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INTERCERT

CERTIFICATE

FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

LY

i
N |

n. 0068/QC0O-DM/086-2018

according to Annex Il of Directive 93/42/EEC on Medical Devices as amended..

NMTIC Intarcert hereby deciares that an axamination of the under mantioned Full Guality Assurance System has been carried out fallowing the
reguirements of the legislation to which the undersigned is subjected, transposing annex || [with the ssermption of section 4} of the Directive
53/42/EEC on Medical Devices, MTIC intercert certifles that the Fulf Quality Assurance System conforms with the relevant provisions of the
sforementioned legislation. The validity of this certificate is subjected to the positive result of required surveillance audits.

MANUFACTURER: HOSPITAL EQUIPMENT MANUFACTURING COMPANY

D-313, Sector 63, NOIDA-201301, Uttar Fradesh {INDIA]

DEVICE/S: Orthopaedic implants
MODEL/S: Spinal systems:

Plates — Cages — Hooks — Crosslink mnn&til
full fist of models in annex 1

T

- Rods - Staples P —

Reason: MoldSign Signam

Digitally signed by larovoi
Date: 2020.02.20 09:41:46
Location: Moldova

FIRSTISSUE:  29/10/201E CLRRENT IS5UE  29/10/2018 BEVISION Nr,. 00 EXPIRING DATE:  28/10/2021

Thi gertificate is aisd comiposeg by 0. 1 aane of n. 3 poges

T INTERCERT 5.4 - Via Moscova, 17 - 20017 RHO W - (TALY
FPCOM-4-23-00 he0.d _ wave mlicert o0y
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ANNEX No. 1 TO THE FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

according 1o Annex I of Directive 93/42/EEC on Madical Devices as amended,,

n. 0068/QC0O-DM/086-2018

SPINAL SYSTEM ~ PLATES [ CAGES / HOOKS / CROSSLINK CONNECTORS / RODS / STAPLES

CATE

HTi-469.4525 HTH469.5525 HTI-465.6525 H479.4025 HA7S 5050 HA79.5050
HTI-4565 4530 HTI-265 5530 HTI-4658.6530 H475.4030 HaTI 055 H4 79 5055
HT1-469.4535 TH-469.5535 HTI-469,6535 H479.4035 HT1-479.5030 HT479.6030
HT-468 4540 T-462.5540 HTI-460.6540 H473.4040 MTI-479,5035 HT1-479.6035
HTI-469 4545 TL469.5545 HTI-450,6545 HT-479.4020 HT479.5040 HT-479.6040
HEES.4020 Ti-463.5550 HT-469.6550 HTi-479,402% HTi-479 5045 HT-479.60a45
HAS.4025 H489.5030 14996030 HTI-475,4030 HTH-479,5050 HT-479.6050
HARDS 4030 H4ED. 5035 M489 6035 HTi-479.4035 HT+=479 5055 MT=-479 6055
HA89.4035 H489.5040 H429.5040 HYI-479,4040 HTH456.5525 HT-456.6525
HAET 4040 HAES 5045 Hi89.6045 HTi-456.4525 HTi-456.5530 HTEE5R,6530
HTIL489 4020 H489,5050 H439,5050 HTI-456,4530 HTi-456,5535 HT-456.6535
HTi-489.4025 HARS. 5055 HaABD 6055 HT-456,4535 HTI-456,5540 HT-456.6540
HTI-489.4030 HTi-489,5030 HTi-489.6030 HTH-456,4540 HTI456,5545 HTi-456 6545
HTi-489 403% HTi-184 5035 HT-488.6035 HT-456.4545 HT-456.5550 HT-256. 6550
HTi-429 4040 HTI-439 5040 HTI-483.6040 MTI-255.5540 HTH-459,6540 HTI-459 5550
HTi-459. 4525 HTi-489.5045 HT-489.6045 HT-158.5545 HT-45%. 6545 HWT-458. 6550
HTI-459 4530 HTI-489 5050 HTI-485 6050 H478.5030 47,6030 HATS 5035
HT-459. 4535 HTI-4859.5055 HTi-489.8055 HATE.6035 HA79.5040 HAT2. 6040
HT1-459,4540 HTI-459.5525 HTI-453 6525 H479,5045 H479,6045 HTI-459.6525
MTi-459,4545 HTI-458,5530 HT-459 8530 HAT9. 4020 HTI-452.5535
CURRENT IS5UE OF CERTIFICATE IN EXPIRING DATE OF f
2/10/2018  Lorose 29/10/2008 Lo o P 00 Dcermcars 281072021

