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Summary Technical Document

RelyX U200
RelyX U200 Automix

3M Deutschland GmbH, Germany

CONFIDENTIAL!

The information contained in this dossier is 3M confidential. 3M subsidiaries are advised not to disclose
information contained in this Registration Dossier to third parties other than local Health Authorities unless
confidentiality agreements have been established with these third parties. The consolidated technical
document given below is settled for the purposes of medical device state registration in the territory of the
Russian Federation.

The details are provided to the extent required and in line with Medial Device state registration regulations
(Resolution of the Government of Russian Federation Ne 1416 of 27 December 2012).
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Summary Technical Document RelyX U200

Z4 Indications/ Contraindications

Indications

Fmal cementing of all-ceramic, composite, or metal inlays, onlays, crowns and bridges; 2-3-unit
Maryland bridges and 3-unit inlay/onlay bridges (contraindicated for patients with bruxism or
periodontitis)

Final cementing of posts and screws

Final cementation of all-ceramic, composite, or metal restorations on implant abutments.

Fmal cementation of Lava zirconia build-ups for two-piece abutments - only in accordance with

tile Instructions for Use for Lava Frame or Lava Plus respectively.

CoDtraindications
Ncme

2.5 Restrictions on use

For use only by dental professionals.

2.6 Precautions

For Patients and Dental Personnel

Base paste: contact with eyes may cause severe eye damage. Wear eye protection to prevent
injury. In case of contact with eyes, rinse immediately with plenty of water and seek medical
advice.

Base paste; contains sodium persulfate that may trigger an allergic respiratory reaction in
certain individuals. This product may not be appropriate for use in those individuals with
known sensitivity to sulfites since a cross-reaction may occur with sodium persulfate.

Far Patients

This product contains substances that may cause an allergic reaction by skin contact in certain
individuals. Avoid use of this product in patients with known acrylate and/or peroxide
(especially perester) allergies.

If prolonged contact with oral tissue occurs, flush with large amounts of water. If allergic
reaction occurs, seek medical attention as needed, remove the product if necessary and
discontinue future use.

Fw Dental Personnel

4/7/2017

This product contains substances that may cause an allergic reaction by skin contact in certain
individuals. To reduce the risk of allergic response, minimize exposure to these materials. In
particular avoid exposure to uncured product. If skin contact occurs, wash skin with soap and
water.

The use of protective gloves and a no-touch technique is recommended. Acrylates may
penetrate commonly used gloves. If the product contacts the glove, remove and discard the
glove, wash the hands immediately with soap and water and then re-glove.

If allergic reaction occurs, seek medical attention as needed. 3M ESPE MSDSs can be
obtained from www.mmm.com or contact your local subsidiary. If allergic reaction occurs,
seek medical attention as needed.

3M Confidential 30f48

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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2 Device Description

2.1 Executive summary

Dental cements are used in restorative dentistry for the final cementation of dental restorations,

become a permanent part of the organism and have to meet a large number of physical and mechai ,

as well as safety requirements. All dental materials are exposed to the constantly chan j

environment of the oral cavity - a supplementary stress factor for the materials used.

Cements are cleissified according their chemical composition, which define the performance

into Zinc phosphate cements, Carboxylate cements. Glass ionomer cements, Hybrid cements (n

modified glass ionomer cements and compomers), resin cements and self-adhesive resin cements.

The class of the self-adhesive resin cements was created in 2002 by 3M ESPE, introdii

RelyX Unicem.

RelyX U200 Automix represents the “next generation” of self-adhesive resin cement, based on

Unicem technology, displaying additional features and new automix syringe delivery. It can be |

for all type of restorative materials and does not need any pre-treatment of the tooth like etc

priming and bonding for standard indications. It is dual-curing and requires no absolute moil

exclusion during manipulation. RelyX Unicem technology. It can be used for all type of restoi

materials and does not need any pre-treatment of the tooth like etching, priming and bondin .

standard indications. It is dual-curing and requires no absolute moisture exclusion d

manipulation. RelyX U200 is available as RelyX U200 Automix (represents the new automix sy S

delivery system) and RelyX U200 Clicker (represents the clicker delivery system as hand mix sysl F'
r

2.2 Product name

Authority Brand*: 3M ESPE

Brand/Product Name*: RelyX U200 Automix

Generic Descriptor:  Self-Adhesive Resin Cement

Authority Brand*: 3M ESPE
Brand/Product Name*: RelyX U200
Generic Descriptor:  Self-Adhesive Resin Cement

*3M, ESPE and RelyX are trademarks of 3M Company or 3M Deutschland GmbH. These trademarks may app
conjunction with the product name(s) listed below on product packaging, inserts and other labeling.

2.3 Product description and main characteristics

RelyX U200 Automix a dual-curing, self-adhesive resin cement supplied in an automix syringe.!
used for the adhesive cementation of indirect all-ceramic, composite, or metal restorations an|
posts and screws. When RelyX U200 Automix is used, bonding and conditioning of the tooth st
are not necessary. Unlike other cementation materials, RelyX U200 Automix is characterized
stability in combination with good flowability under pressure (structural viscosity).

RelyX U200 is a dual-curing, self-adhesive resin cement supplied in a clicker for manual mixing. It is us
the adhesive cementation of indirect all-ceramic, composite, or metal restorations and for posts and
When RelyX U200 is used, bonding and conditioning of the tooth structure are not necessary.

The cement is available in various shades. RelyX U200 Automix and Clicker coj
bi-functional (meth)acrylate. The proportion of inorganic fillers is about 43% by volume; the
size (D 90%) is about 12.5 pm. The mixing ratio, based on volume, is 1 part base paste :1 part catalyst.

4/10/2017 3M Confidential 20f”
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3M Summary Technical Document RelyX U200 3IMN
Description of first aid measures

Inhalation:
Remove person to fresh air. 1T you feel unwell, get medical attention.

Skin Contact:
Immediately wash with soap and water. Remove contaminated clothing and wash be'
reuse. If signs/s)anptoms develop, get medical attention.

Eve Contact:
Flush with large amounts of water. Remove contact lenses if easy to do. Continue rir
If signs/symptoras persist, get medical attention.

If Swallowed:
Rinse mouth. 1fyou feel imwell, get medical attention.

2.7 Potential complications
No known side effects are reported on.

o' N
2.8 Principles of operation i)
RelyX U200/ RelyX U200 Automix Y]
Initiated by exposure of the mixed RelyX U200/RelyX U200 Automix to a dental curing light or b|
redox reaction, the methacrylate functions of Glypho and other Methacrylates undergo a radicalic
polymerization. Basically, the chemistry of RelyX U200/RelyX U200 Automix comprises four
different curing mechanisms:
Figure 1 Light induced polymerization
.ae
Figure 2 Chemical curing |
4/7/2017 3M Confidential 40f44aPAN
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and wash o

Continue rin m

ig light or b

aradicalic

is« four
deanical curing reaction | (see figure 2) provides for increased mechanical stability, chemical curing
leaction Il (see figure 3) provides for acUiesive strength. The radicals, regardless by which mechanism
tbey were developed, initiate a radicalic polymerization of the methacrylate fimctions of the monomers
<see figure 4).

Figure 4 Radicalic Polymerisation
4of4| 41712017
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In a first step the acidic functions deprotonize (see figure 5). Calcium and aluminum from the
reactive fillers react with protons by ion interchange and are dissolved (see figure 6).

Figure 5 Acid-base reaction

Figure 6 Release of lons

? i 9 f 0
o (6] N O
Acid
N 2*
A2 Ca

The dissolved ions react with the phosphate fimctions resulting in chelate complexes. Due to
reactions, the acid groups are neutralized (see figure 7) and a long term stability of the ma
obtained.

4/7/2017 3M Confidential 60f|
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a from the
r Figure 7
ixes. Due tol
y of the ms
2.9 International codes and country regulatory classifications
RisyX U200/ RelyX U200 Automix
Céafcal Nomenclature
CFVIDN 35870 Resin-composite dental cement
L-MDNS 16-707 Cement, Dental, Resin Composite
C«utry Regulatory Classification
LS Class n, 21 CFR § 872.3275(b) Dental cement other than zinc oxide-
eugenol
ia Class Ila per Rule 8, Annex EX ofthe Medical Device Directive
93/42/EEC
CjBiada Class 3
IXffaiion of contact in Intended to be in contact with the body for greater than 30 days
acoHdance to 1SO 10993: ytorg Y
The rate of application Single
Sterilization Non-sterile
6 of | _ ,
472017 3M Confidential 70f48
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2.10 Commersial presentation

ltem Catalogue/Orden

Number f
1 Clicker (11 g), colour shade: Translucent 56877 1
Accessories (1 mixing pad)
1 Clicker (11 g), colour shade: A2 Universal 56378 1
Accessories (1 mixing pad)
1 Clicker (11 g), colour shade: A3 Opaque 56879 1

Accessories (1 mixing pad)

RelyX U2Q0 Automix
Catalogue/Order

Item
Number
1x 8.5 g syringe, colour shade: Translucent
10 x RelyX U200 Automix Tips, Mixing Tips Regular 56897
5 x RelyX U200 Automix Tips, Mixing Tips Wide
5 x RelyX U200 Automix Endo Tips
1x 8.5 g syringe, colour shade: A2 Universal
10 x RelyX U200 Automix Tips, Mixing Tips Regular 56895
5 x RelyX U200 Automix Tips, Mixing Tips Wide
5 x RelyX U200 Automix Endo Tips
1x 8.5 g syringe, colour shade: A3 Opaque
10 x RelyX U200 Automix Tips, Mixing Tips Regular 56896
5x RelyX U200 Automix Tips, Mixing Tips Wide
5 x RelyX U200 Automix Endo Tips
1 ACCESSORIES 1
30 RelyX U200 Automix Tips, Mixing Tips Regular 56913
15 RelyX U200 Automix Tips, Mixing Tips Wide 56914
15 RelyX U200 Automix Endo Tips
15 RelyX U200 Automix Tips, Mixing Tips Wide 56917
15 RelyX U200 Automix Intraoral Tips
2.11 Construction
Composition of RelyX U200/ RelyX U200 Automix
Base
Function Ingredient CAS-Number Quantity'
Filler Silane Treated Glass Filler none 51-52
Monomer Dimethacrylate 109-16-0 12.6-15
Monomer Phoshporic acid methacrylates 1224866-76-5 22-23
Filler Silane treated fumed silica 68909-20-6 6.10-7.5
Filler Glass filler 65997-17-3 1.74-2.3
Initiator Sodium Persulfate 7775-27-1 1.68-2.1
Initiator Peroxide 13122-18-4 0.17-0;
Stabilizer Stabilizer 128-37-0 <0.1j
Initiator Copper acetate 6046-93-1 <0.11
4/7/2017 3M Confidential 8 ofl
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liogue/Orderf 3 ¢ gciiop Ingredient CAS-Number Quantity %*
Number Filler Silane treated glass filler none 58-65

