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1 Description

11 Name of the medical device

Prime&Bond universal dental universal adhesive with accessories

I. Prime&Bond universal dental universal adhesive with accessories, delivery forms:

1 Prime&Bond universal dental adhesive in 2.5 ml bottle with Instructions for Use - 1 piece.
Prime&Bond universal dental adhesive in 4 ml bottle with Instructions for Use - 1 piece.

Prime&Bond universal Sample dental adhesive in 2.5 ml bottle with CliXdish plastic mixing
well - 1piece, Instructions for Use - 1 piece.

Il. Accessories:
I. CliXdish plastic mixing well - not more than 3 pieces.

1.2 Intended use

Dental adhesive material offers a simple adhesive application technique for both direct and indirect
indications and bonds to enamel, dentin, composites, zirconia and metals.

1.3 Classiflcation of the medical device

Class of potential risk: 2a

GMDN code: 42483 - Adhesive, dentine.

1.4 Description:

Prime&Bond universal universal dental adhesive is a combined Etch&Rinse (Total-Etch), Self-
Etch and Selective-Etch adhesive. It offers a simple adhesive application technique for both direct
and indirect indications and bonds to enamel, dentin, composites, zirconia, and metals. Prime &
Bond universal adhesive is compatible with conventional (meth)acrylate-based visible light cured
restorative and cement materials.

Prime & Bond imiversal dental adhesive manufactured by DENTSPLY DeTrey GmbH, Germany
must comply with the internal technical regulations of DENTSPLY DeTrey GmbH, Germany
(which is confidential commercial information) for the design and manufacture of Prime&Bond
universal adhesive.

Intellectual rights for design of this medical product belong to DENTSPLY DeTrey GmbH,
Germany.

15 Field of application:

Dentistry.

1.6 Target audience / User profile:
Only for use by dental practitioners.

1.7 Delivery forms
Prime&Bond universal dental universal adhesive with accessories
I. Prime&Bond universal dental universal adhesive with accessories, delivery forms:
1 Prime&Bond universal dental adhesive in 2.5 ml bottle with Instructions for Use - | piece.

DENTSPLY DETREY GodjIT
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2. Prime&Bond universal dental adhesive in 4 ml bottle with Instructions for Use - 1 piece.

3. Prime&Bond miversal Sample dental adhesive in 2.5 ml bottle with CliXdish plastic
mixing well - 1 piece, Instructions for Use - 1 piece.

1. Accessories:

1 CliXdish plastic mixing well - not more than 3 pieces.

1.8 Information about medical device manufacturer/developer:
“DENTSPLY DeTrey GmbH”,

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@dentsplvsirona.com
1.9 Addresses of medical device manufacturing sites:

“DENTSPLY DeTrey GmbH”,

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@dentsplvsirona.com

2 Indications
» Direct, light cured composite and compomer restorations.
» Light cured resin cemented veneers.
» Composite, ceramic and amalgam repairs.
» Cavity varnish for use with fresh antalgam.

Indirect restorations and endodontic posts cemented with Calibra Ceram.
In combination with DENTSPY Self Cure Activator:

» Direct dual cure / self cure composite restorations and core build-ups.

Cementation of indirect restorations and endodontic posts using dual cure / self cure resin
cements.

3 Contraindications

Use with patients who have a history of severe allergic reaction to (meth)acrylate resins
or any of the components.

» Direct application to dental pulp (direct pulp capping).
4 Warnings

4.1 Safety notes

Be aware of the following general safety notes and the special safety notes in other chapters of
these Instructions for Use.

4.2 Safety alert symbol

DENTSPiy DETREY GmbH A>T.ed: 2o0M
De-Trey-Straf?>e 1
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injury hazards.

» This is the safety alert symbol. It is used to alert you to potential personal
l \ »  Obey all safety messages that follow this symbol to avoid possible injury.

4.3 Warnings

The material contains polymerizable (methjacrylate monomers which may be irritating to skin,
eyes and oral mucosa. The material does not contain HEMA but may cause allergic contact
dermatitis in susceptible persons. The material is acidic and may cause burns.

* Avoid eye contact to prevent irritation and possible comeal damage. In case of contact
with eyes rinse with plenty of water and seek medical attention.

* Avoid skin contact to prevent irritation and possible allergic response. In case of contact,
reddish rashes may be seen on the skin. If contact with skin occurs, remove material with
cotton and alcohol and wash thoroughly with soap and water. In case of skin sensitization
or rash, discontinue use and seek medical attention.

* Avoid contact with oral soft tissues / mucosa to prevent inflammation. If accidental
contact occurs, remove material from the tissues. Flush mucosa with plenty of water and
expectorate/evacuate the water. Ifinflammation of mucosa persists, seek medical attention.

4.4 Precautions

This product is intended to be used only as specifically outlined in these Instructions for Use. Any
use of this product inconsistent with these Instructions for Use is at the discretion and sole
responsibility of the dental practitioner.

If refrigerated, allow material to reach room temperature prior to use.

Use protective measures for the dental team and patients such as glasses and rubber dam
in accordance with local best practice.

To prevent the bottle from exposure to spatter or spray of body fluids or contaminated
hands it is mandatory that the bottle is handled offside the dental unit with clean/disinfected
gloves.

Use in awell-ventilated area. Avoid inhaling vapor.

Flammable: Keep away from sources of ignition. Take precautionary measures against
static discharges.

Prime&Bond universal universal adhesive is a light-cured material. Protect from ambient
light.

Applicator tips are intended for single use only. Discard after use. Do not reuse in other
patients in order to prevent cross-contamination.

Unprepared enamel must be etched using phosphoric acid before application of
Prime&Bond universal universal adhesive.

Contact with saliva, blood and sulcus fluid during application may cause failure of the
restoration. Use adequate isolation such as rubber dam.

Tightly close bottle immediately after use.
Interactions:

- Do not use eugenol- or hydrogen peroxide-containing materials in conjunction with

this product since they may interfere with hardening and cause softening of the product.

DENTSPiy DeTREY GmbH A 5
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- Avoid the product saturating the gingival retraction cord. If it soaks into the cord, it
may set hard and bond the cord to the underlying tooth surface making removal
difficult.

- If mineral-impregnated (e.g., ferric compounds) retraction cords and/or hemostatic
solutions are used in conjunction with adhesive procedures, marginal seal may be
adversely affected, allowing microleakage, subsurface staining and/or restoration
failure. If gingival retraction is necessary, use of plain, non-impregnated cord is
recommended.

5 Adverse reactions
» Eye contact: Irritation and possible comeal damage.

» Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.

» Contact with Mucous Membranes: Inflammation (See Warnings).

DENTSPIY DETREY GmbH
De-Trey-Straf?.e 1
D-78467 Konstanz
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6 Composition and materials

6.1 Prime&Bond universal dental adhesive

1. Composition for the end-user™

Phosphoric acid modified acrylate resin

Multifunctional acrylate
Bifunctional acrylate
Acidic acrylate

Isopropanol
Water
Initiator
Stabilizer
Component (IFU) Component
Multifunctional BAABE (BAABE)

acrylate

Bifimctional acrylate = BADEP (BADEP)

Acidic acrylate MDP (MDP)

" According to the IFU

" See the Information letter from the manufacturer in the Dossier

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Chemical Name CASH#

N,N'-Bisacryloyl-N,N'-  1620399-32-7
bisallyl-1,4-but-2-en

diamin

N,N’-Bisacrylamido-  442200-41-1
N,N’-diethyl-I,3-

propandiamin

10-Methacryloyl- 85590-00-7
oxidecyl-dihydrogen

phosphate

Mass proportion -%

40.65

4.62

11.60

DENTSPLY DeTrey Gmb
De-Trey-Stralde 1 ~ 7
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Function

Surface active
crosslinker

Surface active
crosslinker

Etchant, adhesion
promoter, primer
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Phosphoric acid PENTA (PENTA) Dipenta erythritol 87699-25-0

modified acrylate resin pentaacrylate
phosphate
Stabilizer Di-t-butyl 2,5-Di-tert-butyl 88-58-4
hydroquinone (DI- hydroquinone
TBHQ)
Initiator Camphor-quinone Camphorquinone 10373-78-1
(CQ)
Dimethylamino- 4-(Dimethylamino)- 1197-19-9
benzonitrile (DMABN) benzonitrile
Dimethyl-DPI (ME2-  Bis(4- 60565-88-0
DPI) methylphenyl)iodoniu
m hexafluorophosphate
Isopropanol iso.-Propanol (i-Prop)  2-propanol 67-63-0
Water Water demineralized  Water 7732-18-5
(H20)

DENTSPiy DeTrEY GmbH
Da-Trey-StraBe 1
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5.03

0.08

155

0.65

0.75

15.53
19.54

Etchant, adhesion
promoter, primer

Stabilizer

Photoinitiator

Photoinitiator

Photoinitiator

Solvent
Solvent



6.2 Bottle of the adhesive
Component Material

Bottle low density polyethylene (Purell PE 1810 E),
high density polyethylene (Purell PE GF 4750),
adhesive (NF 408 E),
dye WPC 427/5013 (light-grey),
EVOH (EP/F 101 A)

Flip-top-cap polypropylene (Borealis Borpure - RJ377MO)
dye Remafm Schwartz CPK 038 (black)

6.3 CliXdish plastic mixing well
Polyamide (GRILAMID L20 G).

7 Technical characteristics

7.1  Mass of the adhesive:
* 2.5 ml bottle: 2.53 g- 2.68 g (declared amount of adhesive on the package: 2.5 ml);
* 4 ml bottle: 4.04 g- 4.20 g (declared amount of adhesive on the package: 4 ml).

7.2 Appearance: liquid

7.3 Color: transparent yellow liquid without impurities

7.4 Post-curing color: transparent

7.5 Odour: like isopropanol

7.6 pHvalue: 2.4 - 3.1 (at 20°C)

7.7 Steam pressure at 20°C: <43 GPa

7.8 Density at 20°C: 1.013 +0.002 g/lc™

7.9 Film thickness after polymerization: <10 pm

7.10 Viscosity: dynamics at 20RC: 20 + 0.1 MPa*s

7.11 Shear bond strength to dentin*:

Condition of dentin Adhesion strength, MPa
Optimum 59.4 (£9.1)
Dehydrated dentin 57.4 (= 8.4)
Wet dentin 45.8 (x 8.6)

*Test method: Bonded specimens were stored for 24 hours in distilled water at 37°C before
testing. The specimens were loaded to failure at 1 mm/min using a MTS Insight machine and
DENTSPIY DETREY GmbH
De-Trey-StraSe 1~
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TestWorks 4 software (MTS Systems Corporation). A metal rod with a chisel-shaped end was
used to apply the load on the metal ring immediately adjacent to the flat ground tooth surface.
The SBS values (MPa) were calculated fi'om the peak load at failure divided by the bonded
surface area; n=15. (Latta MA, 2016).

7.12 Depth of cure: Specification: > 1 mm; Test result: 2.0 £ 0.0

7.13 Micro-shear fatigue resistance:
Parameter Units Value
Fatigue resistance** MPa 26.4 (+/-2.1)

**Test method: After 24 h of water storage at 37°C, shear fatigue strength was determined in a
test machine by using sinusoidal loading of the specimens at a frequency rate of 10 Hz until
50,000 cycles or until failure. The load was incrementally adjusted upward or downward
depending on the survival or failure by approximately 10% of the initial load. The initial
maximum load was 50-60% of the shear bond strength determined. The lower load limit was set
to near zero (0.4 N). Statistical analysis was carried out at p < 0.05. n=15 (Latta MA, 2016).

7.14 Polymerization time:
Material Recommended polymerization time

Power of light source Power of light
(output) 00 mW/cm”™  source (output) >800

mw/cm”?
Prime&Bond universal adhesive 20 sec 10 sec
(not less than 20 sec and  (not less than 10 sec
not more than 40 sec) and not more than 20
Sec)

Peak of spectnun in the range of 440-480 nm.

7.19 Bottle for Prime&Bond universal adhesive
7.14.1 7.19.1 Sizes:

Dimensions Values
Height 39.6 mm (= 0.5 mm)
Diameter 20.7 mm (x 0.5 mm)
Weight 239(+0.15g/-0.2g)
Wall thickness 650 pm (+20% / - 0%)

Volume: 9.0 ml (£ 1.0 ml) (nominal fill yolume up to 6.0 ml). The bottle of the same size is used
which is filled with different amoimt of adhesive, depending on the version.

7.14.2 7.19.2. Technical drawing
The bottle sizes are the same for all delivery forms. Limit deviations in dimensions on the
technical drawings: + 3%, unless otherwise specified.

Bottle:
DENTSPty DeTREY GmIA

De-Trey-StrafSe 1
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Flip-top-cap:

1.20 CliXdish plastic mixing well
Technical specifications: Not acceptable because of accessory purpose of the product.
Dimensions*:

OENTSPiy DeTREY Gmb -O'-
De-Trey-Strafie 1
D-78467 Konstanz
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22,0

* Dimensions have the following tolerances:
0,X: + 0.05 mm
0,XX:  £0.005 mm

DENTSPty DeTREY GmbH
De-Trey-StrafSe 1
D-78467 Konstanz
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8 Photo

8.1 Prime&Bond universal adhesive in 2.5 ml bottle, Instructions for Use -1 piece.

Prime&Bond universal™
Universal Adhesive

A Dentspl
A Slronfﬁ)y
INE
Prime&Bond universaT' Dentsply
oAk Slrono

Adit”s f Loivorse’

Adhes VO univcrbdf
Yuneeocsnauns it An'o3ns
jriversel Aoceziv

Adesiwo on.verMi:
U'rfwerwny systemw "t cy
£nyko/lTT1K6C nupoyovToc
VtvtK-V; €(*apuov<k
L'niverzi'ni adhez vum
UnveizaiTHt aotKizivum
uriverzAis bond

8.2 Prime&Bond universal adhesive in 4 ml bottle, Instructions for Use - 1 piece.

Prime&Bond universal"
Universal Adhesive

A Dentsply
Slrono
e

»*«n

«tttrucMr, H» i<
Prime&Bond universal" ~  Dentsply

Slrono

AdIuIS f LMiveise:

Adhos VO universal
Svesii AfesvB

Jr.iversa! Adeziv

«i.
Ades'vo un v-ersa.
Univ/ersa ny system watacy
sloyko/IANT1K6C flopdv'ovTOC
vevm ic cOopjovikK
Un verzAinfache? vtim
U'mvorzdinf rto”ioz.vu'ti
Urivp«7Ai's bond
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8.3 Prime&Bond universal Sample adhesive in 2.5 ml bottle, CliXdish plastic mixing well
-1 piece, Instructions for Use -1 piece.

Prime&Bond universal
Universal Adhesive

A;
o Vs A Dentspiy
TVRAK [» Slrono
Togispy
Prinrte&Bond
BLUEBEEBBBP|
SAVPLE

8.4  Accessories: CliXdish plastic mixing well - not more than 3 pieces.

CliXdish™

Mixing well
V»Hao«uliMch«R

ftodat da m™onge
ContunHoru di mlacdoxien*
PncQlo di maxcle

<=OchE1Bd7 MG

Ebqgspiy

DENTSPIY DeTrey Gm
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Dentspl
Slronsri) y

CliXdish™”

Mixing well

Vorlageschaichen

Godet de melange
Contenitore di miscelazione
PociMo di mezcia

Reorder 606.67346

mBINTSPiy DeTrey GmbH
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9 Operating procedure

1 Tooth isolation, cleaning and etching of enamel and dentine
2. Protection of pulp
3. Application of the adhesive - acid etching of enamel and dentin:
1) self-etching technique (without etching with phosphoric acid),
2) selective etching of enamel (using phosphoric acid),
3) total etching (using phosphoric acid)
4. Curing of the adhesive.
5. Further use of composites and compomers.
(For detailed information regarding each step above, please see the Instructions for Use)

10 Cleaning, disinfection and application frequency

The products are supplied non-sterile. Sterilization of dental material and accessories is not
required. Except for Clixdish mixing well that is reusable. It can be cleaned, disinfected and
autoclaved.

CliXdish plastic mixing well is reusable.

10.1 Cleaning, disinfection and autoclaving procedure (if necessary):

NOTICE
Wrong cleaning or disinfection method.
Damage to the device.
1 Always disassemble CliXdish before reprocessing.

2. Do not clean or disinfect with aggressive agents (e.g. solutions based on orange oil or
acetone).
3. Start reprocessing within 1 hour after use.

10.1.1 Disassembly andpreparationfor reprocessing

i Disassemble CliXdish.
2 Clean Clixdish using a soft brush and running cold tap water.
3 Remove residual adhesive with tissue.

10.1.2 Manual cleaning and disinfection:

1 Discard gloves according to local regulations.

2. Disinfect hands with an appropriate bactericidal, virucidal, and ftmgicidal hand
disinfectant solution according to local regulations. Use according to disinfectant
solution manufacturer’s Instructions for Use.

Use a new clean pair of examination gloves.

Clean Clixdish with a soft brush under running tap water, and an appropriate
cleaning solution (e.g.: alkaline solution: Durr FD370 [2%]) containing nonionic
surfactants (5-15%), chelating agents (< 5%) and adjuvants in an aqueous solution,
for at least 30 seconds until free of visible contamination. Pay special attention to
device seams and insertions.

Remove cleaning solution residue with a cloth soaked with deionized water.

Dry Clixdish with a lint-free single-use cloth.

Thoroughly wipe all CliXdish surfaces with a single-use cloth in combination with an
undiluted, aldehyde-free, alcohol-based, bactericidal, tuberkulocidal, virucidal and
fungicidal disinfection solution (e.g.: Durr FD333 1) approved according to local
regulations and use according to disinfectant solution manufacturer’s Instructions for
Use. Make sure disinfectant solution is compatible with cleaning solution. Pay special
attention to device seams and insertions.

> w

N o o
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8. After 5 minutes remove disinfectant solution residue with a cloth soaked with
deionized water.
0. Dry CliXdish with a lint-free single-use cloth.

Device can be manually disinfected for up to 200 times.

10.1.3 Automatic Washer-Disinfector

As an alternative to manual cleaning and disinfection, the device CliXdish can also be processed
in a washer-disinfector (for example, Miele Washer-Disinfector G7835 CD using program Vario
TD).

Use only properly maintained, calibrated, and approved washer-disinfector according to 1SO
15883-1.

1 Place CliXdish in the washer-disinfector allowing water and detergent to enter into and

drain off from device openings during washer-disinfection program and follow washer-
disinfector’s Instructions for Use.

2. Run washer-disinfection program with AO value > 3000 (e.g. 5 min at> 90 °C) using
appropriate detergents (e.g.: neodisher® MediClean [0.5%] (alkaline detergent) and
neodisher® Z [0.1%] (acid neutralization and cleaning detergent); both detergents from
Dr. Weigert, Hamburg, Germany”).

The CliXdish can be washer-disinfected for up to 500 times.

10.1.4 Autoclaving (optional).
After cleaning and disinfection [10.1.2 «Manual cleaning and disinfection»] or after processing

in a washer-disinfector [10.1.3 «Automatic Washer-Disinfector»], the CliXdish can also be
autoclaved.

1 Steam autoclave CliXdish unwrapped at 134 °C/ 2 bar for 3 minutes 30 seconds.

The CliXdish can be disinfected for up to 200 times and can be autoclaved for up to 20 times.

11 Packaging

11.1 Consumer packaging:

* Primary packaging: Prime&Bond universal adhesive is packed in an easy squeeze bottle
with flip-top-cap.

» Secondary packaging: cardboard box or polyethylene bag.
Name of the medical device Material

1 Prime&Bond universal adhesive in 2.5 ml bottle Polyethylene terephthalate (PET)
with Instructions for Use - 1 piece laminated with polyethylene

2. Prime&Bond universal adhesive in 4 ml bottle Polyethylene terephthalate (PET)
with Instructions for Use - 1 piece laminated with polyethylene

3. Prime&Bond universal Sample adhesive in 2.5 ml  Cardboard and paper from cellulose
bottle with CliXdish plastic mixing well - 1 piece.
Instructions for Use - 1 piece.

DENTSPiy DeTREY GmbH
~Are not registered trademarks of Dentsply Sirona  De-Trey-StraBe 1
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11.2 Transportation packaging:

» Consumer packaging with adhesive is packed in a large cardboard box (bubble wrap is
used if necessary), which is then sealed with scotch tape.

12 Labelling

12.1 Transportation labels:

Cardboard box is labelled with the shipping mark (shipper’s information, receiver’s information,
total number of items, destination information including device’s name, LOT numbers and
reference number), information mark (country of origin, dimensions) and the following handling
symbols:

Symbol Explanation

Fragile, Handle with care
The symbol should be applied to easily broken cargoes.
Cargoes marked with this symbol should be handled

1 carefully and should never be tipped over or slimg.

Keep Dry

Cargoes bearing this symbol must be protected from
excessive humidity and must accordingly be stored under
cover. If particularly large or bulky packages caimot be
stored in warehouses or sheds, they must be carefully
covered with tarpaulins.

12.2 Labelling of Prime&Bond universal bottle contains the following information:
- name;

- reference number;

- serial number (batch/lot number);

- expiration date;

- name and address of manufacturer;

- volume of the adhesive in the bottle;

- for Dental use only (Rx).

12.3 Labelling of Primet&Bond universal dental universal adhesive consumer packaging
(polyethylene bag / cardboard box) contains the following information:

- name;

- reference number;

- serial number (batch/lot number);

- temperature limits;

- keep dry;

- protect from sunlight;

- volume of the adhesive in the bottle; DENTSPLY DETREY G
De-Trey-StrafSe 1 18
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- name and number of items in the package;
- for Dental use only (Rx);

- name and address of manufacturer;

- country of origin;

- warning: read Instructions for Use;

- expiration date;

- polymerization guidelines;

- CE certification mark;

12.4 Symbols used in labelling:
Symbol Description

Reference number

L ]

Store in dry place

Name and address of manufacturer

A Caution: consult the Instructions for Use

I1otl Serial number (batch/lot number)

Expiration date

Protect from sunlight

Temperature limits; both lower and upper temperature
limits are noted next to horizontal lines

> 3] Instructions for Use is on official website:

X * .
; www.dentsDIlv.eu/ifu

C e CE mark

I“only for Dental use only (Rx)

DENTSPiy DETREY Gm o 4.

De-Trey-StrafSe 1
D-78467 Konstanz
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12.5 Layout of labeling in Russian language
PRIME&BOND UNIVERSAL

MaTepuran cToMaTos10r MYECKNIA YHMBEPCa/IbHbIN afre3nBHbli Prime&Bond
universal

PY NoP3H #i##/HitHHE OT #it #HE H#itHHE

TonbKo ANAa UCnosib3oBaHUA BpavyaMu CTomMaTosioramMmum

VHdopmaums o 6e30macHOCTM, NMoKas3aHMAX M NPOTUBOMNOKa3aHUSIX NPeACTaB/ieHa B
NHCTPYKUUAX MO NMPUMEHEHNIO.

SI/IHq)opwlau,l/m 0 CPOKax M YCMOBUAX XPaHeHNs NpeAcTaB/eHa Ha YNaKoBKe.
XpaHuTe U3aenns B 3To yNakoBKe C MHCTPYKLMSIMU 10 OKOHYaHWSI

MNCMNO/Ib30BaHUSA.
MponssoanTen: Y NOTHOMOYEHHbI PLACE FOR RST
DENTSPLY DeTrey npeacTaBuUTeNb: VOLUNTARY
GmbH 000 «[eHTCnnain CERTIFICATION SIGN
De-Trey-Strasse 1 CupoHa», 115432,

78467 Konstanz Poccus, r. MockBa, Number of label
Germany npocnexkT AHZPOMNOBa,
.18, kopn. 6, oducel 1
39 40, Ten.: +7 (495) 725
10 87
CrtpaHa
NPONCXoXaeHns "epmaHus

DENTSPIY DETREY GmbH
De-Trey-StrafJe 1
D-78467 Konstanz
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13 Production process diagram
Manufacturing of Prime&Bond universal

-

Mahe Carvections : Covent

Pl lnte Detties

Chock snch boitie and

Mowerk Pacluge

DENTSPiy DETREY GmbH
De-Trey-Stra(le 1
D-78467 Konstanz
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Short description of manufacturing process stages
» Quality Control: Raw material is checked if the specifications are met.
* Prime&Bond Universal is prepared by mixing raw materials.

» Quality control: Prime&Bond Universal is checked if the bulk material specifications are
met.

» Bulk material is automatically filled into bottles and is labelled.

» Quality control: Samples of the filled primary containers are checked if contents meets the
specifications regarding weight, labelling is checked visually as well during this process.

» Marked bottles are issued for final packaging / labelling stage.
» Final packaging is performed manually.

» Quality control: Final packages are compared to an authorized reference sample and are
checked if they meet specifications of production order.

14 Risk Management
See Appendix 1

15 Methods of control and testing
See Appendix 2

16 Biocompatibility report
See Appendix 3

17 List of Applied International Standards

* ISO 13485 Medical devices —Quality management systems —Requirements for
regulatory purposes.

» Council Directive 93/42/EEC of June 1993 concerning medical devices
* EN ISO 14971 Medical devices —Application of risk management to medical devices

* EN ISO 10993-1-2011 Biological evaluation of medical devices - Part 1. Evaluation and
testing within a risk management process

e EN ISO 7405 Dentistry —Evaluation of biocompatibility of medical devices used in
dentistry

18 Storage and shelf-life

Shelf-life - 2 years. Inadequate storage conditions may shorten the shelf life and may lead to
malfunction of the product.

» Keep the product out of direct sunlight and store in a well-ventilated place.
» Store at temperatures from 2°C to 24°C. Use the productat room temperature.

» Do not use after expiration date.

DENTSPiy DeTrEY GmbH
De-Trey-Strafte 1

D-78467 Konstartz 22
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19 Transportation

The devices should be transported according to the rules applicable to each transport mode at
temperatures between 2 °C and 30 °C for up to 14 days and relative humidity < 90%.

20 Environmental requirements
The product does not have an adverse impact on the envirormient during its life cycle.

21 Conditions for use

The product is properly maintained in the mouth, in the presence of the body fluids at nominal
temperatures from 32° to 42°C, for accessories which are not exploited in the oral cavity: from
+10° to+35° C.

This product should be used only by qualified dental personnel in clinical environment.

22 Maintenance and repair
Medical devices are not subject to repair. Special maintenance is not required.

23 Disposal

Disposal is carried out in accordance with local laws and protocols of a particular medical
institution.

Dispose in accordance with the sanitary rules and regulations of the Russian Federation
2.1.7.2790-10 SanPiN "Sanitary requirements for handling of medical waste." Hazard category
of medical waste - B.

This product should be used only by qualified dental personnel in clinical environment.

24 Manufacturer's warranties

The manufacturer is not responsible and shall not indenmify for any possible damage or accidents
caused by:

* Use of components unrelated to the product which can affect normal operation.
»  Failure to follow the instructions for use.

The user is responsible for testing of materials for fitness and use for any purpose not expressly
specified in the instructions!

For product quality issues, please contact the Authorized Manufacturer’s Representative.

25 Authorized Representative

Dentsply Sirona LLC, Russian Federation, 115432, Andropova prospect, 18 building 6, offices 1
39 40, telephone: +7 (495) 725 10 87

DENTSPLY DeTreY GmbH
De-Trey-Strafle 1

D-78467 Konstanz
23
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Project:

Delrey

Authorization

Initiator Sven Pohie

1. Autorisierung

K-188 / Prime&Bond Universal
C3APEY Product(s): Prime&Bond active incl. subbrands acc. DOK-066 if

APPENDIX 1

Risk Evaluation
RRB - 097

applicable

Page: 10f3

Manager Research & Development

Director Clinical Affairs

Quality & Regulatory Assurance Manager

Managing Director Technique

Additional Team Member according to RMP

Version initiator

#
#01 SPO
#02 SPO
#03 SPO
#04 SPO
Reference

Effective
date

06.07.2015

03.05.2016

15.07.2016

Revision History

Reason for new issue

First issue

Update containing new primary packaging FTC bottle and
SUD as well as results from User Evaluation

Update containing User Evaluation Results for new primary
packaging FTC bottle

Primary packaging FTC bottle for P&B Universal EOC

RMP-097, Version No. 02, Effective Date 2016-04-26

Product FMECA Version 04 (Attached)

Reason for the Risk evaluation

Primary packaging FTC bottle for P&B Universal EOC

Ref. SOP-GF-013

Version Nr.: 04

07"1.2017\02\PS\RRB-097 V04 Prime&Bond Universal (P&B active) DENTSP IX DeTreY G m b H
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Risk Evaluation

. Project: K-188 / Prime&Bond Universal
DB gSPIY Product(s): Prime&Bond active incl. subbrands acc. DOK-066 if

Delrey applicable Page: 2 of 3

RRB - 097

2. Acceptability of residual risk

Risk acceptability of each potential hazard is evaluated within the attached Product FMECA Version 04.
Risk control measures were implemented and verified as indicated in the FMECA. All implemented risk
control measures were evaluated with respect to newly introduced risks by the respective measure. If new
risks were detected introduced by risk control measures respective control measure have been
implemented and verified. The following matrix shows the evaluation result with respect to risk
acceptability. The numbers indicated in the fields refer to the lines in the FMECA evaluation of potential
hazards.

25
20
16
15
12
1
X 10
lS 9
9 8
d 6 124,717
3% 5
713- 716,718- 724.
0 4 72
S 3 187 188 88
g) 2 1% 21222429  1.19-123.1.251.29.
21021873478 131 11271129214
2.16,3.1,363.7
5 7106, 7.11.7.25°7.28
735737
1 1 1115110115132 1314.17-191.12 1231.6 111,116 134
153155 168170, ~114 117118130, -137, 1561582253
I5 177179191192, 138152, 159167, 324, 3274.1-4.64.8
! 1% 19611011102, 1.71-1.76, 180186, 516172 77712
n 11071108, 1113 189.190,193194, 9498
n 111411191120, 23  1.9/-1.100, 1.103"
0 25 2728213217 1.106,1.109-1.112,
Q 2192202213233 111511181121
g 311,315,319 3 1126 1130, 26211,
71.767327.34.8 212 222 34,35 3 8-
8386879195 310 3.12-3.14, 3.16-
318 321-3.23, 3%,
32647497375
7819730, 73173,
84,8588,89 92,
939697
Negligible 1 Marginal Minor Major Serious
2 3 4 5
Severity of Potential Harm
Area of acceptable risk: grey

Area of non-acceptable risk: yellow

Ref. SOP-GF-013
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Risk Evaluation
Project: K-188 / Prime&Bond Universal
Product(s): Prime&Bond active incl. subbrands acc. DOK-066 if

Delrey applicable Page: 3 0f3

RRB - 097

Summary and Conclusion

Risk acceptability of each potential hazard is evaluated within the attached Product-FMECA Version 04.

Assessment of potential risks related to K-188 Prime&Bond Universal (P&B active) comes to the
conclusion that the residual risk is acceptable and that implemented risk control measures reduce the
individual residual risks to a level as low as possible.

Ref. SOP-GF-013 Version Nr.: 04

B rrewnoRitsBUasiFsBiv) DENTSPL] DEIREY bipPiy

De-Trey-Stra(Se 1
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APPENDIX 2. Part 1

FMECA . Master Data

Master Data

Projekt Bezeichnung: Prime&Bond Universal (P&B active), including subbrands acc. to
Project Name DOK-066

FMECA-Typ:

FMECA-Type Product FMECA

FMECA-Version: 04

Grund der Erstellung;
Reason for FMECA

Quer-Referenz:
Cross-References

Primary packaging FTC bottle for P&B Universal EOC

RMP-097 V02

FMECA DurchfQhrung:
Issued by

Verantwortliche Abteilung;
Department in Charge

Datum des FMEA-Team Meetings:

Date of risk assessment meeting

FMECA-Team Mitglieder;

FMECA-team members

Sven Pohle
Research & Development
30.11.2016

0. Eisner, R. Seemann, S. Christ, C. Herzog

Customer Definition
Kunde:

customer

Dentist/ Patient / Dental Assistant

DENTSPiy DETREY G m »
De-Trey-Stra(?>e 1
D-78467 Konstanz

Ref. SOP-GF-013
FVGF-027\2016-10-27
30.11.2016H:\R&D K0188\300_Project\3100_Risk Management\FMECA K-188 Prime&Bond Universal (P&B active) versioiP©0e 1 Of 1
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ach aaloa layartoimalton. Rotor to TEC*188” and oxtamal
to-vtoo atudioa 14.1510.14.1511,14.1512.14.1527,
14.1529. and 14.1538/14.1530. AppHeadon preporttoa of
P9B Unkroraal «waravorMod In a dintoal In-houao
avatoadon; rotor to IHE Rapoit K-188 Piimo&8ond
Uitororoal. datod 20154M-22.

Vacoaiy la eortooiod by 1ho fermutotton. Conoct
lauttdar eonbol Intba pneoaa by
HATHAPA. MFC-144, and 8PE-424.

WacmMy of fMntaiPortd UMvoim| laapocMod withto SPE-

RobuatnoaawiWi roapoct to toatdfietont aotoord ovaporalion
«ma voiinod s/ Momol In-vlio vorMcadon; rotor to TEC-
18820

at00i0 «M vorMod by SBS toodng of cdVtoront
oporatora. Roforto TEC-188-20. Extomal Ir*vtro oludioa
conduetod by varying oporatora rovoatod aufRelonl
robuatooia, Varylrtg dogrooa of mowuro worotoatod In
oxtomalto-vibo atudyalao. Roforto to oxtomol In-vibo
atodtoo 14.1510.14.1511,14.1512.14.1527.14.1529. one
14.1538/14.1539.

Initiator and InhMor ayatom cortaiata of toM compoundo In

Thoin uoo itobldy of Wmo8Dond Untooraal woo provod by
viaual nd adhaaton aftor

i Imulatod uoo fatoraga at 2C/ 24X botwoon uao over m
longar 8mo rango) baaod on monutoeturing prototypo of
MnoMond Univortal. Nothor a doerooao in adhoalon
nor aoH : rofor to TEC
188-22 and lobjoumalMSO-581-1/2. MSO«w«3-1/2, SPO-
-102.

df oionx Inttol
Shear Bortd SbongOi and Iho Shear Send Shongth aftor a

Mataatanan zur
PaMarantdaekung

IFU of K100 ftinta8Dond Untoaraal aditoaa to
eondol urdform gtoaaoftho adhoalvo layor. Rotor
torliao

Bulk malarial artd martufacluilng protoced ar
chocitod tor QC rotoaaotor ovory batch, roto
SPE-424

$top-byatoptoainietton Inlha IFU of K-188
‘W ntoABond Untvoraal a“rlaoa to ovaporato ttio
ntthoroif~dy andto troai ovory aurfacowsha

glooay and unform layor loauRa. IFUof K-108
MiitotBuiid Univoraol advtoaa viaual ehoch of the
adhoalvo loyor. Rotor to tho roapocdvo Ineduciiom
torUao.

