TLUMACZENIE POSWIADCZONE Z JEZYKA ANGIELSKIEGO

[Wszystkie uwagi w nawiasach kwadratowych pochodzq od ttumaczki. Do tfumaczenia
przedtozono skan dwujezycznego dokumentu sktadajgcego sie z trzech stron. Ttumaczenie
obejmuje jedynie tresci w jezyku angielskim.)

[str. 1]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

{logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

Certyfikat nr EPG-0201-19 Zatacznik nr 01-19 Data pierwszego wydania 22.02.2019r.
Data aktualnego wydania 21.03.2019r.

Termin waznosci 21.02.2024 r.

CERTYFIKAT
BADANIA PROJEKTU TYPU WE

zgodnie z Zatacznikiem Il (4) dyrektywy WE 93/42/EWG z dalszymi zmianami i ujednoliceniami

(wdrozonej we Wtoszech dekretem ustawodawczym nr 46 wydanym dnia 24.02.1997 r. 2 dalszymi
zmianamii ujednoliceniami)

Istituto Superiore di Sanita, Jednostka Notyfikowana 0373, zaswiadcza, ze dokumentacja projektowa
dotyczgca wyrobu medycznego

(patrz karta techn;'czna}

wyprodukowanego przez

‘GUNA S.p.A.



Siedziba:
Via Palmanova, 71-20132 Milano (M) ITALIA

Inne zakfady Producenta:
Zaktad produkcyjny: Via Palmanova, 69-20132 Milano (M) Italia

zostata poddana weryfikacji, zgodnie z Zatacznikiem Il (4) dyrektywy WE 93/42/EWG z dalszymi
zmianami i ujednoliceniami,

Dyrektor Jednostki Notyfikowanej
{Dr Roberta Marcoaldi)

(-) [nieczytelny podpis]

lokrggta pieczec z napisem w
innym jezyku obcym]

* Karta techniczna stanowi integralng czes¢ niniejszego Certyfikatu.

[w stopce:)

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it
MOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016 r. str. 2/5

[str. 2]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

[fogo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA

Certyfikat nr  EPG-0201-19 Zatgcznik nr - 01-19,



ktdrego integralng cze$é stanowi niniejsza karta techniczna, odnosi sie wytgcznie do nastepujgcych

wyrobow objetych nadzorem:

_K_Iasa: ]|

Nazwa produktu

Colldgen ﬁi}) [koldgen na biodral)

GUNA 01, MD-HIP, GUNA-HIP, NN/IEKCATPOH, PLEXATHRON

Collagen Ischial [kolagen na do_lr;)_/ odcinek kréédé?upa]

| GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL

Collagen Knee [kolagen na kolanal)

GUNA 03, MD-KNEE, GUNA-KNEE

Collagen Lumbar [kolagen na ledZwiowy odcinek kregostupal

GUNA 04, MD-LUMBAR, GUNA-LUMBAR

Collagen Muscle [kolagen na miesnie]

GUNA 06, MD-MUSCLE, GUNA-MUSCLE

Collagen Neck [kolagen na szyjny odcinek kregostupal

GUN-A 07, MD-NECK GUNA-NECK, OCTEOKO/U/1, OSTEOCOLL

MD 03

" MDO6

" MDO7

Collagen Neural [kolagen na ukfad nerwowy]

GUNA 08, MD-NEURAL, GUNA-NEURAL

Colla_gen_Po/y [kolagen wielorakiego zastosowanial

GUNA 09, MD-POLY, GUNA-POLY

MD 08

MD 09

Collagen Shoulder [kolagen na bark]

GUNA 10, MD-SHOULDER, GUNA-SHOULDER

Collagen Small Joints [kolagen na stawy drobne]

GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT

Coll_agen Thoracic [kolage;7 ;i;piersiowy odcinek qugosfupa_] B

GUNA 12, MD-THORACIC, GUNA-THORACIC

MD 10




Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)

(-) [nieczytelny podpis]

lokrggta pieczec z napisem w
innym jezyku obcym)

[w stopce:]

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www iss.it
MQOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016 r. str. 2/5

[str. 3]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

[logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA

Certyfikat nr  EPG-0201-19 Zatacznik nr  01-19

ktdrego integralng czedc stanowi niniejsza karta techniczna, odnosi sie wytacznie do nastepujacych
wyrobéw objetych nadzorem:

Klasa: 1l

Nazwa produktu- _ Kod

Coll_agen Matrix [kolagen Matrix] ' MD 05

GUNA 05, MD-MATRIX, GUNA-MATRIX

| Collagen Tissue [kolagen na tkanki) ' ' MD 13

GUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-MADE




Ocena zgodnosci: MOD-341-01-01 nr 48/19

Niniejszy certyfikat zastepuje poprzedni certyfikat EPG 0201 19 wydany dnia 22.02.2019 r.
Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)
(-) [nieczytelny podpis]

[okrggta pieczec z napisem w
innym jezyku obcym]

[w stopce:]
Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it

MOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016r. str. 3/5

Poswiadczam zgodnosé powyiszego tfumaczenia z okazanym mi skanem dokumentu w jezyku
angielskim.

Dorota Plutecka, tfumacz przysiegly jezyka angielskiego, wpisana na liste ttumaczy przysieglych,
prowadzong przez Ministra Sprawiedliwosci, pod numerem TP/38/18.

Numer w repertorium: 522/2022

Krakoéw, dnia 4 maja 2022 r.
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Istituto Superiore di Sanita

Certificato n®
Certificate no.

EPG-9201-19

ESAME CE DELLA PROGETTAZIONE

DEL PRODOTTO

secondo "Allegato 11 (4) della Direttiva Europea 93/42/CEE ¢

successive modifiche ed integrazioni
(recepiia in Jtalia con il D.Lgs. n. 46 del 24.02.1997 ¢
successive modifiche ed integrazioni)

1.’ Istituto Superiore di Sanita,
Organismo Nofificato 0373, certifica che
il fascicole di progettazione

det dispositive medico

Addendum n°
addendum no.

Mod., 2201 IS5

Organismo Notificato 0373
Notified Body 0373

Data prima emissione

01-19 First issue date L
Data di e_missione COTenie 44 012019
Current issue date

Data di scadenza 21.62.2024
Expiry date
EC DESIGN-EXAMINATION
CERTIFICATE

according to Annex 11 (4) of EC Directive 93/42/EEC

and subsequent modifications and integrations

(transposed in fialy by the D.Lgs. n. 46 issued on
24.02.1997 and subsequent modifications and integraiions)

The Istituio Superiore di Sanita,
Notified Body 0373, certifies that
the design dossier relating

to the medical device

-

febbricate da

__ (vedi allegato recnico/ see technical sheet)”

manufactured by

GUNA S.p.A.

Sede Legale/ Registered Office:
Via Palmanova, 71 — 20132 Milano (M1) ITALIA

{

& stato sottoposto a verifica, conformemente ai
requisiti dell’ Allegato 11 (4), della Direttiva
Furopea 93/42/CEE e successive modifiche ed
integrazioni.

= Lsllezato teenico & parte integrante del presente Certilicato
The s ol Boot s an weegral part of this Cortfioais.

Altre sedi del Fabbricante ‘Other sites of the Menufacturer:
Sede Produttiva/ Production Site: Via Palmanova, 69 — 20132 Milano (M1) Italia o

has been submitted to verification, according fo
Annex II (4), of Council Directive 93/42/EEC
and subsequent modifications and integrations.

