Cert. Nr.: 28039-2008-CE-NOR
Perzitiros Nr.: 1.0
Projekto Nr.: PRIC-561 11-2008-PRC-POL

wrisdikeija

Sertifikato istorija

Perziiira ApraSymas

I5leidimo data

1.0 Originalus sertifikatas

2008.09.10

Produktai kurie jeina j §j sertifikatg

Produkto apraSymas

i Produkto pavadinimas Klasé

Gelis naudojamas $aknu kanaly cheminio ir mechaninio Endo-Prep gelis [la

valymo, apdorojimo metu i | |

[renginys $akny kanalams praplauti Chloraxid [la
Sviesa apdorojamas kalcio hidroksidas Total Blend [1a

Dentino desensibilizatorius (sumazina jautruma)

Apsauginis nuo $viesos | lla
sandariklis

' Kalcio hidroksido pasta su bario sulfatu Calcipast Ila
Kalcio hidroksido pasta su jodoformu Calcipast | Ila
Smulkis cinko oksido milteliai Cinko Oksidas Ila
Kalcio hidroksido milteliai Hydrocal Ila
Eugenolio alyva pastos paruoSimui Fugenolis | Ila

Vietos jtrauktos j sertifikatg:

Stalowa Wola 37-450 ul. Okulickiego 18/145, Miejsce produkuoji, zaklad: Nisko 37-400 ul.

Sandomierska 18 B, Lenkija



Cert. Nr.: 28039-2008-CE-NOR
Perziuros Nr.: 1.0
Projekto Nr.: PRIC-56111-2008-PRC-P0L

Terminai ir salygos

Sertifikatas yra §iy. Zemiau nurodyty terminy ir salygu objektas:

Bet koks gamintojas (Zitrekite 2001/95/EC del tikslesnio apibiidinimo) yra atsakingas uz
#ala, kuria sukélé jo gaminiuose esantys defektal. pagal Direktyva 85/374/EEC, susijusia uz
atsakomybe del gaminiy su defekrais.

Sertifikatas galioja tik produktams ir/ar gaminimo patalpoms nurodytiems auks¢iau.
Gamintojas turi laikvtis visu kokybés sistemos isipareigojimy ir laikytis taip, kad kokybes
sistema buity atitinkama ir veiksminga.

Gamintojas turi informuoti vietinf DNV Biurg apie bet kokj numatyta kokybeés sistemos
atnaujinima - DNV perzifirés poky¢ius ir nuspres, ar sertifikatas liks galiojantis.

Bus atlickami auditai, norint patikrinti ar gamintojas laikosi ir naudoja kokybeés sistema.
DNV pasilieka teisg, itarus pazeidimus, atvykii nepranedus.

Tai gali padaryti Sertifikata negaliojan¢iu:

Kokybeés sistemos pakeitimai paveikiantys gamyba.
Auditai néra atliekami rekomenduotinu metu.

Atitikties deklaracija ir produkto Zyméjimas

Kai aukséiau nurodyti terminai ir salygos atitinka. gamintojas gali gauti EC Atitikties

deklaracija ir legaliai naudoti CE Zenkla. po kurio eina Notifikuotosios jstaigos DNV numeris,

SERTIFIKATO PABAIGA

Verte UAB "RIVYDOS" VERTIMY BIURAS

Zalgirio

g 90, 09303 Vilnius

Tel./faksas: (370 5) 273 03 87

Verréjas

Vertejas

2009 m.

susipaZings su LR BK 233 straipsniu
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DET NORSKE VERITAS
FULL PRODUCT QUALITY MANAGEMENT CERTIFICATE - EC

Certificate No. 28039-2008-CE-NO Rev.
This Certificate consists of 3 pages

This is to certify that the Quality Management System of
Przedsigbiorstwo Produkcyjno Handlowe CERKAMED Wojciech

Pawlowski
Poland

Jor production and final product inspection/testing of

Dental Devices

has been assessed with respect to
the conformity assessment procedure described in Article 11.3.a and Annex II exclusive section 4
(Module H) of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleal

Place and date. This Ceriificate is valid until:
Hevik, 10 September 2008 10 September 2013
For DET NORSKE VERITAS CERTIFICATION AS
Norway
r 3
&)dh{r (_‘?f:m jﬁmﬂlmr __________ c € A.L‘QLM-EJ’“ M‘
Line Gangeskar Notified Body No.: Eugame ngar Husebye
Certification Manager 0434 Technical Reviewer

Novice: The certificaie is subject 1o terms and conditions overleay! Any significant changes in design or constraction may render this certiffoate ivalid

Urapy petsorn il ey ar Serogs wkicl = proosd 16 have been cabed by any eiglipst el oo omasion of Ot Wondke Varitas, dhon Dol Mooz Venilgs shall pay compen ctlon s penn foe b provid disect foms oo damege, However, 6 compcnsarke
FRu] e ook i T Ll B 0w 1S e (i Charged e (he pirvise in gastion prodded et the masdnmnm compecsaien all e aweed USD 3000000 In this provisioe “Ded Morskes Yeridd” shall recan i Foos conos: Dl Nardke Wiz as well &
AT S abaielars, diredioen, (e, ariphipeed. apents pnd pcol lsor paling on Behall of Det Manks Venms

