Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. ....... din 14 decembrie 2023

Solicitantul ANCOTEC-SISTEM SRL, cu sediul mun. Chisindu, str. Cuza Voda nr. 44,
of 111, MD-2060, tel./fax: 079781169, e-mail achiziti@ancotec.md , solicit
inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si
tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

- Pat multifunctional pentru adulti (6-8 pozitii) caracteristici avansate - model

E7302 (YF/D-7-S), producator Yufeng Medical, Tara de origine — China;
- Pat multifunctional pentru adulti (6-8 pozitii) caracteristici avansate - model
E6302 (YF/D-6-S),, producator Yufeng Medical, Tara de origine - China.

Se anexeaza urmatoarele acte:

Declaratie de conformitate CE emisa de producator;

Certificat de conformtiate CE valabil pentru dispozitivele fabricate;
Autorizatie producator reprezentant autorizat;

Declaratie pe propria raspundere privind veridicitatea datelor prezentate.

Data 14.12.2023 Lo

Date: 2023.12.14 10:50:20 EET
Tabelul de receptionare a nofifigakfjd;ien Signature

v v R ocation: Moldova . .. v

(se completeaza de catre Agentie iIn momentul depunerii notificarii de catre

solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile



mailto:achizitii@ancotec.md

Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: ANCOTEC-SISTEM SRL, cu sediul mun. Chisinau, str. Cuza Voda nr.

44, of. 111, MD-2060, declar pe proprie raspundere, cunoscand prevederile art. 3521,

Codul Penal al Republicii Moldova cu privire la falsul in declaratii, ca documentele si
datele furnizate pentru notificarea dispozitivului medical:

- Pat multifunctional pentru adulti (6-8 pozitii) caracteristici avansate - model
E7302 (YF/D-7-S), producator Yufeng Medical, Tara de origine — China;

- Pat multifunctional pentru adulti (6-8 pozitii) caracteristici avansate - model
E6302 (YF/D-6-S),, producator Yufeng Medical, Tara de origine - China.

Sunt autentice si corespund realitatii.

Andrei MATEI Semnadatura

Administrator ANCOTEC-SISTEM SRL Data 14.12.2023



VY~ vurenc

Sichuan Yufeng Medical Equipment Co., Ltd.

MANUFACTURER’S AUTHORISATION

Date: 18th of December 2023

To: Medicines and Medical Devices Agency

WHEREAS

We Sichuan Yufeng Medical Equipment Co., Ltd., who are official manufacturers of medical

electric beds, having factories at Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu,

China, do authorize ANCOTEC-SISTEM SRL with business office at 44 Cuza-Voda str.,

Chisinau MD-2060, Republic of Moldova as our local authorized representative to submit the

registration file to the Medicines and Medical Devices Agency and to register the following

products in the State Register of Medical Devices, as follows:

® Six Functions Electric ICU Bed- model E6302 (YF/D-6-S), manufacturer Sichuan Yufeng
Medical Equipment Co., Ltd., Country of origin - China;

® Seven Functions Electric ICU Bed- model E7302 (YF/D-7-S), manufacturer Sichuan Yufeng

Medical Equipment Co., Ltd., Country of origin - China;

Signed: Lot .)QDVVV(}

Name: Zoe Xiang
Title: International Sales Manager

Date:18th of December 2023

Place: Wanjia Community, Jiujiang

.

Add: Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu, China.
Tel: 0086-28-87362613, Fax: 0086-28-85754383
Email: zoexiang@scyufeng.com.cn, Website: www.yfel.com



File No: CE-TCF-001D

EC Declaration of Conformity
ACCORDING TO(EU)2017/745 MEDICAL DEVICE REGULATION

Manufacturer

Name: Sichuan Yufeng Medical Equipment Co., Ltd.

Address: Building 1-7, No.204, Group 1, Wanjia Community, Jiujiang Street, Shuangliu
District, Chengdu, Sichuan

Product
Electric ICU Bed-E6302 (YF/D-6-S), E7302 (YF/D-7-S)

Classification: Class |,

Rule: According to Rule 13, AnnexVIIl, Regulation(EU) 2017/745

We confirm our product can meet the requirement of Medical Device Directive and the
following harmonized standards.

