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DICHIARAZIONE DI CONFORMITA'

DIRETTIVA 93/42/EEC convertita in D.L. nr. 46 - 24/02/97 e successive modifiche
DECLARATION OF CONFORMITY

93/42/EEC DIRECTIVE converted in D.L. nr. 46 - 24/02/97 and subsequent amendments

PRODUTTORE (MANUFACTURER) MICERIUM S.p.A.

VIA G. MARCONI, 83

16036 AVEGNO (GE) — Italy

TEL. +39-0185-7887870 FAX +39-0185-7887970
E-mail quality@micerium.it

PRODOTTI (Products)

CODICE PRODOTTO NOME COMMERCIALE CLASSE REGOLA (Rule)
(Product Code) (Proprietary name) (Class) (Annex IX)
CFFUD2 ENAMEL PLUS HRi FLOW UD2 1g 2A 8
CFFUD3 ENAMEL PLUS HRi FLOW UD3 1g 2A 8
CFFUD4 ENAMEL PLUS HRi FLOW UD4 1g 2A 8
CFFUDS ENAMEL PLUS HRi FLOW UDS 1g 2A 8
CFFUD6 ENAMEL PLUS HRi FLOW UD6 1g 2A 8
CHOA ENAMEL PLUS HFO OA 2,5g 2A 8
CHR11 Enamel Plus HRi complete Kit (11 syringes 5g) 2A 8
CHR11K ENAMEL PLUS HRIKIT 11sir. x5g 2A 8
CHR11-OF Enamel Plus HRi complete Kit (11 syringes 5g) + Accessories 2A 8
CHR11T Enamel Plus Hri Tips complete Kit (66 tips) 2A 8
CHR11T-OF Enamel Plus HRi tips complete + Accessories 2A 8
CHR12 ENAMEL PLUS HRI BIO FUNCTION KIT 12sir. x5g 2A 8
CHR12T ENAMEL PLUS HRI BIO FUNCTION KIT 72 tips 2A 8
CHR15 Enamel plus HRI COMPLETE KIT (Syr: 15x5g + 2x2,5g + 1x1g) 2A 8
CHR15T Enamel plus HRI COMPLETE KIT (90 tips) 2A 8
CHR1F Introductory Kit Enamel plus HRI “FLOW” 2A 8
CHR2F Complete Kit Enamel plus HRi FLOW 9x2g 2A 8
CHR3 Enamel plus HRi Mini kit 3 syringes (2,5 g each) 2A 8
CHR3BFD Enamel Plus HRi BIOFunctionKIT MINI BD3-BD2-BF2 (2,5 g each) 2A 8
CHR3BFDT Enamel HRi BIO FUNCTION BD2-BD3-BF2 6 TIPS 2A 8
CHR3D ENAMEL PLUS HRI MINI KIT 3 syringes (2,5 g each) 2A 8
CHR3E Enamel Plus HRI Enamel kit (3 syringes 5g each) 2A 8
CHR3F Introductory Kit Enamel plus HRI “FLOW” 2A 8
CHR3FB Enamel Plus HRi BIO Funct.MINI KIT UD2-UD3-BF3.(2,5 g each) 2A 8
CHR3FBD Enamel PlusHRi BIOFunction KIT MINI UD3-UE2-BF2.(2,5 g each) 2A 8
CHR3FBT Enamel plus HRi BIO FUNCTION UD2-UD3-BF3 6 TIPS 2A 8
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CHR3FC
CHR3FCD
CHR3FCT
CHR3T
CHR4
CHR4B
CHR4BFD
CHRA4F
CHR4FB
CHRAFBF
CHRAFBT
CHR4FC
CHR4FCD
CHRAFCT
CHRAFT
CHR4AM
CHRAT
CHR4U
CHR5
CHR5BB
CHR5BT
CHR5F
CHR5T
CHR6
CHR6B
CHR6BFD
CHR6BFDT
CHR6BT
CHR6FB
CHR6FBD
CHR6FBT
CHR6FC
CHR6FCD
CHR6FCT
CHReT
CHR7
CHR7D
CHRBDO
CHRBDO,5