Robuatnoaa moa vorMad by 8BS tooling of dMorord
oporatora. Roforto TEC-1Ne20. Extomal Irt-"bo
abictoa conduetod by varying oporatora rovoatod
«uMctonl robuatnoaa. Viaryteig dogfooa of iolaluro
«orotoatod in oxtomallrMrirDatudy aloe. Roforto
omal In-vibo ahidtoa 14.1510. 14.1511.
14.1512.14.1527.14.1529, and 14.153W14.1539.

dordiat byviaual cortool

Tho Ir>-ueo atabWty of PrtnaABond Univoraal v>
provod byvtaual oxarrnasonand adhaaton
moaowromontaattor obrulotod ao (atorago el 2°C /
24+C bohwoon uao ovor a longar Vst rango) boaod
maiHdacturtog prototypo of PrimoABerrd
Univoraal. Nollhor a doeraaio InaMaaton

lolar to TEC-180-22 and lab M80«81-1/2.
USO««3-1/2.8P0O-2-10-2

Matruettona for uao of K-188 PrimoSBond Univoraal
deaerlboe eppUcotion procedureof Ight curing

doloyod ight~uring of 80 aaeenda could bo
maradaetunng prototypo thi roSBond Urdvoraat; roforto
TEC-188-20.

DENTSPiy DETREY~Am ~
De-Trey-Strafte 1
D-78467 Konstanz

aftor drying of adhoalvo layer. Roforto
tho roapoctfvo Itatruettona forUao.

gaplaiM / vaiMUlait

AR PRI
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Aatrparadva tortalbvay
abangth and toughneaa
ofthe cured network la
Inaidnetani
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CiyUaMafleo/
of menomM InttM
whichcanad »» crt

Funcbonafoy ef the

Variatiena In foe
formutoPon dueto
varlattena of the raw
matorlala

FunePonalty of the
formulatien doaa notalow
opUmal eonvoraion upon

e*flhrtfuiigt>v*mMMung

14>nadeand IMvanal eonlainaliquid mpnomeis enty.
MHMor and InhMor ayMatn conslats bl abl eompoundi k

The ki-ma slabiHycf M madbend Unharaal waa prevad by

(atoraga at 2+C/ 90X batwaan uia ovara
longar bma langa) baaad on n«uaclurig pralotypo of
PranatBond Unhforaal. Nokhof a dacfaaaa In adhaaien
parfomanea nw aeid paibclaawara obaawad lafar to lab
loumat M SOM-t/2. MSOM3-1/2. SPCV2-10-2

InMBter qrto inhMor ayatom eonwlata of aoM corapounda In

ddfaranca inittal
Shear Bond 8bangNe and the Shear Bond Strangth aftor a
dalayad Ipht-curing of 60 aacortoa could ba

KAMKOYr-m

MtAnahrmn zur
FMoredittfeckung

The IfhuaaatablRIyof M n a t Bond UMvoraal wm
proved byviaual oxaminatton and adhoalon
uramanta aftor abnuletod uaa (atoraga al 2*C

30°C batwean uaa ovar a longar lima langa) baaad

manufacturing prototype of Prima&Bond
UMvoraal. NoNhar a doeraaaa 1 adhaaion

nor :

mofar to lab ioumal MSO-S-81-1/2. MS04«3-1/2.
SPO-2102.

tnatnieliona for uaa of K-168 ITitnatCend Untoaraal
itoaulbaa appHeaOen procedure ef IgM curtog

manufaeturtog prototype PrimeSBond Urtivaraal: rafor to
TEC-186-20
Intomal Irwilfo vaiflcaBen ef F6B Univaraal In aa>ateh and
atohSrirtaa mode ravaaladthat ahear bond atiangth waa
within apedBcation accordingto V4V-166  Referto
TEC-1Ne36. Formulation taaltog of WimaABond
Manufaeiuring Prototype wiNeroapaetto marginal Magrty
and bond atrangih ahewad atdfleiara fortctionallyat laeat on
level ef oaMing cRrleally proven adhaaiva C)torma.
Rafor to axiamalto-viboatudiae 14.1510.14.1511.14.1512.
14.1527.14.1529. and 14.1536/14.1538.

Vardleatien ef rebuatnaaa wkh raapact to rawmatorlala
Honewaa conducted wihin product davalopmant

Bloga MDi

(monomarawth highaat armunia InforrwMon) ahewad no
Icara affect on the adhaalort. Rotor M lab )ourrrab LAN-

21-62-2. LAN-21-53-1. IAN-21-54-1/2. IAN-21-95-1. IAN- *

21-56-2. LAN-21-57-1. LAN-21-62-1. LAN-21-63-1. and LAN
21-55-1.
VarWeaHon of tabualnaaaw!» roapaettor

tiertowaa varfflad within Preductien Lot Tooling: rotor
10TEC-166-34.

bParal Inwlio vartfication of P6B Univoraal in aaff etch and
atchAfiTHa mode ravaaladthat ahaar bond atiangth vtea
wkhin apeciteallon according to V5V-188>4)2. Rotor to

eunng wih

VwMtonaintha
foimulBlion duoto
varlaient of the raw

TEC-18Na36.
Manutodurfng Frolotypo wMt roapoct to marginal Mogfty

stdnditnt laatton
Tho lovol of oxMng cMcarly proven adhaalvo ayatarm .
Rotorto axtamalln-vilroatudiaa 14.1510.14.1511.14.1512,
14 1527.14.1520. and 14.1535/14.1536.

VartneaPon of rebuatnaaawi6i raapactto rawnMariala

Henawaa conductod within product davalopmant
ataga. SBS teats wsh varyirtg batchaa of MOPand BAABE
(monomarawith highaat amounla infennulMion) ahewad no

leant effect on the adhoaton. Referto labjoumali LAN-
21-52-2, LAN-21*53-1. LAN-21-54-1/2. LAN.21-65-1. LAN-
21-55-2, LAN-21-57-1. LAH-21-52-1. LAN-21-53-1. and LAN
21551

Verfleallon ef lebuetnow wWi raepeet to rawmatoriila
irMlor» waa verdlod wlihin Production Lot Taating; rator
TEC-18654.

DENTSPiy DETREY G
De-Trey-StrafJe 1
D-78467 Konstanz'

aftor drying of adhaaiva layar. Refer to
the laapactha toatruchonafor Uaa.

Buk malailal and manutocturlng protocol era
ehadiad for QC ralaaaa for ovary batch, rotor to
SPE-424.

SawnSartototoaapaeifiod; rotorto S K AT iR ~
416. SPE-423. SPE-Oe3. SPE-3S6. 8PE-062.8PE-
312. SPE-414. SPE-136. and SPE-264.

high, viftualy no potf-oparativa hyparaanuHvty was
rapoitad and the toddanea of part-marginal alaMng
wan vary low. Rafarto UER-188 Dear Evalualton
Report PSB Univofaal. dated 201558-17.

Buk matotlal and rranufachiring pretoeee an
chachad for QC ralaato for ovary batch, rator to
SPE-424.

Rawmatotiah are apacMad; rator to SPE*17.8PE-
416. SPE-423. SPE-053.8PE-958. SPE-062. SPE-
312. SPE-414. SPE-130. and SPE-264

WM T« MMbwhnwi
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4 of Mfuro oeeuronoo » LifcoHheod of foilur* dotoeUon

PrabebtHtyorV>*o
MBcw Oofiirtung OcdtiidungMinachw
ok Gap fomwtiofl PunctienoHyoftt»
Fonno>en uponetj dM
(oort) thert timo ported

curtt*wAh roppod loth*

oftha
adhaatoo duato tharmal
dagradatton procazaaa
tha ahoffte parted

Tha fermdatton s net
conMadintho
mamdocturtog procaas

FunrtionaHy of ho
notalow

F*Mcr# e«ahrdunos.v»mwidun9

Intomol te-vHro vofMeotion of PtB UnArotMI In ootf-otdi ond
otchftrtrteo mod* rowMiod thot ihoar bond obonglhwm

Hdften occordingto V*V-iea \A4. Roterto
TEC-188". FonmtettontostteeofPiimoABond
MonufKluiteg Rototyportadhrotpoctte mprgteil MogAy
and bondi traiiBlb otwwod oiillcten runettenaly al laea<.on
tha tevol of axiitino eMeaBy pfovan adhaohra aytton®.
Ralar to axtomal te-vUra Mudtec 14.1510.14.1511.14.1512.

107.14.1529. and 14.153V14.1539.

ig of K-1891M aciawcap boOia
ahowathat at 24*C an oxirapolated ahaV Ha of 2 yaaia can
ba piadteted baaad on Shoar Bond Bbangth date; rater to
TEC-iee>13. Roal ttote date avallabte tor approx. 1 yaar

partormanea In acrow cap bottla;
rater to TEC-188-22. For aha* Ha avatoatton of K-188 In
FTC boMa rater to TEC-18B-1gan5 RAT-TOB. Accalarated
ahar Ha teating of K-iee In BUD ahowa that at 24+0 an
axtrapolatod ahaf Ha of 2 yaara can bo practead baaad on
Shaar Bond SParrgth data: raterto TEC-188-41. Roattfena

avaHabia ravaal auRletert adhaaton parformanoa In

BUD; rater to TeC-18B40.

varfiod by BBS teating of difteiant
oparatora. Rater to TEC-155-20. Extenal In-vtoo atudiaa
conducted by varying oparatora ravaalad atcfletont
robuatnaaa. V/aryf* dagraaa of moictura waroteatod in
amal In-ilroatudy alao. Rater to to axtomal Ir>vtoo
dtea 14.1510.14.1511.14.1512.14.1K7.14.1529, and
153541539,

InMrrtal Ivvibo varlticatton of FOB UrOvaraal to aal otoh and
atcMrtoaa ahaar bond

opOr upon
curtog wth raapactto tha.

VBV-185V)2. Raler to
TEC-185-3B. Fomdation teating of PtimaBQorttt
Mamdaetwing Protolyva with raapact to marginal intogrty

Iha.
diatog tea ahaf Ha parted
Tha ia re

and atffietent ly al laaal on

t0o laval of axMing diniealy provan adhoaivo cyatama.

RatertoaxtemaltowtooatMBoa 14.1510.14.1511.14.1512,
.1527.14.1529. and 14.1535714.1539.

Aceilirated aha* Ha teteing af K-185 to acrow cap bottla
ahowathat at 24°C an axtrapolatod aha* Ha of 2 yaara can
ba pradielad baaad on Shaar Bond Strangth data: rater to
TEC-155-13. Roaitbwa data availablafor approx. lyaav

Mabimbinm rur
FoMorontctockung

Mgh. vMualy no poatteparattva hyponanatovlywot
rapottod and tha tnddanca of partmtatfiinel ataining

varytow. Rafarto UER-iee Uaar Evalualten
Raport P&B UWatzal. dated 201S-08-17.

Aceataratad ahal Ha teabng of K-155 In acrowcap
bottla ahowathat at 24X an BKtrapolated ahaf Ha
of 2 yaara can ba pradielad baaad on Shaar Bond
glh data; rater to TEC*1513. Raal lima date
avalabla tor approx. 1 yaar ravaal auffletenl
adhaaton potfermattea In acraw cap bottla; rater to
TEC-ies-22. For ahoff Hi avaluatten of K-185n
FTC bottla rater to TEC-158-15 and RAT>7IX.
Accalarated ahaif Hataailng of K-155 In SUO ahowa
thatat 24*C an axtrapolatod ahaf Bie of 2 yaara'
ba pradUad baaad on Shaar Bond Stiongtlt dab
rater to TEC-15B41. Raal lima data avalabla ravaal
itdHdant adhaaton partonnanca In BUD; raterto
TEC-155"

Uaar Evaluation according to DVP-155 VD3 with
rrara ttian 3000 raatorationa ravaaladttiat

high, vbtualy no poat-oparaliva hyparaar»livly wia
taported and tha Inddanea of porhargrari i towi
waavary tow. Rafarto UER-158 Uaar Evaluation
Report P&8 Univaraal. dated 201545-17.

Uaar Evatoatton acsordtog to OVP-155 VO3 with
Toro Dan 3000 raatorattona ravaalad that
aatlaficttonwth Immadiato dtotoal eutoenwwaa
high. vbtualy no poat-oparativo hygaraanalMy waa
rl-rtangtoai xtakvng

K-188
bottle ahowa ttol at 24*C an axtrapolalad aha* HO
of 2 yaaracan ba pradieted baaad on Shaar Bond
Strangth dM : rotor to TEC-1813. RaaMima data

ravaal auMciant adhaaton ;
rater to TEC-iee-22. For aha* Ha ovaluation of K 158 to
RC bottto rafarto TEC-155-15and RAT-TOB. Accalarated
ahaf Ha teating of K-158 to BUD ahowa that at 24*C an

related ahaf Ha of 2 yaaracan ba pradleted baaad on
Shear Bond Strangth date;; rater to TEC-tBB-41. Real Uma
data avoBabla ravaal auRlictonl adhaaton partormanea to
BUO: rotor to TEC-188-40.

rafarto HATHAP-549.

aa vortfiad by BBS teating of dWoroni

oparatora. Rafarto TEC-185-20. External tovUro atudtoa
conducted byvaiytog oparatora ravaalad auffletortt
rebuatttoaa. tterying dayaaa of moiatui ware teated to
axtemal to-vbro aludy alzo. Rotor toto axtomal bwtro

1014.1510. 14.1511. 14.1512.14.1527.14.1529. and
14 1538714.1539.

DENTSPiy DeTREY G
De-Trey-StrafSe 1  ~
D-78467 Konstanz'

Rof. SOP-FE-OOe

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

approx. 1yaor ravool auRleianl
adhaaton portormonoo to acrow cap bottla; rotor to
TEC-185-22. For ahaf HaavaluaOon of K-158t0
FTC bottto lator to TEC-185-15 and RAT-705.
Aecalaiated aha* Ha teattr™ of K-155to BUD ahowa
that at 24*C an axlrapolatod aha* Ha of 2 yaara can
ba ptadidad baaad on Shoar Bond Sham tii data:
rafarto TEC-18B-41. Raalbma date avalabla ravaal
auHkten adhaaton partotmarrea to SUO; rotor to
TEC-158-40.

1.vbtualy no poat-oparativa hffaroanaHvty waa
rapoitad andtha toddanea of part-ritoigbial atetotog

vary low. Rotor to UER-155 Uaar Evaluatton
Raport P58 Unwaraal, dated 201508-17.

o"r.ep
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dw tothotml

The tomsdaion la ol
eeoaeiedtotoe
manutoelurtog procaaa

The tomsdain b ot
rotoual under rwrnbl
tone from operatorto

reapacltolho
ormutodon and
hHatof/irddbitor

monomer teaching due to

praeaaaas during aha* Ito

curvig «dh reapactto ttw

gradaltoi
durtog she* Bo

doMton
ItaiM i of oxMing dHcaly pnvon adhMtvo ayMwmT,
R«HrtonMfrann-w» ««bj«n M1510.14.1811.14.t513.
4.1527.14.1829. and 14.1598M4.1530.

188 In Mtowcap boCto
»howthat at 24*C an extrapeletod ahaff Mae( 2 yaato can
ba predkiad baaadan Sheer Bond SbaiiyUi data; referto
TEC-188-13. ftaal ttma data avaiebb tor approx. 1 year
reyaal aufUetoni adhaaien parformaraa tn aerewcepboMla;
refer to TEC-iee-22. For aha«»a avaiuatbn of K-188In
FTC boOto lefar to TEC-188-18 and ftAT-708. Awetoratod
aha* «ato«nQ of K-ieein 8UD towwt Nl at 24*Can

of 2yeati can ba praBetod beaad on
Shaw Bond Shengto data; rotor to TBC-1S5-41. Real tone
dato avalabla reveal aUltoi
SUD: referto TEC-ieSdO.

vortitod by SB8 taaKng of dVioram
operators. Rotorto TEC-188-20. Extomal to-v#ie atudba
cenduetod by varytop operators revaalad aulfieiard

(tomal ttnrtoo study alae Rotor toto oxtomal to-vtoe:
tidtoa 14.1810.14.1511.14.1812.14.1527.14.1829. one
4.1538f141533

eemoatothe ttha

W toaetobaty of PilmoABond Untvarsto b In
cormpBaneavrth tha terpdratiietas of EN 1SO 10883-1. The
toWaxpeaureefWie pedenlto leeeheble reolduasb
eofioidaredtow. local and iiRaJ. MDS todalnfng Siat
TrimaABond IMvereal has an anprovad Iryeitnass under
phyeietogleel cendberw eempered o ether dercto
adhaalvea*. Referto HocerrbaabBty Evaluation 81920298
by MDS.

Becompattodly Evatoatbn cerrbs to lha eend uaton iat the
material InaoluMy of WmaABond Universal b In
eorrv8anea with the requbarmwnte of EN 1S 010883-1. The
otal the patlani to teaehabte residues b
eonaldared tow. local and limited. MDS b cteindng that
bABond Urtosrsal has an anpreved Inartnass under
atogical condBenw compared to other rtontal
aMwaivet*. Rotorto 4

WM

MitwiNnwi stw

« InddMco of pedinmacnial MM
" b UER-188 Unt EvaiuMon
d2018«e-17

Aoootoretod ahad Ne taating of K-18Stn aeroMfcap
boMa ahovro that al 24*C an axbapolalad aha8 Ua
Of 2 years can ba pradtotad bazad on Shaar Borrd

br to TEC-158-18. Real ama dato
avalabto tor approx. Lyear reveal aUBetord
adhaaien partormanoa In acrewcap boMa; refer to
TEC-ieS>22. For aha* too ovafuadon of K-iaS In
FTC boRla rotor to TEC-188-18 and RAT-708.

+a toaHpof K-18808UO ahoM

al 24*C an axirepciatod aha* toe of 2 years ear

rotor to TEC-188-41. Roottone data avaiabla rove
auBletoni adhaalon parfermarwo to SUO; rotor to
TeC-188-40.

User Evalualton aoraTubiiyto OVP-188  vd*i

high. vtouaPy ne peal-operattra hyparsanalM y m

tfaar Evaluatton accerdtogto Ch/P-188V 0i wRh ~

reported andthe bidanea of pabmarginal staining
varytow. Referto UER-188 User Evaluallen
Report P8B Universal, dated 201808-17.

EN SO 1088"1. The total axpoaure of the pattern
teaehabe residues is corwidored tow. local and

brtted. M08 to «toirrfnp Neal TrinwABond

Untoersal has animprevod Inertness under

byMOS.

DENTSPLY detrey Gm
De-Trey-StrafSe 1
D-78467 Konstanz'

other dental
adheshros*. Rotor to BlocempiMMtoy Evatuadan
819202940 by MDS.



of the ooomne* of harm a UkeHhood of faHura ooeuraneo xUkeWiood of falksi dwaetlon

W giehe OeWiidung

Adhotien lo Ne to Toatomrd*roo
tavileon MtMha fotmuMiofi doM notattow
stohgto to Nes tooth

Tha tonradalfonit net
eenaeied inthe
marwteeturing procaaa

oftha
deaanotal
tha teeth

Thatermutaboniis net
centre»sd Intha
manuteeturtog process

Me«lmblinan nir
FaMarV G»fllhrduno*-venntidunfl

Mamal kwiiro variflealton otK B Unhwfaatin aHoteh and
micMrinu fnoda ravaatod that thaaf bond totanalh wm
wiwn apad ticafloo accordtog to V>V-18e WOL Rater to
TEC-IM-Se. Formulation MMing of PrifnaBBond
Manulaclunng Plototypa dWNaroapaet to marginal Magrly
atteaMon
Iha laval of axiating elintcally provan ahaztea syatarm.
Rater to aatomal irnribo atuAaa 14.1510.14.1511 arte
141512

varifiad by BBS teating of difterani
oporatori. Rotor to TEC-1720. External In-vitro atudiaa
conducted” varying oporators ravaated aulTioiant
robuabwaa Varying dograat of moiatura marateated in
axtetiU Ir-vitroatudyalao. Raterto to external In-vibo
14.1510, 14.1511. 14.1512. 14.1527,14.152». anti
14.1538/14.1539.

totomal In-vitro vaitfcatitn of K B Univaraal in aad ateh and
atohOrinaa modo ravaalodthat shear bend atrarrgth was
wRhinspeelleatiofl aceonSngto VSV-180 MM. Rater to
TEC-1Ne39. Formulation lasting of PriteeBerM
Uanuteeiuring Aototypa with raapact to marginal intagriy
and aidnciant atleaston
{he lavalof existing clinically provan rtohaslva syatams.
Rater to axtemal in-vire studios 14.1510,14.1511.14.1512.
1527,14.1529. and 14.1596M4. 1539,

rater to HA/TLIAP-549.

Rebuatneae was verified by 8B8 testing of ciHeren>

oporatora. Rater to TEC-185-20. External in-vilie studios

eonduelad by wyoig operators ravaalad sufficiant

lasted In

axtemal irv-vibo'study also. Raterto to axteral In-vitro
15141510, 14.1511, 14.1512. 14.1527.14.1529. an

141532141539,

DENTSPiy DeTrey Gm
De-Trey-Stra(5e 1
D-78467 Konstanz'
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MatMhnwn zur

high, vktueiir no peM-eparatfva hyperaaneitetya *
ncidanea of parii tuning

varytow. Rater to UER'IMUaarEvahiatton
RaportPBB Untearaal. dated 20154)0-17

1, irlualy no poat-oparittva hyparaanattvly va

taported and tha biddanea of part-marginal atalnin
varylow. Raterto UER-LM Uaar EvaluaOon

Report POB Univaraal. dated 2D154B-17.

I.virtualyno poat-opaiativa hyporsanaltetywas
laportad andtha InddarKa of parirarginal staining

vary low. Rater to UER-185 Uaar Evaluatton
ReportK B Unhwiaal. dated 201500-17.

high, virtualy no posttoparativa hyparaansHvlywas

reported andtha tocidanca of parl-mafginal staining
vary low. Rater to UER-188 User Evalualion

Report PBB Univatsel, dated 2015-08-17.
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ProtoabtMy of Iho ooeuroneo of harm + LHtoHhood of tolhoo o

Nr. PHnkeems
1 ea
No Hsl> Sorenlyot
Ham
Mwoion to Nestooth  Bop fomtotion ntoy e « M To aMghor dogroo
luUWwto (oofil) toeondory cortM oftor IntodIWifil odhoolvo
+heit timo ported +Ptngih to ho tooth
lutioliolo
1sr
4
18
1M RotonUoniOMOf
adhooto coototoBonoftof
ofwrttimo
160
3
161
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OofMtreiMtowrsaclw

k LWoNhood of ftriluro dfortton

MeioNimen zur
FeWar-fGafibrdungP'VermaMung

FuoeUerwEy of lhe

tormutolion doot notplow
adhooion to the tooth

putaOpto

The totnMlolten le net
cuntroled Inthe

etohtrtnee mode ravoatod that ahoar bend Mrengthwaa
WwIWn apoeVleaton accordingto V>V-18a V04. Rolerto
TEC-166". Formutobontoattig of Prime&Bond
Manufacturing Rototypo wRh reapoet to matginel Intogrty
and bond alrengHi ahowed aufHefant tonetlonalty at leaat on
Tho lovol of exiaUngcinicaly proven adhealve ayaterma.
Refer to external bwllro atudiea 14.1510.14.1511,14.1512.
141527.14.1529. and 14.1538114.1539.

Bull aceordbrg to
referto HANLAP-549.

menutocluring proeeee

The forrrutotioo N ot
rebuetunder nomial
Vertettona from operatorto
opotator. whentollewing

Robuetrreae waa verified by SBS tealrrg of different
operatora. Refer to TEC-1120. Extamel br-viro atudiea
eenducted by ver™)g opefaters rewaled eufMerd
lofauattreM. Verdng degteea of niobluro were taetod In

toelFU. external fewlroatudyalao. Referto to exiomal In-vitre
atodtoe 14.1510.14.1511.14.1512.14.1527.14.1529, and
14.1536/14.1539.

FuneVortotoy of the Inletrtol towtoo vertAcatton of ra & Untoeraal In aoV-olch and

lonnulatfondooo not alow — etehlitoee mode revealed that ahear bond aiiength wee

edheatonto the tooth wihbr apaelieatton accordtogto V5V-168 V04. Referto

eubatrata TEC*186". Formulation leating of PrintolBond
Maiadeeturing Ihototype with reapeet to marginal Intogriy
and bond atrangth ahowed aufHtient ftmettonaHy at leaat on
the level of exMng cilnieally proven adheatoe ayatema.
Retorto external Inwibo atudtoa 14.1510.14.1511,14.1512,
14.1527,14.1529. and 14.1538/14.1539.

The tormiation la not Bulk according to

oonMed Inthe

refer to HAVHAP-SaB.

morTufarturtirg prooeea

The fermiatien la rrot
robuat under norrttol
vatlallone horn operator to

Rebuebtoae waa verlTied by SBS toiBng of ddfeient
operatora. Referto TEC*18"20. External bhAtro atudiea
eonductod byvarying operatorarevealed auWelent

operator,
thelFU.

robualneea. of In
external Irwlboaludyalao. Referto to external InwiNro
abidtoe 14.1510,14.1511,14.1512.14.1527,14.159. and
14.1538/14.1539.
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Uaar Evaluation aoordtogto DVP-188 VOSwkh
more ttian 3000 reatoroHorto revealed that
aadatactionwSh Inanadiate cMeal outcome waa
high, virtualy no poet-operative hyperaarwtivty vna
reported and Ore toddertoe of pert-mrginal atalning
wee very tow. Refer to UER-168 Uaer Evaluolton
Report PSB Unfveraal, dated 20154)8-17.

Buk malarial and ntotadacfartng ptoaocol are
Ghaebedfor QC releaaa for ovary batch, referto
SPE-424.

Uaer Evaluolton according to OVP-166W 3 with
more than 3000 reatoratlofy revealed that
aatlafactionwlh imtnadiale dinical outcome wax
high, virtualy no poatiperaHve hyperaeneHvlywaa
reported and the toddenca of pertmarginol atalning
waavery low. Referto UER-188 Uaar Evdualfen
Reportras Univeraal, dated 201508-17.

Uaer Evatualton aeoordtog to OS/P-iee VOSwth
more toan 3000 reetoraborto revealed that

Mgh, vktualy no pod-oparattoe hyparaerwiivty <Ma
reported andthe Incidence of perittglnal atoining
waa verytow. Retorto UER-168 Uaer Evalualton
Report P68 Univaraal. dated 2015418-17.

Buk material and martutoduring proteeoll are
ehadiedtor QC reieeae for every batch, referto
SPE-424.

Uaer Evaluation accordtog to DVP-168 VO3 wRh
‘more Vian 3000 reatorittone revealed that
aatletoelton weh iminadiato dfnicti outcome wae

reported andthe todderree of peiMiwrgbial atainino
waa very lew. Referto UER-188 Uaer Evaluation
Report PSB Unlvereal. dated 201508-17.

PSKr«nSRrasSs5-
KYaBara MaBsiMuymu
giptm tf vaiwizlart

11 a
ploboVhr’ JAVMEM
etz etroifV
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Dtomeatveried
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1 aeeeplabla
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) eccepteble
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e * LHWWwed of «eeure dneetlen

"«ert's' «azsnl

RaatarMan naadt to b*
evad due to cMeady
aooaglabte raaul due

AAeetoti la die la
ImuMetord adhaatoa
ateangtitotwtoate

‘The famdafton la not
eonbodad InBw
manuteetiatog precam

robuat «wdai normal

FeNerV GeHMirdur>g»-<wnw M 4Hp

SnBMRSSVS-B559935

mtefiPitn— wad* ifiM f bond <r>ngB>woH
LN tpadicMon acbofdb'gla VKV-lie VM. Raterla
TEC-iee-M. PomUMan teteing of Prbn*«Bond

tonatey at laa*t on
dw lavol of QMaltog einfcaly grown idhaatca aalOs».
~ tettooxI*monpHdbo*tudto*14.1510.14.1511,14.1912.
1527.14.152d, and 14.1598714.15)e.

raterto HAHAP.54Q.

Robwalnaaavn* vaifftod by SB8 teadng of ddterard
opatalor*. Rater to TGC*120. External to-vitro toudia*
eondueted by vatidig eparator* revaatod auflletonl
rebuabia** Varying dagraa* of moiahaa war* teatod In
armwl In-vtoo aludy ateo. Rater to to external livatra
dtea 14.1510,14.1911,14.1912.14.1927,14.1529. end

totewal fw b o vardicatton of P9B Untoaraai a>aat w I* and
afehdrbto* mod* revealedthat totoor bond torangth waa
V5V-186114 Raterto

lion* tram operatorto
ciaNaU,
Mhaatonto ciftog Toahi® dagraa FuneSoneety of the
raain nauflletoni achaam tormutolton doe* not adow
dbaet ladleraiwa abangih to Ighi curing curing

Tha tomatetton is not

‘TEC-1B8-30. Formutedon tetoing of PrimadBand
Maiadaettatog teololyp* wdh raapadto marginal Haipty
end bond straoglh shewed aiiUderd tenctienaRy at toeal on

ateaa* WM vardiad by SBS lasing of ddhranl

aporators. Rater to TEC118Ne20. External Im dbo atudiaa

conducted by varying oparatois revaatod aufUdanl

robuctoaa®. lterying dagraaa of ToMura ware teatod In
arrwlinwibe study atoe. Rater to to axtentol hi rteu
dtea 14.1910.14.1911.14.1912,14.1527,14 1529,aiM
1539/14.1530
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Uaar EvahtoUan acoordtog to OVP-iee V03w «i

high. vKuady no peat-egar

vary tow. Raterto UCR*188 Uaar Cvaluaden
Report P M Unhwaal. dated 2015-08>17.

high. vHualy no poatrapaiala hyparaanalMly waa
reported and (ha Inddanca of parWnarginal atolning

vary low. Raterto <JER>189 Uaar Evahtodon
Report PM Unhwraal. dated 2019-08-17.

L vbtualy ne puM opaiathra hyparaanalhfdywe*
rted andtha Inddanca of parltotginal atetoing
vary tow. Raterto UER-188 Uaar Evaiuatton

Report P M Univiarsal. dated 201541817

rapotted andtha Inddanca of part-marginal atowng
varytow. Rater to USt-ieO Uaar Evaluadon
Raport P9B Univarsal. dated 201909-17.
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ntotortto (conL) diract raatefaHva matoitol
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(;auw or ¥* Haral/l

Fimcttonaltyofthe

FahlarV Gaflhrdurrga-vairwaklung

Lonfoi Mavtr« ISAvon Fanuréezafo

‘Wamal khrlre vaiWeationof PAB UrPraraal In aaV-atdi and
alch&rinaa moda ravaalad that thaar bottd auangth waa

dract raatorafiva maiartol

Tha

TEC-1«Ms. Mating of

Maraifaeturing PrototypawRh raapactto marginBl Irdagrty
and bond atrarglb ahowad aidfidonl toncbonaMy at laaat on
Nea laval of oxMing dinicafir proven adhailva a“tama.
Batorto axMrnallNevtooatudiaa 14.1510.14.1511.14.1512.
14.1527,14.1529. and 14.153B0M4.1539.

fwl Bull to Mnidtona.

cenMad Inthe

rafar to HVHAP-S49.

manutoduring procaaa

The i
reblM under nomail
vaitaltorw from operator to
operator, «dianfoO ot

toalFU.

by BBS laaltog of diToron!
oparatora. Rafarto TEC-1M-20. Extamal n*>4ire atudiva
eonduetod by mytog oparatora ravaalad aufHcMi
robuatnoaa. Varying dagraaa of moMura waretaatod in
exiamal Irt-vtooatudyalae. Rafar to to oxtamal In-vHro
atodioa 14.1510.14.1511,14.1512.14.1527.14.1529. and
14.1538M4.1530.
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Conroi Meeetre to OiKt utar«M
Aaikre/Hai*<o olFatf*
Daten

Uaar Evaiualion acmuintf to OVP-199 VO3wflh
more toan 3000 raatorattorw ravaalad that

high, Vietualy no poat*parativa hypotaanaUvlywaa
laportad and Iha incidanoa of part-rnaiginal otaMing
waavary low. Rotorto UER-ige Uaar Evaiuallen
Raport P&8 Unhwraal. dated 201S-08-17.

Bulk matoitol and moiadachalng ptatoeol aia
chachadfor QC ralaata for ovary batch, rotor to
8PE-424

User Evaluation according to 0VP>19€ \4)3 wtNe
more Plan 3000 roatorationa ravaalad that
aabatoeUonvHth invnadito cMeal outoor TN waa
high, vktualy no poat"parativa hiaraanaMvty waa
raportad and the biddanea of parl-marginat ataMing
«ea varylow. Referto UER-ie8 Uaar Evalualon
Report PftB Univaraal. dated 20150B-17.

W a daiptoig WaNafa MiBnahman
gaplant/ vaiMzlaft
tycMeatyix Ridi acceptanca Further Cortra Meaajre*
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ProbebWy Ofew ooewno* OF harm  LUiallhnnfl e» fedtore eooureoe* k LIMHBOG bl *ag** tfclac*ion

MRVNCOM OeOhfifunt OelShidungeweeelw

FtM«r-/ G*ahidung*>v*nntidung F*McmiM«elning
e Knal(l Uartity *bessi'o
|T“:BH|:>| ToaMghdagriv CompaUbHly of MmaABond Urivarsal «Hti Catoaa Canm, Compadbllti of PHmaliSond UntoaraalvHbiCafcra
InsuKidarit MhMton In Calbm Unharaal. 8nwiCam2 Inaaf alchand akhSfkwa Canm. Caftra Univanal. 8martCam2 in saV-aldi
b*Md ewntnls (Crtbra conMinMon<wti CaAft I'ha* baan provan wMMnirHribo varWeatlon: rafarto itohArtoaa moda haa baan prevanulrin kb
.Cifcri , Caram, CaSbra UMiimel. Un’araal. SinaitCam2 In ~ TEC-18M. TEC-188-23and axtamal In-v»0 aiuiSaa Vioo vanfeaOon; tafarto TEC-1gs-5. TEC-188-23
anmC«O) M Mdrivt SmartCanC saf-ateti and atcMrinaa 1S20and14.1527. and axtomal bwtoo afudiaa 14.1520 and 14.1527.

mode including RgMcurtno

Not curing ttN adhaaiva Adhaaton parfaonaneo of MmaMond Untoaraal fé IFU of K-155 PtknatPend Univoraal addaaa to IgM

cure Iha adhaaiva toyar bafore ptoeanarto of

MTbMULTTT

SmafiCane InatohUnaa la auffidanUy Mgh avan «Man not
curing Iha adhagiva layar. referto TEC-15M. Adhaaion
parfoimaneo of Prima&Bend Unharaal in aalf alch ia
Impakad vdian not Igfil curingtha adhaaiva layer. Eatamei
kbviro ahidy 14.1520 revaalad Neat drop In parformanea to

reatoralion or through Iha reatoralfon in eaaa of MM
mtoaMaraatoraltoia. ftofarto too reepactiva
Inatruelioia for Uaa.

range ao B,

net load to aufTictont
eunng of adhaaiva layer
(fautoy daaign)

RartoraUan naad>to ba CernpaWEy of Ptina>Oond Unheraal «4h Cadbra
Calbre Univareal. S<T«1Ca to aal-olch and otchitrinaa Coram, Caltoa Untoaraal, 8marCamz2 totad ateh
trade haa boon proven vHNgokwvibe varifleation; rafarto and otchtrtoaa mode haa boon proven «dOiinto-

Univaraal. 8maitCam2 ki~ TEC-18»5. TEC-ia8-23 and adamal to-vibo atudiaa viro varikcaflon; refer to TEC-iee”. TEC00-13
aakatehand aehbinaa  14.1" and 14.1527. and axtomal kwIko atudtoa 14.1520 and 14.1527.

moda TKIuAtg Bghtcuring
of#+aalve layer.

a aakig tha adhaaiva Adhailon partomtancaof Pilirai Oend Univaraal In

eontolnatton viNeCalbra Caram, Catoa Utkvaraal,
SmartCarve o
curing Iho adhaaiva layer: referto TEC-1054. Adhaaion

IFU of K-150 PiknaMond Univereal advioaa o «ght
tha adhaiva layar bafore ptoeamord of
walton or throughtha reatoralion Incaaaef IgM
tfanandiilbla ratooratloni. Refer to dta roapacHva

parfotrranta of WmeeBond Unheraatto aaff-atehto toatruetlortofor Uaa.
fed vdian not Ngh curtog tha adhaaiva layer. Extomal

in-vtre aludy 14.1520 revaalad that dropto patfonmwa to

netwkhin crUcal range ao that no eataatrophie falure would

bo axpeetad to occur in a dtoieal acatiiio.

curingthrough kg UgM curing procedure haa bean vaifiad wthin product curing procedure haa bean varfiad wihto
davaioprraot: refer to TEC-15"24. product davatopmant; refer to TEC-155-24.
doaanot loadto auffidant
curing of adhaaivalayer
(touty daaign)
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aaWHNmmuwdcUd

N

HUSoahmee zwr

FaMer<feeflhrdunga-vamwMung % <
11+
Urmos Ueaore o i)
aram

PilmadBond UnNoraal wi)
Calbra Ceram CoNbra.
UnNaraa(, 8ma*1Cem2 In
11» alchand aHNtrinao
mode Inetudbig IgM curing
ofatfieaha layar.

