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NHCTPY KL
M0 NMPUMEHEHWIO:

Annapat System B (Heat Source) gnsa pasorpeBa ryrrarnepyeBoro
WTNMTa.Cc NPUHAANEXHOCTAMMN.

[Mpon3BoACcTBa KOMMaHUN:
«SybronEndo, a division of Ormco Corporation» (CLUA)

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



Sx'stem B Hc:Jt$ource

NHcTpykuni
1. &> HKUIifOH;)JibUbic xapas'Crephei TiKH

1.1. F1)nbmp paooTju'T ot irepeiapMWiHnifiii 6arapciiku.
MpoYHbIA 3an‘ryataHHbIi akkymynatop c-3ccncunsacl- ObICTPC.C WM HALEXHOe
nootyaneHve WHTOKMA. [lpn MakcumanbHOW Tes:nepaType akKyMynatop Ao
paspsagKy 06ecneynT OfHM Yac HarpeTa.

1.2. Mepe3apaxante 6TapCAbT MTPH FTOMOLUM .3APLILIOTO YCTPOMCTBA.

Mpnbop HNCTABAACTCA  SAOAHCYNY.KO  3/psHKeaHMM. Jlns  neocaapsfkH
aKKk>.4y.TATOpa Mcnosibaytre Trkvyako <aikni“>yae\Hnil  ajgantep  KObIPblii
noctasnsaetca BMmecTe ¢ Sysieui 8 HesiSonrce. Mpu nciMOiini nepoknonarens Ha
naHenn nepekenuTc rgnéop B pexxum xpaneHusa (Store). CHAMUTE NaKOHeY.UmnK ¢
PYyYyK/ 30HAA. 1loAK:LUMArTe 3apsjHOe YCTPOMNCTBO K 3a3elleHHOI T po3eTke M
BCTaBbTe AMenceflb Ha >XMWUe LHypa B HE310 HO Tajkei naHenu lipubnpa.
3ak3¥KeTca entad namTo4vKa 3apaakm Charge.

Bo Bpexrs rrcpetapsanum Sysiem 3 flcatSoiircc He paboluerT.

Ona TOro 4to6bl aKKTXTYCrATOP MPOCAYXWU/T KaK MOXHO [LO/NblUe, 3apsxanTe
npubop Bce 3pc.m/, Korga bbl ero rre nenonsryere.
Upesmepyasa TpAAK? HEBO3MOXKHA

Korga akkC'Mynarop nosHoCTbIO YapAaanksa. neenrad namnoyka (.7rn/;yc noracHer.
Ecnu 3apagHoe ycrpc>MCibo HTLWKAKUATL K MOJSIHOEN. .10 flapsXekHoMy ruMioupv.
.namnoyka Charge mMurue-' o.xuH pan.

Korga notpebyeTcs NOAHOCTbIO aa])saKTb aKKyMYynaTop, 3aXOKeTCs OpaHXXeBast
namnoyka Coms

I14. Pyuka goHga System 3 H.eatS<Hircf «6nsgaet ocobbimu xapsiK-repanriiKaM»

Malika C KOWTXNTON npyXTuT <<ZK?7blesul Hepek-TounTenb») (1"
obecrieymBaeT  YAOOHbLW  JepxaTeslb  [/19  PruiMuKerX  NakoTreyTrkos.
KosiTakwan npyxuHa (2) Ha rake ue33BOAMET THOMb30BAXENMO B MepyaTKax
BKNOYaTb System B c nto6oro HanpasneHus. Korga Hafo HarpeTb HaKOHEunnk.
HaXXXLITE Ha MPYXWUHY TaK 4TOo6bI rwa KucuiHa. ct-epxxHa (b)

1.4. Ha rsepenHen Twe TV upepaTtT/ienbl BCE MeP«K.TIO>Wren« U «anuKuTopsbl
mountoeTn

Ovck pei.VJinpoBHii Xo LLLLLCTT (1) ao ;BONArr mae3powb 06beM TeMa0BOWA
TKEPrun. KoTopaa .MocTymam; Ha makcarumak Mowwscrs 3r3pacrae; .:Tueino b
gnanasr.ave ot 140 10. rge 1 .muwrdrasibyad .MOWHOCTb, a 10.. Makw'maxbrras.
Mpu aomowm Temneparypaoro pgucka (?-) ycxaHsaagueabn — pabou} o
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4101: 1Heas.sadde
wimnto oic o>revn/f) -MnnoHWwoK oHenOn jvoMiHH r3r-00 ndii Byj.ooad ear.BHUS«I/
DM'os)?H oha«n% O4YMHBL3HOAT'M Mawrii sod;') T: HA0OKLWOK
udn ™ -KcmoiLiin  nmmn'en ~oged vy roNvmcorT - n.30!wmx>" e

MIJAMUNHLMUA  6iSAGIIURPVFI Y t QM YouprlLX/1

r XiHc.wosa ansa-uvarma  ‘tomtdiiim  ekoUTILLUb*¥XC  AnHb3HOAY!!  blmoni
o0\ i)Z oMo - nroxHa vH =X Hwo»\ Klwarskmsny|n| ‘CA/HKEHOKK eaxLiBH. Bsit
BBdoiOM  «/1130HNA>K siHab.k™M Xr\KBooLUn nanky non4y/

M .JXOXratl LLL Y,150/LLIYIT “M1

*MOYyT3XW BKruiwnsc Bdoondu
ai»irtsuvidj,uxs sjoutd n sxkB ‘BNBHbaHUSBH ANLLUILLMMOS "3UHINKMBXO aix
4inwodi043iii\sv>i fioojh 'K/ X6"™WbKHran XsBdo axatinitrioM mnex'Bu MSIMHb3HO/BH
Bdiu«d?mv3x  DKAY  *BAVHUIHOABH  N<1uxBCann.n  OXCHXIH  «mamxabl/n
I'woxts JUmM>KK‘oxacil}; 'mHTC!  OXOixilR  or'  BrXr3e’YBChto0  UX30HTOK
d;d\.ixclpiiiv;w «BHbreon Kj-i«33H Doli ttdu U3UHW»H
ISOH* =S >X DXAXIXXK iXAF XXOXU N XTHXIMGA en iAD JOEA 1'IfICIimbUKAJ, next
or BoxaxyacUpn nuHb.sHoAsx| "Hod{i,sdaimaj, MeHHaBIHROAfaL a oiooed
aMHBIHOMON MLUXb 'MA33IbKXLWOXAN KDXSAdUTI-odiKu» N wmt's 0.r3 KOoKeo
BH BOGWULD YHAMOHOLL] QVODXoKM 72U LBaIDAQL, godoxo» O 11HB.1LLIr1003
o C‘HHIfHAAIOHOX VOAHISEOUME2ILLT QD HBAMTX  Altoglln-| 2

SHrI?M(t,:i3MOv4 EBUKBNOXH3XBY '9 4

"Y(TNHBITOUT 3HX X ;N yUDKMWAA0MNO MLLUC AWOBT WUK! 10aratya LK 4K )
‘AVI/LLD ox HXOWE XKAO YT *I2E0110)EXI ‘VieseYreH JXATOOU
xa&frosixom ouv: WQXA 9i\od4 exoxemcYxee! OH aonsIMTAHW U *K3X0EbOHT /10
doOlIn AAVDKOd KOLX g xn'OflXii U Ho1PUar2d>da! LA iiclu AWV
KusioHLIXx HMVd a TiebffliDiadoij 10fnaiM) o.ia 'kaxa-m.urow!! sH dogitdu i noa?

*in:odxHOH 0 .KaHO H anm r|aTrox
XKMK3M MMHOKOA |ido oblunon KOXaeBIaMLLK /IMUbIHCXKH BMHBauM aivnoxad
g MOHI WHUMH N 1 HO KaEa/mSX00oO JT] YOxIaHIT ||[OHKMH BH ML
LOT) MDHO 9 BVHECHITHATTL i1Ju eXZBXHX: "LIMOX "I00iIXriiGilAodon
M3XOOrHH KHO 3H Mraa 'Bojoixio mjaocow r-; vividob soJotnxHIMUO KraabWn,orsacxLu?
1BHbOI 24 oH  4lwdni|| 'OAKUaur oH HHUPKCH  ‘nodAltdAiiWax
a BaxiBBaWIBN  (NKAWT/IMaH  AUHBbIXLULL iiommtakou vy

Hutogw/1 iaiAOJKoj ‘c-|

SUHTWEeMUN 30HX-.T el dogi-idn
ax/nbflarn303x xaxxoaxoo 19) TwxM O0N0sSXKHE YW XKbiMraoya usHo.JIBH

N J BuHM3MN wbka/l nra (luo.xi KMXKag W?UW!HOXOOM B3IX3EUMOHM
{D) *yMASAEANOINNOH 'Ww 1dO yNMIN
'’KHiBHvax: Hxckaa a ac”3ucw alLiil'oaaaaii vi/.ras BUM3IHaax

wrin Kg BHUNAOXNTOMOH KHXaa axk/lgHit oHmoHn {b) !'A3'axub0LXme<I3H
KiBracdfi 'BHMHbrMoHw oHaanT wlo kaxawxwx'sm (c) igqgif 483K
UMhoimer: kxHoxop -j Yyiog or oul xo anowanur g eaMHbanoasn XdAiBdoufvoi
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MHCTPYKUUN W) MPHMCUH'LWHL, Sysiem B ReutSoiirce

