PHARMAMEDIHELP

2. KONZTANTINIAHZ & ZIA ENE

DECLARATION of CONFORMITY E.U.

We are solely responsible for declaring that the Medical Devices mentioned in this statement are of
Low-Risk Class (Class 1) and comply with the requirements of the European Regulation
745/2017 and where appropriate, the standards and legislation referred to.

MANUFACTURER: S. KONSTANTINIDIS & Co Ltd

HEAD OFFICE ADDRESS: 31, Afentouli str., 185 36, Piraeus, Greece

E-MAIL: info@pharmamedihelp.gr

TELEPHONE: +30 2104511430

WEB SITE: www.pharmamedihelp.gr

COMPETENT AUTHORITY: Hellenic National Organization for Medicines
Address: 284 Mesogion str., P.C. 155 62, CHORARGOS

CONTACT DETAILS: Telephone: +30 2132040000
Web site: https://www.eof.gr/

CONFORMITY ASSESSMENT PROCEDURE

745/2017 (Ar. 19, Annex IV)

APPLIED STANDARDS & LEGAL REQUIREMENTS

SO 9001:2015, EN ISO 1865-1

APPROVAL
NAME: STYLIANOS KONSTANTINIDIS
POSITION: GENERAL MANAGER
PLACE: PIRAEUS - GREECE

DATE: 03/06/2021

SIGN:
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LIST OF PRODUCTS COVERED BY THIS DECLARATION

CODE EOF / RULE

No | PRODUCT CODE BASIC UDI-DI INTENDED USE (ANNEX VIII)

1 FOLDABLE STRETCHER VE/I 2820000691521/ Stretcher for 4.1. Rule 1
«VENUS I» 521301204VE173 patient transfer o

2 FOLDABLE STRETCHER VE/II 2820000836847/ Stretcher for 4.1.Rule 1
«VENUS II» 521301204VE275 patient transfer

3 FOLDABLE STRETCHER VE/llI 2820000836861/ Stretcher for 4.1.Rule 1
«VENUS llI» 521301204VE377 patient transfer

4 FOLDABLE STRETCHER VE/IV 2820000836885/ Stretcher for 4.1.Rule 1
«VENUS IV» 521301204VE479 patient transfer

5 ALUMINUM STRETCHER AT/l 2820000691545/ Stretcher for 4.1.Rule 1
WITH WHEELS «ATHENA I» 521301204AT157 patient transfer

6 ALUMINUM STRETCHER AT/l 2820000836908/ Stretcher for 4.1.Rule 1
WITH WHEELS «ATHENA II» 521301204AT259 patient transfer

7 ALUMINUM STRETCHER AT/ 2820000691569/ Stretcher for 4.1.Rule 1
WITH WHEELS «ATHENA llI» 521301204AT35B deceased body

transfer

8 | TRANSFER PATIENT BL-ST 2820000691583/ Stretcher for 4.1.Rule 1
«BLANKET STRETCHER» 521301204BLSTXR patient transfer

9 NEIL ROBERTSON TYPE ZEUS 2820000691606/ 4.1.Rule 1
STRETCHER VERTICAL & 521301204ZEUS45 Stretcher for
HORIZONTAL ELEVATION patient transfer
«ZEUS»

10 | EXTRICATION VEST «ARIS» ARIS 2820000691620/ Immobilization of 4.1.Rule 1

521301204ARISXG injured

11 | PLASTIC STRETCHER NE 2820000691644/ stretcher for 4.1.Rule 1
BACK/SPINAL BOARD 521301204NEJ3 .
«NEPTUNE» patient transfer

12 | PLASTIC STRETCHER NE-X 2820002609708/ 4.1.Rule 1
BACK/SPINAL BOARD 52130120aNExg7 | Stretcher for
«NEPTUNE-X>» patient transfer

13 | PLASTIC STRETCHER FOL 2820000691668/ 4.1.Rule 1
FOLDABLE BACK/SPINAL 521301204FOL75 Stretcher for
BOARD «FOLDABLE BACK patient transfer
BOARD»

14 | PLASTIC STRETCHER TWIN 2820000691682/ 4.1.Rule 1
BACK/SPINAL BOARD 521301204TWiNa7 | Stretcher for
«TWIN BACK BOARD» patient transfer

15 | PLASTIC STRETCHER TRITON 2820000692269/ Stretcher for 4.1.Rule 1
FLOATABLE «TRITON» 521301204TRITON3Z | patient transfer

