
Anexa nr. l
La Procedttrile administrative pentrlt notificarea

dispozitivelor medicale care delin marcajul CE

Cdtre
Agenlia Medicamentului

gi Dispozitivelor Medicale

NOTIT'ICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale nr. 59 din 19.08.2024

Solicitantul "Health Medical Solutions" SRL, cu sediul Republica Moldov4 MD-2019, mun.
Chigindu, str. Grenoble 128, of. 011, tel./fax: +373 79627404, +373 60556955, e-mail: info@lrms.md,
solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urm[toarelor categorii gitipuri de
dispozitive medicale, clasa de risc IIb, pentru introducerea gi punerea la dispozilie pe pia{[a:

INCUBATOR I\IEONATAL DE TRASPORT, denumirea comerciald - DAVID MEDICAL, model - TI-
2000, producitor - NINGBO DAVID MEDICAL DEVICE CO., LTD., fara de origine - China, etc.;

INCIIBATOR NEONATAL, denumirea comerciall - DAYID MEDICAL, model - YP-500, produc[tor -
NINGBO DAVID MEDICAL DEVICE co., LTD., lara de origine - china, etc.;

3. Lista se anexeaza (conf. Listei din formularul Excell);
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Se anexeazl urm[toarele acte:
EC CertificatNo. Gl 032913 0043 Rev.00 din23.03.2021;
confirmation statementNo. GCQ 032913 0047 Rev. 00 din 09.10.2023;
NB Confirmation Letter CL032913 0049 Rev.00 din08.04.2024;
Manufacturers Ningbo David Medical Device co. Ltd. Declaration;
EC Declarafie de conformitate (Elechotherapy nerve/muscle stimulators) din 05.06.2024;
Document de reprezent arfta autorizata No L2024060 din 29.07 .2024;
Lista dispozitivelor (formularul Excell).

Data 19.08.2024

Tabelul de recepfionare a notificlrii
(se completeazd" de crtre Agenfie in momentul depunerii notificdrii

Comentarii cu privire la acceptul/refuzul
recepflondrii notificlrii, inclusiv motivul
refuzului A**a* 9) Vslt*o
Data/nr. de ordine atribuit notificdrii de cltre
Agenfie (in cazul acceptdrii A/89/& 2b> J/.Of-.?po
Numele, prenumele, func{ia persoanei

sabile de recep(ionarea dosarului mlu.(.+tt
Semn[lura persoanei responsabile
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Confirmation Statement on validity of EC Certificate (MDD)
pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 032913 0047 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Ningbo David Medical
Device Co., Ltd.
No.2, Keyuan Road
Shipu Science and Technology Park, Xiangshan
315731 Ningbo, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

This Confirmation Statement
is only valid in combination
with the following 
EC Certificate (MDD):

G1 032913 0043 Rev. 00

This Confirmation Statement confirms the validity of the aforementioned EC Certificate (MDD). 
It considers clarification of scope statements, scope reductions and changes to the manufacturer 
data initiated 26 May 2021 or later. 
The conditions laid down in Article 120 (3) of Regulation (EU) 2017/745 on medical devices for 
placing devices on the market and putting into service apply. For details and confirmation statement 
validity see: www.tuvsud.com/ps-cert?q=cert:GCQ 032913 0047 Rev. 00

Report No.: SH2301101

Valid until: 2024-05-26

Christoph Dicks
Issue Date: 2023-10-09 Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:[#CERT_NO#


Confirmation Statement on validity of EC Certificate (MDD)
pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 032913 0047 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Product Category(ies): Infant Incubator, Transport Incubator, Infant 
Radiant Warmer, Neonate Bilirubin 
Phototherapy Equipment, Infant T-piece 
Resuscitator, Medical Air/Oxygen Blender, 
Medical Air Compressor, Patient Monitor, 
Transcutaneous Jaundice Detector 

Description of 
Change:

Certificate Address changed from " No.2, Keyuan Road, 
Shipu Science and Technology Park, Xiangshan, 315731 
Ningbo, Zhejiang Province, PEOPLE'S REPUBLIC OF 
CHINA" "No.35, Jinxing Road, Binhai Industrial Park, 
Xiangshan Economic Development Zone, 315712 Ningbo, 
Zhejiang, PEOPLE'S REPUBLIC OF CHINA" to " No.2, 
Keyuan Road, Shipu Science and Technology Park, 
Xiangshan, 315731 Ningbo, Zhejiang Province, PEOPLE'S 
REPUBLIC OF CHINA "



Certificate
No. Q5 032913 0042 Rev. 02

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Ningbo David Medical
Device Co., Ltd.
No.2, Keyuan Road
Shipu Science and Technology Park, Xiangshan
315731 Ningbo, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development,

Production and Distribution of Infant Incubator,
Transport Incubator, Infant Radiant Warmer,
Neonate Bilirubin Phototherapy Equipment,
Far-Infrared Radiant Heater, Low-Pressure Aspirator,
Breath Resuscitation Bag, Infant Non-contact Oxygen Hood,
Infant Bed, Infant Head Fixing Unit,
Medical Air/Oxygen Blender, Infant T-piece Resuscitator
Medical Air Compressor, Patient Monitor, Transcutaneous 
Jaundice Detector, Neonate Hypothermia Device, EEG 
Monitor

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity 
see: www.tuvsud.com/ps-cert?q=cert:Q5 032913 0042 Rev. 02

Report No.: SH2301101

Valid from: 2023-10-09
Valid until: 2025-05-31

Date, 2023-10-09 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20032913%200042%20Rev.%2002


Certificate
No. Q5 032913 0042 Rev. 02

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Ningbo David Medical Device Co., Ltd.
No.2, Keyuan Road, Shipu Science and Technology Park, 
Xiangshan, 315731 Ningbo, Zhejiang Province, PEOPLE'S 
REPUBLIC OF CHINA

See Scope of Certificate
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