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ZERTIFIKAT @ CERTIFICATE ¢

Producl Service

CERTIFICATE

No. Q1N 14 03 53618 019
Holder of Certificate: ZHERMACK S.p.A

Via Bovazecching, 100
45021 Badia Polesine (RO}
ITALY

Facility(ies): ZHERMACK S.p.A
Via Bovazecching, 100, 45021 Badia Polesine (RO}, ITALY

ZHERMACK S.p.A
Via dell'industria 277, 45021 Badia Polesine (RO), ITALY

Certification Mark:

Scope of Certificate:  Design and development, production
and distribution of disinfectants for
medical devices, silicones and alginates
for dental impressions and related accessories,
Own brand labeling of acrylic resins,
steamn sterilizing units, dental restorative materials,
sterillzation pouch rolls, knitted retraction
cords and ultrasonic cleaning unit

Applied EN ISO 13455:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for reguialory purposes
(15O 13485:2003 + Cor. 1:2008)
DIM EN 130 13485:2012

The Certification Body of TOV SUD Product Service GmbH certifies that the company mentioned
above has established and iz maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf,

Report No.: ITA 241178
Valid from: 2014-05-01
Valid until: 2017-04-30

#-&

Date, 2014-04-08
Hans-Heiner Junker

Fage 1 of 1 {( DAKKS

Beatiche

Ablcreditierongistelie
eI | 1300100

Ty 80D Product Service BmbH - Zertifiziarstelle - RidlerstraBe 65 - 80333 Minchen - Germany

B1oLY

&



SERTIFIKATAS
N.QIN 1403 53618 019

Sertifikato turétojas:

Sertifikavimo objektas:

Sertifikavimo jstaiga:

Sertifikato taikymo sritis:

Taikyti standartai :

ZHERMACK S.p.A
Via Bovarzecchino, 100
45021 Badia Polesine (RO)
Italija

Zhermack S.p.A.
Via Bovazecchino. 100, 45021 Badia Polesine(RO), ltalija

TUV SUD

dezinfekanty medicinos prictaisams, silikony ir alginaty danty
atspaudams, bei susiijusiy priedy projektavimas ir plétra,
gamyba ir pardavimas. Akriliniy dervy, garo sterilizatoriy,
danty restauravimo medziagy, steriliy vatos ritinéliu,
retrakeiniy sialy ir ultragarsiniy valymo prietaisy savo
firminiu zenklu Zenklinimas.

EN ISO 13485:2012+AC:2012

Medicinos prietaisy-kokybés vadybos sistema-reikalavimai skirti
reguliavimo tikslais(1SO 13485:2003+Cor, 1:2009)

DIN EN IS0 13485:2012

Notifikuota sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina kad auk&¢iau
paminéta jmoné buve patikrinta ir nustatyta, kad naudojama kokybes vadybos sitema atitinka

nurodytiems standartams.

Pranesimas Nr.: ITA 241178

Galioja nuo : 2014-05-01

Galioja iki: 2017-04-30

Data, 2014-04-09 Hans-Heiner Junker TUV SUD
578053

Lapas | 15 |

TUV SUD product Service GmbH Akredituotacijos Nr.

Sertifikavimo vieta

D-ZM-11321-01-00

Ridlerstr. 63-80339 Miunchenas

Vokietija



EC Certificate

mdc medical device certification GmbH
Motified Body 0483
herewith carifies that

Romidan Ltd.

5 Simcha Holzberg St.
Kiryat-Ono, 5502213
Israel
for the scope
Dental Burs

has introduced and applies a

Quality System

for the manufacture of the products concemed and carries out a
final inspeclion as specified In Annex V, Section 3.

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

Annex V — Section 3
of the Council Directive 93/42/EEC

of 14 June 1893 concemning medical devices.

The surveillance will be held as specified in Annex V, Section 4.

Valid from 2015-11-13
Valid until 2020-11-12
Registration no. D1048000011
Report no. P15-01321-54166
Stuttgart 2015-11-13

Head of Certification Body

v W o Bt s b ey
Fi" W Dbt i ik
[24] S Do Srabatli ]
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CE Sertifikatas

Mdc medicinos prietaisy sertifikavimas GmbH
MNotifikacijos Nr 0483
Tvirtinam, kad

Romidan Ltd.