1 Direttore dell’Organismo Notificato
The Director of Notifigd Body
{Dott.ssa Roberia M}xi‘coaidi)

Istituto Superiose di Sanitd — viale Regina Elena, 299 — 00161 Roma Italy ~ tel. /fax, +390649902108 ~ www.iss.it

MOD-332-07-10 Certificato EPG rev.01 del 17/1172016




Mod 2201 - I838

SERIGR, . .
N o) Organismo Notificato 0373
%: ‘5“ Notified Body 0373
Ko% i

Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
1 Certificato n® . Addendum n°
The Certificate no. EPG-0201-19 addendum no. 01-19
di cui il presente allegato tecnico € parte of which this technical sheet is an integral
integrante, & da considerarsi riferito solo part, refers only fo the following produci(s)
al/ai seguente/i  prodotto/i  soggetto/i a that are subject to surveillance:
sorveglionza,
Classe (Class): T B - -
Nome prodotto Codice
- {product name) - ~ (Code) -
Collagen Hip MD 01
| 44 01, MD-HIP, GUNA-HIP, IT/IEKCATPOH, PLEXATHRON .
Collagen Ischial MD 02
. GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL _ o
Collagen Knee MD 03
_ GUNA 03, MD-KNEE, GUNA-KNEE - B
Collagen Lumbar MD 04 |
| GUNA 04, MD-LUMBAR, GUNA-LUMBAR _ ]
| Collagen Muscle MD 06
| GUNA 06, MD-MUSCLE, GUNA-MUSCLE - -
Collagen Neck MD 07
| GUNA 07, MD-NECK, GUNA-NECK, OCTEOKOJI/L, OSTEOCOLL | -
Collagen Neural MD 08
. GUNA 08, MD-NEURAL, GUNA-NEURAL - .
Collagen Poly MD 09
L GUNA 09, MD-POLY, GUNA-POLY -
Collagen Shoulder . MD 10
B GUNA 10, MD-SHOULDER, GUNA-SHOULDER -
| Collagen Small Joints MD 11
'1 GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
 GUNAHAND FOOT, MD-HAND FOOT o o ]
| Collagen Thoracic MD 12
| GUNA 12, MD-THORACIC, GUNA-THORACIC B

1l Direttoré jiéil’Org'hnismp Notificato
The Director of Notified Body
{Doit.ssa Roberta Marcoaldi

)

" Istituto Superiore di Sanitd - viale Regina Elena, 299 - 00161 Roma Italy — tel. /fax, +390649902108 ;.rww.iss.it
MQD-332-07-10 Certificatc EPG rev.01 del 17711/2016 ' p. 273




Mod, 2201 -85

(SERIOR, . .

= 2 Organismo Notificato 0373

S g Notified Body 0373

X

Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
11 Certificato n® . Addendum n°
The (Certificare no. «PG-0201-19 addendum no. 01-19
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, ¢ da considerarsi riferito solo part, refers only to the following product(s)
aliai  seguente/i  prodotto/i  soggetto/i  a that are subject fo surveillance:
sorveglianza:
Classe (Clasgi i — ]
| Nome prodotto Codice
? ~ (product name)  (Code) -
'. Collagen Matrix MD 05 .
| GUNA 05, MD-MATRIX, GUNA-MATRIX 1l ]
I Collagen Tissue MD 13 i
| GLINA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD- '
' MADE | _ ]

Valizazione della conformita: vedi MOD-341-01-01 n° 48/19
Conformity assessment . MOD-341-01-01 n. 48/19

H presente certificato annuila ¢ tostitvisce il certificato EPG 0201 19 del 22/02/2019.
This errtificate supersedes the previous certificate EPG 0201 19 issued on 22022819,

1l Direttore ds’Organismo Notificato
The Director of Notified Body
{Dott;ssa Roberta Marcoaldi)

_ Istimuto Superiore di Sanitd ~ viale Regina Elena, 299 - 00161 Roma Faly - tel./fax. +390649902108 - www.iss.jt
MOD-332-07-10 Certificato EPG rev.01 del 17/11/2016 o
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YGuna

pie d'avanguar

GUNA S.p.a.
Via Palmanova, 71
20132 Milano - Italia

DECLARATION OF CONFORMITY

C€

Tel. +39.02.28018.1
PEC: guna@legalmail.it
info@guna.it

According to Directive 93/42/CEE (amendment 2007/47/CE) implemented in Italy with D.lgs 46/97
(amendment D. Igs 37/2010) and Regulation (UE) 2017/745 UE article 120

The Manufacturer:

Legal address:
Manufacturing site:

Guna S.p.a.

via Palmanova 71 — 20132 Milano, Italy
via Palmanova 69 — 20132 Milano, Italy

Scope: GUNA COLLAGEN MEDICAL DEVICES

solution for injection

Medical Devices Class 11

MD 0204-Non active soft tissues implants, sterile

Conformity assessment procedure: Annex Il - Directive 93/42 EEC and ss.mm.ii.
Products Code National GMDN CND
registration
N.

Collagen Hip MD 01 302644 33525 P900401
Other brand names:
Guna 01, MD-Hip, Guna-Hip, ITinekcarpoH,
Plexathron, ITmekcatpon, Plexathron,
IUIEKCATPOH miroc, PLEXATHRON
PLUS, DENTAL BONE
BIOREGULATION
Collagen Ischial MD 02 303280 33525 P900401
Other brand names:
Guna 02, MD-Ischial, Guna-Ischial
Collagen Knee MD 03 303284 33525 P900401
Other brand names:
Guna 03, MD-Knee, Guna-Knee
Collagen Lumbar MD 04 303286 33525 P900401
Other brand names:
Guna 04, MD-Lumbar, Guna-Lumbar
Collagen Matrix MD 05 301833 33525 P900401
Other brand names:

PI. 046891420157

A, MI 1124454




\Guno GUNA S.p.a. Tel. +39.02.28018.1

Via Palmanova, 71 PEC: guna@legalmail.it
pie d'avanguar 20132 Milano - Italia info@guna.it

Guna 05, MD-Matrix, Guna-Matrix

Collagen Muscle MD 06 303288 33525 P900401

Other brand names:
Guna 06, MD-Muscle, Guna-Muscle,
Dental ATM Bioregulation

Collagen Neck MD 07 303292 33525 P900401

Other brand names:
Guna 07, MD-Neck, Guna-Neck,
Octeoxoia, Osteocoll, OCTEOKOJIJI

110, OSTEOCOLL PLUS

Collagen Neural MD 08 303294 33525 P900401

Other brand names:
Guna 08, MD-Neural, Guna-Neural

Collagen Poly MD 09 303301 33525 P900401

Other brand names:
Guna 09, MD-Poly, Guna-Poly

Collagen Shoulder MD 10 303303 33525 P900401

Other brand names:
Guna 10, MD-Shoulder, Guna-Shoulder

Collagen Small Joints MD 11 303304 33525 P900401

Other brand names:
Guna 11, MD-Small Joints, Guna-Small
Joints, Guna-Hand Foot, MD-Hand Foot

Collagen Thoracic MD 12 303305 33525 P900401

Other brand names:
Guna 12, MD-Thoracic, Guna-Thoracic

Collagen Tissue MD 302624 33525 P900401
13
Other brand names:

Guna 13, MD-Tissue, Guna-Tissue, Guna-
Made, MD-Made, Dental Skin
Bioregulation

CE certificate nr. EPG-0201-19, addendum 02-19
EC design-examination certificate
issued by Istituto Superiore di Sanita (ISS) — N.B. 0373
valid up to 31/12/2027 according to EU Regulation 607/2023.

QCT-0114-19, addendum 02-19

EC declaration of conformity full quality assurance system
issued by Istituto Superiore di Sanita (ISS) — N.B. 0373

valid up to 31/12/2027 according to EU Regulation 607/2023.