56877 A ; 27689-12-9 23-26
ScooNmer Dimethacrylates 79829-09-5 3.24-4 40
56878 Imfatrw Salt of substituted barbituric acid 945012-02-2 2.43 - 3.30
56879 Filler Silane treated fumed silic 68909-20-6 1.94-2.93
il faatiator Calcitun hydroxide 1305-62-0 1.15-1.75
InitianM' Sodiiun ptoluenesulfinate 824-79-3 1.21-1.73
. . 93962-71-1 0.68-0.90
logue/Order Islt
Clﬂmber sltiaior Methacrylated amine 93962-70-0 0.09-0.20
fariiiaior Camphorquinone/ dl-Camphorquinone 10373-78-1 0.17-0.23
- . 128-37-0 <0.1
568i f Stabilizer Stablizer 150-76-5 <01
82-38-2
. Pisneot Pigments 13463-67-1 <0.1
% 100280-62-6
56895 *7W composition ispresented as a target composition or mean composition Process optimization and variation in raw
™ contentofpw 'ticular components may impact the actual released productformulation.
56896 Ifl
tim Automk & RelyX U200 CAS-Number
VTiite 6, Cl 77891 13463-67-7
56913 '
| 0BBBCEae Yellow Lake 100208-62-6
56914
SefceasRed 111,CI 60505 82-38-2
56917
C.l‘
M mng tips (regular)/ Mixing tips (wide)
1 Function Ingredient CAS-Number
1  Mixing tube/Cover plate Polypropylene 9003-07-0
Quantity Rotor Polyoxymethylene 9002-81-7, 24969-26-4
_ A
.12 t_f; 1 Intra-oral tips: Polypropylene CAS 9003-07-0
2'2_23 ' Endo tips: Polypropylene CAS 9003-07-0
6.10-7 51 Mix pad: Paper CAS 9004-34-6
1.74-2.3¢
1.68-2.01
0.17-0.:
<01
<01
N\
8of 4/7/2017 3M Confidential 90f48
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2.12 Product photo

RelyX U200 Automix
Syringe

4/7/2017 3M Confidential
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2.13 Packaging description

r Materials
1ivXU200
Item Part Material CAS
°~pr
P Cardborad box 9004-34-56
Clicker Polypropylene and 9003-07-0
(complete) Polyethylene 9002-88-4
Catridge
Polyethylene (black) 9002-88-4
N
Plunger
Glass fiber reinforced
polypropylene 9003-07-0
(yellow)
Cap
Polypropylene 9003-07-0
(yellow)
Polyethylene
laminated aluminum
foil pouch with printed 9002-88-4
label on outer surface
Automix
iae* Part Material CAS
Cardborad box 9004-34-56
SvTinge Polypropylene and 9003-07-0
I, complete) Polyethylene 9002-88-4
b Catridge
L /1) Polyethylene (black) 9002-88-4
f.
Plunger
Glass fiber reinforced 9003-07-0
polypropylene (yellow)
C
Polypropylene (yellow)  9003-07-0
i ari 1
Polyediyiene laminated
, 'lazociZir al.imir.um foil pouch
y.'pefcivr grimed label cm 9002-88-4
moine’
* jefrneied

i"».

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Dimensions, mm

225,0 x 142,0x45,0

1=190 w=22,1 h=34/0
9,7

1=140, w=22,1 h/0 9,7

1=115 w=19,4 h=5

1=27,2w=24 h=Il,5
h with nose: 34

1:270+3xw: 1202

Dimensions, mm

225,0 X142,0 X45,0

1=160 w=26 h=20.6/0=9
withcap=171.8

1=93,3 w=26 h=20.6/0=9

1=86,4 w=7.2
h=20.6/0=7,1

0 11,8 xhl4,5

1=270+3 w=120+2
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Accessories

Item Material CAS Dimensions, mm
Primary N ' .
package Polyethylene 9002-88 L: 150+42X W: 175+2

2.14 Operating Environment

The products are designed to be used at room temperature. If stored in cooler allow pro
reach room temperature prior to use. Ambient temperatures routinely higher than 27°C/80°
reduce shelf life.

2.15 Storage, Use and Shelfilfe

RelyX U200/ RelyX U200 Automix

The shelf-life of the product is 18 months when stored in the pouch at 15°-25 °C/59°- 77 °F.

Do not use the product after expiration date.

After removal from the pouch, use the product within 6 months and before the lapse of the expira
date. Constantly high humidity accelerates the setting and must be avoided.

Store away from heat.

3 Finished Product Specifications

Methods Limit Reference

Setting time (start) >0.5 min Inhouse -method

Solid, tooth colored paste with
slight acrylic odor
Solid, tooth colored paste with
slight acrylic odor

Appearance base, Color, Odor
Organoleptic test
Appearance catalyst. Color, Odor

4/7/2017 3M Confidential 14 of
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4 jastnctions for Use. General information.

41 RehX 11200

Preparation
of the Cavity/Tooth Stump
?Tjor K> Snal cementation, clean the prepared stxunp or the cavity thoroughly with pumice
sfary. rirse with a water spray, and lightly air dry in only 2-3 bursts of water-free and oil-free
£T. cf -se cotton pellets to dry it off. Do not overdry!
Tae ca\iu should be just dry enough that the surface has a slightly glossy appearance. As
is rise case with any permanent cement, over- drying can lead to post-operative sensitivity.

'a® CCsti&staaces such as desensitizers, disinfectants, astringents, dentin sealants, rinsing solutions

EDT.A. etc., after the final cleaning with pumice slurry and water. Their residues may have
sal effeci on the bonding strength and setting reaction of the cement.

PiTpantion of Root Canals

>

Treat the root canal endodontically as usual (root canal filling with guttapercha and removal of
dae ro« canal filling, leaving 4 mm of gutta-percha apically).

Geari the root canal vwth a 2.5%-5.25% solution of sodium hypochlorite (NaOCI).

Ri-sc immediately with water and dry with paper points.

We reccnnmend the use of a rubber dam during the cementation of posts.

Ptcpaniiion for Maryland and Inlay/Onlay Bridges

teeth must have an adequate enamel surfrice for bonding. They should be healthy or only

1?7 resKMod and the periodontal conditions should be good. It is the sole responsibility of the

3 ensure proper selection of indication and technique. The guidelines of the relevant national

jpwtf" 11 “associations must be observed for such indications.

>
>

Prrpaie retentive elements such as cingular rests and/or approximal grooves.

wse a rubber dam and keep the cavity free of any contamination during cementation.

Eich the enamel surface of the cavity with 37% phosphoric acid for 15-20 sec. Then rinse
liaoEQughly with water and dry with water-free and oil-firee air. In the case of exposed dentin,
sake sure to selectively etch the enamel to avoid post-operative sensitivity,

Tiidl Fitting of the Restoration

>

Remove the temporary restoration and thoroughly clean the tooth surface of any residue from

the temporary cement.

Make a trial insertion of the final restoration and check its fit and contact points.

- Ifalow viscosity silicone is used for the trial fit, the silicone residue must then be removed
completely.

- For glass ceramic restorations, do not check the occlusion until the restoration has been
cemented. Breakage could occur if done prior to being cemented in place.

-Avoid any contamination whatsoever of the surfaces to be treated during pre-treatment and

taiiil the final cementation.

3M Confidential 15 0f 48
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Pre-treatment of Restorations

Pre-treatment of Metal Restorations
Please follow the instructions for use of the restoration material. In the absence of dei
instructions, we recommend the following procedure:

> Blast the restoration surface to be luted with aluminum oxide <40 pm.

> Clean the blasted surface with alcohol and dry it with water-free and oil-free air.
For Maryland and inlay/onlay bridges, please referto “Pre-treatment of Maryland and Inlay/Onla®
bridges".

Pre-treatment of Etchable Glass Ceramic Restorations
Please follow the instructions for use of the restoration material. If the manufacturer has not pro\
deviating instructions, we recommend the following procedure:
> Use hydrofluoric acid to etch the glass ceramic restoration siuface to be luted.
> Rinse thoroughly with water for 15 seconds and dry with water-free and oil-free air.
> Apply an appropriate silane in accordance with the instructions for use, e.g.:
- RelyX Ceramic Primer: allow to react for 5 sec, then air dry so that the solvent evapor
completely.

Pre-treatment of Zirconia and Aluminum Oxide Ceramic Restorations
Please follow the instructions for use of the restoration material. Ifthe manufacturer has not pro\
deviating instructions, we recommend the following procedure:
Alternative L
> Blast the restoration surface to be luted with aluminum oxide <40 pm.
> Clean the blasted surface with alcohol and dry it with water-free and oil-free air.
Alternative 2:
> Coat (silicate) the restoration surface to be luted with the micro-blasting device CoJet Pr
the blast-coating agent CoJet Sand from a distance of 2-10 mm and vertically to the surfai
15 sec, see instructions for use for CoJet Prep and CoJet Sand.
> Blow away any residues of the blasting agent with water-free and oil-free air.
> Apply an appropriate silane in accordance with the instructions for use.
For Maryland and inlay/onlay bridges, please referto “Pre-treatment of Maryland and Inlay/Onlay|
bridges".

Pre-treatment of Composite Restorations
Please follow the instructions for use of the restoration material. 1f the manufacturer has not provi|
deviating instructions, we recommend the following procedure:
> Blast the composite restoration surface to be luted with aluminum oxide <40 pm.
> Clean the blasted surface vrith alcohol and dry it with water-free and oil-free air.

