EB SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEB, Priedas V
(I klasés priemonés yra laikomos steriliose salygose ar steriliose pakuotése)

Nr. G2S 14 11 90237 002

Gamintojas:

Adresas:

Produkto kategorija(os):

NOBA Verbandmittel Danz
GmbH & Co. KG

Holtken g. 1-5

58300 Wetter (Ruhr)
VOKIETIJA

NOBA Verbandmittel Danz GmbH & Co. KG
Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Tamponai, kamuoliukai, Zaizdy tvarséiai, tvarstomoji medziaga
ir tvarsciai, pirStinés, operacinés drabuziai, apklotai, bintai,
pleistrai, umbilikaliniai spaustukai, lieZuvio prispaudéjai, pagal
uzsakyma gaminami rinkiniai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiegeé kokybeés uztikrinimo sistema atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos V Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategorijy sterilumo savybiy
iSlaikymu ir atitinka Sios direktyvos salygas. Kokybés uztikrinimo sistema turi biiti periodiskai
perzitrima. Taip pat Zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2015-06-10

713051984 TF/ EXT

2015-06-11
2020-06-10

/paraSas/
Hans-Heiner Junker

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.

Puslapis 11§ 3



Priedas prie sertifikato Nr. G2S 14 11 90237 002

galioja nuo 2015-06-11

Produkto grupé/produkto
pavadinimas

Tamponai:

Marliniai tamponai
Absorbuojantys tamponai
Tamponai su ipjova
Tamponai akims

Noba tamponai

Marliniai tvarsciai
Nobatamp

Kamuoliukai:

Marliniai kamuoliukai

Noba celiulioziniai tamponéliai
Nobamed

Pagaliukai su vata

Zaizdy tvarséiai:

Pirmos pagalbos tvarsciai

Tvarsciai su rentgenokontrastiniu sitilu
Tvarstis zaizdoms

Ruda tvarsciai

Rudawatch tvarsciai

Noba tvarsciai

Nobafilm

Nobaderm

Tvarstomoji medzZiaga ir tvarsciai:
Nobapad

Vata

Nobatricot

Pirstinés:

Nobafol

Nobaglove

Pir$tinés plovimui
Medvilninés pirstine

Operacinés drabuZiai:
Nobadress

Bintai:

Trikotazinis bintas

Nobafix

Nobacrepp

Nobalan

Nobalistik

Bintas umbilikaliniams spaustujams

Puslapis 2 1§ 3

Klasifikacija
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Priedas prie sertifikato Nr. G2S 14 11 90237 002
galioja nuo 2015-06-11

LOR:

Liezuvio prispaudé¢jai
Pleistrai:

Ruda pleistrai

Pleistrai umblikikaliniams spaustukams

Apklotai:
Noba apklotai

Pagal uzsakyma gaminami rinkiniai:

Is

Is
Is

Is

Is

Pvz. rinkinys tvars¢iy pakeitimui, rinkinys injekcijoms,
drenazo rinkinys, Nobacath, rinkinys sitily iStraukimui,

PEG rinkinys su tamponéliais, pirstinés, apklotai,
chirurginés Znyplés

Miunchenas, CRT2, 2015-06-10

/parasas/

Hans-Heiner Junker

Puslapis 3 1§ 3

1,4,5



EB SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEB (MDD), Priedas II, iSskyrus (4)
(IIa, ITb ar III klasés priemonés)

Nr. G1 14 11 90237 003

Gamintojas:

Adresas:

Produkto kategorija(os):

NOBA Verbandmittel Danz
GmbH & Co. KG

Holtken g. 1-5

58300 Wetter (Ruhr)
VOKIETIJA

NOBA Verbandmittel Danz GmbH & Co. KG
Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Marliniai tvarsc¢iai, marliniai tamponéliai, chirurginés medziagos,
apdangalai, chirurginés pirStinés, pagal uZsakyma gaminami

R )

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiegé kokybés uztikrinimo sistema atitinkamu prietaisu/prietaisy kategoriju gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos II Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamuy priemoniy / priemoniy kategoriju sterilumo savybiu
iSlaikymu ir atitinka Sios direktyvos salygas. III klasés priemoniy pardavimui reikalingas
papildomas II priedo (4) sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2015-06-09

713051984 TF/ EXT

2015-06-11
2020-06-10

/paraSas/
Hans-Heiner Junker

TUV SUD Product Service GmbH yra notifikuota istaiga, identifikacijos Nr. 0123.



Puslapis 1 i§ 2



Priedas prie sertifikato Nr. G1 14 11 90237 003
galioja nuo 2015-06-11

Produkto grupé/produkto
pavadinimas

Marliniai tvarscdiai:
Marliniai tvarsciai

Marliniai tamponéliai:
Marliniai tamponéliai su/be
rentgenokontrastiniu sidilu
Tamponeliai akiy operacijoms su
rentgenokontrastiniu sidilu
ParuoSiamieji tamponeliai su
rentgenokontrastiniu sidilu
Ginekologiniai tamponai su
rentgenokontrastiniu sidilu

Chirurginés medziagos:
Laparotomings (pivines) skaros

Apdangalai:
Apdangalai zaizdy siuvimo instrumentams
Instrumenty apdangalai

Chirurginés pirstinés:
Nobafeel

Klasifikacija

ITa

ITa
IIa
ITa

ITa

IIa

IIa
IIa

ITa

Pagal uzsakyma gaminami chirurginiy procediiry rinkiniai:

Pvz. V- rinkinys ir chirurginis rinkinys
su tokiais komponentais, kaip marliniai tamponai,
marliniai tvars¢iai, adatos, Svirkstai

Zaizdy tvarséiai:
Nobacarbon
Nobacarbon Ag
Nobagel
Nobacolloid
Nobaalgin

Jodomull/Jodotamp

Miunchenas, CRT2, 2015-06-09
/parasas/

Hans-Heiner Junker

Puslapis 2 i§ 2
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CE Sertifikatas — Produkcijos kokybés uztikrinimas

Ru Rnval Charter

Nr: CE 623238

ISduodamas: Dentonics, Inc.
2833 Tophill road
Monroe
Siaurés Karolina
28110
JAV

IS pagarbos:

Danty cementy, ikloty, ésdintojy, silanty, stiprinamosioms medziagoms,
ortodontiniams klijams, Saknu kanaly uzpildymo medziagoms, laikiny kartinéliy ir
tilteliy medziagoms.

Remiantis tuo, kad miisy kokybés uztikrinimo sistemos reikalavimai pagal Tarybos
Direktyva 93/42/EEC, Annex V. Kokybés uztikrinimo sistema sutinka su Direktyvos
reikalavimais. Pateikiant rinkoje IIb klasés ir III klasés produktus sertifikatai yra
reikalingi.

BSI vardu, notifikuojanti jmoné Direktyvai virSuje (notifikuojan¢ios imonés Nr:
0086)

Parasas,
Frank Lee, EMEA atitikties ir rizikos direktorius

Pirma kartg iSduotas: 2015.01.27
Data: 2015.08.19
Galiojimo data: 2020.07.26



SP§ CE SERTIFIKATAS
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GAMYBOS KOKYBES UZTIKRINIMO SISTEMOS PATVIRTINIMO SERTIFIKATAS
(93/42/EEC Direktyvos dél medicinos prietaisy V Priedas)

Nr. SC1281-16
18duotas

Swedish Dental Supplies AB

Sodervagen 30,
SE-232 52 AKARP
Svedija

patvirtiname, kad kokybés sistema
Swedish Dental Supplies

gaminant, platinant ir parduodant
odontologinius reikmenis,

IIa klasés medicinos prietaisy gamybai, galutiniam patikrinimui ir prekybai patvirtinta pagal
kokybés atitikimo proceduras, iSvardytas 93/42/EEC Tarybos Direktyvos dél medicinos prietaisy
V Priede, pagal naujausia pataisa 2007/47/EC Tarybos Direktyvoje ir atitinka jy reikalavimus.
93/42/EEC Tarybos Direktyva yra perkelta | Svedijos teis¢ pagal
nacionalinj reglamenta LVFS 2003:11.

Sis sertifikatas taikomas veikloms, atlickamoms

Sodervagen 30, SE-232 52 AKARP

Sis sertifikatas pirma karta isleistas (diena/ménesis/metai) ir galioja iki 2022 m. vasario 26d.
su salyga, kad bus laikomasi visy Siame sertifikate numatyty salyguy.

SP Technical Research Institute of Sweden
Sertifikavimo-Notifikuota jstaiga Nr. 0402

/ParaSas/ /Para$as/
Lennart Mansson Karin Andresen

Sertifikatas Nr. SC1281-16, 1 leidimas, 2017 11 27, puslapis 1(3)



TUVRheinland

EC Sertifikatas

Direktyva 93/42/EEC Annex II, i8skyrus skyriy 4
Produkcijos kokybés garantija
Medicinos prietaisai

Registracijos Nr: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Produktai: Danty rentgeno jranga, autoklavai
Galiojimo data: 2022-01-17

Notifikuojanti imoné pareiskia, kad reikalavimai Annex II Direktyvo 93/42/EEC atitiko
iSvardintiems produktams. VirSuje parasytas gamintojas nustaté ir taiko kokybés garantijos sistema,

v —

IIT klasés prietaisams taikomas Sis sertifikatas, EC tipo - tyrimo sertifikatas pagal Annex II, skyriy 4
yra reikalaujamas.

Isigaliojimo data: 2017-03-30

Data: 2017-03-30

Notifikuojanti jmoné

/ParaSas/
X.Ren

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Nurnberg

TUV Rheinland LGA Products GmbH yra notifikuojanti imoné pagal Direktyva 93/42/EEC dél
medicinos prietaisy su identifikacijos nr: 0197.



ATITIKTIES DEKLARACIJA

Mes TOR VM
Gamintojas Novatorov str. 7 a, Maskva, Rusija
Tel.: +7 495 9367404, faks.: +7 495 2255417

El. pastas torvm77(@gmail.com, www.torvm.ru

Europos atstovas Gregor Kostunov
Untere Seegasse 54, DE-69124, Heidelberg, Vokietija
Tel./faks. 0049/6221718120
El. Pa6tas tor.vm.de@googlemail.com

Prisiimdami atsakomybe patvirtiname, kad

Medicinos priemonés:
1) Matrizenkeil, dental UMDNS-Nr. 16-370
2) Polierstreifen, dental UMDNS-NR. 16-201
Poliravimo juostelés
3) Formband, dental (Matrizenband), UMDNS-Nr. 16-195
Matricos ir matricy juostelés

Atitinka visus 93/42/EEC Direktyvos taikomus reikalavimus.

Taikomi vieningi standartai: ISO 10993-3:2003
DIN EN 14971:2001
DIN EN 1041:1998-04 DIN EN 980:2003-08
DIN V 13974:2003-10

Taikomi nacionaliniai standartai:

Notifikuota jstaiga (jei taikoma): netaikoma I klasés produktams

Atitikties patvirtinimo procediira: Tarybos direktyva 93/42/EEC, VII Priedas (I klasé, IX priedas,
5 taisykle)

Pirmo CE Zyméjimo data: 2005 m. rugpjucio 10 d.

Pirmojo LOT data: 2010 m. spalio 25 d.

Maskva, 2010 10 25 Dr. Mikhalev O.I.CEO Gamintojas
Data Vardas, Pavardé Pareigos
Heidelberg, 2010 10 25 Gregor Kostunov CE atstovas

Data Vardas, Pavardé Pareigos


mailto:tor.vm.de@googlemail.com
http://www.torvm.ru/
mailto:torvm77@gmail.com

REGIERUNGSPRASIDIUM KARLSRUHE

Sertifikatas eksporto tikslais

Regierungsprasidium Karlsruhe yra kompetentinga institucija, kuri atsakinga uz visuomenés
sveikata, ir patvirtina kad bendrovés

A. Bellotti
Garl-Benz gatvée 13
75217 Birkenfeld
Vokietija

produkcija

* pagal prieda
(ne naudojama pacientams)

néra medicinos prietaisai ir todél yra netaikomos medicinos prietaisy akty taisyklés.
Gamyba, pateikimas i rinka ir eksportas grindziami medicinos prietaisy teisés aktais be jokiy
apribojimy.

Karlsruhe, den 13.02.2007
/paraSas/ /antspaudas/
Andrea Horn



) ZONA

INDUSTRIES

Manufacturers & Suppliers of Surgical, Dental
Manicure And Fishing Instruments

ANNX I
I klasés medicinos priemonés

dentalinés mentelés ir vasko formavimo instrumentai;
dentaliniai zondai ir ieSkikliai;

ortodontiniai pjautuvéliai, replés ir kt. instrumentai;
dentalinés replés ir pincetai,

periodontiniai pjautuveliai, skaleriai ir kiuretés;
burnos veidrodéliai;

implanty skalerio antgaliukai;

koferdamo gumos ziedai, skylamusis, replés, laikikliai ir priedai;
veidrodéliy ir skalpeliy koteliai;

instrumentai danty ertmés paruosimui;

downPak rankovés;

antkaulio ir sinuso pakélimo instrumentai;

amalgamuy pernes¢jai;

IMS kaseciy ir sterilizacijos priedai;

irigaciniai (karpuliniai) Svirkstai;

IMS konteineriai;

adatkociai ir hemostatiniy kempinéliy laikikliai;

IMS vamzdeliai;

instrumentai plombavimo paruoSimui;

burnos plétikliai;

plombavimo uzzbaigimo instrumentai;

zirklés;

retraktoriai, elevatoriai, danty rovimo replés;

replés vielai , chirurginés znyplés;

kartin¢liy nuémé;jai;

ivairios znyplés;

plombavimo medziagy ir kompozity uzdéjimo instrumentai

EXPORT REGISTRATION NO : W - 104626 Certified ISO 9001:2008

SALES TAX NO. 09-05-9018-762-28 1SO 13485:2003
N.T.N : 1320485-8 CEMarked._ _ Raca
- s © zona@zona.com.pk
©Pul Aik, Aminabad Road, © 0092 - 52 - 3522403 © zona@brain.net.pk BANKERS: Habib Bank Ltd.

Sialkot - 51310- Pakistan. ® 0092 - 52 - 3522406 @ ww.zona.com.pk Habib Metropolitan Bank Ltd.



ZZONA

1 =

Manufacturers & Suppliers of Surgical, Dental,
Manicure And Fishing Instruments

Rugséjo 12d., 2018 metai
EC PATVIRTINIMO DEKLARACIJA

Mes,
ZONA INDUSTRIES (PUL AIK AIMANABAD ROAD SIALKOT-PAKISTAN)
Patvirtiname, kad esame susij¢ su Klasés-1 gamintoju prietaisais, ir miisy tiekiami prietaisai
yra Sie:

e Chirurginiai instrumentai

* Odontologiniai instrumentai

Atitinka pagrindinius Direktyvos reikalavimus Nr. 93/42/EEC, atnaujinta 2007/47/EC. Mes
paruo$iame ir tvarkome techninius dokumentus kiekvienam prietaisui pagal Annex-VII
direktyva 93/42/EEC reikalavimus. Tas, kuris turi $ia deklaracija, sutinka su toliau
iSvardintais standartais ar kitais normatyviniais dokumentais

ISO 9001 Kokybeés valdymo sistema
ISO 14971 Medicinos prietaisai - rizikos valdymo taikymas medicinos prietaisams
ISO 17664 Medicininiy prietaisy sterilizacija — informacija turi biiti pateikta 18

gamintojo  dél sterilizacijos medicininiams prietaisams

EN 980 Medicininiy prietaisy grafiniai simboliai, naudojami zenklinimuose
cGMP Medicininiai prietaisai; Esamy gamybiniuy prekiy naudojimas
93/42/EEC Tarybos direktyva medicininiams prietaisams

ASTM-F899 Standartinés specifikacijos neriidijancio plieno ruoSiniams, bei
chirurginiy instrumenty vieloms

ISO 7153-1 Chirurginiai Instrumentai — metalinés medziagos — 1 Dalis:
Nertidijancio plieno

Vyriausiasis vykdytojas

EXPORT REGISTRATION NO : W - 104626
SALES TAX NO. 09-05-9018-762-28

_(E Marked.

Certified ISO 9001:2008
ISO 13485:2003

N.TN : 1320485-8 -

© 0092 - 52 - 3522403
© 0092 - 52 - 3522406

©Pul Aik, Aminabad Road,
Sialkot - 51310- Pakistan.

© zona@zona.com.pk
© zona@brain.net.pk
® ww.zona.com.pk

BANKERS: Habib Bank Ltd.
Habib Metropolitan Bank Ltd.