EEEE B Copitele Seciale € 3 000 000,00 REG. IMP. M C.F. e Pl 0&891420157 REA MI 1124454




muno GUNA S.p.a. Tel. +39.02.28018.1

) Via Palmanova, 71 PEC: guna@legalmail.it
terapie d'avanguardia 20132 Milano - Italia info@guna.it

THE MANUFACTURER DECLARES

under its sole responsibility that the medical devices of the range GUNA COLLAGEN MEDICAL DEVICES,
listed above

v satisfy the essential requirements in annex | of Directive 93/42/CEE (amendment 2007/47/CE)
implemented in Italy with D.lgs 46/97 (amendment D. Igs 37/2010)

v comply with all requirements and applicable provisions of Directive 93/42/CEE (amendment 2007/47/CE)
implemented in Italy with D.lgs 46/97 (amendment D. Igs 37/2010), applicable parts according to
Regulation (EU) 2017/745 as modified by Regulation (EU) 2023/607.

v' starting from 26 May 2021, comply with all requirements and applicable provisions of MDR 2017/745
Regulation (EU) 2017/745 as modified by Regulation (EU) 2023/607.

v" comply with all other applicable EU implementing acts, technical specifications, harmonised rules and
national requirements

v'are placed on the market bearing the CE marking according to Art. 17 of Directive 93/42/EEC as amended
and implements in Italy by Legislative Decree 46/97, and according to Article 120 paragraph 3a of
Regulation (EU) 2017/745.

v"meet the conditions of Article 120 paragraph 3c of Regulation (EU) 2017/745, as modified by Regulation
(EU) 2023/607, for placing on the market up to 31/12/2027.

The manufacturer commits to retain the technical documentation, the declaration of conformity and certificates
for a period of at least 15 years after the last device has been placed on the market, and keep it available for the
competent authorities in case of request.

Milano, 11/03/2024 D Y
| /';" Gpve mlw Vs3>
r'

Alessandro Pizzoccaro
Legal representative
Guna S.p.a.

EEEE B Copitele Seciale € 3 000 000,00 REG. IMFP. M C.F. e Pl 0&891420157 REA MI 1124454




TEUMACZENIE POSWIADCZONE Z JEZYKA ANGIELSKIEGO

[Wszystkie uwagi w nawiasach kwadratowych pochodzq od ttumaczki. Do ttumaczenia
przedfozono skan dwujezycznego dokumentu sktadajgcego sie z trzech stron. Tlumaczenie
obejmuje jedynie tresci w jezyku angielskim.]

[str. 1]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

[logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

Certyfikat nr QCT-0114-19 Zatgcznik nr 01-19 Data pierwszego wydania 22.02.2019r.
Data aktualnego wydania 21.03.2019r.
Termin waznosci 21.02.2024 r.

DEKLARACIJA ZGODNOSCI WE

SYSTEM CALKOWITEGO ZAPEWNIENIA JAKOSCI

zgodnie z Zafacznikiem I z wytgczeniem (4) dyrektywy WE 93/42/EWG z dalszymi zmianami i
ujednoliceniami

(wdrozonej we Wioszech dekretem ustawodawczym nr 46 wydanym dnia 24.02.1997 r. z dalszymi
zmianami i ujednoliceniami)

Istituto Superiore di Sanita, Jednostka Notyfikowana 0373, zaswiadcza, ze system catkowitego
zapewnienia jakosci wdrozony przez

i GUNA S.p.A.

Siedziba:
Via Palmanova, 71-20132 Milano (M) ITALIA




‘ ) Inne zaktady Producenta:
‘ Zaktad produkcyjny: Via Palmanova, 69-20132 Milano (M} Italia

dla urzadzenia/urzadzen

{patrz karta techniczna)

jest zgodny z obowigzujgcymi wymogami Dyrektywy Rady 93/42/EWG z dalszymi zmianami i
ujednoliceniami.

Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)

(-} [nieczytelny podpis]

lokrggta pieczec z napisem w
innym jezyku obcym]

* Karta techniczna stanowi integralng cze$¢ niniejszego Certyfikatu.

[w stopce:]

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it
MOD-332-07-05 Certificato QCT escluso punto 4 wer. 01 del 17.11.2016 r. str. 2/5

[str. 2]

Mod. 2201 - ISS
Jednostka notyfikowana 0373

[logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA



Certyfikat nr  QCT-0114-19 Zatacznik nr  01-19,

ktdrego integralng czes¢ stanowi niniejsza karta techniczna, odnosi sie wytgcznie do nastepujgcych

wyrobow objetych nadzorem:

Klasa: i

Nazwa produktu

Collagen Hip [kolageﬁ na bi;d;::]_

GUNA 01, MD-HIP, GUNA-HIP, N/IEKCATPOH, PLEXATHRON

Collagen Ischial [ko/agen na dolny odcinek kregostupal

GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL

_Eollagen Knee [kolagen na koland]

GUNA 03, MD-KNEE, GUNA-KNEE

Collagén Lumbar [kolager; na ledZwiowy odcinek kregostupal

GUNA 04, MD-LUMBAR, GUNA-LUMBAR

[ Collage?;IM-t_Js_cl_e [kolagen na mieg’nie]

GUNA 06, MD-MUSCLE, GUNA-MUSCLE

| Collagen Neck [kolagen na szyjny odcinek kr_egosfupa]

GUN-A 07, MD-NECK, GUNA-NECK, OCTEOKO/I/1, OSTEOCOLL

Kod

MD 01

MD 02

MD 06

MD 07

Collagen Neural [kolagen na uktad nerwowy]

GUNA 08, MD-NEURAL, GUNA-NEURAL

MDO8

Collagen Poly [kolagen wielorakiego zastosowania]

GUNA 09, MD-POLY, GUNA-POLY

_Co_llagen Shoulder [ko/a&en na bark]

GUNA 10, MD-SHOULDER, GUNA-SHOULDER

Collagen Small Joints [kolagen na stc_Jwy drc_wbne]

| GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT

MD 09

MD 10

_Collagen Thoracic [kolagén na piersiowy odcinek kregostupa)

GUNA 12, MD-THORACIC, GUNA-THORACIC

MD 11

MD 12




Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)

(-) [nieczytelny podpis)

[okrggta pieczec z napisem w
innym jezyku obcym]

[w stopce:]

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wtochy — tel./faks +390649902108 — www.iss.it
MOD-332-07-05 Certificato QCT escluso punto 4 wer. 01 def 17.11.2016r. str. 2/5

[str. 3]
Mod. 2201 - 1SS
Jednostka notyfikowana 0373

[logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA

Certyfikat nr  QCT-0114-19 Zatgcznik nr - 01-19

ktérego integralng cze$¢ stanowi niniejsza karta techniczna, odnosi sie wytgcznie do nastepujacych
wyrobow objetych nadzorem:

Klasa:

i Nazwa produktu Kod
|

Collagen Matrix [kolagen Matrix] MD 05

GUNA 05, MD-MATRIX, GUNA-MATRIX

—Collagen Tissue [kolagen na tkanki] N | MD 13

' GUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-MADE ‘




Ocena zgodnosci: MOD-341-01-01 nr 48/19

Niniejszy certyfikat zastepuje poprzedni certyfikat QCT 0114 19 wydany dnia 22.02.2019 r.

Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)

(-) [nieczytelny podpis]

[okrggta pieczec z napisem w
innym jezyku obcym)

[w stopce:]
Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it

MOD-332-07-05 Certificato QCT escluso punto 4 01 del 17.11.2016r. str. 3/5

Poswiadczam zgodnos¢ powyiszego ttumaczenia z okazanym mi skanem dokumentu w jezyku
angielskim.

