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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

G.N.S neolLaser Ltd.
7 HaEshel Street
Caesarea, 3088900
Israel

for the scope

neoV: medical laser for use in surgery, vascular treatments,
dental procedures and dermatology treatments
Models: neaV810, neoV980, neoV1064, neoV1470, necV1540

has introduced and applies a

Quality System

for the design, manufacture and final inspection

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices

The surveillance will be held as specified in Annex I, Section 5.

Valid from 2018-07-17
Valid until 2024-05-28
Registration no. 01418300005
Report no, P19-00465-143374
Stuttgart 2018-07-17

Mac

mde medical devige sertification GmbH
raile §

C-70181 Stultgart, Germany
Phore: +d49-(0)7 3597-0

Fax: w401 -10

Internal; Rl

AN

Head of Certification Body

g wx"  ZLG-BE-248.10.08
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EB sertifikatas

mde medeal deviee certification GmbH
MNotifikuotoji jstaiga Nr. 0483
patvirtina, kad

(N8 neoLaser Lid.
T HaEshel Stréet
Caesarea, 3088900
Israelis

toliau nurodytiems produktams

neaV: medicininis lazeris, skirtas naudoti chirurginéms, kraujagysliy,
danty ir dermatologinéms procediroms

Modeliai: neoV810, neoVI80, neoV 1064, neoV1470, neoV 1940
jdiegé ir taiko projektavimo, gamybos ir galutings patikros

kokybes sistema.

Midc audito Bvados patvirtina, kad &i kokybeés sistema atitinka visus reikalavimus, numarytus
1993 birZelio 14 d. direkeyvos Nr. 93/42/EEB dél medicinos prietaisy

Il priede (i%skvrus 4 skirsnj).

Patikros bus vykdomos, kaip nurodyta 11 priedo 5 skirsnyvje.
Galioja nuo 2019-07-17
Galioja iki 2024-03:26
Registracijos Nr. D1418300005
Ataskaitos Nr. P19-00465-143374
Stutgartas, 2019-07-17

[parasas]
[Logotipas] Sertifikavimo jstaigos vadovas [ZLG logetipas]

mde medical device cettification GmbH FLG-BS-246,10.06
Kriegerstrase &

D-T0191 Swittgart, Yokistija

Tel. +49-({)711-253557-0

Faks, +49-(0)711-253597-10

Svetaing hitp.//www.mdec-ce.de

tik elektroniniam publikavimui




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | acc. 93/42/EEC Annex Il without (1)

Hietrmil wird bescheinigl dass die Firma | Thiz centiles, |

LightGuideOptics International Ltd.

Celtniecibas iela 8
LV-5316 Livani
Latvia

fiir dig Produkte ! die Kategorha: L

for thie produtts / praguet category List

Produkte zum Einmalgebrauch und wiederverwendbare Produkte
Single use Devices and reusable Devices

ajr Quakitaissicheruagssystem |
des Anhang | (ohne Al
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Anlage 1, Blatt 1 von 1
Annex T, page 1 of 1

Reg.-Nr./ Reg. No. 44 232 2004390

Produkte der Klasse Ha
Fraducts of class lla

Produkie zum Einmalgebrauch
Single use devices

Wisderverwendbare Produkte
Rausable gevices

Bericht Mr, | Repor Mo 3527 YOED

=
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I
Zertifiziarungsstelle fie Medizsinpodukts

Cartiicalion body far medical dewvioas

TV NORD CERT GmbH

ANLAGE/ANNEX

Langemarckslrake 21

LHMDMS
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Laser-Zufihrungssystem, faseroptisch  17-807

Laser Delivety Systems; fiberoptic

Laser-Zufuhrungssystem, faseroptisch 17-807

Lasar Dalivery Systems: fibercptic

Banannig Stalle Kenn-Nr, 0044 | Notfied Sody 1B o 0092
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EB Sertifikatas

vadovaujantis 93/42/EEB Il priedu (iSskyrus 4 dalj)

Patvirting, kad jmoneé

LightGuideOptics International Ltd.

Celtniecibas iela 8
LV-5316 Livani
Latvija

Produkiams / produkey kategorijan: produkoy sgratas pateiktas 1 pricde

Vienkartinio ir daugkartinio naudojimo priemonés

jdiegé projektavimo, gamybos it galutinés patikros kokybés sistema pagal Direktvvos 9342 FEEB 11 pricdo (iSskyrus 4 dalj) retkalevimus.
Karu #enkin LCE, turi bon nuredomas notifikuotosios jstaigos numeris. Sio sertifikate galiojimas remiasi kokyvbes sistemps veikime pagal
direktyvos reikalavimus palaikyimy ir notifikuotesios jstaiges vykdoma priczilra pagal [1 priedo 3 dalj. Sertifikatas negali biiti perduotas
Jokiomis aplinkybémes.