N. YCTaHH«K'"W HaKHWeYr LW KH

Mepeiicnnte npuéop B pexkum XixtikTut-s Store spn LLU'Mouw 1e}nKnB>maTcns Wi
n;Tenn. OcnabbTe raiky MBCTaBbTe ]aKOHEHHWK Ha T> T:ryol-TrH 1a KOTOPYH OH

BOlJer. YTOMLIEHHAs YacTb HAKOHEUHMKa A0/DKHa >VH cTepyKeHb. 3aTsiHvTe
ramky

2. Cpok IKHTmMt fakomeyHLIca TaBTreHr OT TeTwepaTypbl
CpoK WML HaKOHEYHMKA b TyauyHTeNbH'.-M  >{epe 3aBUCUT U paboueit
TemnepaTypbl U YPOBHS MLUTLLOL». [Mpyn paboTe ¢ MaKcMMasibHOW TeMnepaTypon
(600™C) n ¢ vaxkewbarbrl. 1\l ypoBHEM mou;hovivi (1; TOT enwk MOXET ObOb
OTHOCUTre/ibIt0 KOPOTKMM, i1pn 6011ee HU3KON cpefHer pabodeil TemnepaType H
>p>0BHE  MOLLUHOCTM  BEPOSITHOCTb,  A0.JITOCPOYHOM  CAY)XKObl  LLFKOHEMHMKA

LLIAYNTENILHO bO3P/IC rae . 3dICKIVBUCIONb NatocBa TICTENEUHO EHHXKAereH U
rCUCANC OMPCAE/CTLLIOr0 NEPNOju UPCMENM.

Yy
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analimitHas UHONMaHNs

Bowpart u rif«LL Ha

Mpnbop pas3paboTaH .M. [A/IMTENbHOMO WPHMEHE.YMs W MNOMYYeHUs NpefcKasyemblX
pesynbtatoB. !{pubop wmeeT rapaHTMiO | rog, {-em npubop HencnpaBen. CBXMTECH C
npeacTaBUTENEM CEPBUCHON Cry>X6bl komnaHum SybroneEnd-* no TenetoHy 800-428-2808. uru
MECTHbIM [MNEPOM WM LUIOTANLNKO3;, 4406bl CKOOPINUMPOBATL BO3apaT/peMCKT C KOMUIAHWMEN
SybronEndn.

i'apaHTni'iHbnl  pe.MOHT MoXeu ocymlecTnblTeca ronLko Komm;«?veir  SybrouEiido HAu
NuweHsy|X>BaHHbLM Me/toTT!bIM MactepekliMy, MMeoLWMMKN n|)urnHanbHble “.anHacr!!. Mpu .mobr.Ix
MonbITKax HeaBTOP/130BaHHOIO PEMOHTA rapalims Ha npuoop T.!LL>nmpyercs.

f. MHorue npo6nembl MOTyT ObITb peLUeHbl Mo TenedoHy. He CTeCHANTECh CUAEMHTT.CL, C
Ha'VW. eciv y Bac HO'WMKNM TPYNTACTN NPWU HCMONrJOBaHTLL npubopa.

2, Ona o”3opmicums BO3BpaTa, HEOOXO4MMO CBS3aTbCA MO TenedioHy C npcacTabHTenesun
KomnaHuy SybronEndo gns r'onyyenns ?riidopman;Lu! mi Bo3spaTy TOBapoB.

3. Ncnonbayite oplilM{Ha.ibnyto ynakoske ana |;nlven(>pmHX)BK3L uns xpaHe.uiis npubopa,
[.XNH opwrLLLL;FbHAs KOPOOKa MM YrMak»TBOUHA8 MeKa M.C'UcTayroT, CBSXKIech ¢ Syhrc>nEndo ans
MOMYYeHNss MHCTPYKLMIA MO YHAKOBbIBAHLLO npubopa. Mo3peBaeHMs, NpousoLlefLlMe Mo Bpems
TPaHCMNOPTUPOBKM, NPW OTCYTCTBUM COOTBETCTIYHOUTEN YNAKOBKW He MO/EXaT rapeyTuii.

5. TpomapkupyiiTe Ha BHeWLUE CHOPOHE YMakOBKM HOMep 3efeUMHO C3y)KO6b4 4o3BpaTa
ylpeacras>ITens KomnaHum SybronEndo, Bale nms, iuu'cc K Keustakn-rin TenecEg?.

6. 3aTparb! Mo TpaHCMOPrapoBKe B rapaHTUIO He BXOASA |

lMpaBoBas orosopka

OrseTcrac!LLnc b SybronEndo. rak TrOrMLWAMAT 3.3CKTPKYECKMX MCALLABLLCKML YCrpoEVAcrs.
pacnpocaHseTcs Ha TeXHUYECKNe ocoochhociu BrHULLCKOC3M YCTPOICTBA., TOMbKO OpW YC.H0BUM
cobnogeHns npasu 06Cy>KMBaHUA P Mb!NONHEAMH PEMOHTA HOMLKC* KoMnaHueld SybronEndo mnm
NMMNEH3HPOBAHKT,;M PCMOHTHU/IT! MaCTCP\KUMK, KMEXMLUM OPLLrMHA/IbKbIE .earyacTu.

N3 coobpaxkeHuii 6e30MacHOCTK, 3TOT NpuOBOP AO/MKEH UCMONb30BATLCA TOMbKO C
OPUTMHAIbHBIMI 3aN4acTAMK, NPOU3BOAMMBIMUA N TTPONMLU3EMbLUH TO/IbKO KOoMMaHuein SybronEndo.
Jikooc ncHO.4Yb30Basae HCOPHM3HA.TbKL — HwMycuell wm.en HCCOGNArTCHUE WMHCTPYKUMIA MO
3KCnyaTalnr NpueeeT X NoabIWeTEN-.My pyUcKy Nns no;!b.Xx:/Bate,!A. a TakKe aHKY.MMPYET rapaHTuto.

KomnaHus SybronEndo iie HeceT rLIKakoil OTBETCTBELU30CTU 3a HeBepHyro jnaniOci,itk'y.
MPOV30LLEALLYIO KO BVHE M0o/b30BaTens nav coos B pabote Apyroro 060pyLoBaHuS.
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SECRETARY OF STATE

in Croatia. All other use prohibited.

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

ntry: United States of America
public document

been signed by Angela Ramirez

ig in the capacity of Notary Public, State of California

's the seal/stamp of Angela Ramirez, Notary Public,
e of California

CERTIFIED
acramento, California

21st day of June 2008
ieputy Secretary of State, State of California
551098

l/Stamp:

10. Signature

Secretary of State

OSP o7 104059
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lifornia jurat with affiant statement

3e Attached Document {Notary to cross out lines 1-6 below)
36 Statement Below (Lines 1-5 to be completed only by document signer[s], NOt Notary)

Sogidufed
of California

tyof blcTab

Signature of Document Signer No. 2 Cf any)

Subscribed and sworn to (or affirmed) before me on this

___day of. 20 mby

(11

Name of Signer

proved to me on the basis of satisfactory evidence

A
to be the person who appeared before me (.) (,) !
if (and
ANGELA AMIREZ L
Commislon # 1630034 I @) Name of Signer
Notary Putsfic - Collfomla |
f Orange County r proved to me on the basis of satisfactory evidence
MyCC3TL. ExpkesDec 15.200 to be the person who appeared before me.)
Signature,
Siftratura” Notary Public nh
Pfac© Notary Seal Above .:II
OPTIONAL —
lough the information below is not required by law, it may prove 'Vﬂlﬁ*-'ll-l-l-l-l-u 'P
aluable to persons relying on the document and could prevent
lulent removal and reattachmenl of this form to another document. Tq:)dﬂju'mme T(pdjhmpm'e
rDescription of Any Attached Document ‘!.
@0t VU Imijion”® gf i
mate: ~0fc'Cn ___Number of Pages: - 1
"W 1
Than Named Above: |
1
f

Noia.7 Assodaaon- 3350 De Soto Ave., P.O. Box 2402 «OhatS'ivortfi, CA 91313-2402 « www.NatkmalNo&ry.oig Item #5810 Fteoitfer Call Toll-Free 1-800-576-6827
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CERTIFICATION STATEMENT

a responsible official of Sybron Dental Specialties, the ultimate parent company of
moiiEndo, a division of Ormco Corporation, | hereby certify that the attached documents
copies of the original EC Declarations of Conformity for the following products;

System B Heat Source

element Obturation Unit

element Ultrasonic Unit (Ultrasonic Scaler)

ilement Diagnostic Unit

indo Touch (Endo-Mate TC)

’luggers (Buchanan Hand Plugger and Finger Pluggers)
ImearClear

lealSeal (Epiphany)

A Axxess

Signature

Asusena Cobarrubias, Regulatory Affairs Associate
Typed Name and Title
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CE TECHNICAL FILE

EC DECLARATION OF CONFORMITY TO MEDICAL DIRECTIVE 93/42/

By virtue of this declaration of conformity, ANALYTIC/ SDS ensures and declares that the
following items are Class Ila products and are manufactured in conformity with the
provisions of die Council Directive 93/42/EEC and the technical docimientation referred to in
Annex I1, thus, meeting the requirements of the Medical Device Directive.

