Reliance Ovthodontic Pioducls, Ine.

Toll Free 1-800-323-4348 - Phone 630-773-4009 - Fax 630-250-7704
1540 West Thorndale Ave. - Itasca, IL - 60143 - U.S.A.

DECLARATION OF CONFORMITY
CLASS IIa PRODUCTS

Product Identification
Product Name Catalogue Number(s)
Rely A Bond RPJ, 1IRPP, RPT, 1RPPT, RP, RT
Rely A Bond Primer RPR
Maximum Cure MC20B, MC7B, MCFSB, MC7AF, MC20AF
Maximum Cure Filled MCFSB, MCF7F
Enhance Paste A EBAA, EBAAG
Enhance Paste B EBAB, EBAB6
Enhance LC Paste LCE6
Phase 11 1PSA, PJB, 1PSB,
Bonding Sealant B S7B, S20B
Excel Regular Paste B ERSB, ERJB
Light Bond Paste LBEP, LBPP
Light Bond Sealant LBS3,
Reliance S.E.P. SEP, SEPD, SEPR, SEPPRO
Band Lok Paste B BLSB
Light Cure Retainer (L.C.R) Paste LCRTS, LCR, LCRI1S5
Therma Cure Paste TC
Custom IQ CIQA, CIQB
Liquid Etchant F1.24, EL24C, EL9, EL9C
Green Gel Etchant EGI18, EGY, EGSS
Plastic Conditioner PL
Porcelain Conditioner PO
Porcelain Etchant and Barrier Gel POE and GEL
Metal Primer ME
Pad Lock Paste PLP, PLT, PLPKAS, PLTK, PLPK, PLTKAS, PLTT, PLTPK,
PLTTK, PLTP

Assure Sealant

AS, AS2ML, PLUS, PLUSZML, UAP, UAPS0, UAP100

Crown Lok Kit CL, CLB, SMCL, SMCLB, SMCLK, SMCLBK
Crown Lok Paste A CLSA
Crown Lok Blue Paste A CLSAB
Crown Lok Paste B CLSB
Bond A Braid BAB2
Retainium RET, XLRET
Flowtain Paste FT
Flowtain LV Paste FTLV
Ortho Veneer System (0.V.S) OVPAl, OVPA2, OVPB1
Precedent Liquid 1PRL30, PRL15, PRL90
Precedent Powder PRP100, PRP15, PRS, PRE
Proseal PRO
LED Proseal LEDPRO
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Product Identification
Product Name Catalogue Number(s)
Diamond Bur DB
Prep Step Prophy Angle DPA
Renew Finishing System Burs RSB, RSBL, RSB2, RSB815
Renew Finishing System Points RSPHP, RSPL, RSPFG
Perfect A Smile Pontic Paint PPA3, PPA2, PPB1, PASL, PASM
Bond-Aligner Adhesive BA
Extend LTR Wires EXK, EX18, EX20, EX22, EX24, EX26
OrthoFlexTech OFT2, OFT, SSOFT, SSOFTE
Kobayashi Tie Hooks K12, K14, K10, SK12, SK14
All Surface Kit ASK
GoTo GTP, GTT, GTP2
Ultra Band Lok NFUBLPP, NFUBLBPP, NFLLUBLPP, NFLLUBLBPP
Manufacturer
Name of Company Address Representative
Reliance Orthodontic Products, 1540 West Thorndale Avenue | Paula Wendland, Regulatory Affairs
Inc Itasca, I1 60143 USA Manager
Authorized Representative
Name of Company Address Telephone / email
Emergo Europe Prinsessegracht 20 +31.70.345.8570 — phone
2514 AP The Hague, The +31.70.346.7299 — fax
Netherlands IvVz({@emergogroup.com
Registration Information
Notified Body CE Certificate Date CE marking first applied
Number
BSI Group, Kitemark Court, Davy Avene, | CE660545 4/25/2018
Knowlhill, Milton Keynes, MK5 §PP
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Conformity Assessment
Device Classification Route to Compliance Standards Applied
Class [la Annex II of the Medical Devices 1SO13485
Rule 5 Directive 93/42/EEC as amended by 1S014971
Medical Device Directive 2007/47/EEC | EN ISO 15223
EN 1041
ISO 1641
IEC 62366
ISO 10993

Reliance Orthodontic Products, Inc. declares, as the sole responsible for the above mentioned products
safety and performance and ability to meet the provision of the Council Directive 93/42/EEC as amended
by Medical Device Directive 2007/47/EEC for Medical Devices. All supporting documentation is
retained at the premises of the manufacturer.

Company Representative: Paula Wendland

Title: Regulatory Affairs Manager
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