Dorota Plutecka, ttumacz przysiegly jezyka angielskiego, wpisana na liste tfumaczy przysiegtych,
prowadzonqg przez Ministra Sprawiedliwosci, pod numerem TP/38/18.

Numer w repertorium: 523/2022

Krakdw, dnia 4 maja 2022 r.
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Istituto Superiore di Sanita

Addendum n°
addendum no.

Certificato n®
Certificate no.

OCT-6114-19

DICHIARAZIONE CE DI
COMNFORMITA’

SISTEMA COMPLETO DI
GCARANZIA DI QUALITA®

secondo Allegato 11 escluso (4) della Direttiva Europea
93/42 CEE ¢ successive modifiche ed integrazioni.

(recepita in ftalio con 1l D.Lgs. n. 46 del 24.02.1997 e
suceessive modifiche ed integrazioni)

17 istituto SBuperiore di Sanitd,

rgaaisme Notificato 0373, certifica che

§l sisterna completo <i garanzia della qualita
attuato da

Hod 2201 - IS8

Organismo Notificato 0373
Notified Body 0373

Data prima emissione
First issue date

Data di emissione corrente
Current issue date

Data di scadenza

Expiry date

01-19 22.402.2419

21.03.2019
21.02.2024

EC DECLARATION OF
CONFORMITY

FULL QUALITY ASSURANCE
SYSTEM

according to Annex If excluding (4) of EC Directive
93/42/EEC and subsequent modifications and integrations.
(transposed in flaly by the D.Lgs. n. 46 issued on
24.02.1997 and subsequent modifications and integrations)

The Istituto Superiore di Sanita,
Notified Body 0373, certifies that
the toral quality assurance system

per [ dispositivo/t

enforced by
GUNA S.p.A. |
Sede Legale/ Registered Office:
_ Via Palmanova, 71 - 20132 Milano (MI) ITALIA o
Alire sedi del Fabbricante Other sites of the Monufacturer:
_Sede Produtiiva/ Production Site: Via Palmaneva, 69 — 20132 Milano (M1) Italia S

Jor the device(s)

Sttty

(vedi allegato tecnico/ see technical sheet)”

¢ conforme 2i requisiti applicabili della
Uirettiva Zorcopea 93/42/CEX ¢ successive
modifiche ed integrazioni.

e ato teenieo B parte integrante del presenie Certificats
Povad et ks an imegral part of this Conrifiean,

is in compliance with the applicable
requirements of Council Directive 9342/EEC
and subsequent modifications and integrations.

11 Direttore-dell’Organistio Notificato
The Director of Notified Body
(Dott.ssa Roberta Marcoaldi)

Istituto Sugssigre di Sgniﬁi -yiaic Regina Elena, 299 —7_(}0161 Rowma Ttaly - tel, /fax. +390649502108 — www.iss.itw_

MOD-332-07-05 Certificalo QCT cachuso punto 4 rev, 01 del 17.11.201¢

p. 1/3
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Istituto Superiore di Sanita

ALLEGATO TECNICO

It Certificato n®

The Certificate no. QCT-0114-19
di cui il presente allegato tecnico é parte
imiegrante, & da considerarsi riferito solo

Mod. 2201 - i85

Organismo Notificato 0373

Notified Body 0373
TECHNICAL SHEET
Addendum n° 01-19

addendum no.

of which this technical sheet is an integral
part, refers only to the following produci(s)

al/ai  seguente/i  prodotto/i  soggeito/i a that  are  subject  to  surveillance:
sorveglionza:
Clusse (Class): IIT -
Nome prodotto Codice
{product name) (Code)
Collagen Hip MD 01 I
GUNA 01, MD-HIP, GUNA-HIP, IJTEKCATPOH, PLEXATHRON |
, Coliagen Ischial MD 02
| GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL S
| Collagen Knee MD 03
- GUNA 03, MD-KNEE, GUNA-KNEE )
i Collagen Lumbar MD 04
| GUNA 04, MD-LUMBAR, GUNA-LUMBAR ]
Collagen Muscle MD 06 |
GUNA 06, MD-MUSCLE, GUNA-MUSCLE o ] |
| Collagen Neck MD 07 |
| GUNA 07, MD-NECK, GUNA-NECK, OCTEOKOJI/T, OSTEQCOLL B ]
Collagen Neural MD 08 j
GUNA 08, MD-NEURAL, GUNA-NEURAL - ]
Collagen Poly MD 09
L GUNA_09, MD-POLY, GUNA-POLY B
Collagen Shoulder MD 10
L (GUNA 10, MD-SHOULDER, GUNA-SHOULDER - -
5 Collagen Small Joints MD 11
GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT |
Collagen Thoracic MD 12
GUNA 12, MD-THORACIC, GUNA-THORACIC - ]

_Lscituto Sugeriore i Sasind - visle Regies Blens, 299 - 00161 Roma Liaty = e,/ i
MaTDT32-0708 Cortitiento OO aschuso punto 4 rev.ol del 17.11.2016 p. 273

1l Direttoré del’Organismo Notificato
The Director of Notifted Body
(Dott.ssa Roberia Marcoaldi

T 3O M )

RO RTS X 1



SR, Otganismo Norificato 0373
g 'gf Notified Body 0373
< S
&
Istituto Superiore di Sanita
ALLEGATO TECNICO TECHNICAL SHEET
11 Certificaio n® . Addendum n®
The Certificate no. QCT-0114-19 addendum ro. 0i-19
di cui il presente ollegato tecmico é parte of which this technical sheet is an integral
integrante, & da considerarsi viferito solo part, refers only to the following product(s)
alfai  seguente/i  prodotto/i soggettofi a that  are  subject to  surveillance:
sorveglianza:

Mad

lg‘}f_z__sse (Class): 11X

2201

Nome prodotto Codice
{product name) (Code) |
| Collagen Matrix MD 05
GUNA 05, MD-MATRIX, GUNA-MATRIX B
Collagen Tissue MD 13

GIUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-
MADE

Valisazione della conformita. vedi MOD-341-01-01 n® 48/19

Conformity assessment : MOD-341-01-01 n, 48/19

U presente certificato annubia e sostinnsee i certificato QCT 0114 19 del 22/02/2019.
Thiz certificome supersedes the provious ceriificate QCT 0114 19 issued on 227022019,

1l Direttoré‘d'cE'I’Orga-nj'i'sﬂh‘fiq Notificato
The Director of Notified Body
(Doit.:ssa Roberta Marcoaldi)

Tatituto Superiore di Sanitd - viale Regina Elena, 299 ~ 060161 Roma ltaly — tel /fax. +390649902108 ~ www.iss.it

MOD-332-07-05 Centificato OCT escluso punto 4 rev.01 del 17.11.2016

- 188

P. 33
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Istituto Superiore di Sanita

Certificato n°
Certificate no.

QCT-0114-19

DICHIARAZIONE CE DI
CONFORMITA’
SISTEMA COMPLETO DI
GARANZIA DI QUALITA’

secondo I’Allegato II escluso (4) della Direttiva Europea
93/42/CEE e successive modifiche ed integrazioni.
(recepita in Italia con il D.Lgs. n. 46 del 24.02.1997 e
successive modifiche ed integrazioni)

L’Istituto Superiore di Sanita,
Organismo Notificato 0373, certifica che
il sistema completo di garanzia della qualita

Addendum n°
addendum no.