System B Heat Source - Model 1005, 220V
Handpiece Assembly for System B Heat Source

Al T

Albert Ruiz-Vela Larry Wills
Director of Product Development Regulatory Afftdrs
Ormco Corporation Sybron Dental Specialties

SYSBi005.D0C

RELEASED. 27 May 2008, G-TECH FILE-REL
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CE TECHNICAL FILE

declaration of conformity to medical directive 93/42/EEC

firtue of this declaration of confomiity, ORMCO CORPORATION ensures and declares that the
awing items are Class a products and are manufactured in conformity with the provisions of the
lacil Directive 93/42/EEC and the technical documentation referred to in Annex VE, Section 3 and
lex V, thus, meeting the requirements of the Medical Device Directive.

lements obturation

roject 1210

Design Responsibility:

Ormco Corporation Oimco Corporation
Glendora, CA 91740 Sybron Endo
Glendora, CA 91740

Manufacturing Responsibility:

Ormco Corporation Ormco Corporation
Glendora, CA 91740 Sybron Endo

Redmond, WA
98052

Ormco Corporation
Sybron Endo
Glendora, CA 91740

Distribution Responsibility:

Ormco Coiporation Ormco Corporation

Glendora, CA 91740 Sybron Endodontics
Clendora, QA™1740

aymond Thornton Greg Amano
Technical Services Quality Assurance

RELEASED, 27 May 2008, G-TECH FILE-REL
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Aseptico Inc
8333 216" Street SE
Woodlnvnie, WA 98072
USA

European Communities Council Directive 93/42/EEC
Concerning Medical Devices

DECLARATION OF CONFORMITY
Certificate No: DC-01-D

ersigned declares that the products named in this certificate meet the provisions of this Council
and the CE Mark may be affixed.

Product Name: Ultrasonic Scaler

‘turer Aseptico Inc., P.O. Box 1548 Woodinville, WA 98072 USA

n Authorized Representative:

Advena Ltd, Hereford, HR4 9DQ,
United Kingdom

Use: General & Endodontic Dental Scaling Purposes
Jody LNE G-MED (ldentification No. 0459)

1 rue Gaston Boissier

75724 Paris cedex 15

FRANCE

No
j Function: No

rg to Harmonised Standards
BSEN 1640:1997

Massirication No:

of Annex IX of Council Directive 93/42/EEC

#’@7/ Date: December 12, 2007

Grant Ramaley Position: Director of Regulatory Affairs
natural and legal person with responsibility for the design, manufacture, packaging and

ore the device is placed on the market under his own name, regardless of whether these
ire carried out by this manufacturer or on his behalf by a third party.

MON OF CONFORMITY - continued.

Aseptico In. DC-01-C Issue 2
Page 1 of 4
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products Covered by This Certlficate;

fcatalogue Number  Description

ASC-15SYB ELECTRIC PIEZO SCALER

Aseptico In. DC-01-C Issue 2
Page 2 of 4

rk
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statement

s document is the Aseptico Inc. statement on the conformance of the named products to European
uncil Directive 93/42/EEC dated 14 June 1993 Annex MI paragraphs 3. 4 and 6 in reference to the
jtication of an EC Declaration of Conformity.

a)

b)

©)

d)

€)

See page 2 of this Declaration. Ifor when more variants are planned then this document
shall be revised accordingly.

Design drawings and manufacturing specifications, including specifications of components
and diagrams of subassemblies and circuits are filed with the manufacturer as controlled
documents.

Product manufacturing instructrons and product user instructions, drawings and
specifications are filed with the manufacturer. Instructions for use, including applicable
technical information, is supplied with each device and an example is shown in this
Technical File.

A risk analysis, risk management report, and an essential requirement check list,
document are included in this Technical File. The device design has been tested as
conforming to the hanrionized European product standard; BS EN 1640:1997 Dentistry -
Medical devices for dentistry - Equipment In addition, the device has been tested and
approved by the Nationally Recognized Testing Lab, Underwriters Laboratories to UL
60601.1 and CAN CSA 22.2 No 60601.1.

Not applicable

Aseptico In. DC-01-C Issue 2
Page 3 of 4
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h

de”oefrtaymsfthe  -r®
L

This was considered when documenting the risk analysis and the associated conformance
to the essential requirements. (As shown in this Technical File.)

Aseptico Inc. has collected data regarding the simulated use by experienced clinicians.
This User Evaluation data is included in the technical file.

As shown in this Technical File.

Aseptico Inc. maintain procedures for device vigilance and the handling, processing and
analysis of customer complaints, see the current revision of procedure QP4.14-01. All
technical reports, and/or customer dissatisfaction reports, are returned promptly to the
manufacturer, either directly or via a representative or distributor, for comment and any
applicabJe corrective and preventative action.

. . ._ameatimg.i r
“AeiisAnni*M”so

espe”oT

Not applicable to these products.

Aseptico In. DC-01-C Issue 2
Page 4 of 4
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CE TECHNICAL FILE

CLARATION OF CONFORMHY TO MEDICAL DIRECTTV'E 93/42/EBC

Lte 0f this declaration of conformity, ORMCO CORPORATION ensures and declares that the
ng Items are Class Naproducts and iare manufactured in conformity with the provisions of the

| Directive 93/42/EEC and the technical documentation referred to in Annex VH, Section 3 and
V, tlws, meeting the requirements of the Medical Device Directive.

ELEMENTS DIAGNOSTIOAPEX LOCATOR
Project U75

DcsiOT Responsibility;

| 10rmco Coipotatign Ormco Corporation
Glendora, CA 91740 Analytic Endodontics
Glendora, CA 91740

Manufacturing Respomibilitv:

i___ I Gcmeo Corporation s | Ormco Corporation
Glendora, CA 91740 Analytic Endodontics
Redmond, WA 98052

)i'striby6on Responsibility;
Orraco Corporation I1'\/\' Onneo Corporation

Glendora, CA91740 Analytic Endodontics
Redmond, WA 98052

Uymond Thornton oeRotino Date

danagci Technical Services Vice President of Quality
Irraco / A-Company Assurance

Ormco Corporation

RELEASED, 27 May 2008, G-TECH FILE-REL
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».mO TAN. 04/ 04<> /OZZ ALKKWA UUKrUKATIUCN

DECLARATION OF CONFORMITY

Inc.
himohinata, Kanuma-shi, Tochigi-ken, 322-S666 Japan

under our sole responsibility that our medical device listed in the enclosed Annex are
idand certified with XOV Pheinland Product Safety GmbH (class | devices), and
body 0197 (class I a devices). The devices meet the applicable demands according to
1SO9001:1994, JIS Z 9901:1998, EN 4LLIM:1996K and ISO 13485:1996 concerning
devices, as weU as relate in conformity with the essential requirements and meet fee
ns of Council Directive 93/42/EEC concerning medical devices.

lal enlarging apparatus.

ame: ENDO-MATETC

umber: Handpiece ¢ «*Endo mate TC motor(E244)

:Chaiger......... NEI40 Charger('Y140-987)

‘Head.............. NML-F16R(Y110-019), TEP-E(Y110-023), TEQ-F(YUO-024)
VM-F(Y110-025), ARS-FAR(Y110-017), ARK-FAR(Y'110-022),
NAC-F4R(Y110-020), EVA-F(Y110-016), NMA-F16R(Y110-013)
PR-FCH209)

Gassification: Class Il

Japan: 11. Oct. 2003
Tetsuo Ohokc, Quality Assurance Dept. Manager
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(glo2s



CE TECHNICAL FILE

¢ DECLARATION OF CONFORMITY TO MEDICAL DIRECTIVE 93/42/

Yy \Trtue ofthis declaration of conformity, ORMCO CORPORATION ensures and declares
lat the following items are Class | products, are manufactured in conformity with the
«hnical documentation referred to in Section 3 of Annex VII, and meet the requirements of
le Medical Device Directive., which apply.

BUCHANAN HAND PLUGGER

iNbert Ruiz”ela Larry Wills

Director of Product Development Regulatory Affairs

Ormco Corporation Sybron Dental Specialties
1033CE.DOC

RELEASED, 27 May 2008, G-TECH FILE-REL
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CE TECHNICAL FILE

EC DECLARATION OF CONFORMITY TO MEDICAL DIRECTIVE 93/42/

By virtue of this declaration of conformity, ORMCO CORPORATION ensures and declares
that the following items are Class | products, are manufactured in conformity with the
technical documentation referred to in Section 3 of Annex VII, and meet the requirements of
the Medical Device Directive, which apply.

BUCHANAN HAND PLUGGER -2

Mbert Ruiz-V"a Larry Wills

Director of Product Development Regulatory Affairs

Drraco Corporation Sybron Dental Specialties
079CE.DOC

RELEASED. 27 May 2008, G-TECH FILE-REL
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CE TECHNICAL FILE

ECLARATION OF CONFORMITY TO MEDICAL DIRECTIVE 93/42/EEC

rtoe of this declaration of conformity, ORMCO CORPORATION ensures and declares that the
dng items are Class Ha products and are manufactured in conformity with the provisions of the
'N.Directive 93/42/EEC and the technical documentation referred to in Annex VE, Section 3 and
eV, thus, meeting the requiiements of the Medical Device Directive.