Shanghai ZOGEAR Industries Co.,Ltd CE Technique Document

Declaration of Conformity €

according to the Medical Devices Directive 93/42/EEC

Shanghai ZOGEAR Industries Co.,Ltd
Manufacturer:

Suite 303,Building 4,No. 406 Kang Yi Road, Kang Qiao Town, Pudong New
Address: District,201315,Shanghai ,China

We declare under our sole responsibility that

the Medical

- Product N -
Device roduct Name . Dental Burs

Type/model,
batch/serial  number,
possibly sources and

number of items
(Where applicable)

of class according to annex IX of
directive 93/42/EEC :  Class lla, rule 6

meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied EN 552:1994+A1+A2 ISO 11737-1:2006
harmonised ISO 11137:1995:A1 9 Lfaoed 998
e 139402 1ISO11737-3:2004
i | ,t it EN 556-1:2001+AC:2006 EN ISO 10993-1:2003
nanaal Slancaros EN ISO 14971:2000+A1:2003 EN ISO 10993-4:2002
or other normative I BEAS00E EN ISO 10993-5:1999
documents : EN ISO 10993-7:1995
EN 1041:1998 EN ISO 10993-10:2002/A1:2006
ISO 11607-1:2006 EN ISO 10993-11:1995
1SO 11607-2:2006 EN ISO 7153-1:2000

EN ISO 14644-1:1999
EN ISO 14644-2:2000
93/42/EEC Annex V Article 3

Conformity assessment
procedure

Notified Body (if TUV Rheinland Products Safety G

consulted)
Shanghai
2015-12-03

(place and date)

Title: Declaration of Conformity Page 1
Document No: ZG/CE-001--01 Edition / Modify Case: A /0



Shanghai ZOGEAR Industries Co., I.td CE Techninis
dokumentas

FEEFA

C € Atitikties deklaracija C E

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., [.td.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad Chirurginiai atsiurbéju antgaliukai

Tipas/modelis,
Serijos numeris,
Galimi Saltiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I Kklasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti EN 556-1:2007
standartai, nacionaliniai EN ISO 14971:2007+A1:2007
standartai arba kiti EN 980:2003
normatyviniai dokumentai EN 1041:1998
EN 868-1:1997
EN 14079
93/42/EEC Priedas VII

Atitikties jvertinimo
procediira

Notifikuota institucija
(jeigu buvo konsultuotasi)

2015.12.20
Data /antspaudas/
/paraSas/

Pavadinimas: Atitikties deklaracija Puslapis 1




Dokumento Nr: ZG/CE-001-01 Taisymas:
A/0




Shanghai ZOGEAR Industries Co., Ltd CE Techninis dokumentas

FEEFEA

c € Atitikties deklaracija c E

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., L.td.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Medicinos priemoné Produkto pavadinimas: _Veido apsauginiai skydeliai, servetéliy laikikliai, burnos
apsauga, protezy dézuté, dézuté dezinfekcijai, endo faily laikiklis, spiritiné lempa, artikuliacinis
popierius, deimantiniai diskai, danty Sepetéliai, plastikiniai puodeliai ir kt.

Tipas/modelis,
Serijos numeris,
Galimi Saltiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I Kklasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti EN 556-1:2007
standartai, nacionaliniai EN ISO 14971:2007+A1:2007
standartai arba kiti EN 980:2003
normatyviniai dokumentai EN 1041:1998
EN 868-1:1997
EN 14079
93/42/EEC Priedas VII

Atitikties jvertinimo
procediira

Notifikuota institucija

(jeigu buvo konsultuotasi)

2015.5.3 /antspaudas/
Data /paraSas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01 Taisymas: A/0




Shanghai ZOGEAR Industries Co., Ltd

C€

Atitikties deklaracija

CE Techninis dokumentas

C€

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd._

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Medicinos priemoné Produkto pavadinimas: Deimantiniai diskai

Tipas/modelis,
Serijos numeris,

Galimi $altiniai ir
vnt. skaidius:

DS006/40A;  DS012/40A;  DS020/40A;
DS021/40A; DS022/40A

priklausanti klasei:  remiantis 93/42/EEC direktyvos

IX priedu :

IIa klasé, 6 taisyklé

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija

(jeigu buvo konsultuotasi)

Shanghai
2015.12.03
Vieta ir data

Pavadinimas: Atitikties deklaracija

Dokumento Nr: ZG/CE-001-01

EN 552:1994+A1+A2

1ISO 11137:1995:A1

EN 556-1:2001+AC:2006

EN ISO 14971:2000+A1:2003
EN 980:2003

EN 1041:1998

1ISO 11607-1:2006

1ISO 11607-2:2006

EN ISO 14644-1:1999

EN ISO 14644-2:2000

1ISO 11737-1:2006

1ISO 11732-2:1998

1SO11737-3:2004

EN ISO 10993-1:2003
EN ISO 10993-4:2002
EN ISO 10993-5:1999

EN ISO 10993-7:1995

EN ISO 10993-10:2002/A1:2006
EN ISO 10993-11:1995
EN ISO 7153-1:2000

93/42/EEC V taisyklé Priedas II1

TUYV Rheinland Products Safety GmbH

/antspaudas/
/paraSas/

Puslapis 1

Taisymas: A/0




Shanghai ZOGEAR Industries Co., [.td CE Techninis dokumentas

FESE=EA

C€

Atitikties deklaracija C E

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., [.td.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Medicinos priemoné Produkto pavadinimas: mikroaplikatoriai, maiSymo antgaliukai

Tipas/modelis,
Serijos numeris,
Galimi Saltiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija

(jeigu buvo konsultuotasi)

2015.5.3
Data

Pavadinimas: Atitikties deklaracija
Dokumento Nr: ZG/CE-001-01

EN 556-1:2007

EN ISO 14971:2007+A1:2007
EN 980:2003

EN 1041:1998

EN 868-1:1997

EN 14079

93/42/EEC Priedas VII

/antspaudas/
/parasas/

Puslapis 1
Taisymas: A/0




Shanghai ZOGEAR Industries Co., L.td CE Techninis

dokumentas

FEEFA

G

Atitikties deklaracija C €

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., [.td.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Pacientu servetélés

Tipas/modelis,
Serijos numeris,
Galimi Saltiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I Kklasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija
(jeigu buvo konsultuotasi)

EN 556-1:2007

EN ISO 14971:2007+A1:2007
EN 980:2003

EN 1041:1998

EN 868-1:1997

EN 14079

93/42/EEC Priedas VII

2015.1.23 /antspaudas/
Data /parasas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01

Taisymas: A/0




Shanghai

ZOGEAR Industries Co., ILtd

CE Techninis dokumentas

FEEFA

G

Atitikties deklaracija

C€

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., [.td.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Popierinis maiSymo padas

Tipas/modelis,
Serijos numeris,
Galimi $altiniai ir
vnt. skai¢ius:

priklausanti klasei:

remiantis 93/42/EEC direktyvos
IX priedu :

I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija

(jeigu buvo konsultuotasi)

EN 556-1:2007

EN ISO 14971:2007+A1:2007
EN 980:2003

EN 1041:1998

EN 868-1:1997

EN 14079

93/42/EEC Priedas VII

2015.1.23 /antspaudas/
Data /parasas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01

Taisymas: A/0




rrers —— SWEDISH DENTAL SupPLIES AB —

SERVING DENTAL DISTRIBUTORS WORLD WIDE WITH HIGH QUALITY DENTAL PRODUCTS SINCE 1966

ATITIKTIES DEKLARACIJA

Mes, Swedish Dental Supplies AB 5
Sodervdgen 30, SE-232 52 AKARP, Svedija

Prisiimdami atsakomybe pareiskiame, kad miisy medicinos prietaisai, iSvardinti pridétame priede, yra
registruoti su Lakemedelsverket, Svedijos medicinos produkty agentiira (I grupés prietaisai) arba
sertifikuoti su Nemko AS, notifikuota jmone 0470 (II a grupés prietaisai). Prietaisai atitinka taikomus
reikalavimus pagal {statyma 1993:584 ir LVFS 2003:11 nurodymus, susijusius su medicinos prietaisais
ir atitikties reikalavimais. Taip pat atitinka Tarybos direktyvos 93/42/EEB salygas, susijusias su
medicinos prietaisais .

/parasas/
Akarp 2012 m. lapkri¢io 1 d. Annete Sternskog

Vadove
ADRESAS Faks. Telefonas El pastas
Sodervdgen 30 +46-40 46 05 13 +46-40 46 02 01 info@swedent.se

SE-232 52 AKARP/Svedija www.swedent.se


http://www.swedent.se/

swe

Priedas prie atitikties deklaracijos — Swedish Dental Supplies AB
I grupés prietaisai:

Artikuliacinis popierius
Antgaliai seiliy atsiurbéjams
Sakny kanaly adatélés
Sakandzio registras

Pipetés

MaiSymo indeliai, vienkartiniai
Mikro aplikatoriai Micro-Brush
Mini aplikatoriai Brush

Mini Brush laikiklis

vive

......

Skruosty pléstuvas

Lipy laikiklis

Kariinéliy formos

Koferdamo sistema

Koferdamo Ziedai

Koferdamo replés

Koferdamo skylamusis Ainsworth tipo
KryZminis ir tu$€iaviduris raktas varztams
Kodiniai ziedai

Koding juostelé

MaiSymo indeliai, stikliniai

Matricy laikikliai

Kariin¢lés nuémiklis

Servetelés laikiklis su baltomis plastikinémis virvelémis
Serveteles laikiklis Jumbo

Artikuliacinio popieriaus Znyplés

Vatos tampony indas ir dangtis

Vazelino indas

Laikiklis sakandZio registro Saukstui
Sakandzio registro Saukstas

Aliuminis instrumenty padéklas ir dangtis
Déklas i instrumenty padékla
Endodontinis instrumenty padéklas
Nertidijancio plieno instrumenty padeklas
Endo instrumenty stovas

Organinio stiklo gr¢Ztuvo stovas
Greztuvo stovas

Greztuvo déklas

Antgaliy deklas

Medikamentiniai puodeliai

2/2




swe

3/3

Priedas prie atitikties deklaracijos — Swedish Dental Supplies AB (2 psl. tesinys)

I grupés prietaisai

Tampony konteineriai
Gremztuky stovas Strindberg tipo
Endo valiklis

Greztuvo stovas Roto tipo
Instrumentai miSiniy gamybai
Pincetai

Zirklés

IT a grupés prietaisai

Higoforminiai seiliy atsiurbéjai
Lankstis seiliy atsiurb&jai Sweflex
Aspiratoriaus vamzdelis

Kampinis aspiratoriaus vamzdelis
Laikinos polikarbonato kartin¢lés
Varztai, auksuoti arba titano
Pléstuvai

Titano dentino adateles

Ne medicinos prietaisai

Plastikinis danty valiklis
Kaukeés

Okliudatorius

Rentgeno popierius
Apsauginiai akiniai, Kleersite
Rentgeno nuotrauky laikiklis
Iwanson matavimo prietaisas

Akarp 2012 m. lapkri¢io 1 d.

/parasas/
Annete Sternskog
Vadove

— gf“g — SwepisH DentaL SuppLies AB —

\KARP, SWEDEN

=14




CE Sertifikatas
Direktyva 93/42/EEC Priedas V
Produkty kokybés uztikrinimas

Medicininiai prietaisai

Registracijos Nr. DD 60125955 0001
Dokumento Nr. 15049519 006

Gamintojas: Shanghai Dochem
Industries Co., Ltd.
Suite E2014, 2nd Floor
Nr. 3558 Zhenbei Road, Putuo District
200062 Shanghai
Kinija

Produktai: Mediciniai prietaisai
(ziureéti prieda dél itraukty produkty ir komplekty)
Pakeicia patvirtinima, registracijos Nr.: DD 60077952 0001

Galiojimas: 2022-07-16

Notifikuota istaiga patvirtina, jog iSvardinti produktai atitinka Direktyvos 93/42/EEC Priedo V keliamus
reikalavimus. AukS$¢iau minétas gamintojas yra nustatgs ir taiko kokybés uztikrinimo sistema, kuri
periodiskai turi biiti perzifirima, pagal prie§ tai minétos direktyvos, V Priedo, 4 skyriy. IIb ir III klasés
prietaisy, kuriuos apima Sis sertifikatas, pardavimui reikalingas CE tipo - patikros sertifikatas pagal III
Priedo reikalavimus.

ISleidimo data: 2018-01-04 Notifikuota jstaiga
/paraSas//logotipas/
Data: 2018-01-04 X. Ren



e '

TUV Rheinland LGA Products GmbH - TiIIystr;Ee?{90431 Niirnberg

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

Doc. 1/1, Rev. 0
TUYV Rheinland

LGA Products GmbH
Tillystrasse 2, 90431 Nurnberg

Priedas prie sertifikato

registracijos Nr.: DD 60125955 0001
Dokumento Nr.: 15049519 006
Gamintojas: Shanghai Dochem

Industries Co., Ltd.

Suite E2014, 2nd Floor

Nr. 3558 Zhenbei Road, Putuo District
200062 Shanghai

Kinija

Produktai:

vienkartiniai Svirkstai, sterilios vienkartinés danty adatos, steriliis absorbentiniai popieriaus
kaisc¢iai, Gutta Percha kaiSciai, sintetiniy dervy danty serija, danty cementy serija, vienkartiniai
danty siurbimo antgaliai, vienkartiniai danty Svirksty antgaliai, vienkartinés danty iSmetimo
priemonés, vienkartiniai danty profilio puodeliai, vienkartiniai danty profilio Sepetéliai,
vienkartiniai profilio kampai, chirurginiai operaciniai rinkiniai.

Gamybos aspektai, susij¢ su saugumu ir steriliy salygy palaikymu:

chirurginiai chalatai, veido kaukés, neaustinés kepurélés, danty medvilnés ritinéliai, marlés
ritinéliai, medvilnés kempinelés, medvilnés antgalio aplikatoriai, vienkartiniai burnos ertmés
rinkiniai ir priedai

Itraukta:
Suite 2701-04, Nr. 7, Fuli Building, Lane 1306, jiang Ning Road, 200060 Shanghai, Kinija.



Notifikuota istaiga
/parasas//logotipas/
Data: 2018-01-04 X. Ren



1252 GROVEROKD

CE Marking Declaration

Being Representative Organization, We hereby certify that

M/S ZONA INDUSTRIES

Located at
Timber Market , Pasrur Rd, Sialkot-Pakistan

The manufacturer of Class I Medical Devices, have fulfilled all the
Jformalities of declaration as per council directive 93/42/EEC with Medical
Devices Agency (MDA) ~UK, regarding the CE Marking vide MDA letter
No. CA 007044 dated: 07™ September, 2001, and is valid till notified
otherwise by MDA.

QMo
Bilal Majid . PK/CE/01/10/10
CEO

October 10,2001

Marking

Representative Organization For Health & Safety In Accordance With British,Europe & International Standards
0044 0208 5093306 FAX: 6044 0208 5093306 UK




CE — SERTIFIKATAS

Produkto kokybés uztikrinimo sistema
(Medicinos prietaisy direktyvos 93/42/EEC reglamento priedas V)
Nr. G2 14 09 52227 014

Gamintojas: Shanghai Carelife International
Trading Co., Ltd.
1707 Yingiao Blidg., 58 Jinxin Rd.
201206 Shanghai
KINIJOS LIAUDIES RESPUBLIKA

CE- Atstovas: Shanghai Carelife International

Holding Corp. GmbH (Europa)
EiffestraBe 80

20537 Hamburgas

VOKIETIJA
Produkty Vienkartiniai Svirkstai, Vienkartiniai infuzijos rinkiniai,
kategorija(os): Transfuzinés kraujo sistemos,

Veniniy skalpeliy rinkiniai, Kraujo vienkartiniai lancetai,
Intraveniniai kateteriai,

Vienkartiniai chirurginiai diskai,

Steriltis skalpeliai su plastikinémis rankenomis,
lateksinés chirurginés pirstinés, Nelaton kateteriai
(lateksiniai), Foley Kateteriai (lateksiniai) ir trachéjos
vamzdeliai, Adatos kanalams plauti;

Vienkartinés dentalinés adatos.

Sertifikavimo jmoné TUV SUD Product Service GmbH patvirtina, kad minétas gamintojas turi
igyvendings kokybés uztikrinimo sistema gamykloje ir galutinis atitinkamy produkty
patikrinimas/produkty kategorijos atitinka direktyvos 93/42/EEC Medicinos priemonés V prieda, 3
skyriy. Kokybés uztikrinimo sistema patvirtinta direktyvos nuostatomis ir yra periodiSkai tikrinama.
Pardavinéjant IIb ir III klasés produkcija reikalingas papildomas priedas Nr 3 — sertifikatas privalomas.
Pastabas zituréti kitame lape.

Ataskaitos Nr.: SH14289EXTO01

Glioja nuo: 2014-11-19
Galioja iki: 2019-11-18
/paraSas/
/antspaudas/
Data: 2014-10-28 Hans-Heiner Junker

TUV SUD Product Service GmbH yra sertifikavimo jmoné pagal Tarybos direktyva 93/42/EEC dél medicinos preitaisy su
identifikavimo nr. 0123.

Lapas 1182



CE — SERTIFIKATAS

Produkto kokybés uztikrinimo sistema

(Medicinos prietaisy direktyvos 93/42/EEC reglamento priedas V)
Nr. G2 14 09 52227 014

Gamykla Shanghai Carelife Internetional Traiding Co., Ltd.
1707 Yinqiao Blidg., 58 Jinxin Rd. 201206 Shanghai
KINIJOS LIAUDIES RESPUBLIKA

Lapas 2 1§ 2



Shanghai ZOGEAR Industries Co.,Ltd CE Technique Document

FTEHIA

Declaration of Conformity

according to the Medical Devices Directive 93/42/EEC

Shanghai ZOGEAR Industries Co.,Ltd
Manufacturer:

Suite 303, Building 4, N0.406 KangYi Road,
Address: 201315,Shanghai,China

We declare under our sole responsibility that

the _ Medical Product Name : M!c_ro Ap_pllcator
Device Mixing Tip

Type/model,
batch/serial number,
possibly sources and

number of items
(Where applicable)

of class according to annex IX of
directive 93/42/EEC . Class I, rule |

meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied EN 556-1:2007
harmonised EN ISO 14971:2007+A1:2007
standards, EN 980:2003

national standards
or other normative
documents

EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Annex VI

Conformity assessment
procedure

Notified Body (if
consulted)

2014.8.28

(place and date)

Title: Declaration of Conformity Page 1
Document No: ZG/CE-001--01 Edition / Modify Case: A /0




Shanghai ZOGEAR Industries Co., Ltd

CE Techninis dokumentas

TFEHEY

G

Atitikties deklaracija

C€

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,

201315, Shanghai, Kinija

Patvirtiname, kad

Pacientu servetélés

Tipas/modelis,
Serijos numeris,
Galimi $altiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos

IX priedu :

I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija
(ieigu buvo konsultuotasi)

2015.1.23
Data

EN 556-1:2007

EN 1SO 14971:2007+A1:2007
EN 980:2003

EN 1041:1998

EN 868-1:1997

EN 14079

93/42/EEC Priedas VII

/antspaudas/
[parasas/

Pavadinimas: Atitikties deklaracija

Puslapis 1




Shanghai ZOGEAR Industries Co.,Ltd CE Technique Document

FEHIEA

C Declaration of Conformity

according to the Medical Devices Directive 93/42/EEC

Shanghai ZOGEAR Industries Co.,Ltd
Manufacturer:

Suite 303, Building 4, No.406 KangYi Road,
Address: 201315,Shanghai,China

We declare under our sole responsibility that

the Medical

. Product Name : Dental bibs
Device

Type/model,
batch/serial number,
possibly sources and

number of items
(Where applicable)

of class according to annex IX of
directive 93/42/EEC :  Class |, rule |

meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied EN 556-1:2007
harmonised EN ISO 14971:2007+A1:2007
standards, EN 980:2003

national standards
or other normative
documents

EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Annex VI

Conformity assessment
procedure

Notified Body (if
consulted)

2015.1.23

(place and date)

Title: Declaration of Conformity Page 1
Document No: ZG/CE-001--01 Edition / Modify Case: A /0




Shanghai  ZOGEAR _Industries Co., Ltd

CE Techninis dokumentas

FEHEHFEY

C€ Atitikties deklaracija €3

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad Popierinis maiSymo padas

Tipas/modelis,
Serijos numeris,
Galimi $altiniai ir
vnt. skaicius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti EN 556-1:2007
standartai, nacionaliniai EN ISO 14971:2007+A1:2007
standartai arba kiti EN 980:2003
normatyviniai dokumentai EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Priedas VI
Atitikties jvertinimo
procedura

Notifikuota institucija
(jeiqu buvo konsultuotasi)

2015.1.23 /antspaudas/
Data Iparasas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01 Taisymas: A/0




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

Medical Devices

Registration No.: DD 60125955 0001
Report No.: 15049519 006

|
. Manufacturer: Shanghai Dochem

Industries Co., Ltd.