Mod.: Dichiarazioni conformita classe 2

Enamel Plus HRi FUNCTION MINI KIT UD2-UD3-EF3.(2,5 g each)
Enamel Plus HRi FUNCTION MINI KIT UD3-UE2-EF2.(2,5 g each)

Enamel plus HRi FUNCTION UD2-UD3-EF3 6 TIPS
Enamel plus HRi 3 col tips kit 6 tips each color
Mini Kit Enamel Plus HRI (4 syringes 2,5g each)

Kit Enamel Plus HRI BIANCO (4 syringes 2,5g each)

Enamel PlusHRI BIOFUNCTIONMini Kit(BD2-BD3-BD4-BF2 2,5g each)

ENAMEL PLUS HRI Trial Kit 4 sir.x5g

Enamel Plus HRI BIO FUNCTION Mini Kit(4 syringes 2,5g each)
Enamel plus HRI BIO FUNCTION Pedodontic kit 3x2,5g+1x2g
Enamel Plus HRI BIO FUNCTION Mini Kit (24 tips)

Enamel Plus HRI FUNCTION Mini Kit(4 syringes 2,5g each)
Enamel Plus HRI FUNCTION Mini Kit(4 syringes 2,5g each)
Enamel Plus HRI FUNCTION Mini Kit (24 tips)

Enamel plus Hri KIT 48 TIPS

Mini Kit Enamel Plus HRI (4 syringes 2,5g each)

Mini Kit Enamel Plus HRI (24 tips)

Mini Kit Enamel Plus HRI (4 syringes 2,5g each)

Enamel plus HRi Mini kit 5 syringes (2,5 g each)

Enamel plus HRi bleach kit 5 syringes (2,5 g each)

Bleaching Kit Enamel Plus HRI tips (30 tips)

Introductory Kit Enamel plus HRI “FLOW” 5 syr. x2g

Enamel plus HRi 4 col tips kit 6 tips each color

Trial Enamel plus HRI (6 syringes 2,5g each)

Trial Enamel plus HRI (6 syringes 2,5g each)

Enamel Plus HRI BIO FUNCTION TriaKit (6 syringes 2,5g each)
Enamel HRIBIO FUNCTION Trial Kit (36 tips)

Trial kit Enamel plus HRI tips (36 tips)

Enamel plus HRI BIO FUNCTION TriaKit (6 syringes 2,5g each)
Enamel plus HRI BIO FUNCTION TriaKit (6 syringes 2,5g each)
Enamel plus HRI BIO FUNCTION Trial Kit (36 tips)

Enamel plus HRI FUNCTION Trial Kit (6 syringes 2,5g each)
Enamel plus HRI FUNCTION Trial Kit (6 syringes 2,5g each)
Enamel plus HRI FUNCTION Trial Kit (36 tips)

Trial kit Enamel plus HRI tips (36 tips)

Enamel plus HRi Trial Kit 7 syringes 2,5g

Enamel Plus HRi Trial Kit (7 syringes 2,5g each)

Enamel Plus HRI BIO DENTINE BDO 5g

Enamel Plus HRI BIO DENTINE BDO,5 5g
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CHRBDO,5-20
CHRBDO-20
CHRBD1
CHRBD1-20
CHRBD2
CHRBD2-20
CHRBD3
CHRBD3,5
CHRBD3,5-20
CHRBD3-20
CHRBD4
CHRBD4-20
CHRBD5
CHRBD5-20
CHRBD6
CHRBD6-20
CHRBF1
CHRBF1-20
CHRBF2
CHRBF2-20
CHRBF2-DF
CHRBF2-F
CHRBF3
CHRBF3-20
CHRBIOK1
CHRBIOK2
CHREF1
CHREF1-20
CHREF2
CHREF2-20
CHREF3
CHREF3-20
CHRF4
CHRFUDO
CHRFUDO,5
CHRFUD1
CHRFUD2
CHRFUD3
CHRFUD3,5