GER PLUGGERS AND FINGER SPREADERS

Design Responsibility:

Ormco Corporation Ormco Corporation
Glendora, C/1 91740 Sybron Endo

Glendora, CA 91740

Manufacturing Responsibility:

Ormco Corporation Ormco Corporation
Glendora, CA 91740 Sybron Endo

Redmond, WA
98052

Ormco Corporation
Sybron Endo
Glendora, CA 91740

Distribution Responsibility:
Ormco Corporation 7 Ormco Corporation

Glendora, CA 91740 Sybron Endodontics
Glendora, CA 91740

ipnond Thornton Joe Rrtino
eager Technical Services VicevVesident of Quality Assurance
tnco/ A-Company Ormco Corporation

RELEASED, 27 May 2008, G-TECH FILE-REL
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Pentron Corporation, Inc.
53 North Plains Industrial Road, Wallingford, CT 06492

Technical Fite Name; Composites Technical File Reference No.: Appendix 1-D

Declaration of Conformity

CE Mark PRODUCT NAMES

icturer. Pentron Clinical Technologies, LLC. - except where noted

53 North Plains Industrial Road, Wallingford, CT 06492

‘the following composite products’ is documented within this cited Technical Fite to
conformance to the Medical Device Directive. Authorization to apply the CE Mark to

traceable through TUV Rheinland Registration Number HD 2111439 01 or stated below.
Kregistration expires May 13, 2006.

iss lia
First Al Sculpture Flow’
Flex Span FibreKor Bundle’
FibreKor Post Sculpture Plus’
Metalor Fiber Posts Simile
Mirage Stains Splint-It
R-Fibrekor Post Staysoft SRM

iturating System R-Splint Fiber Temp Span

T'al Kit Sculpture Stains’ True Look
Sccitpture’

may include any of the following applications: body, incisal, opaque, opaceous, translucent shades,
>talns

manufactured by Pentron Laboratory Technologies, LLC, 53 North Plains Industrial Road, Wallingford, CT
3A TUV Registration Number FID2111440 01

1o/t

Date

1921B Rev: 12
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3a;PO:CD0MIG1RCCﬁR ;i 714516 7719

CJSiferr

SAVHARISBROAMES

EC - Declaration of Conformity

By virtue of this declaration of conformity, KERR Dental Materials Center
ensures and declares that the following items are Class Na products and are
manufectured in conformity with the provisions of the Council Directive
93/42/EEC and the technical docmnentation referred to in Annex VVH, Section 3
and Annex V, thus, meeting the requirements of the Medical Device Directive, as
demonstrated by certificate CE 00847, issued by BSI, Notified Body no. 0086.

SmearClear
_ /1
X— . Jjslob
avid A. Tohia Date "Wills Date
Vice President of R & D Director of SDS Regulatory Affairs
KERR Dental Materials Center Sybron Dental Specialties

1717 West Collins Ave., Orange, CA 92867
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Pentron Clinical Technologies, Ilc
68 North Plains Industrial Road, Wallingford, CT 06492

NAME: Declaration of Conformity SPECIFICATION#: Appendix 1-B-2 REVH# O
ISSUED: November 9. 2001 DATE REVISED: NA

DECLARATION OF CONFORMITY

1) Manufacturer:

Pentron Clinical Technologies, LLC

68 North Plains Industrial Road, Wallingford, CT 06492 USA.,
and
2) European authorized representative:

CEpartner4U BV,

Nijverheidsstraat 5, 2624 BA Delft. The Netherlands;

(on product labels printed as:
CEpartner4U , Kon. Wilhelminalaan 33, 2635 HL Den Hoorn. The Netherlands. Tel.: +31 {0)6,516.536.26;

or as; CEpartner4U, 2635 HL; 33. NL. tel: +31 (0)6.516.536.26)

3) Product(s):
The dental product(s) described in Appendices 1-D, 2-D, 3-D 4-D, 5-D, 6-D, 7-D, 8-D
4) The product(s) described above is in conformity with:
Document No. Title Edition / bate of issue

. 169; 93/42/EEC Medical Device Directive 1993-06-14

5 Additional information - Conformity assessment procedure for CE marking; Medical Device
)irective,

tnnex I! for risk class lla - notified body TUV Rheinland 0197,

certificate # HD 211143901
nnex VII for risk class

I 2?2 n

Date

M P P .

eo Nusseldpr; Director, CEpartner4U BV Date
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Pentron Climcal techhoipgies, ILC
68 North Plains Industrial Road, Wallingford, CT 06492

Technical Fite Name: .Bonding Agents Technii Pile Reference No.: Appendix 4D

Declaration ofConformity

CE Mark PRODUCT NAMES

Manufacturer; Pentron CHnical Technologies, LLC.
68 North Plains Industrial Road, Wallingford, CT 06492

Each bonding agent product* is documented within this cited Techntca! File to indicate
xinformance to the Medical Device Directive. Authorization to apply the CE Mark to each is

:raceable through TUV Rheinland Registration Number HD 60014579 0001. CE Mark
egistration expires May 25,2011.

%isk class iia

Bord It

Bond One

Bement It Universal G&B
Epiphany Sealant
Bching Gel

%oreFill Sealant

Qe It

lano Bond

"rep Eze Desensltizer
‘rotect It

Juell Desensitizer
tealSeal Sealant

SHf Etch Bond
BnpllFi Sealant
TenmpSpan CMT

Breeze
Epiphany SE Sealant

Products may indude any of the following mode! diaractBrislics; Intended use (e.g.; provisional or permanent, etc.)

lispensertype (e.g.; dropper, syringe, cartridge, etc.), model apprfieaiion (e.g.; endodontics, prosthetics, etc.) model shade
e.g.; AO, B1, C2. D3, etc.) as well as any associated Class 1 accessories.

Date

iecem 1921E Rev: 06
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WTAT KAJIN®OPHUA
CekpeTapb wTrata

ANOCTNNb

(Faarckas KoHBeHuns oT 5 okTA6psa 1961 roaa)
ﬂ,l‘lﬂ ncnosib3oBaHMA B XOpBaTI/II/I. Bce aopyrne ncnosb3oBaHUA 3anpeleHbl.
1 CTpaHa: CoeguHeHHble HTaTbl AMepukmn
[aHHbI Ny6/INYHbIA LOKYMEHT
2 6blN noagnNucaH: r-xom AHxenoih Pamupes

3 BbiCTynawueli B kKauecT Be: Nny6/inyHOro HorTapuyca, WraT KanudcdopHusa
4 HOCUT nNneyaTb: [leyaTb OoKpyra MoHpo

3aBepeHo
5B r.CakpameHToOo, WTaT KanndopHusa
6 21 NwoHa 2008 .

1 3amecTunUTeENb cekpeTapsa wTaTa KanndopHusa

83a Homepom: Ne551098

9 MNeuvaThb: NepboBasa neyaTb W TaTa KanngpopHua

10 Nopgnucek: CekpeTapb wrtata KapeH Jl. KbloTc - nognuce
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Kbdpupasur

1. Acycena Kob6appy6uac

WrtaTt KanudopHusa

Okpyr OpaHx

[ata: 06 NoHa 2008 roga, A, Avxena Pomunpes, nyb/inyHblil HOTapuyc, No4TBEPXAAl

NoAJ/IMHHOCTbL moAnucu r-xu Xoce AcyceHa Kobappyébuac, B MOEM MPUCYTCTBUM
nognucasLwel npunaraemblii JOKYMEHT.

Wrtamn HoTapuyca: AHxena Pomupes, nuueHsua Ne1630034, My6nnyHbll HOTapuyc
Wrata KanudopHusa, Okpyr OpaHx, Mou nonHomouusa uctekawT 15 lekabpsa 2009
roga

JononHutenbHaa nudpopmayuns:

Bo nsbexaHue nogaenks OKYMeHTa U NPUKPENJIEHNA 3TOrO 3aBEPEHUA K ApPyromMy
OOKYMEeHTY cooblaeTca HanMeHOBaHWe npuaaraeMoro M NoAMNNCaHHOTo AOKYMEHTa;

Tun pokymeHTa: Jexknapauyua CooTBeTCTBUA

[Jata cocTtaBneHusa gokymeHta; 06/06/2008
Moanuce Nuua, nognucasBlero gokymeHT: AcyceHa Kobappyb6buac - Mognuce

OTneyaTok nNpaBoOro ykasaTesibHOro nasbua
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ABNAACL OTBETCTBEHHbIM PabOTHMKOM KOMMaHunm CubpoH JeHtan Cnewunantuc,
HayanbHON MaTEPUHCKOW KoMnaHum CM6pOHIHAO, NogpasfeneHus Kopnopayum
OpMKO, HacToAWwUM NOATBeEpXAaln, YTO npuiaraemble OKYMEHTblI ABAATCA KOMUAMMU
opurnHanos feknapaunin CootBeTcTBuA EC Ha cnegywouwme npoayKTbi:

1. TennoBoO# MCTOYHUK System B
2. O6TypaynoHHbIn 610k Element
3. YnbTpasBykoBoli 6510k Element (YnbTpa3ByKoBO ckasep)
4 [OwnarHocTunyeckuin 650k Element
5 3Hpo Tau ( AHAOo MaiiT Tu-Cu)
6. Mnarrepbl (ByxMaH py4HON niarrep u naneyHble naarrepbl)
7. CwmeapKnwnap
8. PuanCwun (3nudaHn)
9. 2n3ii Akkcecc
Mognuce

AcyceHa Kobappy6buac - MNognuck
PaboTHMK oTaena perynaTopHbIX Aen
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TexHunyecknin gparin CE
[exknapauunsa cootBeTcTBUA EC B cooTBeTcTBMU C Aupektusoin 93/42/

Hactosuweli geknapauunein, AHANTNTUK/Dc-An-3C, 3aaBnseT 4To cnegywouime
NPOAYKTbl OTHOCATCA K NpoAyKTam ksacca Ha v npou3BoaAaTcs B COOTBETCTBUU C
ycnosuamn Aupektusbl 93/42/EEC 1 TeXHUYECKON AOKYMeHTauunen, oTHocsAwencs K
Hum B MpunoxeHun 1, n, cnegoBaTesibHO, COOTBETCTBYHT TpeboBaHMAM [UpPeEKTMBLI B
OTHOLWEHUN MELULUWHCKON NpoayKLuu.