Suite E2014, 2nd Floor

No. 3558 Zhenbei Road, Putuo District
200062 Shanghai

China

Products: Medical Devices
(see attachment for products and site included)

Replaces Approval, Registration No.: DD 60077952 0001

Expiry Date: 2022-07-16

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 manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2018-01-04

Date: 2018-01-04

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




TUV Rheinland i

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: DD 60125955 0001
Report No.: 15049519 006
Manufacturer: Shanghai Dochem
Industries Co., Ltd.
Suite E2014, 2nd Floor
No. 3558 Zhenbei Road, Putuo District
200062 Shanghai
China
Products:

Disposable Syringes, Sterile Dental Needles for Single Use,
Sterile Absorbent Paper Points, Gutta Percha Points,
Synthetic Resin Teeth Series, Dental Cements Series, Dental
Burs, Disposable Dental Suction Tips, Disposable Dental
Syringe Tips, Disposable Dental Saliva Ejectors, Disposable
Dental Prophy Cups, Disposable Dental Prophy Brushes,
Disposable Dental Prophy Angles, Surgical Operational Kits;

Aspects of manufacture concerned with securing and
maintaining sterile condition:

Surgical Gowns, Face Masks, Non-woven Caps, Dental Cotton
Rolls, Gauze Sponges, Cotton Tip Applicators, Non-woven
Sponges, Disposable Oral Cavity Kits and Implements

Site included:

Suite 2701-04, No. 7, Fuli Building, Lane 1306, Jiang Ning
Road, 200060 Shanghai, China

Date: 2018-01-04

TOVRHeinland

1/1, Rev. 0




TUVRheinland

EC Sertifikatas

Direktyva 93/42/EEC Annex V
Produkcijos kokybés garantija
Medicinos prietaisai

Registracijos Nr: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Produktai: Medicinos prietaisai (zitrékite produkty prieda)
Galiojimo data: 2022-01-17

Notifikuojanti imoné pareiskia, kad reikalavimai Annex V Direktyvo 93/42/EEC atitiko
iSvardintiems produktams. VirSuje parasytas gamintojas nustaté ir taiko kokybés garantijos sistema,

v —

IT b klasés ir IIT klasés prietaisams taikomas $is sertifikatas , EC tipo - tyrimo sertifikatas pagal
Annex III yra reikalaujamas.

Isigaliojimo data: 2017-03-30

Data: 2017-03-30

Notifikuojanti jmoné

/ParaSas/
X.Ren

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Nurnberg

TUV Rheinland LGA Products GmbH yra notifikuojanti imoné pagal Direktyva 93/42/EEC d¢l
medicinos prietaisy su identifikacijos nr: 0197.



lapas 1/2
TUV Rheinland

LGA Products GmbH
Tillystrase 2, 90431 Nurnberg

Priedas prie sertifikato

Registracijos nr: DD 6011759 0001
Protokolo nr: 15049157 006
Gamintojas:

Shanghai Zogear Industries
Co., Ltd.

Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai

Kinijja

Produktai:

vienkartiniai §virkstai;
sterilios dentalinés adatos vienkartiniam naudojimui;
Sakny kanaly failai;

v v
v v

vwe

sintetiniy polimeriniy danty serija;

danty cementai;

deimantiniai graztai;

vienkartiniai danty siurbimo antgaliai;

vienkartiniai danty $virksty antgaliai;

vienkartiniai seiliy atsiurb¢jai;

vienkartinés danty profilaktinés pastos;

vienkartiniai danty profilaktiniai Sepetéliai;
vienkartiniai danty profilaktiniai kampai;

greiti turbininiai antgaliai vienkartiniam naudojimui.

: @
TUVRheinland

Notifikuojanti imoné:

Data: 2017-03-30

/paraSas/ /antspaudas/

X.Ren



lapas 2/2

TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Nurnberg

Priedas prie sertifikato
registracijos Nr.: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Gamybos aspektai, kurie susij¢ su steriliy salyguy apsauga ir i$laikymu:

steriliis danty medvilniniai ritinéliai;
sterilios kempinélés;

steriltis medvilniniai aplikaciniai antgaliai;
steriliis neaustinés medziagos ritinéliai,
sterilis neaustinés medZziagos padeliai;
sterildis chirurginiai rankSluosciai;

steriliis trikampiai tvarsciai;

sterilis medvilniniai rutuliukai;

sterilis neaustinés medZiagos tvarsciai,
sterili sugerianti medvilniné vata;

sterili zig-zag sugerianti medvilné vata ;
alkoholio tamponai;

danty instumenty reikmenys;

vienkartiniai chirurginiai chalatai;
vienkartinés kaukés;

vienkartinés neaustinés medziagos kepurélés.

Data: 2017-03-30 Notifikuojanti imoné:
/paraSas/antspaudas/
X Ren

i @
TUVRheinland



CASPURY UK

Sveikatos Rokybés ir saugumo Zyméjimas

125a Grove kelias, Londonas T.17 98U UK,

CE
SERTIFIKATAS

Atstovaudami savo kompanija, mes teigiame, jog

M/S ZONA INDUSTRIES

ISIKURUSI Timber Market, Pasrut Rd, Sialkot-Pakistanas

Yra I klasés medicines priemoniy gamintojai, kurie atitinka visus 93/42/EEC
direktyvos (MDA) reikalavimus susijusius su CE Zenklinimu Nr. CA 0077044,
2001m. rugséjo 7d ir galioja kol kitaip nenustaté MDA.

Bilal Majid PK/CE/01/10/10

CREO
001 m, spalio 10d.



EIFUSHIMA Pierrot. FUSSY

oral 8 personal care

TO: SKIRGESA LTD

Eglé Biliuviené

Manager dental division
Dental department

Skirgesa Ltd.

Mobile: +370 687 12888
Skype: skgegle

E-mail: infostom@skirgesa.lt
www.skirgesa.lt

Imonés pavadinimas ir adresas:

FUSHIMA, S.L.

POLIGONO INDUSTRIAL DE GUARNIZO, N° 1, 39611, GUARNIZO (CANTABRIA), SPAIN.

patvirtina, kad ju produkcijai Pierrot nereikia CE deklaracijos platinimui Salyse, kurios yra Europos
sajungoje.
GUARNIZO, 2017-05-03

/paraSas/
/antspaudas/

Kokybés departamentas
Fushima, S.L



CE Sertifikatas, Kokybés vadybos sistema: KR03/58773

vadybos sistema

META BIOMED CO., LTD.

(pagrindinis biuras ir Osong fabrikas) 270, Osongsaengmyeong 1-ro,
Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbul-do, Kor¢ja

nustatyta, kad atitinka

DIREKTYVOS 93/42/EEC

reikalavimus medicinos priemonéms, Priedas II (iSskyrus 4 skyriy)
sekantiems produktams

Registracijos sritis nurodyta antrame $io sertifikato puslapyje.

Sis sertifikatas galioja nuo 2015 m. spalio 15 d. iki 2020 m. vasario 6 d.
ir lieka audito prieziiiroje.

Sertifikavimo perZzitiré¢jimo auditas bus atliktas iki 2018 m. vasario 6 d.
40 leidimas. Sertifikuojamas nuo 2003 m. balandzio 3 d.

Sertifikatas yra pagristas praneSimais Nr. WW/PCI 208838

Igaliota

/parasas/

SGS Jungtiné Karalysté Ltd, Notifikuojanti jstaiga 0120
SGS Jungtiné Karalysté Ltd Sistemy ir paslaugy sertifikavimas

202B Worle Parkway, Weston-super-Mare, BS22 6WA JK

Tel. +44 (0) 1934 522917 faks. +44 (0) 1934 522137 www.sgs.com

SGS CE 02 0315 M2

Puslapis 1 i§ 2


http://www.sgs.com/

CE Sertifikatas, Kokybés vadybos sistema: KR03/58773, tesinys

META BIOMED CO., LTD.
DIREKTYVOS 93/42/EEC

reikalavimus medicinos priemonéms, Priedas II (iSskyrus 4 skyriy)

40 leidimas

Detali sritis

v v

ovv e

Gutta Percha pincetas;

Kalcio hidroksido laikinas kanaly cementas (Metapasta);

Hidraulinis stiprinantis laikinas kanaly cementas (MD-Temp);
Medziaga kanaly uzpildymui ir gydymui (ADSEAL);

Cinko oksido medziaga kanaly uzpildymui ir gydymui (ZOBSEAL);
Sakny kanaly valymo ir démiy nuémimo tirpalas (MD-Cleanser, MD-ChelCream);
Pasildyta Gutta Percha obturacijos sistema (E&Q Plus, E&Q Wireless,
E&Q Master) iskaitant pistoleta, pieStuka, adata pistoletui ir pieStuko
antgali;

Laikinas danty cementas (NETC);

Sakny kanaly ilgio matavimo priemoné (SmarPex);

Esdinamoji medziaga (Meta Etchant);

Danty cementas (Metacem);

P&Bond riSamoji medziaga (Meta P&Bond);

Kompozitas dantims (nexcomp, Nexcomp Flow);

Kauly ertmés uzpildytojai, gaunami 18 jiiry koraly medziagos (BoneMedik,
BoneMedik-S);

MEPFIL SP Poliglikolio riigsties besirezorbuojantis chirurginis siilas;
Sintetinis kauly ertmiy uzpildytojas (BoneMedik-DM);

Laineris danty ertmiy gydymui Sviesa (Biner LC);

MEPFIL SP Poliglikolio riigsties besirezorbuojantis chirurginis siiilas;
Sintetinis kauly ertmiy uzpildytojas (BoneMedik-DM);

Laineris danty ertmiy gydymui Sviesa (Biner LC);

Pagal §i sertifikata, III klasés priemoniy pardavimui, Priedas II (skirsnis 4) yra privalomas.

Puslapis 2 i§ 2
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or I}
No. G2 14 09 52227 014
Manufacturer: Shanghai Carelife International

Trading Co., Ltd.

1707 Yingiao Bldg., 58 Jinxin Rd.

201206 Shanghai

PEOPLE'S REPUBLIC OF CHINA
EC-Representative: = Shanghai International Holding

Corp. GmbH (Europe)

Eiffestralle 80

20537 Hamburg

GERMANY
Product Disposable Syringe, Disposable Infusion Sets,
Category(ies): Disposable Blood Transfusion Sets,

Scalp Vein Sets, Blood Lancets for Single Use,
Disposable Surgical Blades,

Sterile Scalpels with Plastic Handle,

Sterile Dental Injection Needle for Single Use,
Sterile Insulin Needles for Single Use

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This guality
assurance system conforms to the requirements of this Direclive and is subject to periodical
surveillance. For marketing of class llb and lll devices an additional Annex Il certificate is
mandatory. See also notes overleaf.

Report No.: SH14289EXT01
Valid from: 2014-11-19
Valid until: 2019-11-18

H-4

Date, 2014-10-28
Hans-Heiner Junker

TOV SUD Product Service GmbH is Motified Body with identification no. 0123
Page 10of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany v
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ZERTIFIKAT © CERTIFICATE ¢

Product Service
EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, IIb or Ill)
No. G2 14 09 52227 014
Facility(ies): Shanghai Carelife International Trading Co., Ltd.
1707 Yingiao Bldg., 58 Jinxin Rd., 201206
Shanghai, PEOPLE'S REPUBLIC OF CHINA
Page 2 of 2
. . &
T0V SUD Product Service GmbH . Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany v



UDEM
& ® -

CERTIFICATE

ATTESTATION

CERTIFICATE FOR MEDICAL DEVICE SAFETY

Technical file of the company mentioned below has been inspected and audit has been

completed successfully.

MDD 93/42/EEC Medical Device Regulations Annex VIl has been taken as referances

Company Name

Company Address

Related Directives and Annex

Product Name

Certificate Number

Initial Assessment Date
Registration Date
Reissue Date/No
Expiry Date

You can check curency of this certificate on www.udemltd.com.ir . This certificate remains the property of UDEM
International Certification Auditing Training Centre Industry and Trade Co. Ltd. fo whom it must be
refurned upon request. The above named firm must keep a copy of this certificate for 15 years from the
registration of certificate. The above named firm must notify all changes related with the approved type
to UDEM. If UDEM will not renew expiry date of this certificate in question.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76

:21.02.2021

for these processes.

- Ceda Press doo

: Patrijarha Joanikija 20e, 11090 Belgrade, SERBIA

: MDD 93/42/EEC Medical Device Directive/Annex VI

Class | Non-Sterile

: Class | (Non-Sterile, Non-Measuring)

- Protective Napkins A/500, 33x45cm
- Dental Protective Bibs
- Protective Covers

1 M.2016.106.6207

1 19.02.2016 UDEM Internationa
:22.02.2016

Auditing Training Centre Industry
and Trade Co. Ltd.

E-mail: info@udemltd.com.tr  www.udemltd.com.tr




SERTIFIKATAS

ATESTACIJA

MEDICINOS PRIEMONIU SAUGOS SERTIFIKATAS

Nurodytos imonés techniné byla buvo patikrinta ir buvo sékmingai uzbaigtas auditas.
I Siuos procesus buvo taikoma MDD 93/42/EEC Medicinos Prietaisy Reglamento VII Priedo

Imonés pavadinimas

Imonés adresas

Susijusias direktyvos ir priedai

Produkty pavadinimai

Sertifikato numeris

nuoroda.

- Ceda Press doo

: Patrijarha Joanikija 20e, 11090 Belgradas, SERBIJA

: MDD 93/42/EEC Medicinos Prietaisy Direktyva/ Priedas VII
Klasé I nesterilus

: Klasé¢ I (nesteriliis)
— Apsauginés servetelés A/50, 33x45cm
— Odontologinés apsauginés servetelés
— Apsauginiai apklotai/apdangalai

: M.2016.106.6207

Pradinio jvertinimo data :19.02.2016
Registracijos data :22.02.2016
Pakartotinio data P -
Galiojimo data :21.02.2021
/paraSas/
UDEM International Certification
Auditing Training Centre Industry
and Trade Co. Ltd.
s a
Kot
ri
Adresas: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No: 10 /LA
Cankaya — Ankara — TURKIJA
Tel: +90 0312 443 03 90 Fax: +90 0312 443 03 76 UDEM
E-mail: info@udemltd.com.tr www.udemltd.com.tr \_ J



mailto:info@udemltd.com.tr
http://www.udemltd.com.tr/
mailto:info@udemltd.com.tr

Shanghai ZOGEAR Industries Co.,Ltd CE Technique Document

FEHIEA

C Declaration of Conformity

according to the Medical Devices Directive 93/42/EEC

Shanghai ZOGEAR Industries Co.,Ltd
Manufacturer:

Suite 303, Building 4, No.406 KangYi Road,
Address: 201315,Shanghai,China

We declare under our sole responsibility that

the Medical

Device Product Name . Surgical Aspirator Tips

Type/model,
batch/serial number,
possibly sources and

number of items
(Where applicable)

of class according to annex IX of
directive 93/42/EEC :  Class |, rule |

meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied EN 556-1:2007
harmonised EN ISO 14971:2007+A1:2007
standards, EN 980:2003

national standards
or other normative
documents

EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Annex VI

Conformity assessment
procedure

Notified Body (if
consulted)

2015.12.20

(place and date)

Title: Declaration of Conformity Page 1
Document No: ZG/CE-001--01 Edition / Modify Case: A /0




Shanghai ZOGEAR Industries Co., Ltd CE Techninis dokumentas

TFEHAY

C € Atitikties deklaracija C€

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad

Medicinos priemoné Produkto pavadinimas: Veido apsauginiai skydeliai, servetéliy laikikliai, burnos
apsauga, protezu dézuté, dézuté dezinfekcijai, endo failu laikiklis, spiritiné lempa, artikuliacinis
popierius, deimantiniai diskai, danty Sepetéliai, plastikiniai puodeliai ir kt.

