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M O L D OVA -O AL CETATEANULUI SI AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr. 4350048 Din - 40.01.2025 13:50
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1010600028048

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata BIOSISTEM MLD

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 25.01.2025 13:50

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 10.01.2025 13:50

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)
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Think Medical

N=")(Glue

Surgical Adhesive

Higher security, more opportunities

Full strength in 2 minutes

PROVIDING SPECIALISTS WITH You

INNOVATIVE

HEALTHCARE SOLUTIONS

WITH THE CENTRAL FOCUS ON
PATIENTS’ SAFETY AND USERS' COMFORT




GRENA®

Think Medical

NE’X Glue®Surgical Adhesive

NE'X Glue® is two component surgical adhesive
which covalently bonds with tissue and takes a
form of flexible hydrogel. It also mechanically binds
with synthetic materials. Such features allow for
strong tissue - tissue or tissue - synthetic material
connections.

Combination of Bovine Serum Albumin (BSA) and
glutrdehyde in optimal ratio with precise mixing in-
side the applicator of the delivery device allows for
full consumption of glutardehyde during the poly-
merisation. As a result, absolutely biocompatible
flexible hydrogel is created.

2ml 5ml 10 ml

3 Volumes

3 Types of tips

12 mm 16 mm

Ready for use dual-barrel
syringe




GRENA°

Think Medical

KEY FEATURES:

» Variety of available volumes - 2, 5 and 10 ml

« Standard and spreader applicator tips

« Room temperature storage

« Ready for use in seconds

- Easy to use

« Full polymerization in 20-30 seconds

e Full strength in 2 minutes

« Works independently of the coagulopathic
state of the patient

« Stronger than sealants based on fibrin or poly-
ethylene glycols

CLINICAL APPLICATIONS:

NE’X Glue® is used as an adjunct to standard meth-
ods of repair such as sutures, staples, electrocau-
tery and patches to seal, bond and reinforce tissue.
Can be applied alone to fix surgical meshes, rein-
force, repair or seal damaged parenchyma as a re-
placement of ineffective or impractical techniques.

« VASCULAR SURGERY

« CARDIAC SURGERY

« THORACIC SURGERY

« GENERAL SURGERY

« GENITOURINARY SURGERY
« NEUROSURGERY

« ENT SURGERY

« SPINAL SURGERY
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Think Medical

REF PRODUCT CONTAINS

0206-NX2 NE'X Glue® Surgical Adhesive 2ml | 5 single packs - each contains: 1syringe (2ml) &
syringe plunger, 4 syringe applicator tips

0206-NX5 NE’X Glue® Surgical Adhesive 5ml | 5 single packs - each contains: 1 syringe (5ml) &
syringe plunger, 4 syringe applicator tips

0206-NX10 NE’X Glue® Surgical Adhesive 10ml |5 single packs - each contains: 1 syringe (10ml)
& syringe plunger, 4 syringe applicator tips

0206-NX4SM Syringe applicator tip 10 single packs - each contains 4 syringe appli-
cator tips

0206-NX3WM12 | Syringe 12 mm spreader tip 10 single packs - each contains 3 syringe 12mm

spreader tips

0206-NX3WM16 | Syringe 16 mm spreader tip 10 single packs - each contains 3 syringe 16mm
spreader tips

ASTM F2255 - 05 results
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Endotoxin NE’'X Glue® Albumin-glutaral-
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0,290 0,535

NOTTINGHAM OFFICE, UK .Tuhe
Chelsea House, Chelsea Street,  +44 1159704 800

Nottingham, NG7 7HP, United "
S +44 1159704 800

Kingdom
¢ export@grena.co.uk

Grena Biomed Ltd CUSTOMER SERVICE CENTER You in

www.grena.co.uk

Rev. 04/09.03.2021




GRENAY

DECLARATION OF CONFORMITY/
DEKLARACJA ZGODNOSC

Manufacturer /
Wytwérea

Authorised representative /
Autoryzowany przedstawiciel

Product /
Produkt

REF numbers /
Numery referyncyjne

Basic UDI-DI number/
Basic UDI-DI kod

Classification /
Klasyfikacja

Grena Biomed Limited

Chelsea House, Chelseg Street,

NG7 7HP Nottingham, Nottinghamshire,
United Kingdom

MDML INTL LTD.