TennoBoW nctouHnk System B - Mogenb 1005, 220 V
PyuHoii moaynb ans TennoBoro nctovyHuka System B

Mognuce, 8/3/98

AnbbepT Py3-Bena

[dvpekTop oTtaena pa3paboTku NpoayKToB
Kopnopauua Opmko

Mopgnucb, 8/3/98

Napwn Bunc

PerynaTtopHbiin otaen

CunbpoH [leHTtan Cnewwnantuc

BbigaHo 27 Mas 2008 roga
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TexHnueckui panin CE
[Oexknapauunsa cootBeTcTBua EC B cooTBeTCTBUM C AupekTtnson 93/42/

HacTtoswen geknapauueii, Kopnopaynsa OpmKo, 3asBASET YTO caegyruime npoayKrbl
OTHOCATCA K NMpoAyKTaMm Knacca Ha v npon3BoAATCHA B COOTBETCTBUU C YC/TOBUAMU
OnpekTnBbl 93/42/EEC 1 TEXHNYECKON fOKYMEHTaune, OTHOCALLENCA K HAM B
Mpunoxexnun VI, Pasgen 3 n MNMpunoxeHue V, n, cnegosaTtesibHO, COOTBETCTBYIOT

Tpe6oBaHUAM ANPEKTUBbI B OTHOLWIEHUN MeAULMNHCKOW NPoAYyKUUN.

OTBETCTBEHHOCTb 3a AM3aiH
Kopnopauna Opmko

Fnenpopa, KanudopHua 91740
OTBETCTBEHHOCTb 3a NPOU3BOLACTBO
Kopnopauua Opmko

FneHpopa, KanndgopHua 91740

OTBETCTBEHHOCTb 3a AUCTPUBYLMIO
Kopnopauua OpMKoO
Fnenpopa, KanngopHua 91740

PaimoHa TOpPHTOH
TexHuuyeckue ycayrum - noanuck
[Jata; 12/5/06

per AmaHo
OTAen KoHTpoNa KavyecTBa- Nognuchb
Jata: 12/8/06

BoigaHo 27 Mag 2008 roga
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Kopnopauua OpmMko

CunbpoH DHAo

Fnenpopa, KanudopHua 91740
Kopnopauusa Opmko

CunbpoH 3HAO

PegMoHT, BawWnHTOH

98052

Kopnopauusa Opmko

CunbpoH 3HAO

Fnenpopa, KanudcdopHua 91740
Kopnopauuna OpmMko

CnbpoH 3HA0

Fnenpopa, KanudcopHua 91740



Acentuko WMHK
8333 216-a Ctput 3cE
Byasunb, BawuHrron 98072
CWA

OupekTtusa 93/42/EEC
B oTHOWeEHUN MeaNLNHCKUX U3aenui
OJEKNAPALNA COOTBETCTBUA

Ceptudunkar Ne DC-01-D

Hwxenognucaswmecs 3asaBNAT, YTO NPOAYKTbI, YKa3aHHbIe B HACTOSILLEM
cepTuukaTe COOTBETCTBYIOT YC/IOBUAM AUPEKTUBLI U MOTYT UMETb MapkupoBky CE.

O6buwee Ha3BaHue nNpoaykTa: YnbTpa3ByKOBOW ckasnep
Mpounssogutens: Acentuko WNHk, MN.A. 1548 Byasunb, BawmnHrrodH 98072
CWA

YNOoNHOMOUYEHHbIA npeacTtaButens B EBpone:
ApBeHa JlTa, Xepedopa, XP 4 94K, BenunkobputaHus

MpepHa3HavyeHune: Ckanep o6ULero M 3HAOLOHTUYECKOTO AE€HTAIbHOIO NMPUMEHEHNS
LNE G-MED ( WgeHTudmkaumnoHHblii Homep Ne0459)

1 Py lactoH bocbe

75724 Mapux Uepnekc 15

dpaHung

CTepunbHOCTb: HeT

M3meputenbHaa PYyHKUNA: HeT

FapmMoHM3MpOBaHHbIV cTaHgapT: BS EN 1640:1997

11(a) Mpasuno 9 MpunoxeHua IX Anpektusbl 93/42/EEC

MoanucaHo: Mognuck ( FpaHT Pamanain) [aTta; 12 flekabps 2007 roga
MocT; AupeKkTop perynatTopHoro otgena

KTo siBnaeTca pu3nmyeckum 1 PULANYECKAM SINLOM, C OTBETCTBEHHOCTbIO 3a AuM3aliH,
Npov3BOACTBO, YNAaKOBKY U MapkMpoBKY nepej TeM, Kak usgenue pasmeljaercsa Ha
pblHKE MOoA CBOMM COOGCTBEHHbIM Ha3BaHWeM, HE3aBUCUMO OT TOr0, BbINOJIHAKTCA U
3TN onepayunm 3TMM MPOU3BOAUTENIEM W/IN TPETbEN CTOPOHOIA.

Jeknapauna CooTBeTCTBUA- NPOLAOJDKEHME

AcenTtnko NH. DC-01-C Bebinyck 2
Ctp.1 n3 4
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MPOAYKTbI, OTHOCSILLMECS K HACTOSAWEMY cepTudukary:

Homep no katanory OnwucaHue
ASC-15SYB DNeKTpuyeckuii Nnbeso-ckanep

Acentuko NH. DC-01-C Bbinyck 2
Ctp.2 n3 4
3asaBneHve

HactoAwwnin pfoKymMeHT npepcTasnsaetr cob6oil 3asBrneHune komnaHuu AcenTtuke WIHK., O COOTBeTCTBUM
ykaszaHHOW npoaykuun tpe6oBaHmam AupekTuebl EBponeiickoro CoBeTta 93/42/EQC oT 14 wnioHa 1993 r..
MpunoxeHune VI, naparpacbl 3, 4 15 B OTHOWEHUN NpuMeHeHna leknapayum cooTBeTcTBma EC.

3) TexHuyeckas [OOKYMeHTauusa AOMXKHA AaBaTb BO3MOXHOCTbL A/l OUEHKM COOTBETCTBMUA
npoaykTa Tpe6oBaHMaAM UpeKTWBbI, B 4aCTHOCTMU, OHAa [AO/I)XHA BKAO4YaThb B cebs:

c0b6LUWee onnucaHmne npoaykKkTa, BK/AlO4Yada BCe ero nanaHmpyemble MO,D,VICbI/IKaLI,VIVI;

a) CmoTpuTe cTpaHuuy 2 HacTosuieid fleknapaunu. B cnydae ecnm K BbiNycky roTOBATCA OAUH wnun 6onee
MoAndUKauMiti  NpoAyKTa, HacTosAWMA AOKYMEHT [fOfXeH 6blTb COOTBETCTBYHOUWMUM 06pasom
nepecMoTpeH.

- pa6oune uyepTexu, MpelycMOTpeHHble CNoco6bl MPOM3BOACTBA U CXEMbl KOMMNOHEHT OB,
C60pPOUHBLIX €4UHULY, KOHTYPOB W T.4.;

6) Paboune uyepTexum u cneuumdgukauum, BkaYas cneyndukaymm Ha KOMNOHEHTbl U CXeMbl COOPOYUYHBIX
eAVHUL, U KOHTYPOB, HanpaBnAlTCA NPON3BOANTENEM B KAYECTBE KOHTPONUPYEMbIX JOKYMEHTOB.

- onWcaHMa U MNOSACHEHUSI, HEOBXOAMMbIEe ANSA NyYlWero NOHWUMaHUsS yKa3aHHbIX Bblle vepTexel
N cxeMa, a Takxe NpuHumna pa6oTbl NPOAYKTa;

B) WHCTpPYKUMM NO NPOU3BOACTBY M WCMNONb30BAHWIO NPOAYKTA, a TakXe 4YepTexu U cneymdukayum
npefoOCTaBNAOTCSA NPOM3BOAUTENEeM. WHCTPYKUMW MO 3KCnayaTauuu, BKAKOYAS HEOOXOAWMbI MUHUMYM

TexHuyeckolhi MHopMauum, AONXHb NpeaocTaBNATbLCA AN KaXpAoro yctpoiictBa (o6pasel nokasaH B
HacToAwelh TeXHNYEeCcKOW fOoKyMeHTaunm).