Mod.: Dichiarazioni conformita classe 2

Enamel plus HRI BDO,5 20g

Enamel plus HRI BDO 20g

Enamel Plus HRI BIO DENTINE BD1 5g

Enamel plus HRI BD1 20g

Enamel Plus HRI BIO DENTINE BD2 5g

Enamel plus HRI BD2 20g

Enamel Plus HRI BIO DENTINE BD3 5g

Enamel Plus HRI BIO DENTINE BD3,5 5g

Enamel plus HRI BD3,5 20g

Enamel plus HRI BD3 20g

Enamel Plus HRI BIO DENTINE BD4 5g

Enamel plus HRI BD4 20g

Enamel Plus HRI BIO DENTINE BD5 5g

Enamel plus HRI BD5 20g

Enamel Plus HRI BIO DENTINE BD6 5g

Enamel plus HRI BD6 20g

Enamel Plus HRI BIO FUNCTION Enamel BF1 5g
Enamel plus HRI BF1 20g

Enamel Plus HRI BIO FUNCTION Enamel BF2 5g
Enamel plus HRI BF2 20g

Enamel Plus HRI BIO FUNCTION KIT BF2/UD3/ FlowUD3
Enamel Plus HRI BIO FUNCTION KIT BF_2 5g/Flow UD3 _1g
Enamel Plus HRI BIO FUNCTION Enamel BF3 5g
Enamel plus HRI BF3 20g

Enamel plus HRI BIO KIT 5 syringes +Enabond+Shiny
Enamel plus HRI BIO KIT 6 syringes +Enabond+Shiny
Enamel Plus HRI FUNCTION Enamel EF1 5g

Enamel plus HRI EF1 20g

Enamel Plus HRI FUNCTION Enamel EF2 5g

Enamel plus HRI EF2 20g

Enamel Plus HRI FUNCTION Enamel EF3 5g

Enamel plus HRI EF3 20g

Introductory Kit Enamel plus HRI “FLOW” 4 syr. x2g
Enamel plus HRI FLOW UDO 2g

Enamel plus HRI FLOW UDO,5 2g

Enamel plus HRI FLOW UD1 2g

Enamel plus HRI FLOW UD2 2g

Enamel plus HRI FLOW UD3 2g

Enamel plus HRI FLOW UD3,5 2g
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CHRFUD4
CHRFUD5
CHRFUD6
CHRIM
CHRIW
CHRIWS
CHRTBDO
CHRTBDO,5
CHRTBDO,5-14
CHRTBDO-14
CHRTBD1
CHRTBD1-14
CHRTBD2
CHRTBD2-14
CHRTBD3
CHRTBD3,5
CHRTBD3,5-14
CHRTBD3-14
CHRTBD4
CHRTBD4-14
CHRTBD5
CHRTBD5-14
CHRTBD6
CHRTBD6-14
CHRTBF1
CHRTBF1-14
CHRTBF2
CHRTBF2-14
CHRTBF3
CHRTBF3-14
CHRTEF1
CHRTEF1-14
CHRTEF2
CHRTEF2-14
CHRTEF3
CHRTEF3-14
CHRTIM
CHRTIM-14
CHRTIW

Mod.: Dichiarazioni conformita classe 2

Enamel plus HRI FLOW UD4 2g

Enamel plus HRI FLOW UDS5 2g

Enamel plus HRI FLOW UD6 2g

Enamel Plus HRI intensive enamel milky (IM) 5g

Enamel Plus HRI intensive enamel white (IW) 5g

Enamel Plus HRI intensive enamel white spot (IWS) 5g
Enamel PlusHRi BIO Dentine BDO 12x0,3g Tips

Enamel PlusHRi BIO Dentine BDO,5 12x0,3g Tips

Enamel PlusHRi BIO Dentine BDO,5 14x0,3g Tips

Enamel PlusHRi BIO Dentine BDO 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD1 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD1 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD2 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD2 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD3 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD3,5 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD3,5 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD3 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD4 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD4 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD5 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD5 14x0,3g Tips