MTIC WTERCERT SrL - Vis Moscovs, 17 - 20017 a4 7y - ALY
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CERTIFICATE

ANNEX No. 1 TO THE FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

n. 0068/QCO-DM/086-2018

according to Annex 1| of Directive 93/42/EEC on Medical Devices as amended..

SPINAL SYSTEM — PLATES / CAGES / HOOKS / CROSSLINK CONNECTORS [ RODS / STAPLES

HE 76,5030 HT-476.5030 HT-201.426-S HTI-202 3100
HATE.5035 HT-476.5035 HT 2114251 HT-202.55-120
HATH. 5040 HT-476.5040 WT-201.428-5 WTH202.55-150
H476.5045 HT-476.5045 HTi-201.4284 HT1202.55-180
HATE,5050 HMT-476.5050 WT-201.430-8 WTI-202.55-200
HATE.5055 HT-476.5055 HTH201.430-L HT-202.55-300
HATH,BOA0 HT-476.6030 HT-201.432-5 HTI-202.55-480
HATE.BO3S HT-476.6035 HTi-201.432-L HTi-201.411-§
HATE BDA0 HTi-476.5040 HT-201.434-5 HTI201.411-L
HA76.6045 HT-476.6045 MT-201.434-L HT-201.415-5
HATE,BOSD WT-476.6050 HT-202.3-75 HT-201.415-L
HATH.B055 HT-476.6055 WTi-202.3-80
HTi- 205.10- 20 HTi- 205.12- 20 HTi- 205.14- 20 HTI- 205.16- 20
MTi- 205.10- 28 HTI- 205.12- 25 HTi- 205.14- 25 MTi- 205.16- 25
HTi- 205.10- 30 HTi- 205.12- 30 HTi- 205.14- 30 HTI- 205.16- 30
HT}- 205.10- 35 HTi 205.12- 38 HTi- 208.14- 35 MTi- 205.16- 35
HTi- 205.10-40 HTi- 205.12-40 HTI- 205.14-40 HTl 205.16-40
HTi- 205.10- 4% HTi- 205,12 45 #HTi- 205.14- 45 HTi- 205.16- 45
HTi- 205.10- 50 HTi- 205.12-50 HTi- 205.14- 50 HTi- 205.16- 50
HTI- 205.18- 20 HTie 205,20 20 HTi- 205.22- 20 HTi- 205.24- 20
MTi- 205.18- 25 #Ti- 205.20- 25 HTI- 205.22- 2% HTi- 206.24- 25
HTi- 205.18- 30 HTi- 205.20- 30 HTHh 205.22- 30 HTi- 205.24- 30
HTi- 205.18- 35 HTi- 205.20- 35 HTI- 206.22- 35 HTI- 205 24- 3%
MTi- 205.18- 40 HTi- 205.20- 40 HTi- 205.22- &0 HTi- 205.24- 40
HTi- 205.18- 45 HTi- 205.20- 45 HTl- 205.22-45 HTI- 205.24- 45
HTI- 205.18- 50 HTi- 305.20- 50 HTi- 205.33- 50 HTi- 205.24- 50
HTE 205212 -20 WTi- 205Ex.14 -20 HTi- 2G5Ex%.16 -20 HTh 205Ex 18 -2
HT- 205Ex.12 -25 HTi- 205Ex.14 -25 MTi- 205Ex.16 -25 HTi- 205Ex 18 -2§
HTi 205Ex.12 -35 HT- 205Ex.14 -35 HTI- 205Ex.16 35 HT- 205E018 -3
HT- 205Ex.12 -55 HTI- 205Ex.14 -55 WTi- 205F%.16 -55 HTH- 205Ex 18 -55\