- pe3ynbTaThbl aHanum3a CTeneHW pucka M CNUCOK NMOSTHOCT b MAU HAaCTUYHO NMPUMEHAEMbIX
ICTaHp,apTos, KOTOpble nepeyncneHbl B CTaTbe 5 a Takxke ONNcaHnAa peweHnsa, BHegPAEMbl X
| pns  BbINONHeHNMA Bcex cyu,ecTBeHHbIX Tpeb6oBaHMN [OupeKkTuUBbI, ecnAnm cTaHpgapTbl,
'yKa3aHHb||7| BCTaTbe 5 NPUMEHANNCH HE MOJTHOCT bIO; .

r) AHanui3 cTeneHW pucka, akT No pesynbTaTam YynpaB/fieHUss pUCKaMW U KOHTpO/sbHaa Tabnuua
BbIMO/ITHEHNA BCeX HEOob6XoAUMbIX TpeboBaHWA BKAKOYEHbl B HacTOALWYW TexHWYecKyl AOKYMeHTauuto.
KOHCTpyKUMs npojyKkTa npolwaa MCNbiTaHUA, NO pe3ynbTaTaM KOTOpbiX 6blia nNpu3HaHa oTBevatouiell
BCEM TpeboBaHUAM rapmoHu3MpoBaHHOro EBponelickoro ctaHgapTa Ha npoaykuuiwo; BS EN 1640:1997
CtomaTtonormsa - MeaunuuHckme ctomaTtonornyeckme npubopel - O6opysoBaHue. Bonee TOoro, NpoAaykT
npowen ucnblTaHMa U nonyuymn opgobpeHne HaumoHanbHO NPU3HAHHON McnNbiTaTenbHOW na6opaTtopuu.
Na6opaTtopun UL no TexHuke 6esonacHoctn B CLUA 60601.1 n CAN CSA 22.1 Ne 60601.1.

- B cny4dyae ecnum npoaykuma BbIXoAUWT Ha PbIHOK B CTEepuUsibHOM COCTOdAHWUKN, oOonuncaHune
NMCNONMb30BaHHbIX METOAOOB CcTEpPUAN3aluUnn,

[S—

n) He npumeHumo.

- pe3ynbTaThbl pacyeTOB NPU NPOEKTUPOBAHUM U NMPOBOAUMbLIX OCMOTPOB U T.4. B cnyuae
ecnu Ans pa6oThbl NO Ha3HauYeHW0 NPOAYKT AONXeH 6blTb NOAKNIOYEH K APYTOMY YCT pPOARCTBY
(ycTpoiicTBam), npojaBely [AOJXEH nNpeAcTaBUTb p[AoKazaTeNnbCcTBO, NogTBepXxpawuee
cob6ntoaeHne BceX HEOOGXOAUMbIX TpeboBaHWUW Npu NOoAKMNOYEeHUW MPoOAYKTA K yCcTpolicTBy
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(ycTpoiicTBam), obnagaroiemy BCEMU 0603Ha4YEeHHbIMN npounsBoguTesniemM
XapakTepucTukamu;

e) [aHHoe Tpeb6oBaHMe 6bINO Yy4YTEHO nNpM (UKCMPOBAHMM pe3ynNbTaTOB aHaNuW3a CTeneHuW pucka u
COOTBETCTBUSA NPOAYKTa BCEM CYL,eCTBEHHbIM TpeboBaHMAM (Kak yka3aHo B HacTosdwel TexHuyeckon
LOKYMeHTauunmn).

- aKTbl UCNbITaHWi n, npu H806XOAI/IMOCTI/I, KMHN4YeCKne gaHHble COorsjiacHoO anIﬂO)KeHVII-O X;

X) KomnaHus AcenTuko WHK. co6pana gaHHble MO CMOAE/IMPOBAHHOMY UCMNO/Mb30BAHNIO CBOET0 NPOAYKTA

ONbITHBIMW Bpayamu. [laHHble MO OUEHKEe NPOAYyKTa ero nofib3oBaTeNsaMu nNpeacTaBfeHbl B HACTOSALW, e
TexHMYecKon aoKyMeHTaumnm.

- 3TUKeTa UUHCTPYKLUMN MO NCMNO/Ib30BaHNIO,
3) 8 COOTBETCTBUU C HaACTOALW e TEXHNYECKON fOKYMeHTaLunel.

4) TMpoumsBoauTeNnb [O/MKEH pas3paboTaTb W MNOAAEPKMBATH B aKTya/lbHOM COCTOSHUM
CUCTEMATUYECKUA MOPSAOK OUEHKM OnbiITa MO WUCMOMb30BaHWIO  MPOAYKUMM  Ha
nocnenpogakHoM aTane. [aHHbli NOpsAOK OO/MKEeH Takke npesycMaTpuBaTb BHegpeHue
COOTBETCTBYIOLLMX CMOCOO0B MO HEOOXOAUMbIM KOPPEKTMPOBKAM C y4YeTOM Mpupoabl
NPOAyKTa W PUCKOB, CBA3@HHbIX C €ro MCrosb3oBaHMeM. Kpome 3TOro, npovsBoanTe/lb
JO/DKeH MHAOPMMPOBaTb KOMMETEHTHblE OpraHbl BflacCTUM 000 BCEX OMMCaHHbIX HWKe
VHUMEeHTax cpasy e rnocsie Toro, Kak eMmy caMoMy CT&/10 O HUX U3BECTHO:

i) Ntoboro poga co6om B paboTe WM yxXyaleHNs Xapak TepUcTUK Wnnn nokasarenein paboThbl
NpoayKTa, a Tawke /obble HECOOTBETCTBUA B MHAOPMaLMM Ha ITUKETKE WM B
VWHCTPYKUMSAX MO UCMNOJb30BaHMIO, KOTOPbIe MOryT MPUBECTU WM, BO3MOXHO, Y)Ke NpUBen K
CMEepPTU NauMeHTa/NoNb30BaTe s WIN K Cepbe3HOMY YXY/LLIEHVNIO COCTOSAHUA ero/ee 340pOBbS;
) ntoboro poga TexHUYECKre WM MeaULIMHCKNE OCHOBaHWS, CBSA3aHHble C XapakTepucTukamm
paboTbl MpPoAyKTa, KOTOpble MO MpuvyvMHaM, YykKasaHHbIM B naparpade (i), npueBogAaT K
CYCTEMaTMNYECKM OT3bIBaM NPOAYKLIMY AaHHOIO Tuna Npon3BoauTesem.

n) KomnaHus Acentuko WHK. ocTaeTca 64uTenbHOW u cobnopaeTt npoueaypy nonyvyeHusa, o6paboTkm wu
aHanm3a xanob M HapekKaHWin CO CTOPOHbI KJIWEHTOB, CM. TeKylw Yyl pegakuuio npoueaypsl QP4.14-01.
Bce TexHnyeckne oTyeTbl WM/MAK Xanobbl/HapekaHUs CO CTOPOHbI KIMEHTOB ONepaTMBHO HanpasBnAlTCSA
npouW3BOANUTENI0 HanpAMyl WAM 4Yepe3 npepcTasuTensa/gucrtpumbbloTopa ANAA  NOAYyYeHUs  ero
(npon3BoguTena) KOMMEHTapueB W BbINOIHEHWA WM pPas3HOro poja [AeWCTBUI NO MCNpaB/eHU K
npefoTBpalleHni0o NOBTOPHOIO HACTYN/eHUa Takoro poga cutyayuii.

B oTHOLEHV NpOoAyKUMW, BbIBOAUMOLM Ha PbIHOK B CTEPWIbHOM COCTOSIHUW, U YCTPOICTB
Knacca | ¢ m3mepuTenbHOM PyHKUMEN, NPOM3BOAMTENlb MOMMMO YC/OBWIA, W3MOXEHHbIX B
HacTosdweM [MNpunoxeHun, [O/HKeH cOob6MAaTb Takke OOHY M3 Mpouenyp, ykasaHHbIX B
MpunoxeHusx 1V, V uan V. NpyUMeHeHVe yKa3aHHbIX Bbille NPUIOKEHU 1M BMeLLaTebCTBO
M3BEeLLEHHOro opraHa orpaHN4Bae TCH:

- TOMbKO TemW MPOM3BOACTBEHHbLIMM acrekTamy, KOTOopble CBA3aHbl C obecrievyeHnem u
nognepxaHneM CTEPUIbHONO COCTOSHUSA - B C/y4dasx, Korja npoaykuys BbIBOANTCA Ha PbIHOK
B CTEepPWIbHOM COCTOSIHAW;

- TOMbKO TeMM MPOM3BOACTBEHHbIMU acrnekTamy, KOTOpble CBfi3aHbl C 06ecneyeHvem

COOTBETCTBUS MNPOAYKUMM TPeboBaHWAM MeTPOSOrMM - B CAy4asx, Korga npoaykums
0o6najaeT N3MePUTENBHON doyHKLMEIA. |

K) K agaHHOW npoaykuuu ykasaHHoe Tpeb6oBaHUe He NpUMeHseTCs.
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TexHu4veckuin dpaiin CE
[Oexnapauunsa cootBeTtcTBuA EC B cooTBeTCTBUM C AupekTuBoi 93/42/

HacTtosweli geknapayueii, Kopnopauus OpMKO, 3adaBASeT YTO crefylouime npoaykTbl
OTHOCATCA K NpoAyKTam knacca Ha n nponsBogATcAa B COOTBETCTBUW C YCIOBUAMMU
Ovpektuebl 93/42/EEC 1 TEXHUYECKOI AOKYMeHTaumnel, OTHOCALWENCS K HAM B
MpunoxeHun Vi, Pasgen 3 u NpunoxeHune V, u, cneposaTtesibHO, COOTBETCTBYIOT
Tpe6oBaHNAM [AMpPEKTNBbl B OTHOWEHUN MeAULNHCKOW NPOAYKLUN.