Tipas/modelis,
Serijos numeris,
Galimi saltiniai ir
vnt. skai¢ius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti EN 556-1:2007
standartai, nacionaliniai EN ISO 14971:2007+A1:2007
standartai arba kiti EN 980:2003
normatyviniai dokumentai EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Priedas VII
Atitikties jvertinimo
procediira

Notifikuota institucija
(jeigu buvo konsultuotasi)

2015.5.3 /antspaudas/
Data Iparasas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01 Taisymas: A/0




Shanghai ZOGEAR Industries Co.,Ltd CE Technique Document

FEHIEA

C Declaration of Conformity

according to the Medical Devices Directive 93/42/EEC

Shanghai ZOGEAR Industries Co.,Ltd
Manufacturer:

Suite 303, Building 4, No.406 KangYi Road,
Address: 201315,Shanghai,China

We declare under our sole responsibility that

Face Shield, Clips for bib, Rubber
Mouth Support, Denture box,
Germicide Tray, Endo File Holder,

the . Medical Product Name . Impression Tray, Alcohol Lamp,
Device , . .
Articulating Paper, X-ray Film
Washer Clip, Diamond Discs, Teeth
Brush, Plastic cups, Inner Oral Tips
Type/model,
batch/serial number,
possibly sources and
number of items
(Where applicable)
of class according to annex IX of

directive 93/42/EEC :  Class |, rule|
meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied EN 556-1:2007
harmonised EN ISO 14971:2007+A1:2007
standards, EN 980:2003

national standards
or other normative
documents

EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Annex VI

Conformity assessment
procedure

Notified Body (if

consulted)
2015.5.3 AL
(place and date) (name an&Signatur e
Title: Declaration of Conformity Page 1

Document No: ZG/CE-001--01 Edition / Modify Case: A /0



Shanghai ZOGEAR Industries Co., Ltd CE Techninis dokumentas

C€

Atitikties deklaracija C €

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,

201315, Shanghai, Kinija

Patvirtiname, kad

Medicinos priemoné Produkto pavadinimas: Deimantiniai diskai

Tipas/modelis, DS006/40A: DS012/40A:  DS020/40A:
Serijos numeris, DS021/40A; DS022/40A

Galimi Saltiniai ir

vnt. skaidius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos

IX priedu :

I1a klasé, 6 taisyklé

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti
standartai, nacionaliniai
standartai arba kiti
normatyviniai dokumentai

Atitikties jvertinimo
procediira

Notifikuota institucija
(jeiqu buvo konsultuotasi)

Shanghai
2015.12.03
Vieta ir data

Pavadinimas: Atitikties deklaracija

Dokumento Nr: ZG/CE-001-01

EN 552:1994+A1+A2 IS0 11737-1:2006
ISO 11137:1995:A1 10117303 2004
EN 556-1:2001+AC:2006 EN ISO 10993-1:2003

EN ISO 14971:2000+A1:2003 EN ISO 10993-4:2002
EN ISO 10993-5:1999

EN 9802003 EN ISO 10993-7:1995

EN 1041:1998 EN ISO 10993-10:2002/A1:2006
ISO 11607-1:2006 EN ISO 10993-11:1995

1SO 11607-2:2006 EN ISO 7153-1:2000

EN ISO 14644-1:1999
EN ISO 14644-2:2000

93/42/EEC V taisyklé Priedas 111

TUV Rheinland Products Safety GmbH

/antspaudas/
IparaSas/

Puslapis 1

Taisymas: A/0




Shanghai ZOGEAR Industries Co.,Ltd

CE Technique Document

according to the Medical Devices Directive 93/42/EEC

Manufacturer:

Address:

We declare under our sole responsibility that

the Medical
Device

of class

meets all the provisions of the directive 93/42/EEC (or 90/358/EEC) which apply to it.

Applied
harmonised
standards,
national standards
or other normative
documents

Conformity assessment
procedure

Declaration of Conformity

Shanghai ZOGEAR Industries Co.,Ltd

Suite 303,Building 4,No. 406 Kang Yi Road, Kang Qiao Town, Pudong New
District,201315,Shanghai ,China

Product Name

Diamond discs

Type/model,
batch/serial number,
possibly sources and

number of items
(Where applicable)

DS006/40A; DSO012/40A; DS020/40A;
DS021/40A; DS022/40A

according to annex IX of
directive 93/42/EEC

Class lla, rule 6

EN 552:1994+A1+A2
ISO 11137:1995:A1
EN 556-1:2001+AC:2006

EN ISO 14971:2000+A1:2003

EN 980:2003

EN 1041:1998

ISO 11607-1:2006
ISO 11607-2:2006

EN ISO 14644-1:1999
EN ISO 14644-2:2000

ISO 11737-1:2006

ISO 11732-2:1998
1ISO11737-3:2004

EN ISO 10993-1:2003

EN ISO 10993-4:2002

EN ISO 10993-5:1999

EN ISO 10993-7:1995

EN ISO 10993-10:2002/A1:2006
EN ISO 10993-11:1995

EN ISO 7153-1:2000

93/42/EEC Annex V Article 3

Notified Body (if
consulted)

TUV Rheinland Products Safety G

Shanghai

2015-12-03

(place and date)

Title: Declaration of Conformity
Document No: ZG/CE-001--01

Page 1
Edition / Modify Case: A /0



Bellotti GmbH & Co. KG - Carl-Benz-Strale 13 -

D-75217 Birkenfeld

|
|

|

(1]

I

BELLOTTI

seit - since 1929

rotierende Polierwerkzeuge

rotating polishing instruments
technical brushes / Dental / Schmuck

Tel. ++49-(0)7231- 948890 O El

Fax. ++49-(0)7231- 948892 "'m

e-mail: inffo@bellotti.de
http://www.bellotti.de

DECLARATION OF CONFORMITY

Herewith the company

Bellotti GmbH & Co. KG
Carl'Benz-Str. 13
7 5217 Birkenfeld/ Germany

certifies that all products below are no medical devices (no use one patient) and so are not

subject to the regulations of the Medical Device Act.

51-2055 Polishing brushes wood hub Standard two rows
51-3055 Polishing brushes wood hub Standard three rows
55-3070 Polishing brushes wood hub Standard three rows
55-3080 Polishing brushes wood hub Standard three rows
55-3080G Polishing brushes wood hub Standard three rows
55-4060 Polishing brushes wood hub Standard four rows
55-4070 Polishing brushes wood hub Standard four rows
55-4080 Polishing brushes wood hub Standard four rows
55-4080G Polishing brushes wood hub Standard four rows
55-5068 Polishing brushes wood hub Standard five rows
55-5080 Polishing brushes wood hub Standard five rows
55-6070 Polishing brushes wood hub Standard six rows
55-6080 Polishing brushes wood hub Standard six rows
60-1042 Polishing brushes wood hub Super one row
61-1050 Polishing brushes wood hub Super one row
61-1055 Polishing brushes wood hub Super one row
64-1057 Polishing brushes wood hub Super one row
64-1070 Polishing brushes wood hub Super one row
60-1042 Polishing brushes wood hub Super two rows
61-1050 Polishing brushes wood hub Super two rows
61-1055 Polishing brushes wood hub Super two rows
64-1057 Polishing brushes wood hub Super two rows
64-1070 Polishing brushes wood hub Super two rows
61-3050 Polishing brushes wood hub Super three rows
61-3055 Polishing brushes wood hub Super three rows
62-3055 Polishing brushes wood hub Super three rows
62-3060 Polishing brushes wood hub Super three rows
64-3057 Polishing brushes wood hub Super three rows
64-3070 Polishing brushes wood hub Super three rows

(c VDDI

““. Dental Solutions.

Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838

Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498

Geschiftsfithrer Heike Hohler, Frank Hohler

German Manufacturers.




Bellotti GmbH & Co. KG - Carl-Benz-StraRe 13 - D-75217 Birkenfeld

BELLOTTI

seit - since 1929

rotierende Polierwerkzeuge

rotating polishing instruments
technical brushes / Dental / Schmuck

Tel. ++49-(0)7231- 948890 =
Fax. ++49-(0)7231- 948892 I
e-mail: info@bellotti.de &=
http://www.bellotti.de

65-3060 Polishing brushes wood hub Super three rows
65-3070 Polishing brushes wood hub Super three rows
65-3080 Polishing brushes wood hub Super three rows
65-3080G Polishing brushes wood hub Super three rows
68-3090 Polishing brushes wood hub Super three rows
69-3100 Polishing brushes wood hub Super three rows
61-4058 Polishing brushes wood hub Super four rows
65-4060 Polishing brushes wood hub Super four rows
65-4070 Polishing brushes wood hub Super four rows
65-4080 Polishing brushes wood hub Super four rows
65-4080G Polishing brushes wood hub Super four rows
68-4090 Polishing brushes wood hub Super four rows
69-4090 Polishing brushes wood hub Super four rows
69-4100 Polishing brushes wood hub Super four rows
69-4100G Polishing brushes wood hub Super four rows
65-5068 Polishing brushes wood hub Super five rows
65-5080 Polishing brushes wood hub Super five rows
65-5080G Polishing brushes wood hub Super five rows
69-5100 Polishing brushes wood hub Super five rows
65-6070 Polishing brushes wood hub Super six rows
69-6100 Polishing brushes wood hub Super six rows
69-6100G Polishing brushes wood hub Super six rows
81-1050 Polishinq brushes plastic hub Standard one row
81-1055 Polishing brushes plastic hub Standard one row
91-2050 Polishing brushes plastic hub Standard two rows
91-2055 Polishing brushes plastic hub Standard two rows
91-2055N Polishinq brushes plastic hub Standard two rows
91-2055V Polishinq brushes plastic hub Standard two rows
95-2060 Polishing brushes plastic hub Standard two rows
95-2070 Polishing brushes plastic hub Standard two rows
81-3055 Polishinq brushes plastic hub Standard three rows
85-3080 Polishing brushes plastic hub Standard three rows
85-4080 Polishing brushes plastic hub Standard four rows
85-4080G Polishing brushes plastic hub Standard four rows
91-1044 Polishinq brushes plastic hub Super one row
91-1044P Polishinq brushes plastic hub Super one row braun
91-1044Z Polishing brushes plastic hub Super one row weil3
91-1050 Polishinq brushes plastic hub Super one row
91-1055 Polishinq brushes plastic hub Super one row
98-1070 Polishing brushes plastic hub Super one row

2,

““  Dental Solutions.

Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838

Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498

Geschaftsfithrer Heike Hohler, Frank Hohler

German Manufacturers.




=—  BELLOTTI

seit - since 1929

rotierende Polierwerkzeuge

rrrrrrr rotating polishing instruments
technical brushes / Dental / Schmuck

Tel. ++49-(0)7231- 948890 e E
Fax. ++49-(0)7231- 948892 P

e-mail: info@bellotti.de &=
http://www.bellotti.de
Bellotti GmbH & Co. KG - Carl-Benz-StraRe 13 - D-75217 Birkenfeld

91-2050 Polishing brushes plastic hub Super two rows
91-2055 Polishing brushes plastic hub Super two rows
91-2055N Polishing brushes plastic hub Super two rows
91-2055V Polishing brushes plastic hub Super two rows
95-2060 Polishing brushes plastic hub Super two rows
9&-2070 Polishing brushes plastic hub Super two rows
91-3055 Polishing brushes plastic hub Super three rows
95-3080N Polishing brushes plastic hub Super three rows
95-4080 Polishing brushes plastic hub Super four rows
95-4080G Polishing brushes plastic hub Super four rows
95-4080N Polishing brushes plastic hub Super four rows
71-2050 Polishing brushes wood hub white bnstle two rows
71-2055 Polishing brushes wood hub white bnstle two rows
74-2057 Polishing brushes wood hub white bnstle two rows
74-2070 Polishing brushes wood hub white bnstle two rows
71-3050 Polishing brushes wood hub white bnstle three rows
72-3055 Polishing brushes wood hub white bnstle three rows
75-3080 Polishing brushes wood hub white bnstle three rows
75-4080 Polishing brushes wood hub white bnstle four rows
75-4080G Polishing brushes wood hub white bnstle four rows
Z4-3070 Polishing brushes wood hub goats hair three rows
Z5-3085 Polishinq brushes wood hub goats hair three rows
75-4085 Polishing brushes wood hub goats hair four rows
N9310040 Nylon brush, wood hub three rows
N9310050 Nylon brush, wood hub three rows
N5406030 Nylon brush, wood hub four rows
N5408025 Nylon brush, wood hub four rows
S84092 Black bristle Spezial
594100 Black bristle Spezial
S8409225 Nylon Spezial Brush
58409230 Nylon Spezial Brush
58409235 Nylon Spezial Brush
58409240 Nylon Spezial Brush
59410025 Nylon Spezial Brush
59410835 Nylon Spezial Brush
120-42 Slimline brushes metal & plastic center
120-49 Slimline brushes metal & plastic center
120-49S Slimline brushes metal & plastic center
120-60 Slimline brushes metal & plastic center
120-38N Slimline brushes metal & plastic center
q‘f Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
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120-49N Slimline brushes metal & plastic center

121-49 Slimline brushes metal & plastic center

121-60 Slimline brushes metal & plastic center

122-49 Slimline brushes metal & plastic center

122-60 Slimline brushes metal & plastic center

123-49 Slimline brushes metal & plastic center

123-60 Slimline brushes metal & plastic center

124-42 Slimline brushes metal & plastic center

124-49 Slimline brushes metal & plastic center

124-60 Slimline brushes metal & plastic center

129SH-50 Slimline brushes metal & plastic center Baumwolle weil3

129SH-65 Slimline brushes metal & plastic center Baumwolle weiB

129M-50 Slimline brushes metal & plastic center Maco

129M-70 Slimline brushes metal & plastic center Maco

129B-50 Slimline brushes metal & plastic center Baumwollgarn

129L-50 Slimline brushes metal & plastic center Leder 5 La

1291-85 Slimline brushes metal & plastic center Leder 5 La

100-42 Slimline brushes metal center

100-49 Slimline brushes metal center

100-49S Slimline brushes metal center

100-60 Slimline brushes metal center

101-49 Slimline brushes metal center

101-60 Slimline brushes metal center

102-49 Slimline brushes metal center

102-60 Slimline brushes metal center

103-49 Slimline brushes metal center

103-60 Slimline brushes metal center

104-49 Slimline brushes metal center

104-60 Slimline brushes metal center

113-0150 Brass crimped one row

113-1150 Brass crimped one row

113-2150 Brass crimped one row

113-0250 Brass crimped two rows

113-1250 Brass crimped two rows

113-2250 Brass crimped two rows

114-1150 Steel crimped one row

114-2150 Steel crimped one row

114-1250 Steel crimped two rows

114-2250 Steel crimped two rows

116-2150 High-qrade-steel one row

A\Q Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
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117-0150 Nickel-silver crimped one row

117-1150 Nickel-silver crimped one row

117-1250 Nickel-silver crimped two rows

43B1100 Cloth disk Nessel weil3

43B2100 Cloth disk Nessel extra breit

43FL1100 Cloth disk Flanell 12 Lagen

43FL2100 Cloth disk Flanell 20 Lagen

43F6100 Cloth disk Filztuch

4315090 Cloth diskleder 5 Lagen

43L7090 Cloth disk Leder 7 Lagen

43110090 Cloth disk Leder 10 Lagen

43M5090 Cloth disk Micro Leather 5 La.

43VS1 Cloth disk fein

43VS2 Cloth disk medium fein

43VSM Cloth disk medium

43VSH Cloth disk Li "Ob

43N100F Cloth disk Nessel

436640 Cloth disk rosa

436650 Cloth disk WhB

436660 Cloth disk fianeli

42N1085 Cloth disk Nessel roh

42N1100 Cloth disk Nessel roh

42N2085 Cloth disk Nessel roh

42N2100 Cloth disk Nessel roh

41B1100 Baumwolle weil}

41B2100 Baumwolle weil}

41B2125 Baumwolle weil3

41B2150 Baumwolle weil3

41N1085 Nessel roh

41N1100 Nessel roh

41N2080 Nessel roh

41N2100 Nessel roh

41IN2100G Nessel roh

41F1100 Flanell

41F2100 Flanell

300-01 Kingriegel standard

300-02 Kingriegel grof3

300-03 Kingriegel groB + schmal

300-04 Kingriegel extra schmal

300-05 Kingriegel mrt Kunststoff schlauch standard

-\O Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
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300-06 Kingriegel mit kunststoffschlauch groB3
300-07 Kingriegel mit Filzkappe
300-20 Kingriegel
300-30 Kingriegel
300-31 Kingriegel
300-32 Kingriegel
300-50 Filzriegel 70/21/13
300-51 Filzriegel 75/70/21/13
300-51G Filzriegel 85/80/22/14
300-52 Filzriegel 120/80/22/14
300-53 Filzriegel 120/80/21/13+Sch.
2000-17U0 Minature brushes
2000-19U Minature brushes
2000-21U0 Minature brushes
2000-23U Minature brushes
2000-25U Minature brushes
2000-30U Minature brushes
2001-170 Minature brushes
2001-19U0 Minature brushes
2001-21U0 Minature brushes
2001-23U Minature brushes
2001-25U0 Minature brushes
2002-17U0 Minature brushes
2002-19U Minature brushes
2002-21U0 Minature brushes
2002-23U0 Minature brushes
2002-25U0 Minature brushes
2003-17U0 Minature brushes
2003-19U Minature brushes
2003-21U Minature brushes
2003-23U0 Minature brushes
2003-25U Minature brushes
2100-17H Minature brushes
2100-19H Minature brushes
2100-21H Minature brushes
2100-23H Minature brushes
2100-25H Minature brushes
2100-30H Minature brushes
2101-17H Minature brushes
2101-19H Minature brushes
‘\Q Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
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2101-21H Minature brushes