Pre-treatment of Glass Fiber-reinforced Posts
Please follow the instructions for use of the post to be used. If the manufacturer has not pro|
deviating instructions, we recommend the following procedure:
> Clean the post with alcohol and dry it with water-free and oil-free air.
> When using RelyX Fiber Post application of a silane is not required. Other flber-reinf®
posts should be treated in accordance with the relevant instructions for use.
Pre-treatment of Implant Abutments
Please follow the recommendations for the relevant restorative material (e.g., metal, zirconia).
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iof Maryland and Inlay/Onlay Bridges Metal, Zirconia and Aluminium Oxide

Caa (sflicatel the restoration surface to be luted with the micro-blasting device CoJet Prep i
sfce biast-coaung agent CoJet Sand from a distance of 2-10 mm and vertically to the surface for
IS sec, see instructions for use for CoJet Prep and CoJet Sand.
Bkrm any any residues of the blasting agent with water-free and oil-free air.
Apply an appropriate silane in accordance with the instructions for use.

:fJarss ceramics, please referto “Pre-treatment of Etchable Glass Ceramic Restorations".

j ibe first tiine:
Heaame the clicker dispenser from the foil pouch and note the removal date on the clicker
ybeL Discard the pouch.
loBove the cap from the clicker dispenser.
Dispense a small quantity of paste on a mixing pad by pressing down the clicker lever. This
Irwfc the filling quantity of base paste and catalyst paste in the clicker. Discard the paste which
1dispensed.
.always:
rtihe cap.
De”eose the jaste on a mixing pad:
Pressthe clicker lever and hold it down.
mftlicn the paste stops flowing, wipe off the clicker openings on the mixing pad. Doing so
(ispenses the correct volume of the base paste and catalyst paste.

- Dispense only as much paste on the mixing pad (ntimber of clicks) as required for
cementing.

flauwng the clicker openings:

- the clicker openings with a clean cloth to prevent blockage from cross-contamination
of the pastes.

Rapiace ilk cap by pressing until it locks into place noticeably.

3gand setting times depend on the ambient and oral temperature. The times shown are
ioomirtions relevant for practice. As is the case with every composite cement, the setting of
; UZSO cement slows down significantly at room temperature.
IODO is a dual-curing cement and therefore also sensitive to natural or artificial light. The
K tsBK is significantly reduced during application under operating lights!

min:sec

IPMiiiK taae fiom start of mixing 02:30
PPl|i4«BrBig in a lightwave range of 400-500 nm

1 - Seaglc surface, from occlusal 00:20
t - Am' other surface additional 00:20
A - RdyX Fiber Post posts, from occlusal 00:40
[ - Setting lime after start of mixing 06:00
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Mixing

> Mix base paste and catalyst paste into a homogenous paste within 20 seconds using a :
Avoid incorporating air bubbles.

> Then cover the cement with a light protection cover to protect it from intensive light.

Application

> Protect the working area from contamination wath water, blood, saliva and sulcal fluid i
the application and setting phase.

y Apply the mixed cement evenly to the entire cavity and as appropriate to the bottom side]
inlay/onlay, or fill the crown with cement.

> Seat the restoration firmly and stabilize long enough for the cement to fully set.

Application in the Root Canal
> Do not use Lentulo-Spirals to insert the cement in the root canal as this can excessively
accelerate setting.
> Spread cement to the post.
As an alternative, the cement can be inserted into the root canal with the aid ofan
applicator tip, e.g., Centrix® Needle Tubes (Centrix is a registered trademark ofthe’
based company Centrix); this will minimize the entrapment of air bubbles.
> Immediately place the post in the pretreated root canal; apply moderate pressure to hold il
position. We recommend rotating the post slightly during insertion to avoid the inclusion\
bubbles.

Removal of Excess
Notes on oxygen inhibition: As is the case with all composite materials, RelyX U200 is subj
oxygen inhibition, i.e., the upper layer (about 50 pm) which is in contact with atmospheric
during the polymerization does not harden. Leaving sufficient excess permits the removal
uncured layer during shaping/polishing without leaving behind a deficit.
Using light-curing:
> After briefcuring (about 2 sec using a standard polymerization device), use a suitable
instrument (e.g., scaler) to remove the excess. Larger volume excess can be removed mor
easily.
> Irrunediately light-cure after removal (see Polymerization and Shaping).
Using self-curing:
> Use a suitable instrument (e.g., scaler) to remove the excess during the self-curing phase {
3 min after beginning the mixing in the “gel phase”).
> Immediately cover the edges of the restoration with a glycerin gel to prevent oxygen inhib
Alternatively:
> Remove the excess before polymerization, e.g., using a sponge pellet, while using a su
instrument to hold the restoration in position.
> Cover the edges of the restoration with a glycerin gel to prevent oxygen inhibition.
> Immediately light-cure or wait for the self-curing to finish (see Polymerization and Shapii
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ion and Shaping
We recommend light-curing the cement through the restoration when doing ceramic and
composite woik. Select the exposure times appropriate for the number of surfaces (please refer
‘D “Fimes”i. Polymerize the cement through the post when using translucent posts. The
exposure time depends on the translucency of the post being used; for RelyX Fiber Post, it is 40
sec-
Shape any remaining uneven areas on the edges of restorations and polish the marginal

*eawith diamond devices, aluminum oxide coated discs (e.g., Sof-Lex”), and diamond
polishing paste.

Then check the oxlusion.

jyker Shaping
> Carefully check the sulcus of the treated teeth and the surrounding areas; remove any cement

rtsidues still remaining.This is especially important when cementing on implant abutments.

BygM»e and Disinfectioii

> Clean a contaminated RelyX U200 with cleaning agents commonly used in the dental practice.
> Use a cloth soaked in a disinfectant commonly used in the dental practice to disinfect the

dkker.

RelyX U200 can prematurely polymerize when exposed to natiual or artificial

iighting.Therefore dispense the paste on a mixing pad only just before mixing and apply
immediately after mixing; avoid intensive light exposure during application.

De\iaiions jfrom the specified mixing ratio (1:1) adversely affect the material properties.

42 RelyX U200 Automix

Tooth Preparation

PRfHu-ation of the Cavity/Tooth Stump
> Prior to final cementation, clean the prepared stump or the cavity thoroughly with pumice

slurry' rinse with a water spray, and lightly air dry in only 2-3 bursts of water-free and oil-fi'ee
air. or use cotton pellets to dry it off. Do not overdry!

- The cavity should be just dry enough that the surface has a slightly glossy appearance. As is
the case with any permanent cement, overdrying can lead to post-operative sensitivity.

StoK't use substances such as desensitizers, disinfectants, astringents, dentin sealants, rinsing solutions

EDTA, etc., after the final cleaning with pumice slurry and water. Their residues may have

Jiieniyaital effect on the bonding strength and setting reaction ofthe cement,

PrefMLnition of Root Canals

>

4T2017

Treat the root canal endodonticaliy as usual (root canal filling with guttapercha and removal of
die root canal filling, leaving 4 mm of guttapercha apically).

Oean the root canal with a 2.5%-5.25% solution of sodium hypochlorite (NaOCI).
Rinse immediately with water and dry with paper points.
We recommend the use of a rubber dam during the cementation of posts.

3M Confidential 19 0f 48
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Preparation for Maryland and Inlay/Onlay Bridges
Abutment teeth must have an adequate enamel surface forbonding. They should be healthy
slightly restored and the periodontal conditions should be good. It is the sole responsibility i
dentist to ensure proper selection of indication and technique. The guidelines of the relevant;
professional associations must be observed for such indications.
> Prepare retentive elements such as cingular rests and/or approximal grooves.
> Use arubber dam and keep the cavity free of any contamination during cementation.
> Etch the enamel surface of the cavity with 37% phosphoric acid for 15-20 sec. Then|
thoroughly with water and dry with water-free and oil-free air. In the case of exposed i
make sure to selectively etch the enamel to avoid post-operative sensitivity.

Preparatory Measures

> Remove the temporary restoration and thoroughly clean the tooth surface of any residue
the temporary cement.

> Make a trial insertion ofthe final restoration and check its fit and contact points.
- Ifa low viscosity silicone is used for the trial fit, the silicone residue must then be re
completely.
- For glass ceramic restorations, do not check the occlusion until the restoration ha
cemented. Breakage could occur if done prior to being cemented in place.
> Avoid any contamination whatsoever of the surfaces to be treated during pre-treatmei|
until the final cementation.
Pre-treatment of Restorations
Pre-treatment of Metal Restorations
Please follow the instructions for use of the restoration material. In the absence of dei
instructions, we recommend the following procedure:
> Blast the restoration surface to be luted with aluminum oxide <40 pm.
> Clean the blasted surface with alcohol and dry it with water-free and oil-free air.

For Maryland and inlay/onlay bridges, please refer to “Pre-treatment of Maryland and InlayA
bridges”.

Pre-treatment of Etchable Glass Ceramic Restorations
Please follow the instructions for use of the restoration material. If the manu-Tacturer has not pr
deviating instructions, we recommend the following procedure:

> Use hydrofluoric acid to etch the glass ceramic restoration surface to be luted.
> Rinse thoroughly with water for 15 seconds and dry with water-free and oil-free air.
> Apply an appropriate silane in accordance with the instructions for use, e.g.:

- RelyX” Ceramic Primer; allow to react for 5 sec, then air dry so that the solvent evap
completely.

4/7/2017 3M Confidential 200f|
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Pre-treatment of Zirconia and Aluminum Oxide Ceramic Restorations
Please follow the instructions for use of the restoration material. 1fthe manu-facturer has not provided
deviating instructions, we recommend the following procedure;
Alternative 1:
> Blast the restoration surface to be luted with aluminiun oxide <40 pm.

> Clean the blasted surface with alcohol and dry it with water-free and oil-free air.
Aitemative 2:

> Coat (silicate) the restoration surface to be luted with the micro-blasting device CoJet” Prep
and the blast-coating agent CoJet Sand from a distance of 2-10 mm and vertically to the surface
for 15 sec, see instructions for use for CoJet Prep and CoJet Sand.

> Blow away any residues of the blasting agent with water-free and oil-free air.

> Apply an appropriate silane in accordance with the instructions for use.

For Maryland and inlay/onlay bridges, please refer to “Pre-treatment of Maryland and Inlay/Onlay
badges”.