10 McCurtain Hill Clonakilty,
Co. Cork, P85 K230
Republic of Ireland

NE'X Glue® Surgical Adhesive
NE'X Glue® Klej chirurgiczny

0206-NX2, 0206-NX5, 0206-NX10

5060771920019F

Class lll, Rule 17 according to Annex IX of the
EC Directive 93/42/EEC

We herewith declare under our sole responsibility that the above mentioned products meet the
provisions of the Directive 93/42/EEC concerning medical devices which apply to them. The
conformity assessment procedure was performed according to the Annex II includin g section 4 of the
Directive 93/42/EEC and Regulation UE 2017/745 relating to post-market surveillance, market
surveillance, vigilance, registration of economic operators. All supporting documentation is retained
under the premises of the manufacturer, including Product Release Reports. In regards of bovine-
derived material used for NE'X Glue Surgical Adhesive, we declare conformity with Commission
Regulation (EU) No 722/2012 of 8 August 2012, /

Niniejszym na wtasng odpowiedzialnos¢ oswiadczamy, ze wyzej wymienione produkty spetniajq
wymagania Dyrektywy Rady 93/42/EWG dotyczqcej wyrobdw medycznych. Procedura oceny
zgodnosci zostata przeprowadzona zgodnie z Zatqcznikiem I1 , sekcja 4 Dyrektywy Rady 93/42/EWG
oraz Rozporzqdzenia Parlamentu Europejskiego i Rady (UE) 2017/745 dotyczace nadzoru po

wprowadzeniu do obrotu, nadzory r
Wszystkie wymagane dokumen ty sq

ynku, obserwacyi, rejestracji podmiotéw gospodarczych..
przechowywane przez Wytwirce, wlqczajge raporty zwalniajgce

wyroby. W odniesieniu do materiaty pochodzenia bydlecego uzywanego do kleju chirurgicznego
NE'X Glue, deklarujemy zgodnos¢ Rozporzadzeniem Komisji (UE) nr 722/2012 = dnia 8 sierpnia

2012 r.




JG DECLARATION OF CONFORMITY/
GRE NA: DEKLARACJA ZGODNOSC

Standards Applied / Zastosowane normy
All applicable harmonized standards required by the Directive 93/42/EEC. The detailed list in the Medical Device File./

Wszystkie normy zharmonizowane wymagane przez Dyrektywe 93/42/EWG. Szczegdlowa lista Znajduje sie w Dokumentagji wyrobu
medycznego.

1434

Notified Body / POLISH CENTRE FOR TESTING AND CERTIFICATION
Jednostka notyfikowana 469 Putawska Street,
02-844 Warsaw,
Poland
EC Approval numbers / 1434-MDD-080/2021
Numery zatwierdzenia EC 1434-MDD-081/2021
Nottingham, 14.12.2022 Iwona Michalska
Rev.05 Quality Director
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CERTIFICATE

EC Certificate No. 1434-MDD-080/2021

EC Design-examination
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the documentation submitted by:

Grena Biomed Limited

Chelsea House, Chelsea Street, NG7 7HP
Nottingham, Nottinghamshire, United Kingdom

related to the medical device, class lli

NE'X Glue® Surgical Adhesive

Versions: 2ml, 5ml, 10ml

was examined in accordance with Annex Il (Section 4) to Directive 93/42/EEC (as amended) implemented into
Polish law, as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 2021-02-10 to 2024-05-27

The date of issue of the Certificate: 2021-02-10

C € 1434

Issued under the Contract No. MD-149/2019

Application No: 202/2019

Certificate bears the qualified signature. Ci'l'e‘?Px)s,ir:et:lat
Warsaw, 10/02/2021

Module H1

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



CERTIFICATE

EC Certificate No. 1434-MDD-081/2021

Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Grena Biomed Limited

Chelsea House, Chelsea Street, NG7 7HP
Nottingham, Nottinghamshire, United Kingdom

for the design, manufacture and final inspection of
medical devices, class Il

NE'X Glue® Surgical Adhesive

Versions: 2ml, 5ml, 10ml

complies with requirements
of Annex Il (excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 2021-02-10 to 2024-05-27
The date of issue of the Certificate: 2021-02-10

C € 1434

Issued under the Contract No. MD-149/2019

Application No: 202/2019 Anna Wyroba
Certificate bears the qualified signature. Vice-President
Warsaw, 10/02/2021

Module H2/3/4/5

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl
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