HEAD QFFICE: Det Morske Vesitas AS, Vieritasveien 1, 1322 Hisvik, Norway. Tel: 47 67 579900 Fax: 47 67579911 wew.dav com
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Cert. No.: 28039-2008-CE-NOR
Rev, Mo 1.0
Praject No.: PRIC-56111-2008-PRC-POL

Jurisdiction

Certificate history
L
. M0 [Ordginal Certificate T

Products covered by this Certificate
ProqotDeerpton T
| Ge:l used dunng ﬂhﬂgxg;:;m and m;l;:a:ﬁcal cleaning g and treatmg root c:anals Enr;aﬁ?ﬁep gel ITa
ri',';;wce used for rinsing uf mﬂt canal N _ Chloraxid Ila
L]@t:medélauéaydmmde - | S - TntaI.Blr:nd h a i
le‘éhun dcsmsmzer | - o ;__ "I;;atéct light seal ”IIIa -
Caicmm h}dmmd;ﬁ;é::e *mth hanum sulphate T Hﬁ:ipast Ma
Calmum hydmmde;‘:;;ste wath m::i;ﬁ:;ﬁ;i _ -------------------------------------------- | Calgpast 1 ﬁ_a
Egtra ﬁne iz:ﬁ: oxide pDWdE:I _ d_# - Zine Oxide Ha -
Ealmum Il}"dm}ﬂdﬂ powder - Hydrocal Ma
Cl:l] of ﬂugenr::-l l‘-:rr paste pre;rarauﬂn lllllllllll - | | JEugﬂnul - ITa

Sites covered by this certificate

Stalowa Wola 37-450 ul, OkKkulickiego 18/145, Miejsce produkeji, zaktad: Nisko 37-400 ul.
Sandomierska 18 B, Poland

HEAD OFFICE: Dot Norske Veritas AS, Veritasyeien |, 1322 Hanak, Moeway. Tel +47 67 57 9900 Fax: £47 6757 4011 e e Dot
Pagz X nfl
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Cert. No.: 2E0322008-CE-NOR
Fev. Na: 1.0
Projeat No.: PRIC-561 11 -2008-PRC-POL

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his product(s), in
accordance with directive 85/374/EEC, as amended, concerning liability of defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so that it
remains adequate and efficient.

The Manufacturer shall inform the local DNV Office of any intended updating of the quality svstem and DNV will
assess the changes and decide if the certificate remains valid,

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality system DNY
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits,

The following may render this Certificate invalid:

L]
L]

Changes in the quality system affecting production.
Periodical audits not held within the allowed time window,

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV .

END OF CERTIFICATE

HEAD OFFICE: Det Norske Verilas AS, Veritasveien |, 1322 Hovik, Narway. Tel: +47 67 57 9900 Fax +47 6757.99(1 www dnv.com
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DET NORSKE VERITAS

PRODUKTO KOKYBES VALDYMO SERTIFIKATAS - EC

Sertifikato Nr. 28039-2008-CE-NO Rev.
Sis sertifikatas susideda i 3 puslapiu

Siuo dokumentu patvirtinama, kad Kokybés valdymo sistema
Przedsigbiorstwo Produkcyjno Handlowe CERKAMED Wojciech

Pawlowski
Lenkija

gamyba ir galutinis produkty patikrinimas/ testavimas
Stomatologiniai jrenginiai
buvo jvertinta pagal
atitikties jvertinimo procediira apradyta Medicininiy Irenginiy Tarybos Direktyvos 93/42/EEC
11.3.a Straipsnyje ir 1l Priedo 4-me skyriuje (Modulis H), ir nustatyta kad ji atitinka visus
reikalavimus
Informacija yra kitofe puséje

Vieta ir data: Sis vertifikatas galioja iki:

Hovik, 2008 m., rugséjo 10 d. 2013 m., rugsejo 10 d.

Skirta DET NORSKE VERITAS
SERTIFIKACIIAL NORVEGIJA

‘Paraias/ ‘Parasas/
Line Gangeskar CE Eugene Winger Husebye
Sertifikavimo direktorius Technikos apZvalgininkas
MNotifikuotoji
Istaiga Nr.;
0434

Pastaba: Sertifikatas skirtas produktams nurodytiems kitame lape. Ber koks pakeitimas gali padaryri 8§ sertifikary

: negaliojandiu,
Jei bet koks asmuo patirs Zala ar nuostolius, kurie bus sukelti del Det Norske Veritas aplaidumo. tada Det Norske

WVeritas tokiam asmeniui, jrodziusiam patirta Zalg. sumokés kompensacija. Taciau, kompensacijos suma negali virsyti

Det Norske Veritas suteikiamu paslaugy sumos ir didziausia kompensacija niekada nevirgys 300.000 JAV doleriy. Sioje

nuostatoje pavadinimas Det Norske Veritas reiSkia Det Norske Veitas Fonda, visus jo filialus, direktorius, pareigiinus,

darbuotojus, agentus ir Kitus asmenis ar kompanijas veikiangias Det Norske Veritas vardu.

BIURAS: Det Norske Veritas AS, Veritasveien 1, 1322 Havik, Norvegija, Tel.: =47 67 57 9900 Faksas: +47 6757 991 |

www dnv.com