16 | TRANSFER PATIENT «BED B2B 2820000691705/ Stretcher for 4.1.Rule 1
TO BED STRETCHER» 521301204B2B39 patient transfer

17 | SCOOP TYPE STRETCHER HE/I 2820000691729/ Stretcher for 4.1.Rule 1
«HEPHAESTUS I» 521301204HE14V patient transfer

18 | SCOOP TYPE STRETCHER HE/lI 2820000836922/ Stretcher for 4.1.Rule 1
«HEPHAESTUS II» 521301204HE24X patient transfer

Page 2 of 5




PHARMAMEDIHELP

Z. KONZTANTINIAHZ & ZIA EME

19 | SCOOP TYPE PLASTIC HE/1lI 2820000691743/ Stretcher for 4.1.Rule 1
STRETCHER «HEPHAESTUS 521301204HE34z patient transfer
1H»
20 | ALUMINUM AMBULANCE’S HESTIA/I 2820000691767/ Ambulance 4.1.Rule 1
STRETCHER WITH FOLDABLE 521301204HESTIA1XX | stretcher for
LEGS «HESTIA I» patient transfer
21 | ALUMINUM AMBULANCE’S HESTIA/II 2820000691781/ Ambulance 4.1.Rule 1
STRETCHER-CHAIR WITH 521301204HESTIA2XZ | stretcher for
FOLDABLE LEGS «HESTIA II» patient transfer
22 | ALUMINUM AMBULANCE’S | HESTIA/III 2820000691804/ Ambulance 4.1.Rule 1
STRETCHER ADJUSTABLE 521301204HESTIA3Y3 | stretcher for
HEIGHT «HESTIA IlI» patient transfer
23 | ALUMINUM AMBULANCE’S | DIMITRA 2820000691828/ Ambulance 4.1.Rule 1
STRETCHER LOW WITH L.V. 521301204DIMITRAX8 | stretcher for
STAND «DIMITRA» patient transfer
24 | AMBULANCE PATIENT HERA/I 2820000691842/ Ambulance chair 4.1.Rule 1
CHAIR «HERA» 521301204HERA1QF | for patient transfer
25 | AMBULANCE PATIENT HERA/II 2820000849960/ Ambulance chair 4.1.Rule 1
CHAIR «HERA II» 521301204HERA2QH | for patient transfer
26 | AMBULANCE PATIENT HERA/III 2820000849984/ Ambulance chair 4.1.Rule 1
CHAIR «HERA IlI» 521301204HERA3QK | for patient transfer
27 | ALUMINUM CHAIR «STAIR ST-DE 2820000691866/ Chair for patient 4.1.Rule 1
DESCENDER» 521301204STDE2G transfer
28 | STRETCHER SKED TYPE RESCUE 2820000691880/ Stretcher for 4.1.Rule 1
«RESCUE STRETCHER» 521301204RESCUEW6 | patient transfer
29 | BASKET TYPE STRETCHER AP/I 2820000691903/ Stretcher for 4.1.Rule 1
«APOLLO I» 521301204AP14T patient transfer
30 | BASKET TYPE STRETCHER AP/II 2820000836946/ Stretcher for 4.1.Rule 1
«APOLLO II» 521301204AP24V patient transfer
31 | METALIC STRETCHER HERMES/I 2820000691927/ Stretcher for 4.1.Rule 1
BASKET TYPE «HERMES I» 521301204HERMES1X5 | patient transfer
32 | METALIC STRETCHER HERMES/II 2820000836960/ Stretcher for 4.1.Rule 1
BASKET TYPE «HERMES II» 521301204HERMES2X7 | patient transfer
33 | «<HEAD IMMOBILIZER» HEAD 2820000691941/ Head 4.1.Rule 1
521301204HEADVA immobilization
device
34 | «<ADJUSTABLE CERVICAL CE-AD 2820000691965/ Immobilization 4.1.Rule 1
COLLAR (ADULT)» 521301204CEADU7 collar
35 | «<ADJUSTABLE CERVICAL CE-PE 2820000836984/ Immobilization 4.1.Rule 1
COLLAR (CHILD)» 521301204CEPEVN collar
36 | «EYE MAGNET WITH LOOP» | EYE- 2820000691989/ Magnet for 4.1.Rule 1
MAGN 521301204EYEMAGNZ7 | removing debris
from the eye
37 | «SPIDER STRAP» SPIDER 2820000692009/ Straps to 4.1.Rule 1
521301204SPIDERXM | immobilize patient
on the stretcher
38 | STRETCHER’S BELT SINGLE BE-ME/I 2820000837042/ Straps to 4.1.Rule 1
METALIC BUCKLE 521301204BEME1MY | immobilize patient
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on the stretcher

