Mod. 4606/0

CERTIFICATO CE

Certificato n. 1604/MDD

Dichiarazione di approvazione del sistema qualita
{Sistema completo di garanzia qualitd)

Visto l'esito delle verifiche condotte in conformitd all Allegato Il, con lesclusione del punto 4, della
direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

HIGH TECHNOLOGY PRODUCTS, SLU
08005 BARCELONA - Passatge Masoliver 24-28 (ESP) - Spain

mantiene nello stabilimento di:
08005 BARCELONA - Passatge Masoliver 24-28 (ESP) - Spain
08215 BADALONA - Plaza del Vapor, 2, P.l. Les Guixeres (ESP) - Spain

un sistema qualita che assicura la conformitd dei seguenti prodotti:

Apparecchi per I'applicazione controllata del freddo ad uso medico

Laser a diodi per rimozione delle vene varicose, per epilazione nel fratamento di pseudofollicolite e
dell'irsutismo e per il tratamento delle lesioni pigmentate e dell'acne patologica

Modd. come da documento allegato "ANNEX TO EC CERTIFICATE" rev. 1 del 18/07/2019; valido solo se
provvisto del timbro IMQ

ai requisiti essenziali della direttiva suddetta ad essi applicabili {in tutte le fasi dalla progettazione al
conftrollo finale) ed & softoposta alla sorveglianza prevista dal punto 5 dell Allegato Il. Peri dispositivi in
classe lll questo certificato & valido solamente con il relativo certificato di esame CE della
progeftazione di Allegato I1.4.
Riferimento pratiche IMQ:
10AMO0102; 10A000071; DM 17-0019229-01; DM18-0025304-01; DM18-002228%-01; DM 18-0022072-01; DM 18-
0033393-01; DM18-0032531-01; DM19-00371%8-01.

Questa Dichiarazione di approvazione é rilasciata dall'IMG $.p.A. quale organismo nofificato per la
direltiva 93/42/CEE e s.m.i. Il numero identificativo dell'lMGQ S.p.A. quale organismo notificato é: 0051.

Emesso it 2013-05-29 % g

Dota aggiormamento: 2019-08-01 i

Sostituisce: 2019-02-04
Data scadenza: 2023-05-17

IMQ S.p.A. | 1-20138 Milano
la cerificazione CE dei dispositivi medici - Marcatura CE - Diretliva 93/42/CEE". | Via Quintiliano 43 |
wwaw.ima.it

Questa Dichiarazione di approvazione & soggetta alle condizioni previste dallIMQ nel "Regolamento per




Mod. 4606/0

EC CERTIFICATE

Cerfificate No 1604/MDD

Full Quality Assurance System Approval Cerlificate

On the basis of our examinafion carried out according to Annex Il, excluding section 4, of the Directive
93/42/EEC and its revised version, we hereby certify that:

HIGH TECHNOLOGY PRODUCTS, SLU
08005 BARCELONA - Passatge Masoliver 24-28 (ESP) - Spain

manages in the factory of:
08005 BARCELONA - Passatge Masoliver 24-28 (ESP) - Spain
08215 BADALONA - Plaza del Vapor, 2, P.l. Les Guixeres (ESP) - Spain

a quality assurance system ensuring the conformity of the following products:

Controlled cooling application equipment for medical use

Diode laser equipment for removal of varicose veins, for hair removal in the freatment of
pseudofollicolitis and hirsutism and for the freatment of pigmented lesions and pathological acne

Type ref. As to annexed document "ANNEX TO EC CERTIFICATE" rev. 1 dated 2019/07/18; valid only if
provided with IMQ stamp.

with the relevant essential requirements of the aforementioned directive (from design to final inspection
and testing) and it is subject to surveillance as specified in section 5 of Annex II. For class lll devices, this
certificate is valid only with the relevant EC Design-Examination Certificate of Annex I1.4.
Reference to IMQ files Nos:
10AMO0102; 10A000071; DM17-0019229-01; DM18-0025304-01; DM 18-002228%-01; DM 18-0022072-01; DM 18-
0033393-01; DM18-0032531-01; DM19-00371%8-01.

This Approval Certificate is issued by IMQ $.p.A. as Noflified Body for the Directive 93/42/EEC and its
revised version. Nolified Body nolified to European Commission under number: 0051.