2101-23H Minature brushes

2101-25H Minature brushes

2102-17H Minature brushes

2102-19H Minature brushes

2102-21H Minature brushes

2102-23H Minature brushes

2102-25H Minature brushes

2103-17H Minature brushes

2103-19H Minature brushes

21021 H Minature brushes

2103-23H Minature brushes

2103-25H Minature brushes

2031-170 Minature brushes

2031-19U Minature brushes

2031-21U0 Minature brushes

2031-23U Minature brushes

2031-25U Minature brushes

2031-30U Minature brushes

2032-21U Minature brushes

2032-25U Minature brushes

2033-21U Minature brushes

2034-21U Minature brushes

2041-17U Minature brushes

2041-19U Minature brushes

2041-21U Minature brushes

2041-23U0 Minature brushes

2041-25U Minature brushes

2042-21U0 Minature brushes

2051-19U Minature brushes

2051210 Minature brushes

2052-19U Minature brushes

2052-210 Minature brushes

2053-21U0 Minature brushes

2131-17H Minature brushes

2131-19H Minature brushes

2131-21H Minature brushes

2131-23H Minature brushes

2131-25H Minature brushes

2131-30H Minature brushes

\O Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
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2132-21H Minature brushes
2132-25H Minature brushes
2141-17H Minature brushes
2141-19H Minature brushes
2141-21H Minature brushes
2141-23H Minature brushes
2141-25H Minature brushes
2142-21H Minature brushes
2143-21H Minature brushes
2151-19H Minature brushes
2151-21H Minature brushes
2152-19H Minature brushes
2152-21H Minature brushes
2153-21H Minature brushes
209FL-U Miniatur polishing discs Flanell
219FL-H Miniatur polishing discs Flanell
209B-U Miniatur polishing discs Baumwolle fein
219B-H Miniatur polishing discs Baumwolle fein
219BF-H Miniatur polishing discs extra fein
209F-U Miniatur polishing discs Filztuch
219F-H Miniatur polishing discs Filztuch
209L-U Miniatur polishing discs Leder 4 Lagen
2I9L-H Miniatur polishing discs Leder 4 Lagen
219L-5H Miniatur polishing discs Leder 5 Lagen
209M-U Miniatur polishing discs Maco
219M-H Miniatur polishing discs Maco
219MG-H Miniatur polishing discs Maco gesteppt
219S-H Miniatur polishing discs Nessel weil fein
209S-U Miniatur polishing discs Nessel weiB} fein
2200-H Miniature brushes cup shaped
2201-H Miniature brushes cup shaped
2211-H Miniature brushes cup shaped
2220-H Miniature brushes cup shaped
2231-H Miniature brushes cup shaped
2232-H Miniature brushes cup shaped
2241-H Miniature brushes cup shaped
2242-H Miniature brushes cup shaped
2251-H Miniature brushes cup shaped
2291-R Minicup
2293-R Minicup
\@ Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
4 Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
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2320-RS Minicup

228IC-R Minicup

239SIC-R Minicup

23SIC-RS Minicup

2300-H Miniaturpinsel minature end brushes
2300-U Miniaturpinsel minature end brushes
2301-H Miniaturpinsel minature end brushes
2301-U Miniaturpinsel minature end brushes
2311-H Miniaturpinsel minature end brushes
2311-U Miniaturpinsel minature end brushes
2320-H Miniaturpinsel minature end brushes
2331-H Miniaturpinsel minature end brushes
2331-U Miniaturpinsel minature end brushes
2333-H Miniaturpinsel minature end brushes
2341-H Miniaturpinsel minature end brushes
2342-H Miniaturpinsel minature end brushes
2343-H Miniaturpinsel minature end brushes
2351-H Miniaturpinsel minature end brushes glatt 0,08
2361-H Miniaturpinsel minature end brushes
219SF-H For clanmg and satmizing

219SM-H For clanmg and satmizing medium
219SH-H For clanmg and satmizing hart
219S1-H For clanmg and satmizing fein ohne Schleifmittel
219S2-H For clanmg and satmizing mlttel fein
219S3-H For clanmg and satmizing mittel grob
209PG14U Bellfix Disc Polyamid Umm high gloss
209PO14U Bellfix Disc Polyamid Umm gloss
209PP14U Bellfix Disc Polyamid Umm very fine
209PB14U Bellfix Disc Polyamid Umm fine
209PR14U Bellfix Disc Polyamid Umm medium
209PWI4U Bellfix Disc Polyamid Umm hard
219PG14H Bellfix Disc Polyamid Umm high gloss
219P014H Bellfix Disc Polyamid Umm gloss
219PP14H Bellfix Disc Polyamid Umm very fine
219PB14H Bellfix Disc Polyamid Umm fine
219PR14H Bellfix Disc Polyamid Umm medium
219PW14H Bellfix Disc Polyamid Umm hard
209PHG-U Bellfix Disc Polyamid 19 mm high gloss
209PO-U Bellfix Disc Polyamid 19 mm gloss
209PVF-U Bellfix Disc Polyamid 19 mm very fine

\@
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209PF-U Bellfix Disc Polyamid 19 mm fine
209PM-U Bellfix Disc Polyamid 19 mm medium
209PH-U Bellfix Disc Polyamid 19 mm hard
219PHG-H Bellfix Disc Polyamid 19 mm high gloss
219PO-H Bellfix Disc Polyamid 19 mm gloss
219PVF-H Bellfix Disc Polyamid 19 mm very fine
219PF-H Bellfix Disc Polyamid 19 mm fine
219PM-H Bellfix Disc Polyamid 19 mm medium
219PH-H Bellfix Disc Polyamid 19 mm hard
2182-17H Bellfila Sic hard
2186-17H Bellfila Sic medium
21S1-17H Bellfila Sic fine
2182-19H Bellfila Sic hard
21S6-19H Bellfila Sic medium
21S1-19H Bellfila Sic fine
21S2-21H Bellfila Sic hard
21S6-21H Bellfila Sic medium
21S1-21H Bellfila Sic fine
22S2-H Bellfila Sic hard
22S6-H Bellfila Sic medium
22S10-H Bellfila Sic fine
2382-H Bellfila Sic hard
23S6-H Bellfila Sic medium
23S10-H Bellfila Sic fine
21D40-17 Bellfila Diamant
21D40-19 Bellfila Diamant
21D40-21 Bellfila Diamant
22D40-H Bellfila Diamant
23D40-H Bellfila Diamant
219AF-H Bellfix Biirsten
219AM-H Bellfix Biirsten
219AH-H Bellfix Biirsten
219SKF-H Bellfix Biirsten
219SKM-H Bellfix Biirsten
219SKH-H Bellfix Biirsten
229AF-H Bellfix Biirsten
229AM-H Bellfix Biirsten
229AH-H Bellfix Biirsten
229SKF-H Bellfix Biirsten
229SKM-H Bellfix Biirsten
.\w Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
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229SKH-H Bellfix Biirsten

239AF-H Bellfix Biirsten

239AM-H Bellfix Biirsten

239AH-H Bellfix Biirsten

239SKF-H Bellfix Biirsten

239SKM-H Bellfix Biirsten

239SKH-H Bellfix Biirsten

SP193-01 Rubber burnisher 22x6

SP193-02 Rubber burnisher 22x3

SP 193-03 Rubber burnisher 17x3

SP 193-04 Rubber burnisher 22x4

SP 193-05 Rubber burnisher 18x3,5

SP 193-06 Rubber burnisher 6x24

SP 193-07 Rubber burnisher 7x20

SP 193-08 Rubber burnisher 14,5x2,5

SP 193-09 Rubber burnisher 14.5x5
SP193-10 Rubber burnisher 14,5x2,5
D194-1M Gummipolierer - Diamant 17x2,5
D194-2M Gummipolierer - Diamant 20,5 X 3,5
D194-3M Gummipolierer - Diamant 20x7
D194-4M Gummipolierer - Diamant 16.5 x 5
D194-1F Gummipolierer - Diamant 17x2,5
D194-2F Gummipolierer - Diamant 20,5 X 3,5
D194-3F Gummipolierer - Diamant 20x7
D194-4F Gummipolierer - Diamant 16,5 x 5
D194-1SF Gummipolierer - Diamant 17x2,5
D194-2SF Gummipolierer - Diamant 20,5 X 3,5
D194-3SF Gummipolierer - Diamant 20x7
D194"SF Gummipolierer - Diamant 16.5 x 5
S195-1G Silikonpolierer mounted 12x22
S195-2G Silikonpolierer mounted 10x20
S195-3G Silikonpolierer mounted 5,6x16
S195-4G Silikonpolierer mounted 10x24
S195-5G Silikonpolierer mounted 15x17
S195-1M Silikonpolierer mounted 12x22
S195-2M Silikonpolierer mounted 10x20
S195-3M Silikonpolierer mounted 5,6x16
S195-4M Silikonpolierer mounted 10x24
S195-5M Silikonpolierer mounted 15x17
S195-1F Silikonpolierer mounted 12x22
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S195-2F Silikonpolierer mounted 10x20
S195-3F Silikonpolierer mounted 5,6x16
S195-4F Silikonpolierer mounted 10x24
S195-5F Silikonpolierer mounted 15x17
BF209-G Bellflex. Unmounted 22x3
BF209-M Bellflex. Unmounted 22x4
BF209-F Bellflex. Unmounted 22x5
BD209-1F Belklia Diamantpolierer 17
BD209-2F Belklia Diamantpolierer 11
BD209-3F Belklia Diamantpolierer 4x13
BD209-1M Belklia Diamantpolierer 17
BD209-2M Belklia Diamantpolierer 11
BD209-3M Belklia Diamantpolierer 4x13
150-00 Polishinq feit

150-01 Polishing feit

150-02 Polishing feit

150-03 Polishinq feit

150-04 Polishinq feit

1KHJS Polishing feit

150-06 Polishing feit

150-07 Polishinq feit

150-08 Polishinq feit

150-09 Polishinq feit

160-00 Polishing feit

160-01 Polishing feit

160-02 Polishing feit

160-05 Polishinq feit

160-07 Polishing feit

160-09 Polishing feit

160-11 Polishinq feit

160-12 Polishing feit

160-14 Polishing feit

160-15 Polishinq feit

160-16 Polishinq feit

160-18 Polishinq feit

160-20 Polishing feit

170-01 Polishing feit

170-03 Polishing feit

170-05 Polishing feit

180-17U Small polishing felt

®
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180-22U Small polishinq felt
180-25U Small polishinq felt
190-17H Small polishinq felt
190-22H Small polishing felt
190-25H Small polishing felt
181-12U Small polishinq felt
181-17U0 Small polishinq felt
181-22U Small polishinq felt
181-25U Small polishing felt
191-17H Small polishing felt
191-22H Small polishing felt
191-25H Small polishing felt
192-00H Small polishinq felt 11 x8mm
192-01H Small polishing felt 13x9mm
192-02H Small polishing felt 11 x8mm
192-03H Small polishing felt 11 x8mm
192-04H Small polishing felt 15x7mm
192-05H Small polishing felt 13x9mm
192-06H Small polishing felt 13x9mm
192-07H Small polishing felt 12 x8x12 mm
192-08H Small polishing felt 18 x 8a x 6 mm
192-09H Small polishing felt 15x4 mmzylIndr.
192-1 OH Small polishing felt 15x6mmzylindr.
192-11H Small polishing felt 15 x 10 mmzyllndr
192-12H Small polishing felt 15x8 mmzyllndr
192-13H Small polishing felt 15 x 12 mmzyllndr
192-14H Small polishing felt 15x8 mm Kegel
192-15H Small polishing felt 15 x 10 mm Kegel
192-16H Small polishing felt 8 mm Kugel
192-17H Small polishing felt 10 mm Kugel
03-02070 Brass crimped, wood center 2 rows
03-02085 Brass crimped, wood center 2 rows
03-22085 Brass crimped, wood center 2 rows
03-03070 Brass crimped, wood center 3 rows
03-03100 Brass crimped, wood center 3 rows
03-03120 Brass crimped, wood center 3 rows
03-13070 Brass crimped, wood center 3 rows
03-13085 Brass crimped, wood center 3 rows
03-13100 Brass crimped, wood center 3 rows
03-23085 Brass crimped, wood center 3 rows
:—\G’ Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
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03-23100 Brass crimped, wood center 3 rows
03-23120 Brass crimped, wood center 3 rows
03-43085 Brass crimped, wood center 3 rows
03-04070 Brass crimped, wood center 4 rows
03-04085 Brass crimped, wood center 4 rows
03-04100 Brass crimped, wood center 4 rows
03-04120 Brass crimped, wood center 4 rows
03-14070 Brass crimped, wood center 4 rows
03-14085 Brass crimped, wood center 4 rows
03-14100 Brass crimped, wood center 4 rows
03-14120 Brass crimped, wood center 4 rows
03-24070 Brass crimped, wood center 4 rows
03-24085 Brass crimped, wood center 4 rows
03-24100 Brass crimped, wood center 4 rows
08S-24120 Brass crimped, wood center 4 rows
03-34070 Brass crimped, wood center 4 rows
03-34085 Brass crimped, wood center 4 rows
03-34100 Brass crimped, wood center 4 rows
03-34120 Brass crimped, wood center 4 rows
03-44085 Brass crimped, wood center 4 rows
03-44100 Brass crimped, wood center 4 rows
0S44120 Brass crimped, wood center 4 rows
03-15100 Brass crimped, wood center 5 rows
03-25100 Brass crimped, wood center 5 rows
03-35100 Brass crimped, wood center 5 rows
03-36100 Brass crimped, wood center 6 rows
04-12100 Sttel crimped, wood center 2 rows
04-32070 Sttel crimped, wood center 2 rows
04-03070 Sttel crimped, wood center 3 rows
04-23085 Sttel crimped, wood center 3 rows
04-23100 Sttel crimped, wood center 3 rows
04-33085 Sttel crimped, wood center 3 rows
04-14070 Sttel crimped, wood center 4 rows
04-14085 Sttel crimped, wood center 4 rows
04-14100 Sttel crimped, wood center 4 rows
04-24085 Sttel crimped, wood center 4 rows
04-24100 Sttel crimped, wood center 4 rows
04-34085 Sttel crimped, wood center 4 rows
04-34100 Sttel crimped, wood center 4 rows
04-44100 Sttel crimped, wood center 4 rows

Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
VDD I Geschaftsfithrer Heike Hohler, Frank Hohler

®
@-\ Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838

Dental Solutions.
German Manufacturers.




seit - since 1929

rotierende Polierwerkzeuge

rotating polishing instruments
technical brushes / Dental / Schmuck

=— BELLOTTI

Tel. ++49-(0)7231- 948890 =; E
Fax. ++49-(0)7231- 948892 i
e-mail: info@bellotti.de =
http://www.bellotti.de

Bellotti GmbH & Co. KG - Carl-Benz-StraRe 13 - D-75217 Birkenfeld

04-44120 Sttel crimped, wood center 4 rows
06-43120 Cast steel satinizing brush
07-13100 Nickel-silver cnmped 3 rows
07-04100 Nickel-silver cnmped 4 rows
07-14085 Nickel-silver cnmped 4 rows
07-14100 Nickel-silver cnmped 4 rows
07-24100 Nickel-silver cnmped 4 rows
140-30P Cup brush Naturborste schwarz
140-35P Cup brush

140-40 Cup brush

140-50 Cup brush

140-60 Cup brush

140-70 Cup brush

140-80 Cup brush

140-40Z Cup brush

140-50Z Cup brush

140-602 Cup brush

140-70Z Cup brush

140-80Z Cup brush

143-135 Cup brush Messing DCS
143-140 Cup brush Messing DCS
143-150 Cup brush Messing DCS
143-170 Cup brush Messing DCS
143-180 Cup brush Messing DCS
143-140Z Cup brush Messing DCS
143-150Z Cup brush Messing DCS
143-170Z Cup brush Messing DCS
143-180Z Cup brush Messing DCS
318 Burs cleaning brushes

319 Burs cleaninq brushes
4G-42600 Hand brush

4G-42601 Hand brush

4G-42602 Hand brush

4G-42603 Hand brush

4G-42604 Hand brush

46-3220 Hand brush

46-4220 Hand brush

46-5215 Hand brush

46-4220 Hand brush

46-4220 Hand brush

‘\ Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838
Personlich haftende Gesellschafterin; Hohler Verwaltungs GmbH, Registergericht Mannheim, HRB 712498
VDD I Geschiftsfithrer Heike Hohler, Frank Hohler

. Dental Solutions.
German Manufacturers,
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Tel. ++49-(0)7231- 948890
Fax. ++49-(0)7231- 948892
e-mail: info@bellotti.de
http://www.bellotti.de

MMPM 13 - D-75217 Birk
Hand brush

BELLOTTI

seit - since 1829

rotierende Polierwerkzeuge

rotating polishing instruments
technical brushes / Dental / Schmuck

46-3280
46-4280 Hand brush
46-4220P Hand brush
46-3200 Hand brush
46-3150K Industriezahn biirste
4M0-3220 Fir Irrtiimer und Druckfehler iibernehmen wir keine Haftung
4M0-4220 Fur Irrtiimer und Druckfehler iibernehmen wir keine Haftung
4M 1-3220 Fir Irrtiimer und Druckfehler iibernehmen wir keine Haftung
4M 1-4220 Fiir Irrtiimer und Druckfehler ibernehmen wir keine Haftung
4M2-3220 Fur Irrtiimer und Druckfehler iibernehmen wir keine Haftung
4M2-4220 Fiir Irrtiimer und Druckfehler ibernehmen wir keine Haftung
4M3-4220 Fiir Irrtimer und Druckfehler iibernehmen wir keine Haftung
4M4-4220 B Fur Irrtiimer und Druckfehler iibernehmen wir keine Haftung
4M2-3160 Fur Irrtitmer und Druckfehler ibernehmen wir keine Haftung
4M4-3160 Fir Irrtiimer und Druckfehler iibernehmen wir keine Haftung
482-4220 Fir Irrtiimer und Druckfehler iibernehmen wir keine Haftung
484-4220 Fur frrtimer und Druckfehler iibernehmen wir keine Haftung
035-6HBN Nylon. Kusto
035-8HBB Borste. Kusto
340-10M6 Satinizino disc
340-15M6 | satinizino disc
340-30M6 Satinizino disc
340-30M7 Satinizino disc
345-30M6 Satinizino dise
345-30M7 Satinizino disc B
350-3150 Tampico Fibre
350-6150 Tampico Fibre
260-1 Siealscheiben 200 x 20
360-2 Sisalscheiben 180 x 20
WZS01 Tool holder leer
WZS02 Tool holder incl. Pollerset Labor
WZS03 Tool holder iral Pallercat T ahn-
Place and date Signature and Stamp
Birkenfeld, 23.03.2018 Cedimile Fabio
DT OTT,
LSL - B ./ “’. /
— rotiekende
Carl-Benz
_ Tel
% Sitz der Gesellschaft; Birkenfeld, Registergericht Mannheim HRA 703838 |

Personlich haftende Gesellschafterin, Hohler Verwaltungs GmbH, Register;
\ VD DI Geschaftsfuhrer Heike Hohler, Frank Hohler

cht Mannheim, HRB 712498

=



Shanghai ZOGEAR Industries Co., Ltd CE Techninis dokumentas

FEHFEY

C € Atitikties deklaracija C €

pagal Medicinos priemoniy direktyva 93/42/EEC

Gamintojas: Shanghai ZOGEAR Industries Co., Ltd.