Not curing ew odhooNo
Nict

UgN eunng taou

doeo not laod to lufndont
curing of odhoilvo layor
(fauay dtiign)

MorveontoalMily of
PitnaABond UntooTMIwth
CNo» Coram CaMra
OnNoraal. SmartCorre In
11» itoti wni OWtAritwo

of adhoaha toyar.

Net curing Iho adhailvo
layar

Ugfd curtog Vaeugh IgN
liartotrOMM i ratooraCona
doaa notload to auffidant
curing of adhaalva layar
(laugydHign)

C PriwadOend UnMaraal arid) Cakra Coram.
Cakra Univaiaal, 3TarConii Inaadetoh and otchtrinao
‘modo haa boon proven wilBUh Irvtoo mriHeadon: rafar to
TEC-iae”, TEC-188-23 and oitomal In-vtoo atudtoa
14.1S30artd14.1527.

Odhaiton pitferwartca of ftbiMiDuiid UnNiiaN »

cantotoadonatVi Cekta Coram CexTa IMwaraal,

SwariCorra In otehdrttaa la ndlletoridy Ngh ivan iritin /1

curing ttM adheilva Myar: tafartoTCC180>S. Adhiaton

porformanoa of PrtmoABond Urdwaraal In aoVori la.

Imgabad adton not IgM curtogttia odhoilM toyar. external 1
bnrtou aiudy 14.1520 raaaatod that drop In parfoniHnce la

notadNn crilcal range aeIM  no catatorapMe falhiia «ould

be oxpoctedto occur In a dMeal aconarto.

LVa ewatg procodura haa been verfled wehOi product
devitepmeta: rafar to TEC-1»e-24.

Cotitoadbky of f»iw S 6ui to UNaetaal ak> Cekra Coram.
CexTa Unfyeraal. SmarCems to aeleteh ami oteftSrinae
moda hea been prevon «Min bvioe ririfluetton; rafar to
reC-tM-S, TEC-ieS-TS and axtomal to-vtoo toudtoi
14.1520 and 14.1527.

Odtaalon parfomtanoe of ftbnaSPond UnNoraal to

eentotoettonw k Cekta Ceram CalAra Untoaiaat.

StTitCenC Initeftdrtoii laaufBctondyhigft even «toon not

curing the adbeatoi toyar, rafarto T E & 1» »~ Adhoaion
porformanea of fobnaSDond Untoaraal toii» Ncri la
bnpabedadiennot  curtogdie adhiilte toyar. Extomal .
t0-too MMy 14.1520 ravaatod that drop to portormattoo la.

not «Mtot eAel range aothat no tatatorupfilt fadurawould

Ugfa curtog procedure baa been voritod «Wito product
davitopmant; rofor to TEC*18»*24.
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Cortpattoky of ftiiriS Buiid UnNoraalw k Cekra

Cetam. C al” UnNoraal. StnariCem2 to aef etch

and itehdrinao modo ttaa boon proven ndhto M

ytoo vardeelton; refer to TEC-1»8-5. TEC-1B823

arto extorttal to-vtoo atudtoi 14.1520itd 14.1S37. 1

BV of K-1S8 ftormIBond IMrotaal aktoao tolghl
eurotoo edhoalvo toyir before ptocement of
laawragen or through the reatoreaon to ceao of IgM
liartHtiaitole ritoeradeni. Roforto toe laipocliva
Inobucliona for Uao.

UgM curtog procodura haa been varttod vMito
product dovetopmant: rafar to TEC-108-24.

Cinpa8bkyd<F'»tto>BB"tfO*fto»B |1k CexTa

Coram Caltoa Ontoaraal, 8Tat1Canii to ae» Ncfi

artd otoltSrtoao mode ttaa bean pTovantHtolnir®

Vioo iiiiteetten; taferto TEC-188-S. TEC-108-23

and extomal bwtoo atudtoa 14.1520 and 14.1527. .

FU of K-W PibneOeend UNveiael edvioee to I#d
euratheadhaalvi layar boNiaptocamera of
raitoraion or toroughtha riitoraion tocaae of IgN

toatTuettonaferUae.

UgM curtog prooadum haa boon virtiad «Mtot
product dovtoopment: refer to TEC-188-24.
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n - utMIHvkod of teHuro ooooroooo k LikoWtood of taltwo dotortWn

Meglelw O«a»»rdung O«MinAHY*nrmell*

RotMKion baa bl To aMghar da“aa
InauMeion atliaetva
afrangttila ight curing

Marginal gap farmatian Taalmar dagrao

irauffidont adhaafra
tbanglh la Ight erlnO

Ratontton toaa of Toa Mghor dagraa
adhaaiva rat Inarindanl adtaahw
ahorlibna abangih to caramle and

PuKUonaMy oftha

Tha termjtation Mnet

fiwtutacturing proasa

iKmctiarMyoriha

“Tha femadation la not

PunctionaHly of tha

adhaaten to carande and

fha tomwiaiion o nof’
«sadtolha

FaMcr-/e«flhrdung>-v»fimldune

Intamal kv-vitra vartfication af PftB Unferarsat

P v ahaar
band abangih m m wthin apaesticaNen aecaidino la VAV-
laeVM. Rafarta TEC-iee-se.

kitomal irvvitra vaificatian of PS8 Univaraal

PMaftnahrrwn zur
FeM#ran(d«ekuno

eond01i/*/cc<npo*M rspeir tcanefio tovM M that
»h—f bond afrangth‘w _ vkthkt apt i fiMUon
«cow*ietoVftv-ie8V04. Ratarto TEC-ie»«.

etiaeltad far QC raiaaeafar ovary batch, rafar la

CGHbaidiotsiNgP*

eerTpoe’ rapalr acanaria ahaar
band atrangthm m «/NdnapacMeatlan according M VAV*
188V14 Rafarla TEC-188-36.

Mamal wimHovarificallon of PAB Unlvaraal

aeanarto ahaar bond
aberqth MM «wilbh apac/icaBan accordingto VAV'188 VM
Rotorla TEC-ISBA. Suffleiant

rapab aeanart
ahaar band atrangVi waa within apaefleasan
according to V8V-188VO<. Rafar to TEC-188'30.

toiTnSattal and manutaetolng prutatcl arc
chaehadfar QC ralaata for ovary batch, rafar la
BPE-424.

Inlamalto-vitravarifleatienef PeeUnfvaraal
repair acarerto

ahaar band abangto mm wtihin apadicatton

i V8V-188V04. Rafarto TEC-188".

aibaramalgamacanaria vaa ptavad rafar to TEC-188-

T -
toafflelani adhaaiva
abangihto ceramic and
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lamulation daoa notaloMi
adhaaton la caramle and

‘Tha formutotton ia not

Mamal to- PBB Univotaal
cantocalto/ceramic repab aeanarto levoalad that ahaar band
abangth maa within apadficatton aoeardtog to V&V-1881M
Rotor to TEC*188-39. SufTIclani

maeanarto VM pravad; retorto

Intamal irv-vibo vartficatton of PBB Un"araal

ahaar bend abengbt mm wtihin apad ficatton
V&V-iee V04. Rafar to TEC-1»-3e.

eontooaltorantolgam aeanarto waa prevad refer to TEC-188-
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D-78467 Konstanz

Buffidant adhaaton parfcrmaneafor
ei baramalgam acerartomm provad rafarto
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Protwhtttty of »>+ oeorane* e<N

SSmMXVSSBTKS
Nr. FunUlonon

V03 Adhotionto Mhocl

C*ba Quo fMtorotton
(pnmof)

1106 Rotooralton noodo to bo
romovod duo to dMcofly
non occoptablo rosuR duo
lohotMIguo

1106

1107 Morgbtot 00pformation N
ond diocoraton oflor
ohorttimo

1106
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MWcMScMd..

RdtorttontoMof eomtoc
«toftotto gtoM cotooiftf  nstoratton *ftor short Qoos coromto
Vi

- UkoDhood of W Kra oeeuronoa XUkoNhood of Mlur* dotoaton

MOflHcho OofShtdung OoWhf<uwBiuf«>eha

InouRidonl odhooionto  Mon-compotiNRir of
ftfiioROond UnivofMI «4th

rootorattora glass coramic surfaoo

3 Nolcuiinotho
adhootoo/SCA layof, vthon
ofwthor dual euro or ooV-
MrOchomieal cum
(mothlocrytato rosin basod
eomonl than Caibm
Coram. Calfera Univorsal or
SmartCorre Is uood

NorveompatMityof
PrimoUond Univorsal «4th
glaos oaramle suifaoo

Notcuring Iho
edheatre/SCA layef. when
ortother dual cum or solf-
eumvehondeal cum
(iwli)«d >ito rosin based
eorran than Cadbrn
Coram. CaBbrs Universal or
SmartCene Is used

WUMbmblnanxur

«rmw M@l tr Avon Fasi' VW iaram

SulBetoid adhoolon perfiirHanca on glass ceratTSc surfaces
was piovod using Caftm Coram GiUibm umvarsal or
SmartCerre as cemerts vdihoul So* Cum AcUvstor (8CA);
rotor to TEC-1BS6. TEC-166-3» and TEC-168-2S.
Certtoadb\Wy of Pimo6Dend Universe «rsi| SCA has been
proven; rotor to TEC-166-26 and oxtomal In-viro stuios
14.1520end 14.1627.

IPU of K-166 PHme&eond Univorsal stipulatos *ial RgM
curing of adhosivo toyer Is otondstory whan ether dual cum
and so*-cum resin eemanis am used than Caibm Comm
CaSiaa Univatsal or SmartComzZ. Rotor to the respochivo
insiruetionstor Use.

Suftictont adhoolon porfermance on gtoss ceratrse surtoces
«las proved ustog CaKxe Ceram. CaSbrn Universal or
SmaiCorre as carmnts vdthout So* Cum Aetivatef (807
otor to TEC-16S6. TEC-166-38 end TEC-168-25.
CorpalbKy of ftimoSBond Universal «ith CA has boon
proven; rotor to TEC-166-26 and oxtomal bi-vlio studios
14.1520and 14.1527

IFU ofX-166 PrimeABond Unhersal otipuletoo fiat

curing of adhosivo layor is mandatory «ien other dual-curo
and oa*-cum rosbi conwrds am used than Caibm Ceram,
Catom Univatsal or SmartCem2. Rator to the respective
Instruetione for Use.

MnoeBond Urivorsal vaih
glass

surtoces
was proved using Caibm Ceram Ca*bm Universal or

2 Netcuring the
odhootva/SCA layor, whan
onothar dual cum or sev>
cumr chemical cum
(msihtoerytoto rosin bssed
eemeiutiton Caibm
Carom. Callira Univorsal or
SmailCane is used
(mlaeol

mettCem? as o* Cura Aelivttor (8CA);
mitor to TEC-1866. TEC-18638 and TEC-16625.
CcrrtoatWy 0* PYn’\Ben6 UnivorsalwtlhSCA has bean
proven: referto TEC-16626 and oxtomal bt-vtie sbjdles
14.1520and 14.1527.

IFU of K-106 mrmo&eond Universal sOputotos that
outing of adhosivo layor Is mandatory when other duaveum
and setf-cum resin eamants am used than Caibm Ceram.
Caibm Universal or Smat1Cem2. Rotor to the respactivo
Instruetiorto tor Use.
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Lkamod
dFMn
Occunm

Matnihmanzur

FeMeienldeelning 11w
2 » *it
CorreH Moasirr to Deir- Udtreed  ProgvviK
“eiiurrHerero dFoUi  ocarmesd
ometw

Suffleieni adhoolon porforntonce on gtosa caramie

surfaces vms proved using Coftm Comm Caibm

Unhmrsal or SmoriCeni2 so comonto «rHiout So*

Cum Aetorator (8C4~: mtor to TEC-1866. TEC-166

38 end TEC-16625. CompattoBty of PitmoABond ) 1
Universal vilh 8CA has baen proven; refer to TEC-

m-26 andoxtomal In-viro studtos 14.1520arto

141527,

Rghtcuring of adhesive layor Is mandatory «then

other duaheura and oW-eum resin oontonts am

usedthan Caibm Comm, Caibm Universal or

SmartCorre. Rotor to the rospecthm bistruettons tor !
Use.

Sufficlont a<»oslon pertermanee on glass cerarric
surfaceswas proved using Caibm Comm. CaNem
Universal or 8manCem2 as carrwnts wdhout So*
Cum Activator (SCA); mtor to TEC-168-6, TEC-186
38 and TEC-18625. CompatibMly of PrimwABend
Unirofsal «48»3CA has been ptevan; rotor to TEC-
16626 and axtomal bwirD studtos 14.1520and
14.1527.

IFU of K-166 PrSiwABond Universal tolputolii tool
IgN curing of adhesive tayor Is mandatorywhen
otoor dual cum and ao*-eumresin cementsam
usedthan Caibm Coram Caibm Untoarsal or
SmertCerre. Rotor to the respactivo Inductions tor
Use.

Suffiden! adheeion parformanca on gtoee eararrie
stifaeas was proved using Caibm Caram Caftm
Urtorvsal or SirtorfComl as camstds wihoul Ss*
Cum Actorator (SCA): mtor to TEC-1666, TEC-166
36 and TEC-16625. CompatUMy of PrimsSBond
Untoarsal «4NeSCA has bson prevan: rotor to TEC-
18626 and oxtomal In-vire studtos 14.1520and
14.1527.

IFU of Kr186 PrimsABend Urdvsrsal sUputotoi toat
Ight curing of adhailva toyer to mandatorywhan
othar dutl-cum and ee* cum resin esmsnts am
usedthen Calbra Cersm. Celbm Untoetsal or
SmartCem2. Refer to the rospocitoo Instructions tor
Uoo.

Miio-olaopIMB

Rnt soorcisnco

oeeoplablo

occoploblo

secoptdio

18
UValttr» MeBnahman
paplant/ vartfizlaft

i
e

Sarolcusveon  Uernwivl
MTMMraM erHOM

sutwor Control Measure IndB®
Droftnv/ verfied



nulleLinell of ft* occur*no* of harm m Uh*Ifteed of f*Hur* oceur*nc* * Lik*Hhood of faHur* dotation

ramovad du* to cIMcaiilr
non accatlabto rasuMdu*

Nr. FunUtofiM HWgWctwrSchadtfi
M
1109 Mh**lo«< to Indt*ct
OOrpeaM rattortCon laateratton aftor short
(rimer)
1110
11 ftasloralton rtaadi to b*
to fasl faltou*
1112
1113 ~| MaiQtrial pip fotntolton
and Acobratton allar
shortItms
1114

Rtf SOP-FE>00e
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Ratomtofi toM of indtaci

IMfltoh* GtWirtune OtWwNinnauwctit Maftnahman zur

FahlarV Ganhidunga-varmaMimg

Lonoi ToAVM Faruwvialgro

euWetonl adhaaton partotmarre* on compoalta turtaoa*
‘WmolBond Untvaraal vath wa* proved using CaNaa Caram. CaRbra Univarsal or
corrvo*9a surfao* SmartCarre at camants vRthoute * f Cwa Arttvator (8CA);
referto TEC-ISM. TEC-1S9-39 and TEC-188-25.
ConvatURty eflhima&Bond Unhartal vMh 8CA ha* bean
ptovan; referto TECMNSS-SSand axtomal Irnriro aturfiot
14.1S20and14.1SZ7.

Notcuilneth* NdJ of K-188 PrimaSBond Univartal iHpulaMt ftat Rghl
adhaatoafSCA layar. whan  curing of adhttrve layer la mandatory whan oftar duai-cura
anothar dMi eta* ortaV-  and loV-curo ratio camarat ara uaad than CaRbra Caram
euralchanSeal cur* CaRbra Unhonal or SmartCamZ. Rafor to tha raapactiv*
(wath)agitoto rasinbasad ~ tnatnietion* tor Ua®.

eamant ttwn CaRbra

Coram. CaNbra Unhartal or

Sn«rtCHre lauaad

(MiMaa).

Non“ontoattowy of

mmag&Bond Univarsal with was proved utng CaNira Caram, CaRbra Univartal or

corrpostto suitoe* SmartCarre at camanttwithout Saif Cur* Activator (SCA):
rafar to TEC-1884. TEC-188-39.and TEC-188-2S.
CorTvaObsty of PrhnaSsSorrd Univartal wift 8CA ha* baan
provan; rator to TEC-188-28 and axtomal In-viro tludiat
14.1S20*nd14.1S27.

Noteurinoth* IFUof K-188 PrimaMond Univartal atipulBtat ftat Roft
edhatlv*/8CA layer, whan ~ curing of adhativ* layar It mandatorywhan other duatcura
anothar dual cur* or aalf-  andaair-curaraain camanttart uaad than CaRbra Caram
curo/ctiamtoal cur* CaRbra Urdvartal or SmarlC*m2. Rafarto tha ratpactiv*
(m*fjacrytato ratio bated  tosbuetient for Uaa.

oarnon than CaRbra

Caram CaRbra UnharMI or

SmartCarrCla uaad

(irtouaa)

Non-oorpatibety of Sufneton adhesion partormanea on eompoailaturtoeat

ryimatOend Untvarsalwith was proved uttog CaRbra Caram CalRira Univartal or

oontooalto aurfao® StnaitCanC at conwnta wilhoul Saif Cur* Aedvator (SC*;
r**1toT EC-m 4, TEC-188-30andTEC-188-2S.
CorrpatMty of Mmo&Bond Unhaital wRh 8CA has baan
proven; rafar to TEC-188-28 and axtomal In-tTo atodtot
141520 and 14.1527.

Notcuringtha IFU of K-188 PrimaABond Univeital aUpulBto* ftat Rght
a«i***/8CA toyar, whan ~ curtog of adhaalva layer la mandatorywhan other dual-euta
anoftar dual cuiaor aaV-  and aaV-curaraain camardaare uaad than CaRbra Caram
euta/ehandeal cur* CaRbra Unhataal or Smat1C*m2. Rafarto tha reapactiva
(math)acrylato ratio bated  Instruetions tor Usa.

camaid than CaRbra

Caram CaRbra Univartal o

SmarfCarre lauaad

DENTSPiy DeTREY Gmb
De-Trey-Stra&e 1
D-78467 Konstanz
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ladwoM
olFtof»

MaftMhfnan ztif
1

Coitroi MAetire TN Vi LtaroM
FerTut\isie olFtofx
ametarr

SufBetont adhaaton partormanea on cowpoaia
aurtoca* WM provad uaing CaRbra Caram CaRtra.
Unhataal or SmartCane a* eamantawthout Saff

Cur* Adivator (SCA); rafarto TEC-1884, TEC-188-

30 and TEC-188-2S. Compatibility of PibiwtBond .
Unharaal «4h SCA haa baan pravatt; rafar to TEC-

188-28 and axtomal In-vtra atudtoa 14.1520 and

14.1527.

IFUof K-188 PrRnaAPond Urdvarsal tHpulatoa ftat
Rgftcuring of adhaiha layar lantondaterywhan
olhar dual-cur* and aall-cur* raain camanla ara
uaad than CaRbra Caram CaRbra Unhattal or
8martCam2. Rafar to the raspactha Imtnielion* tor
Uaa

tuftoca* wras provad utirtg CaRbra Caram CaRbra
Unharaal or SmartCam2 a* eamantawlhoul Sad
Cur* Aedvator (SCA); rafOr to TEC-ISM, TEC-188-
38andTEO-188-25.CompagbWiyef PrimaSeond
Unharaalwth SCA haa baan proven; rafarto TEC-
188-28 and axtomal bwRro atudtoa 14.1520and
141527,

IFU of K-188 PrimaSBond Unharaal aOputotoaftal
RgWeuring of adhatha layar to mar>datoryva>an
oftar dual-cur* and aay-cura raain camatd* ara
uaadthan CaRbra Caram CaRbra Urtharaalor
SmartCane. Rator to ft* raapacth* Inwtructlort* tar
Uaa

Suffietont adhaaton pafformane* on compoat*
auifacaswat provad using CaRbra Caram CaRbra
Unharaalor SmirlCamz2 a* «amantt Trathodl Sad
Cuwia Acthattr (SCA); rafar to TEC-18M. TEC-188-
39 and TEC-188-2S. CompadbMly of Prtma&Bond
Unharaalwth SCAha* boon provan; ratorto TEC-
188-28 and axtomal In-viro stuiRas 14.1520 and
141527

IFUof K-188 WimaSDond Unharaal aliputoto* ftat
Rgftcuring of adhaaho layar to marrdatorywhan
other du<ur* and aaff-eura raain oamenta are
utad than Cafcr* Coram, Caftra Unharaal or
SmattCane. Rator to tha raapactiv* Inatructiom tor
Uaa

N9

nobt afcaptoat

Rm aocepianct

aceaptabl*

aeoaptabto

«ccaptsbl*

RKnerrasaESK
WaRara Maftnaftman
geptoil / vifwzleft

u
It

DX/ OTC
pQrineervefheO piaindivrairv

lewTivd
oiFaxn

(Y

RIiNmakzs*vii
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--- >\Wwalo«» hd»od
Nroonli rmIBnion

« ofhann « UtwHhood of MKiro oecuroneo k UkoWtood of faliuro dafactlen

5o Q MeTidi MW"

Haim
Natateton tea* of Mkaal tnauUftont adhaaton to
tiMBraeon aflir ahort
3
Raatofalton naad* to ba
manwvad dua to cHhtoay
non accaplaNo raauHdua
totaatMleua
3
and dtocotoraeon aftor
«iMttHma
2

Oaflhttottfaiifiartto

Hon caweat— yaf
Pikno4Bond IMvaraaf ww
dreonto avifaea

Notcuring dia

eurof ehandeal cura
(maei)acrylato main baaad
eamait#ten Callla
Cafam, CaNal IMwaraal of
SmariCantf lauaad
(naaviaa)

PrimaeBond Univoraal aitih
tircenia aurtaca

Notcuring tha

ewa/ehamtoal ewa
(matfi)agito laato basad
oamant ttian Casima
Caram. Caftra OnNaraal or
SmartCane la uaad
(iMauaa)

NorvoontoatIMIlv of
fttoweeond UnNareal w«h
droonia auriaea

Not curingtha

anathar dual euraor aaV-
cwrai chamtoal cure
<maVijaerytoto raaln baaad
eaward VianCaMbn

Caram, CaAra Unbmiaal on

SmedCane lauaad
(mieuaa)

DENTSPiy DeTrey GmbH

MeBsaaHnmn cur
FaMar-r Oefilhidunge vefma«dung

Lyb'4Mnesifi'o*  UTATIUIT m

eufward atoaton paitoniuiaja oncbunia atatacoaiiaa
prorad uaing Ca>ra Cofam. Cafcra IMraraalor
- >

mafarto TEC-ia»«and TEC-iee-ZS. CompalMly of

Miw Uand UnNataal «lih 3CA haa boon prooan; lalar to
TEC-1ee-3e and oxtomal to-vtoo atudioi 14.1520 and
14.1527.

curing of adhaoNa layat la mandatoryadtan othar dual-cura
and oat-aura raain canwrdaaia uaad than Cafcra Caram,
CaNera UnNarial or fimartCam2. Rafar w tha laapactiva
Inetiueeena for Uaa.

SuMefard adhaaton partOrranca ondreonia aurfaeaa waa
provad uaing Cabbra Caram. Calbra Untoanalor
SmartCarre a0 camaraanthout SatCuraM M M (8CA);
rafar to TEC-1ee-8 and TEC-iee-2S. Compatibilly of
rAliia>6uiiil Univaraal «W 8CA haa boon prevan: rafar to
TEC-1e~2e and axtamal bHrilroatudiaa 14.1520 and
14.1527.

IFU of K-iee PrimaeSond Univaiaal atiputotaa tw i IgM
curtog of adfwaNa layar tomandatory vifian othar duai<u>a
and aai auraraain camantaaia uaadthan Caftra Coram
Catota Unfvaraal or 8maflCam. Rafartotha raapactiva
inatrucitonaferUto.

SuNdard ondreenia

provad uaing Catbra Caram Cafcra UitoiaiMf or
SmartCane aa eamaidawtthout S at Cura Aettvator <SCR)
rafar to TEC-iee-e and TEC-iee-25. ContoattoOly of
thbiueBuml Unfvaraal wiNeSCA haa boon provan: refer to
TEC-iee-2» and oxtonwl to-vtoo atudtoa 14.1520and
14.1527.

IFU of K-iae PrimaeDond Univaraal aUpulntaaM  Ight

and aat<ura raain camanta ora uaad than Calbra Caram
CaNera Uttoraraal or SmaitCom2. Rafar totha raapacdva

De-Trey-StraflJe 1  ~
D-78467 Konstanz
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dfalM
Oronwria

MeRratanwixur

P
o> U)o /v Dr>mm
ritUeAtoram «ffduy
Oilutai

Sufitctord adhaaton parfarmanca ondreorda
awtocaa waa pravod uaing CaAra Caram CaAra
Uniraraalor SrrwtCana aa camoidawthout Sat
Cura Aetvator (SCIO; lafar to TEC-16S4 and TEC-

aCA haa boon proven: rafar to TEC-1»e-2e and
adtomal to-vtia aiudtoo 14.1520 and 14.1527

IFU of K-iee PitnalSond Utdvaraal it>utoHa tiat
IgM eratogof aAoatva layar la ntondatorywhan

uaadthan CaAre Caram CaAra Uitoraraalor
SmaitCarrC. Rafar to tha raapacOra inMtuettona for
Uaa. .

Sufftofant adhaaton parfwntonea ondreonia.

aurfaeaawaa provad uaing CaAia Caram CaAra
UntoatMIor SnwtCam2 « camantawlheui Sat
CuraMhrator (SCA): refer to TEC-18e-5and TEC-

10e-2S. CorTpaHbAyofPrtmaeeendUnbraraalweh .
SCAhaa bean proven; referto TEC-ies-2e and

aatamal bhvlte atudtoa 14.1520and 14.1527.

IFU of K-1W fhimaeSond UnNarial Miputotoa M
IgM curing of adhaaNa toyer la mandatorywhan

uaadtwn CaAra Caram CaAra Un”taal or
SmartConC Rotorto tha roapoctNo btobuetlone tor
Uaa

g>dhdar< adhaaton paitorintow on droanta

irafaeaawaa pravad uaing CaAra Caram CaAra

Urdraraal or SwarCantf m canwrtawAout Sat

Cue Actvator (SCA); refer to TEC-10S4 and TEC-

iee-25. ConvailbAy of PrintoSBund UnNarial wth 1
8CA haa bean proven: refer to TEC-1ee-28 and

~atomat Irt-vtto atudtoa 14.1520 and 14.1527.

ru of K-1W PibiaeBuiwl UnNarial diputolii f t
IgM ccalitg of adhaalva layar lamandatory wian
othar dual cure and lat-eura raain camaMa ara
uaadtwn CaAra Caram CaAra UnNaraolor
BmattCanti. Rotor to tha raapactNa awbuebona for
Uaa

-

peenensmsHfA
ttalbookwptoM
gepAdu verWideit

Awx<mnca Cortra Msnaivi
Avartwo

parmwo

aecaptabla

acoaptabto

aooaptabla

aecaptabla

aecaptabla
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CWHIHOIMIWII— »
Méa bl OeflhrifvngMifMelw
P*hrd e«fihniui>Q»>VMnMIdin9

BnMMKy of MtmM
uoodfof pwf ctnontoHon
(CofoX Row. RuoroCoro
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SufHctofd odwoton poHomwioo to ftoar pron
uototCoooXRowfRoofoCof 2*IH Gin*tookotnnth
Riri»*euctoUntowWndSo>Cian/tett»otef(8CA|:r
to oitofitol kwtovohjdy 14.1541.

IFU of K-1M PtoiwABHto Untoond tolpotolii M id*
odhoitodSCA toyof bofoto — owing of odhoodo toyw to frwnddogr boforo pool
fof

COin EAR modo toufneofilly Nd* *Vafi
T 11 Ight eurtne (HMMuro modo). Rotor to TEC-1M-

IPUof K-iae PitmoARond Untoorod diputotoo tod
olcMrinao modoto mondotory boforo pod cotnontobon.
Rotor to too roapoc\Avo Inatniettono for Uto. Adhootort

mtofwo In ovon In ooV-otoh modo to oufReonUy high
Nth igM ewtog of adhoolvo layor (Urol foHwo mado). Rotor
t0 TE0155-27

Adftocionto vonoor toouRidoM odhootonto  Non-oompaitoClyof Shoor bond drorrgih tooting to caraOcwih Primo&eond
PitotolBond UniroroolNith Untoorod and Catora Vonoor ohowod oufilctontly high

togof
on eoromic tio . Rotor to TEC-ISbAd

angd tooltogto onomd «+« RfmalBond
2dtora VVonoor, wMlo RgM<wing Iho
adhoohro layor 00 wol oo too comontthrough a cororric di
Igitocwing through vonoor
u dedh
IgM owing toogtovdontto dwcdly proven odhodvo
PronolBondXP Rotorto TEC-ISe-45
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Miwihnwn iw

provod wofeig FhiofoCoro 3+CoroX Row In
eonMwiion «ih Mmo48ond Untworaol and
QuoAdhaw (SCA): tofd to Tec-188-37.

1f to ectormikovipo ady

IFUofK-lieP

IgN owing of odheehfo toyer to mendetorv boforo
Eomontaben. Rotor to Nootocpod too

Inolrucliotwtor Um

IFU of K-185 Rimoteond Untoorod dipMidi
leh&rtoao modo to mondotory boforo pod
irto tho roopodtoo toatruet

Shoor bend dron#h tooting to ceroo* w
PtonotBond Unhrorod and Cdtoia Vonor
outidordy high odhoolon potformotioo d
Ndioul IgM adng of odhootoo layor on e
Ola. Rotorto TEC-185-44.

PrtnolBondXP. RofortoTEC-iee-45
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b«oTbl and attamai twibo vottficatlon of M B Uniroiaal in
aoMeh and atcMrinaa moda ravaatad aufiMant adhaaion
Milbulbn on

tooth tubatiat*

atlaaat on tha laval of axMne elMealy provan
adhaalwa ayatacm. Thaaa raaula ahowdipt application of
fMialBund Untvataal aecordingto IFU laada to afhclant
adhaalya Nyarformation. Kafar to T6C-16B-9Band artamal
Ifviio atudlaa 14.1910.14.1911.14.1912.14.1927.
14.1529. and 14.1539f14.1939. Application propa/laa of

M B Unlvaiaal warn vaitiod in a dinleal indwuiaa
avatjadon; rafar to WE Raport KO PrimaSBond
UnWaraal. datad 2015-06-22.

VlaeoaHyla ooitreead by the formutotfon. Coned

iaunder procaaa by
HAHAP-3aB. MPC-144, andSPE-424.

“acoasy of WmaBDond Univaraal la apadRad «thin SPE-
424,

InhomoQonoous application Btop-by dap toatrueUontothe IFUof K-168 Pr>idégund

on Nestooth sifbetrato

Appiod amount of

Univafael adviaaa that tha adhasivo ahoukJ have a uniform.
gloMy appaannca andto apply additional adhoaivo if
nacaaaaty. Refer to the raapadiva Inatrudlere for Uaa.

9top by atop toabucHon to N IFU of K-186 PitmaABond

adhaih>i lanotonoutfito  Univaraal adviaaa that tha adhaaiva ahould havo a uniform,
aehMvo a homeganaoua  gloaay appaaranoa and to apply additiorrai adhaaiva If

layw

Daai* of Convoalion
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nacaaaary. Raforto Bm raapadha toabudiot» for Uaa.

of PitiatOuid Univaiaal induda

Rbalien. rotor to HAIHAP-949.

PiHtoieond Unlvaraal eobluwk» liquid monomaia only.
IniVier and inhbitor ayatam oorwiata aokd compounda to
lowamounia.

totoriMI to-viro varatcation of M B Urdvaraai In lad aleh and
michAitoaa moda ravaalad that ihaar bend abanyth <vea
«thin apacfleabon according to V6V-186 0. Rotor to
TEC-iae-39. Fonnulallon tooling of Prima«Bond
Manufacturing PiutotyH wilh raapod to margtoal totagrty
toad on

and
Iha laval of axMing cMcaHy proven adhaaiva
Rotor to axtamai irwibo atudlaa 14.1910,14.1911,14.1912,
14.1527, 14.1529, and 14.1538/14.1538,
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Sorror Mr*aurt to Uetsi uamoc
jluetbzat, drauv

DO

IFU of K-186 tMma>Bond Unhataal aPrtaaa to
eenbol urdfeim gtoaa of tha adhaaiva layat. Rotor
to Bn raapadiva todrudioraferUaa.

BuBi matarial and maradadurtog protoeol are
chadtodtor QC ralaaaafor ovary batch, rafar to
SPE-424

IFU of K-168 PrimatDond Unlvaraal adviaaa to
eenbol uniform gloea of the adhaaiva layar. Rotor
to Bn raapadiva betructfonafor Uaa.