5 Simcha Holzberg
Kiryat-Ono, 55022
lzraelis

Taikoma sritis
Odontologiniai graziai oL p
Kvalifikacijos sistema
Alliktas produkty gamybos patikrinimas pagal V priedo 3 skirsnio reikalavimus

MDC auditas jrodé, kad 3ios kokybés sistema atitinka visus reikalavimus pagal,

Priedas V- skirsnis 3
Tarybos direktyva 93/42/ EEB

1993.06.14. del medicinos prietaisy.

Priezifira bus atlickama pagal V priedo, 4 skirsnio nurodymus

Sertifikatas galiojanuo  2015-11-13

Galioja iki: 2020-11-12
Registracijos Nr. D1048000011
Protokolo Nr. P15-01321-54166
Stutgartas 2015-11-13
Antspaudas

Rekvizital
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Centificate of Quality

We harewith confirm that our articles are mznufaciurec under constant controls and with graal
carefulness. The indivitual articdes heve been producey and sold ‘or 2 number years and are |
therefore, subject to mary years of practical testing.

Singen, Febr 20,2002 -

POLIRAPID e i ==
Or. Montamerlo SmbH & Co K

PEARIN
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Polirapid

Dr. Montemerlo GmbH Industriniu 3epeéiu gamykla
Hardenbergstr. 18, 78224 Singen
Vokietija
Tel.+49 7731 947220
Fax.+49 7731 947221

Kokybes sertifikatas

Siuo mes patvirtiname, kad miisy gaminiai yra gaminami kontrolivojant ir labai atidziai.
Atskiri gaminiai yra gaminami ir parduodami eile mety. atsizvelgiant | daugelio mety praktinius
bandymus.

Singen, 2002 vasario 20

POLIRAPID
Dr, Montemerlo GmbH &Co K

H.Shulze



EC Certificate TUVRheinland

Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 600779517 0001

Report No.: 15049519 001

Manufacturer: Shanghai Dochem
Industries Co., Ltd.
Suite 705, No. 7, Fuli Building
Lane 1306 Jiang Ning Road
Shanghai 200060
China

Products: - Steam Sterilizers
Medical Dlode Laser Systemns

Expiry Date: 2017-07-16

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a guality assurance system, which is subject 1o periodic surveillance, defined by Annex Il
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required,

MNaotified Body

Effective Date: 2012-06-10

Date: 2012-08-10

" e >
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
eoncerning medical devices with the identification number 0197,



EC Certificate TUVRheinland
Directive 93/42/EEC Annex V -
Production Quality Assurance

Medical Devices

Registration No.: DD 60077952 0001

Report No.: 15049519 001

Manufacturer: Shanghai Dochem
Industries Co., Ltd.
Suite 705, No. 7, Fuli Building
Lane 1306 Jiang Ning Road
Shanghai 200060
China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration Wo.: DD GOO1E18S 0001

Expiry Date: 2017-07-16

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manulacturer has established and applies a guality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing an the market of class b and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required,

MNotified Body

Effactiva Date: 2012-08-10

Date: 2012-08-10

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Netified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0187,



CE Sertifikatas TUV Rheinland
ES direktyva 93/42 EEB II priedas, 4 straipsnis
Gamybos kokybés uZtikrinimo sistema

Registracijos Nr. DD 60077951 0001
Protokolo Nr. 15049519 001

GamintojasShanghai Dochem
Industries Co., Ltd
Suite 705, Nr.7, FU LI Building
Lane 1306 Jiang Ning Road
Sanchajus 200060
Kinija

Produktai: Medicinos prietaisai
Produktai: Zr. prieds

Patvirtinimo keitimas, registracijos Nr. DD 60077951 0001
Galiojimo data: 2017.07.16
Notifikuotoji jstaiga patvirtina, kad kokybés valdymo sistema taikoma minétoje bendrovgje.

Dircktyvos V priedo, 3 straipsnio reikalavimai yra jvvkdyti. Sis patvirtinimas yra periodiskai tikrinamas pagal
EB direktyvos V priedo 4 straipsnj ir gali bti pateikiamas su bendrovés gamintojo atitikties deklaracija.

Antspaudas Notifikuotoji jstaiga

|sigalioja: 2012.08.10
Data: 2012.08.10 Parasas

TUV Rheinland LGA Products GmbH — Tillystrase 2- 90431 Niurnbergas

Notifikavimo Nr. CE 0197 Europos bendrijos komisija

CE CE Zenklas leidziamas naudoti jei laikomasi ES direktyvy reikalavimy CE



TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.:

Report No.:

Manufacturer:

Producty:

TUV Rheinland
LGA Products GmbH

DD 60077952 0001
15049519 001

Shanghai Dochem

Industries Co., Ltd.