Pre-treatment of Composite Restorations
Picase follow the instructions for use of the restoration material. If the manu~'facturer has not provided
deviating instmctions, we recommend the following procedure:

> Blast the composite restoration surface to be luted with aluminum oxide <40 pm.
> Clean the blasted surface with alcohol and dry it with water-free and oil-free air.

Pre-treatment of Glass Fiber-reinforced Posts
Please follow the instructions for use of the post to be used. If the manufacturer has not provided
deviating instmctions, we recommend the following procedure:

> Clean the post with alcohol and dry it with water-free and oil-free air.

> When using RelyX” Fiber Post application of a silane is not required. Other fiber-reinforced
posts should be treated in accordance with the relevant instmctions for use.

Pre-treatment of Implant Abutments
Please follow the recommendations for the relevant restorative materied (e.g., metal, zirconia).

Pre-treatment of Maryland and Inlay/Onlay Bridges
Metal, Zirconia and Aluminium Oxide Surfaces:

> Coat (silicate) the restoration surface to be luted with the micro-blasting device CoJet Prep and
the blast-coating agent CoJet Sand from a distance of 2-10 mm and vertically to the surface for
15 sec, see instmctions for use for CoJet Prep and CoJet Sand.

> Blow away any residues ofthe blasting agent with water-free and oil-free air.

> Apply an appropriate silane in accordance with the instmctions for use.
For etchable glass ceramics, please refer to “Pre-treatment of Etchable Glass Ceramic Restorations”.
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Times
The processing and setting times depend on the ambient and oral temperature. The times shotj
based on conditions relevant for practice. As is the case with every composite cement, the set!
RelyX U200 Automix cement slows down significantly at room temperature.
RelyX U200 Automix is a dual-curing cement and therefore also sensitive to natural or artificia
The working time is significantly reduced during application under operating lights!

min:sec

Working time from start of mixing 02:30
Light-curing in a lightwave range 0f400-500 nm

- Single surface, from occlusal 00:20

- Any other surface additional 00:20

- RelyX Fiber Post posts, from occlusal 00:40
Self-curing

- Setting time after start of mixing 06:00
Application

> Select a RelyX U200 Automix syringe containing the desired color and place it ready forij
When using a new RelvX U200 Automix syringe:

> Remove the automix syringe from the foil bag and discard the bag.

> Note down the date the syringe was removed on the syringe label.

> Remove and discard the sealing cap from the automix syringe. Check the syringe oper
blockage; remove any paste plugs.

- The sealing cap must not be reused to close the syringe because doing so might int
air bubbles into the material.

> Squeeze out a small quantity of paste onto a block to equal the base paste and catalyst
the automix syringe. Discard the paste which has been squeezed out.
During every application:
Protect the working area from contamination with water, blood, saliva and sulcal fluid dur
application and setting phase.
> Remove and discard the mixing tip remaining on the automix syringe from the pr
application.
> Attach one of the two types of mixing tips (“Standard" or “Wide") and secure it by tur
the right.

- The mixing tip "Standard" is used without an Intraoral Tip for application in
accessible areas.

- The mixing tip “Wide" is used for the application with the Intraoral Tip or the EndoTipj
When using the mixing tip Wide”, attach an Intraoral Tip or an EndoTip.

> Squeeze out and discard a pepp>ercom-size quantity of RelyX U200 Automix until an
mixed paste in a homogeneous color flows out of the tip.

- The paste requires a certain amount of time to flow through the mixing tip.The flov
speed cannot be accelerated by increasing the pressure on the plunger.

- As soon as the pressure on the plunger decreases, the material flow stops and the]
begins to set up. Do not use force to press out paste that has set as this could cause i
to the mixing tip and the automix syringe.
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Apply RelyX U 200 Automix evenly to the entire cavity and as appropriate to the bottom side
ofthe inlay/onlay or fill the crown with cement

- Keep the opening of the mixing tip "Standard" or of the Intraoral or Endo Tip immersed m
wral or artificii the material during the entire application to prevent the inclusion of any tiir bubbles.
Its! Seat the restoratio n firmly and stabilize long enough for the cement to set fully.

Leave the used mixing tip on the automix syringe as a cap until the next application.

The times she
cement, the se

Application in the Root Canal
See instructions under “Application” for handling ofthe automix syringe.

> Do not use Lentulo-Spirals to insert the cement in the root canal as this can excessively
accelerate setting.

>* Attach an Endo Tip to the mixing tip "Wide" for application in the root canal

> Insert the EndoTip as deeply as possible in the root canal and apply RelyX U200 Automix,
beginning apically. Keep the tip of the EndoTip immersed in the cement and slowly move the
Endo Tip upwards as the level of the paste rises.

> Do not remove the Endo Tip from the cement until the root canal has been completely filled

- This so-called immersion filling should not be carried out in less than 5 sec.; this will
minimize the entrapment of air bubbles.
> Place the post in the root canal filled with cement; apply moderate pressure to hold it in

position. We recommend rotating the post slightly during insertion to avoid the inclusion of air
bubbles.

Removal of Excess
Sass on oxygen inhibition: As is the case with all composite materials, RelyX U200 Automix is
I miofecl to oxygen inhibition, i.e., the upper layer (about 50 pm) which is in contact with atmospheric
«ty gen during the polymerization does not harden. Leaving sufficient excess permits the removal of
eie uncured layer during shaping/polishing without leaving behind a deficit.

sit ready fori

From Restorations
Lsing light-curing:
> After brief curing (about 2 sec using a standard polymerization device), use a suitable

instrument (e.g., scaler) to remove the excess. Larger volume excess can be removed more
easily.
> Immediately light-cure after removal (see Polymerization and Shying).
Lring self-curing:
> Use a suitable instrument (e.g., scaler) to remove the excess during the self-curing phase (about
3 min after beginning the mixing in the “gel phase”).

> Immediately cover the edges of the restoration with a glycerin gel to prevent oxygen inhibition.
Ahamatively:

> Remove the excess before polymerization, e.g., using a sponge pellet, while using a suitable
instrument to hold the restoration in position.

> Cover the edges of the restoration with a glycerin gel to prevent oxygen inhibition.

and the > Immediately light-cure or wait for the self-curing to finish (see Polymerization and Shaping).
cause |
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From Posts

> Remove the cement with a suitable instrument or a cotton pellet.
Polymerization and Shaping

> We recommend light-curing the cement through the restoration when doing cen
composite work. Select the exposure times appropriate for the number of surfaces (pie;
to “Times”). Polymerize the cement through the post when using translucent pos
exposure time depends on the translucency of the post being used; for RelyX Fiber Post,
Sec.

> Shape any remaining uneven areas on the edges of restorations and polish the margi
with diamond devices, aluminum oxide coated discs (e.g., Sot-Lex”), and diamond poli
paste.

> Then check the occlusion.

After Shaping

> Carefully check the sulcus of the treated teeth and the surrounding areas; remove any
residues still remaining. This is especially important when cementing on implant abutmen

Hygiene and Disinfection

> We recormnend the use of commonly available hygienic protective covering to avoil
contamination of the RelyX U200 Automix syringes during the treatment.

> Clean contaminated RelyX U200 Automix syringes with cleaning agents commonly used|
dental practice.

> Use a cloth soaked in a disinfectant commonly used in the dental practice to disinfe
automix syringe.

Notes

e RelyX U200 Automix can prematurely polymerize when exposed to natural or
lighting. Therefore avoid intensive light exposme during application.

4/7/2017 3M Confidential 240fl

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



3M Summary Technical Document RelyX U200

5 Labels
mg cerami
ices (plea
»cent post
iber Post, il

RelyX U200

k margir
BEEod poii

eve any ce
It abutmen
g to avoid!
only used q
to disinfe
Sample ofiimer label

al or arti

240fN
4/7/2017 3M, Cbnfidmtial 250148

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



3M Summary Technical Document RelyX U200

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



3M Summary Technical Document RelyX U200

COMTBITS
ScK-Adhc«« Uni« Cement
Craienr«d ~k h's dem in MtMdbedt« IIfBase Paste/
Chnnit« naiiBKwmHtaadnho g-;atalysl Peste
irtulunuNSUNIMIA Accessonies
Ciment dr weHentenl ompeske nnta idlitiir

UrnrRT caMomrcMiwuH jiiMpoLiMua RmtnwrnMi x n ~mtriunH iUlj"} L2M mmInpr
(a 10OVpt-IVBtell rarreN« Ctkker)

t'aneaiMinaeM KonwuMivn unVieni

KofflpMtml temtai n *dIN»i%n«eemeatlrMjt prMtnldk Mdaajeaaka
Onknndiriunalé rennremefll

SaRH"re)'leNi|C) Mtnrat dn«MdtMiapm prr«rmaii%'rt

tlrmenl ririnic saicedCHi

SnamdIKzhwi thtcwy eeaeat

SaoioHidbeehiii kompoiitni remeci

Sinieadhcehvi konpwltiii pmiyHfnv cemeai

Self*Adedv Kr/in Staat)

IteUnnttuA kompMUmemeat

Pailiniejafa mr|.a ceoicnt\

SavalmM» aakUdmo derviab nmeaiM Ittamtaai A « I' L
CaMMLiieinaHafl k-aMnaunanB neneni

Contains; Disodium peroxodisulphate.
May produce an allergic reaction.

Made in Germany by

3M Deutschland GmbU
Dental Products
Carl-Schurz-Str. 1

41453 Neuss - Germany
0049(0)8152/700-0

3M, ESPE and RelyX ate trademarks of 3M or 3M Deutschland GmbH.
© 2016,3M. All rights reserved.

Larger images of box lable
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RelyX U200 Automix

3 M ES P E 44000188274.1)1

___Relyx”~" U200
Aulomix

Self-Adhesive
Resin Cement

8,5 g Base Paste/Catalyst Paste
3M Deutschland GmbH C€ I

41453 Neuss - Germany

Sample of inner label
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Cantatns/Tntiult: Disadiutn peroxodisulphate/Dmatnumperoxodisulfat.
May produce an alero« reaintOm)Xann alergscne iiealtonen hervorruten.