Mod. 2201 -ISS

Organismo Notificato 0373
Notified Body 0373

Data prima emissione
02-19 First issue date 22.02.2019
Data di emissione corrente 03.07.2019
Current issue date
Data di scadenza
Expiry date

21.02.2024

EC DECLARATION OF
CONFORMITY

FULL QUALITY ASSURANCE
SYSTEM

according to Annex II excluding (4) of EC Directive
93/42/EEC and subsequent modifications and integrations.
(transposed in Italy by the D.Lgs. n. 46 issued on
24.02.1997 and subsequent modifications and integrations)

The Istituto Superiore di Sanita,
Notified Body 0373, certifies that
the total quality assurance system

attuato da enforced by
GUNA S.p.A.
Sede Legale/ Registered Office:
Via Palmanova, 71 — 20132 Milano (MI) ITALIA
Altre sedi del Fabbricante /Other sites of the Manufacturer:
Sede Produttiva/ Production Site: Via Palmanova, 69 — 20132 Milano (MI) Italia
per il dispositivo/i for the device(s)
(vedi allegato tecnico/ see technical sheet)” |

¢ conforme ai requisiti applicabili della
Direttiva Europea 93/42/CEE e successive
modifiche ed integrazioni.

* L’allegato tecnico & parte integrante del presente Certificato
The technical sheet is an integral part of this Certificate.

is in compliance with the applicable
requirements of Council Directive 93/42/EEC
and subsequent modifications and integrations.

Istituto Superiore di Sanitd — viale Regina Elena, 299 — 00161 Roma Italy — tel./fax. +390649902108 — www.iss.it

MOD-332-07-05 Certificato QCT escluso punto 4 rev.02 del 11.03.2019 p. 173
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Istituto Superiore di Sanita

ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0114-19

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Mod. 2201 -ISS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-19

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

| Classe III (Class I1I) |

Nome prodotto Codice

(Product name) (Code)

Collagen Hip MD 01

GUNA 01, MD-HIP, GUNA-HIP, IIVIEKCATPOH, PLEXATHRON,
Dental BONE BioRegulation
Collagen Ischial MD 02
GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL
Collagen Knee MD 03
GUNA 03, MD-KNEE, GUNA-KNEE
Collagen Lumbar MD 04
GUNA 04, MD-LUMBAR, GUNA-LUMBAR
Collagen Muscle MD 06
GUNA 06, MD-MUSCLE, GUNA-MUSCLE, Dental ATM
BioRegulation
Collagen Neck MD 07
GUNA 07, MD-NECK, GUNA-NECK, OCTEOKOJIJI, OSTEOCOLL
Collagen Neural MD 08
GUNA 08, MD-NEURAL, GUNA-NEURAL
Collagen Poly MD 09
GUNA 09, MD-POLY, GUNA-POLY
Collagen Shoulder MD 10
GUNA 10, MD-SHOULDER, GUNA-SHOULDER

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma Italy — tel./fax. +3906499

MOD-332-07-05 Certificato QCT escluso punto 4 rev.02 del 11

.03.2019 p.2/3
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Istituto Superiore di Sanita

ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0114-19

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo

Mod. 2201 -1ISS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-19

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
Classe III (Class III) |
Nome prodotto Codice
(Product name) (Code)
Collagen Small Joints MD 11
GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT
Collagen Thoracic MD 12
GUNA 12, MD-THORACIC, GUNA-THORACIC
Collagen Matrix MD 05
GUNA 05, MD-MATRIX, GUNA-MATRIX
Collagen Tissue MD 13
GUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-
MADE, Dental SKIN BioRegulation

Valutazione della conformita: vedi MOD-341-01-01 n°® 221/19

Conformity assessment : MOD-341-01-01 n. 221/19

11 presente certificato sostituisce il certificato QCT 0114 19 01 19 del 21/03/2019.
This certificate supersedes the previous certificate QCT 0114 19 01 19 issued on 21/03/2019.

Istituto Superiore di Sanita - viale Regina Elena, 299 — 00161 Roma Italy — tel. /fax. +390649902108 — www.iss.it

MOD-332-07-05 Certificato QCT escluso punto 4 rev.02 del 11.03.2019

p.3/3



TLUMACZENIE POSWIADCZONE Z JEZYKA ANGIELSKIEGO

[Wszystkie uwagi w nawiasach kwadratowych pochodzq od ttumaczki. Do tfumaczenia
przedtozono skan dwujezycznego dokumentu sktadajgcego sie z trzech stron. Ttumaczenie
obejmuje jedynie tresci w jezyku angielskim.)

[str. 1]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

{logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

Certyfikat nr EPG-0201-19 Zatacznik nr 01-19 Data pierwszego wydania 22.02.2019r.
Data aktualnego wydania 21.03.2019r.

Termin waznosci 21.02.2024 r.

CERTYFIKAT
BADANIA PROJEKTU TYPU WE

zgodnie z Zatacznikiem Il (4) dyrektywy WE 93/42/EWG z dalszymi zmianami i ujednoliceniami

(wdrozonej we Wtoszech dekretem ustawodawczym nr 46 wydanym dnia 24.02.1997 r. 2 dalszymi
zmianamii ujednoliceniami)

Istituto Superiore di Sanita, Jednostka Notyfikowana 0373, zaswiadcza, ze dokumentacja projektowa
dotyczgca wyrobu medycznego

(patrz karta techn;'czna}

wyprodukowanego przez

‘GUNA S.p.A.



Siedziba:
Via Palmanova, 71-20132 Milano (M) ITALIA

Inne zakfady Producenta:
Zaktad produkcyjny: Via Palmanova, 69-20132 Milano (M) Italia

zostata poddana weryfikacji, zgodnie z Zatacznikiem Il (4) dyrektywy WE 93/42/EWG z dalszymi
zmianami i ujednoliceniami,

Dyrektor Jednostki Notyfikowanej
{Dr Roberta Marcoaldi)

(-) [nieczytelny podpis]

lokrggta pieczec z napisem w
innym jezyku obcym]

* Karta techniczna stanowi integralng czes¢ niniejszego Certyfikatu.

[w stopce:)

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it
MOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016 r. str. 2/5

[str. 2]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

[fogo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA

Certyfikat nr  EPG-0201-19 Zatgcznik nr - 01-19,



ktdrego integralng cze$é stanowi niniejsza karta techniczna, odnosi sie wytgcznie do nastepujgcych

wyrobow objetych nadzorem:

_K_Iasa: ]|

Nazwa produktu

Colldgen ﬁi}) [koldgen na biodral)

GUNA 01, MD-HIP, GUNA-HIP, NN/IEKCATPOH, PLEXATHRON

Collagen Ischial [kolagen na do_lr;)_/ odcinek kréédé?upa]

| GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL

Collagen Knee [kolagen na kolanal)

GUNA 03, MD-KNEE, GUNA-KNEE

Collagen Lumbar [kolagen na ledZwiowy odcinek kregostupal

GUNA 04, MD-LUMBAR, GUNA-LUMBAR

Collagen Muscle [kolagen na miesnie]

GUNA 06, MD-MUSCLE, GUNA-MUSCLE

Collagen Neck [kolagen na szyjny odcinek kregostupal

GUN-A 07, MD-NECK GUNA-NECK, OCTEOKO/U/1, OSTEOCOLL

MD 03

" MDO6

" MDO7

Collagen Neural [kolagen na ukfad nerwowy]

GUNA 08, MD-NEURAL, GUNA-NEURAL

Colla_gen_Po/y [kolagen wielorakiego zastosowanial

GUNA 09, MD-POLY, GUNA-POLY

MD 08

MD 09

Collagen Shoulder [kolagen na bark]

GUNA 10, MD-SHOULDER, GUNA-SHOULDER

Collagen Small Joints [kolagen na stawy drobne]

GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT

Coll_agen Thoracic [kolage;7 ;i;piersiowy odcinek qugosfupa_] B

GUNA 12, MD-THORACIC, GUNA-THORACIC

MD 10




Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)