Suite 705, No. 7, Fuli Building
Lane 1306 Jiang Ning Road
Shanghai 200060

China

- Disposable Syringes

e e
SLe

- Hoot Canal

Nlcrasonic

srile Dental Needles [or Single Use

(Endodontic) Files

Absoroent Paper Points

Gutta Percha Pointn
- High-speed Air Turbine Handpieces for Single Use
- Bynthetic Polymer Teeth Series

Dental Cements Series
- Handpiece Tip
= Rorary Dental Polishing Instruments

Scaler

Light Curing Dental Composite Resing

Rool Canal
Disposable
- Disposable
Dispusable
- Disposable
Disposable
Digposable

Dozt

Dental
Dental
Dental
Dental
Dental
Dental

Suction Tips
Syringe Tips
Saliva Ejectors
Prophy Cups
Erophy Brushes
Prophy Angles

Chair Mounted Dental Unitc

High and Low Speed Turbine

Date: 2012-08-10

Notified Body

Fal

Tl:lUFiheinlar;ﬂ

N



Priedas

Registracijos Nr.

Protokolo Ny,

Gamintojas:

Veiklos sritis:

012.08.10.

TUV Rheinland LGA
Products GmbH
Tillystrase 2- 90431 Niurnbergas

DD 60077951 0001
15049519 001

Shanghai Dochem

[ndustries Co., I.td

Suite 705, Nr.7, FU L] Building
Lane 1306 Jiang Ning Road
Sanchajus 200060

Kinija

Produktai:

Vienkartiniaj $virkstai
Vienkartinio naudojimo sterilios dentalinés adatos
Saknies kanaly /endodontiniai/ platintojai
Sterilus popieriniai kais¢iaj
Crutaperéos kaistiai
Didelio grei¢io turbininiai antgaliai
Sintetiniai polimeriniaj dantys
Odontologiniai cementai
Antgaliukai atspaudinei masei
besisukantys odontologiniai polyravimo instrumentai
ultragarsiniai skaleriaj
Sviesoje kietéjantys kompozitai
saknies kanaly kaigciai
vienkartiniai dentaliniai atsiurbimo antgaliai
vienkartiniai dentaliniai $virkstai
vienkartiniai dentaliniaj seiliy atsiurbéjai
vienkartinés dentalines profilaktinés gumytés
vienkartiniai dentaliniaj profilaktiniai Sepetukai
vienkartiniai dentalinia profilaktiniai antgaliukaj
odontologiniai jrenginiai su kede
greitacigiai ir létacigia antgaliai

Notifikuotoji jstaiga

X. Ren



TOVRheinland
TUV Rheinland DRu Ey Rl
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60077952 0001
Report No.: 15049519 001
Manufacturer: Shanghai Dochem

Industries Co., Ltd.

Suite 705, No. 7, Fuli Building
Lane 1306 Jiang Ning Road
Shanghai 200060

China

Far tHe Eollowing medical devices the scope covers only
the aspects ol manufactures poncerped with sscuring and
maintaining sterile eondition:

- pental Cotton Rolls
Cauze Spondes
- Catton Tip Aoplicators
- Non-woven Swaks
- Mon-woven Surgical Gowns
. Face Masks
- Hon-woven Caps
Alcohol Swabs
- surgical Operational Xits
. Disposable Oral Cavity Kits and Implerments

Notified Body

Date: 2012-08-10




TUV Rheinland LGA
Products GmbH
Tillystrase 2- 90431 Niurnbergas

Priedas

Registracijos Nr. DD 60077951 0001
Frotokolo Nr. 15049519 001
Gamintojas: Shanghai Dochem

Industries Co., Ltd

Suite 705, Nr.7, FU LI Building
Lane 1306 Jiang Ning Road
Sanchajus 200060

Kinija

Siems medicinos prietaisams taikvmo sritis apima tik gamybos grandims, kurios uztikrina steriluma.

Dentaliniai vatos tamponai

Vatos voleliai

Aplikatoriai su vatos antgaliuku

Neaustiniai tamponai

MNeaustiniai chirurginiai chalatai

Kaukes veidui

! ustinés kepurés

Spiritu suvilgyti tamponai

Chirurginiai operaciniai komplektai
Vienkartiniai burnos ertmés rinkiniai ir priedai

2012.08.10. X. Ren