C € - Mude in Oerrwuwy by
I 3M Deutschland GmbH
Dental Producto

Carl-Schur/-Str. |

41453 Neuss - Germany

01H9<0)K 152/7(IH) RAP

3M. ESPE and RelyX are trademarks of 3M or 3M Deutschland Gmt>H.
Used under icense In Canada. C) ?016.3M. Afl hohts reserved.
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ESPE
Reh’™ X™ Unkra 2 Autoinii
Reh’X™ U200 AutomIx

Vg Tips Wide
HlidoTips
Miirg A

ToC € ]

3M DeufcNand 6mbH
41453 Netiss « Garmrefy

LoT | 0000001

Sample of inner label for accessories
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Explanation of symbols on labels and packaging;

Symbol
N
(2),
S
ILQJ

v. T 0123

PE-40
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Description
Manufacturer

Do not re-use

Use-by Date

Catalogue number

Lot number

Product meets the requirements of the applicable EC directives

Non-comigated fiberboard (paperboard)

Caution

Low-density polyethylene

Green Dot

Contents

Limit oftemperature
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6 Technical profile

R elyX U200
Clicker (11 g)

Dimensions, mm: length: 190£5 mm, width; 26+3 mm, height: 10£2 mm.
Extrusion force, N: 4.5

Flexural strength, MPa:99

Compressive strength, MPa:291

Modulus of elasticity, GPa: 6.6

Surface hardness, MPa: 190

Film thickness,pm: 13

Water sorption, pg/mm~: 28

Solubility, pg/mm”: 0

Expansion after 1 month, %: 0.63

Base paste

General Physical Form: Solid

Specific Physical Form: Paste

Odor, Color, Grade: tooth-colored paste with slight acrylic odor
Density, glcm™: 2 - 2.2

Specific Gravity, [Ref Std: WATER=1]: 2-2.2

Solubility in Water: Negligible

Catalyst paste

General Physical Form: Solid

Specific Physical Form: Paste

Odor, Color, Grade: tooth-colored paste with slight acrylic odor
Density, g/lcm™: 2-2.2

Specific Gravity, [Ref Std: WATER=1]: 2-2.2

Solubility in Water: Nil

4/7/2017 3M Confidential 36 of4
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Mixing pad

Dimensions, mm: length: 94+1, width: 70+1, height: 9+0.3
Number of pages: 45
RelyX U200 Automix
8.5 g syringe

Dimensions, mm: length: 1705 mm, width: 18+2 mm, height: 9+2.
Extrusion force , N :40.9

Flexural strength, MPa:99

Compressive strength, MPa:291

Modulus of elasticity, GPa; 6.6

Surface hardness, Kffa: 190

Film thickness,pm: 13

Water sorption, pg/mm*: 28

Solubility, pg/mm”; 0

Expansion after 1 month, %: 0.63

Base paste

General Physical Form: Solid

Specific Physical Form: Paste

Odor, Color, Grade; tooth-colored paste with slight acrylic odor
Density, glcm™: 2 - 2.2

Specific Gravity, [Ref Std: WATER=Il: 2 - 22

Solubility in Water: Negligible

Catalyst paste

General Physical Form: SoM

36 of? . .
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Specific Physical Form: Paste

Odor, Color, Grade: tooth-colored paste with slight acrylic odor
Density, g/cm™: 2 - 2.2

Specific Gravity, [Ref Std: WATER=1]: 2-12

Solubility in Water: Nil

Mixing Tips Regular

Dimension, mm: length: 39.7 £1, diameter: 11.8 0.1

Mixing Tips Wide

Dimension, mm: length: 33.4 £1, diameter: 11.8 +0,1

Automix Endo Tips

Dimension, mm: lenght: 15.9+0.2mm, diameter: 5£0.2mm

Automix Intraoral Tips

Dimension mm: lenght: 14.2+0.2 diameter: 5+0.2

4/7/2017 3M Confidential 38 of4
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6.1 Productd”™ign requirements and test results

RelyX U200

Product Name: RelyX Unicem 2 Clicker / RelyX U200, Shade: A2

Batch/Lot number: 626921

Test method; 1SO 4049:2009, Classification: Type 2, Class 3 acc. to 1ISO 4049 (dual cure materials)
Test Conditions: Temperature: 23°C (£ 1 °C); Humidity: 50 % (+ 10 %)

Test Results
Film

Test: - i i i i
€S . Thickness Working Time - Setting Time Shade Color Stability
Test methods: 1SO 4049 < ISO 4049>60 1SO 4049 < 1SO 4049 1SO 4049
Limit/Unit: sec. 10:00 min:sec
50pm
7 pass 03:23 pass pass
Test: W ater Sorption Solubility Flexural Strength Radiopacity
Test methods: ISO 4049 ISO 4049 ISO 4049 ISO 4049
Limit/Unit: <40jig/mm3 <7.5 pg/mm”* > 50 Mpa > 1mm
27+ 35 -4.4+ 2.7 90 +6.5 1.94

Test specimen light cured with the LED Curing Light Elipar DeepCure-S

Please note that though being in scope for 1ISO 4049:2000, polymer-based luting materials that have an adhesive
component with their structure like RelyX Unicem 2 Clicker /RelyX U200 are out of scope in 1ISO 4049:20009.

38 of? ] ]
4/7/2017 3M Confidential 39 0f48

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



3M Summaiv Technical Document RelyX U200

Stability certificate

Product Name: RelyX U200

Manufacturing Site: Seefeld, Germany

Test Method: Inhouse method: Rheometer

Storage Conditions: Room temperature, 36°C

Study Initiation Date: 05.03.2013 / 13.06.2013/04.09.2013

Study End Date: 04.09.2014/ 15.12.2014/04.03.2015
Shelf Life; The given shelf life of 18 months can be concluded from the following stability data:

Specification:

Parameter Limit Method
Setting time (start) >0.5 min Inhouse - method Rheometer
Batch Batch Batch
#508609 #518424 #527849
Date of Manufacturing 03/2013 06/2013 09/2013

Storage Conditions: Room Tem serature

. Batch Batch Batch
Storage time [months}] 4508609 4518424 4527849
0 31 31 2.8
3 4.2 31 2.7
6 4.0 3.0 2.6
9 3.6 2.6 2.9
12 3.0 3.0 31
18 34 3.0 2.9
Storage Conditions: 36 °C
. Batch Batch Batch
Storage time [months] #508609 4518424 #527849
0 31 31 2.8
3 3.4 2.9 31
6 4.6 3.2 3.3
9 polymerized polymerized polymerized
4/7/2017 3M Confidential 40 ofi
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RelyX U200 Automix

Product Name: RelyX Unicem 2 Automix / RelyX U200 Automix, Shade A2

Batch/Lot number: 630695

Test method: 1SO 4049:2009, Classification: Type 2, Class 3 acc. to 1ISO 4049 (dual cure materials)
Test Conditions: Temperature; 23°C (z 1 °C); Humidity: 50 % (£ 10 %)

jrdata:
Test Results
Test: Film Working Time Setting Time -
Test methods: - Thickness ISO 1S04049>60  1S04049< ssgigig Co:ggsiggg'ty
Limit/Unit: 4049 < 50/pm Sec. 10:00 min:sec
10 pass 03:18 pass pass
Test: Water Sorption Solubility Flexural Strength Radiopacity
Test methods: ISO 4049 1ISO 4049 1ISO 4049 1SO 4049
Limit/Unit: <40 pg/mm3 <1.5pg/mm3 > 50 Mpa > 1mm
24 +2.4 -5.7+ 0.5 88+12 2.07
Test specimen light cured with the LED Curing Light Elipar EteepCure-S
Please note that though being in scope for 1ISO 4049:2000, polymer-based luting materials that have an adhesive component
with their structure like RelyX Unicem 2 Automix / RelyX U200 Automix are out of scope in ISO 4049:20009.
40 0f4S 417/2017 3M Confidential 41 048
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Stability certificate

Product Name: RelyX U200 Automix
Manufacturing Site: Seefeld, Germany

Test Method: Inhouse method: Rheometer

Storage Conditions; Room temperature, 36°C

Study Initiation Date: 10.07.09 /10.9.2009/9.10.2009

Study End Date: 12.1.2011/14.1.2011/28.3.2011
Shelf Life: The given shelf life of 18 months can be concluded from the following stability data:
Specification:

Parameter Limit Method
Setting time (start) > 0.5 min Inhouse - method Rheometer
Batch MP0029 Batch MP0030  Batch MP0037
Date of Manufacturing 07/2009 07/2009 10/2009

Storage Conditions: Room Temperature

Storage time [months] Batch MP0029 Batch MP0030  Batch MP0037

0 31 3.4 3.4
1 3.2 3.3 3.2
3 35 3.6 4.0
6 3.7 4.0 4.2
9 4.4 4.7 4.3
12 4.7 5.0 4.3
15 4.5 5.6 5.7
18 4.2 6.1 6.1

Storage Conditions: 36 °C

Storage time (months] Batch MP0029 Batch MP0030 Batch MP0037

0 31 34 34

1 3.8 4.2 3.6

3 54 4.9 4.9

6 4.9 4.7 base polymerized
9 base polymerized base polymerized
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7 Manufacturing Information

7.1 Name and address of the manufacturer
The name and address of the manufacturer are provided below:

Neuss, GERMANY
3M Deutschland GmbH
Carl-Schurz-Strasse 1
41453 Neuss
GERMANY

data:

Facility (ies):

3M Deutschland GmbH
ESPE Platz
82229 Seefeld
Germany

3M Deutschland GmbH
Ohmstrasse 3

86899 Landsberg
Germany

Sulzer Mixpac AG
Rtitistrasse 7

9469 Haag
Switzerland

120148 4/7/2017 3M Confidential 43 of 48
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7.2 Manufacturing Process

Flow chart:
ingredients
PriKCSS
'>
Priman package Fill
Final Cwurol
I i'fInf.TOnin
ipeeificaui»* )
Final Control
(lahdikKg J
Description:

1 Ingredients are weighed and added together as directed in the process standard
2. Mixture is blended together as directed in the process standard

3. Mixture is inspected for conformity to specifications

4. Product primary packaging is filled according to process standard

5. Labeling applied to packaging and inspected for conformity to specifications
6. Secondary packaging is filled according to process standard

7. Labeling applied to finished package

8. Final Product is inspected and tested for conformity to specifications

9. Product is placed in inventory for distribution to customer

4/7/2017 3M Confidential 44 of4«
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8 Product Staadards Compliance
(International - Horizontal & Vertical Standards)

RelyX U200 / RelyX U200 Automix

This product has been evaluated using the processes described in the standards below and
found to be in compliance relevant requirements:

Standard Type of Standard Compliance

ISO 10993-1:2009 Biocompatibility v

ISO 7405:2008/AMD 1:2013 Assessment

ISO 13485:2003 + Cor 1: 2009 Quality Management Y

ISO 14971:2007 Risk Management Y

: Product

IS0 4049:2009 Efficacy/Performance Y

ISO 15223-1:2012

EN 980:2008 Labeling Y

EN 1041:2008

9 Biocompatibility Statement

RelyX U200/ RelyX U200 Automix
A Diplomate of the American Board of Toxicology has assessed the safety of these products.
Standard risk assessment techniques and consideration of internationally recognized guidelines were
used in this evaluation.
RelyX U200 Automix and Clicker are safe for their intended use based on the following
considerations:
1) Biocompatibility test results for toxicologically equivalent products;
2) A review of the intrinsic hazards of individual components in relation to the amount used in
the product;
3) Material characterization studies of sterilized and unsterilized toxicologically equivalent
materials; and

4) The favorable history of clinical biocompatibility for a toxicologically equivalent product.