IFU of K-188 fbimaABond Udvoraal advtooa to
oortool uniform gloaa of the adhaaivalayar. Rotor
toBw raapadiva liwbudiona tor Usa. >

iMBi a eartinprobaWByracogntabta for tha
dantlaltv viaual eordol

BuBc ntotorlal and mamifadurinB protoooll are
chadtod for QC ralaaaator ovary batch, rafarto
8K-424.
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21 Aepteavooof adhotifo (n Scrpw cap botto caniot -
primoiv podaging bo oponodcMuNeg In
dtaootWaetlen and miner
ditcondort of eatomer 2
22 Rip-Top” (FTC) botBo
cannot bo epanad
raayling mdasatiotoction
and ninor dlicondott of
23
2
24 Unt dee# eerwwar
iweUwhg In dissatlefaelioo
and minor dbcondort of
25
2
2e Protodienol odh»»w  Centominaben and
durtng slorogo, Ironoport, - daptabng of prbnary
podagine
3
2r GaMngofaciaeiwaln(ho
botHeupon
axpoaura. adhaalve & not
2
26

Ref. SOP-FE-OOe

X LHcoHheod OfiMuro doMolton

MalftolifttoH zur
FdMdfV GdMhrdungS'VdrmeMung

KwfBcha Oaflhidufn eanterdungauraactto

* otentai H(ua'f
Forcatodot# bollh  Uaa of wrong torgua aattfeig Farcato apenaconbola during ha fing procadn PE>
during Mng piocadua la durirtg (Wing pfocadura
too high
Foroa to pidi offthe FTC it not cof nrulau InPm_FTC and bolHa ate manufadurad aceordkigto

andlorto proc lafar to PM3-2814 and PM8-2815. FTC and
puah (ha cap latoo high botda am conbobad at auppKar bafora ahipmant.

FauPvdaaign Intatnal kwlire rariBcation of FTC boOto accordlng 0 OAV-
197 V02 mvaalod accoptable forcaa and
proparbaa; rafar to corraapondtog Daaign Review Repon
DRR-197.

eaking L UardRir of bam al aupptor accordk” to SOROK
poMto thick eontainar lowarbodiatat 01D

Tranacodani for Ming
Fitoig of SUOwNe Mm#4Bend Univamal laa vabdatad
procata: rafarto OQR'109 and PQR-109.

FauPydetign Daaign of SUO iawab aatobbthad in marimt und uaad for
many olhar datdal adhaaiva. intarnaly aa wal aa by
unipatbkxi. PrimaADond alact nma launched In SUD. for
poet marfcat aurvallarao dato no ftodkiga have bean
raportod.

Lakaga of atliaatoo  ScranrCap/FTC and/or  SuAabiMyof pravury packagkig «ms proved In IATAtoatkig;
upon doraga ard droppardoaanotdoaa  referto SFSV Prolbaricht 7492-10. dated 2011-04-20

tightto coax bowa. Capof  (aeraw cap) and BFSV PrClbaricht 1797-16. datod 2016-04-

tho nBdot# eontainar 13 (FTC). Atmnapeitatien teat for acraw cap botba aytoam

doaa not doaa tight. with PrimaABond XP/ XP Bond ravaalad aufftolani
robuatoaaa during banspori RaauNaare atao vahi for ottiar
OEMTSPLY edhaalwa in aerawcap botUa kiduding
PrimaADuiid Univaraal; refer to RAT-338. A bamporttoat
for SUOwdh PTrenaABond UnivarMi revealed aidiwant

banaportteatfor FTC bottlawRh PrimaAOond Unharaal
rafarto TEC
166-32.Tighinaaa of FTC bofUawaa addbionaby veribad
imdar raduoad praaaura; refer to TEC-197-11.

tnauMdant light Plgmarttbon ofthe betH. L i~ protoebontotting of actawcap elver (K106295) ahowa
protacting eapabilWaa of - cape OfSUO body/doaa rat. auHidan! NgMdanaily. Ratfar to Monthly raport ULE. MI127,
bowaleap providaa auffidantight  20054)4. and Lab)eumalLAN-6-e3-1. For cpw botba btoch
danaily. (K106080) aufbeiant Byhl pretacBon haa already boan
provedwabi MmaABond ffT. rafar to PC0423. Sutndafa
IgM pretoebon agimat antoieta Ight tor FTC botUa.and SUO
In coniikwtlun v4NefTimaADend Unharaal haa bean
proven; rafarto TEC-188-19, TEC-186-16and TEC-ieB43

Oaaign end Mnanaiera of eoax bottle btoek (K106020).
actwreapalfoer (K106296). Fbp-TepOip black/blia

K . and FTC bottla btoek (K106026) am apaciflad in
PWS-tOei. PM8-131S. PMS-2614. PMS-261S. D et«i and
dbranaloiM of SUD am docuHBntod in product apocTeabon
TO FOD000066 by Tranacodant.

80(Oaw«6 notttdeh anough Oeeign and dknaneloneel coax bottle btoek (K106020), FTC
bottla black (K106026) and R C botba bghl gray (K106028}
am apadfiad in PIMS-10ei, PMS-2614 and PMS-2675.
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Sontor Maaai/t to t>wrt
Lpyrerel

Forca to openla eonbelab duringtha fling
procadum PF-170. Ftbad primary packagino to
cainbtibait aceordtogto ALL-013.

DaratolwtinotiM

Forcato pul of tha originelily seal to uiidiutoil
during ineoming gooda inapeeiion; raforto 1M 42.

Danttot wM notica

Sialbig tocentrebad at Tranacodant during Im
procata Afinal teat accordingto teat toabuetien
PAWOK-044)D1D.

fWid SUD toconbolad according to SPE-439 2 2

Danttatae nottea

Force to open acraw cap bottla to coidiobad durng
Iha Ming procadum PF-170. Ftbad SUD to
uinbubad accordingto SPE-439. FBad primary
pactutfiig to conbolad aceordkigto ALL4)13.

Oanbat wB noliea

light dartotty of acraw cap bottla chackad In QC
(PIA00E). Ughl danailyof PTC bottla chackad In
QC(PU4>43)

Danttotw i notica

UgM damHy of acrawcap bottla chackadin QC
(PW4s16). Light danailyof FTC botba ehadtad In
QC(PMA>43).

Oanbat wH nottea

MtorMtCaMBas »-—
We*ei9 MttSuahmeii
gaplani/ varffizlaft

1oy f2?

accapianca rmihar Conifc Meaaffi 1ABroM
Mamed/ varfiv dFMn
aceaptabla
UMEVttuttxviBtth RE 062016
PrUiaieondUriverMih
Cixctoacc.toDVP-197
A revedadstiBoert
tabl xKrmanuncaaM
acoapiadla BMtKkon of cueMmerweh . 1
~TChollto. Raterto UE
Acenri 130345 (Mad 2016
0706
acoaptabla
kdnuaaavMiilion (HE) by RSE 010)16
Qlincal Allaire (CA)
cortemadthalSUOis
utsOtofsf corical use; refer
aeeaptabla KHE-Repertk-18e 1 1 1
EvakMionof PABactm
SUO.dtted280(2016
aceaptabla
aceaptabla
acoaptabla

d?r. 0jT eoyf

RteBto-doeginz

RArceworr.

accetZfDle

aeeaptabla
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Nf. FunktloMn nWgtefMT Schadon

TWilMem

29 AalictiBn of «dhosbx  MiMod vtuodiltrtffdcOng
during Mong*. tn*po(t.  ppNcdion pregortidt
um (COM)

EvaponOon of totvont
upon «torago and

FTC/Seraw cap and'Of
droppar doas notetoM

M69Ich9 Godhrduno OpfihfdungeurMelM  MaVtalmwfi zur
Fthi*r</ Gentirdungs-vermaMung

Umiux» 0 »von *

For aHvar aerav* cap (K106295) and atvar droppar
(K108294) awiabl/Kyfor PrtmaABond XP / XP Bond waa
(Ocoax botflaa. Capof varltod In eormbnaBon wiNeorange coax boOlo (K108284):

8UO doaa notdoM tigMto_ratar to MortMy raport ULE, KATM27.2006-02: Labjournal
8/IM-3-20<H. Aa gaomati>f dbnanalona of oranga coax
beoii (K108284) ara ManHcal to black coax bottia
(K1080B0) uaad ter PrimabBond Univaraal avkablHy

coax bofUa.

210 PartnaabH)r of boOMor
8U0 eordatoar

R«f SOP-F£-00e
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atvar acrawcap <K108295) 1aArar droppar (K108204)/
coax bottle Nock (KL0802®. SpacMcatlor» ara doeumantad

In PMS-1081. PMS-1329. PMS-1319.

Mvhin dawatopnani of FTC bottte ayitom aUtobWywaa

dmartaiona. Dazign arrd dknanalona of np'Yop-Cap
btactoblua (KL0B027). biacfcibiaek (K106861) and FTC bottia
biade (K108028) and 8gM gray (K10e026) ara apadnad In
M]le-2814, PM$-Ta08. PMS-281S and PMS-2875.
Tighbtaaa of FTC bottiawaa auecaaafullywatad undar

taducad praaaura: rafarto TEC-197-It.

SUDlawal iilabjahad Innw 1y for denial adhaateaa.

Daaign and dknanaione of SUO ara doeumantad In product
O by

Tightoaaala eonttollid at Tranaeodanl dumg n-proeaea t
final toataeoordteg to toat Inattuetton PAV9<3K-040010.
FVtog ¢l SUDwth Phma&Bond Untoaraal la a valdatod

procaaa: raterto OQR-109 and POR-109.

Screwcapter K-188 PrienattOerd UrPraraal la automaHeaty
mourdad by IMA mae\ha. Force to open botCa la apadfiad

Inthe fHing procedure PF-170.

FTC (or K-188 WnwiPond Univaraal la autofnallcat]f
mountod byZallviaig tnaeWha. FHing of FTC bottiawtth
PitiiatBurid Univoraal laa vakdatod procaaa: rotor to OQR-

110andPQR-110.

For ahalT Ho varWeatlon of WmaSDond Univarul In FTC
bottia artd SUD aofvart toaa haa bean conafdarad. Raavtta

d.

ravaalad that product parforwanca waa rwt aftoctad
dataend aotead toaa; rotor to TEC-188-18 and TEC-18e-
19. ReauRa of ahattHa varifieaBon of Prkna&Bond Univaraal
in acraw cap bottia and SUO ravaalad no knpakod adhaaion
partenrwteafor real lime Mmplaa: rafarto TEC-18822 and

TEC-188-40
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Siteor aeroweap <K108298), allvar droppar
<K108204). and coax bottia black (K108020) ara
eonboHad during biuwitng good» toapaetton
aeeordtogto PM408. FTC and bowa ara controttad
during hcembiggoedelnapeclion accordingto FM-
042 and PWCA43. FHad prbnary packaging p
conttoHad aecordkigto ALL-013.

Daaign of SUO lawatt aatablabad bemarirat and
uaadter many otttar dantal adhaalva. Intamaly aa

iTpetwon.

laurkfwd In SUO. tor poat™naikat aurvallanca data
no findinga vriti regardto alarad vpcoaity and
aftoctad appicallen propartfaa fw a bean roportad.

Siaing la cuidrella) at Tranacodard during Irv
ptoeaaa S final teat aceordkig to toat inatiuetion
PAWOK-04-001D. FMed SUO la conlroilad
accordkigto SPE-439.

Foioato open acrawcap bottto tocortroltod during
the iMing procadura PF-170.

FTC bottia tyitoni p netkdandadto be opened by
ramoving the cap bom ttw bottia, a0 that Bghtnaaa.
P datarminad byexact(It of FTC and bottia.
Oknanaione of Flp-Top-Cap btockiblua (K108027),
blacWhlack <K108881) and FTC bottia black
(KKOGOre) and RgMgray (K108028) ara apacAad n
PM3-2814. PMS-2808. PMS-281S and PMS-2975.
FTC arid bottia ara conirelPd during kwoming
good* Inapaction according to PM-042 arid PV-043.

savor acraw cap (K10629S). aiPar droppar
(K108294). and coax bottte black (K100020) ara
uiiibulPd during tocon\Wig good* I

accordkigto PkMXS1. FTC and betll* aia centrolad
during Incoming goodalnapactioo accordingto PM-
042 and PM-043. FSad primary packaging p
controHad according to M.L-013.

D*ngn ef SUO Pwal iMablPhid Inmarbat and
uaadfor rrarry ottwr dantal adhaalva. kdamaly a*
wal aa bycompetition. Prima&Bond aloct waa
Purichad In SUD, (or poat-markat aurvoHane* data
nofinding* vaNeregard to alarad vPcealty and
aftoctad appleadon propartta have bean reported.

Hblioakxpkas
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CWOMPMMRMDN
NI FiMihttonon Wgeefwreehedw M6«lletw OefUiadune (SdMhnlungtu nadw
p i
1w
Lty Hararo
METI
21 AoIMtlon of OdfiMiv* RoduMd ddhoclv* Contentnattan of tha MgraUon of
during Morog*. gtmport. tfrongO) adhativa ivNe from (ha primary packaging
uM<eont) eomponanta fromtha
beOIB, droppar. cap or
3
212 RoduMd bloooTpoObMy Cordaminallon of the
eonponatua fromtha
beOla. droppar or cap
(cort)
3
213 Roducod thofirel MabHy Raducad tha« Notnlha  Tharmal dayadatwn of
<2ywse24*C scrawcap beOa. FTC  Mad malarial
(goNntf. no apgicition botCa, SUO-Rauid
eonpWalv gelad
2
214 Roducod adhoatua RaducadthafNalnOta  Tharmal dagradtOon of
«crawcapboUt. FTIC  Mad material
boOi. SUO-KquM
parttalygaaad
2.15 Ugiid eontatna aokd CryataKatbry pradpRaden
of monomart Inalda (ha
3 droppar; bottia at tvn iquid
2te Contominationwth hgMrwae duals (ha Mbig
Invutliaa from (ha botba. procaaa
cap or SUD oofTvonaika

or during Iha fffirig

from pr
fY>nad0ond IMvaraal «aa found wiihin laaching tazta.
Rafarto TEC-1M-7, TEC-188-17. andTEC-197-16.

Chamieal compaaldon of coax botSa blaek (K106CBO).
droppar alvar (K108294). acraw cap aRuar (K108295). Flp-
TopCap blacldbkia <K108187). P51(>. Top* blacklllack
(Kiogggi). FTC bolLia black (kiogore) and FTC bo(Ga Rghl
pay (K106Q2Qla apacffad In PMS-KMI. FM8-132S. FMS-
1315. PM8-2614. PMS-2eiS. PM-25T5, and PMS-2ace
Riyilologleal daoranca cartfUeata of uaad corrponarta la
partofapadfleationaPMS-10ei, FMS132S. ms*1315,
PMS-2eid. PMS-2615. 114-2875, and PMB-2806.

Aooalaralad ahaf Ifa loeling of K-iea In aerawcap bowa
ahoaathal at 24*C an axtrapoletad ahaff Maof 2 yaaracan
ba pradictad baaad on Shaar Bond Birangth data: rafar to
TEC-1BS-13. Raal bma data availabla for approx. 1 yaar
lavaal auticiara adhaaloo parformanca in acraw cap boMa;
rafar to TEC-188-22. For ahalf Waavahiatbrt of K-iae In
FTC boOa rafar to TEC-168-18 and RAT-706. Aecalaratod
ahar BratoaUng of K-186in SUD ihowo that at 24X an
axtrapofatod ahaV Ifa of 2 yaara can ba pradietod baaad on
Shaar Bond Shangth data:rafartoTEC>ieB41. Raaltima

SUO; rafar to TEC-168>40.

Wondyabon of conponaraa from prlimry packaging of

inlvaraai waa tound
Rafar to TEC-188-7. TEC-18B-17. and TEC-197-16.

Chamieal compeaklen of eon bolLi black {K10802(3.
droppar alvar (K10B294), acraw cap aihar (K108295). Fith
Top-Cap blacldblua (KIOBOeT), Flip-Top-Cap bisexlLiaek
(KIOeeBI). FTC botba black (K1060es) and FTC bowa Hghl
gray (K106028) la apacflad In PM8-1081. PMS-132S. PMS-
1315. PMS-2614. PMS-2615. PM-2675. and PMS-2806.
daaranca ia
partof apocification8 PMS-1061. RdS-1325. PMS-1315,
PH8-2814, PMB-2815. PM-2675. and PMS-2606.

Fecafaralad ahaV Ba toadng cf K-156 in acrawcap botia
ahowad auffidarg tharmal stabBty. (Marto TEC-iae-13.
Raal tima data avalabla for approx. 1yoar ravaal aufficiaid
adhaalon parfenitonca and no gatobon in actow cap bottia;
fotor to TEC-188-22. For aho8 Mb evaluation of K-168In
FTC botSa rafarto TEC-186-18and RAT-706. Acealarahd
ahrf Notoaling of K-188 In SUD ahovmd aufficM thormal
ttobly: rotor to TEC-186-41. RaaMkno data avalUfo
ravaal auflleiarf adhaalon performance and no gelation bi
SUO; rotor to TEC-iea-40.

ikeealaratod ahattm# liNIng cf K-188In acrawcap botle
showathat at 24*C an axtrapolatod ahaff Bocf 2 yoara can
ba pradietod baaad on Shaar Bond Strength data; rafarto
TEC-168-13. Real tima data avaHeblafor approx. 1 yoar
ravaal aufileiant adhaalon portonnanca In acraw cap botUa;
rator to TEC-18e-22. For ahaff Utaevaluation of K-18SIn
FTC botSo rotor to TEC-186-18 and RAT-706. Aecalaratod
ahaff Ha toftkig of K-188 In SUO ahowa that at 24°C an
axtrapolatod ahalf Ma of 2 yaara can be pradtotod baaad on
Shaar Bond Shongto data; rator to TEC-185-41. Real tone
data ayavfebia ravaal auMelant adhaalon portormartoa bi
SUO; rafar to TEC-188-40.

The k-aaatabMiy of PitiatBuixi Unfvaraal waa proved by
Miauat axaminatibn and arlhaalon maaauramanta altor
aknulatad uaa (atoraga at 2*C/ 24*C batwaan uaa over a
longer ffma range) bated on manufadurirtg prototype of
fhiuatBond Unlvaraai. Naffhar a dacraaaain adhaalon
parformartca nor aod partictoa ware obaorvad; ratorto TEC
186-22 and labjournal MSOS81-1/2, MSO-S-83-1/2. SPO-
2102,

FMiog proeadurafor FTC boOto: AAAAP-188, FWig
procadura for acraw cap bottfo: PF/PFP-170.

Incerring Inapaelton of cordaltwr, cap andfiBng matorial el
auppiar accordtog to SOP-QK-010 and PAWA-01 -0100.

proeaaa at TranaeodartlavaUidatod; rator to OQR-
IQB/PQR-iag
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etrakn
Qoautract

MaBnahmen zur
raWarantdactaing

Wattan M6BnMunen
ggpIHM j vartftztait

Somo maab* 10 ' »iar<

toaptanca Funner Cofircl Mearure*
toiluratiHvaa) R I/ varPed

o tidgralion Ofoomponanta from primary
pacMglttg of PtimaEDond Unkraraal waa found
‘within laaeMng toata. Rator to TEC-188-7. TEC-18s-
17. and TEC-1S7-16

Chandcal cempoaMon of 0oax boMo biack
(K108Q20), droppar alvar (K108294). acrawcap
alvar (K10e285), Plp-To"Cap bfockfoluo
(K10e027), FIp-Top-Cap btockfotoek (K1083B1).
FTC bottfo Mack (K106026) and FTC boOa Nghi
gray (K108Q28) la apacitod In PMS-1081. PMS-
1325. PMS-1315. m8-2814. PMS-2815, PM-2675.
and PMS-2806. Phyalotogical etoaranet: carHicato
of uaad componanto It partof apaciteattona PMS-
1061, PMS-1325. PMS-1315, PMS-2614. PMS-
2615. PIA-2675. and PMB-28D6. 1 1
Aecalaratod ahaff HatoaUng cf K-186 In acaawcap
bottle ahova that at 24*C an aidiapolatod ahaffUa
of 2 yaara can ba pradWod bated on Shear Borrd
Strength data; ratorto TEC-166-13. Real bma data
avalabla tor approx. 1 yaar ravaal aulHdanl
adhaalon porformanca In acraw cap bolLkx rator to
TEC-iee-22. For ahoV Mt ovahiaBon of K-186 In
FTC boMo rotor to TEC-ieS-ISand RAT-706.
Aecalaratod ahaf Hatasting ef K-168 In SUD ahowa
thatat 24*C an axtrapolatod ahaffM ef 2 yoaracan
ba pradletod bated on Shaar Bond Sfrarigth data;
rator to TEC-165-41. Real thiM data avalabla ravaal
auffictont adhaalon porformanca In SUG; rotor to
TEC-11640.

No rrinalton of cerrvononla from primary
parAaging of PrimoEBend Unkraraal « M found

wMiin loaehing toato. Rator to TEC-166-7. TEC-iaO-

17. and TEC-197-16.

Chamleal eepoaMon of ooax bolLk black

(K106020). draper alvar (K106294), acraw cap

alvar (K106295). FRp-TepCep blacfciolua

(KIOOTT). FIp-T o p~ bfockfofoek <K106681). 1

FTC bollla black (K106026) and FTC bollla IgM -
gray (K10603/] la apacflad In PMS-1061, PMS-

1325. PMS-1315. n4S-2614. PMS-2615. PM-2675.

and PMS-2806. Phyaielogical claaranca canfleata

of uaad eomponanto la part of spaclicaiiona PMS-

1061. PMS-1325. Mt0-1315, PMS-2614. PMS-

2615. PM-2675. and PMS-2806.

Appieation of adhoao only ea liquid poMibto;
danatlttwB nosea a Iquid eaiTpMaty gated.

acceptable

accaptobta

1 «ceaptabia

Wih aeartoln probabMy raeogniabla for ttw
darffWw by viaual epnfrol

acceptable

VWh a eartain probability rtcognizabla for tha
dartoat by viaual cortool

FML14 proeadura for FTC bollia: AAAAP-168. FNing

proeadura for acrow cap bollle; PF/PFP-170. SUD:

Incertfrig rapocllen of eerdalnar, cap and Mng

matorial at auppiar according to 80POK4>1Dand

PAVI-QK-01-010D. 2 2
iAMt a certain probabMy raeognliabia tor tha

dantU by visual eorblbl

Ineftsfor™

DVrotcantiwer
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elraw ocanvtteT
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during um in (Inot* UM
(8U0) mod* (febUM
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223

R*f. SOP-FE>00e

Mdgtchvr SehadM

DintH n**di *eond
drop for epplestion e<
~uActoM Mnoijnl
muting IndNMUtf*cBon
and trinor dheoiTftrt of

D*ntM im dt Mcond
SUOfor «ppReatton of
wflcausi amount
muting IndioMMfaeUon
and rrfnor dfoeomfori of

OantMcaraMda**

Inainclan! product
pariormane* duo lo
tofoanl avapoiatiort

Wactfon by bfofogicai
eroM oonlamination

MegSehe Oeehidung OaniMdungsursaeh*

Prop «teal wilgW par
drop 1* not aufficianifor
appBcatien

SUDdo** not coitato
arrough matariai for
application

Drop bydrop appteaton
eanawt b* conillad.

Liquideftm ol of FTC d
btoekad

RaHMCfUntDoa*
Contiinar

Ra-ua* of Urdt Do**
Confolnar for dHfarant

CouM of I"e Han'cr

FauHyda“gn

Fauty IBIng at Tranacodant

Th* datignalad Mfog
vokjm* of 0.075 mi
rypnadDond IMvaraal to

Oropparichannal and liquid

TNn ploabe toyar In liquid
ebanwt by Infoclion
making preoa**

Nolabaling of *ingl* ua

Newwning h foatruetion*
for Ua* notio r*-u*a Unt
Do** Conlalnar

No tobafing of singl* ua*

Howarning in Inatnictions
for Ua* notto raum Unt
Do** Conlalnar for
dVforani patiant*

P«M*r/ Gefltofdunge-veimeldung

VyfoigM par drop ha* baan aueeaasMiyvar\Wod wilhin
inlamal th-vIro variBcation according to 08V-197 VO2; rafar
to TEC'197-12. Eaay and aumefomdoaag* of MmadBond
Univaraal In FTC botoa ha* baan varinad to acMeal in-
housa avahiaeon; raforto IHE Raport CR-197, dated 2018-
0415,

Ineorting Inopaclion and Idartityvarticaliongfcantalnar.

ap and fMng material at aupplar SOP-QK-
01D and PAW-QK-01-0100. Filing ptocas* at Tranacodant
tovaMated: raterto OQR-109/ PQR-Oe.

FNeg voluma of MrTratDond Lfotoaiaal In SUD ha* baan
vorillad during inlamal g:ytre varllicBtion: amount of
MmaSBond Univaraal Kdumcteni tor 2-3apadnatw of
SBStaating accordingto PV-312.

Eaay arrd auffleteta doaag* of PranaSSond Unfoaraal in FTC
Ma ha* baan variliad Ina dnlcal It>4ioua* avaluallon.
rafar to IKE Raport CR-197. dated 2015-04-15.

Liquid chatmal to contretad during Ineoming good*
irrapaetfon: raforto PM-042.

Labalingwth alrtgl* ua* plctogtanvn on padtogfog.

warning not to ra-ua* Unt Do** Contalnar and Idardlfieation
of Unt Daa* Contalnar a* aingl* us* davic* indudad Into
Insirucllorw tor Ua*

Labaling wth sinpla ua* pictogtamm an paekagkig.

Warning not to ra-ua* Unt Doaa Contalnar for dilTarant

davic* and riaka causad toyraun* ar* ineludad Mo
Insbuclion* for Ua*
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InhouB* avatiaton OHE) RSE
by CMeal MfobafCA)
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Butabl* for cMeat uaa;

raforto INe-R*port K-185
Evaiuslionof PSeacliv*

SUD. dated 28.042018.

User Evaluainn with RSE
PrinaieondUrMrsal In
=TCbalHeacc.toOVP-197
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laisbciion ofcustomer weh
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Report 13,0845, dated 2015
07-06
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37 Reduced edheifyo
oeengRi

Ref. SOP-FE-008

Méglcha Qaflfirdw>9 O

ur
FaMar-fOanhcdunga-varmaMimg

iMetaga of aal for Strei Inan opan
nXdW) andfor 30 min In a cfoeed CIXdah doe» notlead to
Impaired aditeaion performanoe; refer to TEC400-30and

Chotteoef /aperaHon
(he adheotvoduringav  andwater cofirenl
uee olorego
TEC-108-20.
o

tAreofM diving)nuee  andvwter aolvent
iorage

ftomatura poymertaatton kwiflden! NoN protection

Contaminotion ofthe

Storage of PitmaOCond Univeraal lor 5 nanin an

CtXdWi and for 30 min féi a doted OiXctoh doe» notlead to
impaOedadhetlon petfonnance; rofer to TEC-108-39 and
1EC-108-20.

Verficallon of «ufHdant Ight protactien propetwe of
CIXAW> (K108772)WB» performed by Mting PrinwOBond
Uneraiaal eloredfor 30min Ina doted caxdieh. SBS
reeuta revealed that adfiealon performance tonot Impaired
refer to TEC-188-35.

1

«lfatm

Matnahmanzur
FaMaiarMaekung

Sortrer Mr«estrtonii<-
-tiUe/Hatere

Btoraga of PrinwOBond Uttoerealfor 5 tntoin an
open caxdlah andter 30 trdn Inadoted CSXdioh
dit» not leedto knpeked adhetlen performance;
refer to TEC-158-9B and TEC-158-20.

Cardiot  notice before appieatien
Storage ef fYkitoSOend Unfrerael for Smin Inan
open CEXdtoh and for 30 mdn Ina doaed CHXctoh
doet not toadto Inpakad adhatlon porfoimanea;
referto TEC-168-30 and TEC-100-20.

DanOet 4 notiM before appaeatien

Denttot vril rwtiee before appHeabon

Migration of

adfMilvevrilh fromthe CIXdWi

Grata oonbminaSof)«tBi - tnauHidant doaning of the
reatdual productfrom  ClXdbh.
foimtf appicatione

K'155 PrimetPond

UnhretM Iguld contain»  of monomer» during nume

»05d pertich»

of from Ol
leaeNng te«t» of Prime&Bend Univeraal. Refer to TEC-00-
3

eutoclavabWy of OiXdtoh (K108772)vat oorAmed (PCO-
1000). ItMlyto dtoinfect CiXdbh (K100772) by aprayva»
proved; refer to lab book SHAOO-IOIX». CIWdd)
(K100772) remantofunctional after 2 vaela tiotega In
dtoinleetivaagent bath; refer to indieuaa evaluation by
CMeal revearcti, dated 2006-04-1g.

ITG indtoato» Neat the axdtoh to dtomounlabia for daaning
and dtoinfectien.

the storage of PriineSBond Univeraal for 30 min tothe
ctoradCSXdtoh. We ttattsBeally tignificani dHererrce
faetwaenttie Mtlol Shear Bond Strength and toe Shear
Bond Strength eftor en in-uae atoraga of 30 rfn in a doted
ClXdtoh «at detoetod for PrtmtOBond Urdvortei, refer to
TEC-15S-30
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N from OXdIth waa
found vrithin toaddng totta of WmeABond
Univaraal Referto TEC-0B-3.

VAMo colour ef tower part of CaXctoh enturet eaay
detection ofreakkitl matotM from forwr
appkcatlen».
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totostMIgU*
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IMgVetN (MHtidung Qofviwdywgoufcho
FoMorV eofhRhmgSVennoldiing

UeavTHON  t n

Ineontototo ntoring of DunnginiofMI and oxtomol tnHoc aorificttion tdMbw of
MntotQood UntoOTM fHImotPond Untooriot to contotooOonnth 3CAfor todtoci
nth Solf-Ciao AcHvalor rodent AppHeotef Ttonat uood for mhtog SCAnth
(8CA) livo occotdtogto oppHeoHon ptocoduro dotu bod In

1PU. Sfwor Bond Stwiglh of ndxod Wmoseond
UnlrortodSCAnw otWi) tpoedteadon and cenftonod
lutnetonf odhotion porfermoneo. Thorofero, no odvorto
affod of bruth doifg i eon bo oxpoclod. thor rortociUoft
fooubt rofor to TEC-15"26 ond oxtomal thidtot 141520
and 14.1527.

xx0iMbioiMut dM

gopformotion
ad

thonUmo

Tranoportof PrimoABond
UntoortoVSCA nMuro
from CHMIthto covty or

RottoioBon noodt to bo
lomovod duoto ctotoal)r
non oecoptobto totuR duo
tolootftdguo

Pett-opofiwro oonodtoty

SCAnMurato
tuifacoa uttog >

htuActont omount of During totomol ond oxtomal imveite «orifkoBon octMUot of
MnoABond Univortel to eombtoaton nth SCAtortodboct
UntoottaVSCA fiMuro rattora AppHeator Ttow«t utod for mtatog SCAnth
banaportodnth
1RU. Shoar Bend Strongtti of mbod rmoA Dend
UtMortadSCA nat nthto tpoctocatton and oonfkmod
tufndani adhotton porformanco. Thorofora. no advorto
offoet of bruth dotign can bo oxpoetod. For vorneation
rotutt roforto TEC-iee-26 and oxtomal tbidtot 14.1520
and 14.1527.

Bruah daaign of Appieotor  Duringtotomol and oxtomal to'toiro loitocatlen actiMUaa of
rviiitoACond Univartat to eombtoabon nth SCA tor todboct
rattoroHon t Apptcator Tipn ot utod for miring SCAnth
adhoalvo accordtog to application ptocoduro dotcrtbad to

Tipp Rtitorotlen noodt to bo IFU. Shoar Bond StrongNe of mbrad WmoABond
ramooad duo to tototoaty UrrivortabSCA wot nthto tpocHcaton and confomad
non aecaptoblo ratutdua tuffletont adhotton patformanct. Thorofora, no advatta
lofMtoligua affect of bruth dotign can bo axpactod. For var\Weatton

fitt*porallvo tonollvty

Ref. SOP-FE-OOe

rotutt rotor to TEC*185*25 and oxtomal thid lot 14.1520
and 14.1527.
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Furttof Coflroi Meewiff>

D and oxtontol

«cbvttot of PrifiM&llend Untoortal to conrtatoatton
nth 8CA for todtoci rotoorottow Appdcator Tipna
uood for wMno 8CAnth odhothro occerdtog to

of bruth dotign can bo oxpoetod. For votfleadon
rotutt rofor to TEC-iee*2iB ond oxtomal tludtot
14 1520 and 14.1527.

Qurtog totomol and oxtonal to-viro vorttoatton
cedvtoot of Prima&Bond Urdoortal toeontotoalton
nth SCAfor Inditoc rooterattono Appieotor Tipnot
uood for mixing SCA0A adhotivo according to
oppfcodon precoduro dotcribod to IFU. Shoar Bond
Strangth of mixod PrimoACend UnhartaVSCA
nthto tpactleotlon and confirmod tuffieton
odhotion porforTnanea. Thartfora, no advorto affact
of bruth dot ign can bo oxpoetod. For voitleation
rotutt rafortoTEC-ie2<S and oxtomal atudiot
14.1520and 14.1527.

During totomol and oxtomal bvviro rartocadon
ocliviiot of RbnoABend LiXyortal to eontotoaton
nth SCA tor todboct ratteroBont Applicator Tip ni
utod for ntodng SCANth adhativaaccordtogto
apptbedon procodura dotc rtoad to IFU. Shoar Bond
Sirangih of mixod PtimaABond LinbraraatOCA nai
nthto tpocfieatton and eonflrmod tuHlelonl

of bruth dotign can bo oxpoetod. For vorficelion
rotutt rofor to TEC*iee*2iB and oxtomal atudiot
141520 and 14.1527.

Dai dfcLuxHmr

No

Jerood
aPalift
ownen

tj



320

321

322

axn

325

Protabritty of In* oeeurwiM oftaim 8 UIMHbood offoikjro oeeuroneo x LHwilhood of foHuro doMolton

CMNMOMW aONM
FunMIOfioti

AfOfcMon of K-1M
Miw48ond IMvonol «f
NeanMuraofK>iee
MiiwtDunii OntvofMK
8CA

R«f. SOP-FE-006

Meeleteor+ehadm

ApsieTen

Raduead adhartwa
“Vangst

Rad\icad BbeeopeYbey

InauMdani preduel
parfamanco dua to
Muflictoni amount of
iputoiMdad

§iddtonbybletogicH
contofninallon dua
Jon of diah
or alngta doaa contatnar
«@NeMNva of otiar
Inaufkctord preduct
partomNAca dua to
fraulfieton] amouM of
mquid retaaiad from
4pplcitGrBp

Intuinetont product
formanoa duato
eontondnatlen of cavty

wth aadva of pattani
Mactton by Netogical
creaa contamination

Mé6fieh« 0«(Miicung OpfiltrdiMieiwrMeha

L] | 1
Savarfyof »alence( Hazeic
Ham

Saparattortof flockfrom

CuntoiiPMIluii of Iha
3 adhaaivawNh

componafttfremttw

applicator tip
3

Ra-uM of [lppleotor &
3

RoHtoa of itppicatoftip
4

Ro-uaaof Applcatortip
3

Ra-uaa of Appkcator Hy
3

Ra-uio rfAppHeatorlp
4 tordifarani paliofda

Mainatanen zur

Sonij to A Naumiwez.ini

ObaotuHon of atiarant  No aaparadoii offleck frem appleetor ip wea ebaafvad

bahooan flock and during leaeMng tazta; rafarto TEC-1se-2. No aaparation of
flock fromtha applcatef Bptaaa ebaarvad dudng fowtko

Unrdveraet/ No flock from Iha.

SCAaolvanla appfleater Upwaa obaaivad during clinical kbhouao
avatuatton; rofar to IHE Raport K>168 PtimaaOond
IMvaraal. dated 201»1»-22

Migretton of N from prknary packaging of

fromtha appleator tto Univoraal

Nolabaing of aingla usa

Rafarto TEC-iae-2.