(-) [nieczytelny podpis]

lokrggta pieczec z napisem w
innym jezyku obcym)

[w stopce:]

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www iss.it
MQOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016 r. str. 2/5

[str. 3]
Mod. 2201 - ISS
Jednostka notyfikowana 0373

[logo z napisem:] ISTITUTO SUPERIORE DI SANITA

Istituto Superiore di Sanita

KARTA TECHNICZNA

Certyfikat nr  EPG-0201-19 Zatacznik nr  01-19

ktdrego integralng czedc stanowi niniejsza karta techniczna, odnosi sie wytacznie do nastepujacych
wyrobéw objetych nadzorem:

Klasa: 1l

Nazwa produktu- _ Kod

Coll_agen Matrix [kolagen Matrix] ' MD 05

GUNA 05, MD-MATRIX, GUNA-MATRIX

| Collagen Tissue [kolagen na tkanki) ' ' MD 13

GUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-MADE




Ocena zgodnosci: MOD-341-01-01 nr 48/19

Niniejszy certyfikat zastepuje poprzedni certyfikat EPG 0201 19 wydany dnia 22.02.2019 r.
Dyrektor Jednostki Notyfikowanej
(Dr Roberta Marcoaldi)
(-) [nieczytelny podpis]

[okrggta pieczec z napisem w
innym jezyku obcym]

[w stopce:]
Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma, Wiochy — tel./faks +390649902108 — www.iss.it

MOD-332-07-10 Certificato EPG wer. 01 del 17.11.2016r. str. 3/5

Poswiadczam zgodnosé powyiszego tfumaczenia z okazanym mi skanem dokumentu w jezyku
angielskim.

Dorota Plutecka, tfumacz przysiegly jezyka angielskiego, wpisana na liste ttumaczy przysieglych,
prowadzong przez Ministra Sprawiedliwosci, pod numerem TP/38/18.

Numer w repertorium: 522/2022

Krakoéw, dnia 4 maja 2022 r.
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Istituto Superiore di Sanita

Certificato n®
Certificate no.

EPG-9201-19

ESAME CE DELLA PROGETTAZIONE

DEL PRODOTTO

secondo "Allegato 11 (4) della Direttiva Europea 93/42/CEE ¢

successive modifiche ed integrazioni
(recepiia in Jtalia con il D.Lgs. n. 46 del 24.02.1997 ¢
successive modifiche ed integrazioni)

1.’ Istituto Superiore di Sanita,
Organismo Nofificato 0373, certifica che
il fascicole di progettazione

det dispositive medico

Addendum n°
addendum no.

Mod., 2201 IS5

Organismo Notificato 0373
Notified Body 0373

Data prima emissione

01-19 First issue date L
Data di e_missione COTenie 44 012019
Current issue date

Data di scadenza 21.62.2024
Expiry date
EC DESIGN-EXAMINATION
CERTIFICATE

according to Annex 11 (4) of EC Directive 93/42/EEC

and subsequent modifications and integrations

(transposed in fialy by the D.Lgs. n. 46 issued on
24.02.1997 and subsequent modifications and integraiions)

The Istituio Superiore di Sanita,
Notified Body 0373, certifies that
the design dossier relating

to the medical device

-

febbricate da

__ (vedi allegato recnico/ see technical sheet)”

manufactured by

GUNA S.p.A.

Sede Legale/ Registered Office:
Via Palmanova, 71 — 20132 Milano (M1) ITALIA

{

& stato sottoposto a verifica, conformemente ai
requisiti dell’ Allegato 11 (4), della Direttiva
Furopea 93/42/CEE e successive modifiche ed
integrazioni.

= Lsllezato teenico & parte integrante del presente Certilicato
The s ol Boot s an weegral part of this Cortfioais.

Altre sedi del Fabbricante ‘Other sites of the Menufacturer:
Sede Produttiva/ Production Site: Via Palmanova, 69 — 20132 Milano (M1) Italia o

has been submitted to verification, according fo
Annex II (4), of Council Directive 93/42/EEC
and subsequent modifications and integrations.

1 Direttore dell’Organismo Notificato
The Director of Notifigd Body
{Dott.ssa Roberia M}xi‘coaidi)

Istituto Superiose di Sanitd — viale Regina Elena, 299 — 00161 Roma Italy ~ tel. /fax, +390649902108 ~ www.iss.it

MOD-332-07-10 Certificato EPG rev.01 del 17/1172016




Mod 2201 - I838

SERIGR, . .
N o) Organismo Notificato 0373
%: ‘5“ Notified Body 0373
Ko% i

Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
1 Certificato n® . Addendum n°
The Certificate no. EPG-0201-19 addendum no. 01-19
di cui il presente allegato tecnico € parte of which this technical sheet is an integral
integrante, & da considerarsi riferito solo part, refers only fo the following produci(s)
al/ai seguente/i  prodotto/i  soggetto/i a that are subject to surveillance:
sorveglionza,
Classe (Class): T B - -
Nome prodotto Codice
- {product name) - ~ (Code) -
Collagen Hip MD 01
| 44 01, MD-HIP, GUNA-HIP, IT/IEKCATPOH, PLEXATHRON .
Collagen Ischial MD 02
. GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL _ o
Collagen Knee MD 03
_ GUNA 03, MD-KNEE, GUNA-KNEE - B
Collagen Lumbar MD 04 |
| GUNA 04, MD-LUMBAR, GUNA-LUMBAR _ ]
| Collagen Muscle MD 06
| GUNA 06, MD-MUSCLE, GUNA-MUSCLE - -
Collagen Neck MD 07
| GUNA 07, MD-NECK, GUNA-NECK, OCTEOKOJI/L, OSTEOCOLL | -
Collagen Neural MD 08
. GUNA 08, MD-NEURAL, GUNA-NEURAL - .
Collagen Poly MD 09
L GUNA 09, MD-POLY, GUNA-POLY -
Collagen Shoulder . MD 10
B GUNA 10, MD-SHOULDER, GUNA-SHOULDER -
| Collagen Small Joints MD 11
'1 GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
 GUNAHAND FOOT, MD-HAND FOOT o o ]
| Collagen Thoracic MD 12
| GUNA 12, MD-THORACIC, GUNA-THORACIC B

1l Direttoré jiéil’Org'hnismp Notificato
The Director of Notified Body
{Doit.ssa Roberta Marcoaldi

)

" Istituto Superiore di Sanitd - viale Regina Elena, 299 - 00161 Roma Italy — tel. /fax, +390649902108 ;.rww.iss.it
MQD-332-07-10 Certificatc EPG rev.01 del 17711/2016 ' p. 273




Mod, 2201 -85

(SERIOR, . .