The biocompatibility assessment for this product was conducted in accordance with the following
standards:

1) Testing guidelines outlined in the FDA General Program Memorandum G95;

2) 1SO 10993-1:2009(E) Biological evaluation of medical devices - Part 1. Evaluation and
testing; in addition, relevant detailed guidance in 1SO Standards 10993-3:2014 (Tests for
genotoxicity, carcinogenicity and reproductive toxicity), 10993-5:2009 (Tests for in vitro
cytotoxicity), 10993-10:2010 (Tests for irritation and delayed-type hypersensitivity); and
10993-11:2006 (Tests for systemic toxicity) was considered,;

3) ISO 7405:2008/2013 Amd Dentistry- Evaluation of Biocompatibility of Medical Devices in
Dentistry;
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4) Japan: PFSB/ELD/OMDE Notification No 0301-1 Mar. 1, 2012; (as translated by 3M Heal A!
Care Japan, August 6, 2012); J
5) 3M ESPE Standard Operating Procedure 04-200. !
RelyX U200 Automix and Clicker are externally communicating products intended for more than 30;
days contact with tissue, bone or dentin (ISO 10933 and ISO 7405, G95) and coupling instruments;
between the inside and outside of the body (PFSB).

10 Sterilization

Sterilization is not applicable. 3M ESPE’s RelyX U200/ RelyX U200 Automix is not labelled nor
otherwise represented as sterile, nor is it intended to be sterilized by the user.

11 Protection of the environment
Avoid release to the environment.

12 Medicinal substances
Medical devices does not contain or deliver medicinal substances.

13 Human Blood Derivatives

Medical devices does not contain or deliver human blood derivatives

14 Animal-Derived Substances
No materials of animal origin are intentionally being added to the products.

15 Utilization/iiquidation of MD

Disposal of disposable products, products with expired shelf life, products with expired service life h
release in accordance with local/regional/national/intemational regulations.

Medical devices in Russian Federation must be disposed of in the local public entities in accordance
with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements for the handling of medical
waste" to the waste class B.

This medical device isn't subject to maintenance and repair.
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16 TransportatWB information

During transportation the products may experience short term temperature variations without
affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

17 Warranty

3M Deutschland GmbH warrants this product will be free from defects in material and manufacture.
3M Deutschland GmbH MAKES NO OTHER WARRANTIES, INCLUDING ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. User is
responsible for determining the suitability of the product for user’s application. If this product is
defective within the warranty period, your exclusive remedy and 3M Deutschland GmbH’s sole
obligation shall be repair or replacement ofthe 3M Deutschland GmbH product.

Limitation of Liability

3M Deutschland GmbH warrants this product will be fiw from defects in material and manufacture.
3M Deutschland GmbH MAKES NO OTHER WARRANTIES, INCLUDING ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. User is
responsible for determining the suitability of the product for user’s application. If this product is
defective within the warranty period, your exclusive remedy and 3M Deutschland GmbH’s sole
obligation shall be repair or replacement ofthe 3M Deutschland GmbH product.

18 Risk Maaagem”t Summary

March 31st, 2017

ISO 14971 Risk Management Report

RelyX U200 Clicker / RciyX U200 Automix

The environmental, health and safety (EHS) risks for RelyX U200 Clicker / RelyX U 200 Automix
were evaluated using a process compliant with ISO 14971:2007 (Risk Management for Medical
Devices) and specific procedures and practices outlined by division Standard Operating Procedures.
In accordance »itii 1ISO 14971, division management has established acceptable levels of EHS risk
fewthe pfixfejcts maikeifid by 3M Oral Care and it is dtese criteria against which the risks identified
for Rely X L200 Clicker mRelyX U 200 Automix were evaluated.

In the risk a& *sncta process, several sources of infonnation were reviewed for potential risks or
EHS infontatksi Tbese include: the product biocompatibility assessment, the clinical assessment.
the compiaris history of similar products (including both quality and clinical complaints) and
pubUsSec clir_>cai. stcxkity littar*ire  this or similar products and product components. In addition,
etaeges «>CpTwixi con”Kisitiai wmanufacturing process were reviewed with respect to any EHS
impacts ;> zscro&ice mdividually <wecollectively.

For the peskXirc sifisy i-pdae nsview of RelyX U200 Clicker / RelyX U 200 Automix conducted on
SqgEWember i, ' L daore were a loal of4 EHS risks identified. After complete analysis and
tesoiuik» o0: nsk er.y'pgv» acovnks. all risks relevmit for the present project phase were deemed to
be accepohae. Is rai & x *»l periocic safety update review of RelyX U200 Clicker / RelyX U 200
Autcoiiveméxasi x. \m vaber 3,2014, ttee were no EHS risks identified.
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The risk management report was reviewed by the 3M Oral Care management.
A review of the product chemistry and Division Practice

division standard operating practices resulted
in the following: Product Attribute ‘

As sold, product contains uncured Material Safety Data Sheet and Instructions

methacrylates, known dermal sensitizers for Use contain information regarding
sensitization and proper handling

As sold, product contains sodium Material Safety Data Sheet and Instructions

peroxodisulfate, known sensitizers for Use contain information regarding
sensitization and proper handling

As sold the product shows acidity during Instructions for use contain information

application that could lead to post-operative  regarding use of the product in deep cavities

sensitivities (use of pulp protection)

As sold the base paste contains an acidic Material Safety Data Sheet and Instructions

component that could cause eye irritation for Use contain information regarding eye

protection and proper handling
Product risks related to ergonomics and human factors were considered during the risk assessment
process and none were identified.

Based on current knowledge RelyX U200 Clicker / RelyX U 200 Automix don’t contain any
ingredients of animal or human origin.
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[MepeBOZ C aHTIMIACKOTO M HEMELIKOTO S13bIKOB Ha PYCCKMIA A3bIK

YpoctoBepeHHaa Konus

«3M Jonunang MmoX» Kapn-Wypu-LTtpacce, 1, MecToHaxoXxaeHue:
41453, r. Holicc, MepmaHus 3CN3 Mnay, 82229, 3eeenba, MepmaHns

Ten.: +49 (0)8152 700-0

dakc: +49 (0)8152 700-1366

Be6-caint: www.3MESPE.com
«SNI» an. noyta: infoSMESPE@3M.com

Per. Homep WEEE: DE 36963167

Per. Homep nnatensuinka HAC: DE

120679179

Lns npegbsBneHns no Mecty Tpe6oBaHus

PernctpaumoHHble JOKYMEHTbI Ha LieMeHT caMoafreanBHbIii YHUBepcasibHbI KOMMO3UTHBIV AN ukcaumm KelyX
LLIOO B Habopax, C MPMHaA1eXXHOCTAMU - CBOLHbI TEXHUYECKWIA (haiin

Komnanusi «3M [oiunaHg MTm6X», pacnonoxeHHas no agpecy: Kapn-lWypuy-LTtpacce, 1, 41453, r. Hoiicc, HacToswmM
NOATBEPXKAAET, UTO ClefytolmMe CTpaHULbl NPeAcTaBnsloT CO60M BblAEPXKY W3 NOAAMHHMKA CBOAHOTO0 TEXHWYECKOro
thainna.

3eeensba, 07 anpens 2017 r.

C yBaxeHueM.

«3M [OoliunaHg MmM6X»
«3M Opan Kea»

(Moanwuce)
Anbhpunga 3eanep
OThen HopMaTMBHO-NPaBOBOMO PEryMpoBaHus

MecToHaxoxaeHve: 41453, r. Hoiic. ToprosbIiit peecTp B 1878, y4acTkoBblii cyg r. Hoiic.
[AvpekTopa: a-p JxxoH baHoseTy, npod. a-p Nopr desepuxc, Muxaans Metepc, Po6 LLokkep, LWTedaH LLynbL,.
Mpefcepatens npasnexus: 4-p [okoH baHoseTw,. MpeaceaaTens HabnogaTensHoro coseta: MoHTep Mpeccep

Cromarosnoruyeckas oTpacnbs lepmaHun
Crpanmua 1m3 1
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Cocras uemMenta camoanreaunnoro xomno3utuoro RelyX U206/ RelyX U200 B nozavope
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«3M>» CBOAHbLIA TexHMyeckuit painn KelyX 0200

UepTexu

HaKOHeUYHUKM AnA BHYTPUKaHa/IbHOrO BBEAEHUA (CI/ICTeMa aBTOMaTn4eCKoro CMELUI/IBaHI/Iﬂ)

05

HakoHeUYHMKM NS BHYTPUPOTOBOMO BBEAEHNS (CMCTeMa aBTOMATUYECKOro CMeLLIMBaHNS)
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«3M>» CBOLHbI TexHuYeckunin daiin KelyX 11200

39.7 %1
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CraHfapTHble CMecUTe/bHbIE HacaKu

33.4 H
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«3M» CBOAHbI TexHnYyeckuit gain RelyX U200

LlemeHT RelyX U200 B fo3atope 415 aBTOMaTUYECKOro CMeLLMBaHWsA

LlemeHT RelyX U200 B f031pytoLLE cucTeMe
Clicker
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«K3M>»