Enamel PlusHRi BIO Dentine BD6 12x0,3g Tips

Enamel PlusHRi BIO Dentine BD6 14x0,3g Tips

Enamel PlusHRi BIO Function BF1 Enamel 12x0,3g Tips
Enamel PlusHRi BIO FUNCTION BF1 Enamel 14x0,3g Tips
Enamel PlusHRi BIO FUNCTION BF2 Enamel 12x0,3g Tips
Enamel PlusHRi BIO FUNCTION BF2 Enamel 14x0,3g Tips
Enamel PlusHRi BIO FUNCTION BF3 Enamel 12x0,3g Tips
Enamel PlusHRi BIO FUNCTION BF3 Enamel 14x0,3g Tips
Enamel PlusHRi FUNCTION EF1 Enamel 12x0,3g Tips
Enamel PlusHRi FUNCTION EF1 Enamel 14x0,3g Tips
Enamel PlusHRi FUNCTION EF2 Enamel 12x0,3g Tips
Enamel PlusHRi FUNCTION EF2 Enamel 14x0,3g Tips
Enamel PlusHRi FUNCTION EF3 Enamel 12x0,3g Tips
Enamel PlusHRi FUNCTION EF3 Enamel 14x0,3g Tips

Enamel Plus HRI intensive enamel milky (IM) 12 tips 0,3g

ENAMEL PLUS HRI IM 14x0,3g Tips

Enamel Plus HRI intensive enamel white (IW) 12 tips 0,3g
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CHRTIW-14
CHRTIWS
CHRTIWS-14
CHRTUDO
CHRTUDO,5
CHRTUDO,5-14
CHRTUDO-14
CHRTUD1
CHRTUD1-14
CHRTUD?2
CHRTUD2-14
CHRTUD3
CHRTUD3,5
CHRTUD3,5-14
CHRTUD3-14
CHRTUD4
CHRTUD4-14
CHRTUDS
CHRTUDS5-14
CHRTUD6
CHRTUD6-14
CHRTUE1
CHRTUE1-14
CHRTUE2
CHRTUE2-14
CHRTUE3
CHRTUE3-14
CHRUDO
CHRUDO,5
CHRUD1
CHRUD1-20
CHRUD2
CHRUD2-20
CHRUD3
CHRUD3,5
CHRUD3,5-20
CHRUD3-20
CHRUD4
CHRUDA4-20
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ENAMEL PLUS HRI IW 14x0,3g Tips 2A
Enamel Plus HRI intensive enamel white spot (IWS) 12 tip 2A
ENAMEL PLUS HRI IWS 14x0,3g Tips 2A
Enamel Plus HRI Dentine UDO 12 tips 0,3g 2A
Enamel Plus HRI Dentine UDO,5 12 tips 0,3g 2A
ENAMEL PLUS HRI UDO,5 14x0,3g Tips 2A
ENAMEL PLUS HRI UDO 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD1 12 tips 0,3g 2A
ENAMEL PLUS HRI UD1 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD2 12 tips 0,3g 2A
ENAMEL PLUS HRI UD2 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD3 12 tips 0,3g 2A
Enamel Plus HRI Dentine UD3,5 12 tips 0,3g 2A
ENAMEL PLUS HRI UD3,5 14x0,3g Tips 2A
ENAMEL PLUS HRI UD3 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD4 12 tips 0,3g 2A
ENAMEL PLUS HRI UD4 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD5 12 tips 0,3g 2A
ENAMEL PLUS HRI UD5 14x0,3g Tips 2A
Enamel Plus HRI Dentine UD6 12 tips 0,3g 2A
ENAMEL PLUS HRI UD6 14x0,3g Tips 2A
Enamel Plus HRI Universal Enamel 1 12 tips 0,3g 2A
ENAMEL PLUS HRI UE1 14x0,3g Tips 2A
Enamel Plus HRI Universal Enamel 2 12 tips 0,3g 2A
ENAMEL PLUS HRI UE2 14x0,3g Tips 2A
Enamel Plus HRI Universal Enamel 3 12 tips 0,3g 2A
ENAMEL PLUS HRI UE3 14x0,3g Tips 2A
Enamel Plus HRI Dentine UDO 5g 2A
Enamel Plus HRI Dentine UDO,5 5g 2A
Enamel Plus HRI Dentine UD1 5g 2A
Enamel plus HRI UD1 20g 2A
Enamel Plus HRI Dentine UD2 5g 2A
Enamel plus HRI UD2 20g 2A
Enamel Plus HRI Dentine UD3 5g 2A
Enamel Plus HRI Dentine UD3,55¢g 2A
Enamel plus HRI UD3,5 20g 2A
Enamel plus HRI UD3 20g 2A
Enamel Plus HRI Dentine UD4 5g 2A
Enamel plus HRI UD4 20g 2A