= 2 Organismo Notificato 0373

S g Notified Body 0373

X

Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
11 Certificato n® . Addendum n°
The (Certificare no. «PG-0201-19 addendum no. 01-19
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, ¢ da considerarsi riferito solo part, refers only to the following product(s)
aliai  seguente/i  prodotto/i  soggetto/i  a that are subject fo surveillance:
sorveglianza:
Classe (Clasgi i — ]
| Nome prodotto Codice
? ~ (product name)  (Code) -
'. Collagen Matrix MD 05 .
| GUNA 05, MD-MATRIX, GUNA-MATRIX 1l ]
I Collagen Tissue MD 13 i
| GLINA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD- '
' MADE | _ ]

Valizazione della conformita: vedi MOD-341-01-01 n° 48/19
Conformity assessment . MOD-341-01-01 n. 48/19

H presente certificato annuila ¢ tostitvisce il certificato EPG 0201 19 del 22/02/2019.
This errtificate supersedes the previous certificate EPG 0201 19 issued on 22022819,

1l Direttore ds’Organismo Notificato
The Director of Notified Body
{Dott;ssa Roberta Marcoaldi)

_ Istimuto Superiore di Sanitd ~ viale Regina Elena, 299 - 00161 Roma Faly - tel./fax. +390649902108 - www.iss.jt
MOD-332-07-10 Certificato EPG rev.01 del 17/11/2016 o
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Mod. 2201 - ISS

ERIO,
S Organismo Notificato 0373

5 2
% 5 Notified Body 0373
N S

Red

VFOJ‘

7

3
&

Istituto Superiore di Sanita

Data prima emissione

. o [
Certl.ﬁcato n EPG-0201-19 Addendum n 02-19 BT dssae it 22.02.2019
Certificate no. addendum no. Data di emissione corrente
; 03.07.2019
Current issue date
Data di scadenza 21.02.2024
Expiry date
ESAME CE DELLA PROGETTAZIONE EC DESIGN-EXAMINATION
DEL PRODOTTO CERTIFICATE
secondo 1’ Allegato 1I (4) della Direttiva Europea 93/42/CEE e according to Annex II (4) of EC Directive 93/42/EEC
successive modifiche ed integrazioni and subsequent modifications and integrations
(recepita in Italia con il D.Lgs. n. 46 del 24.02.1997 e (transposed in Italy by the D.Lgs. n. 46 issued on
successive modifiche ed integrazioni) 24.02.1997 and subsequent modifications and integrations)
L’Istituto Superiore di Sanita, The Istituto Superiore di Sanita,
Organismo Notificato 0373, certifica che Notified Body 0373, certifies that
il fascicolo di progettazione the design dossier relating
del dispositivo medico to the medical device
(vedi allegato tecnico/ see technical sheet)" I
fabbricato da manufactured by
GUNA S.p.A.
Sede Legale/ Registered Office:
Via Palmanova, 71 — 20132 Milano (MI) ITALIA
Altre sedi del Fabbricante /Other sites of the Manufacturer:
Sede Produttiva/ Production Site: Via Palmanova, 69 — 20132 Milano (MI) Italia
¢ stato sottoposto a verifica, conformemente ai has been submitted to verification, according to
requisiti dell’Allegato II (4), della Direttiva Annex II (4), of Council Directive 93/42/EEC
Europea 93/42/CEE e successive modifiche ed and subsequent modifications and integrations.

integrazioni.

* L’allegato tecnico é parte integrante del presente Certificato
The technical sheet is an integral part of this Certificate.

Istituto Superiore di Saniti — viale Regina Elena, 299 — 00161 Roma Italy — tel. /fax. +390649902108 — www.iss.it
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Istituto Superiore di Sanita

ALLEGATO TECNICO

Il Certificato n°
The Certificate no. EPG-0201-19

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Mod. 2201 - ISS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n®
addendum no.

02-19

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

Classe III (Class I11)

Nome prodotto
(Product name)

Collagen Hip
GUNA 01, MD-HIP, GUNA-HIP, II/IEKCATPOH, PLEXATHRON, Dental BONE BioRegulation

Collagen Ischial
GUNA 02, MD-ISCHIAL, GUNA-ISCHIAL

Collagen Knee
GUNA 03, MD-KNEE, GUNA-KNEE

Collagen Lumbar
GUNA 04, MD-LUMBAR, GUNA-LUMBAR

Collagen Muscle
GUNA 06, MD-MUSCLE, GUNA-MUSCLE, Dental ATM BioRegulation

Collagen Neck
GUNA 07, MD-NECK, GUNA-NECK, OCTEOKOJIJI, OSTEOCOLL

Collagen Neural
GUNA 08, MD-NEURAL, GUNA-NEURAL

Collagen Poly
GUNA 09, MD-POLY, GUNA-POLY

Collagen Shoulder
GUNA 10, MD-SHOULDER, GUNA-SHOULDER

Istituto Superiore di Saniti — viale Regina Elena, 299 — 00161 Roma Italy — tel./fax. +390649902108 — www.iss.it
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Istituto Superiore di Sanita
ALLEGATO TECNICO TECHNICAL SHEET
ITlh(e:e(I:’teift?;g;?eono. EPG-0201-19 2;;::;:;? nli 02-19

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
Classe III (Class 111)
Nome prodotto
(Product name)
Collagen Small Joints

GUNA 11, MD-SMALL JOINTS, GUNA-SMALL JOINTS,
GUNA-HAND FOOT, MD-HAND FOOT

Collagen Thoracic
GUNA 12, MD-THORACIC, GUNA-THORACIC
Collagen Matrix
GUNA 05, MD-MATRIX, GUNA-MATRIX

Collagen Tissue
GUNA 13, MD-TISSUE, GUNA-TISSUE, GUNA-MADE, MD-MADE, Dental SKIN BioRegulation

Valutazione della Conformita: MOD-341-01-01 n° 221/19
Conformity assessment: MOD-341-01-01 n. 221/19

1l presente certificato sostituisce il certificato EPG 0201 19 01 19 del 21/03/2019
This certificate supersedes the previous certificate EPG 0201 19 01 19 issued on 21/03/2019

Il Direttore dell’{J _{';1 E{ﬁ@ otificato
The Dire@’ of Notified Bp
(Dott.ssg ‘g berta Marcy

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma Italy — tel./fax. +390649902108 — www.iss.it
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Guno GUNA S.p.. Tel. +39.02.28018.1
\ Fax ordini +39.02 28018.449

Via Palmanova, 71
terapie d'ovanguardia 20132 Milano - ltaly www.gunainternational.com - email: export@guna.it

Milano, 27/03/2024
To whom it may concern

The Manufacturer Guna S.p.a., legal address at via Palmanova 71 — 20132 Milano, Italy and manufacturing
site at via Palmanova 69 — 20132 Milano, Italy

DECLARES

That the products of the range “GUNA COLLAGEN MEDICAL DEVICES”, Medical Devices Class lll listed below,
comply with Directive 93/42/EEC.

Product name Product Code | Registration GMDN CND
number nomenclature classification
MD-Hip MD 01 302644 33525 P900401
MD- Ischial MD 02 303280 33525 P900401
MD- Knee MD 03 303284 33525 P900401
MD- Lumbar MD 04 303286 33525 P900401
MD- Muscle MD 06 303288 33525 P900401
MD- Neck MD 07 303292 33525 P900401
MD- Neural MD 08 303294 33525 P900401
MD- Poly MD 09 303301 33525 P900401
MD- Shoulder MD 10 303303 33525 P900401
MD- Small Joints MD 11 303304 33525 P900401
MD- Thoracic MD 12 303305 33525 P900401
MD- Matrix MD 05 301833 33525 P900401
MD- Tissue MD 13 302624 33525 P900401
Conformity assessment procedure Annex Il - Directive 93/42 EEC
CE certificate nr. EPG-0201-19, addendum 02-19 and QCT-0114-19, addendum 02-19

&%&YA@\(\?\QW

Sofia Pizzoccaro
Regulatory Affairs Director
Guna S.p.a.

EEEE B Copitale Sociale € 3.000.000,00 - REG. IMP. MI - C.F. e P1. 06891420157 -R.E.A. MI 1124454 - PEC: guna@legalmail.it



muna GUNA S.p.a. Tel. +39.02.28018.1

Via Palmanova, 71 PEC: guna@legalmail.it
terapie d'avanguardia 20132 Milano - Italia info@guna.it

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

e the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD)
(Directive Certificates) and

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name Guna S.p.a.