THE CEATIEICATE: mecsnncate. 2020 gevsonw:  ® Pliic s
Dipf-ingFe rgizzarea

MTIC ;u{?écsm Certificalion Body
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CERTIFICATE

ANNEX No. 1 TO THE FULL QUALITY ASSURANCE SYSTEM APPROVAL EC CERTIFICATE

». 0068/QCO-DM/086-2018

according to Anmex Il of Directive 93/42/EEC on Medical Devices as amended..

SPINAL SYSTEM — PLATES / CAGES / HOOKS / CROSSLINK CONNECTORS / RODS / STAPLES

HTi-205TF.004 HTI-207.010 HT-207.021 HT-J07.032
HT-205TF011 HTI-207.011 HT-207.022 HTI-207.033
HT-207.001 HT-207.012 HT-207.023 HT-Z08.010
HT-207.002 HT-20T 013 HTi-207.024 HTI-208.012
HTi-207.003 HTI-207 014 HTL207.025 HTi-208 014
HT-207.004 HTI-207.015 HT-207.026 HTI-ZDE 016
HTi-207.005 HTi-202.016 HTL207 027 HTi-208.013
HTI-207.006 HTI-207.017 HTi-207.023 HT-208.020
HTI-207.007 HT-207.018 HT-207.039 HTi-208.022
HTI-207.008 HT-207.019 HT-207.030 HYI-208 024

HTi-207.009 HTI-207.020 HT207.031 HOLS-208-Ti

FIRST 15508 OF CLRRENT IS5UE OF CEATIFICATE 1N EXPIING DATE OF .

MTIC INTEREERT wri - ¥ia Mowtowe. 11 - 20817 RHO 1Ml - TALY
www. miiceri.org
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HOSPITAL EQUIPMENT MANUFACTURING COMPANY

HEMC/DoC/IP/01 Rev.00 Dt.: 01-02-2013

DECLARATION OF CONFORMITY
Manufacturer: Hospital Equipment Manufacturing Co.
Address: D-313, Sector 63, NOIDA, INDIA

EC | REP

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 Il (Full Quality Assurance)

We declare that our products as mentioned above, comply to the requirements to Medical device Directive
93/42/EEC

Company undertakes to manufacture the products as per National/ International Standards and following
quality management system as per EN 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 (Five years) after the last product has been manufactured.

5. Company or his authorized representative shall fulfil the obligations imposed by Annex Il of Medical Device
Directive 93/42/EEC & ensures & declares that the Company's Products shall meet all provision of the
directive as applicable.

6 . Company undertakes to keep up to date a systematic procedure to review experience 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.

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

Place, Date of Issue: 27/08/2018

Noida, India

Signature:

-




@ qualityaustria

Succeed with Quality

CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und
Begutachtungs GmbH awards this qualityaustria
certificate to the following organisation:

Hospital Equipment

Manufacturing Co.
D-313, Sector-63, Noida UP-201301, INDIA
Sites: A-19 & 20, Sector-7, Noida,Uttar Pradesh, India

Design, Manufacture and Sale of Medical, Laboratory,
Scientific & Orthopaedic Implants and Instruments.

The validity of the qualityaustria certificate will be
maintained by annual surveillance audits and one
renewal audit after three years.

The current validity of the certificate is documented exclusively on the Internet under

EAC: 19.2

This qualityaustria certificate confirms the application
and further development of an effective

QUALITY MANAGEMENT SYSTEM
complying with the requirements of standard

ISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes

Registration No.: 00360/0
Date of initial issue: 22 February 2021
Valid until: 21 February 2024

Vienna, 22 February 2021

Quality Austria - Trainings, Zertifizierungs und Begutachtungs GmbH,

AT-1010 Vienna, Zelinkagasse 10/3

BN 4

Konrad Scheiber Dr. Mag. Anni Koubek
General Manager Specialist representative
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