LabaHng vaNerin g » uaa piclegramm on packaging.

fato” uaa

Nolabaing of aingla uaa

Nolabaling of atogla uaa

Nolabaltig of aingla uaa

LabaRig gN uaa packaging.

Labaingwth singte uaa pictogiamm on packagtog

LabaHng uAh aingla uaa plclogramm on packaging.

LabatHng vdNeatogla uaa pictogransn on packagtog.

DENTSPiY DeTreY G
De-Trey-StralSe 1
D-78467 Konstanz

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MfitnahfnM zur
I i = faWarmldaelHing
7

W

LiitoeM  “erffoi Mnnwjrie PHitr-
dfmrr
Ooutwe*

DanM <afiiwitoa bafero appdcation
No mtgretion of eortgoireitta from primary
packaging of Prima&Bond Untoareol waa found
«htolaachtog tesla. Rafarto TECOfI-Z.
Companaon tnibi authorlaad aampla.

1
Comparison vdth authorizad aampla.

1

| Cotiparlaon nflh aulhortoad aampto.
Comptriaon wih autborizad aanvia.
Comparison vdBi aulhortoad aampla.

1

gX~"s*

>
laatoM
dFakn
Dcwh

(li

« o

PreMiivei

oXr. o

r

HNku toptoiu

accaptebla

accaptabla

accapteble

accaptebla

20y<f

MursiakeabMKMna—
WMIw* MaAnalHiMn
gaptH lvartfiztatt

Further ConliDl Maearret
eiinom lvorfad

Dili d urrcltiryi
eurrxo'aalno

<
11 ar
ook |
)
]
i
uMkav)  Uktieof  Protdivoi
eFal*  ffahr  KorvEtel
Oounna

W Ro daaplaBi



Al rreee®
p...»"*jiity of ttM oeeuranc* of hwm - UkoHhood of M hiro ooouranoa x LHcoHhood of failure datoeiion
HM U T SHBB4RBPIMaetma

N o WLEFTLL Filllh ftlIM H HWhadapWM
FdMdrV GaflhrdungS'VannaMung BbsiMt/ vbfHUlart

1N< HlI"LIJl

1" -1

(N a

Serertvot ocaus» My Hawa OWoi toAv-" Fat/ratHa/an LMToeO Cortrd MMiure tn Deter* M4 «remmy! Hittaccadanca <«uar Coitroi MeaavtoE: CeteenTymo! UieiroM «nMMycl” Mxcewonc*
elFxt*  rjiKreHMam dFakn  ecanni Mnne6 verbiee ptOreg Inaind dFcan  ocofinead
s Qareney Quen Detedn
«PMmM limw «M1aN M « «81HV M W arum P U
MHMcaltan «rtN MNiltn ManWeadani Batda: titling iBtet: SUO: forbeltla
AATAAP-188. For SUO: autonwad printing proeaaa at product (AU4>19. Labeling b eoninritod at
Expiry data and product Tfaneeoda.Labeing la eonbetd at Tnnacodatd during iiw
iwmaonthaboOlalabal proeaia S final loat according to loat Invtructfon PAWAK- 1 10teat Inatnietion PAVWAJKA>44X110. FBad SUO b 1 aoeaptabla
orSUD 044)010. FMngproooaaof PrimoSBond Univoiaalal eowntd accordingto SPE-430.
4 Tranacodani b vaHdatad; rafar tt OQR-10B1PQR-108.
Ramevil of label by Label lalaalalMd agalnN afoehal baaad «iwdictardi Fatao obviouttor uaor
raprecaaaing precodun of  Expirydata and lot nuntbar an addiUonaly atampad In. to
boOa «dh ateohol baaad  thateven alter removal the Mormation about expby dote 1 accaplable
+nd tat numberb avalable. -
liquid contamitetion.
Net In eeeerdeneaedh Botta: Maabp labal: SUD: QuaMy eonirol and aubwitoad aanvia of Mad
raputalioiw AAIAAP-tW. For SUO automated printing proeaaa at oduct (ALL-013). Labacng b controHad at
Traraeedard.Ljbelngb controHad at Tranaeodant during bi- h«mm during b>proceaa S fineltoai pecordiog
pfoeail S (bwi teat eecordng toteat bobuelion PAWOK- 1 tinabudion PAW"K4>44X)10. Hlad SUO b 1
044)010. FNng proeaaaof PrinfoSflond Univeraal at eenbolled accordbigto SPE-4S9.
4 Tranacodani b vaidated: rofor to OQR-109/ PQR-100.
Removal of label by Forbo«o: Uaar awaluatn aa pan of CMoal VaNdatn Sea Faiun ottoua for uaar
procaduraof  CPOG/K 2. For of bbal prhdng
bolt Noaleiohel baaad  nabtanoa aee CAPA-087. - 1 1
Maac4 IdaniHeatlDra  Maalngbbal {Wiaiging proeaaa tacribed btKOA4)0L s QuaHy eonbol and aulhoitead aampta of Wad
4 product (ALL-01%. Labaibigb eontroltod at ’ 1 accaptabla
Tianacodant during bvprocaaa S final tad accufdb
ae tiinpiraaai lanpaand oL Goeordanca e 1 totoal biatrudion PAW4OK-04-0010. FRiod SUO
product namo Ofltha 4 eottooMd according to SPE/39, 1 aecaplabla
oolor
Olaicad ndwadara InOM feicteadan la notctaar or Indfoadona ara ot Mbabig orunclaar Approval proeodun tor tha IFU Approval proeadun tor Iha IFU *
IFU tha dantiat 3 dadoaadinihalFU  Miealiom 1 1 accaptabla
48 Oxtaaa eardralndkatiooa ConMndleadana and MMng or unclear Approval proeoduntor tha IPU Appravd proeadun tor ho IFU
andnaminpa InN@IFU  warrtnpa ara not daar for ndrfinga an not
Via dantiat 4 diodoaad mtta Nei 1 1 [ | accaptabla
CNclaaa Gpdnal froad oparator vartaPon Mpptoallan procadura  UwrtiardaacirpliBnof  Appnrpl proeadun tortha IFU Hppwid procadura tor bia IFU
appdealloA procaduraand 1 offacting Iha raauHt 3 endcondWonaan ot applicaltenprecodun inthe
daacribad dearly FU 1 2 ancaptabla

DENTSPIY DETREY Gmb
De-Trey-Strafle 1
D-78467 Konstanz

RM. $0 P-fE-OCe

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PrebebWy ol»w oi « of harm > UMWwotf of fWkjr* oceurvne* s UheMwod ofM ura detection

etoTialBnUfcg— NATTWAL T wT - .
Hr. FtMtaonan twiSeltaf Ictoadaw 1 MSsSeha Qefwirdieig OamuMuRjiufMctia  MaSftaiiHari cur MaSfMtanan cur
FaMdf-/ GafHirdunpa-vemteWuns 2¢< BapliHtivaifHcaft | ' | \ I
= fmijMIC? ‘airm"Huaro Ureto Maaer* ormar nmes (be Tuyver Cortoi Mwarva omd-mmucp uar«M  laamnd  evaearrs
Horm aFtom aFtoM gtoinod/ vameo awvMktonr acaranmu
Oourmc* mzT Ocenet w

1L NtoRH ltonaa8m laamMaassM aasMua

sl Uelale aofveto Use of non EMC conform  sec*1eal mactoal aquipmani for uae In aurgarlaa needato MSes OfK-ia$ PraitoSBond Urdweral rriiu
elelilcal devicea cauaing  applytodie EMC eafely alandard. Therefore a rlak rtuadon product aa SarnrTsbla. MSOS of 3CA marha product
avefi aa gnillen or eloGiricalffoldaand duo to alactFcal dtodiarse lavidfeaty aafamily Nansneble
(amal arrtount) laopropatMi vapoir auardRtoa are very amal per appHcatien
2 anduwl be dtoited highly. Therefore Igntoon of vapourala N
urctoMy .

of K-ieePibnaSeondUrdveraal and Aurora 8CA. Referto
dto reapeethe InatrucUona forUae.

1.M uM RdfindMtoblalMInlaMn

el StwonpatibdRy Reduoeddow CealgnofCorpesilllen  K-188 Primes Bend Untoeraal latiatad aooordPigto ISO K-18S PrimaSBend Univeraal lafaatod auorJng to
bocorraallbllly polymaraabli monomera. loees-1. The btologleal aafely of K-168 PrimeSeond 1S010993-1. The blelegicil aafety of K-169
aal
by bbeardr11bFlyevaluation from Medical Oaviee
le V> cenduilon Viwlthe melulol IneelubW of 3aMea (MOS). MOS comae to Viacondualon that
P HotBuivt Untrarutk meemptkne» M the material Ivolbelyof PimaSBond Untoaraal la
i««*«rafe of ENISO 100SS-1. Tho total axpotura of tta In eentolanee wilh die requiremento of EN 1SO
palMMto toaeftabto roaMuoa la conatooiad low. toeal and 10893-1. The totalexpoaura ofthe padartto
d. Thoro lano ovidaneo M  offaeto hazaidoua to lha leaefiabto roalduea la corwidared low. local and
ttem adaaf fhiiio tPuiid Urinoced lauaad aa toad. There lano evidance Ow ettocta hazardoua
eofefl Referto fe paderdwe erlae fPrintoSBond LNveraal la
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Dentsply DeTrey GmbH, Ms. Hildegard Polen-Wilms, 78467 Konstanz

15-04-21

Biological safety - toxicology (EN ISO 10993-1, EN ISO 7405, Directive 93/42/EEC)
Presented by the sponsor

Dr. Stephan Rossberger

This evaluation refers only to the documentation presented by the sponsor. Confi-
dential - for exclusive use of the sponsor and registration authorities. Reproduction
except in full only with the written approval of Medical Device Services.

Prime & Bond Universal (project K-188) [1,2]

Dentsply DeTrey GmbH

One component light-cured dentol adhesive for direct and indirect restorations (1,
2.

Following preparation, cleaning and air drying the adhesive isapplied to the tooth

surfaces. The solvent isremoved by drying with air. The adhesive layer islight-cured
[2.

External communicating, permanent (> 30 days), direct with cavity surfaces
(dentine, enamel), potential indirect (fluid mediafed) wth pulp tissue. Potential

contact of the uncured material with mucosa during application.
According to dimensions of the tooth and restoration cavity, up to 10 mg.

Biological effects to be considered are cytotoxicity, mucosa and pulpa irritation,

sensitization, genotoxicity/carcinogenicity, chronic and reproductive toxicity.

This evaluation relates only to toxic effects induced by potentially teachable sub-
stances of the tested device/material. Any mechanically induced tissue reactions

are not within the scope of this evaluation.

DENTSPiy DeTrey Gmb,
De-Trey-Stra(Se 1 ~
D-78467 Konstanz'

152029-40 » 15-05-26 ro m page 1[7]

Medical Device Services - DR. ROSSBERGER GrnbH -« LillenthaistraSe 4 «82205 Gilching
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GeschfrftsfOhrer Dr. Stephan RoSberger Handelsregister MOnchen HRB 107579
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Components % m/m (1,3]
- 40.65%  BAABE, N,N'-bisacryloyl-N,N'-bisallyl-),4-but-2-endiamine,
CAS )620399-32-7
- 11.60% MDP, 10-methacryloyl-oxydecyl-dihydrogenphosphote,
CAS 8559000-7
5.03%  PENTA, dipentoerythritol pentoocrylate phosphate, CAS 87699-25-0
4.62% BADEP, N,N'-bis-acfylomido-N,N'-diethyl-l,3-propan, CAS 44200-41-1
1.55% CQ, Camphorquinone, CAS 1073-78-1
- 0.75%  Dimethyl-DPI (ME2-DPI), bis(4-methylphenyl) iodoniumhexafluoro-
phos-phote, CAS 60565-88-0
0.65%  DMABN, 4-(dimethylamino)-benzonitrile, CAS 1197-19-9
0.08 % DT-TBHQ 2,5 di-tert.-butyl-hydrochinone, CAS 88-58-4
- 1553% Isopropanol, CAS 67-63-0
- 1954% Water, CAS 7732-18-5

DENTSPLY DeTrEY GmbH
De-Trey-Stra(Je 1
D-78467 Konstanz'

152029*40 « 15-05-26ro * page 2 [7]
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Test matrix
Oevice/moteriol Test Ref
P&B UniversoL Cytotoxicity M
K-t88. ENISO 109V3-5

light-cured films

Chemicol analyses [5]
ENISO 10993-18

Medical Device

SERVICES

Toxicological tests performed on the device/material

Comments

9 cm*/m| DMEM-FBS, 24 h, 37'C.
repeoted extraction ofthe
same samples

1. extract
2. extract
3. extract

L 929 cell cultures. 72 h, 37"C,
quantitative determination of
cell proiferotion

6 cmVmlethanol/ water (1;20),
24 h, 37 *C, repeated extraction
of the same samples

1. extract
2. extroct
3. extract

GC-FIDIGC-MS, quontification
and choracterization of orgonic
leochobles

6 crrf/ni isopropanol. 24 h.
37*C,

GC-MS. chorocterizotion of
organic extractables

SOcmVml ethanol/water 1U10).

72 h, 37*C.repeated extraction
of the some samples

1. extroct
2. extroct

HPLC. determinotion of organic
leochobles

no toxicologicaly relevant effects observed in compotfson to the controls

Result

mod. cytotoxic
weekly cytotoxic
n.n.

18 MB/cmV24 h
10jjg/cmV24h
3 Malcm*/24 h

(mainly CO orrd
triethylamine
residues)

characterized
(mainly toluene
and iodotolueiTe
residues®)

6 M9/cmV72 h
4 pg/lcm*/72h

(nroWy CQ
residues)

reaction products of bis(4-methylphenyl) iodoniumhexafluoro-phosphate during potymerizotion [8]

OENTSPIY DeTREY GmbH
De-Trey-Stra(ie 1
0-78467 Konstanz
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Evaluation Prime & Bond Universal does not affect the biological safety of the patient for the

following reasons:

- Extracts of the cured adhesive (prepared material films) have been tested in a
cell culture test system, which has been specifically designed to ensure most
sensitive detection of inorganic and organic toxic leachables on cellular level.
Moderately cytotoxic effects were observed in presence of the first extracts
(9 cmVml, 24 h, 37 ®C) of the material (see test matrix). The reduced cytotoxic
response of the second and the non-cytotoxic response of the third material
extract indicate that the typical initial release of substances is limited and does
not represent a persistent toxic hazard. Prime 8 Bond Universal has an impro-
ved inertness under physiological conditions compared to other dental adhe-

sives.

- The results of highly sensitive chemical analyses (gas chromatography, GC-
MS/GC-FID, HPLC) performed with aqueous/ethanofic extracts confirm an ac-
ceptably low and time-limited solubility of this adhesive material under simula-
ted use conditions. As for the cytotoxicity results the release of leachables de-
creased over time within repeated extraction of the samples. Mainly cam-
phorquinone (photoinitiator) and triethylamine (processing solvent) hove been
identified as teachable residues. The low amount of teachable and extractable
monomers observed in the water/ethanolic and/or solvent extracts indicates
an adequate monomer-polymer conversion. The low and mainly initial release

isconsidered to be of no toxicological relevance.

Some extent of solubility of dental adhesives cannot completely ruled out ta-
king into account the required functional properties of dental adhesives. The
temporarily presence of teachable ingredients and solvents is functionally es-
sential for permeation of adhesives in the superficially demineralized hydrophi-
lic dentine layer. This ensures appropriate dentine adhesion to the restorative
material. Most of these compounds are rapidly vaporized (solvent), adsorbed
by the tooth surfaces, neutralized, polymerized and/or immobilized by light-

curing of the resin matrix.

- Except for the crosslinking bifunctional acrylic amides and functionalized
phosphoric acid ester added to substitute the conventional (meth)acrylates all
compounds of the adhesive are commonly used for dental restorative materi-
als (dental primers, adhesives and/or filling moterials) without reported obvious
material-related incompatibility reactions. The new designed adhesive mono-
mer BAABE was shown to be non-genotoxic in the Salmonella typhimurium re-
verse mutation assay [6]. As well, other bis-acrylamide derivatives were not mu-
tagenic in a chromosomal aberration study (in vitro) with CHOWBL cells (7). In

contrast to the low moleculor acrylamide classified as mutagenic and can-

DENTSPiy DeTREY GmbH
De-Trey-Stra(le 1
D-78467 Konstanz

152029-40 « 15-05-26 ro m page 4 [7]
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cerogenic there is currently no indication that bifunctional/substituted acryla-

mide derivatives are mutagenic in vivo and/or cancerogenic [e.g. 9-16].

- The adhesive layer does not directly contact living tissue. It is mainly surroun-
ded by the restorative and hard substance (dentine and enamel) of the tooth
cavity. Apart from accidental contact to gingiva and mucosa during the short-
term application phase permeation of teachable residues through open den-
tinal tubules to pulp tissue may be the most relevant risk. This is prevented co-
vering dentine layers close to the pulp (< 1mm) with a cavity liner. Direct pulp

capping has been contraindicated in the instructions for use [2].

- As for other dental materials, the non-polymerized adhesive contains ingre-
dients with eye, mucosa and skin imtating and sensitizing potential in case of
accidental prolonged contact. Therefore, misapplied and excess material shall
be carefully removed. Apart from repeated contact with the skin of the dental
personnel arising from incorrect handling, allergic contact dermatitis reactions
induced by dental materials only occurred rarely and only in individual predis-
posed patients. The use with patients who have a history of severe allergic rea-
tion to methacrylate resins or any other components has been contraindica-

ted in the instructions for use (2).

- The combined self-etching, self-priming properties of the Prime & Bond Univer-
sal simplify and reduce pretreatment steps of the cavity and exposure to freely
soluble and permeable ingredients. Interaction of the ingredients with the mi-
neral and organic phase of dentine and subsequent polymerization into large
molecular weight resin by light-curing seal the dentine layer. As a conse-
quence, Prime & Bond Universal enhances the tight bonding of the restoration
to tooth structure, prevents the ingress of bacteria and of potential toxic sub-
stances to the pulp. Good bonding will minimize gap formation and microlea-
kage between the tooth and the restoration and thereby reduce risk of recur-

rent caries and pulp injury.

- The thin adhesive layer and low amount (up to 10 mg per cavity) applied once
for the cavity pretreatment negate the release of leachables in persistently ha-

zardous concentrations.

The non-performance of additional toxicological tests with extracts of the modi-
fied material (e.g. sensitization, pulp and/or mucosa irritation, genotoxicity/carci-
nogenicity, reprotoxicity, chronic toxicity (EN ISO 10993-3, 10, -11)) is justified be-
cause of the defined composition, the low amounts applied, and the acceptably
insoluble properties proved by highly sensitive biological and chemical test me-
thods. Extraction conditions and test methods used for characterization of the so-

lubility of the material exceed actual normative requirements to provide highest

DENTSPIY DeTrey GmbH
De-Trey-StrafSe 1 152029-40 « 15-05-26ro m page 5 [7]

D-78467 Konstanz
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possible safety level for the patients. From the results obtained it can be stated
that extracts of the cured material do not contain substances in toxicologically
relevant concentrations and/or in concentrations high enough to elucidate any
responses in biological test systems. Therefore, there isno adequate sensitivity and

no need of further testing.

The material insolubility of Prime & Bond Universal is in compliance with the requi-
rements of EN ISO 10993-1. The total exposure of the patient to teachable residues
is considered to be acceptably low, local and limited. There is no evidence that
effects hazardous to the patient will arise if Prime & Bond Universal is used carefully

as directed.
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Documentation
1 Dentsply: Specification of the device and components, correspondence, 2015.
2. Dentsply; Instructions for use. Prime & Bond Universal, master version 01,2015,

3. Dentsply: Test report TEC-188-1 (2015-05-06), chemical analysis, project no. K-188, Prime &
Bond Universal, 2015.

4. Medical Device Services; Test report 151892-20, cytotoxicity, sample foil of K-188 le-
aching MP4,15-04-14 CFK, P&B Universal, 2015.

5. Medical Device Services: Test report 151893-20, chemical analysis, somple foil of K-188
leaching MP4,154M-14 CFK, P&B Univerral, 2015.

6. Harlan CCR: Test report 1566700, Salmonella typhimurium reverse mutation assay, BAABE,
2013.

7. Namsa: Test report 10T_47248_02/10T_47248_03, in vitro chromosomal aberration study in
mammalian cells with dose-range finding study, mixture of BAP (K400201) and BAPEN
(K401739) and BAA-TCD (K400200), 2011.

8. Lalev6e J (UniversitP de Haute-Alsoce in Mulhouse): Correspondence, toluene analysis
ina polymer obtained with the photoinitiating system: CQ/amine’/iodinium salt (sample
A292),2014.

9. EC Regulation 1272/2008: Classification, labelling and packaging of substances and
mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amen-
ding Regulation (EC) No 1907/2006 (1), 2008.

10. European Chemical Agency (ECHA): Registered substances, http://echa.europo.eu
11. ATSDR: Toxicological profile for acrylamide, 2012.

12. Besaratinia A et al: A review of mechanisms of acrylamide carcinogenicity. Carcinoge-
nesis 28 (3), 519-528, 2007.

13. European Union Risk Assessment Report: Acrylamide CAS 79-06-1,2002.
http://europa.eu.Int

14. HSDB (Toxnet): Acrylamide CAS 79-06-1,2001.
15. HSDB(Toxnet): Polyacrylamide, CAS 9003-05-08,2003.

16. Opinion of the Scientific Committee on Food: New findings regarding the presence of
acrylamide in food, 2002. http://ec.europa.eu/food/fs/sc/scfloutl31_en.pdf
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Beglaubigung

Die Ubereinstimmung vorstehender Ablichtung
'"“vorgelegten Urschrift wird beglaubigt.

29 ,0Sr.2CVH

Dr. Andrea Stutz
Notarin
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(Convention de La Haye du 5 octobre 1961)

Land: Bundesrepublik Deutschland

Diese offentliche Urkunde

ist unterschrieben von

Frau Dr. Andrea Stutz

in ihrer Eigenschaft als

Notahn

sie ist versehen mit dem Dienstsiegel und dem Dienststempel

der Notarin Dr. Stutz in Konstanz

Bestatigt
in Konstanz 6. am 30.05.2018

durch President des Landgerichts Roding
beim Landgericht Konstanz

unter Nr. E 910 a (AR 515/18)
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2. Konpnaewunanpuwil cocTan nponssoaurens’;
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8 doTorpapum

8.1 AaresmB Prime«&Bond universal Bo (hnakoHe 2,5 M1 B KOMMIEKTE C MHCTPYKLMEN MO
NPUMEHEHWIO - 1 WT.

Prime&Bond universal
Universal Adhesive

Dentsply
Sirona
*2v
FVime&Bond universal" Ui, Dentsply
Unive~t Adhesive Ik Sirona

Adiiesif iJiwicwm?.

8.2 Agresms Prime&Bond universal Bo (hiakoHe 4 M1 B KOMIM/1IEKTE C UHCTPYKLMEN 1O
NPUMeHeHUIo - 1 WT.

Prirne&Bond universal"
Uravsfsai Aetiesive
~  Dentsply
Slrono
n ©raBE232*
Prirne&Bond universal’ Dentsply
Kk» Sirona
Ac;«s-Ir,.
W 0« «
n -IKHAVW-VTIV.
vevix= 4 xitfxioaovrkK
n -, a"hh'VvJr
Argtivoa
L
GEms
/MevyaTb: JEHTCNAAW AuTpeit TmM6X 13

OAwn-Tpen-WI Tpacce 1
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8.3 AgaresmB Prime&Bond universal Sample (o6pasel) Bo hnakoHe 2,5 M1 B KOMMN/IEKTE

¢ naneTkoi nnactmkoBon CliXdish - 1 WwT., UHCTPYKUMEN MO NPUMEHEHNIO - 1 LLIT.

Prime&Bond universal"

Univcrsai Adhesive

rr
i viowe Dentsply
1. SHPAKV" Sirono

% Dentsply
« Sror>0

Prime&Bond
universar™:

sample
ESHfISBESS

8.4 TpuHagnexxHocTu;

1 Manetka nnactukosaa CliXdish - He 6onee 3 wWwr.

CliXdish™

Mixing well
Vorloge$<hdichen

G«d«t de mdlongc
Contenitore di mitceioiion*
Pocitio di mtxcici

Reorder 606.67.346

i>igspur

/MeyaTb: JEHTCNAAN AuTpeit TM6X
OAun-Tpen-lI0 Tpacce 1

14



LJLI, Dentsply
Sirona

CliXdisl-v
HkMOm

«Conredirore di fr::s.;siaz <
i“OCilio di rndvcii

«Hod @ EB6 >

9 TopsiaoK paboThl C U3AENMeEM

1 W3onaums, o4nCTKa 1 NpPoTpaBvBaHue aMaiv N AeHTUHA

2. 3awmTa nynbnbl

3. HaHeceHue afresmsa - KMCNOTHOE NPOTPaBIMBaHME 3MaInN U JEHTUHA:
1) camonpoTpaBnmBaroLas TexHuka (6e3 npoTpasnnBaHna POCHOPHON KUCIOTOM),
2) n3bupatenbHOe NPOTpaBAnBaHMe aManun (C UCNONb30BaHNEM (HOCHOPHOW KUCMOTbI),
3) peXxnMm TOTa/lbHOro NPOTPaBAMBaHUSA (C UCMO/b30BaHNEM (HOCHOPHOIA KMUCNOTbI)

4. OtBepXaeHve aaresmsa.

5. [anbHeliee NpMMeEHeEHNE KOMNO3UTOB 1 KOMNOMEPOB.

(MoppobHas NHGopMaLMA O K&XKAO0M Luare onncaHa B MHCTPYKLUUN MO NPUMEHEHWIO)

10 OuwncTKa, CTeEpUNMn3aLmsa u KpaTHOCTb MPUMEHEHNS

3genuna aBnaTca 04HOPAa30BbIMK 1 MOCTaBNAKTCA HECTePU/IbHbIMU. CTepunmsams
marepuana v NPUHaA/IeXXHOCTEN He NpesycMoTpeHa. 3a UCK/IHOYEHNEM NaeTKM NiacTUKOBOW
ansa cmewmBaHua CliXdish, koTopas MOXeT MCNOMb30BaTbCS MOBTOPHO M MOXET BbITb
CTepuIM30BaHa:

Manetka nnactukosas Ans cMmewwmsaHusa CliXdish npegHasHayeHa AnA MHOropasoBoro
NCMo/1b30BaHUA.
10.1 TpOTOKON OUUCTKMU, Ae3NH(EKLNN U CTepuansaumnmn (npyu HeO6XoaAMMOCTH):

BHVMAHWE

HenpaBunbHas o4MCTKa WM METOA Ae3NH(EKLMN.
Bo3moXHble NoBpexaeHns npubopa.
1 Bcerpa pasbupaiite CliXdish nepef NOBTOPHbIM UCMO/b30BAHUEM.

/MevyaTb: AEHTCNNAWN AuTpeit TM6X
OAn-Tpen-I0 Tpacce 1

@ 000 LUPMH () INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Y
2K

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapkuposEa ¥ ytxoess.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[MpunoxeHve 1 Puck-MeHepXmeHT

OueHka pucka

MpoekT: K-188 / Prime&Bond Universal RRB - 097
Dersply N3penue(- Prime&Bond active, Bk/iovaa cy66peHabl coriacHo
D eTrey ) DOK-066, eciv MPUMeEHNMO CtpatHnua; 1133

YTBEpxXaeHue

Mcnonuutenb CBeH lNon

1. YTBepxaeHve

PykoBogntenb otgena nccnepoBaHuii n pa3paboTok
PykoBoauTenb otaena KIMHUYECKUX UCCef0BaHUi
PykoBoguTtenb otgena obecrneyeHus KkayectBa
PykoBoauTenb oTgnena npousBoacTtea

,ﬂ,OI'IOI'IHI/ITGJ'IbHI:IVI 4/1eH KOMaHAbl B COOTBETCTBMUN C MJlaHOM ynpaBJ/iEHNA pUCKaMun

VicTopus nameHeHun

Hdata
Pepakyuns
No VMHuumatop BCTYMNJ/IEHUA B MpuynHa HOBOTO BbliNycka
- cuny
NeO1 SPO 06.07.2015 r. MepBbIil BbINYCK
O6HoBMeHNe, coaepxaliee MHoOpMaLUo O HOBOA
NnepBUYHOI yrnakoBKe - h/lakoHe C nocafouHbIM
No02 SPO 03.05.2016 T. P y ® A ’
KO/naykoM CO LWEesTYKOM M 04HO[030BOM KOHTElHepe, a
Takxe pesy/sbTaTbl N0/Ib30BATENbCKO OLEHKN
O6HoBNEeHNE, coaepxaliee pe3ynbTaTbl
Nosb30BaTE/bCKOV OLEHKM A/11 HOBOW NepPBUYHOI
Ne03 SPO 15.07.2016 T. 4 A P
yNakoBKWU - dh/1aKOHbl C NOCaf04YHbIM KOJIMAa4YkoM CO
LLLeTYKOM
MepBUYHas ynakoBka - d1akoH C NOcafoUYHbIM
No04 SPO - P y ® A

Konnaykom co wendykom ansa P&B Universal EOC

CnpaBOYHble JOKYMEHTbI
RMP-029, Pepgakuna Ne 02, nata BCTyn/ieHusa B cuny 26.04.2016 r.
FMECA wusgenus, pegakuynsa Ne 04 (npunaraetcs)

MpuyrHa oUuEeHKN pucka
MepBuyHaa ynakoska - py1akoH € Nocajo4YHbIM Ko/navykoMm co wendykom ana P&B Universal EOC

/MevaThb: AEHTCNNAN AuTpeii TM6X
On-Tpeii-W Tpacce 1
D-78467 r. KoHcTaHLu/

FVG F024\2016-10-17
OEL23 01 2017\02\PS\RRB-097 V04 Prime&Bond Universal (P&B active)
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1BbI3BaHHBIE MOBTOPHSIM NPUMEHEHNEM
K KOHTeliHepos

W3meHenve BAIKOCTH " Xpanenue Pnma&Bond Unvaraal 8 Tedexye S MUH a OTKpbITOi

apreansa 8o Bpema 80AHOTO pacTBopUTaNs nanetke CliXdiah u 8 Teuenne 30 MAH B 3aKpLITOl nanaTke

KpaHeHia CkXdiih He NP»«eno K yXyAWeHue aareanonHoli cnocosHocTH,
can TEC-168-39 n TEC-168-20

Cryuwenve agreansa 80 icnapenue usonponaxona u  Xpewenue Pnme&Borxl Liniveraal B Teuete 6 Mu« BOTKpHITOI

BPEMA KpeHeus BOAHOTO pacTBOpUTENs nanetke CHXGItfT u & Teuenvie 30 MA* B 3aKPLITO NaneTke

CliXdiah He Np»«eno K yXyALIEHNO aAre3noHHol cnoco6HocTU
cM TEC-188-391TEC-186-20

MpexaespemenHas HepocTaTouHas 3awnTa oT  MpoBepka 4OCTaTOUHbIX CAeTC! eNPOi KLyaeMbOr CBOMCTB NaneTku
nonumapusaLus csata CliXdi#i (K106772) Gbina BbINOMHEHA NPU MCALITaHMN
Pnme&Bond Univeraal. xpaumoro B Teuetie 30 Mut B
381pLITON nanatke CliXdiah PesynsTatel SBS Bbisgunm, uto
QAra3nOMUs CNOCOGHOCTS He Gbina cHuAaHa. cm TEC-168-38
3arpasHenus agresusa MUrpaus KOMNOHAKTOa W3 Mu(auus koMnoHamToe ¢ nanerku CkXdnh He Gbina
KkomnowenTamu CliXdiah  CliXdiah npu uenbITaH Wi Ha
Cm TEC-lee- 3
MepekpecTHoe HepocTatounas ouncTka Bbina N0OATBAPXKALMA ABTOKNIAAMPYAMOCTb naneTki CXdraiT
3arps»«enue npoayktom,  CliXdiah (K108T72) (PCO-1006) Bbina A0Ka3aHa EO3MOXCHOCTL

ocTaswMmes nocne
NPEXHM NPKMEHEHMX

Ae3»|heunt nanetku CkXdnh (K106772) nocpeacteom
pacninemii, cM Na6opaTopHslii xypHan BHA-0B-18CU)3
MNanatka CkXdnh (K106772) ocTaeTcs hyHKiMOHaNbHON N0
ueta’s LV 12 HeAeNb XPaHEHMS B BaHHE C Aa3H DULBYIO LUK
areHTOM, CM BUYTPUNAGOPATOPHYIO OLEHKY NP KNIMHUMCKOH
uccnepoBaiy 0T 19 04 2006

ITG ykasbigaer, 4to nanarka CkXdish MOXeT OM BTbCsl Ans
NPOaaAAHUA OUMCTKN U Ae3nHDaoPsI
KugkocTs K-168 Kpucrannusayms 1 Bo Bpems xparenus Pme&Bond Univerael a 3akpsiToii naneTke

pnme&Bond Unvereal ocaxaenme mowomapoe Bo CliXditfi e Ha6oAanoCh 06pa3oBaHms KpUeTanNoB/oCaAKa
COAePXUT TBepAbIe BPEMSA XDaHEMM B MDOLECCE CTATUCTbI IBCK:] 3HAUMMAR PA3TEK3a Max(ay HauabHOI

acTuLl UCNONb30BaHNA NPOUHOCTIO CAfA3u NP CABUTA U MPOLHOCTLIO CBA3M NOCTE
XpaHeHUs a NPOLECCe UCMONb30BAHNA a Teueue 30 Mwiyr &
3aKpbITOl nanatka CliXdiah He Gbina 0GHapyxeHa Ans
Pnme&Bond Univereal. cm TEC-186-39

Hegoctatoutoe LLjeTouHas KoHCTpyKuMs Bo BpeMa NPOBEAEHNA MAPONPUATIK MO BHELUHeli 1 BHYTPeHHell

cmewnsanue PmeABond  annavkatopa (K107110) npogepka inwrtro cucTemsl Pma&Bond Unvaraal & KoMGuHauum

UKveraal ¢ akTBaTopom
Solf-Cure Actrvator (SCA)

¢ SCA N5 HENPAMbIX PECTABPALMii UCONb3IOBANCA ANMAUKATOP
ANSt CMeWwMBaHUA SCA C aAreanBom COrnacko NpoLeaype
HaHeCeH!UA, OTMCEHHOM B UHCTPYKLMT N0 NPMUEHEHUIO
MPOUHOCTS CBA3M NPW CABUTA CMaWwanHbM Pnme&Bond
Univareal/SCA 6bina a npaganax cneunpukacasi u
NOATBAPKAAHA AOCTATOMHOI aAre3MOHHON CNOCOGHOCTbIO
TaKkim 06pazom, HaXanaTansuoa AelcTBME WieTouHON
KOHCTPYKL»M Ha OXWAAeTcA Pe3ynbTaTel NpoBepku cM & TEC-
188-2is 1 B/BUWMM! nccnegosaumk 14 1520 n 14.1527

HegocTaroutoe LiBeTouHas KOHCTpYKLUA Bo BpemA NPOBEAEHNA MEPONPUATHI N0 BHEL Hell W BHYTPeHHEl
KOMYBCTBO CMec anrysecatopa (K107110) npogepke in-vitro cuctems Pnrtu&Borio Unvereal a kom6u«ar®
Pnme&Bond C SCAANA HanpsMb» PacTaapewnii MCNoNb30BANCA annnukarop
Univenal/SCA. ANS CMewBaHUA SCA C a4reansom COrNacko npoueaypa