Via Palmanova 71, 20132 Milan — Italy
Manufacturer address and contact details Tel. +39 02280181
Email: info@guna.it

Single Registration Number (SRN) IT-MF-000010167

Notifi
otified body name See attached schedule

Notifi
otified body number See attached schedule

Directive Certificate number(s)

to which this confirmation is made See attached schedule

Original expiry date as indicated on the Directive See attached schedule
Certificate prior to the extension of the validity

End date of extended validity/transition period See attached schedule

1S0 13485
1S0 9001

EEEE B Capitale Sociale € 3.000.000,00 - REG. IMP. Ml - C.F. e P.I. 06891420157 -R.E.A. Ml 1124454 B ANCHIIAS

Certification




GU”O GUNA S.p.a. Tel. +39.02.28018.1
\ Via Palmanova, 71 PEC: guna@legalmail.it

terapie d'avanguardia 20132 Milano - Italia info@guna.it

We, as the manufacturer declare under our sole responsibility:

for the above listed Directive Certificates (see attached schedule) the conditions for the legal
extension of validity as required in Article 120.2 of the MDR are met and

the listed devices in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

» Directive Certificates, as listed in the attached schedule, covering the listed devices, were issued after
25 May 2017, were valid on 26 May 2021 and have not been withdrawn afterwards.

They expire after 20 March 2023 (on 21 February 2024):

Formal application to the notified body in accordance with Section 4.3, first subparagraph of Annex
VII MDR for conformity assessment has been made by us (on 24 November 2022) to a notified
body before 26 May 2024 for some of the devices listed in attached schedule (15 devices) and
signed written agreement is in place (from 22 December 2022) in accordance with Section 4.3,
second subparagraph of Annex VII MDR before 26 September 2024. Therefore, for those devices,
the transition period will end on 31 December 2027 (see attached schedule).

We do not intent to lodge an application for conformity assessment by 26 May 2024 for some other
devices (11 devices) listed in attached schedule. Therefore, for those devices, the transition period
will end on 26 May 2024 (see attached schedule).

» Quality Management System (QMS)

A QMS in accordance with Article 10(9) MDR is in place.

» Devices as listed in the attached schedule

The devices continue to comply with the MDD.

There are no significant changes in the design and intended purpose.

The devices do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:

Guna S.p.a. & T@
1 ‘X
Milan, 19 July 2023 @» \WUM

Sofia Pizzoccaro
PRRC
Email: so.pizzoccaro@guna.it; Tel: 02 28018451

1S0 13485
1S0 9001

HEEEE B Coapitale Sociale € 3.000.000,00 - REG. IMP. Ml - C.F. e P.I. 06891420157 - R.E.A. Ml 1124454

BUREAU VERITAS
Certification
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

EPG-0201-19
Addendum n° 02-
19

Identification of Directive Original expiry Notified Body Notified Body End date of Substitute
the device(s) Certificate date as name and name and extended validity / | Device(s)
number(s) indicated on the | number that number where | transition period (if applicable)
to which this Directive issued the the MDR
confirmation is Certificate (s) Directive application was
made prior to the Certificate lodged/contract
extension of the signed
validity
Collagen Hip (MD | ocT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
01) Addendum n° 02- | 2024 di Sanita Superiore di 2027
19 (n.0373) Sanita (n.0373)
EPG-0201-19
Addendum n° 02-
19
Collagen Ischial QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 02) Addendum n° 02- | 2024 di Sanita Superiore di 2027
19 (n.0373) Sanita (n.0373)
EPG-0201-19
Addendum n° 02-
19
Collagen Knee QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 03) Addendum n° 02- | 2024 di Sanita Superiore di 2027
19 (n.0373) Sanita (n.0373)
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Collagen Lumbar | cT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 04) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Matrix QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 05) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Muscle QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 06) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Neck QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 07) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19
Addendum n° 02-
19
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Collagen Neural QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 08) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Poly (MD | ocT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
09) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Shoulder | cT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 10) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Small QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
Joints (MD 11) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19
Addendum n° 02-
19
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Collagen Thoracic | QcT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 12) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19

Addendum n° 02-

19
Collagen Tissue QCT-0114-19 21st February Istituto Superiore | Istituto 31st December N.A.
(MD 13) Addendum n° 02- | 2024 di Sanita Superiore di 2027

19 (n.0373) Sanita (n.0373)

EPG-0201-19
Addendum n° 02-
19

Collagen Hip H
(MD 01 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Ischial H
(MD 02 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19

Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024
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Collagen Knee H
(MD 03 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

Istituto
Superiore di
Sanita (n.0373)

31st December
2027

N.A.

Collagen Lumbar
H (MD 04 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Matrix H
(MD 05 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Muscle H
(MD 06 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024




nguo ".| d

eUNa

Collagen Neck H
(MD 07 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Neural H
(MD 08 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19

Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Poly H
(MD 09 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Shoulder
H (MD 10 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19

Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024
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Collagen Small
Joints H (MD 11
H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Thoracic
H (MD 12 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

No application
for conformity
assessment
before 26th May
2024

26th May 2024

Collagen Tissue H
(MD 13 H)

QCT-0114-19
Addendum n° 03-
21

EPG-0201-19
Addendum n° 03-
21

21st February
2024

Istituto Superiore
di Sanita
(n.0373)

Istituto
Superiore di
Sanita (n.0373)

31st December
2027

N.A.




GUNA S.p.a.
Via Palmanova, 71
20132 Milano - Italia

Tel. +39.02.28018.1
PEC: guna@legalmail.it
info@guna.it
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To whom it may concern
TSE/BSE DECLARATION

With reference to the medical devices of Guna S.p.a., listed below (class I11, sterile) CE Mark released by the Notified
Body 0373 ISS (Istituto Superiore di Sanita) and manufactured by Guna S.p.a.

MD brand name in use | MD generic name Product code
MD-HIP Collagen Hip MD 01
MD-ISCHIAL Collagen MD 02
Ischial
MD-KNEE Collagen Knee MD 03
MD-LUMBAR Collagen Lumbar MD 04
MD-MATRIX Collagen Matrix MD 05
MD-MUSCLE Collagen Muscle MD 06
MD-NECK Collagen Neck MD 07
MD-NEURAL Collagen Neural MD 08
MD-POLY Collagen Poly MD 09
MD-SHOULDER Collagen Shoulder MD 10
MD-SMALL JOINTS Collagen Small Joints | MD 11
MD-THORACIC Collagen Thoracic MD 12
MD-TISSUE Collagen Tissue MD 13

we hereby state and declare that:

» None of the products listed above contains ingredients derived from cattle, sheep or goat.

»  All the raw materials used for production do not contain any material which may be risky (skull, brain, spinal
bone marrow, spinal column, eyes, glands and organ derivatives from cattle, sheep or goat) and are free from the
risk of transmitting animal spongiform encephalopathy agents (TSE/BSE) - in compliance with European
directive  2003/32/CE  of 23  April 2003 and subsequent updates and  changes.

» the products listed above are produced in compliance with the requirements set forth in:
- European Decision 97/534/ CE of 30 July 1997 and subsequent updates and changes.
- Note for guidance on minimising the risk oftransmitting animal spongiform encephalopathy agents via
human and veterinary medicinal products (EMA/410/01 Rev. 3 July 2011).

Therefore we certify that the medical devices listed above are manufactured using ingredients free from risk of TSE/BSE.

Milano, 71" september 2022

&v@ﬁ@{\i\ﬁm

Sofia Pizzoccaro
Regulatory Affairs Director
Guna S.p.a.

BUREAU VERITAS

Certification

HEEEE B Capitale Sociale € 3.000.000,00 - REG. IMP. Ml - C.F. e P.I. 06891420157 - R.E.A. Ml 1124454