Reg. Nr. 44 232 200490 Cralinja nug. 202]1-035-23
Ataskaiios Mr, 3527 7089 e 20576
Leidimas 2

| parasas)
Medicinos priemoniy sertifikavimo jsiaiga Esends 302 105.35
TUY NORD CERT GimbH Langemarckstrase 2 45841 Essen www luev-nord-cert.de medical@tuev-nord de

Motifikuotosios jstaigos, Nr.. (044

{ZLG logotipas)
FLG-BS-136.10.16



Produkto klasé [la Tipas UMDNS

Vienkartinio naudojimao priemonés Lazerio sistemos; Sviesolaidings 17-807
Daugkartinio naudojimo priemonés Lazerio sistemos; Sviesolaidings 17-807
Ataskaitos Mr, 3327 7089 Galiojamus 20210325
Leidimas 2
[paraias]

Mediginos prieponty seriifikavimeg jstaiga
Esenas, 2021-05-15

TOV MORD CERT GmbH Langemarckstrase 20 45141 Essen www.luev-nord-cert.de medicalimtnev-nord _de

Hotfikuotosios jstaigos M 0044

[ZLG logotipas]
ZLG-BS-236.10.18
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Frodust Servce

EC Certificate

Full Quality Assurance System

Directive 93142/EEC on Medical Devices (MDD), Annex || excluding (4)

{Devices in Class Ha, b or 1}

No. G1 081681 0021 Rev. 00

Manufacturer:

Product Category(ies):

Shanghai Kindly

Medical Instruments Co., Ltd.
MNp.825 Jinyuan yi Road

201803 Shanghai

PEOPLE'S REPUBLIC OF GHINA

Sterile Seldinger needie, Intervention accessories kit,
Guldewire, Introducer tool kit, Introducer set, Bone
cement syringe, Manifold kit, Stopcocks, Manifold,
Infusion pumps, Pressure transducer for single use,
Extension tube, Foley catheter, Safety syringe,
Angiography Catheter, Y-connector Pack, Sterile
Infusion connector and accessory for single use,
Guiding Catheter, Micro Catheter.

The Certification Body of TUV SUD Product Service GmbH declares that the afarementioned
manufaciurer has implemented a guality assurance systemn for design, manufacture and final

ingpection of the respective devices | device calegories in accordance with MOD Annex Il This quality

assurance system conforms o the requirements of this Directive and is subject to periodical

surveillance. For marketing of clags Il devices an additional Annex |l (4) certificate is mandatory. See

also notes overleal.

Report Mo.:

Valid from:
Valid until:

Date, 2018-10-29

Page 1of2

BJ1E703071

2019-10-29
2024-05-26

Chrigtoph Dicks
Head of Certification/Notified Bady

P

TUW SUD Product Sarvice GmbH iz Nofified Body with identification no. 0123

TV 50D Preduct Service GmbH « Certification Body « Ridlerstrafle 65 « 80339 Munich « Germany
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ZERTIFIKAT @ CERTIFICATE & i%;

EC Certificate

Full Quality Assurance System
Directlve 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)

{Devices in Class lla, lib or 11}

No. G1 081681 0021 Rev. 00

Facility(ies): Shanghai Kindly Medical Instruments Co., Lid. i
Mo 925 Jinyuan yi Road, 201803 Shanghai, PEOPLE'S
REPUBLIC OF CHINA

Page 2of2

T 80D Praduct Service GmbH is Notified Body with identification na, 0123

TOW SUD Praduct Senvice GmbH » Cerification Bady « Ridierstraiie 85 + BO338 Munich « Gemnany

Preduct Senace
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EB Sertifikatas

Visisko kokybés uitikrinimo sistema

Direktyva 93/42/EEB dél medicinos prietaisy (MMD), | priedas, isskyrus (4)
{lia, lb arba Il klasés prietaisai (priemonés))

Nr. G1 081681 0021 Rev. 00

Gamintojas: Shanghai Kindly
Medical Instruments Co., Ltd.
Mo, 925 Jinyuan yi Road
201803 Shanghai
KINUOS LIAUDIES RESPUBLIKA

Prietaiso (-y) kategorija (-os): Sterili Seldingerio adata, intervenciniy priedy rinkinys, vielinis kreipikiis, jvedimo
jrankiy. rinkinys, jvedimo rinkinys, kaulinio cemento dvirkStas, kolektoriy
rinkinys, uédaromieji voituvai, kolektorius, infuziniai siurbliai, vienkartinis slégio
keitiklis, prailginamasis vamzdelis, Folio kateteris, Svirkitas su saugos sistema,
angiografijos kateteris, ¥ jungéiy rinkinys, vienkarting sterili infuziné jungtis su
priedais.

Motifikuotaji jstaiga TOV SUD Product Service GmbH patvirtina, kad nurodytas gamintojas jdiegé atitinkamy
prietaisy / prietaisy kategoriju projektavimo, gamybos ir galutinés patikros kokybés uitikrinimao sistemg pagal
MDD Il priedo reikalavimus. Kokybés uZtikrinimo sistema atitinka Sios direktyvos reikalavimus ir yra periodizkai
prididrima. Teikiant | rinkg 11l klases prietaisus privalomas papildomas sertifikatas pagal Il priedo 4 skirsnio
reikalavimus. Talp pat ir. pastabas kitame lape.