NepeHoCMAro C NoMoLLLI0 aHaCaHWA. ONUCAHHOM @ UHCTPYKLUN M0 NPUMEHaHHO

annaucatopa ¢ naneTku MpOYHOCTL CBA3M NPU CABMA eMBW aTbi Pnme&Bond

CIRdi"T a nonocts tew UnivaraaL/SCA 6bina a npaganax cnayne«cauut v

KOpHaaoii KaHan NOATBAPK4aHA AOCTATOUHOI aATe3MOHHOI CNOCOBHOCTbIO
TaKkim 06pa3om, MaxanatansHoa AeficTBie WeTouHON
KOHCTPYKLMM Ha 0XMAaeTCcs Pe3ynsTaTel npoBapku cM 8 TEC-
186-26 u enawHnx uccnegosannax 14 1520 n 14.1527

i Bo BpeMA NPOBEACHNA MAPONPUAT» N0 BHEL Heli W BHYTeHHel
3acnpaganatie cmecn annnuaropa (K107110) nposepKe in-vitro cuctemsl Pnme&Bond Uraveraa) B koMGuHaTam
*nme&8ond Unveml/SCA C SCA Ans HenpsiMbix pecTaepeiaM MCNONb30BANCA annauKarop
Ha noBepxHoCTH cy6eTpata ANs cMewasius SCAC aareanBom CornacHo npoleaype

NpY UCNONB30BaHMN HaHeceHsi ONMCAHHON B MHCTPYKLUT NO NPUMEHEHNIO
MPOUHOCTS CBA3M NPU CABUTE CMewakrM Pnme&Borrd
Uravaraal/SCA 6bina B npeaenax cneumAMMaumr i
NOATBAPK4aHa AOCTATOUHOI aATe3NOHHON CNOCOBHOCTbIO
Takum 06pasom HexanatansHoa AeliCTaUe LeTouHO
KOHCTPYKUMU He OXUAAETCA Pe3ynbTarel npogepki cM B TEC-
166-26 W BHeWHNX UccnenoBaHnax 14.1520 u 14 1527
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Xpanenve Pnme&Bond Unverael e Teuenne 5 w<e
oTKpeITOV naneTke CliXdiah u & Teuenue 30 Mu< B

3aKpuIToii naneTke CkXdnh He Npuseno Kyxyawemeo

an1B1»ioreioii cnoco6HocT cm TEC-168-39 u TEC- 2 2
168-20

CTOMaTONOr 3BUATUT Napag HaHacaHHan

Xpaterve Pnma&Bond Unvereal a Teuetie 5 mm< &
oTdbiTol nanetke CkXdnh u B Teuewne X MuH B
3akpeITolt nanatka CliXdnh Ha npueeno K yxyawesmio
aATeanOHHOl cnocoBHOCTH, cM TEC-1B6-39 n TEC- 1
166-20

CToMaToNI0r 3aMeTUT Napag HanacaHmen

CTOMATONOr 3aMETHT Napaa HaHacaHuem

1 1
Murpaywsi xomrioHauTos ¢ nanetku CkXdnh He 6ina
06HapyXKeHa NPu NPOBEACHMM UCTIbITAHUT Ha -
ebiujenautaHne Cu TEC-168-3 1

1

Benbiii WheT uioKHeli uacTu naneTT CkXdtsh
rapaHTUPYeT NPOCTOTY 0GHaPYXIOHHA OCTATOMHOTO
MaTepuana roeAbWyILMr NPUMEHaHNK

2 2
CTOMaTONOr 3aMETUT Nepep HaHeceHuem

2 2

Bo Bpema NposeAeHs MEPONPUATUT N0 Brew el
BHYTpetHell nposepke in-vltro cuctemsi Prime&Bond
Uruveraal & KomGuHauun ¢ 6CAANS HENpAMbIX
pecTaBpaywit UCNONL30BANCA aNNNUKATOP ANA
CMewnBakus SCAC aareanBom COrnacHo NpoLeaype
iia PYKUMAX N0
TPOUHOCTS CBA3M NP CABUTE CMEWaHHbIX Prime&Borxl
Univereal/SCA 6bina e npegenax crieyudukauu u
NOATEEPX AEHa AOCTATOUHON aAre3nOHHOM
CNOCOGHOCTLIO TakitM 06Pa3OM, HexuinaTensHoe 1
AefCTBUE WETOUHOI KOHCTPYKLIM He 0XMAAETCA
Pe3ynbTaTbl NpoBepkM cM & TEC-18B-26 U BHelwHme
uccnegosatmio! 14 1520 u 14.1527

Bo BpeMA NPOBEAEHNA MApONPUATNIK I « BHeLU Heli
BHYTpeHHeli npoBepKe iiwitro cucTemsl Pime&Bond
Unrversal B KOMGUHaLMK C SCA ANS HENPAMBIX
pecTaspaLuii UCN0Nb308aNCA ANNAMKATOP 4NA
CMewnBaHna SCA C afre3nsom COTNacHo npoLeaype
OrTHCaHHOI a «eloTp no
TPOUHOCTS CBAI3M NPU CABUB CMewaHHbIX Pimag&Bond
UiwerBat/SCA 6bina a npefenax cneunpukaumu i
NOATBEPXK/AEHA AOCTATOUHOM aAre3noHHol
CMOCOGHOCTbI0 Takum 06Pazom, HemnaTenbHoa
AalicTBUa WETOMHOI KOHCTPYKLM! HA OXMAGETCA
PesynbTaThl NpoBepkit CM & TEC-186-26 u BHewWwUw
uccneposanmax 14.1520 u 14.1527

Bo BpeMA NPOBEAEHNA MEPONPUATNK N0 BHeL Heli u
BHYTPeHHeli NpoBepKe irv-vitro cuctemsi Pme&Bond
Uravereal 8 KomGuHal~ ¢ SCAANS HenpamMba
PBCTaBPBUWIt MCNONL30BANCA ANNNUKATOP ANS
CMewnBanus SCAC agreslcom COTNacHo npoLeaype
HBHBCEHUA. ONUCAHHOI B UHCTPYKKEAH NO NPUMEHEHMI0
MpPOYHOCTL CBA3M NPU CAB«ea CMelanHsK Pnme&Bond
Univereal/SCA 6bina a npegenax cney|ukay|+L v
NOATBEPXL{EUa AOCTATOUHOI AATE3NOHHOI

CMOCOGHOCTbI0 TakiM 06Pa3som, HaxKoNaTensHoe 1

AaiCTBUA LETOUHOI KOHCTPYNBM Ha OXTUAeeTCS!
Pe3ynbTaThl NpoBepkyt cM a TEC-186-28 W BHelwHI0!
ucenegosamusk 14 1520 u 14 1527
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MepeBoj AaHHOrO TeKcTa BbIMNO/HEHMepea"umnkom Pponosoii MapuHoii MuxaiinosHol

Poccuiickas Pepepaums
["opos MockBsa
CeabMOro WHOHA [Be ThICAYM BOCEMHAALATOrO roga

A. AkumoB [ne6 Bopucosuy, HoTapuyc ropofga MOCKBbI, CBMAETENbCTBYH MOLIMHHOE
noAnucy nepesogunka ®ponosoit MapuHbl MuxaiinosHsbl.

Moanuck cenada B MOEM NPUCY TCTBUK.

JlnyHoCcTb NofnucasLlero AJOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: No 77/09-H/77-2018-

B3bicKa}to rocygapcTBEHHOW NOUCLLHBI (1o Tapudy): 100 py6.
YTaueHo 3a3>ke3LULLILAyr npaBoBOro 1 TexHn4Yeckoro xapakTepa: 200 pyo6.

6. AknvoB
[MpoLLHypo< BaHO U CKpen/eHo nevyaTbio
v /" ot .
HoTapuyc: s )
YT
Mu

Vo

4 j Xy *
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Begfaubigte Ablichtung

Instructions for Use

For dental use only
Prime&Bond universal dental universal adhesive with accessories
Manufactured by:
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104
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7 Placement of direct light cured restorations: stepby Step........ccccciiiiiiiiie e 11
8 Repair of composite, ceramic and amalgamrestorations with light cured composites: step

)78 (T o U 13
9 Cavity varnish for use with fresh amalgam:step by Step.........cccccviiii s 13
10 Cementation of indirect restorations usingCalibra Ceram: step by step..........cccccceevvnnnee. 13
11 Cementation of indirect restorations with other dual-cure and self-cure resin cements:
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12 Endodontic pOSt CEMENTATION..........ooii e 15
13 Cleaning and Sterilization............ooooi i e e e 16
14 Storage and Shelf-lTe... ... 17
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1 Description

11 Name of the medical device

Prime&Bond universal dental universal adhesive with accessories

I. Prime&Bond vmiversal dental universal adhesive with accessories, delivery forms:

1 Prime&Bond universal dental adhesive in 2.5 ml bottle with Instructions for Use - 1 piece.
Prime&Bond universal dental adhesive in 4 ml bottle with Instructions for Use - 1 piece.

Prime&Bond xmiversal Sample dental adhesive in 2.5 ml bottle with CliXdish plastic mixing
well - 1 piece, Instructions for Use - 1 piece.

Il. Accessories:
1 CliXdish plastic mixing well - not more than 3 pieces.
1.2 Information about medical device manufacturer/developer:
“DENTSPLY DeTrey GmbH”,
De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@dentsplvsirona.com
1.3 Addresses of medical device manufacturing sites:
“DENTSPLY DeTrey GmbH”,
De-Trey-Strasse 1, 78467 Konstanz, Germany
Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@dentsplvsirona.com
14 Intended use

Dental adhesive material offers a simple adhesive application technique for both direct and indirect
indications and bonds to enamel, dentin, composites, zirconia and metals.

15 Classification

Class of potential risk: 2a
GMDN: 42483 -Adhesive, dentine

1.6 Description

Prime&Bond universal dental universal adhesive is a combined Etch&Rinse (Total-Etch), Self-
Etch and Selective-Etch adhesive. It offers a simple adhesive application technique for both direct
and indirect indications and bonds to enamel, dentin, composites, zirconia, and metals. Prime &
Bond universal adhesive is compatible with conventional (meth)acrylate-based visible light cured
composite restorative and cement materials.

Prime & Bond universal dental adhesive manufactured by DENTSPLY DeTrey GmbH, Germany
must comply with the internal technical regulations of DENTSPLY DeTrey GmbH, Germany
(which is confidential commercial information) for the design and manufacture of Prime & Bond
universal adhesive.

1.7 Field of application
Dentistry
1.8 Target audience / user profile
Only for use by dental practitioners.
DENTSPiy DeTrey GnbH.

De-Trey StraBe 1 PAf
D-78467 Konstanz
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1.9 Delivery forms

Prime&Bond universal dental universal adhesive with accessories

I. Prime&Bond universal dental universal adhesive with accessories, delivery forms;
1 Prime&Bond universal dental adhesive in 2.5 ml bottle with Instructions for Use - 1 piece.
2. Prime&Bond universal dental adhesive in 4 ml bottle with Instructions for Use - 1 piece.

3. Prime&Bond universal Sample dental adhesive in 2.5 ml bottle with CliXdish plastic
mixing well - 1piece, Instructions for Use - 1 piece.

I1. Accessories:
1 CliXdish plastic mixing well - not more than 3 pieces.
1.10 Composition and materials

1.10.1 Prime&Bond universal adhesive
Phosphoric acid modified acrylate resin
Multifimctional acrylate
Bifunctional acrylate
Acidic acrylate
Isopropanol
Water
Initiator
Stabilizer

1.10.2 Bottle ofthe adhesive
Bottle: low density polyethylene, high density polyethylene, adhesive, dye

Flip-top-cap: polypropylene, dye

1.10.3 CliXdish plastic mixing well
Polyamide.

DENTSPiy DeTrEY GmbH
De-Trey-StrafSe 1
D-78467 Konstanz
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1.11 Technical characteristics of Prime&Bond universal adhesive

1.11.1 Mass ofthe adhesive:
- 2.5 ml bottle: 2.53 g- 2.68 g (declared amount of adhesive on the package: 2.5 ml);
* 4 ml bottle: 4.04 g- 4.20 g (declared amount of adhesive on the package: 4 ml).

1.11.2 Appearance: liquid

1.11.3 Color: transparentyellow liquid without impurities
1.11.4 Post-curing color: transparent

1.11.5 Odour: like isopropanol

1.11.6 pH value: 2.4 - 3.1 (at 20°C)

1.11.7 Steam pressure at 20°C: <43 GPa

1.11.8 Density at 20°C: 1.013 +0.002 g/cm”

1.11.9 Film thickness after polymerization: <10pm

1.11.10 Viscosity: dynamics at20°C: 20 +0.1 MPa*s
Condition of dentin Adhesion strength, MPa
Optimum 59.4 (£9.1)
Dehydrated dentin 57.4 (£ 8.4)
Wet dentin 45.8 (+ 8.6)

1.11.12 Depth ofcure: Specification: > 1 mm; Test result: 2.0 £0.0

11113
Parameter Units Value
Fatigue resistance MPa 26.4 (£/-2.1)
1.11.14 Polymerization time:
Material Recommended polymerization time
Power of light source Power of light source
(output) (output)
~00 mW/em” >800 mW/cm™
Prime&Bond universal 20 sec 10 sec
adhesive

(not less than 20 sec and not  (not less than 10 sec and not
more than 40 sec) more than 20 sec)

Peak of spectrum in the range of 440-480 nm.
112 Bottle for Prime&Bond universal adhesive

1121 Sizes:
Bottles of the same size are used for all delivery forms.
DEIKEY GmbH
De-Trey-Sttafle 1
D 78467 Konstanz'
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Dimensions Values

Height 39.6 mm (x 0.5 mm)
Diameter 20.7 mm (x 0.5 mm)
Weight 239(+0159/-0.29)
Wall thickness 650 pm (+ 20 %/ - 0%)

Volume: 9.0 ml (= 1.0 ml) (nominal fill volume up to 6.0 ml). The bottle of the same size is used
which is filled with different amount of adhesive, depending on the version.

DENTSPiy DeTREY GmbH
De-Trey-StraBe 1
D-78467 Konstanz
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2 Photo

2.1 Prime&Bond universal adhesive in 2.5 ml bottle, Instructions for Use - 1 piece.

Prime&Bond universal™
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2.2 Prime&Bond universal adhesive in 4 ml bottle, Instructions for Use - 1 piece.
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2.3 Prime&Bond universal Sample adhesive in 2.5 ml bottle, CliXdish plastic mixing well
-1 piece, Instructions for Use -1 piece.

Prime&Bond universal '
Universal Adhesive
friri

< » ' ewdruCrd
TIC9csm N Dentsply
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Prime&Bond
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Smple

2.4 Accessories: CliXdish plastic mixing well - not more than 3 pieces.
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ttedaf da mdlanga

Contanitora dl miacaloilona
PociUe di maado

laPrdar40d.6r.346
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Dentsply
Slrona

CliXdish”
Mixing well

Vorlageschaichen

Godet de Télange
Contenitore di misceiazione
Pocillo di mezcla

Reorder 606.67346 V -

3 Indications

» Direct, light cured composite and compomer restorations.

» Light cured resin cemented veneers.

» Composite, ceramic and amalgam repairs.

e Cavity varnish for use with fresh amalgam.

» Indirect restorations and endodontic posts cemented with Calibra Ceram.
Incombination with DENTSPY Self Cure Activator:

» Direct dual cure / self cure composite restorations and core build-ups.

» Cementation of indirect restorations and endodontic posts using dual cure / self cure resin

cements.

4 Contraindications

» Use with patients who have a history of severe allergic reaction to (meth)acrylate resins
or any of the components.

» Direct application to dental pulp (direct pulp capping).

5 Warnings
51 Safety notes

Be aware of the following general safety notes and the special safety notes in other chapters of
these Instructions for Use.

DENTSPiy DeTREY GmbH
De-Trey-Strade 1
D-78467 Konstanzi
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5.2 Safety alert symbol

» This is the safety alert symbol. It is used to alert you to potential personal
A injury hazards.
* Obey all safety messages that follow this symbol to avoid possible injury.

5.3 Warnings

The material contains polymerizable (meth)acrylate monomers which may be irritating to skin,
eyes and oral mucosa. The material does not contain HEMA but may cause allergic contact
dermatitis in susceptible persons. The material is acidic and may cause burns.

» Avoid eye contact to prevent irritation and possible comeal damage. In case of contact with
eyes rinse with plenty of water and seek medical attention.

* Avoid skin contact to prevent irritation and possible allergic response. In case of contact,
reddish rashes may be seen on the skin. If contact with skin occurs, remove material with
cotton and alcohol and wash thoroughly with soap and water. In case of skin sensitization or
rash, discontinue use and seek medical attention.

» Avoid contact with oral soft tissues / mucosa to prevent inflammation. If accidental contact
occurs, remove material from the tissues. Flush mucosa with plenty of water and
expectorate/evacuate the water. If inflammation of mucosa persists, seek medical attention.

5.4 Precautions

This product is intended to be used only as specifically outlined in these Instructions for Use. Any
use of this product inconsistent with these Instructions for Use is at the discretion and sole
responsibility of the dental practitioner.

If refrigerated, allow material to reach room temperature prior to use.
Use protective measures for the dental team and patients such as glasses and rubber dam
in accordance with local best practice.

To prevent the bottle from exposure to spatter or spray of body fluids or contaminated
hands it is mandatory that the bottle is handled offside the dental unit with clean/disinfected
gloves.

Use in a well-ventilated area. Avoid inhaling vapor.

Flammable: Keep away from sources of ignition. Take precautionary measures against
static discharges.

Prime&Bond universal universal adhesive is a light-cured material. Protect from ambient
light.

Applicator tips are intended for single use only. Discard after use. Do not reuse in other
patients in order to prevent cross-contamination.

Unprepared enamel must be etched using phosphoric acid before application of
Prime&Bond universal universal adhesive.

Contact with saliva, blood and sulcus fluid during application may cause failure of the
restoration. Use adequate isolation such as rubber dam.

Tightly close bottle immediately after use.

Interactions:
- Do not use eugenol- or hydrogen peroxide-containing materials in conjunction with
this product since they may interfere with hardening and cause softening of the product.

DENTSPLY DeTREY GmbH ' 10
De-Trey-Strafte 1 XT.
D-78467 Konstanz;
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- Avoid the product saturating the gingival retraction cord. If it soaks into the cord, it
may set hard and bond the cord to the underlying tooth surface making removal
difficult.

- If mineral-impregnated (e.g., ferric compounds) retraction cords and/or hemostatic
solutions are used in conjunction with adhesive procedures, marginal seal may be
adversely affected, allowing microleakage, subsurface staining and/or restoration
failure. If gingival retraction is necessary, use of plain, non-impregnated cord is
recommended.

6 Adverse reactions
» Eye contact: Irritation and possible comeal damage.

e Skin contact: Irritation or possible allergic response. Reddish rashes may be seen on the
skin.

» Contact with Mucous Membranes: Inflammation (See Warnings).

7 Placement of direct light cured restorations: step by step
7.1 Isolation, cleaning and conditioning of enamel and dentin

1. Use adequate isolation such as rubber dam.

2. Clean unprepared enamel and dentin with a rubber cup and pumice or a cleaning paste such as
NUPRO Prophylaxis Paste.

3. Wash prepared and unprepared enamel and dentin thoroughly with water spray and blot or
lightly air dry. Do not desiccate dentin.

7.2 Pulp protection

In deep cavities cover the dentin close to the pulp with a hard-setting calcium hydroxide liner
(DYCAL two-component self-curing material DYCAL, manufactured by Dentsply Sirona,
Registration Certificate # FSZ 2007/00379, see Instructions for Use) leaving the rest of the
cavity surface free for bonding.

7.3 Acid conditioning of enamel and dentin

Prime&Bond universal adhesive offers operators the choice of enamel and dentin pretreatment:

-» Self-etch mode

1. No etching with phosphoric acid, proceed directly to application of the adhesive.
Selective enamel-etch mode

1. Apply phosphoric acid (e.g. Conditioner 36) according to manufacturer's instmctions.

2. Gently extrude conditioner gel to the enamel (margins) only.

3. For best results, condition enamel for at least 15 seconds. Any incidental contact of

conditioner gel to dentin should be limited to 15 seconds or less.

4. Remove gel with aspirator tube and/or vigorous water spray and rinse conditioned areas

thoroughly for at least 15 seconds.

5. Remove rinsing water completely by blowing gently with an air syringe or blot dry.

6. Do not desiccate dentin.

7. Proceed immediately to application of the adhesive.

~ Etch-and-rinse mode
1. Apply phosphoric acid (e.g. Conditioner 36) according to manufacturer’s instructions.
2. Gently extrude conditioner gel to the cavity surfaces starting at the enamel margins.
3. For best results, condition enamel for at least 15 seconds and dentin for 15 seconds or less.
4. Remove gel with aspirator tube and/or vigorous water spray and rinse conditioned areas
thoroughly for at least 15 seconds.

DENTSPIY DeTREY Gm b H A ------ ¢cA'T-Q C-

De-Trey-StraSe 1
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5. Remove rinsing water completely by blowing gently with an air syringe or blot dry.
6. Do not desiccate dentin.
7. Proceed immediately to application of the adhesive.

Contamination.

A Restoration failure.
1. Once the surfaces have been properly treated, they must be kept
vmcontaminated.
2. If salivary contamination occurs after acid conditioning, thoroughly clean
with vigorous water spray, dry and apply adhesive as described in chapters 7.4-
7.6 without repeating the acid conditioning step.

7.4 Dosage

Flip-top Bottle:

1 Pull off originality seal.

2. To open, take the bottle in the hand, place a thump in the thump recess and push the cap to the
side until it remains in the open position.

3. Hold the bottle upside-down in a vertical position and dispense 1-2 drops of adhesive into a
CliXdish™ mixing well or standard dappen dish or mixing well.

4. Ifnecessary clean dropper of the bottle using a soft paper tissue.

5. Carefully close the bottle again by applying pressure to the lever from above. The cap snaps

m Technique Tip: CliXdish.

Material in a closed CliXdish mixing well will remain usable for up to 30
I]_' E EIJ‘ minutes. Material dispensed into a standard mixing well must be used
immediately.

7.5 Application of adhesive to enamel and dentin

1. Use a new applicator tip to apply adhesive to completely wet the surfaces to be treated. If

necessary rewet applicator tip. Avoid pooling of the adhesive.

2. Keep the adhesive slightly agitated for 20 seconds.

3. Disperse adhesive and remove solvent with clean, dry air from an air-water syringe. Treat

every surface with a moderate air flow for at least 5 seconds until a glossy and uniform layer

results. Avoid dry spots and splashing of adhesive by using a too strong air flow.
Insufficient evaporation of solvent.

Inadequate polymerization.
1 Follow strictly the instructions of the steps above.
7.6 Light curing of adhesive

1 Light-cure adhesive with a suitable curing light * Cure adhesive for 10 seconds when
using a curing light as Dentsply Sirona SmartLite PS or SmartLite FOCUS that has a
minimum irradiance of 800 m\W/cm2.

Cure adhesive for 20 seconds when minimum irradiance is between 500 m\W/cm” and
800 mW/cml
Refer to curing light manufacturer’s Instructions for Use for compatibility and curing
recommendations.
Insufficient curing.
A Inadequate polymerization.
1. Check compatibility of curing light.
2. Check curing time.

' Curing light designed to cure materials containing camphorquinone (CQ) initiator. Peak of spectrum in the range
0f440-480 nm. deTrEY GmbH
De-Trey-Stra(Je 1
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3. Check minimum irradiance.
2. Proceed immediately to placement of the direct restoration or the preparation and cementation
of indirect restoration as described in the following chapters.

7.7 Placement of direct restorations with light cured composites and compomers

1. After application and light curing of adhesive place restorative following the Instructions for
Use of the used composite or compomer material.

2. Ensure that the cured adhesive surfaces remain uncontaminated before applying the direct
restorative material. If salivary contamination occurs, thoroughly clean with vigorous water
spray, dry and reapply adhesive as described in chapters 7.4 to 7.6 without repeating the acid
conditioning step.

8 Repair of composite, ceramic and amalgam restorations with light cured
composites: step by step

In case of composite and amalgam repair:

1. Create mechanical retention where possible. Roughen the fractured surface for best results,
sandblast the area to be repaired with an intraoral microetcher (50p alumina). Rubber dam is
recommended with high speed evacuation.

2. Rinse with water for 10 seconds (microetched areas for 15-20 seconds), air dry, and apply
adhesive [see chapters 7.4 to 7.6].

3. Treat enamel and dentin surfaces according to the procedure described in chapters 7.3 to 7.6.
4. Proceed immediately to completion/restorative material placement following the Instructions
for Use of the used composite material.

In case of glass ceramics repair:

1 Etch with buffered hydrofluoric acid for intraoral use according to manufacturer’s instructions
and apply silane (e.g. Calibra Silane Coupling Agent) to ceramic surfaces to be repaired
following manufacturer’s instructions.

2. Treat enamel and dentin surfaces according to the procedure described in chapters 7.3 to 7.6.
3. Proceed immediately to completion/restorative material placement following the Instructions
for Use of the used composite material.

9 Cavity varnish for use with fresh amalgam: step by step

1. Apply adhesive to cavity surfaces without acid conditioning as described in chapters 7.4 to
7.6.
2. Proceed immediately to completion/restorative material placement.

10 Cementation of indirect restorations using Calibra Ceram: step by step

Calibra Ceram.

When using Calibra Ceram the Dentsply Sirona Self Cure Activator is not
required.

Light curing.

Light curing of Prime&Bond universal may be accomplished right after seating
the restoration with Calibra Ceram in case of light transmissible indirect
restorations (< 2.5 mm thick ceramic and composite) only.

Application of adhesive.

Application of adhesive to the inner surface of glass ceramic restorations treated
with silane is not required.

1 Apply adhesive to prepared tooth surfaces according to the procedure described in chapters

7.41t07.6. deTrey™ N
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2. Treat internal surface of restoration according to manufacturers or dental laboratory’s
instructions, i.e., etching or mechanical roughening.

3. Incase of glass ceramics etch with hydrofluoric acid according to the manufacturer’s
instructions and apply silane (e.g. Calibra Silane Coupling Agent) following manufacturer’s
instructions. In case of zirconium dioxide or metal apply Prime&Bond universal universal
adhesive to inner surfaces of restorations to enhance adhesion.

4. Proceed immediately to cementation of indirect restoration following the Instructions for Use
for Calibra Ceram.

11 Cementation of indirect restorations with other dual-cure and self-cure
resin cements: step by step

Dentsply Sirona Self Cure Activator.

I I I Dentsply Sirona Self Cure Activator is required. The Self Cure Activator (SCA)
is used with Prime&Bond universal to be compatible with conventional
methacrylate-based dual and self- cured composite restorative materials
including Dentsply Sirona dual and self- cured composite restorative and
cement materials.

Application of adhesive.

I I I Application of adhesive to the irmer surface of glass ceramic restorations treated
with silane is not required.

11.1 Pulp protection and tooth conditioning

For pulp protection and tooth conditioning, please see chapters 7.1 to 7.3.

11.2 Dosage and mixing

1. Dispense 1-2 drops of Prime&Bond universal into a clean CliXdish Mixing Well or standard
plastic mixing well, followed by Dentsply Sirona Self Cure Activator (SCA), at a ratio of 1.1
(same number of drops).

2. Mix contents for 1-2 seconds with a new applicator tip.

11.3 Application of mixed adhesive/activator to enamel and dentin

1. Use the applicator tip to apply mixed adhesive/activator to completely wet the surfaces to be
treated. If necessary re-wet applicator tip. Avoid pooling of the adhesive/activator.

2. Keep the mixed adhesive/activator slightly agitated for 20 seconds.

3. Disperse mixed adhesive/activator and remove solvent with clean, dry air from an air-water
syringe. Treat every surface with a moderate air flow for at least 5 seconds until a glossy and
uniform layer results. Avoid dry spots and splashing of mixed adhesive/activator by using a too
strong air flow.

Insufficient evaporation of solvent.

Inadequate polymerization.

1 Follow strictly the instructions of the steps above.
11.4 Light curing of mixed adhesive/activator

1 Light-cure adhesive/activator with a suitable curing light” for 10 seconds when using a curing
light as Dentsply Sirona SmartLite PS or SmartLite FOCUS that has a minimum irradiance of
800 mwW/cm2.

Curing light designed to cure materials containing camphorquinone (CQ) initiator. Peak of
spectrum in the range of 440-480 nm. _
DLINTSPiy detrey GmbH rc>/n 14
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Cure adhesive/activator for 20 seconds when minimum irradiance is between 500 m\W/cnm™ and
800 mW/cmY™. Refer to curing light manufacturer’s Instructions for Use for compatibility and
curing recommendations.

Insufficient curing.
Inadequate polymerization.
1. Check compatibility of curing light.
2. Check curing time.
3. Check minimum irradiance.
2. Proceed immediately to placement of the indirect restoration.

11.5 Preparation of indirect restorations

1 Treat internal surface of restoration according to manufacturer’s or dental laboratory’s
instructions, i.e., etching or mechanical roughening.

2. Incase of glass ceramics etch with hydrofluoric acid according to the manufacturer’s
instructions and apply silane (e.g. Calibra Silane Coupling Agent) following manufacturer’s
instructions. In case of zirconium dioxide or metal apply mixed adhesive/activator to inner
surfaces of restorations to enhance adhesion.

3. Prepare, mix and apply dual cure or self cure composite or dual cured resin cement, according
to manufacturer’s instructions.

12 Endodontic post cementation
12.1 With core-X flow core build-up material: step by step

1 Post space must be rinsed with water and dried using suction and/or paper points to leave
amoist surface.

Optional post space may be etch-and-rinse treated with phosphoric acid according to the
procedure described in chapters 7.3.

2. Mix Prime&Bond universal imiversal adhesive with Dentsply Sirona Self Cure Activator
as described in chapter 11.2.

3. Apply mixture of Prime&Bond universal universal adhesive and Dentsply Sirona Self
Cure Activator to post space according to the procedure described in chapter 11.3. Use of
paper points after application helps to avoid pooling of adhesive in post space.

Light curing of adhesive before post cementation is optional - follow chapter 11.4.

4. Treat post surface according to the post manufacturer’s instructions (i.e. for X-Post fibre
post apply adhesive mixture and air dry).

5. Proceed immediately to endodontic post cementation following the Instructions for Use
for core-X flow.

12.2 With other dual cure and self cure resin cements: step by step

1 Post space must be etch-and-rinse treated with phosphoric acid according to the
procedure described in chapters 7.3.

2. Mix Prime&Bond universal universal adhesive with Dentsply Sirona Self Cure Activator

as described in chapter 11.2.

When using Calibra Ceram the Dentsply Sirona Self Cure Activator is not required.

Apply mixture of Prime&Bond universal universal adhesive and Dentsply Sirona Self

Cure Activator to post space according to the procedure described in chapter 11.3. Use of

paper points after application helps to avoid pooling of adhesive in post space.

5. Light cure adhesive before post cementation following chapter 11.4.

Treat post surface according to the post manufacturer’s instructions.

Proceed immediately to endodontic post cementation following respective Instructions

for Use.
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13 Cleaning and Sterilization

The products are supplied non-sterile. Sterilization of dental material and accessories is not
required. Except for Clixdish mixing well that is reusable. It can be cleaned, disinfected and
autoclaved.

NOTICE
Wrong cleaning or disinfection method.
Damage to the device.

1 Always disassemble CliXdish before reprocessing.

2. Do not clean or disinfect with aggressive agents (e.g. solutions based on orange oil or
acetone).

3. Start reprocessing within 1 hour after use.

13.1.1 Disassembly andpreparationfor reprocessing

1. Disassemble CliXdish.
2. Clean Clixdish using a soft brush and running cold tap water.
3. Remove residual adhesive with tissue.

13.1.2 Manual cleaning and disinfection:

1. Discard used gloves according to local regulations.

2. Disinfect hands with an appropriate bactericidal, virucidal, and fimgicidal hand disinfectant
solution according to local regulations. Use according to disinfectant solution
manufacturer’s Instructions for Use.

Use a new clean pair of examination gloves.

Clean Clixdish with a soft brush imder running tap water, and an appropriate cleaning
solution (e.g.: alkaline solution: Diirr FD370 [2%]") containing nonionic surfactants (5-
15%0), chelating agents (< 5%) and adjuvants in an aqueous solution, for at least 30 seconds
until free of visible contamination. Pay special attention to device seams and insertions.
Remove cleaning solution residue with a cloth soaked with deionized water.

. Dry Clixdish with a lint-free single-use cloth.

7. Thoroughly wipe all CliXdish surfaces with a single-use cloth in combination with an
undiluted, aldehyde-free, alcohol-based, bactericidal, tuberkulocidal, virucidal and
ftmgicidal disinfection solution (e.g.: Durr FD333') approved according to local
regulations and use according to disinfectant solution manufacturer’s Instructions for Use.
Make sure disinfectant solution is compatible with cleaning solution. Pay special attention
to device seams and insertions.

8. After 5 minutes remove disinfectant solution residue with a cloth soaked with deionized
water.

9. Dry Clixdish with a lint-free single-use cloth.

Device can be manually disinfected for up to 200 times.

> w

o o1

13.1.3 Automatic Washer-Disinfector:

As an alternative to manual cleaning and disinfection, the CliXdish can also be processed in a
washer-disinfector”.

Use only properly maintained, calibrated, and approved washer-disinfector according to 1ISO
15883-1.

~Not a registered trademark of Dentsply Sirona
Not a registered trademark of Dentsply Sirona

~or example, Miele Washer-Disinfector G7835 CD using program Vario TD
DENTSPiy DeTREY GrAri 16
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1 Place CliXdish in the washer-disinfector allowing water and detergent to enter into and
drain off from device openings during washer-disinfection program and follow washer-
disinfector’s Instructions for Use.

2. Rim washer-disinfection program with AO value > 3000 (e.g. 5 min at > 90°C) using
appropriate detergents (e.g.: neodisher® MediClean [0.5%] (alkaline detergent) and
neodisher® Z [0.1%0] (acid neutralization and cleaning detergent); both detergents from Dr.
Weigert, Hamburg, Germany™).

The CliXdish can be washer-disinfected for up to 500 times.

13.1.4 Autoclaving (optional)

After cleaning and disinfection (13.1.2. Manual cleaning and disinfection) or after processing in
a washer-disinfector (13.1.3 Automatic washer-disinfector), the CliXdish can also be autoclaved.
Steam autoclave CliXdish unwrapped at 134 C/ 2 bar for 3 minutes 30 seconds.

The CliXdish can be disinfected for up to 200 times and can be autoclaved for up to 20 times.

14 Storage and shelf-life

Shelf-life - 2 years. Inadequate storage conditions may shorten the shelf life and may lead to
malfunction of the product.

» Keep the product out of direct sunlight and store in a well-ventilated place.

» Store at temperatures from 2°C to 24°C. Use the product at room temperature.

*  Protect from moisture.

* Do not freeze.

» Do not use after expiration date.
Humidity can negatively affect the properties of the material.

15 Transportation
The devices should be transported according to the rules applicable to each transport mode at
temperatures between 2 °C and 24 °C for up to 14 days and relative humidity < 90%.