Mod.: Dichiarazioni conformita classe 2
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CHRUDS5
CHRUD5-20
CHRUDG6
CHRUDG6-20
CHRUE1
CHRUE1-20
CHRUE2
CHRUE2-20
CHRUE3
CHRUE3-20
COSHOBN
COSSTAININ
COSSTAIN3N
COSSTAIN4N
COSSTAINSN
COSSTAIN6N
COSSTAIN7N
COSSTAINSN
COSSTAINF
COSSTAINFS
COSSTAINKIT
COSSTAINR
COSSTAINT
COSSTAINV
CR3E

CR3E-

CR3ET
CR3FB
CR3FBF
CR3FBT
CR3FC
CR3FCT
CRBDO
CRBDO,5
CRBD1
CRBD2
CRBD3
CRBD3,5
CRBD4

Mod.: Dichiarazioni conformita classe 2

Enamel Plus HRI Dentine UD5 5g

Enamel plus HRI UD5 20g

Enamel Plus HRI Dentine UD6 5g

Enamel plus HRI UD6 20g

Enamel Plus HRI Universal Enamel 1 5g

Enamel plus HRI UE1 20g

Enamel Plus HRI Universal Enamel 2 5g

Enamel plus HRI UE2 20g

Enamel Plus HRI Universal Enamel 3 5g

Enamel plus HRI UE3 20g

ENAMEL PLUS HFO 2,5 G OBN OBN 2,5g

Enamel Plus STAIN FLOW White 2g

Enamel Plus STAIN FLOW Blue 2g

Enamel Plus STAIN FLOW Brown 2g

Enamel Plus STAIN FLOW Brown2 2g

Enamel Plus STAIN FLOW Black 2g

Enamel Plus STAIN FLOW Yellow 2g

Enamel Plus STAIN FLOW Orange 2g

ENAMELPLUS FLOW+STAIN KIT

Enamel Plus KIT FLOW STAIN+DENTIN+GLASS+ac

Enamel Plus HFO STAIN FLOW KIT 6x2g

Enamel Plus Stain Flow Red 2g

Enamel Plus STAIN FLOW Transparent 2g

Enamel Plus Stain Flow Violet 2g

Enamel Plus HRI Enamel kit (3 syringes 2,5g each)

Enamel Plus HRI Enamel 2-UE2, 1-UE1 2,5g each

Enamel Plus HRI Enamel kit 18 tips (6 each colour)

Enamel plus HRI BIO FUNCTION Enamels Kit 3syringes2,5g each
Enamel plus HRI BIO FUNCTION Pedodontic Kit 1x2,5g + 2x2g
Enamel plus HRi BIO FUNCTION Enamel kit 3 col.6 tips each
Enamel plus HRI FUNCTION Enamels Kit 3syringes2,5g each
Enamel plus HRi FUNCTION Enamel kit 3 col.6 tips each
Enamel PlusHRi BIO DENTINE BDO 2,5g