39 | STRETCHER’S BELT DOUBLE BE-ME/II 2820000837028/ Straps to 4.1.Rule 1
METALIC BUCKLE 521301204BEME2N2 | immobilize patient
on the stretcher
40 | STRETCHER’S BELT SINGLE BE-PL/I 2820000692023/ Straps to 4.1.Rule 1
PLASTIC BUCKLE 521301204BEPL1P4 immobilize patient
on the stretcher
41 | STRETCHER’S BELT DOUBLE | BE-PL/II 2820000837004/ Straps to 4.1.Rule 1
PLASTIC BUCKLE 521301204BEPL2P6 immobilize patient
on the stretcher
42 | ELEVATION SYSTEM No | for | EL-SY/I 2820000692047/ Strap system for 4.1.Rule 1
Rescue Stretcher 521301204ELSY1TC vertical elevation of
a stretcher
43 | ELEVATION SYSTEM No Il for | EL-SY/II 2820000837066/ Strap system for 4.1.Rule 1
Basket non-divided/divided 521301204ELSY2TE vertical elevation of
a stretcher
44 | HAEMOSTATIC TAPE ESMAR | ESMAR 2820000692061/ Belt to stop a 4.1.Rule 1
«TOURNIQUET» 521301204ESMARTP | severe bleeding on
alimp
45 | «TACTICAL TOURNIQUET» TACT 2820000692085/ Belt to stop a 4.1.Rule 1
521301204TACTYG severe bleeding on
alimp
46 | LIMP SPLINT «TRACTION TR-SP 2820000692108/ Device for 4.1.Rule 1
SPLINT» 521301204TRSPAG immobilizing a limp
47 | FACE SHIELD FACE 2820000692146/ Device for mouth 4.1.Rule 1
521301204FACEUG to mouth
resuscitation
«CPR Pocket Mask - Pocket | CPR 2820000692122/ Device for mouth 4.1.Rule 1
48 | Resuscitator» 521301204CPR75 to mouth
resuscitation
49 | «kEMERGENCY-ISOTHERMAL | BLA-GS-S 2820000837080/ Isothermal blanket | 4.1. Rule 1
BLANKET GOLD/SILVER 521301204BLAGSSPF | for emergency
1,30X2,10m» rescue of an injured
50 | «kEMERGENCY-ISOTHERMAL | BLA-GS-L 2820000837103/ Isothermal blanket | 4.1. Rule 1
BLANKET GOLD/SILVER 521301204BLAGSLNZ | for emergency
1,60X2,10m» rescue of an injured
51 | <kEMERGENCY-ISOTHERMAL | BLA-SS-S 2820000692160/ Isothermal blanket | 4.1. Rule 1
BLANKET 521301204BLASSSRB | for emergency
SILVER/SILVER1,30x2,10m» rescue of an injured
52 | <kEMERGENCY-ISOTHERMAL | BLA-SS-L 2820000837127/ Isothermal blanket | 4.1. Rule 1
BLANKET SILVER/SILVER 521301204BLASSLQV | for emergency
1,60X2,10m» rescue of an injured
53 | «COHESIVE BANDAGE COH/4 2820000692184/ Elastic bandage for | 4.1.Rule 1
4cmx4m» 521301204COH4VG bandaging
54 | «COHESIVE BANDAGE COH/6 2820000837141/ Elastic bandage for | 4.1.Rule 1
6cmx4m» 521301204COH6VL bandaging
55 | «COHESIVE BANDAGE COH/8 2820000837165/ Elastic bandage for | 4.1.Rule 1
8cmx4m» 521301204COH8VQ bandaging
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56 | «MUSCLE TAPE» MU-TA 2820000692221/ Adhesive elastic 4.1.Rule 1
521301204MUTA2K muscle bandage
57 | «TRIANGULAR BANDAGE» TRI-BA 2820000692207/ Bandage used as an | 4.1. Rule 1
521301204TRIBAX2 arm sling
58 | «Venom -X-Tract syringe» V-X-TRACT 2820000692245/ Device to remove 4.1.Rule 1
521301204VXTRACTG6 | venom
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