Ataskaitos Nr. BJ19703071
Galioja nuo: 2019-10-29
Galioja iki: 2024 -05- 26
Data: 2019-10-29 [Parasas]
Christoph Dicks
Vadovas certifikuotos/notifikuctos [staigos
1psli32

TUW 50D Product Service GmbiH yra notifikuotoji |staigs, kurios identifikacinis numéris 0123,

TV 50D Product Service GmbH, sertifikuota jstaiga, Ridlerstriia 65, 803% Munich, Vokietila
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Visisko kokybes uztikrinimo sistema

Direktyva 93/42/EER dél medicines prietaisy (MMD), Il priedas, igskyrus (4)
{la, llb arba Il kiasés prietaisai (priemonés))

Nr. G1 081681 0021 Rev. 00

Gamybos vieta: Shanghai Kindly Medical Instruments Co,, Ltd,
No. 925 Jimyuan yi Road, 201803 Shanghal,
KINIOS LIAUDIES RESPUBLIKA

1psl 52
TOV 50D Produst Service GmibH yra notifikuotoji jstaiga, kurios identifikaginis numeris 0123,

TUV 300 Praduct Service GmbH, sertifikunta [stalga, Ridlerstribe 55, 3039 Munich, Vokistiia
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Prgdduct Service

EC Certificate

Production Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD, Annex vV
(Dievices in Class lig, libor 111

No. G2 041181 0034 Rev. 03

Manufacturer: Biopsybell s.r.l.
Via A Manuzio 24
47037 Mirandela (MO

ITALY
Facility(ies): SOEsYDRh 5.1
ty( ) Via A Manuzio 24, 41037 Mirandola (MOQ), ITALY
Product Biopsy needles and sets, nzedles and sets for centring
. y mammary lesions, needles and sets for infusions, biopsy
Category(ies): systems, discectomy systems, vertebroplasty systems,

kyphoplasty systems, systems for the pre-natal diagnosis
and artificial insemination, heat and moisture exchangers
(hmes) fou use in humidifying the gases during spontanecus
breathing, introduction systems, systems for aspiration,
processing and reinjection of autologous adipose tissue,
systems for bone marrow explant

The Certification Body of TUV SUD Product Service GmbH declares that the aforemantioned
manufacturer has implemented a quality assurance system for manufacture and final inspéction of the
respective devices / davice categories in accordance with MDD Annex V' This quality assurance
system conforms to the requirements of this Directive and is subject o penodical surveillance. For
marketing of class llo and |1l devices an additional Annex |1l certificate is mandatory. See also notes
overleaf.

Report No.: ITA1272058
Valid from: 2020-01-17
Valid until: 2024-05-25
Date, 2020-0147

{

Christoph Dicks
Head of Cartification/Motified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certfication Body « Ridlerstrale 55 « B033% Munich - Germany
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EB Sertifikatas

Gaaminio kokybeés uitikrinimo sistema
Direktyva 953/42/EEB dél medicinos priemoniu (MPD), ¥V priedas
{Ha, Ub-ar 11l klasés priemonés)

Nr. G2 041181 0034 Perziiira 03

Biopsybell s.r.1L

Gamintojas; ;

Via A, Manuzio 24 41037

Mirandola {MO) ITALLIA

Biopsybell s.r.l.
Gamybos patalpa Via A. Manuzio 24, 41037 Mirandola (MO}, ITALLIA
(-os):

Biopsijos adates ir rinkiniai; kriity paZeidimy centravimo adatos ir
Produkto rinkiniai; infuzinés adatos ir rinkiniai; biopsijos sistemnos;
kategorija (-jos): diskektomijos sistemos; vertebroplastikos sistemos; kifoplastikos

sistemos; prenatalinés diagnostikos ir dirbtinio apvaisinimao
sistemos: drékinamieji Silumokaifiai (DSK) dujoms drékinti
savaimingo kvépavimo metu; jvedimo sistemos; autologinio
riebalinio audinio aspiravimo, apdorajimo iv Evick3timo sistemos:
kauly Einlpy eksplanty sistemos

Sertifikavimo jstaiga TOUV SUD Product Service GmbH pareiskia, kad nurodytas gamintojas jdiegé atitinkamy
priemoniy / priecmoniy kategerijy gamybos ir galutings patikros kokybés o#ikeinimo sistemsg pagal MPRDV
prieda. & kokybes uitikrinimo sistema atitinka minétos dircktyvos reikalavimus, vra atliekama jos perioding
pricfiira. Norint prekiauti 1| bir [l klasés priemonémis, privalomas papildomas, 11l priede nurodytas, sertifikatas.
Taip pad #r. kitoje lapo puséje pateiktas pastabas.

Ataskaitos Nr. ITAI2T2058
Galiaja nuo: 2020-01-17
Galioja ikis 2024-05-26
Data: 2020-01-17
[parasas]

Christoph Dicks
Sertifikavime / Notifikavimo jstaigos vadovas

Puslapis [ 45 1
TUV 800 Praduce Service Gmb v notifikootoji jstaiza; kurios identifikacinis Me, 0123

TUY SUD Product Service Gmbld » Sertifikavimo jstaiga « Ridlerstrase 65 + B339 Miunchenas » ¥ ekistija

TOVE



