirentents
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