Date: 2013-05-29 ﬁ%g; ¢
Updated: 2019-08-01
Substitution Date: 2019-02-04
Expiry Date: 2023-05-17

IMQ S.p.A. | -20138 Milano

cerfification of Medical Devices - CE Marking - Direclive $3/42/EEC”, | Via Quintiliano 43 |
wwaw.ima.it

This Approval Cerlificate is subjected fo the provisions laid down in the “IMQ regulation for the




\IMQ

Allegato al Cerificato CE n. 1604/MDD - Elenco dei Dispositivi

Annex of EC Cerlificate no. 1604/MDD - Device List

rev. 1 del/of 2021/02/22

Categoria di dispositivo:
Device category:

Laser a diodi e relativi applicatori per rimozione delle vene varicose, per epilazione nel
tratamento di pseudofollicolite e dell’irsutismo e per il tratamento delle lesioni pig-

mentate e dell’acne patologica

Diode laser equipment and related applicators for removal of varicose veins, for hair
removalin the freatment of pseudofollicolitis and hirsutism and for the tfreatment of pig-
mented lesions and pathological acne

Modello/i:
Model(s):

Marca/Marche:
Trade mark(s):

PRIMELASE

con i seguenti applicatori / with the following applicators:

Primelase applicator 510148
Primelase applicator 510174
Primelase applicator 510178
Primelase applicator 510179
Primelase applicator 510187
Primelase applicator 510188
Primelase applicator 510193
Primelase applicator 510215
Primelase applicator 510239

Primelase applicator 2000014617
Primelase applicator 200001418

COCOON MEDICAL

Modello/i:
Model(s):

Marca/Marche:
Trade mark(s):

ELYSION

con i seguenti applicatori / with the following applicators:

Elysion applicator 510208
Elysion applicator 510209
Elysion applicator 510240
Elysion applicator 510234

COCOON MEDICAL

Altre informazioni rilevanti:
Other relevant data:

Sito produttivo presso COCOON MEDICAL INTERNATIONAL Lid. con stabilimento in:
Manufacturing site at COCOON MEDICAL INTERNATIONAL Ltd. with facility at:

DISTRICT 4° NPZ VOENNA RAMPA-EAST, 18° FIRST BULGARIAN ARMY STR. - RLP VI 591-

SOFIA (BULGARIA)

Mod. 4939/1 IMQ S.p.A. con Socio Unico | Via Quintiliono 43 | Italia - 20138 Milano | www.ima.it
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ANNEX TO:
EC CERTIFICATE

Caertificate No 1604/MDD
Full Quality Assurance System Approval Certificate

HIGH TECHNCGLGGY FRCDUCTS, 5LU
Fassatge Masoliver 24-28 — 03005 -
Barcelona, Spain

Manages the following manufacturing sites for the listed Medical Devices:

DOCUMENT MAME ANMNEX TO EC CERTIFICATE
REVIEW Rev.1
DATE OF I155UE 18f07 f2010

Controlled cowling application equipment for medical use
Type ref. COOLTECHMOLOGY: CRYOTECHMOLOGY
Trademark COCOOMN MEDICAL; COOLTECH

MEDICAL DEVICES INFORMATION Dicde laser equipment for removal of varicose veins, for hair
removal in the treatment of pseudofolliculitis and hirsutism and

for the treatment of pigmented |esions and pathological acne

Type ref. Elysion; Primelase

Trade mark COCOOM MEDICAL

COCOON MEDICAL INTERNATIONAL Ltd.
TaxfLegal address: KATIPAM AMOREEW, 25— 1000 — SOFIA
MANUFACTURING SITES [BULGARIA]
Facility address: PORUCHIK M. BOMCHEY Str, 6— 1528 — 50FIA
(BULGARIA)
lose Antonio 5anchez laime
OWMNER
CEQ and =ingle owner

Type ref. COOLTECHMOLOGY: CRYOTECHMOLOGY [class lia)

M CLASSIFICATION {933 5(EEG Type ref. Elysion; Primelaze

and its revised version)

(class k]

MOTIFIED BODY IMQ 5.p.A. under number 0051
EC CERTIFICATE EXAMINATION Annex I, excluding section 4
E 2019-08-01

Approved by HTP Rev.t Poge 1,1

HIGH TECHNOLOGY PRODUCTS, SLU

Fassatge Masoliver, 24-28
03004, Barcelona, Spain
Tel +34 534 588 566
Wit COConnmedical. com