Adresas: Suite 303, Building 4, Nr. 406 KangYi Road,
201315, Shanghai, Kinija

Patvirtiname, kad
Medicinos priemoné Produkto pavadinimas: mikroaplikatoriai, maiSymo antgaliukai

Tipas/modelis,
Serijos numeris,
Galimi Saltiniai ir
vnt. skai¢ius:

priklausanti klasei:  remiantis 93/42/EEC direktyvos
IX priedu : I klasei, I priedui

atitinka visas 93/42/EEC (arba 90/358/EEC) direktyvos taikomas nuostatas.

Taikomi suderinti EN 556-1:2007
standartai, nacionaliniai EN I1SO 14971:2007+A1:2007
standartai arba kiti EN 980:2003
normatyviniai dokumentai EN 1041:1998
EN 868-1:1997
EN 14079

93/42/EEC Priedas VII

Atitikties jvertinimo
procediira

Notifikuota institucija
(jeigu buvo konsultuotasi)

2015.5.3 /antspaudas/
Data Iparasas/
Pavadinimas: Atitikties deklaracija Puslapis 1

Dokumento Nr: ZG/CE-001-01 Taisymas: A/0
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EC-CERTIFICATE g%

hereby certifies that the company

Chema-Elektromet Spoétdzielnia Pracy

ul. Przemystowa 9
35-105 Rzeszow
Poland

has implemented and maintains a full quality assurance system which applies to the products

at every stage from design to final controls.

An audit, documented in a report, performed by DQS, has verified that this quality assurance

system fulfils the requirements of

Annex Il section 3 of the Directive 93/42/EEC
on Medical Devices

with respect to the following medical devices:

medical devices for according annex.

The manufacturer is subject to surveillance according to Annex Il Section 5. The CE marking

with the Notified Body Number may be affixed on the devices listed in the certificate.

Certificate registration no.: 276385 MD2 — no.15
Issue date certificate: 2017-02-16
Effective date: 2017-07-05
Certificate valid from: 2017-07-01
Certificate valid until: 2021-06-29

DQS Polska sp. z 0.0.

% ol

Whtodzimierz A. Smolak
Managing Director
ul. Domaniewska 45, 02-672 Warszawa, Poland (Tel: +48 22 395 88 10)

DQS Polska sp. z 0.0. is Notified Body according to Council Directive 93/42/EEC
concerning medical devices with identification number: 2282

0¢-10-210¢C

1/2



Reglstl:atlon no.:276385 MD2 - no. 15 @
Issued: 2017-07-01

Chema-Elektromet Spoétdzielnia Pracy

ul. Przemystowa 9
35-105 Rzeszow

Poland
Name of Product Class UMDNS-Code

AGATOS HA lla 16-710
AGATOS S lla 16-710
AGATOS W lla 16-710
APEX lla 27-789
APEX paste lla 27-789
BIOPULP llb 27-789
CANAL-DRY lla 37-203
CHEMADENT G-J-O lla 16-704
CHEMADENT G-J-P lla 16-704
CHEMADENT G-J-W lla 16-704
CHLORAN 2% lla 37-203
ENDOCREAM lla 37-350
ENDOGEL lla 37-350
ENDOSAL lla 37-203
GUTAP lla 37-351
HA BIOCER powder lla 17-611
MULTIDENTIN D lla 11-150
MULTIDENTIN K lla 11-150
OXYDENTIN lla 11-150
PEROXIDON lla 37-141
PLASTIDENTIN lla 11-150
THYMODENTIN lla 11-150
ETCHANT lla 17-737
ZINC OXIDE QUICK lla 16-709
HT BIOCER IIb 17-751
HA BIOCER granule Ilb 17-751
ENDOXAL lla 37-203
EUGENOL lla 16-709
CHLORAN PLUS 3% / 6% lla 37-203
CITRIC ACID PLUS lla 37-203
PULPOGEL lla 17-944
PEROXIDON GEL lla 37-141

This annex is only valid in connection with the above-mentioned certificate.

Annex to EC-CERTIFIKATE -1\

0¢-10-L10C



KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Wir/We TOR VM
Hersteller Novatorov str.7a, Moscow, Russia
Manufacturer Phone +7(495)9367404, fax +7(495)2255417

e-mail torvm77@gmail.com, www.torvm.ru

Bevollmachtigter Gregor Kostunov,

European Representative Untere Seegasse 54, DE-69124,Heidelberg, Germany
Phone/fax. 0049/6221718120
e-mail tor.vm.de@googlemail.com

erklaren in alleiniger Verantwortung, dass

declare on our own responsibility that

das Medizinprodukt/Medical Device
1) Matrizenkeil, dental UMDNS-Nr. 16-370
Fixing wedges (both wooden and plastic)
2) Polierstreifen, dental UMDNS-Nr. 16-201
Polishing Strips
3) Formband,dental (Matrizenband), UMDNS-Nr.16-195
Matrices and Matrix Bands
alien Anforderungen der Richtlinie 93/42/EWG entspricht.
meets all the provisions of the Directive 93/42/EEC which apply to him
Angewandte harmonisierte Normen: 1SO 10993-3 : 2003

Applied harmonized standards: DIN EN 14971 : 2001
DIN EN 1041 : 1998-04 DIN EN 980:2003-08
Angewandte nationale Normen: DIN V 13974: 2003-10

Applied national standards:

Ben aim te Stelle (falls zutreffend): fur Klasse I nicht vorgeschrieben

Notified body (if applicable) : for Class I not relevant
Konformitatsbewertungsverfahren :EG-Richtlinie 93/42/EWG ,AnhangVII ( Klasse |
Anhang 1X, Regel 5)

Conformitiy assessment procedure :Council Directive 93/42/ EEC, AnnexVII (Class I,
AnnexIX, Rule 5)

Datum der Erstanbringung der CE Kennzeichnung : 10. August 2005

Date of the first CE mark - 10. August 2005
Datum des erstmaligen Inverkehrbringen : 25.0ctober 2010
Date of the first lot: 25.0ctober 2010
Hersteller
Moscow, 25.10.2010 Dr.Mikhalev O.I. CEO Manufacturer
Name und Funktion

Ort, Datum

EG Bevollmachtigter
Heidelberg, 25.10.2010 f Gregor Kostunov _ EC Representative

place, date name and function



REGIERUNGSPRASIDIUM KARLSRUHE

Bescheiniqung fiir Exportzwecke

Das Regierungsprasidium Karlsruhe als fur
das Gesundheitswesen zusténdige Landes-
behdrde bescheinigt hiermit der Firma

A. Bellotti
Carl-Benz-StraRe 13
75217 Birkenfeld
Deutschland

dass es sich bei

dass es sich bei den Produkten

e gemaf Anhang
(kein Gebrauch am Patienten)

nicht um Medizinprodukte handelt und diese
daher auch nicht den Bestimmungen des
Medizinproduktegesetzes unterliegen.
Herstellung, Inverkehrbringen und Export
unterliegen somit keinen medizinprodukte-
rechtlichen Einschrénkungen.

Karlsruhe, den 13.02.2007

hehseer

Andrea Horn

Certificate for Export Purposes

The Regierungsprasidium Karlsruhe as the
competent authority responsible for public
health hereby certifies to the company

A. Bellotti
Carl-Benz-Strafle 13
75217 Birkenfeld
Germany

that

that the products

e according to the attachment
(no use on patient)

are no medical devices and so are not sub-
ject to the regulations of the Medical Device
Act.

Manufacture, placing on the market and ex-
port underlie no restrictions by medical device
legislations.



g0)’d TORVM Dental Manufacturing Company
Novatorov, 7A, bld.2, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@gmail.com internet: www.torvm.ru

Declaration of Conformity

Manufacturer: TOR VM

Address: Novatorov str., 7A, bld.2, Moscow 119421
Manufacturing site:  Kulibina, 15s, Voronezh, 394000

Country Russia

Telephone No. +7 495 2255417

Product Matrix Wedges

(Annex specifying List of Products is an integral part of this Declaration)

The undersigned hereby declares, on behalf of the TOR VM, Novatorov str., 7A, bld.2,
Moscow 119421, Russia, that the above-referenced product, to which this declaration
relates, is in conformity with the provisions of:

Council Directive 93/42 EEC (Class I, Rule 5), Annex VI,

Assessment procedure according to Annex 1X, Rule 5 MDD 93/42,

and

EN 1041:2008, EN ISO 13485:2012, EN ISO 14971:2012, EN 1639:2009, EN 1SO 10993-
1:2009, EN 1SO 10993-5:2009, EN 1SO 10993-11:2017, EN ISO 10993-12:2012, EN
62366:2015, BS EN ISO 15223-1:2012.

The technical construction file required by MDD 93/42 directive is maintained at the
corporate headquarters of TOR VM Novatorov str., 7A, bld.2, Moscow, 119421, Russia,
and its official EC representative Mr. Gregor Kostunov, Address: Untere Seegasse 54,
DE-69124 Heidelberg, Germany.

Notified Body for Class | not relevant.

UMDNS Codes 16-370 Matrix Wedges, Dental

Date of the first CE mark: 10.08.2005
Valid: unlimited

Place of issue: Moscow, Russia
Date of issue: 10.08.2005
Version 5 of 01.07.2019

Dr. Oleg Mikhalev
General manager



g0)’d TORVM Dental Manufacturing Company

RA

Novatorov, 7A, bld.2, Moscow 119421, Russia
e-mail: torvm77@gmail.com

Phone/fax: +7(495) 225 54 17
internet: www.torvm.ru

Annex to Declaration of Conformity

List of Products

Catalogue number

| Product name

Wooden Wedges

1.181 | Wooden Wedges, superthin, short (orange) - 100 pcs.

1.182 | Wooden Wedges, thin, short (white) - 100 pcs.

1.183 | Wooden Wedges, thin, short (green) - 100 pcs.

1.184 | Wooden Wedges, thin, long (yellow) - 100 pcs.

1.185 | Wooden Wedges, medium, short (blue) - 100 pcs.

1.186 | Wooden Wedges, medium, long (pink) - 100 pcs.

1.187 | Wooden Wedges, thick, long (violet) - 100 pcs.

1.080 | Wooden Wedges of 2 types - 100 pcs.

1.083 | Wooden Wedges of 4 types - 200 pcs.:
1.182 - 50 pcs., 1.184 - 50 pcs., 1.185 - 50 pcs., 1.186 - 50 pcs.

1.085 | Wooden Wedges of 6 types - 400 pcs.:
1.181 - 100 pcs., 1.182 - 100 pcs., 1.184 - 50 pcs., 1.185 - 50 pcs., 1.186 - 50 pcs.,
1.187 - 50 pcs.

1.281 | Triangle Wooden Wedges - 100 pcs.

Transparent Plastic Wedges

1.811 | Transparent Wedges, thin - 40 pcs.

1.812 | Transparent Wedges, medium - 40 pcs.

1.810 | Transparent Wedges of 2 types - 40 pcs.
1.811 - 25 pcs., 1.812 - 15 pcs.

1.820 | Transparent Wedges of 2 types - 80 pcs.

1.811 - 50 pcs., 1.812 - 30 pcs.

Non-Transparent Plastic Wedges

1.841 | Non-Transparent Wedges, thin - 40 pcs.
1.842 | Non-Transparent Wedges, medium - 40 pcs.
1.840 | Non-Transparent Wedges of 2 types - 80 pcs.

1.841 - 50 pcs., 1.842 - 30 pcs.

Elastic Wedges

1.801 | Elastic Wedges, 2,5 mm thick - 10 pcs.
1.802 | Elastic Wedges, 2,0 mm thick - 10 pcs.
1.808 | Elastic Wedges of 2 types - 40 pcs.

1.801 - 20 pcs., 1.802 - 20 pcs.

Add-On Wedges and Tubes

1.861 | Add-On Wedges - 40 pcs.

1.862 | Add-On Tubes of 2 types- 40 pcs.: wide (transparent) - 20 pcs., narrow (white) - 20
pcs.

1.866 | Add-On Wedges - 40 pcs.

Shape-Former Caps

1.863 | Shape-Former Caps - 10 pcs
1.867 | Shape-Former Caps - 10 pcs
1.868 | Shape-Former Caps - 10 pcs

Dr. Oleg Mikhalev
General manager
July 1, 2019



TO R TOR VM Dental Manufacturing Company

" Novatorov, 7A, bld.2, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@ gmail.com internet: www.torvm.ru
ATITIKTIES DEKLARACIJA
Gamintojas: TOR VM

Novatorov str. 7A, bld.2, Maskva 119421
Tel.: +7 495 2255417

Produktas Kaisciai
(Priede nurodytas prekiy sqrasas yra neatsiejama Sios deklaracijos dalis)

Zemiau paminéta ir pasiraSiusi jmoné TOR VM, Novatorovo g. 7A, bld.2, Maskva 119421, Rusija,
deklaruoja, kad auk$¢iau paminétos ir priede iSvardintos prekés, susijusios su Sia deklaracija,
atitinka:

Tarybos direktyva 93/42/EEC (I klas¢, 5 taisykl¢) VII Priedas,

Vertinimo tvarka pagal IX Prieda, 5 taisykle MDD 93/42,

ir EN 1041:2008, EN ISO 13485:2012, EN ISO 14971:2012, EN 1639:2009, EN ISO 10993-
1:2009, EN ISO 10993-5:2009, EN ISO 10993-11:2017, EN ISO 10993-12:2012, EN
62366:2015, BS EN ISO 15223-1:2012.

Techniniai reikalavimai pagal pagal MDD 93/42 direktyva yra prizitrimi jmonés TOR VM
Novatorov str., 7A, bld.2, Moscow, 119421, Russia,

ir yra oficialus EC atstovas Mr. Gregor Kostunov, Adresu: Untere Seegasse 54, DE-69124
Heidelberg, Vokietija.

Notifikuotoji jstaiga netaikoma I klasei.

UMDNS Codes 16-370 odontologiniai kaisciai
Pirmo CE zyméjimo data: 10.08.2005
Galioja: neribotai
ISleidimo vieta: Maskva, Rusija
I8leidimo data: 10.08.2005
Versija 5 18 01.07.2019

Dr. Oleg Mikhalev
Generalinis direktorius /parasas/



To R TOR VM Dental Manufacturing Company

Y/ Novatorov, 7A, bld.2, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@ gmail.com internet: www.torvm.ru

Prekiy sarasas

Priedas prie deklaracijos

Catalogue number | Product name

Wooden Wedges

181 | Wooden Wedges, superthin, short (orange) - 100 pcs.

182 | Wooden Wedges, thin, short (white) - 100 pes.

183 | Wooden Wedges, thin, short (green) - 100 pcs.

185 | Wooden Wedges, medium, short (blue) - 100 pcs.

1
1
1
1.184 | Wooden Wedges, thin, long (yellow) - 100 pcs.
1
1

186 | Wooden Wedges, medium, long (pink) - 100 pes.

1.187 | Wooden Wedges, thick, long (violet) - 100 pcs.

1.080 | Wooden Wedges of 2 types - 100 pcs.

1.083 | Wooden Wedges of 4 types - 200 pcs.:
1.182 - 50 pes., 1.184 - 50 pes., 1.185 - 50 pes., 1.186 - 50 pes.

1.085 | Wooden Wedges of 6 types - 400 pcs.:

1.187 - 50 pcs.

1.181 - 100 pes., 1.182 - 100 pes., 1.184 - 50 pes., 1.185 - 50 pes., 1.186 - 50 pes.,

1.281 | Triangle Wooden Wedges - 100 pcs.

Transparent Plastic Wedges

1.811 | Transparent Wedges, thin - 40 pcs.

1.812 | Transparent Wedges, medium - 40 pcs.

1.810 | Transparent Wedges of 2 types - 40 pcs.
1.811 -25pes., 1.812 - 15 pes.

1.820 | Transparent Wedges of 2 types - 80 pcs.
1.811 - 50 pes., 1.812 - 30 pes.

Non-Transparent Plastic Wedges

1.841 | Non-Transparent Wedges, thin - 40 pcs.

1.842 | Non-Transparent Wedges, medium - 40 pcs.

1.840 | Non-Transparent Wedges of 2 types - 80 pes.
1.841 - 50 pes., 1.842 - 30 pcs.

Elastic Wedges

1.801 Elastic Wedges, 2,5 mm thick - 10 pcs.

1.802 | Elastic Wedges, 2,0 mm thick - 10 pes.

1.808 | Elastic Wedges of 2 types - 40 pes.
1.801 - 20 pcs., 1.802 - 20 pcs.

Add-On Wedges and Tubes

1.861 | Add-On Wedges - 40 pcs.

1.862 | Add-On Tubes of 2 types- 40 pcs.: wide (transparent) - 20 pcs.
pcs.

, narrow (white) - 20

1.866 | Add-On Wedges - 40 pcs.