16 Environmental requirements
The product does not have an adverse impact on the environment during its life cycle.

17 Conditions for use

The product is properly maintained in the mouth, in the presence of the body fluids at nominal
temperatures from 32° to 42°C, for accessories which are not exploited in the oral cavity: from
+10° to+35° C.

This product should be used only by qualified dental personnel in clinical environment.

18 Maintenance and repair
Medical devices are not subject to repair. Special maintenance is not required.

19 Labelling
19.1 Symbols used in labelling:
Symbol Description

) ) DENTSPIY DETREY GmbH
"Not registered trademarks of Dentsply Sirona. oe-Trey-Strafle 1
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[REF) Reference number

Store in dry place

Id Name and address of manufacturer

A Caution: consult the Instructions for Use

ITotl Serial number (batch/lot number)

S Expiration date

Protect from sunlight

Temperature limits; both lower and upper temperature
f limits are noted next to horizontal lines

1 11 Instructions for Use is on official website:
www.dentsnlv.exa/ifu

CC CE mark

I“only for Dental use only (Rx);

20 List of Applied International Standards

* 1SO 13485 Medical devices -- Quality management systems —Requirements for
regulatory purposes.

»  Council Directive 93/42/EEC of June 1993 concerning medical devices
* EN ISO 14971 Medical devices —Application of risk management to medical devices

* EN ISO 10993-1-2011 Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process

* EN ISO 7405 Dentistry - Evaluation of biocompatibility of medical devices used in
dentistry

21 Disposal

Disposal is carried out in accordance with local laws and protocols of a particular medical
institution.

Dispose in accordance with the sanitary rules and regulations of the Russian Federation

2.1.7.2790-10 SanPiN ""Sanitary requirements for handling of medical waste."" Hazard category
DENTSPIY DeTrey Grhjy,~— . 18
De-Trey StrafSe 1 - 0?lM-04-3o0
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of medical waste - B.
This product should be used only by qualified dental personnel in clinical environment.

22 Manufacturer's warranties

The manufacturer is not responsible and shall not indemnify for any possible damage or accidents
caused by:

»  Use of components unrelated to the product which can affect normal operation.
» Failure to follow the instructions for use.

The user is responsible for testing of materials for fitness and use for any purpose not expressly
specified in the instructions!

For product quality issues, please contact the Authorized Manufacturer’s Representative.

23 Authorized Representative

Dentsply Sirona LLC, Russian Federation, 115432, Andropov prospect, 18 building 6, offices 1
39 40, telephone: +7 (495) 725 10 87

DENTSPiy DeTREY GmbH
De-Trey-StrafSe 1
D-78467 Konstanz 19
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Apostille
(Convention de La Haye du 5 octobre 1961)

1 Land: Bundesrepublik Deutschland

Diese offentliche Urkunde
2. ist unterschrieben von

Frau Dr. Andrea Stutz
3. inihrer Eigenschaft als

Notarin

sie ist versehen mit dem Dienstsiegel und dem Dienststempel

der Notarin Dr, Stutz in Konstanz

Bestatigt
in Konstanz 6. am 30.05.2018

durch Prasident des Landgerichts Roding
beim Landgericht Konstanz

unterNr. E 910 a (AR 514/18)
Siegel/Stempel
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VIHCTPYKLUMSA MO NPUMEHEHNIO

Tonbko AnA MCnonbL30BaHMA Bpadyamn-cTomMaTonoramu

Martepnan cToMaTonornyeckuii yHuBepcasibHbIi aaresnsHblid Prime&Bond universal ¢

NPUHaLIEXHOCTAMMN
NPOM3BOACTBA KOMMaHNK
«DENTSPLY DeTrey GmbH», De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(O)753vl-583-0; +49-(0)7531-583-104
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1 OnwucaHune

11 HawumeHoBaHue
MaTepmnan CcTOMaTONOMMYeCKMin yHUBepcanbHbIA aareaumBHbli  Prime&Bond universal c

NPUHAaANEXHOCTAMMU.
I. MaTepuan CcTOMaTO/IOTMYECKNIA YyHMBepPCanbHbI agresnBHbiii  Prime&Bond universal,
BapuaHTbl NCMOMIHEHUSA:

1. Agre3smB Prime&Bond universal Bo ¢nakoHe 2,5 M B KOMMJIEKTE C WHCTPYKUMER Mo
npuMeHeHuto - 1 wr.

2. ApresnB Prime&Bond universal Bo ¢nakoHe 4 MA B KOMMJIEKTE C WHCTPYKUMENA Mo
npUMeHeHuto - 1 WT.

3. ApresnB Prime&Bond universal Sample (o6pasey) Bo diakoHe 2,5 Ma B KOMMJIEKTE C
nanetkon nnactukooi CliXdish - 1 wWwT., UHCTPYKUMel N0 NpUMeHeHMWIO - 1 WwT.

Il. MpuHagnexxHocTn:

1. Manetka nnactukoBasa CliXdish - He 6onee 3 wWT.

12  WH(popmaums o npoussoauTesie / paspaboTumke MeLULMHCKOI0 13fenns
«DENTSPLY DeTrey GmbH», epmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: +49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@ dentsplvsirona.com

1.3 Apfpeca npou3BOACTBa MEAUNUHCKOIO U3Lennsa

«DENTSPLY DeTrey GmbH», NepmaHus

De-Trey-Strasse 1, 78467 Konstanz, Germany

Tel: -i-49-(0)7531-583-0; +49-(0)7531-583-104; e-mail: service-konstanz@dentsplvsirona.com

1.4 HasHa4yeHue

Y Ka3aHHOe n3penne npegHasHad4eHo and cos3gaHuaA a,u,re3|/|BH017| CBA3N MNMpPUN NpAMbIX N HENPAMbIX
pecTtaBpalndx, Cnoco6HO NMPUKPEN/IATLCA K aMain, AEHTUHY, KOMNO3NTaM, OKCUAY UMPKOHUNA U
MeTas1/iaM.

15 Knaccngmkayms msaenvs
Knacc noTteHumanoHOro pucka: 2a
Kog GMDN: 42483 -Adhesive, dentine (AAresnB, CTOMaTONOTMYECKUNA).

16 OnwucaHune

Aparesns Prime&Bond universal  aBnseTca KOMb6UHaumnel aAresaMBoB  TOTas/IbHOrO
npotpaBnueaHna (Etch&Rinse), cenekTuBHOro npotpasnneaHua  (Selective Etch) wu
camonpoTpaBnuBatouwero (Self Etch) agresnsa. OH obecnevynBaeT NPOCTOe HaHECEHUEe aaresnea
npu nNpAMbIX M HeNpsMbIX pecTaBpaunax M CnocobeH MPUKPENNAaTbCA K 3Manu, [LeHTUHY,
KOMMO3UTaMm, LMPKOHUIO 1 MeTannaMm. AgresmB Prime&Bond universal coBmecTm ¢ 06bI4YHbIMYA
MeTaKpuaaTHbIMU CBETOOTBEPXAAaeMbIMM KOMMO3UTHbLIMMU pecTaBpaLNOHHbIMU "
LEMEHTMPYHOLWMMN MaTepranamu.

1.7 O6nactb NpUMeHeHUA
CrtomaTtonorusa

1.8 Tpodmnb nonb3oBaTesis
Tonbko ona ncnonb3oBaHMA BpadYaMu-ctoMmaTosioramMmu.

19 ®opmbl NocTaBKu
1. ApgresmB Prime&Bond universal Bo dnakoHe 2,5 M B KOMMJIEKTE C WHCTPYKUMeld no

/MevyaTb: AJEHTCNNANAuTpeit TM6X A
Own-Tpeii-lU Tpacce 1
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npMMeHeHuto - 1 Wr.

2. ApresmB Prime&Bond universal Bo ¢nakoHe 4 M1 B KOMMJEKTE C WHCTPYKUMend no
npumMeHeHMo - 1 WT.

3. AgresuB Prime&Bond universal Sample (o6pasey) Bo (rakoHe 2,5 M/A B KOMMJeKTe C
nanetkon nnactukoBon CliXdish - 1 WT., NHCTPYKLUWENR MO MPUMEHEHUIO - 1 WIT.

MpuHaANeXHOCTU:
Manetka nnactukosasa CliXdish - He 6onee 3 wWT.

1.10 Martepuasnbl

1.10.1 CocTas agresnsa Prime&Bond universal
* AkpunatHasa cmona, mogudmuympoBaHHas PoCHOPHOI KMNCIOTOM
e MynbTUPYHKUNOHANBbHbIE aKPUNAThI
e bBudyHKLMOHaNbHbIE aKpWIaThl
e KwuCNoTHble akpunaThl
* W3onponaHon
e Boga
*  WHunynatop
e CTtabunusatopsbl

1.10.2 ®naKkoH Ana agresmsa

dakoH: No/IN3TUNEH HWU3KOI NMAOTHOCTWU, NONN3ITUNEH BbICOKOI NnAOTHOCTW, aAares3ns,
KpacuTenb.

KprIJJKaC 3au.|,enK0|7|: nonnmnponnneH, KpacuTesnb.

1.10.3 lManeTkKa nnacTukosasa ana cmewmeanmsa CliXdish
Monuamung,.

111 Pwusmndyeckme cBoiicTBa agresmsa Prime&Bond universal

1.11.1 Macca apgresmsa:
e BO (pnlakoHe 2.5 mn: 2,53 r- 2,68 r (3asiB/IeHHbIN 06bEM aaresvBa Ha ynakoBke: 2.5 mn);
e BO (pnakoHe 4 mn: 4,04 - 4,20 r (3aABNEHHbIV 06BbEM aAre3vMBa Ha ynakoBke: 4 mn).

1.11.2 Busya/ibHble XapakKTEPUCTUKN: XKNOAKOCTb
1.11.3 LiBeT: npo3payHasn >KenTas XXUAKOCTb 6e3 npumecei

1.11.4 LigeT nocne nonuMepu3anun: npo3payHblii
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1.11.5 3anax: Kak u3onponaHor

1.11.6 3HauveHune pH: 2,4 - 3.1 (npu 20°C)

1.11.7 NlasneHune napa npu 20°C: <43 rla

1.11.8 MnoTHoCcTb npu 20°C: 1,013 + 0.002 r/cm”

1.11.9 TonwuHa nneHkn nocne nonumepusaymm: <10pT

1.11.10 BaskocTb: AnHamumka npu 20°C: 20 + 0.1 mlMNa*c

CocTosiHVe JeHTUHA MpoyHocTb agresun, Mia
OnTUMasnbHoe 594 (£9.1)
MepecyLUeHHbIA AEHTWH 574 (x84)
BriaXKHbI AEHTUH 45.8 (£8.6)

1.11.12 T'ny6buHa oTeep>KaeHus: TpebosaHve >1mMMm; PesynbTaThl TecTa: 2.0 £ 0.0 MM

XapaKTepucTnKa EanHMLLI n3mepeHns 3HauyeHVe

YcTanocTHasi NPoYHOCTb™ MnMa 264 (x2.1)

1.11.14 Bpemsa nonmmepusaLmn:

Martepvian PekoMeHI0BaHHOe BpeMs Mo/IMMEPU3aLmn
MoLuHocTb >500 MoLuHocTb >800
mBart/cm™ mBatT/cm™

Aaresus Prime&Bond universal 20c FOc

(He meHee 20 c 1 He 6onee (He meHee 10 C N He
40 c) 6onee 20 c)

MakcumanbHoe 3Ha4veHue u3nydeHna B npegenax 440-480 HM.

112 ®nakoHa ana aaresvsa

Pasmepbl:

Pasvep 3HauyeHVe

BbicoTa 39,6 MM (= 0.5 mMm)
[unameTp 20,7 mm (£ 0.5 mm)
Bec 2,3 r(x0,15r/-0,2 1)
TonwmHa CTeHoK 650 MKM (£20% / - 0%)

O6bem: 9,0 man (x 1,0 mn) (HOMMHanNbHbIW 06bem 3anonHeHus fo 6,0 ma). Mcnonb3syetca
aHanornyHblli (hNakoH OAWHAaKOBOro pasMepa, 3anofIHEHHbIV pasMYyHbIM 06bEeMOM ajresnsa, B
3aBUCMMOCTW OT BapvaHTa UCMOIHEHUS.
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2  WN306paxeHus nspenns

2.1 Agjresms Prime«&Bond universal Bo thnakoHe 2,5 M1 B KOMMNEKTE C UHETPYKLUMEN MO
npUMeHeHWto - 1 wT.

Prime&Bond uni.crtul
Ad!«-Sive
4y, Dentsply
to Sirono
Pnrne&Bond universal' | Denlspiy
Sircna

2.2 AaresmB Prime&Bond universal Bo ¢hiakoHe 4 M1 B KOMMIEKTE C MHETPYKLUMEN MO
NPUMEHeHWo -1 LWUT.

Pnme&Bond universal"
Uryvs'?p<y Adhesive
~  Dentsply
to Sirono

ArnwER*

Pnme&Bond universal” Dentsply
Universal Adhesive to Sirono

wnoanrrr-
AdneS'.vo u- ve-S'V

vl <W CLHi
viv.vi-er

u-n-.-er 'a-
Lys-yrv; mA'ifijf.y
1.iVAO/Un-NiKde. i
V-OVIK' (S XA
. Virr
td'l MM.rhis:
LAWErzyi-
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2.3 AgresmB Prime&Bond universal Sample (o6pasel) BoO (hilakoHe 2,5 M1 B KOMMJIEKTe
¢ nanetkoi nnactukoBon CliXdish - 1 WT., MHCTPYKUMEN NO MPUMEHEHMIO - 1 LT,

PrimeStBoncl| universal™
Universal Adhofiyc;

Dertlsply
Sirono
J Dentspiy
» Sinsnc
Pnme&Bona ;
universal;’-
“ARE

2.4 TlpuHagneXxHocTb: naneTka nnactmkoBas CliXdish - He 6onee 3 wWrT.

CliXdish"
Mixing weH "Ly

Vorlog«»chilkh*n

Ood«t de melange
Contenitore di misceloiione
Pocillo d( mexda

Reorder 606.67.34d

lie

Ctigspiy
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Dentsply
Sirona

CliXciish™"

Vcinac<>scbalc.}-4'31">
Ciocift <Je fTieiang«
yr-rrellwre di
fOCiilr> di mG/.ciii

3Cf 600i>7.346

3 [loka3aHus
i |_|pF|MbIe CBETOOTBEPXKXAAaEMble KOMMO3UTHbIE N KOMIMNOMEPHbIE PeECTaBpalnn.
° BVIHI/Ipr, (pVIKCVIpyeMbIe C NMOMOW,bKO CBETOOTBEPXKAAEMOI0O KOMIMO3UTHOIO LEMEHTA.
*  PeMOHT KOHCTPYKLUIA M3 KOMMO3MTa, KEPaMUKN U aMasibrambl.
o FeplvleTmsau,m LEHTNHa nepeg npoBegeHUNEM amMaibramMmHowm pecTtaBpayunn.

* LUemeHTnpoBaHMe HenpsAMbIX pecTaBpauuii U  3HAOAOHTMYECKUX  WTUPTOB ¢
MUCMoNb30BaHMEM  KOMMO3UTHOro (gukcupyrouwero uemeHta mMapkm DENTSPLY
(npogakTCcA OTAE/IbHO, HE BXOAAT B KOMMJIEKT MOCTaBKMN).

B kKombuHaumm c akTmBaTopom camooTBepXfeHusa Dentsply Sirona Self Cure Activator
(npojaeTcA OTAENbHO, HE BXOAAT B KOMIMJIEKT MOCTaBKM):

+ [psAMble KOMMO3UTHbIe pPecTaBpaLunM XMUMMUUYECKOro / [BOMHOIO0 OTBEPXAEHUA W
BOCCTAHOBJ/IEHME KY/bTK 3y6a.

e LlemeHTMpoBaHMe HenpsMbiX pecTaBpayuii M  3HAOAOHTUYUECKUX  WTUPTOB €
MCNOMb30BaHNUEM CaMOOTBEPXAAKLLEFOCA KOMMO3UTHOrO LeMeHTa WAW  LeMeHTa
LBOMHOrO OTBEPXAEHUS.

4 TlpoTuBONOKasaHuA

e Y nauueHTOB, paHee MMEBLUWX ajl/IEPrMUYECKME peakLM Ha MeTakKpuaaTHble naacTMacchl
nnu Ha n6oli Apyroli KOMMNOHEHT afre3vBa.
e [psAMoe NOKpbITUE NyNbMbl (MPSAMOe HAMOXEHUE HA NYNbMy).

5 [lpepynpexaeHus

51 YkKasaHus no 6e3onacHocTr
Cﬂe,quT CO3HAaTE/NIbHO BbIMNOJ/IHATL NMPUBEAEHHbIE HMXE YyKa3aHUA MO O6LLI,€I7I 6e3onacHoOCTU U
creymanbHble yKasaHus no 6e3onacHoOeTU, NpuBeeHHbIe B MHCTPYKLUN K MPUMEHEHWIO.
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5.2 O603HayeHMe OrMacHoETMW.
* 370 CUMBO/, 0603Haqarou.|,|/||7| ornacHocTb. OH MCIMOJIb3YETCA, yTOObI npegynpegnTb Bac
0 NOTEHUNaJ/IbHbIX PUCKaX A1 300P0BbA.
. C}'Ie,quITe BCEM COO6LLI,€HVIFIM no 6830I‘IaCHOCTI/I, OTMEYEHHbIM JaHHbIM CMMBOJIOM, BO

n3bexxaHue NnpMYnHEHNA Bpeda 340P0BbH.

53 [lpepoeteperkeHns

MaTepran CcofepXWUT MNoANMepU3yeMblie akpunatel U (MeT)akpuiaTbl MOHOMEPOB, KOTOpPble
MOryT BbI3BaTb pa3gpaxeHue KOXW, rfas U CAM3UCTOM MonocTu pra. MaTepuan He COLepXUT
HEMA, HO MOXeT Bbl3blBaTb KOHTaKTHbIi JepMaTUT Yy BOCNPUMMUUBBLIX nuy. MaTtepuan nmeeT
KUC/ble 3Ha4YeHNA pH 1 MOXET BblI3blBaTb 0XKOTIU.

« W36eraiite KOHTaKTa C [/la3aMV [ans npegoTepalieHns pasgpakeHWs U BO3MOXHOIO
NOBPeXAeHNSA poroBuubl. B cnyyae KOHTaKTa € rnasamy NpoMonTe AOCTaTOYHbIM KOMMYeCTBOM
BOfibl M 06paTnTECh 32 MEAULIMHCKOM NOMOLLbIO.

o W3beranite KOHTaKTa C KOXEW ans npefoTBpaWleHUs PasApaxeHWss M BO3MOXHOIO
annepruyeckoro oTBeTa. B cnyyae KOHTakKTa Ha KOXe MOFyT MOABUTLCA KpacHoBaThble
BbiCbiMaHMA. ECnM KOHTaKT C KOXeil npowusowen, yAaanute maTepuan BaTol, CMOYEHHO! B
cnupTe, U TWaTesbHO MNPOMOWTE MbIJIOM C BOAOW. ECAn NOSABUANCH BbIChbINAHUA UAN MPU3HAKM
ceHcubunMsauum, npekpaTuTe WCNOMb30BaHME TMPOAYKTa K obpaTuTecb 3a MegULUHCKOIA
MOMOLLLbIO.

* 36eranite KOHTaKTa C MArKUMU TKaHSAMW NOSIOCTU PTa/CN3UCTON ans npefoTepalyeHns
BocrnasneHus. Ecnn npousowen cny4valiHblil KOHTaKT, yjanuTe MmaTtepuan BaToi. [lpomoiiTe
CNU3UCTYIO CTpyeli BOAbl B [OCTATOYHOM KOJIMYECTBE, yAanss MPOMbIBHbIE BOAbl M3 NOMOCTH
pra. Ecnn BocnaneHue CcAM3WUCTOW 000/104KM MOAOCTM pTa coxpaHsAeTcsa, obpaTuTecb 3a
MeANLNHCKOA NOMOLLbIO.

5.4  Mepbl NPesoCTOPOXKHOCTU

3TOT NPOAYKT npefHasHayeH AnA MUCMNOMb30BAHWA B CTPOroM COOTBETCTBUWM C VHCTpyKuMen K
NPUMEHEHUIO.

Mcnonb3oBaHWe faHHOro NpogykTta nbbiM CNOCO60M, He COOTBETCTBYHLUM YKa3aHHOMY B
JaHHON WMHCTPYKUUK, ABASAETCA NIMUYHBbIM peELleHMEM MPaKTUKYIOLLEro Bpaya, 0TBETCTBEHHOCTb
3a KOTOPOe HeceT UCK/UYNTENIbHO OH CaM.

« Ecnn  wmatepman  XpaHUTCA B XONOAUNbHWKe, Mepes MNPUMEHEHUEM  crefyeT
npefycMoTpeTb BPems, 4OCTATOUYHOe [/19 ero Harpesa 40 KOMHaTHOM TemMnepaTypbl.

* WVcnonb3yiiTe COOTBETCTBYOLLME MePbl 3aWUTbI 4719 CTOMATONOrTMYECKOro fnepcoHana u
nauuMeHTOB, TakKme KakK 3aliuMTHble O4YKM UM Koepsam cornacHo peKoMeHfauusam
MEeCTHOW CTOMaTO/I0rMYecKoli accoymnaymu.

« [na npegynpexaeHna 3arpsAsHeHUs Hocvka (nakoHa 6pbisraMu  WAM  Kanismu
6MoNOrMUecKnX XMAKoOCTel UNM Matepmanom C 3arps3HeEHHbIX pPyK, Heo6xoanmo 6paTbhb
n3genvie ToNIbKO pyKamu B UMCTbIX/CTEPUbHBIX MepyaTKax.

*  Wcnonb3yiiTe B XOpoLwo NpoBeTpMBaeMoM nomewieHnun. N3beranTe BAbIXaHUSA NapoB.

* OrHeonacHo: XpaHuTe BAaAn OT UCTOYHWKOB BO3ropaHus. MpegnpuHumanTe mepbl LA
npejoTBpaLLEHNA HAKOMNIEHUS CTaTUUYECKOro 3NeKTpuYyecTBa.

* ApesmB Prime&Bond universal dABnfetcA  CBeTOOTBEPXAaeMbiM. XpaHuUTb B
3allMULEHHOM OT CBeTa MecTe.

 AnnaukaTopbl SABAAKTCA 04HOPa3oBbiMW. BbibpacbiBaiTe nocne wmcnonb3oBaHusa. He
MCNOMb3yiTe MOBTOPHO Yy APYrUX NaLneHTOB BO M3bexaHne NepeKpecTHOro 3apaeHus.

 HenoaroToBneHHY 3manb cfnefyeT nNpoTpaBnAuBaTb C WCMNOAb30BaHWEM (OCHOPHON
KUCNOTbl Nepef HaHeceHueM aaresmea Prime&Bond universal.

 KOHTaKT CO C/IOHOWN, KPOBbI M XWUAKOCTbIO JECHEBOW 60PO34KM BO BPEMS MPUMEHEHMNS
MOXeT cTaTb MPUYMHOM HeyfauyHOW pecTaBpauuu. [nsa obecneyvyeHWs ajeKBaTHOW
N30M19UUN PEKOMEHAYETCA MCMONb30BaHWe Kojdepaama.

* [noTHO 3aKkpblBaiTe ByThIIOYKY Cpa3y Mocae UCNob30BaHUS.
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e BsaumogelicTBue:
He wucnonb3yiiTe wmaTtepuanbl, COAepXXaw,ue 3BreHON W MePeKUcb BOAOPOAA, B
COYeTaHWU C [aHHbIM MPOAYKTOM, TOCKO/bKY OHW MOFyT MPEensTCTBOBATb
3aTBEPAEBAHMIO MPOAYKTA.
W36eraliTe nomagaHWs NpogyKTa Ha [ECHEBYH pPeTPakUMOHHYK HWUTb. Ecnn oH
NMPOHUKHET B 3Ty HWUTb, TO MOXET BbI3BaTb €€ 3aTBEPAEHUE U MPUKPENJEHNe K
npunerawLLeli NOBePXHOCTY 3y6a, 3aTPYAHSS YAA/IEHWNE HUTN.
Vicnonb3oBaHue MUMMPErHNPOBaHHbIX PeTPaKUMOHHbIX HUTEN (Hanpuwmep,
COEAVMHEHUSAMU TPEXBANEHTHOTO >Kene3a) W/MAN TeMOCTaTUUYECKMX pPacTBOPOB B
CoOYeTaHWU C npoueaypoli GOHAMHIa MOXET HEraTUBHO OTPasUMTbCA Ha KPAaeBOM
npuneraHnuun, Begsa K MMWKPOMNOATEKAHUSAM, BHYTPEHHEMY OKpawWBaHWUIO W/Uan
Heyjayam Mpv W3roTOB/IEHUM pecTaBpauun. Ecnu peTpakuus fecHbl Heob6xoguma,
PEKOMEHAYETCS UCMOb30BaTb M/IOCKYI0 HEUMMPEFHUPOBAHHYO HUTb.

6 TMo6ouyHble ath(heKThbl

* KoHTaKT Cc rnasamn: PasgpaxeHne, BO3MOXXHO NOBPeXeHNe poroBuLbl.

« KoHTakT ¢ KoOXeWl: PasgpaxeHue, BO3MOXHa asfeprnyeckas peakums. Bo3moXHO
NosIB/IEHNE Ha KOXe CbIMW KPacHOro LBeTa.

* KoHTakT co CNU3NCTON 060104 KOW: BocnaJsieHue (cmoTpuTe pasgen

‘ClMpepoctepexeHunsa >).

7 TlpoBefeHWe npAMON CBETOOTBepXKAaemoil pecTaBpauun: Tlowarosas
NHCTPYKLMA

7.1  W3onauma, o4ncTKa 1 npoTpas/iMBaHme sMain U IeHTUHA

1. Ans obecneyeHMs afieKBATHOW U30NALUN PEKOMEHAYETCA MCNONb30BaHUe Koddepaama.

2. O4UnCTMTe HEMOArOTOBMIEHHYK 3Malb W LEHTWH PE3MHOBOW Yalleykol ¢ abpasMBom uau
nacToi NS OYMCTKU, He codepXkallein hTopa, Takol Kak npounakTuyeckasa nacta Nupro.

3. TwaTenbHO NPOMOLiTE MOATOTOB/IEHHYIO U HEMOATOTOB/IEHHYI 3Ma/lb U LEHTUH CTPYeil Boabl
M3 BOAHOrO wWNpuua M MNPOMOKHWTE WM MNOACYWINTE JIerKOoiW BO34YWHOW cTpyein. He
nepecylwinBaiite JeHTUH.

7.2 3awuTa nynbnbl

1. B rnybokmx nonocTaAx MNOKPOWTe JAeHTWUH, 6MM3KUIA K NynbnapHoi Kamepe KanbLuii-
cofepXawmm NpPoOKAajo4HbIM MatepuanoMm (MaTepuan [ABYXKOMMOHEHTHbI XMMWUYECKOrO
oTBepXgaeHna DYCAL npoussogctea DENTSPLY, PY Ne &C3 2007/00379), ocTtaBnsas
OCTa/lbHYK NMOBEPXHOCTb MOMOCTU, CBO6OAHON AN 6OHAUHTA.

7.3  KKUCNOTHOe NpoTpaB/iMBaHWE aMann N JeHTUHA

YHuBepcanbHbli agresans Prime&Bond universal npegocTtaBnser Bpayy Bbl6op chnocoba
npegBapuTenbHO 06paboTKU aManu n LeHTUHA:

A CamonpoTpasnmBaroLas TexHUKa

1. Be3 npoTpaBnuBaHnsa GochOpPHOM KUCNOTOI - cpa3y NpucTynaliTe K HAHECEHUIO afresnBsa.

N N36mpaTenibHOe NpoTpaBAMBaHne aManm

1. HaHecuTe d¢octopHyo kucnoty (Hanpumep. Conditioner 36), corfacHo WHCTPYKUMKU MO
aKcnnyatauuym NpovsBoAUTENS.

2. OCTOPOXHO BblfaBUTe NPOTPaBAMBAIOLWMIA reflb TOIbKO Ha 3Masnb (Mo Kpasm).

3. Ana onTumasbHbIX Ppe3y/qbTaToOB MpOTpaB/MBaiTe 3amasb He MeHee 15 cekyHa. J1io6oii
cny4yaliHbli KOHTaKT NpoTpaBAMBalOWero rens ¢ AeHTUHOM [OJIXKeH orpaHuumBaTtbea 15
CeKyHAaMWn 1 MeHee.

4. YpanuTe reflb ¢ NOMOLLbIO 0TCOCA U MHTEHCUBHOIO NMPOMbIBAHWUA CTPYeil BOAbI, TW,ATeNbHO
NPOMbIB NPOTPaB/IeHHbIe MOBEPXHOCTM B TedeHue 15 CekyHg.
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5. NMonHocTb0 yganuTe BOAY, aKKypaTHO MpOCYLIWB CTpyeil BO3jgyxa WMAN NMPOMOKHYB BaTHOA
TYPYHAOW.

6. He nepecywmnBalite 4EHTUH.

7. HemegneHHO nepeinguTe K HaHeCeHUIO aAresmBa.

' PeXXym TOoTasIbHOro npoTpaBNnBaHUA

1. HaHecute d¢ocopHyto kucnaoty (Hanpumep, Conditioner 36), cornacHo WHCTPYKUUWU 0
aKcnsyaTaumm nponsBoguTens.

2. OCTOPOXHO BblAaBMTE NPOTPABANBAKLLMIA reflb HA MOBEPXHOCTU MNOMOCTU, HAYMHAsA C Kpaes
aManu.

3. Ana onTMManbHbLIX pe3ynbTaTOB MPOTPaBnMBainTe 3Manb He MeHee 15 CeKyHfA, AEHTUH B
TeyeHue 15 CeKyHA UM MEHee.

4. YpanuTte reflb ¢ NOMOLLbIO 0TCOCA M MHTEHCUBHOIO NPOMbIBaHMUA CTPyei BOAbl, TLLATENbHO
NMPOMbIB NPOTPaB/IEHHbIE MOBEPXHOCTU B TeHeHMe 15 CeKyHL.

5. MonHocTbl yaanuTe BOAY, aKKypaTHO MPOCYLUIMB CTpyel BO3gyxa MAN NMPOMOKHYB BaTHOWA
TYPYHAOW.

6. He nepecywinBalite 4eHTUH.

A 3arpssHeHue.
HeygauHaa pectaBpauus.
n 1 Mocne 06paboTKM LO/HKHBIM 06pa3oM MOBEPXHOCTb He A0/HKHA 6bITb MHDULMPOBaHA.
2. Ecnn BO3HWK KOHTaKT CO C/IOHOW NOCAe MpOTpaBnMBaHWA KUCAOTOR, TLLATeNbHO
OUMCTUTE CUNBbHOW CTPYel BOApbl, BbICYLUNTE W HaHeCcUTe afresvnB, Kak 3TO OMMCaHO B
rnaeax 7.4-7.6 6e3 NOBTOPHOro NpOTpaBANBaHMS.

7.4 [lo3npoBKa

d1aKoH, CHabXeHHbIN KPbILLKOW C 3aLLIe/TKON:

1. CHUMUTE MHAMKATOP BCKPbITUA.

2. UT0o6bl OTKpPbITb (h/1aKOH, BO3bMUTE €ro B PyKW, NoMecTuTe 60NbLUONA nasnew B cneuunasnbHoe

yrnybneHue v jaBuTe KOMMa4voK JO Tex Nop, NOKa OH He OTKPOeTCH.

3. MepeBepHUTE (Pp/1aKOH BepTUKaNbHO BHU3 U HaHecuTe 1-2 Kannu agresmsa B yHKY CliXdish,

nn6o Ha cTaHfapTHOE CTEK/I0 UM NYHKY A8 3aMeLlnBaHunSA.

4. Mpun HEO6XOA4UMOCTM OUMNCTUTE A03aTOpP (h/laKoHA C MOMOLLbK MATKONW 6yMaXKHOW canteTku.

5. OCTOPOXXHO 3aKPONTe (PNakoH, HaJaBIMBas Ha KPbILLKY CBEPXY.

KpblWwKa 3ale/iKMBaeTCs C OLWYTUMbIM LLLETYKOM.
TexHn4yeckasa nogckaska: CliXdish.
Mpn 3akpbiToli Kpblwedke Ha naneTke CliXdish agresves ocrtaeTca rogHbIM K
ynotpebneHuto B TeveHne 30 MMHYT. MaTepuan, HaHeCEHHbI B CTAHAAPTHYIO SYeiiKy,
Heo6X04MMO MCMOo/bL30BaTL CPasy.

7.5 HaHeceHue agresnBa Ha aMa/ib U AEHTUH

1. cnonb3yinTe HOBbIA HAaKOHEYHMK anninkatopa Ans HaHeceHUs ajresmBa, YTOObl MOSTHOCTbHO
YBI@XHUTb MOBEPXHOCTb, MoAsexawyt obpaboTke. Ecnum Heob6xoammo, cHOBa CMOYUTE
HaKOHEYHMK annamkKaTopa. N3beraiTe 601bWON0 CKONEHNA aare3nBa.

2. Cnerka nepemMelumBanTe agresnB B TedeHne 20 CeKyHA.

3. PacnpegenuTe ajresmB 1 ygannute pacTBOpUTE/Nlb C MOMOLLBI YMUCTOro CyxXoro BO3fyxa U3
BO3JYyLIHO-BOAHOTO wWnpuua. O6paboTaliTe BCIO NOBEPXHOCTb YMEPEHHbLIM MOTOKOM BO34yXa B
TeyeHMe He MeHee 5 CeKyHA A0 (hopMupoBaHUs 67ecTAWEr0 U 0GHOPOAHOTO cfos. M3berante
30H nepecywnBaHuMA W 6pbI3r ajresvsa nNpu WUCMOMb30BAHUM CAUWIKOM CU/IbHOTO MOTOKA
BO34yXa.
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HegoctaTouHoe BbICyLLIMBaHWE PacTBOPUTENS.
HeazeKBaTHasi NonMMepusaLus.
1. CTporo criefyiiTe onMcaHHbIM BbILLE UHCTPYKLMSM.

7.6 OTBepXaeHWe aaresnsa

1. MonumepusyinTe afresus COOTBETCTBYHOWMM ¢oTononuMmepusaTopom . [MonnmepsyinTe
aaresaus B TeueHMe 10 ceK., ecnu ucnonb3yeTe QoTononumepusatopbl SmartLite PS wuam
SmartLite Focus npowusBogctea Dentsply Sirona, KoTopble MMEKT MWHUMAaNbHYK MOLHOCTb
800 mBaTT/cM”. Monumepun3yiite agreans B TedeHMe 20 CEKYH/, eciv MUHUMaNbHas MOLWHOCTb
CBETOBOro notoka coctaBnser ot 500 go 800 mBartt/cmM”. O6paTuTecb K pPeKOMeHAauusaMm
npon3BoAUTeNa oTononnmMmepusaTopa 4A8 YTOUYHEHWS COBMECTMMOCTW M PeKOMeHAauuin no

HegoctaTouHaa nonvmepusauus.

HeagekBaTHas nonnmepusauus.