OTBETCTBEHHOCTb 3a Au3aiiH Kopnopauua Opmko
Kopnopaunsa OpmMko CubpoH 3HOo
Fnenpopa, KanudopHua 91740 FneHpopa, KanudopHua 91740
OTBETCTBEHHOCTb 3@ NPOU3BOACTBO Kopnopauua OpmMKo '
Kopnopauusa OpMko CunbpoH JHAo
Fnenpopa, KanundopHusa 91740 PeamMoHT, BallMHTOH

98052

Kopnopauusa Opmko
CnbépoH 3HA0
FneHpopa, KanudopHua 91740

OTBETCTBEHHOCTb 3a ANCTPUOYLUIO Kopnopauua Opmko
Kopnopauusa OpMkKo CunbpoH JHA0
Fnenpopa, KanudgopHua 91740 nenpopa, KanudopHua 91740

PalimoHa TOpHTOH
TexHunyeckue ycnyru - nognucb 'j'
Hata: 9/9/03

1=1

o PoTuHO
OTaen KOHTposiA KavyecTBa- NOAMUCH
[arta: 9/18/03

BbigaHo 27 Maa 2008 roga
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OJEKNAPAUMA COOTBETCTBUA

Mbl, HakaHnwun VHK.
700 WumoxnHaTta, KaHyma-wu, Touyuru-keH, 322-8666 AnoHnsa

3adaBngemM, YTO NPOAYKTbI, yKa3aHHble B [1pUN0XEHNUN 3aperucTpupoBaHbl U
ceptudumymposaHsl B TUV Rheinland Product Safety GmbH ( nsgenusa knacca 1), un
yBefomsisemom opraHe 0197 (usgenusa knacca Ha). N3genua cooTBETCTBYIOT
npuMeHsemblM TpeboBaHuAM B cooTBeTcTBUM ¢ DIN EN ISO 9001:1994, JIS Z
9901.1998, EN 46001;1996K un ISO 13485:1996 B OTHOLWEHUN MEAULMNHCKUX U3OENUN,
a Takke AupektuBbl 93/42/EEC B OTHOWEHUN MELULMHCKUX U3LENNA.

Annapart 415 yBENMYEHUSI KaHana KopHei

Mogens. ENDO-MATE TC

Homep mogenu: PykoAaTka.....9Hgo Maint TC Motop (E244)

3apAaaHuk: NE140 3apsagHuk (Y140-987)

Fonoska: NML-F16R(Y110-019), TEP-E(Y110-023), TEQ-F(Y110-024)

VM-F(Y110-025), ARS-F4R(Y110-017), ARK-F4R(Y110-022),
NAC-F4R(Y110-020) ,EVA-F(Y110-016), NMA-F16R(Y110-013)
Knaccudukaumna:  Knacc |l

Tounku, AnoHmna 11 OkTabpsa 2003 roga

Tetcyo Oxoke, MeHeaxep oTAesia KOHTPO/IA KayecTsa
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TexHun4yecknin painn CE
[eknapauyunsa cootBetcTBua EC B cooTBeTCcTBMU C [upekTmuBoi 93/42/

HacTtoswen geknapauueii, Kopnopauyms OpmMko, 3asBASET 4TO c/Aeaylouime NpoayKTbl
OTHOCATCA K NpoAykram knacca | n npousBogsaTCA B COOTBETCTBUM C YCNOBUAMU
OnpekTuebl 93/42/EEC 1 TEXHNYECKOWN [OKYMEHTaUMnel, OTHOCALWENCA K HUM B
MpunoxeHuun VII, Paszgen 3 n, cnegosatesibHO, COOTBETCTBYIOT TpeboBaHUAM
[AVpeKkTBbl B OTHOWEHUN MEAULNHCKOA NPOAYKLUMN.

PyuHoi nnarrep byxaHaHa

Mognucek, 6/25/98
AnbbepT Py3-Bena

[vpektop oTaena pa3paboTky NpoayKTOB
Kopnopauna Opmko

Mopanuck, 6/25/98

Napwn Bunc

PerynatopHbiid oTgen
CunépoH leHtan Cnewunantuc

BbigaHo 27 Mas 2008 roga
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TexHunueckunii pann CE
[dexknapauunsa cootBeTcTBua EC B cooTBeTCcTBUM C [upekTtuson 93/42/

HacTosiwen geknapauyunein, Kopnopauyua OpMko, 3asBNASET 4UTO credylowune npoaykThbl
[iTHOCATCS K npodykTam kiacca | n npou3BogsaTCcA B COOTBETCTBMU C YCNOBUAMMU
[*OvpekTuebl 93/42/EEC 1 TEXHUYECKOI AOKYMEHTaLUMel, OTHOCALLENCA K HUM B

I-MpunoxeHun VI, Pasgen 3 u, cnefoBatefslbHO, COOTBETCTBYIOT TpeboBaHUAM
JnpekTnBbl B OTHOWEHUN MEeAMLUHCKOW NPOoAYKLUN.

PyuHoli nnarrep byxaHaHa-2

Mognuce, 6/25/98
AnbbepT Py3-Bena

[vpekTop oTaena pa3paboTku NPoAYKTOB
Kopnopauyunsa OpMKo

Mognuce, 6/25/98
Napwn Bunc

PerynaTtopHeblii oTaen
CunbpoH JeHTan Cnewnantuc

BbigaHo 27 Masa 2008 roga
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TexHu4veckuin gpainn GE
[exnapauyunsa cootBeTtcTBua EC B cooTBeTCcTBUM € unpekTtnson 93/42/

HacToswel geknapauunein, Kopnopaunusa Opmko, 3asaBNSET UTO caegylouime npoayKThbl
OTHOCATCA K MpoAykTam knacca Na n npon3BogATCsa B COOTBETCTBUM C YC/TOBUSMHA
OnpekTnebl 93/42/EEC 1 TEXHUYECKOW [OKYMEHTaunen, OTHOCALWENCA K HAM B
Mpunoxenuun VIl, Pasgen 3 n MNpunoxexne V, n, cnegosartesnibHO, COOTBETCTBYIOT

Tpe6oBaHUSAM [ANPEKTUBbI B OTHOLWIEHUN MeAULMHCKOX NPoayKUUU.

OTBEeTCTBEHHOCTb 3a Au3aiiH
Kopnopauua OpmMko

Fnenpopa, KanugopHua 91740
OTBETCTBEHHOCTb 3a NPOM3BOACTBO
Kopnopauuna Opmko

Fnenpopa, KanndopHua 91740

OTBETCTBEHHOCTb 3a AUCTPUOYLUIO
Kopnopauna OpMKoO
Fnenpopa, KanudgopHua 91740

PaiimoHp TOpHTOH
TexHnyeckue ycnyrm - noanuchb
[arta; 4/28/05

o PoTuHO
OTAen KoOHTpong KavyecTtBa- NoAnuch
Harta; 5/5/05

BbigaHo 27 Masa 2008 roga
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Kopnopauua Opmko

CnépoH 3HAO0

Fnenpopa, KanudgopHua 91740
Kopnopauua OpMKO

CunbpoH 3HAo

PegmoHT, BalWwWnHTOH

98052

Kopnopauuna Opmko

CnbpoH 3HA0

FneHpopa, KanudgopHusa 91740
Kopnopauna Opmko

CnbépoH 3HAo

FneHpopa, KanudgopHusa 91740



OEKNAPALUNA COOTBETCTBUA
HasBaHus npoayktos / Mapkunposka CE

nNpPon3BOAUTESb: MeHTpoH KnuHunkan TexHonogaxwuc, JIJ1C
53 Hopga MneiiHc MHpacTpuan Poya, BannunHrtoH, KOHHEKTUKYT
064492

Kaxgbllii 13 cnefyrowmnx cocTaBHbIX NPOAYKTOB* yka3zaH B TexHuyeckom Paine gna
noATBEPXAEHNSA COOTBETCTBMA [UpPEKTMBE B OTHOLWEHUN MELULUHCKUX U3LENNNA.
PaspeweHune ncnonbsoBatb MmapkmpoBky CE nogreepxgaetca Peructpaumen TUV
Rheinland 3a Homepom HD 2111439. Perncrtpauusa Ha ncnosb3oBaHune mapkumposkn CE
nctekaet 13 Mas 2006 roga.