Shape-Former Caps

1.863 | Shape-Former Caps - 10 pcs

1.867 | Shape-Former Caps - 10 pcs

1.868 | Shape-Former Caps - 10 pcs

Dr. Oleg Mikhalev
Generalinis direktorius /parasas/
Liepos 1, 2019



> ZONA

INDUSTRIES

Manufacturers & Suppliers of Surgical, Dental,
Manicure And Fishing Instruments.

ANNX |

CLASS | MEDICAL DEVICES

DENTAL SPATULAS AND WAX INSTRUMENTS
DENTAL EXPLORER AND PROBES

ORTHODONTIC CURETTES, PLIER AND INSTRUMENTS
DENTAL DRESSING PLIER AND TWEEZERS
PERIODONTAL CUTTERS, SCALERS AND FILES
MOUTH MIRRORS

IMPLANT SCALERS TIP

RUBBER DAM CLAMPS, PUNCHES FORCEPS AND ACCESSORIES INSTRUMENTS

DENTAL INSTRUMENTS AND SCALPAL HANDLES
CAVITY PREPARATION INSTRUMENTS

DOWNPAK BARRIER SLEEVES

PERIOSTEAL AND SINUS LIFT INSTRUMENTS
AMALGUM CARRIER

IMS CASSETTES & STERLIZATION ACCESSORIES
IRRIGATING SYRINGES

IMS CONTAINERS

NEEDLE HOLDER AND HEMOSTATS

IMS TUBES

RESTORATION PREPARATION INSTRUMENTS

MOUTH PROPS

RESTORATION FINISHING INSTRUMENTS

SCISSORS

RETRACTORS, ELEVATORS AND EXTRACTING FORCEPS
TISSUE PLIER AND FORCEPS

CROWN REMOVERS

RONGEURS AND NIPPERS

MATERIAL AND COMPSITE PLACEMENT INSTRUMENTS

EXPORT REGISTRATION NO : W - 104626

ZONA INDUSTRIES

Prdmy

Certified 1ISO 9001:2008

SALES TAX NO. 09-05-9018-762-28 1ISO 13485:2003
N.T.N : 1320485-8 C€ Marked.
© zona@zona.com.pk
© Pul Aik, Aminabad Road, © 0092 - 52 - 3522403 © zona@brain.net.pk BANKERS: Habib Bank Ltd.
Sialkot - 51310- Pakistan. ® 0092 - 52 - 3522406 ® ww.zona.com.pk Habib Metropolitan Bank Ltd.
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ZERTIFIKAT @ CERTIFICATE

CERTIFICATE
No. Q1N 14 11 90237 001

Product Service

Holder of Certificate: NOBA Verbandmittel Danz
GmbH & Co. KG

Holtkenstr. 1-5

58300 Wetter (Ruhr)
m ; GERMANY

Facility(ies): | NOBA Verbandmittel Danz GmbH & Co. KG
Héltkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

NOBA Verbandmittel Danz GmbH & Co. KG
Wideystraflle 58, 58452 Witten, GERMANY

NOBA Verbandmittel Danz GmbH & Co. KG
Koninerstrafie 10, 44625 Herne, GERMANY

Certification Mark:

ENISO 13485

Scope of Certificate: Design and development, production and
distribution of medical devices for general
and special wound treatment, surgical products,
dressings, bandages, plasters, incontinence
products and products for use on the ward and
in general practice, ambulance and patient care

Applied Standard(s): EN ISO 13485:2012 + AC:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

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

Report No.: 713051984_TF ’Q
Valid from: 2015-06-11 E Q e}
Valid until: 2018-06-10 ;

Date, 2015-06-09

612617

Hans-Heiner Junker

(( DAKKS
Page 1 of 1 E::::;rtferungsstelle
D-ZM 11321-01 00
i " op 5@
TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV



A1 /0411

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 14 11 90237 002

Manufacturer: NOBA Verbandmittel Danz
GmbH & Co. KG

Holtkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBA Verbandmittel Danz GmbH & Co. KG
Holtkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Swabs, Balls, Wound Dressings, Padding Dressings
Category(ies): and Bandages, Gloves, OR-Clothes, Drapes,
Bandages, Plasters, Umbilical Cord Clamp,
Tongue Depressors, Customized Procedure Trays
(s. Attachment)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
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.ﬁﬁj notes overleaf.
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o Report No.: 713051984_TF/_EXT
Valid from: 2015-06-11
Valid until: 2020-06-10

H-& Rt

Date, 2015-06-10
Hans-Heiner Junker

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

Page 1 0of 3

ZERTIFIKAT ¢ CERTIFICATE ¢

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany




A1/04.11

Attachment for Certificate No. G2S 14 11 90237 002
valid from 2015-06-11

Product Service

Productgroup/Productname Classification Rule
Swabs:

Gauze swabs I's 4
Absorbant swabs I's 4
Slit swabs s 4
Eye pads ls 4
Noba swabs ls 4
Gauze dressing Is 1
Nobatamp Is 4
Balls:

Gauze balls s 4
Noba Cellulose Swabs s 4
Nobamed s 4
Cotton applicator I's 4

Wound Dressings:
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First aid dressing s 4
Raid use dressing Is 4
Wound sheet I's 4
Ruda dressings I's 4
Rudawatch dressing I's 4
Noba dressings I's 4
Nobafilm I's 4
Nobaderm I's 4
Padding bandages and dressings:
no Nobapad I's 1
[N Cotton wool I's 1
fina Nobatricot I's
Rz
1o
Gloves:
¢ Nobafol s 5
L Nobaglove Is 5
o Washing glove I's 1
< Cotton glove Is 1
(&)
E OR Clothes:
- Nobadress I's 1
(= =
(W N]
[ ) Bandages:
Stockinette bandage Is 1
* Nobafix I's 1
- Nobacrepp I's 1
<< Nobalan Is 1
e Nobalastik s 1
— Umbilical cord band ls 1
(W
[
e Page 20f 3
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ZERTIFIKAT @ CERTIFICATE & =%

Attachment for Certificate No. G2S 14 11 90237 002

valid from 2015-06-11

ENT:
Tongue depressor

Adhesive Plaster:
Ruda Plaster
Umbilical cord clamp

Drapes:
Noba Drape

Customized set-systems
e.g Set for dressing changes, Injection Set,

Drainage Set, Nobacath, Set for taking out of stitches,

PEG-Set with parts like swabs,
gloves, drapes, forceps

Munich, CRT2, 2015-06-10

H-&

Hans-Heiner Junker

Page 3 of 3

TUV SUD Product Service GmbH - Zertifizierstelle -

Ridlerstralie 65 - 80339 Miinchen
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service
EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or Il

No. G114 1190237 003

Manufacturer: NOBA Verbandmittel Danz
GmbH & Co. KG

Holtkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBA Verbandmittel Danz GmbH & Co. KG
Holtkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Gauze Dressings, Gauze Balls, Surgical Cloths,

Category(ies): Covers, Surgical Gloves, Customized Surgical
Procedure-Sets, Wound Dressings, Ropes (s.
Attachment)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class IIl devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713051984_TF/_EXT

Valid from: 2015-06-11 8 .

Valid until: 2020-06-10 {;
%
_‘(_'.:

. 672623

H-4

Date, 2015-06-09
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrale 65 - 80339 Miinchen - Germany
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ZERTIFIKAT @ CERTIFICATE ¢

Attachment for Certificate No. G1 14 11 90237 003

valid from 2015-06-11

Product Service

Productgroup/Productname

Gauze Dressings:

Classification

Gauze Dressing lla
Gauze Balls:

Gauze balls with and without X Ray detectable thread lla
Ear operation swab, X Ray detectable thread lla
Preparation ball, X Ray detectable thread lla
Gyn Tampon, X Ray detectable thread lla
Surgery cloth:

Laparatomy Sponge lla
Covers:

Wound hook cover lla
Instrument cover lla
Surgical Gloves:

Nobafeel lla
Customized surgical procedure set

e.g. V-Set and Surgery Set with components as

Gauze swabs, gauze dressing, needles, syringe lla
Wound Dressings/Ropes:

Nobacarbon lla
Nobacarbon Ag ]¢]
Nobagel IIb
Nobacolloid IIb
Nobaalgin b

Jodomull/Jodotamp

Munich, CRT2, 2015-06-09

H-&

Hans-Heiner Junker

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle

- Ridlerstrale 65 - 80339 Miinchen -
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

EC Certificate

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G7 1504 90237 004

Manufacturer: NOBA Verbandmittel Danz
GmbH & Co. KG
Héltkenstr. 1-5

58300 Wetter (Ruhr)

GERMANY
Product: Wound Care Products, Drug/Device Combination
Model(s): Jodotamp® medicated ribbon gauze strip made of cotton

Jodomull® medicated gauze bandage made of cotton

Parameters: Jodotamp® medicated ribbon gauze strip made of cotton
REF 632401 1cmx5m
REF 632402 2cmx5m
REF 632403 3cmx5m
REF 632405 5cmx5m
REF 632408 8cmx5m

Jodomull® medicated gauze bandage made of cotton
REF 294106 6cmx5m

REF 294208 8cmx5m

REF 294310 10cmx5m

The Certification Body of TUV SUD Product Service GmbH declares that a design examination
has been carried out on the respective devices in accordance with MDD Annex Il (4). The design
of the devices conforms to the requirements of this Directive. For marketing of these devices an
additional Annex |l certificate is mandatory. See also notes overleaf.

Report no.: 713054636
Valid from: 2015-06-11
Valid until: 2019-06-10 b

Ty

- R

Date, 2015-06-10
Hans-Heiner Junker

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrae 65 - 80339 Miinchen - Germany



EIFUSHIMA Piériot. FUSSY

oral 8 personal care

TO: SKIRGESA LTD

Egle Biliuviene

Manager dental division
Dental department

Skirgesa Ltd.

Mobile: +370 687 12888
Skype: skgegle

E-mail: infostom@skirgesa.lt
www.skirgesa.lt

Name and address of company:

FUSHIMA, S.L.
POLIGONO INDUSTRIAL DE GUARNIZO, N° 1, 39611, GUARNIZO (CANTABRIA), SPAIN.

Declares that our products Pierrot don’t need CE declaration for distribution in countries within the
EU.

Done at GUARNIZO, 2017-05-03

EIFUSHIMA 5.

N.I.F. B-39617683

fOUGONOINDUSTmALDSGUARNMO,1
39611 GUARNIZO - CANTABRIA

Quality Department
FUSHIMA, S.L.
Authorised signatory and company seal

Pol.Ind. de Guarnizo, Parc. 1 - 39611 Guarnizo-Cantabria (Spain)-Tel.4+34 942 336 009-Fax.+34 942 346 723-e-mail:export@fushima.es-www.fushima.com
FUSHIMA S.L.- N.I.F.B-39617683 - REGISTRO MERCANTIL DE SANTANDER,Tomo 861,Folio 218.HOJA s-16952,INSCRIPCION 12

1/1
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 623238

Issued To: Dentonics, Inc.
2833 Tophill Road
Monroe
North Carolina
28110
USA

In respect of:

The manufacture of dental cements, liners, etchants, sealants, restorative materials,
orthodontic adhesives, root canal filling materials, temporary crown and bridge materials.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Frank Lee, EMEA Compliance & Risk Director

First Issued: 27 January 2015 Date: 19 August 2015 Expiry Date: 26 July 2020

..making excellence a habit’
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EC Certificate Full Quality Assurance System: KR03/58773

The management system of

META BIOMED CO., LTD.

(Head Office & Osong Factory) 270, Osongsaengmyeong1-ro,
Osong-eup, Heungdeok-gu Cheongju-si, Chungcheongbuk-do, Korea

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 15 October 2015 until 6 February 2020 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 6 February 2018

Issue 40. Certified since 3 April 2003

Certification is based on reports numbered WW/PCI 208838

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

[ »
3

SGS United Kingdom Ltd, Notified Body 0120

SGS United Kingdom Ltd Systems & Services Certification
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (0)1934 522917 f+44 (0)1934 522137 www.sgs.com
SGS CE 02 0315 M2

Page 1 of 2

This document s issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn fo the limitations of liability, indemnification and jurisdictional

issues established therein. The authenticity of this di t may be verified at
hitp:/fwww.sgs com/en/Our-Company/Certified-Client-Directories/Certified-Client-
Directories,aspx. Any thorized alteration, forgery or falsification of the:
content or appearance of this document is unlawful and offenders may be
prosacuted to the fillast extant of the law




EC Certificate Full Quality Assurance System: KR03/58773, continued

META BIOMED CO., LTD.

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 40

Detailed scope

Sterile Absorbent Paper points;

Dental Root-Canal Obturating Meterials (Gutta Percha points and bars,
Gutta Percha Plus);

Calcium Hydroxide Temporary Filling Material (Metapaste);
Hydraulic Temporary Restorative Material (MD-Temp);
Resin Based Root Canal Sealer (ADSEAL);

Zinc Oxide Based Root Canal Sealer (ZOB Seal);

Root Canal Cleaning and Smear Layer Removing Solution (MD-
Cleanser, MD-ChelCream);

Warmed Gutta Percha Obturation System including Gun, Pen, Gun
Needle and Pen Tip (E & Q Master, GENESYS Pack and Fill,
elementsfree);

Dental Temporary Cement (NETC);

Dental Etchant (Meta Etchant);

Dental Resin Cement (Metacem);

P&Bond dental adhesive (Meta P&Bond);

Dental Composite Resin (Nexcomp Flow, NexCore, Nexcomp);
Dental Light Curing Cavity Liner (Biner LC);

Light cured temporary filling materials (Nextemp LC).

Where the above scope includes class Il medical device(s), a valid EC Design Examination Cerfificate
according to Annex |l (Section 4) is a mandatory requirement for each device in addition to this certificate
to place that device on the market

Additional facilities

(Cheongju Factory) (Mochung-dong),136, Mochung-ro,Seowon-gu
Cheongju-si, Chungcheongbuk-do, Korea

This document is issued by the Company subject to its General Conditions of Page 20f2
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues blished therein, The authenticity of this document may be verified at
http:/www.sgs.com/en/Our-Company/Certified-Client-Directories/Certified-Client-
Directories.aspx. Any unauthorized alteration, forgery or falsification of the
content or appearance of this document is unlawful and offenders may be
nrosaciited to the fullest axtent of the law




UDEM
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CERTIFICATE

ATTESTATION

CERTIFICATE FOR MEDICAL DEVICE SAFETY

Technical file of the company mentioned below has been inspected and audit has been

completed successfully.

MDD 93/42/EEC Medical Device Regulations Annex VIl has been taken as referances

Company Name

Company Address

Related Directives and Annex

Product Name

Certificate Number

Initial Assessment Date
Registration Date
Reissue Date/No
Expiry Date

You can check curency of this certificate on www.udemltd.com.ir . This certificate remains the property of UDEM
International Certification Auditing Training Centre Industry and Trade Co. Ltd. fo whom it must be
refurned upon request. The above named firm must keep a copy of this certificate for 15 years from the
registration of certificate. The above named firm must notify all changes related with the approved type
to UDEM. If UDEM will not renew expiry date of this certificate in question.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76

:21.02.2021

for these processes.

- Ceda Press doo

: Patrijarha Joanikija 20e, 11090 Belgrade, SERBIA

: MDD 93/42/EEC Medical Device Directive/Annex VI

Class | Non-Sterile

: Class | (Non-Sterile, Non-Measuring)

- Protective Napkins A/500, 33x45cm
- Dental Protective Bibs
- Protective Covers

1 M.2016.106.6207

1 19.02.2016 UDEM Internationa
:22.02.2016

Auditing Training Centre Industry
and Trade Co. Ltd.

E-mail: info@udemltd.com.tr  www.udemltd.com.tr
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Facultative Certification System of Management Systems
«Management Systems Register»

Y ATert A & {Fiontih & 8 TR

MANAGEMENT SYSTEMS CERTIFICATION BODY «ELMAS»
Bld. 2a, 40, Bolshaya Semenovskaya str., Moscow, 107023, Russia
Ne POCC RU. 0001.13DK 14

- T

i\‘! 10077
CERTIFICATE OF CONFORMITY

Edition 3.QMS has been certified since July 2012

Eeraes et e e s

is given to TOR VM Ltd
7a bld. 2, Novatorov str., Moscow, 119421, Russia

NPTt mabm e <SP Ah g (W 0P

; THIS CERTIFICATE CERTIFIES THAT:

3 § Quality Management System as applied to design, development, production and

. delivery of Dental Polishing Discs and Mandrels, Dental Matrices, Dental Wedges,

9 g Dental Strips, Dental Rubber Dam Clamps and Related Instruments

Y COMPLIES WITH THE REQUIREMENTS OF

“';., GOST ISO 13485-2017 (ISO 13485:2016)

j i (Annex specifying the scope of QMS certification

I is an integral part of this certificate)

Bl i

o

;  Registration Ne POCC RU.®K14.100212

I\

£ Date of registration 2018, July, 13 It is valid until 2021 July, 13

K.  Head of Management /

»  Systems Certification 0.G. Fadeev

¥ ( e

Py Audit team leader N.I. Korkunova

7 =i R

B R R
Regwstrahon number No 07900



it is an integral part ﬁ
of the certificate No POCC RU.®K14.100212 #

Ed

Certification scope

Quality Management System of the TOR VM Ltd

5 1. Product: ;
: Dental Polishing Discs and Mandrels, Dental Matrices, Dental Wedges, Dentaé
Strips, Dental Rubber Dam Clamps and Related Instruments

2. Product Realization in conformity with GOST ISO 13485-2017:
7.1 Planning of Product Realization

7.2 Customer Related Processes

7.3 Design and Development

7.4 Purchasing

75 Producnon and Semce Provxsnon xcludmg mstallanon works (LS. 3)_,

: 7 im l. tab e _medi cal devnces vahdatxon of sterili tlon esses and
l barrie ms (7.5.7) implantable medical devices (7.5.9.2
Customer Prom (7.5.10)

7.6 Control of Monitoring and Measuring Devices
3. Address of the facility:

4
§§ 15¢, Kulibina str., Voronesh, 394000, Russia

Further clarifications regarding the Quality Management Certificate Scope may be obtained W
by applying to the TOR VM Ltd :

S SRS NGO
;

ISR






Manufacturer:

Products:

Expiry Date:

Effective Date:

Date:

Directive 93/42/EEC Annex lI, excluding Section 4

TUV Rheinland LGA Products GmbH - Tillyst

EC Certificate TUVRheinland

Full Quality Assurance System
Medical Devices

Registration No.: HD 60117261 0001
Report No.: 15049157 006

Shanghai Zogear Industries

Co., Ltd.