Enamel PlusHRi BIO DENTINE BDO,5 2,5g

Enamel PlusHRi BIO DENTINE BD1 2,5g

Enamel PlusHRi BIO DENTINE BD2 2,5g

Enamel PlusHRi BIO DENTINE BD3 2,5g

Enamel PlusHRi BIO DENTINE BD3,5 2,5g

Enamel PlusHRi BIO DENTINE BD4 2,5¢g
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CRBD5 Enamel PlusHRi BIO DENTINE BD5 2,5¢g 2A 8
CRBD6 Enamel PlusHRi BIO DENTINE BD6 2,5g 2A 8
CRBF1 Enamel PlusHRi BIO FUNCTION BF1 2,5g 2A 8
CRBF2 Enamel PlusHRi BIO FUNCTION BF2 2,5g 2A 8
CRBF3 Enamel PlusHRi BIO FUNCTION BF3 2,5¢g 2A 8
CREF1 Enamel PlusHRi FUNCTION Enamel EF1 2,5g 2A 8
CREF2 Enamel PlusHRi FUNCTION Enamel EF2 2,5¢g 2A 8
CREF3 Enamel PlusHRi FUNCTION Enamel EF3 2,5g 2A 8
CRIWS Enamel Plus HRI intensive enamel white spot (IWS) 2,5g 2A 8
CRUDO Enamel Plus HRI Dentine UDO 2,5g 2A 8
CRUDO,5 Enamel Plus HRI Dentine UDO,5 2,5g 2A 8
CRUD1 Enamel Plus HRI Dentine UD1 2,5¢g 2A 8
CRUD2 Enamel Plus HRI Dentine UD2 2,5 gr 2A 8
CRUD3 Enamel Plus HRI Dentine UD3 2,5¢g 2A 8
CRUD3,5 Enamel Plus HRI Dentine UD3,5 2,5¢g 2A 8
CRUD4 Enamel Plus HRI Dentine UD4 2,5g 2A 8
CRUDS Enamel Plus HRI Dentine UDS5 2,5g 2A 8
CRUD6 Enamel Plus HRI Dentine UD6 2,5g 2A 8
CRUE1 Enamel Plus HRI Universal Enamel 1 2,5g 2A 8
CRUE2 Enamel Plus HRI Universal Enamel 2 2,5¢g 2A 8
CRUE3 Enamel Plus HRI Universal Enamel 3 2,5g 2A 8
MAGICBOX Enamel Plus HRI SAMPLE KIT 2A 8
MAGICBOXD ENAMEL PLUS HRI SAMPLE KIT 2A 8
MAGICBOXT HRI SAMPLE KIT 2A 8

FAMIGLIA (Family) : 1 SOTTOFAMIGLIA (SubFamily) : 1AE-P Prodotti per ricostruzioni estetiche: 1A Enamel
Plus System

Products for aesthetic restoration: 1A Enamel
Plus System

DICHIARAZIONE:

DICHIARIAMO SOTTO LA NOSTRA ESCLUSIVA RESPONSABILITA' CHE | DISPOSITIVI MEDICI SOPRACITATI SONO CONFORMI
ALLA DIRETTIVA DEL CONSIGLIO 93/42/EEC PER | DISPOSITIVI MEDICI E SUCCESSIVE MODIFICHE.

| DISPOSITIVI SONO CERTIFICATI IN ACCORDO ALL’ALLEGATO V DELLA MEDESIMA DIRETTIVA.

DECLARATION:

WE HEREWITH DECLARE UNDER OUR SOLE RESPONSIBILITY THAT THE ABOVE MENTIONED MEDICAL DEVICES ARE CONFORMING TO
THE COUNCIL DIRECTIVE 93/42/EEC FOR MEDICAL DEVICES AND SUBSEQUENT AMENDEMENTS.
THE MEDICAL DEVICES ARE CERTIFIED ACCORDING TO ANNEX V OF THE SAME DIRECTIVE AS BY CE CERTIFICATION.

NUMERO CERTIFICATO CE (EC Certificate number): G2 18 02 33043 022
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ORGANISMO NOTIFICATO (Notified Body): ORGANISMO NOTIFICATO (Notified Body)
TUV SUD PRODUCT SERVICE GmbH
Zertifizierstelle, Ridlerstrasse 65
80339 Monaco — Germany

No 0123
VALIDO FINO AL (Valid until): 18/06/2023
LUOGO, DATA DI RILASCIO (Place, date of issue): Avegno, 01/10/2020
FIRMA (Signature) Amministratore Delegato (C.E.O.)

Eugenio Miceli
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