Knacc pucka Ha

Alert Fisrt Fillo Sculpture Flow®

Buid-It Flex Span Fibre Bundle®

Build-It FR? FibreKor Post Sculpture Plus___

Metalor Fiber Posts Simile 1

| Epiphany Mirage Stains Splint - It 1
| Flow-ItALC F-Fibrekor Post Staysoft SRM

Fiberfill Obturating System R-Sptint Fiber Temp Span
| Fiber Fill TrirK it Sculpture Stains”® True Look
i Fiber Flow" Sculpture”

e [poayKTbl MOTYT BK/OUATb N1060€ U3 CNEAYIOLWMNX NPUMEHEHWIA; TENECHbIN,
Moslynpo3pauHsblii, NpocBeYMBaOLWME TEHU, MOANMPULUPOBAHHBIN, NSATHA

"N3penve npon3BoanTca komnaHunein MeHTpoH KnmHukan TexHonogxwuc, JI1C, 53
Plopg MneitHc NHpgacTpuan Poyn, BannuHrtoH, KoHHeKTMKyT 064492

Mognuce

Nlopn Akom6 - CuCTeEMbI MEHEA)KMEHTA

[ata; 12/09/04

FloMep copmbl: 1921B PeBnsng 12
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Ha cdoupmeHHOM 6naHke komnaHuu Kepp I
OEKNAPALUVA COOTBETCTBUA EC

HacTtoswen geknapauueii, KEPP feHTtan Matupmnanc LLeHTp, 3asaBNSeT 4T0
cnegywowme nNpoaykTel OTHOCATCA K NpoAykTam kniacca lMa v nponsBoaAaTcs B
cooTBeTCTBMU C ycnoBuamu Aunpektmebl 93/42/EEC n TEXHUYECKOW AOKYMeEHTaLUnei,
oTHocsawencsa kK HAM B MpunoxeHun VIl, Pasgen 3 n MNpunoxexnue V, u,
cnepoBaTesibHO, COOTBETCTBYIOT TpeboBaHNAM [ANPeKTUBbl B OTHOLWEHUN MeAULUHCKOW
npoaykuuun, 4to gemoHcTpupyetca Ceptudpukatom CEQ0847, BbigaHHbIM opraHom BSI,
HOMep yBegomsisemoro opraHa; 0086.

SmearClear / CmunapKnup

Mognucek, 4/15/03
Oasng A. Tobua
Buuye-npe3ngeHT otTaena pasButusa U UCCnefoBaHui

Moanuce, 4/16/03

Napwn Bunc

PerynsatopHblii oTgen
CunépoH fleHTan Cnewunantuc

1717 BecT KonnuHc AseHto, OpaHx, KanudopHua 92867
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MeHnTpoH KnuHukan TexHonogxwuc, JI/1C
| HaszsaHue; leknapaynss COOTBETCTBUSA Cneuyundukaymnsa Ne MpunoxeHune 1-B-2
A BblgaHo; 09 Hoabpsa 2001 roga faTta peBu3nun; He nMeeTcs

OJEKNAPALUNA COOTBETCTBUNA

1) MpownsBoguTesb: MeHTpoH KnuHukan TexHonoaxwuc, J11C
53 Hopga MneiHc Mupgactpuan Poya, BannuHrtoH, KOHHEKTUKYT
064492

7

2) EBponelicknii npegcTtaBuTenb;

UeEnapTHep4tO BuBn

HuBepxaligcwTpaaT 5, 2624 BA LendT, HugepnaHgbl

(Ha aTuMKeTKax NMpoAyKTa HaneyaTtaHo Kak:

LUeEnaptHep4lO, koH. BunbrenomuHaanaHd 33, 2635 XJ1 led Xym, HugepnaHgbl, Ten:

+31(0) 6.516.536.26; unu kak LleEnaptHep4tO, 2635 XJ1, ten; +31(0) 6.516.536.26)

3) MpopgykT(bl)

JeHTanbHble npoAykThl, onucaHHole B [Mpunoxexnuax 1-D, 2-D, 3-D,4-D, 5-D, 6-D, 7-D,
8-D

4) TIpoAyKTbl, ONMCaHHble Bbllle COOTBETCTBYHOT;

Homep pnokymeHTa 1Ha3BaHue Jata Bbigaun
L169, 93/42/EEC 1AvpekTnsa B 0THOWEHUN 1993-06-14
i MEQULUHCKUX n3aennii

5) [ononHutenbHas uHdopmauus - MNpoueaypa NOATBEPXAEHUS COOTBETCTBUSA AN
mMapkupoBku CE: IMpeKkTVBa B OTHOLWEHUN MEAULUHCKNX U3fennii

MpunoxeHune Il, gna knacca pucka Ha - YBegomnsaemsblii opraH TUV Rheinland 0197,
Ceptudpumkar Ne HD211143901

Mpunoxexue VII, ana knacca pucka |
Mognuce

Mper AXxnMmmun - MeHegXep CUCTeMbl KayecTBa Hdarta: 11/9/01

Mognuce
Teo HyccenbpeH, AupekTtop, LeEnaptHep4tO BuBu fata: 11/19/01
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HacTtosuwen geknapauunein, Kopnopauus Opmko, 3asiBASET 4YTO caeayrolime npoayKThbl
OTHOCATCHA K NpoaykTam knacca 11a v npou3BOAATCA B COOTBETCTBUU C YCNOBUAMU
OnpekTnBbl 93/42/EEC 1 TEXHMYECKOW AOKYMeHTaumnelh, OTHOCALWENCSA K HUM B
Mpunoxexnun VI, Pasgen 3 u MNpunoxeHne V, 1, criegqoBaTtesibHO, COOTBETCTBYHOT
Tpeb6oBaHNAM [AMPEKTMBbl B OTHOWEHUN MEAULUHCKON NPOAYKLNN.

10TBEeTCTBEHHOCTb 3a Aun3aliH
1Kopnopauusa OpMKO
I Tnenpopa, KanudgopHua 91740

i OTBETCTBEHHOCTb 3a npon3soacTBoO

I Kopnopauunsa Opmko
j Tnenpopa, KanudgopHusa 91740

' OTBETCTBEHHOCTb 3a AUCTPUGYLMIO

] Kopnopauuns Opmko
1Trnenpopa, Kanudoprusa 91740

PalimoHg TOpHTOH
TexHuveckme ycnyru - noanuck
[arta;

[Axo PoTnHo

OTaen KOHTpo/sA KayecTBa- NOAMNUCH

[arta;
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Kopnopauusa OpmMKo
CnbpoH 3HAo
FneHpopa, KanugopHua 91740
Kopnopauua OpmMKo
CunbpoH IHAOo
PegMoHT, BawWnHTOH
98052

Kopnopauuna OpmMko
CnbépoH 3HA0
PegMoHT, BawWnHTOH
98052



MeHnTpoH KnuHnkan TexHonopgxwuc, JINC
TexHu4yeckoro caina: CessbiBatwoume PedepeHTHbIi HOMep TexHU4Yeckoro calina:
MpunoxeHnue 4-D

OJEKNAPALNA COOTBETCTBUA
Ha3saHua npoaykrtos / Mapkuposka CE

Mpounssogutens; MeHTpoH KnuHukan TexHonopxwnuc, JIJ1C
53 Hoppg MNneitHc Nupgactpunan Poya, BannnHrtoH, KOHHEKTUKYT
064492

Kaxabll n3 cnegywowmnx coctaBHbIX NPOAYKTOB* ykasaH B TexHuyeckom daiine gns
noATBEPXAEHNS COOTBETCTBMA [AMpeKkTnee B OTHOWEHUN MEAULNHCKAX U3LEeNNNA.
PaspeweHue ncnonb3oBatb mapkupoBky CE nogteepxpaetcsa Peructpayunen TUV
Rheinland 3a Homepom HD 600145579 0001. Peructpauua Ha ucrnosnb3oBaHue
Mmapknposku CE ucTtekaet 25 Maa 2011 ropga. ;

Knacc pucka lNa
Bond It

Bond One

Cement It Universal C&B
Epiphany Sealant
Etching Gel

FibreFill Sealant

Lute It

Nano Bond

Prep Eze Desensitizer
Protect It

Quell Desensitizer
RealSeal Sealant

Self Etch Bond
SimliFill Sealant
TempSpan CMT
Breeze

Epiphany SE Sealant

Mognuceb- Cnucrtembl MeHeAXMeEHTA
[arta; 01/31/07

Homep copmbl; 1921E Pesusna 06

Mepesen ¢ aHrnuinckoro ®unnunnos feHuc Bayecnasosuy, 08.12.2008
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[opoa Mocksa

BocbMmoe aekabpsa gBe TbiCAYM BOCbMOrO roga.

A, WnenH Hukuta Bukrtoposuny, HoTapuyc ropoga MoOCKBbI, CBUAeTe b
NOANMHHOCTbL NOANMUCK, CAENaHHOW nepeBogyYMKoM dunmnnosbim [e
BayecnaBoBnyeM, B MOEM NPUCYTCTBUKN. JINYHOCTb €ro ycTaHOB/EH

ms: a; i

3aperucTtpupoBaHo B peectpe 3a Ne /Yy
%Y wiim .Y N

B3bla»|*ow®cl
Hao#n "Ny6'y--"".
y o

1~4

npoim/j*gpj*yMepoBaHO
N CKpenneHo nevyatblo NNCT

HoTtapuyc
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