Suite 303, Building 4

No. 406 Kang Yi Road, Kang Qiao Town
Pudong New District

201315 Shanghai

China

Dental X-RAY Equipments, Autoclaves

2022-01-17

The Notified Body hereby declares that the requirements of Annex lI, 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 quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

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

2017-03-30

2017-03-30

e 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

concerning medical devices with the identification number 0197.

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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TUVRheinland

EC Sertifikatas

Direktyva 93/42/EEC Annex II, 1§skyrus skyriy 4
Produkcijos kokybés garantija
Medicinos prietaisai

Registracijos Nr: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Produktai: Danty rentgeno jranga, autoklavai

Galiojimo data: 2022-01-17

Notifikuojanti jmoné¢ pareiskia, kad reikalavimai Annex II Direktyvo 93/42/EEC atitiko
iSvardintiems produktams. Vir§uje parasytas gamintojas nustate ir taiko kokybés garantijos sistema,

v —

IIT klasés prietaisams taikomas Sis sertifikatas, EC tipo - tyrimo sertifikatas pagal Annex II, skyriy 4
yra reikalaujamas.

Isigaliojimo data: 2017-03-30

Data: 2017-03-30

Notifikuojanti jmoneé

/ParaSas/
X.Ren

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Nurnberg

TUV Rheinland LGA Products GmbH yra notifikuojanti imoné pagal Direktyva 93/42/EEC dél
medicinos prietaisy su identifikacijos nr: 0197.
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TUVRheinland

EC Sertifikatas

Direktyva 93/42/EEC Annex V

Produkcijos kokybés garantija
Medicinos prietaisai

Registracijos Nr: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Produktai: Medicinos prietaisai (zitrékite produkty prieda)
Galiojimo data: 2022-01-17

Notifikuojanti jmoné¢ pareiskia, kad reikalavimai Annex V Direktyvo 93/42/EEC atitiko
iSvardintiems produktams. Vir§uje parasytas gamintojas nustate ir taiko kokybés garantijos sistema,

v —

I1 b klasés ir III klasés prietaisams taikomas §is sertifikatas , EC tipo - tyrimo sertifikatas pagal
Annex 111 yra reikalaujamas.

Isigaliojimo data: 2017-03-30

Data: 2017-03-30

Notifikuojanti jmoneé

/ParaSas/
X.Ren

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Nurnberg

TUV Rheinland LGA Products GmbH yra notifikuojanti jmon¢ pagal Direktyva 93/42/EEC dél
medicinos prietaisy su identifikacijos nr: 0197.
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TUVRheinland

lapas 1/2
TUV Rheinland

LGA Products GmbH
Tillystrase 2, 90431 Nurnberg

Priedas prie sertifikato

Registracijos nr: DD 6011759 0001
Protokolo nr: 15049157 006
Gamintojas:

Shanghai Zogear Industries
Co., Ltd.

Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai

Kinija

Produktai:

vienkartiniai Svirkstai;
sterilios dentalinés adatos vienkartiniam naudojimui;
Sakny kanaly failai;

e
evve

v v

sintetiniy polimeriniy danty serija,;

danty cementai,

deimantiniai graztai;

vienkartiniai danty siurbimo antgaliai;

vienkartiniai danty §virk$ty antgaliai;

vienkartiniai seiliy atsiurbéjai;

vienkartinés danty profilaktinés pastos;

vienkartiniai danty profilaktiniai Sepetéliai;
vienkartiniai danty profilaktiniai kampai,

greiti turbininiai antgaliai vienkartiniam naudojimui.

Notifikuojanti jmone:
Data: 2017-03-30
/para$as/ /antspaudas/
X.Ren




lapas 2/2

TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Nurnberg

Priedas prie sertifikato
registracijos Nr.: DD 6011759 0001
Protokolo nr: 15049157 006

Gamintojas: Shanghai Zogear Industries
Co., Ltd.
Suite 303, Floor 7, Building 4
Nr: 406 Kang Yi Road
201315 Shanghai
Kinija

Gamybos aspektai, kurie susije¢ su steriliy sglygy apsauga ir i1§laikymu:

steriliis danty medvilniniai ritinéliai;
sterilios kempin¢lés;

steriliis medvilniniai aplikaciniai antgaliai;
steriliis neaustinés medZziagos ritinéliai;
steriliis neaustinés medziagos padeliai;
steriliis chirurginiai rankSluosciai,

steriliis trikampiai tvarsciai;

steriliis medvilniniai rutuliukai;

steriliis neaustinés medziagos tvarsciai;
sterili sugerianti medvilning vata;

sterili zig-zag sugerianti medvilné vata ;
alkoholio tamponai;

danty instumenty reikmenys;

vienkartiniai chirurginiai chalatai;
vienkartinés kaukés;

vienkartinés neaustinés medziagos kepurélés.

Data: 2017-03-30 Notifikuojanti jmoné:

/paraSas/antspaudas/
X Ren

, @
TUVRheinland



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

Medical Devices

Registration No.: DD 60117259 0001

Report No.: 15049157 006
Manufacturer: Shanghai Zogear Industries
Co., Ltd.

Suite 303, Building 4

No. 406 Kang Yi Road, Kang Qiao Town
Pudong New District

201315 Shanghai

China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: DD 60098964 0001

Expiry Date: 2022-01-17

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 manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Effective Date: 2017-03-30

Date: 2017-03-30

TUV Rheinland LGA Products GmbH - TillystkaBe 27- 90431 Niirnberg

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

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



B ®
TUVRheinland

TUV Rheinland et S
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: DD 60117259 0001
Report No.: 15049157 006
Manufacturer: Shanghai Zogear Industries
Co., Ltd.
Suite 303. Building 4
No. 406 Kang Yi Road, Kang Qiao Town
Pudong New District
201315 Shanghai
China
Products:

Disposable Syringes, Sterile Dental Needles for Single Use,
Root Canal Instruments, Gutta Percha Points, Sterile
Absorbent Paper Points, Root Canal Posts, Synthetic Resin
Teeth Series, Dental Cements Series, Diamonds Burs, Ceramic
Grinders, Disposable Dental Suction Tips, Disposable
Dental Syringe Tips, Disposable Dental Saliva Ejectors,
Disposable Dental Prophy Cups, Disposable Dental Prophy
Brushes, Disposable Dental Prophy Angles, High Speed Air
Turbine Dental Handpieces, Low Speed Dental Handpieces,
Dental Units, Sterile Surgical Blades, Ultrasonic Scalers,
Orthodontic Brackets, Orthodontic Bands, Orthodontic Wires,
Orthodontic Adhesives, Sterile Suture Needles with Thread

Date: 2017-03-30

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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TUVRheinland

TUV Rheinland R R
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117259 0001
Report No.: 15049157 006
Manufacturer: Shanghai Zogear Industries

Co., Ltd.

Suite 303, Building 4

No. 406 Kang Yi Road, Kang Qiao Town
Pudong New District

201315 Shanghai

China

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

Sterile Dental Cotton Rolls, Sterile Gauze Sponges, Sterile
Cotton Tip Applicators, Sterile Non-Woven Sponges, Sterile
Gauze Rolls, Sterile Gauze Pads, Sterile Surgical Towels,
Sterile Triangular Bandage, Sterile Cotton Balls, Sterile
Gauze Bandages, Sterile Absorbent Cotton Wools, Sterile
Zig-Zag Absorbent Cotton Wools, Alcohol Swabs, Non-Woven
Surgical Gowns, Face Masks, Non-Woven Caps, Rubber
Polishers, Irrigation Sets, Sterile Surgical Packs,

Sterile Dental Xits

Date: 2017-03-30

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



SPH EC CERTIFICATE

PRODUCTION QUALITY ASSURANCE SYSTEM APPROVAL CERTIFICATE
(Annex V of the directive 93/42/EEC on medical devices)

No. SC1281-16

issued to

Swedish Dental Supplies AB

Sodervagen 30,
SE-232 52 AKARP
Sweden
We hereby certify that the Quality System of

Swedish Dental Supplies

for manufacturing, distribution and sales of
dental consumables,

medical devices in class lla has been assessed with respect to the conformity
assessment procedure according to Annex V of Council Directive 93/42/EEC on Medical
Devices, as latest amended by Council Directive 2007/47/EC,
and found to comply with the requirements.

The Council Directive 93/42/EEC is implemented in Swedish Law by the
national regulation LVFS 2003:11.

This certificate applies to activities performed at

sodervigen 30, SE-232 52 AKARP

This certificate was originally issued on day month year and remains valid until
26" February 2022 provided that the conditions connected to this certificate are fulfilled.

SP Technical Research Institute of Sweden
Certification - Notified Body No. 0402

Lennart Aronsson Karin Andresen

SNEP4e
(:«; O

p4
va ~
’?€DIT‘§

Ackred. nr 1002
Certificate no. SC1281-16, issue 1, dated 27" February 2017, page 1(3)

ISO/IEC 17021
SP Technical Research Institute of Sweden This certificate may not be reproduced other than in full, except with the prior written approval
. by SP. This certificate is issued in a Swedish and an English version.
Box 857, SE-501 15 Boras, Sweden

Phone: +46 10-516 50 00
E-mail/internet: info@sp.se/www.sp.se




EC CERTIFICATE

Conditions

Validity

The certificate will remain valid until the expiry date, and allows the holder to use SPs
notified body identification number 0402 in conjunction with the CE-mark, on products
covered by this certificate, provided that the conditions stated below are fulfilled:

- that surveillance audits are performed, with approved result;

- that the company notifies SP on all modifications on the products, and that the
company does not apply the CE-mark to any new or modified products without
confirmation from SP;

- that the company notifies SP on all significant changes in the quality system, in its
activities and/or organization

- that the certificate is not used in a misleading manner, e.g. in marketing activities.

- that the company notifies SP about vigilance actions, if any.

- that the updated risk- and clinical reports have been accepted by SP Certification
2017-06-30.

Basis for certificate

- The documentation presented has been examined and assessed by SP in accordance
with LVFS 2003:11, annex 5.

- Aninitial audit and follow-up audits of the quality system at the company’s premises in
Akarp has been performed by SP.

- SP file 6P09584.

Surveillance

SP will perform surveillance inspections to ensure that the company maintains and applies
the quality system that is subject of the certificate.

In accordance with the EU Commission recommendations of 2013-09-24, there will also
be unannounced audits once per every three year period. These audits can be performed
at the manufacturers as well as at selected crucial supplier’s premises.

Miscellaneous

Additional conditions appear in “Terms and conditions for audit and assessment of
management systems as notified body” and in Agreement concerning continuous inspection
between Swedish Dental Supplies and SP.

Certificate history

Issue | Date Activity
1 27" February 2017 Certificate issued

Certificate no. SC1281-16, issue 1, dated 27" February 2017, page 2(3)

SP Technical Research Institute of Sweden This certificate may not be reproduced other than in full, except with the prior written approval
. by SP. This certificate is issued in a Swedish and an English version.
Box 857, SE-501 15 Boras, Sweden

Phone: +46 10-516 50 00
E-mail/internet: info@sp.se/www.sp.se



EC CERTIFICATE

Register of products covered by the certificate

Product Art.no. Class
Saliva Ejector Sweflex 1342 lla
Swedent aspirator tubes 1330 lla
Swedent Polycarbonate Crowns 2190/2195/2198 lla
2215-60 sizes
2220-60 sizes
Swedent Screw posts 4399/4400/4401/4410/4411/4413 lla
4402- 20 sizes
4412 - 20 sizes
Swedent reamers 4430/4432 lla
4431- 12 sizes
Swedent titanium dentine retention 4450/4451 Ila
pins

Certificate no. SC1281-16, issue 1, dated 27" February 2017, page 3(3)

SP Technical Research Institute of Sweden This certificate may not be reproduced other than in full, except with the prior written approval
. by SP. This certificate is issued in a Swedish and an English version.
Box 857, SE-501 15 Boras, Sweden

Phone: +46 10-516 50 00
E-mail/internet: info@sp.se/www.sp.se
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' CE - SERTIFIKATAS @

Patvirtina, kad jmone

Chema-Elektromet Spotdzielnia Pracy

ul. Przemystowa 9
35-105 Rzeszow

Lenkija

jgyvendino ir palaiko visiSkg kokybés uZztikrinimo sistema, kuri taikoma
produktams visais etapais nuo projektavimo iki galutinés kontrolés.

auditas, dokumentuotas DQS ataskaitoje, patvirtino, kad Si kokybés
uztikrinimo sistema atitinka

Direktyva 93/42 | EEC dél medicinos prietaisy |l
priedo 3 skirsnj

AtsiZvelgiant | Siuos medicininius prietaisus:

medicinos prietaisai minetajam pried ui.

jstaigos numeriu gali buti priklausomas sertifikate nurodytlems prietaisams.

Sertifikato registracijos Nr. 276385 MD2 - no.15

Sertifikato iSleidimo diena: 2017-02-16
Veikimo pradZios data: 2017-07-05
Sertifikato galiojimas nuo: 2017-07-01
Sertifikato galiojimas iki: 2021-06-29

DQS Polska sp. z 0.0.

% cwol =

Wiodzimierz A. Smolak
Managing Director
ul. Domaniewska 45, 02-672 VarSuva, Lenkija (Tel: +48 22 395 88 10)

02-10-L102

DQS Polska sp. z 0.0. yra notifikuota jstaiga pagal Tarybos direktyva 93/42 | EEC dél
medicinos prietaisy su identifikavimo numeriu: 2282

1/2




Priedas prie CE - SERTIFIKATO

Registracijos Nr.:276385 MD2 - no. 15
ISleista ; 2017-07-01

Chema-Elektromet Spétdzielnia Pracy

ul. Przemystowa 9
35-105 Rzeszow

Lenkija
Produkto pavadinimas Klasé UMDNS-Kodas

AGATOS HA la 16-710
AGATOS S lla 18-710
AGATOS W lla 16-710
APEX lla 27-789
APEX paste lla 27-789
BIOPULP b 27-789
CANAL-DRY lla 37-203
CHEMADENT G-J-0 lla 16-704
CHEMADENT G-J-P lla 16-704
CHEMADENT G-J-W lla 16-704
CHLORAN 2% lla 37-203
ENDOCREAM lla 37-350
ENDOGEL lla 37-350
ENDOSAL lla 37-203
GUTAP lla 37-351
HA BIOCER powder lla 17-611
MULTIDENTIN D lla 11-150
MULTIDENTIN K lla 11-150
OXYDENTIN lla 11-150
PEROXIDON lla 37-141
PLASTIDENTIN lla 11-150
THYMODENTIN lla 11-150
ETCHANT lla 17-737
ZINC OXIDE QUICK lla 16-709
HT BIOCER b 17-751
HA BIOCER granule b 17-751
ENDOXAL lla 37-203
EUGENOL lla 16-709
CHLORAN PLUS 3% / 6% lla 37-203
CITRIC ACID PLUS flla 37-203
PULPOGEL lla 17-944
PEROXIDON GEL lla 37-141

Sis priedas galioja tik virSuje paminétui sertifikatui.

0T-h0-LL02



INDUSTRIES

Manufacturers & Suppliers of Surgical, Dental,
Manicure And Fishing Instruments.

Z‘“’ ZONA

September 12, 2018

EC DECLARATION OF CONFORMITY

We,

ZONA INDUSTRIES (PUL AIK AIMANABAD ROAD SIALKOT-PAKISTAN)
Hereby declare that we fall within manufacturers of Class — I devices and the

devices produced by us are

» Surgical Instruments
> Dental Instruments

Meet the essential requirement of Directive No. 93/42/EEC as updated

2007/47/EC. We prepare and maintain technical documentation for each
device as requires by Annex-VII of the directive 93/42/EEC. To which This

Declaration Related is in Conformity with the following standard(s) or other

normative document(s)

ISO 9001 Quality Management Systems

ISO 14971 Medical Devices-Application of Risk Management to Medical
Devices r

ISO 17664 Sterilization of Medical Devices-Information to be provided by
the manufacturer for the processing of re-sterilizable medical
devices

EN 980 Graphical Symbols for Use in the Labeling of Medical Devices

cGMP Medical Devices; Current Good Manufacturing Practice

EXPORT REGISTRATION NO : W - 104626

Certified 1SO 9001:2008

SALES TAX NO. 09-05-9018-762-28 ISO 13485:2003
N.T.N : 1320485-8 C€ Marked.
© zona@zona.com.pk
©Pul Aik, Aminabad Road, ® 0092 - 52 - 3522403 © zona@brain.net.pk BANKERS: Habib Bank Ltd.
Sialkot,- 51310- Pakistan. ® 0092 - 52 - 3522406 ® ww.zona.com.pk Habib Metropolitan Bank Ltd.




93/42/EEC Council Directive for Medical Devices
ASTM-F899 Standard Specification for Stainless Steel Billet, Bar, and Wire
for Surgical Instruments

ISO 7153-1 Surgical Instruments — Metallic Materials — Part 1: Stainless
Steel

Chief Executive

ZONA INDUSTRIES

Proprietor

Dokumentg elektroniniu
parasu pasirasé JULIJA
LICKUNIENE

Data: 2020-06-22 14:41:36
Paskirtis: 492219

Vieta: Kaunas

Kontaktiné informacija:
VieSuyjy pirkimy specialisté
Julija Licktniené UAB
"SKIRGESA" Energetiky g. 8,
LT-52461, Kaunas Tel.: +370
37457746 El.p.:
konkursai@skirgesa.lt
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