2.13 OnuncaHne ynakoBkwM

Matepuansl

CBOAHbIA TexHUYeckuii painn KelyX n200

LiemeHT camoagre3nsHblii KOMNo3nTHbIN KelyX L1200 B fo3upyoLweil cucteme

Twun
ynakKoBKU
BHewHSAA
ynakoBKa

MepBuYHas
yrnakoBKa

BTopuyHasn
ynakoBKa

Letanb

Jo3unpyrowas
cuctema Clicker

(KOMNNeKT)
KapTtpungx

N

MnyHxep

Konna4yok

LlemeHT camoazresvBHbIi KOMNO3UTHbIA RelvX U200 B go3atope

Twun
yNakoBKU
BHeLwHsAA
yrnakoBKa
MepBuyHas
ynakoBKa

LeTtanb

Josatop
(Komnnekr)

KapTtpungx

MnyHxep

MM m —

Konna4yok

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

N

Matepuan CAS
KapToHHasa kopobka  9004-34-56
MonunponuneH un 9003-07-0
MonuatuneH 9002-88-4
MonnatunneH 9002-88-4
(4epHbIin)

Y CUNEHHbIN 9003-07-0

CTEK/I0BOJIOKHOM

NOMMMPONUAEH

(xkenTblin)

Monunponunex 9003-07-0

(KenTblIin)

JTaMVHUPOBaHHbI 9002-88-4

NOANITUNIEHOM

nakeTuK n3

aNtOMUHNEBOW

(hoNbrn ¢ BHeLHen

MapK1MpOBKOWA

Martepuan CAS

KapToHHaa kopobka  9004-34-56
MonunponuneH n 9003-07-0
MonustuneH 9002-88-4
MonnatuneH 9002-88-4
(4epHbIin)
Y CUNEeHHbI 9003-07-0
CTEK/I0BOJIOKHOM
noNMNpPonuIeH
(xenTbliA)
Monunponunex 9003-07-0

«3M» KoHupageHunanbHo

Pasmepbl, MM
225,0 x 142,0 x 45,0

AnnHa 1=190, wwupuHa
m\y=221, BbiCcOTa 11=34,
anametp (1=9,7

AnvHa 1=140, wupnHa
w=22,l, gnameTp
6=9,7

AnvHa 1=115, wupuHa
\y=19,4, BbicoTa 11=5

AnvHa 1=27,2, wnpmnHa
1Y=24, BbicoTa 11=11,5,
BblCOTa C HOCUKOM: 34

AnvHa 1 270 3,
WnpuHa 120+2

Pasmepbl, MM
225,0 X 142,0 X45,0

AnvHa 1=160, wnpmnHa
1¥Y=26, BbicOTa 11=20,6,
AnameTp cl1=9

C Konnaykom = 171,8
AnviHa 1=93,3, wnpnHa
w=26, BbicoTa 11=20,6,
AnameTtp 6=9

AnvHa 1=86,4, WwunpnHa
\y=7,2, BbicOoTa 11=20,6,
avameTtp (1=7,1

AvameTp (=11,8,
Ctp. 15 13 54
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«IM>» CBOfHbIN TexHuueckuii haitn RelyX U200

5 MapkupoBska

RelyX U200 B fo3upytoLein cucteme

A30

A30

A30
M

_ RelyX™LLDO o

Self-Adhesive

Resin Cement A0

A30

11g Base Paste/Catalyst Paste A0

A30

3M Deutschland GmbH c € €O A30
41453 Neuss - Germany

A30

A30

O6pa3sel, BHYTPEHHER MapKUPOBKM
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«3M» CBOfAHbI TexHn4yeckmnii hann RelyX U200

RerX ™ U 200 CONTENTS

Self-Adhexive Retin Cement
Cemento definitivo de resina autoadhesivo
Cimento resinoso outoadesivo

lie Base Paste/
Catalyst Paste

1

Accessories

®@e6e

itMiiluninmihiimfiniinlvih

Ciment de scellement composite auto-adbésif

LlemeHT camoafireMBHbIi YHUBEPCa/bHbIA KOMNOTUTHBIA A4ns thukcalmm RelyX C200 B Habope
(8 mosvpytoLLeii cucTeme Oicker)

Camoa/ixeavBeyt KOMMO3UTEH LiMMenT

Kompozitni cement za adhezivno cementiranje protetskih nadomjestaka
6nkondicionali rezincement

Samoprzylegajijcy cement do osadzania prac proletycznych

Ciment rayinic autoadrziv

Samoadbezivny Ilvicov"' cement

Samo-adbezivni kompozitni cement

Sarooadhezivni kompozitni pryskyFifn\' cement

Self-Adeziv Rezin Siman

Isekinnitov komposiittsement

Paillmijois swfLB cements

Savaiminio sukibimo dersinis cementas fiksavimui

Canoafire3auB1HIA KOMMNO3UTHUI emeunr

PPRPARPRPRARARAARAPE® ®O O

Contains: Oisodium peroxodisulphate.
May produce an allergic reaction.

r\ Made in Germany by

iT\ 3M Deutschland GmbH
d Dental Products
0123 Carl-Schurz-Str. 1
41453 Neuss - Germany PAP
0049(0)8152/700-0

3M, ESPE and RelyX are trademarks of 3M or 3M Deutschland GmbH.
© 2016,3M. All rights reserved.

YBennyeHHoe n306paXkeHne MapKUPOBKK Ha KOPOOKe
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«K3IM>»

CBOfAHbI TexHUYeckmnii pann RelyX U200

SMESPE

®®

@

@ @0

@ ®

4/26/2017

RelyX™ U200
Automix

Self-Adhesive Resin Cement

Cemento definitivo de resina
autoadhesivo

Cimento resinoso autoadesivo

T T W -arn
IffuttauiifliflunnifinSn'lunT

Ciment de scellement composite
auto-adhésif

LleMeHT camoagresvBHbIi
YHUBEPCA/IbHb I KOMMO3UTHBIA /151
tpmkcaumm RelyX U200 B Habope

(B f03aTOpPE 4151 aBTOMATUYECKOTO
CMELLIMBaHSA)

Camoafixe3viBeH KOMIMO3WUTEH LMMEHT
Kompozitni cement za adhezivno

cementiranje protetskih nadomjestaka

@ @O OO @6

Onkondicionalo rezincement

Samoprzylegaj”cy cement do
osadzania prac protetycznych

Ciment ri8luc autoadeziv
Samoadhezivny iivicovy cement
Samo-adhezivni kompozitni cement
Samoadhezivnf kompozitni

pryskyH™ny cement
Self-Adeziv Rezin Siman

Isekinnituv komposiittsement
PaSlimgjo$s sveku cements
Savaiminio sukibimo dervinis
cementas fiksavimui
CamoaaresvBHUIA KOMIMO3UTHUI
LEMEHT

Contains/Enthélt; Disodium peroxodisulphate/Dinatnumperoxodisulfat.
May produce an allergic reaction/Kann allergische Regionen hervorrufen.

CCI

Made in Germany by

3M Deutschland GmbH
[>ental Products

Carl-Schurz-Str. 1
41453 Neuss - Germany
0049(0)8152/700-0

3M, ESPE and RelyX are trademarks of 3M or 3M Deutschland GmbH.
Used under license in Canada. ©2016,3M. All rights reserved.

YBeNnUeHHble N306paXKeHNs MapKUPOBKM Ha KOPOOKe

«3M» KoHhuageHunanbHoO
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CONTENTS

8 N 9 Base Paste/
Catalyst Paste

1

RelyX™ U200
AutomixTips

10—« ®
5 (o}

RelyX™ U200
Automix Endo Tips

5/- ®

A 4"
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MpuHagnexxHocTu

CBOfAHbIV TexHMYeckuii ainn RelyX U200

RelyX7*=* LL{OO Automix

<*n) Mwuing Td5- Router

Puntas de Tercla-
conveocionales

Céanulas de Mistura-
standard

C)

Embouts de mélange-
standard

MprHaaIeXHOCTB:
CmecuTesibHbIE HacaaKm
ansaposaropa RetyX U200
CTaHgapTHble (30 wr.) LA
M3MeHTa CaMoafIreaviBHOTO
YH/BEPCA/TEHOTO
KOMMC‘MTHOroa1A

dovikeal| ln RelyX U200

CMecuTenHn ebpxoee-
0OVIKHOBEH

Kanila za mijeSanje-
Regular

Keverdcsor- nonnal

cin

KoAcowki nuwinapae
standardowe

CONTENTS

oRH

VAiftitT de amestecare-

Normal
Mie$acie kanyty -
Mandaré

Kanilazame8anje-
standard

Michaci kanyty - Regular

Kanctirma Uc¢lan-
Normal

Segamisotsakud-
tavakne

MalsrSanas uzgali-
Mandarla (Regular)

StartdarliniBi maéymo
antgaliai

HakoHeuHvikm A
3aMLLYyBaHHA -
3BMYalH!

| 31 Deutschland GmbH

Dental Products
Cart-Schurz-Str. 1
41453 Neuss - Germany

O6pasel, cMecuTeNbHbIX Hacajok -

® 'Ww w uw

®  waBgiWiOJ- it fliln«
Made n Switzerland for

4/26/2017
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«3M» KoHugeHunanbHo

3M, ESPE and RelyX
are tiademaiks of 3Vior
3M Deutschland GmbH
e20i6.3M

Anghts teseiwd.

£
o
&
"

Si

ro.