EN ISO 14971:2019,EN
1041:2008+A1:2013,EN ISO 15223-1:
2016, 1ISO 10993-1:2018,EN 1SO
10993-5:2009,EN SO 10993-10:2013,
IEC60601-1:1988,IEC 60601-1-2:2004




Registration No. 04723Q10140RSM

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that:

Sichuan Yufeng Medical Equipment Co., Ltd

Registered address: Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu, China.

Manufacturing address: No. 204, Group 1, Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu,
China.

Operates a Quality Management System which complies with the requirements of:

GB/T 19001-2016 idt ISO 9001:2015

For the following scope:

The design, production of electric nursing bed, patient trolley, pediatric bed, gynecological
examination bed, flat bed, obstetric table, manual two-fold hospital bed, manual three-fold hospital bed,
manual three-cranks hospital bed, medical transfer stretcher, baby bed, examination bed, X-ray film
viewing lamp, orthopedic traction bed, ABS anesthesia trolley,ABS emergency trolley,ABS infusion trolley,
ABS medicine trolley, ABS treatment trolley, ABS instrument trolley, ABS roller shutter trolley, medical
record trolley,housekeeping trolley, ABS material storage trolley, stainless steel instrument trolley,
transport trolley, cloth trolley, stainless steel sterile trolley, bedside cabinet, Chinese medicine cabinet,
stainless steel medicine cabinet, endoscope cabinet, stainless steel anesthetic safety cabinet, shoe cabinet,
clothes disinfection cabinet, locker, clothes preparation table, stainless steel treatment table, instrument
table, workbench, packing table, inspection table, clothes rack, mop rack, vertical infusion stand,
warehouse rack, dense warehouse rack, combined medicine rack, sterile bag rack, stainless steel parallel
bar tray rack, medicine tray, surgical scrub sink, cleaning tank, mop cleaning pool, infusion chair, nursing
chair, folding companion bed, medical combination cabinet system, aluminum alloy triple-leaf screen, and
stainless steel instrument cabinet.

Date of issue: April 07, 2023
te of exp}ry April 06, 2

g Agiation 0/
General manager: %ﬁﬁ /""

=Bk R
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address:
5% floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993




Registration No. 04723Q10000140

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that:
Sichuan Yufeng Medical Equipment Co., Ltd

Registered address: Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu, China.

Manufacturing address: No. 204, Group 1, Wanjia Community, Jiujiang Street, Shuangliu District, Chengdu,
China.

Operates a Quality Management System which complies with the requirements of:

YY/T 0287-2017 idt ISO 13485:2016

For the following scope:

The design, production of electric nursing bed, patient trolley, pediatric bed, gymecological
examination bed, flat bed, obstetric table, manual two-fold hospital bed, manual three-fold hospital bed,
manual three-cranks hospital bed, medical transfer stretcher, baby bed, examination bed, X-ray film
viewing lamp, orthopedic traction bed, ABS anesthesia trolley, ABS emergency trolley, ABS infusion
trolley, ABS medicine trolley, ABS treatment trolley, ABS instrument trolley, ABS roller shutter trolley,
medical record trolley, housekeeping trolley, ABS material storage trolley, stainless steel instrument trolley,
transport trolley, cloth trolley, stainless steel sterile trolley, bedside cabinet, Chinese medicine cabinet,
stainless steel medicine cabinet, endoscope cabinet, stainless steel anesthetic safety cabinet, shoe cabinet,
clothes disinfection cabinet, locker, clothes preparation table, stainless steel treatment table, instrument
table, workbench, packing table, inspection table, clothes rack, mop rack, vertical infusion stand,
warehouse rack, dense warehouse rack, combined medicine rack, sterile bag rack, stainless steel parallel
bar tray rack, medicine tray, surgical scrub sink, cleaning tank, mop cleaning pool, infusion chair, nursing
chair, folding companion bed, medical combination cabinet system, aluminum alloy triple-leaf screen, and
stainless steel instrument cabinet.

Date of issue: April 07, 2023
te of expiry: April 06,2026
Vi) B
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Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address:
§% floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993
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