




















































































HOSPITAL EQUIPMENT MANUFACTURING COMPANY 

HEMC/DoC/IP/Ol Rev. 00 Dt.: 01-02-2013 
DECLARATION OF CONFORMITY 

Hospital Equipment Manufacturing Co. 

D-313, Sector 63. NOIDA, INDIA 

CMC Medical Devices and Drugs S.L., Malaga, Spain 

Product: Secure Locking Screws, Plates & Instruments, Interlocking Nails and Instruments, Spine Implants and 
Instruments, Hip Implants & Instruments, Nails, Wires and Pins, Mini, Small, Large Fragment Implants and 
Instruments, Cannulated Screws, Maxillo Facial implants and Instruments, Hip Prosthesis, External Fixators. 

Confomity Assessmet Route; Annex II (Full Quality Assurance) 

W e declare that our products a s mentioned above, comply to the requirements to Medical dev ice Directive 
9 3 / 4 2 / E E C 

Company undertal<es to manufacture the products a s per National/ International Standards and following 
quality management system a s per E N ISO 13485:2016 

3 . Company authorizes the notified body to carry out necessary inspection and agrees to supply the required 
information & data/documents from time to time. 

4 . Company agrees to make available all relevant Documents & Data of the products to the National 
Authority for a period ending (F ive years) after the last product has been manufactured. 

5 . Company or his authorized representative shall fulfil the obligations imposed by Annex II of Medical Device 
Directive 9 3 / 4 2 / E E C & ensures & declares that the Company's Products shall meet all provision of the 
directive a s applicable. 

6 . Company undertakes to keep up to date a systematic procedure to review exper ience gained during post 
production phase and to implement appropriate means to apply any necessary corrective action taking 
account of the nature & risk in relation to the product. 

Manufacturer: 

Address: 

EC REP 

7. Company undertakes to notify immediately any malfunction /deterioration of the performance of the 
device to the appropriate authority and shall recall such devices already placed in the market 

Ala
Evidenţiere

Ala
Evidenţiere



BSCIC 

Certificate 
M E D I C A L D E V I C E -

QUALITY MANAGEMENT SYSTEM 

This is to certify that: 

HOSPITAL EQUIPMENT MANUFACTURING COMPANY 
D-312, 313, SECTOR 63, NOIDA - 201301, UTTAR PRADESH, INDIA 

SITES: A-19 & 20, SECTOR 7, NOIDA 
UTTAR PRADESH, INDIA 

Hereby granted the cert ificate Number: BN22370/21610 Rev. 00 I 
Subsequent to the Assessment of the organization, it has been found to be operating a Medical Device­
Quality Management System which complies with the requirements of 

ISO 13485:2016 
For the following scope: 

Design, Manufacturing and Sale of Medical Devices, Hospital Furniture, 
Laboratory, Scientific & Orthopaedic Implant and Instruments 

Technical area:- General Non-Active, Non-Implantable Medical Devices, Non-Active Instruments, 
A.1.1.6 , Non-Active Implants, A.1.1.12 

Originally 22-Feb-2021 1st Surveillance Due on: 12-Jan-2025 
For Registered: 

BSCIC CERTIFICATIONS PVT.LTD. Issue Date: 1:hlan-2024 2nd Surveillance Due on: 12-Jan-2026 

~ ~~t!J ~ 
tJanaging Director 

Expiry Date: 21-Feb-2027 

The Organization was initially certified by other certification body from 22 Feb 2021 to 21 Feb 
2024• 
(In case If Surveillance Audit Is not allowed to be conducted; this Certificate shall be 
Suspended/Withdrawn). 
Please Re--validale this cerfficate's ~ at www.bsc-1cc.oom at REGISTRATION STATUS. 
This c«tificaleofRegislration isp,ted subject torelevnpovisions of the BSCIC Certificlllions PVT. LTO. Contract Terms& Scheme for 
Registration Fonn 8018 (i..-Verwion). P1eaae-B018 al OU' webue www.bsc-icc.com. 
The Cllltificate of Regislration remai'ls the property of BSCIC Certifications P-,t. Ltd. and shal be retimed inmediately upon ~ . 
BSCIC ~ : &work, 1st Floor, 5B/15A, Crown Plaza Mall, Faridatlad -121 001, Hlryana, India. 
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