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DECLARATION OF CONFORMITY 

 

 
 

According to Directive 93/42/CEE (amendment 2007/47/CE) implemented in Italy with D.lgs 46/97 

(amendment D. lgs 37/2010) and Regulation (UE) 2017/745 UE article 120 

 

 

The Manufacturer:                Guna S.p.a. 

 

Legal address:                via Palmanova 71 – 20132 Milano, Italy  

Manufacturing site:   via Palmanova 69 – 20132 Milano, Italy  

       

Scope:                  GUNA COLLAGEN MEDICAL DEVICES 

solution for injection 

Medical Devices Class III  

MD 0204-Non active soft tissues implants, sterile 

      

 

Conformity assessment procedure: Annex II - Directive 93/42 EEC and ss.mm.ii. 
 

Products  Code National  

registration 

N. 

GMDN 

 

CND 

Collagen Hip 

 

Other brand names: 
Guna 01, MD-Hip, Guna-Hip, Плексатрон, 

Plexathron, Плексатрон, Plexathron, 

ПЛЕКСАТРОН  плюс, PLEXATHRON 

PLUS, DENTAL BONE 

BIOREGULATION   

MD 01 302644 33525 P900401 

Collagen Ischial 

 

Other brand names: 

Guna 02, MD-Ischial, Guna-Ischial 

MD 02 303280 33525 P900401 

Collagen Knee 

 

Other brand names: 
Guna 03, MD-Knee, Guna-Knee 

MD 03 303284 33525 P900401 

Collagen Lumbar 

 

Other brand names: 
Guna 04, MD-Lumbar, Guna-Lumbar 

MD 04 303286 33525 P900401 

Collagen Matrix 

 

Other brand names: 

MD 05 301833 33525 P900401 
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Guna 05, MD-Matrix, Guna-Matrix 

Collagen Muscle 

 

Other brand names: 
Guna 06, MD-Muscle, Guna-Muscle, 

Dental ATM Bioregulation 

MD 06 303288 33525 P900401 

Collagen Neck 

 

Other brand names: 
Guna 07, MD-Neck, Guna-Neck, 

Остеоколл, Osteocoll, ОСТЕОКОЛЛ 

плю, OSTEOCOLL PLUS 

MD 07 303292 33525 P900401 

Collagen Neural 

 

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

MD 08 303294 33525 P900401 

Collagen Poly 

 

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

MD 09 303301 33525 P900401 

Collagen Shoulder 

 

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

MD 10 303303 33525 P900401 

Collagen Small Joints 

 

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

Joints, Guna-Hand Foot, MD-Hand Foot 

MD 11 303304 33525 P900401 

Collagen Thoracic 

 

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

MD 12 303305 33525 P900401 

Collagen Tissue 

 

Other brand names: 
Guna 13, MD-Tissue, Guna-Tissue, Guna-

Made, MD-Made, Dental Skin 

Bioregulation 

MD 

13 

302624 33525 P900401 

 

CE certificate nr.  EPG-0201-19, addendum 02-19 

EC design-examination certificate 

   issued by Istituto Superiore di Sanità (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 Sanità (ISS) – N.B. 0373 

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

 



 
 

 

   
3 

 
                      

THE MANUFACTURER DECLARES 
 

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

listed above 

 

✓ satisfy the essential requirements in annex I of Directive 93/42/CEE (amendment 2007/47/CE) 

implemented in Italy with D.lgs 46/97 (amendment D. lgs 37/2010) 

 

✓ 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. lgs 37/2010), applicable parts according to 

Regulation (EU) 2017/745 as modified by Regulation (EU) 2023/607. 

 

✓ 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.  

 

✓ comply with all other applicable EU implementing acts, technical specifications, harmonised rules and 

national requirements 

 

✓ 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.  

 

✓ 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 

 

__________________________ 

 Alessandro Pizzoccaro 

Legal representative 

Guna S.p.a. 















































  
 
  

 
 
 

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 III listed below, 
comply with Directive 93/42/EEC. 

Product name Product Code Registration 
number 

GMDN 

nomenclature 

CND 
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 II - Directive 93/42 EEC  

CE certificate nr.  EPG-0201-19, addendum 02-19 and QCT-0114-19, addendum 02-19 

 

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



  

 
 

 

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  

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

(Directive Certificates) and 

• 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. 

Manufacturer address and contact details 
 

Via Palmanova 71, 20132 Milan – Italy 

Tel. +39 02280181 

Email: info@guna.it 

Single Registration Number (SRN)  IT-MF-000010167 

 

 

Notified body name  
 

☒ See attached schedule 

Notified 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 
Certificate prior to the extension of the validity  

☒ See attached schedule 

End date of extended validity/transition period ☒ See attached schedule 

 

 

 

 

 

 



  

 
 

 

 

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.                                                                                                           

Milan, 19th July 2023                                                          

                                                                                          Sofia Pizzoccaro  

                                                                                          PRRC 

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

mailto:so.pizzoccaro@guna.it


  

 
 

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

Identification of 
the device(s) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
 

Original expiry 
date as 
indicated on the 
Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Collagen Hip (MD 
01) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Ischial 
(MD 02) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Knee 
(MD 03) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 



  

 
 

 
 
 

 
Collagen Lumbar 
(MD 04) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Matrix 
(MD 05) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Muscle 
(MD 06) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Neck 
(MD 07) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

 



  

 
 

 
 

Collagen Neural 
(MD 08) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Poly (MD 
09) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Shoulder 
(MD 10) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Small 
Joints (MD 11) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

 

 
 



  

 
 

 
 
 

 
Collagen Thoracic 
(MD 12) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

Collagen Tissue 
(MD 13) 

QCT-0114-19 
Addendum n° 02-
19 

EPG-0201-19 
Addendum n° 02-
19 

 

21st February 
2024 

Istituto Superiore 
di Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

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 Sanità 
(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 Sanità 
(n.0373) 

No application 
for conformity 
assessment 
before 26th May 
2024 

26th May 2024 - 

 



  

 
 

 
 
 

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 Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (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 Sanità 
(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 Sanità 
(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 Sanità 
(n.0373) 

No application 
for conformity 
assessment 
before 26th May 
2024 

26th May 2024 - 

 
 



  

 
 

 
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 Sanità 
(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 Sanità 
(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 Sanità 
(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 Sanità 
(n.0373) 

No application 
for conformity 
assessment 
before 26th May 
2024 

26th May 2024 - 

 
 

 
 



  

 
 

 
 
 

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 Sanità 
(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 Sanità 
(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 Sanità 
(n.0373) 

Istituto 
Superiore di 
Sanità (n.0373) 

31st December 
2027 

N.A. 

 
 
 
 
 
 
 
 
 
 



 

 

 

 

 
To whom it may concern 

 

TSE/BSE DECLARATION 

 

With reference to the medical devices of Guna S.p.a., listed below (class III, sterile) CE Mark released by the Notified 

Body 0373 ISS (Istituto Superiore di Sanità) 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 

Ischial 

MD 02 

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, 7th  september 2022 

 

 

 
___________________________ 

Sofia Pizzoccaro 

Regulatory Affairs Director 

Guna S.p.a. 


