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Eprevis

PRODOTTI PER LA MEDICAZIONE

We undersigned PREVIS S.r.l. , with recorded office addressed and headquarters addressed in Viale

PREVIS s.r.l.

36070 TRISSINO (VI) — ITALY
Viale dell'Industria, 10/A

Tel. 0445 490946

Fax 0445 962233

Cap. soc. € 110.000,00 i.v.
C.F. e P. IVA 02572450241
Cod. CEE IT 02572450241
REA 241171/Vicenza

Reg. Imprese 365509//VI116
E-mail: info@previs.it
www.previs.it

Spett.le

GIMA SpA
via Marconi, 1
20060 Gessate (M)

ITALIA

EU DECLARATION OF CONFORMITY

dell'Industria, 10/a TRISSINO (VI), as manufacturer of medical devices:

Denomination

| Code |

BASIC UDI-DI Code

Gauze bandages 20threads

13
13
13
13

13

20F050051

20F050071

20F050101
20F0350510GlI
20F0350710GlI
20F0351010GlI

803314028M030101DU
803314028M030101DU
803314028M030101DU
803314028M030101DU
803314028M030101DU
803314028M030101DU

Previbielastica bandage

“«

BIEO700812
BIEO701012

803314028M0304020101037N
803314028M0304020101037N

Previcrepe S bandage

“«
“«

“«

CRES040051
CRES040071
CRES040101
CRES040151

803314028M0303010101NC
803314028M0303010101NC
803314028M0303010101NC
803314028M0303010101NC

Previforte bandage

“«

FOR0700811
FOR0701012

803314028M0304010103NZ
803314028 M0304010103NZ

Previdol patch

DOL140091

803314028 MO599RL

Previcoesiva bandage

“«
“«
“«
“«
“

“

GACO040061
GACO040081
GACO040101
GACO040121
GACO2000610
GACO2000810
GAC02001010

803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH

Previcoesiva Latex Free bandage

“
“

“

GACO040081F
GACO040101F
GACO2000810F
GACO2001010F

803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH

Previcoesiva XL bandage

“
“
“
“
“

“

GAXLCO040061B
GAXLCO040061BM
GAXLCO040061R
GAXLCO040081B
GAXLCO040081BM
GAXLCO040081G
GAXLCO040081R

803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
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“

“«

“«

“«

“«

GAXLCO040081V
GAXLCO040101B
GAXLCO040101BM
GAXLCOO040101R
GAXLCO040101V

803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH

Previmedical bandage

“«

MEDO0500811
MED0501012

803314028M0304010103NZ
803314028 M0304010103NZ

Previnova Skin bandage

“«

“«

NOP0450611
NOP0450811
NOP0451012

803314028M0304010103NZ
803314028M0304010103NZ
803314028M0304010103NZ

Cohesive bandage Previtnt

“«
“«
“«
“«

“«

TNT045751B
TNT045751BM
TNTO045751R
TNT045101B
TNT045101BM
TNTO45101R

803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH
803314028M0303010201NH

Previzinc A bandage

“

Previzinc E bandage

“

ZINA050101
ZINA060081
ZINEO50101
ZINEO60081

803314028M03020299EQ,
803314028M03020299EQ
803314028M03020299EQ
803314028M03020299EQ

Denominated “Gauze bandage 20threads” — “Previbielastica bandage” — “Previcrepe S bandage” —
“Previforte bandage” — Previmedical bandage” — “Previnova Skin bandage” — Previcoesiva bandage” —
Previcoesiva latex free bandage” — “Previcoesiva XL bandage” — “Previtnt cohesive bandage” intended to fix
the dressing and to contain small traumas, - “Previdol patch” adjuvant in the treatment of pains in the
joints and in the muscular-skeletal system — “Previzinc A bandage” — “Previzinc E bandage” indicated in the
treatment of thrombophlebitis, oedema, chronic venous insufficiency and in the healing phase and follow-
up care of fractures, sprains and strains, risk class | (Not Sterile), according to the rule 1 of the EU
Regulation 2017/745, Annex VIII, declare under its own responsibility that the medical devices:

e comply with general safety and performance requirements and dispositions of the EU
Regulation 2017/745 and further amendments as per the Technical Files kept on the
premises of the company;

e no Common Specifications were used for the compliance of the aforementioned medical
devices;

e are manufactured in accordance with Technical Files No. FTOO1PRV — FTOO2PRV -
FTOO3PRV - FTOO6PRV — FTO07PRV, which meet the requirements of Annex Il and Il of the
aforementioned Regulation.

TRISSINO (V1), 22/09/2021

PREVIS S.r.l.
Direttore Generale
Michela Castagna

PREVIS s o1,