1. MNpoBepbTe COBMECTUMOCTL POTOMO/IMMEpM3ATOpA.

2. MNpoBepbTe Bpemsa NoanMepusaLmin.

3. MpoBepbTe MUHMMASIBHYHO MOLLHOCTb.

2. HemepneHHo npuctynalitTe K HaHECEHWIO MNPSAMOA pecTaBpauuMm WAUW MNOAFOTOBKE MU
LEMEHTMPOBAHNIO HENPAMOI pecTaBpaLnmn, Kak OnnucaHo B C/eAyloLLnX rnasax.

7.7 HaHeceHMe npsAMON  pecTaBpauun C  UCMOSIb30BAHUEM  CBETOOTBEPXKAaeMbIX
KOMIMO3NTOB N KOMIMNOMEPOB

1. Mocne NpMMeHEHNA N CBETOOTBEPXAEHUS ajre3vMBa HaHecMTe pecTaBpalLMOHHbIA MaTepuan,
cnefya VHCTPYKUMUW MO NMPUMEHEHMIO MCMO/Ib3YEMOT0 KOMMNO3NUTa UM KOMMOMepa.

2. Yb6eautecb B TOM, UYTO OTBEpPXAeHHAss MOBEPXHOCTb ajAre3anBa ocTanacb He3arps3HEHHO
nepef HaHeceHWEM MPSAMOro pecTaBpauLMOHHOro MaTepumana. Ecnm npousolLno 3arpsisHeHue
C/IIOHOMN, TWaTe/IbHO MPOMOITE CU/IbHO CTPYel BOAbI, MOACYLLMTE U 3aHOBO HaHecuTe afresus,
KaK 3TO onucaHo B rnaBax 7.4-7.6 6e3 MOBTOPeHMS CTaAMM KUC/IOTHOFO NPOTpPaBAMBaHMS.

8 BoccTaHOBneHWEe KOMMO3UTHOM,  KepaMWYeckKoW U1 amManbramHoWn
pecTaBpaumMy C MPUMEHEHMEM  CBETOOTBEPXKAAEMbIX  KOMMO3UTOB:
[MowaroBas NHCTPYKLUSA

B cnyyae BOCCTaHOB/IEHUS KOMMO3MTa U amasibrambi:

1. Co3pgaiiTe y4acTKNU MeXaHMYEeCKOW peTeHUMN, rae 3TO BO3MOXHO. Pa3paBHAATE L epOXoBaTyto
NOBEPXHOCTb ANSA AOCTMXKEHUSA Nyyllero pesynbTaTta, o6paboTaiiTe NecKOCTPYMHO 3Ty naowiaib
C Nomouibio 50-MMKPOHHOIO NMopoLLKa OKUCKM antoMuHusa. Mcnonb3sylite pabbepgam 1 BbICOKYHO
CKOPOCTb OTKauMBaHuA.

2. MpomoliTe Bogon B TedeHue 10 cekyHA (Y4acTKM MUKPONPOTpaBnvMBaHWA B TedeHue 15-20
CeKYH[), NoACYLLMTe BO34YXOM W HAHECUTe aAresns [cMoTpuTe rnasbl 7.4-7.6].

3. O6paboTainTe aMasib U AEHTUH B COOTBETCTBUM C NPOLEAYypPOi, ONMCaHHON B rnasax 7.3-7.6.

4. HemegneHHO nNpucTynanTe K 3aBepLieHWO/HAHECEHWIO pecTaBpauuMoOHHOro MaTtepuana,
cneayst UHCTPYKLMM N0 NPUMEHEHWUIO NCMOb3YeMOro KOMMNO3UTHOMO MaTepuana.

B cny4yae BOCCTAHOBMEHUSA CTEKIOKEPAMUKMN:

1. TpoBeauTe  NpoTpaBnMBaHne Oydepn3MpoBaHHOIA Na1aBNUKOBOM KMUCNOTOW  Ans
BHYTPUPOTOBOIr0 MCMO/Ib30BAHUA COrNacHO MHCTPYKLUMAM NPOMU3BOAMTENSA M UCNONb3YNTe cuiaH
(Hanpumep, cunaH gna  uemeHTupoBaHusa Calibra npowussoactea Dentsply Sirona) pgnsa
BOCCTAHOB/IEHNSA KEPAMUYECKMX MNOBEPXHOCTEN COrNacHO MHCTPYKLUMAM MPOn3BOAUTENS.

2. O6bpaboTainTe amasb M JEHTUH B COOTBETCTBUM C MPOLEAYPON, ONMCAHHON B rnasax 7.3-7.6.

®oTONONMMEPU3ATOPbI CO3aHbl /19 3aCBEUMBAHUSA MaTepUasnoB, COAEpPXKaLlluX KaMPOPOXUHOH
(CQ) - nHuymaTop oTononMmMepusayuu. MakcrMManibHOe 3HaUYEHNE U3NYUYEHUS B Npegenax
440-480 HMm.
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3. HemegneHHo I'IpVICTyI'IEiI7IT€ K 3aBepLIJeHVIIO/HaHECEHI/H0 pectaBpaynMoHHOro Matepuara,
cnepysa MHCTPYKUUKM NO NPUMEHEHUIO UCMNOJ/Ib3YyeMOro KOMMoO3UTHOIo Mmatepuana.

9 [MOKpbLITME NOMOCTN NOA HOBYHKO amanbramy: olwarosas NHCTPYKLMA

1. HaHecuTe apresnB Ha MNOBEPXHOCTb MOM0CTM 6e3 npesBapuTeNIbHOrNO MPOTpPaB/MBaHUS
KWUCNOTOM, KakK onmncaHo B rnasax 7.4-7.6.
2. HemepaneHHO npucTynaiiTe K 3aBepLUEHUIO/HAHECEHMIO pecTaBpaLMOHHOI0 MmaTepuana.

10 LleMeHTMpOBaHMe HenpAMbIX pecTaBpauuii ¢ ucnosb3oBaHuem Calibra
Ceram: lMowarosas MHCTPYKLUA

1. HaHecuTe apresvB Ans MNOArOTOBKW MNOBEPXHOCTU 3y60B B COOTBETCTBMM C Mpouesypo,
onucaHHol B rnaeBax 7.4-7.6.

2. Oobpab6oTaliTe  BHYTPEHHIO  MOBEPXHOCTb  pecTaBpauuMm  COrlaCHO  MHCTPYKLUK
npoussoanTena  wunu  nabopaTopHbIM  peKoMeHjauuaMm, T.e. NPOTpaB/IUBAHUEM WU
MeXxaHMN4ecKoii 06paboTKO.

3. B cnyyae CcTeK/0KepaMUKW MpoBeAuTe MNpOTpaB/MBaHWe MNaBUKOBOW KWUCAOTOW COrNacHo
WHCTPYKUMAM NPOU3BOAMNTENA M UCNOMb3YNTe cunaH (Hanpumep, cunaH Ans LeMeHTUPOBaHUA
Calibra).

B cnydyae okcufa LMPKOHWA UAM MeTanna UCNofb3yiTe yHUBeEpcanbHbI agresus Prime&Bond
universal Ha BHYTpPeHHUX MOBEPXHOCTAX pecTaBpauumn Ana ynydweHusa agresnu.

4. HemeaneHHO npucTynaliTe K LeMEeHTUPOBaHMIO HEMPAMOW pecTaBpauumn, cnefys MHCTPYKLUK
no npumeHeHuto Calibra Ceram.

11 LlemeHTMpoOBaHue HeNpsMbIX pecTaBpauuii KOMMO3UTHbIM
CaMOOTBepPXAAtOLIMMCSA LEMEHTOM W LiIeMEHTOM [BOMHOI0 OTBEPXAEHUS:
MolwaroBasi MHCTPYKLMS

11.1 3awmTa nynbhbl U NPOTpPaBAMBaHMe 3y60B
Mo noBoAy 3awWnTbl NyNbMNbl U NPOTPaBNAMBaHUA 3y60B CM. rnaebl 7.1-7.3.
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Own-Tpen-ll Tpacce 1
& 000 LPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



11.2 [o3a n cmewimBaHue

1. KanHnte 1-2 kannu Prime&Bond universal B unctyto nyHky CliXdish nan ctaHgapTHyto
NAacTUKOBYK JIYHKY [NA 3aMelwlnBaHusA, 3aTeM pfob6aBbTe aKTUBATOp CamMOOTBEPXAeHUSA
Dentsply Sirona Self Cure Activator (SCA) B oTHoweHUM 1:1 (aHa/iOrMYHOE KOJINYECTBO
Karnesb).

2. MepemelwnBanTe cCogep>XXMMoe B TeueHue 1-2 ceKyHJ HOBbIM HAaKOHEUYHMKOM annjaMKatopa.

11.3 HaHeceHue cmecn aaresms/aKTUBaTOP Ha aMa/lb U EHTUH

1 |/|CI'IOI'Ib3yf7ITe HaKOHEYHUK annankKartopa Aans TWaTtesibHOro YBNaXXHeHUA CMeCbH

agresumB/akTuBaTop BCeli MOBEPXHOCTM, MNognexauwiein obpaboTke. [Npm HeobxoguMOCTHU

MOBTOPHO CMOYMTE HAKOHEYHWUK annaukatopa. W3beraiiTe 601bLIOr0 CKOMJIEHWA agresnea C

aKTBaTOpOM.

2. MopepXunTte cmecb afgresnB/akTMBaTOp C/Ierka nepemMeLllaHHoh B TedeHne 20 CeKyHA.

3. Pacnpe,qenMTe CMeCb a,qre3VIB/aKTI/IBaTOp n ygannte pacteBoputeslb C NMOMOWbHK 4YUCTOrO

CyX0oro Bo3gyxa M3 BO3[yLHO-BOAHOrO wnpuua. ObpaboTainTe Bcto MOBEPXHOCTb YMEPEHHbLIM

MOTOKOM BO34yXa B TeyeHWe He MeHee 5 cekyHA [0 (OPMUPOBAHUA ONECTALWLEro U

OAHOPOAHOIO CNoA. MN36eraiiTte 30H nepecywmnBaHmna " 6pb|3r agresmBba npu mMcnonb3oBaHUn

C/IMWKOM CUNbHOIO NOTOKa BO3ayXa.
HepoctaTtouHoe BbICyLLIMBaHWE PacTBOPUTENSA.

HeagzekBaTHasi NovMMepusaLms.
1. CTporo crefyliTe ONUCaHHbIM BbILLE MHCTPYKLMSIM.

11.4 OTBepxxfeHue CMecu aaresnB/akTuBaTop

1. MpoBoAuTe CBETOOTBEPXAeHWe ajresmBa/akTmsBaTopa C MOAXOAAWMM ANA OTBepXAeHUA
ceetoM™ B TedeHWe 10 CceKyHf, ecnu wucnonb3yete SmartLite PS wnm SmartlLite Focus
potononumepunsatopbl Dentsply Sirona, KoTopble WMeT MWHUMaNAbHYK MouwHOCTL 800
MBaTT/cM”. TMonumepunsyiiTe agresvs/aktusatop B TedeHMe 20 CEKYH[, ecnum MuHMMasbHas
MOLLHOCTb CBETOBOro notoka ot 500 go 800 mBatT/cM/.

ObpaTnTecb K peKoOMeHAaumam nNpousBoAUTeNA d¢oTononmmepusaTopa AN YTOUYHEHUA

HegoctaTouHas nonvmepusaums.
HeagekBaTHas nonvmepusauus.

a 1. MNpoBepbTe COBMeCTUMOCTb (POTOMOIMMEpM3aTOpA.
2. MpoBepbTe BpemMsA NoavmMepusalnn.

3. MpoBepbTe MUHUMA/IBHYIO MOLLHOCTb.
2. HeMepf/leHHO NpueTynanTe K HAHECEHUIO HENPSMOI pecTaBpayum.

11.5 MoarotoBKa HENPSIMOWN pecTaBpauum

1. O6paboTaiiTe BHYTPEHHIOD  MNOBEPXHOCTb  pecTaBpauuMm  COrNacHoO  MHCTPYKLUK
NpoM3BOAUTENA  UAM  NabopaTOpHbIM  PeKOMeHAanusam, T.e. MNPOTpPaB/VBAHUEM WK
MeXxaHMN4YecKoii 06paboTKOoiA.

2. B cnyuvae cTek/loKepamunkKu MNpPOBeAUTe MpOTpaB/MBaHWe MAaBUKOBOM KWCAOTOW COrMacHo
WHCTPYKLUMSAM NpPoOu3BOANTENSs W ucCNonb3yihiTe cunadH (Hanpumep, Calibra - cunad gng
LEMEHTUPOBAHUSA).

B cnyyae guokcumaa UMPKOHUA WAWM MeTanna WCMNoNb3yiTe CMecb ajresnB/akTuBaTop Ha
BHYTPEHHMX NMOBEPXHOCTAX pecTaBpaunmn 4nsa ynydweHusa agre3nm.

ADOTONONIUMEPU3ATOPLI CO3AaHbI A1t 3aCBEYMBAHMS MATEPMaoB, COAePXallnxX KamphopPOXMHOH
(CQ) - nHuymaTop doTononmMMepusayn. MakcumManbHOe 3HaYEHNE U3/TYUYEHUSA B Npegenax
440-480 HMm.
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3. lMoarotoBbTe, CMellalriTe N HaHecuTe CaMOOTBep)K,CI'aIOLI.I,VIVICFl nnn ,CI.BOVIHOFO 0TBEPXAEHNA
KOMMNO3NT WJIN ABOVIHOFO 0TBEPXAEHNA KOMMO3UTHBbIN UemMeHT, criegyd WHCTPYKUUAM
npon3BoaANTENA.

12 LleMeHTMpOBaHUE 3HAOAOHTUYECKMX LUITU(HTOB

121 C ucnonb3oBaHWeM TeKyyero marepuana A1 BOCCTaHOBMeHNA Ky/nbTu core-X flow;
nowlaroBas MHCTPYKLNSA

1. TNpenapupoBaHHbLIA KOPHEBOW KaHan cnefyeT MPOMbITb BOAOW W NPOCYWWUTb Npu
NOMOLLM acAMPaLMOHHOM CUCTEMbI U/MAN ByMaKHbIMU WTURTaMK, OCTaBUB BJIaXHYIO
MOBEPXHOCTb.

Mo xenaHWio Bpaya KaHas MOXHO MpoOTpaBuTb (HOCHOPHOM KUCAOTOW M NPOMbITh B
COOTBETCTBUM C NpoOLleAYypPOi, onncaHHol B rnaee 7.3.

2. CwmewanTe yHMBepcanbHblli apresms Prime&Bond universal ¢  akTuBaTtopom
camooTBepxaeHuns Dentsply Sirona Self Cure Activator, kak onucaHo B rnase 11.2.

3. BHecuTe cMmecb W3 yHMBepcanbHoro agresveBa Prime&Bond universal n aktusaTopa
Dentsply Sirona Self Cure Activator B npenapvpoBaHHbIi KOPHEBOW KaHas COrnacHo
npouefype, onucaHHoii B rnaee 11.3. Mcnonb3oBaHue OyMaxKHbIX LWTUHTOB Moce
HaHeCeHNs MOMOXeT u3bexaTb CKOMNMAeHWSA afre3vBa B KaHane. CBeTOOTBEPXAeHUe
ajresvBa nepefj UeMeHTUpPOBaHMEM WITU(TA ABNAETCA ONUMOHANBbHBLIM - CM. rfaBy 11.4,

4. OobpaboTaliTe NOBEPXHOCTb WTU(TA B COOTBETCTBMU C MHCTPYKUUAMU MPOU3BOAUTENS
JaHHoro wTtugdTa (T.e. 4NA BONOKOHHOro wrudrta X-Post - HaHecuTe CMecb ajresvBea u
NnpocywunTe BO3LYXOM).

5. HemegneHHO npucTynainTe K LEMEHTMPOBAHMIO 3HAOAOHTMYECKOro LWWTUdTA COrnacHo
WHCTPYKLMKN MO npuMeHeHuto core-X flow.

122 C wucnonb3oBaHMEM [APYrMX KOMMO3UTHbIX CaMOOTBePXAAlLWMXCA LEMEHTOB W
LeMEeHTOB [IBOMHOI0 OTBEPXKAEHMSA: noLlaroBas MHCTPYKLUUSA

1. Cos3faHHOe nMpOCTPaHCTBO nNpoTpaBuTe (OCHOPHOI  KWUCAOTOM U NPOMONTE B
COOTBETCTBMU C NPOLESYPON, ONMCAHHOW B rnaee 7.3.

2. CwmewanTe yHuBepcanbHblA apresmB Prime&Bond universal ¢ akTuBaTopom
camooTBepxXaeHua Dentsply Sirona Self Cure Activator, kak onucaHo B rnase 11.2.

3. BHecuTe cMecb W3 yHMBepcanbHOro agresvsa Prime&Bond universal n aktusaTopa
Dentsply Sirona Self Cure Activator B npenapvMpoBaHHbIi KOPHEBOW KaHan CorfacHo
npouefype, onucaHHon B rnaese 11.3. Mcnonb3oBaHue OyMaxHbIX LWTUHTOB Moce
HaHeCceHNs NOMOXEeT n3bexaTb CKOMN/EHUA aAres3nBa B KaHane.

4. doTononumepusyiTe agresvs nepej LeMeHTMPOBaHUEM WITUMTA, cM. rnasy 11.4.

5. O6paboTainTe NOBEPXHOCTb WTU{TaA B COOTBETCTBUM C MHCTPYKLUAMU MNPOU3BOANTENSA
JaHHOTo wTudTa.

6. HemegneHHO npucTynainTe K LEMEHTMPOBAHUIO 3HAOAOHTMYECKOrO WTU(TA COraacHo
COOTBETCTBYIOLLEN MHCTPYKLUMN MO NPUMEHEHUIO.

13 OuuncTKa u cTepunusalns

M3genna noctaBnAwTCA HecTepuabHbIMU. CTepuamsauua maTepuana M NPUHAAIEXHOCTel He
npegycMoTpeHa. 3a UCK/KOYEHMEM MaseTKM NaacTukoBoi gnsa cMmewwnsaHus CliXdish, koTopas
MOXEeT UCMO0/Ib30BaTbCA NMOBTOPHO U MOXET 6bITb CTEPUIN30BAHA.

BHMMAHWE

HenpaBu/iibHass 04NCTKa NN METOS Ae3NH(EKLNN.

B03MOXHbIe NOBpeXAeHUS npubopa.

1. Bcerpa pasbupaiite CliXdish nepes NOBTOPHbLIM MCMOAb30BaHNEM.

2. He ounwwaiiTe nan He Ae3sMHpULNPYATE arpecCUBHbIMU CpeAcTBaMM (Hanpumep, pacTBopamu
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Ha OCHOBe anefbLCMHOBOIO Macsa Win aLeToHa).
3. HauHuTe 06paboTKy B TeyeHMe 1 4aca nocse UCMosb30BaHUA.

13.1.1 Pasbopka npubopa 1 noaroToBKa K CTepunnsaumm
1. Pa3bepuTte CliXdish.

2. Ounwante CliXdish ¢ nomMowW b0 WeETKN M NPOTOYHON BOAOMNPOBOAHOA X0N04HOW BOAbI.
3. YpganuTe ocTaTKu afresnBa TKaHblO.

13.1.2 Py4yHas oumcTKa N AN3NHGEKLNS:
PydHasa ounctka u fesmHgpekums

1 YTVI}'IVI3I/IpyI7ITe nepyaTtky cornaCHO MeCTHbIM HOpMaTuBaM.

2. Le3anHduumnpyliTe PyKM COOTBETCTBYHLWUM Ae3MHOULUPYIOWMM pPacTBOPOM AN PYK C
6aKTepPULUUAHBIM, BUPOLUAHBIM U QPYHTMUUAHLIM JeACTBMEM COrfacHoO MeCTHbIM HOpMaTuBaMm.
CnepyiiTe MHCTPYKLUUM MO NPUMEHEHUIO A€3MH(ULNPYIOLLEro pacTeBopa NPou3BoAnTENS.

3. Vicnonb3yiiTe HOBYIO Napy YMCTbIX MEPYATOK.

4. Ounctute CliXdish markon WwETKOW Noj NPOTOYHOW BOAOMPOBOAHOM BOAOWA M MCNOMb3YyNTe
NOAXOAALL M MOKOWNA pacTBOp (Hanmp., weno4yHoi pacteop Diirr FD370 [2%]"), copep kawinii
HenoHHoreHHble TAB (5-15%), xenatoobpasyrowme areHTbl (< 5%) M afblOBaHTbI B BOLHOM
pacTBope B TedeHue MUHMMYM 30 CeKYHA [0 yAaneHus BUAUMBbIX 3arpsasHeHuid. O6patuTe
oco60e BHUMaHMe Ha WBbl Npnbopa n BCTaBKMU.

5. YpannTe ocTaTKu ajresmBa TKaHeBOW cangeTKoi, CMOYEHHOW B BOJe.
6. BoiTpute CliXdish HeBopcsweiica ogHOpa3oBo caneTKoii.

7. TwaTtenbHo npoTpuTe Bce noBepxHocTu CliXdish ogHopasoBoi cangeTKoOW, CMOYEHHOW B
Hepa3baB/ieHHOM cCnMpTOBOM  6aKTepuumgHoMm, Ty6epKynouugHOM, BUPOLMUAHOM n
QYHIMUMAHOM [e3vHpuuupylowem pacTeope 6e3 cofepXXaHuWa anbfernaos, AOMYLWEHHOM
COrnacHo MeCTHbIM HOpMaTuBaM, B COOTBETCTBUM C WHCTPYyKUMeld NpoM3BOAUTENS MO
NPUMeHeHU fe3nHduUUMpyloulero pacteopa (Hanpumep, Diirr PB333"7"). Yb6egutecb, 4TO
4e3sVHpUUMpYOLWnii pacTBoOp COBMECTUM C YMCTALWMM pacTBopom. O6paTnTe ocob60oe BHUMaHMe
Ha WBblI Npu6opa 1 BCTaBKM.

8. Uepes 5 MWHYT yganuTe OCTaTKM [e3VH(PULMPYHOLWEro pacTeopa candeTKoi, CMOYeHHOI
LENOHN3NPOBAHHO BOLON.

9. BuiTpuTe CliXdish HeBopcAweicsa ogHopa3oBoii caneTKoiA.
Mpubop MOXHO MaHyanbHO Ae3nHpuumnposaTb L0 200 pas.

13.1.3 AnnapaT aBTOMaTWYeCKON MOMKN 1 Ae3NHGEKLMN:

B KkauecTBe anbTepHATUBbI PYy4YHO O4YMCTKM UK pesnHgpekuynun, CliXdish Tak Xe MOXHO
obpabaTbiBaTb B annapate”™ lMcnonb3yliTe TONbKO UCAPaBHble, OTPerysMpoBaHHble W
YTBEPXAEHHble annapaTbl 418 0YUCTKM U fe3nHdeKumn B cooTBeTcTBUN ¢ ISO 15883-1.

1. Pasmectute CliXdish B annapaTe Takum o06pa3om, 4T0b6bl BOJa W MOMKLEe CPEACTBO
cB060AHO HAMONMHANM ¥ BbiTeKanu n3 oTBepcTuini CliXdish B npouecce uMkna nporpaMmmbl
annapata aBTOMAaTU4YeCKOM OYUCTKUM W fAe3nHpeKuumn, u cnefynte WHCTPYKUUM MO
akcnnyataumm K annapary.

He aBngeTca 3aperncrpmpoBaHHbIM ToBapHbIM 3Hakom Dentsply Sirona
N He gaBngeTca 3aperncTpupoBaHHbIM ToBapHbIM 3HakoMm Dentsply Sirona

Hanpumep; annapat A4na o4ncTkU u gesnHgpekumm Miele G7835 CD mncnonb3ysa nporpammy
Vario TD.
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2. 3anyctuTe nporpammy co 3HadeHmem AO > 3000 (Hanpumep: 5 MuH npu > 90 °C),
Menosnb3ysa NOAXOAArLMe MOKLLME CpefcTBa MNOAXOAALLME MOKOWME CpeAcTBa (Hanpumep:
neodisher® MediClean [0,5%] (weno4yHoe motouiee cpenctso) M neodisher® Z [0,19%)]
(HeTpanusyoLllee KNCNOTbI 1 o4YMLLalOLLEe MOKOLLEe CpefeTBO); 06a cpefcTBa ABAATCA
npounssogcTtsom Dr. Weigert, Mamb6ypr, NepmaHunsb).

CliXdish moxeT 6bITb 0UMLeHOo B annapate 4o 500 pas.

13.1.4 ABTOKnaBunpoBaHue (ecnv TpebyeTcs).

Mocne OUYUCTKU K Ae3nHpeKunmn [4.2 «PyyHasa ouyucTKa N fe3nHdpeKumna»] unm nocse o6paboTku
B annapaTe MOWKW W fe3nHpekunun [4.3 «AnnapaT aBTOMaTUYECKOW MOWKM U Le3nH(eKLnm»]
CliXdish mo>XHO TakXe aBTOK/1aBNPOBaTb.

1. AsToknasupoBaHue napom CliXdish npu 134 °C/2 6ap B TeueHue 3 MuH 30 cek.

CliXdish moxeT nogsepratbcsa ge3mHgpekumm o 200 pas v ctepunusaumm go 20 pas.

14 YcnoBus 1 CPOK XpaHeHns

CpoOK rogHocTun - 2 roga. HeafleKBaTHbIE YC/I0BMSI XPaHEHUSI MOTYT COKPATUTb CPOK FOAHOCTMU ©
NMPUBECTU K MOopuYe NPoAyKTa.
e XpaHUTb NPOAYKT B XOPOLLO BEHTUMPYEMOM M 3aLLULLEHHOM OT CBETA MECTE.

e XpaHute B guanasoHe Temnepatyp oT 2 °C pgo 24 °C. Wcnonb3oBaTb MNPOAYKT npu
KOMHaTHOI TemnepaType.

e [pegoxpaHsiiTe oT NnonagaHWs BOAbl.
* He zamopaxwuBaiiTe.
e He ncnonb3yiiTe N0 UCTeUEHUN epoKa FOAHOCTU.
BnaxHoCTb MOXeT oTpuuaTenbHO MNOBANATL Ha CBOMCTBA MaTepuana.

15 YcnoBua TpaHCNOPTUPOBKN

M3genna [omKHbI TpaHenopTUPOBaATbCA B COOTBETCTBUM C MpaBunamu, AeicTBYOLWUMU LA
KaXXgoro Buga TpaHcrnopTa npu Temnepatype oT 2 °C go 24 °C v OTHOCUMTENbHOW BAAXHOCTH
<80%.

16 TpeboBaHMA NO 3aLiMTe OKPY>KatoLlen cpelbl

MN3nenne He o0OKasbiBaeT HEraTMBHOIO BO3,£I.€VICTBI/IF| Ha OKpyXawuwyw cpeny B npouecce
XN3HEHHOTO UMK/a.

17 ¥YcnoBug akcnnyatayum

M3genna wvcnpaBHO 3KCONyaTMPYOTCA BHYTPM pPOTOBOW MOAOCTU, MPU  Hanuumum B HeW
610N0rNYecKMX XULKOCTel NPM HOMUHAa/IbHbIX 3HAYeHUAX TemnepaTypbl: oT 32° go 42° C, gnsa
NPUHaLNeXHOCTEeN, He IKCAyaTUPYyeMblX B pOTOBOW nonoctm: ot +10°g0 +35° C.

N3genna [o/mKHbI MCMO0Mb30BaTbCA TOMIbKO KBa/MMULMPOBAHHLIM MELULMHCKUM NepcoHanoM B
KNTMHNYECKUX YUPEXAEHUAX.

18 PeMOHT m TeXHMYecKoe 06CyXnBaHne
I/I3,qen|/|s=| He nognexart PeMOHTY. CI'IeLLI/IaﬂbHOFO TEXHNYECKOTO O6Cﬂy)KVIBaHVIFI He Tpe6yeTcs=|.

19 MapkupoBka

CvMBONbI, NCMNoJsIb3yeMblE A1 MapKNPOBKN:
CunmBon PacLumdpoBKa

N He aABngal0Tes 3aperncTpupoBaHHbIMU ToBapHbIMK 3Hakamu Dentsply Sirona
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KaTanoXHbii HOMep

XPaHRTH B CYXOM MECTC

Ha3BaHKe M ajpec NpoU3BOAHTENS

npeaynpexiaCHHE. 03HAKOMBTECE € HHCTpYK[lHCﬂ 110 HCNMONbB30OBAHHIO

cepuiiHbIii HOMep (HoMep napTHH/N0Ta)

Aara UCTCUCHAA CPOKa rOAHOCTH

XpaHKTh B 3alUHINCHHOM OT CBETA MECTC

CHMBOJ OFrpaHUYeHUs AMana3oHa TeMNepaTyp; U BEPXHHWHA ¥ HWXHHHA npeaensb
YKa3aHbi PSAOM € FTOPH30HTAILHBIMA THHHAMH

HHCTpYKUHIO NO NpPHMEHEHHIO MOXHO HaliTH Ha odHuManbHOM caliTe:
www.dentsply.eu/ifu

3nak ceprudukaunn EC

BL only

Haanuce «Tonbko ANs HCNONBL30BAHKA B CTOMATONOTHK»

20 Cnuncok NpUMeHsieMbIX MeXAyHapoaHbIX CTaHAapTOB

ISO 13485 MeguumnHckue npubopbl - CUCTEMbl MeHeIXXMeHTa KaydecTBa - TpeboBaHUSA
07151 Lesieil peryaimpoBaHus.

OvpekTtuBa 93/42/EEC OupekTnBa MeguunHckue npmnbopsbl, ycTpoiicTBa, o6opyfoBaHue
(MDD) EBponefickoro 3KOHOMMYECKOr0 coobruecTaa.

EN ISO 14971 W3penwnda
MeAULLMHCKUM U3Jenunsam.

MeanLUNHCKKe. anMeHEHMe MeHeAXXMeEHTa pPUCKa K

EN ISO 10993-1-2011 OueHKa 6MOMOTNYECKOro AeNCTBUSA MeAULMHCKUX W3LENUNNA.
YacTb 1: OueHKa 1 UCMbITaHUA B paMKax npouecca ynpaBfeHUs puckamu.

EN ISO 7405 Ctomatonorms. OueHKa 6MONOrMYecKoii COBMECTMMOCTU MeAULMHCKUX
N3aenunin, NPMMeEHsIEMbIX B CTOMATON0T UM,

21 YTunusayms

YTunnsauynsa npoBoanTCcA B COOTBETCTBUM C MECTHbIM 3aKOHOAaTeNbCTBOM W MNMPOTOKO/aMWN
KOHKPETHOIo MmeagnunHCKOro ydypexaeHus.

/MevyaTb: AEHTCNNAN AuTpeit TM6X
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YTunusaumsa B COOTBETCTBUM C CAHUTApPHbIMU Npasuiamu U Hopmamu Poccuiickoin Pegepauunm
CaHlMuH 2.1.7.2790-10 "CaHuUTapHO-aNMAeMnosiormyeckne TpeboBaHMA K obpalieHU ¢
MeLULUHCKMMKN oTXodamMmmn». Knacc onacHoCcTU MeguLUHCKUX 0TX040B - B.

N3genna fomkKHbl UCMNO0b30BaTbCA TOMIbKO KBaNnUPUUMPOBAHHLIM MeAULUMHCKUM MEepPCcOHanom B
KNVHNYECKUX YUPEeXAEeHUNAX.

22 [apaHTMN NPON3BOAUTENS

Mpon3BoaMTENb He HeCeT OTBETCTBEHHOCTb W He BbIMJayMBaeT KOMMEHCALUID 32 BO3MOXHbIi
yluiep6 WaM HecuyacTHble ClyYau, Bbi3BaHHbIE:

e lVcnonb3oBaHWEM KOMMOHEHTOB, He MOAXOASWMX K W3[e/NK0 M KOTOpble MOFyT

NnpensiTcCTBOBaTb HOPMasibHOW paboTe.

e Heco6n04eHUEM MHCTPYKLUM NO NPUMEHEHUIO.
OTBETCTBEHHOCTbL 3a TECTUMPOBaHWE MaTepuasa Ha ero MpUrogHocTb W WUCMOJ/Ib30BaHUE /15
N0 6ol Uuenu, ABHO He YKa3aHHOW B MHCTPYKLMKW, HECET MoJib30BaTesb!
Mo Bonpocam KayecTBa M3Aenus cnefyet o6pawiaTbCA K YNONHOMOYEHHOMY MNpeAcTaBUTENO
Npov3BOAUTENS.

23 YNO/MIHOMOYEHHbIN NPeACTaBUTENb

00O «[eHTcnnaih CupoHa», PP, 115432, npocnekT AHgponoBa, 4.18, kopn. 6, ouckbl 1 39 40,
Ten.+7 (495) 725 10 87.
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3aBepeHUue

3aBepsito COOTBETCTBME Npuiaraemoii hoToKoNUM NPeACTaB/IEHHOMY OpUrMHany,
r. KoHcTaHu, 28.05.2018

/Nopnuce/

[-p AHppea LWty (Andrea Stutz)
Hotapuyc

/NevaTb: O-p AHaopea W Tyy (Andrea Stutz)
HoTapunyc B r. KoHcT aHu/
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-t,

AMNoOCTW b

(Faarckas KoHBeHUUs oT 5 okTAGpSA 1961 1)

CtpaHa: ®epepaTtuBHan Pecnybnuka NepmaHus
HacTtoswmnii odhmumnanbHblil JOKYMEHT
2. nognucad
rocrnoxom O-pom AHgpea WTyy (Andrea Stutz)
3. [eiicTByloW e B kayecTBe
HoTapuyca

4. cKpenneH cnyxebHoli neyatblo M WTamnoMm HoTapuyca [-pa LWTyy,
(Stutz) B r. KoHcTaHL

Y 0OCTOBEPEHO
5. B . KoHcTaHy, 6. 30.05,2018

7. NMpe3ngeHtom 3emenbHoro cyga Pegnurom (ROding), 3emenbHbI cyq
r. KoHcTtaHu

8 3a Ne E 910 a (AR 514/18)
9. Meuats/lUTamn 10. NMognucek

/Nopnuck/

/IMeyaTb: 3eMenbHbI cya r. KOHcT aHL/

/IMeyaTb: 3eMenbHbI cya r. KoHcT aHy/
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[MNepeBof faHHOTO TeKCTa BbINOMHEH Aunkom Pponosoit MapuHoit MuxaiinoBHoi

Pocuyiickas depaepauys
"opoa Mocksa
CefbMOro WHOHS [Be ThICAYM BOCEMHAALATOrO roga

A, AkumoB [ne6 Bbopucosuy, HoTapuyc ropoga MOocKBbI
noanucu nepesogumka ®ponosoii MapuHbl MuxainnosHl.
Moanuck caenaHa B MOEM MPUCY TCTBUN.

JInyHoCTHL NOANMCaBLLEro JOKYMEHT YCTaHOB/IEHa.

3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2018"

B3bICKaHO rocyfapcTBeHHOI nownuHbl (o Tapudy): VHOpy6.
YnnayeHo 3a okasaHue yciyr npaBoBoro ¥ TeXHUYecKoro xapakrepallLLIO

MpowHypoTHA,"polLl poBLto'TihpenneHo neyaTbio yyrunucT( foe)

0
HoTapuyc: %,y * %
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