CTaHapTHas MapKupoBKa
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«3M>» CBOofHbIi TexHn4Yyeckunit ainn RelyX U200

RelyX”"* U200 Automix

CON1ENTS

<®> Mixing Tips - Endo Kanila za mijeSanje - Endo

Puntas de mezcla - En3o Keverflcsor - endo

Canulas de Mistura - Endo Koacowki mieszajece -

Embouts de mélange

intra-canaiaires Vérfiin de amestecare -

MprHagoeXHoCTb:

CmecuTe/IbHbIE HACTLLKA ® »qyly - endo

Ans nosaropa RelyX U200; Kaniia za meSanie -

Lmpokvie (He 6onee 15 WiT.) endo

M HaK(MBHHUKN /19 <~ Michael kanyly - Endo

BHYTPVKaH&/T5HOTO

BBEJEHIS (He 6oree Kan”rma Ufian - Endo

15 W) AnA ueverTa Segarrasotsalcud - endo [IEIlgegg

EHOHOI0 MaislSanas uzgali
i';':'uB;pca‘mHo"’ ;'(‘)’Em endodontiski (En”) 3V, ESPEand RelyX
. . are trademarks of 3Via

cvxcal| I vetyx 11200 (Tt> MaiSymoan“ial 3V DewtschiaiH GmW,
< 0) CwmecuTesiHM BbpXoee - Sarqu| karateims e20ie,3M.

enfio 6/1& HakoHeuHVKM 07151 All rights reserved

3aMMNYBaHHS -
€HOO/IOHTUYH)
® wMA3nHew- BT3 W A
I ?1
Maing
Made m Switzerland tor | 3MOeu&ehlandGniM TipsWide
| Dental Products
Cart-Schurz-Str. 1 Ende
41453 Neuss - Germany Tips

O6pasel, MapKMPOBKI CMECUTENIbHbIX HaCafloK N HAKOHEYHUKOB A1 BHYTPMKaHa/IbHOrO BBEAEHUS

4/26/2017 «3M» KoHpueHLMaNbHO Ctp. 36 n3 54
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«K3M>»

CBOfAHbI TexHUuYeckuin gaiin RelyX U200

RelyX”« LLDO Automix

CSn) Mixing Tipse Intraorat

@Punt’\ de mezcla - Intraoral

Céanulas de Mistura - Intraoral

Embouts de mélange
d'application

MprHagnexHoclw:
CmecuTeNibHbIe Hacaakv 4/1A
no3atopa RetyX U200:
Lmpokve (He 6ornee t5 Wwr.)
W HaKOHEYHVIKU 151
VHTPaopasibHOrO BBEAEHVA
(He 6onee 15 wi') ona
LieMeHTa caMoB/e3viaHoro
YH/BEPCA/TEHOTO
KOMIMO3UTHOTO /159 hVKCaLn
RelyX U200

CwmecutenHn BiipxoBe -
HTpaopasieH
Kanila za miledan” * Intraoral

(Au) Keverbesodr - ntraorabs

© P ppAadée'in

<S>SviamIVEIVHIVAFYuluidin

Made in Switzerland tor

CpO Koficowki mieszajace-
dousbie

Variuri de amestecare -
intraoral

MieSacie kanyly-
intraoraine

KanUa za meaanje-
intraoral

Mfchaclkanyty-
Intraoral

Kanctirma Ugcten -
Inlredral

Segameotsakud-
inbaoraalne

MaisfSanas uzga(i-
intraordli <Intraoral)

Intraoraliniai maiSymo
anlgaliai

®

HakoHeuHVK

[LJ159 3aMLLYBaHHS ©
BHyipilUHbOpOTOBi

13M Deutschland GmbH
Dental Products
Cari-Schurz-Str. 1
41453 Neuss * Germany

CONTENTS
Mbting Tips Wide
15

Intraoral Tips

15

A@

nUFlge&17|

3M.ESPE and RelyX
are trademarks of 3M or
3M Oeutscbland GiribH.
D~16,3M.

Aliiighis reseived.

Pi-wW
MXAE
Tips Wide
-
Intraoral
Tips I

01

O6pasel, MapKUPOBKM CMECUTENbHbIX HAaCAA0K N HAKOHEYHUKOB A1 BHYTPMPOTOBOTO BBEAEHUS

4/26/2017
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«K3M>»

CBOfAHbI TexHMuYeckuin gainn RelyX U200

RelyX™ Unicem 2 Automix
RelyXT* U200 Automix

Mixing Tips Wide

5
Endo Tips ®

5 * %
Mixing N C Endo ~ 2~ 4
TipsWide Tps v 4 0

3M Deutschland GmbH
41453 Neuss - Germany

1611 p000ool

O6paseL, BHyTPeHHe MapKUPOBKW MPUHAAIEXHOCTEN

4/26/2017
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«3M» CBoaHbIli TexHn4Yeckuid thann RelyX U200

TemnepaTypa XpaHeHus
DBAC patypa Xp

15*cJIfT7
59®FX

6 TexHuyeckasa nHgpopmMauma o0b nsgennn

RelyX U200
LlemeHT camoaire3anmBHbI YHMBEPCaNbHbIA KOMNO3UTHLIN Ans grkcaumm RelyX U200 B
posupytowent cucteme Clicker (11 )

%

Pa3mepbl, MM: gfinHa: 19045 MM, wWnpuHa: 263 MM, BbicoTa: 10+2 MMm.
Cwuna BbigasnmBaHus, N: 4,5

MpoyHocTb Npu nsrmnbe, Mla: 99

MpouHocTb Npu cxatuun, MMa: 291

Mopgynb ynpyroctu, INa: 6,6

[MoBepxHOCTHadA TBepAoCcTb, MIMa: 190

TonwmnHa naeHkn, mkm: 13

Copbuwnsa Bofbl, MKr/MM»: 28

PacTtBopuMMOCTb, MKI/MM”: 0

PacwwwnpeHue yepes 1 mecay, %: 0,63

basosasa nacrta

OOLLee arperaTHoe COCTOSIHWE: TBepA0e

Cneuungurueckoe arperaTHoe COCTOsSHME: MacTta

3anax, LBeT, KaTeropusa: nacta userta 3yba c IerkuM akpuioBbIM 3anaxom
[MnoTHOCTL, r/lcm™: 2 - 2,2

Y aenbHasi NNOTHOCTb [STanoHHbIV cTaHaapT: BOAA=1]: 2 - 2,2
PacTBOpMMOCTb B BOE: He3HauYuTeNbHas

MacTa-katanusaTtop

4/26/2017 «3M» KoHthuaeHunanbHo Ctp. 40 n3 54
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«3M» CBOfAHbIN TexHn4Yeckunit pann KelyX 13200

OOLLee arperaTHoe COCTOSHUE: TBEPL0e

Cneuunduyeckoe arperaTHoe COCTOSIHME: nacTa

3anax, LBeT, KaTeropums: nacra LseTa 3yba Cc Ierkum akpuioBbIM 3anaxom
MnoTHOCTb, rlcm™: 2 - 2,2

YpenoHas NAOTHOCTb [STaNoHHbIA cTaHgapT: BOOA=1]: 2- 2,2
PacTBOpUMOCTb B BOJe: OTCYTCTBYeT
BIOKHOT gnd 3amellmBaHmA

3»

Pasmepsbl, mm: gnvHa: 94+1, wmpuHa: 70+1, Boicota: 9+0,3

Konunyectso crtpaHuu: 45
Rebyk 13900 B gosar

LlemMeHT camoagresnBHbIli YHUBEpPCa/ibHbI KOMNO3UTHbIN ana gmkcauumn KelyX 13200 B fo3aTope
[N aBTOMaTU4YeCKOoro cmelunBaHmsa (8,5 r)

Pa3mepbl, MMm: gavHa: 1705 mm, wnpuHa: 18+2 mm, BbicoTa: 9+2.
Cwuna BbigasnmeaHusa, N: 40,9
MpoyHocTb Npu n3rnbe, MMa: 99
MpoyHocTs Npu cxatum, MMa: 291
Mogaynb ynpyroctu, I'Ma: 6.6
lMoBepxHOCTHadA TBepLoCcTb, MIla: 190
TonwwnHa naeHkn, mkm: 13

Copbums Bofbl, MKr/Mm»: 28
PactBopumocCTb, Mr/MMm™: O
PacwwupeHune yepes 1 mecay, %: 0,63
basoBasa nacrta

O6LLee arperatHoe COCTOSAHUE: TBEPA0E

4/26/2017 «3M» KoHpugeHuynanbHo Ctp. 41 ns 54
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N Hanoxnenne
Oxomsarenniniit
ey {XONTpPOMS (COOTRETCTRRE]
v criousdexam)
Oxomaremumiii
—_— ROHTPOAL
(uapxnposxa)
Ancrpubympus
KOHCUHOTO HIACHA
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MepeBog JaHHOr0 TEKCTa caenaH MHOW, nepeBog4ynkom MameaosbiM TuMypom [>KaBaHLUMPOBLYEM.

NoAMUCH

Poccuiickaa depepauus
Mopog Mocksa
[BafuaTb WecToro anpens Age ThiCAYM CEMHAALATOro roga

A, MapTbHoBa HaTanna AHLpeeBHA, BPeEMEHHO McCnonHA W as 06A93aHHOCT W HOT apuycar ropogja
MockBb AkmmoBa lneba BopucoBumuya, CBUALEeT €NbCTBYO NOANUHHOCT b NOJANUCKH NepeBOgYuKka Mamepgosa
Tumypa AxaBaHWuMupoBMYya.

NNYyHOCT b eroycT aHoBNEeHA.

3aperncTtpupoBaHo BpeecT pe: Ne
B3blCKaHO rocyfapcT BEeHHOW NoWwW NUHL (Nno Tapugy) 100py6.

YnnayeHo 3a 0Ka3aHWe ycnyr npaBoBOro M TexXxHWYecKoro xapakT epa:--—- py6.

MOAMUCH

HA. MapT b HOBaA

epboBas neyaTb
HoTapuyca ropoga Mocksbl Akumosa I.b
MHH 770400047587

Bcero npowHYpoOBaHO, NPOHYMEpPOBaHO

mckpenneHno neyaTbio X A ancT (a)(os)

BPWO HoTapuyca

MoAMUCH

Poccuiickaa defepayns
opog MockBa

[BajuaTth LWeECTOro aLupens 4Be ThICAYMN CEMHAALATOrO roga
#, MapTbiHoBa HaTanus AHApeeBHa, BPEMEHHO MCMO/HSOLLas
06583aHHOCTN HOTapuyca ropoga MockBbl AkumoBa IMne6a Bopucosuya,
CBUAETENbCTBYIO BEPHOCTb KOMUW C NPeACcTaB/IeHHOr0 MHe nepeBoja.

3aperncTpuposaHo B peectpe: Ne

B3biCcKaHO rocyapcTBeHHOW MOLLN: ngy):/279py6. 00 KOM.
Ynna4yeHo 3a oKasaHue yc. 0ro xapakTepa:
py6. 00 Kon.
Bcero npoLumTo, NPoHYMePOBaHO, CKPEN/IEHO
neyarbto nct(a) (o B)
apTbiHoBa BPWO HoTapuyca
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