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CERTIFICATION

State of Maryland, Montgomery County, Set.

In the Office of the Clerk of the Circuit Court for Montgomery County

I, Barbara H. Meiklejohn, Clerk of the Circuit Court for Montgomery County, Maryland, a court of
record, hereby certify that DINNA KENCANASARI was a commissioned/
appointed and qualified Notary Public commencing on the 27th day of April, 2018.

In Testimony Whereof, | have hereunto set my hand and
affixed the seal of the Circuit Court for Montgomery
County this 22nd day of January, 2020.

Barbara H. Meiklejohn
Clerk ofthe Circuit Courtfor Montgomery County
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INSTRUCTION FOR USE
FOR MEDICAL DEVICE

Only for use by qualified specialists in dentistry
for medical device
Dental material for individualization of ceramic restorations in separate
packages with accessories

Manufactured by Dentsply Prosthetics - Also trading as: Dentsply Trubyte. Dentsply
Austenal. Dentsply Ceramco, Dentsply International Inc. and Dentsply International. USA

Approved by:

Khyati Dave
Regulatory Affairs Manager

COMMONWEALTH OrI PIliNNSYLVANIA
COUNTY OF YORK

On this / day of ~3fXVN LX-fX 2020. before me a notary public, the undersigned officer.
personally appeared Khyati Dave. Regulatory Afikirs Manager, known to me to be the person whose name is subscribed to
the within instrument, and acknowledged that she executed the same for the purposes therein contained.

In witness whereof. | hereunto set my hand and official seals

Anne E. Shaffer. Notary Public

Issue date: January 2020

.COMMONWEALTH OF PENN?"YI VAMIA
NOTARIAL SEAL
Anne E. Shaffer, Notary Public
City of York, York County
~__Commission Expires April 21, 2020
.'T".-.i-'L.Af.1AASD'. JK OF NOTARIES
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1 Name of the medical device

Dental material for individualization of ceramic restorations in separate packages with accessories
(refer to section 9)

2 Name and address of the Manufacturer, Developer and OiTicial Representative

Official Manufacturer and Developer: Dentsply Prosthetics - Also trading as: Dentsply Trubyte,
Dentsply Austenal, Dentsply Ceramco, Dentsply International Inc. and Dentsply International. 570
West College Avenue, York, Pennsylvania, 17401. USA

Manufacturing site: DENTSPLY International Inc. Prosthetics Division - Also trading as: Dentsply
Prosthetics, Dentsply Trubyte, Dentsply Austenal, Dentsply Ceramco and Dentsply Sirona, 570 West
College Avenue, York, Pennsylvania, 17401. USA

Official Representative: Dentsply Sirona LLC. Andropov prospect 18 build. 6. rooms 1 39 40,
115432. Tel. 7 (495) 725 10 87

3 Medical device classification
Potential risk class: 2a

- GMDN code - 16187 Dental Ceramic
- Tissues of animal origin are not used during manufacture of the MD
- Human blood substances and derivatives are not the part of the medical device

- The medical device is not sterile

4 Performance characteristics of the medical device

Indication: the device is intended for individualization of ceramic restorations, inch staining and
glazing, as well as correction of contact points and occlusal surface.

Scope: dentistry

The device is intended only for use by qualified specialists in dentistry.

Patient group: for patients requiring dental restorations according to the indication.

Indication: Universal Stain and Overglaze Stain Kit for individualization of ceramic restorations is
intended for staining and glazing the dental restorations made of the following materials:

Celtra Press zirconia reinforced lithium silicate (ZLS)
Celtra DUO zirconia reinforced lithium silicate (ZLS)
Cercon ht. Cercon xt zirconia

Ceramco PFZ porcelain for zirconia

Cercon Ceram Kiss porcelain

Ceratco3 porcelain

Ceramco iC porcelain

Duceram Kiss porcelain

5 Contraindications
Only the indications listed above are suitable.

Precautions
* Wear suitable protective eyewear, clothing and gloves
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Do not inhale abrasive dusts

Do not ingest any of the materials

Frameworks that show evidence of cracking or surface voids must be discarded and not
processed further

7 Possible adverse effects

There were no complaints regarding the adverse effects resulting from application of the material.
Follow the instructions for use and the corresponding requirements specified in material data sheet
when using the material.

8 Warnings/Adverse reactions:

Consult the Universal Stains and Overglaze Safety Data Sheets (SDS) for safe handling and usage.
Use only according to the indications listed above.

Undesired side effects of these medical products are extremely rare with proper processing and use. In
case of skin sensitization or rash, discontinue use and seek medical attention. Immunoreactions, such
as allergies and/or local irritations (taste or oral mucosa), cannot completely be excluded on principle.

For patients with hypersensitivity to any ofthe ingredients, this medical device must not be used or
only used under strict supervision of a treating physician/dentist. Similarly, known cross-reactions or
interactions of this medical product with other materials existing in the mouth must be considered by
the physician/dentist.

9 Product composition:
Dental material for individualization of ceramic restorations in separate packages with accessories

1 Delivery forms:

1 Universal Stain in 5 gjars; shades: SO, SI. S2. S3. S4.

2. Universal Stain Incisal in 5 gjars; shades: il, 12

3. Universal Stain in 5 g jars; shades: White. Creme, Sunset, Copper. Khaki. Olive.
Mahogany. Violet. Raspberry. Purple. Grey, Chestnut, Blue. Pink.

4. Universal Overglaze in 5 gjars.

5. Universal Overglaze High Flu in 5 gjars.

1. Accessories:

Universal Stain and Glaze Liquid (50 ml) - 1pc.
Universal Stain and Glaze Liquid (15 ml) - 1 pc.

10 Description of the kit components and their purpose

Component Purpose Patient exposure

Stain Body/Universal Stain Incisal. ~ The material is intended for Permanent contact with

59 staining of the dental prostheses, hard tooth tissues, enamel
inlays, onlays, veneers and and dentine

bridges made from the following
materials: lithium silicate,
zirconium dioxide, ceramics.
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Universal Overglaze, 5 g
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Universal Overglaze High Flu, 5 g
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HIGH FLU

Universal Stain and Glaze Liquid,
15 ml

Material is intended for glazing of ~Permanent contact with
the dental prostheses made from hard tooth tissues, enamel
lithium silicate, zirconium and dentine

dioxide, ceramics.

Permanent contact with
hard tooth tissues, enamel
and dentine

Material is intended for glazing of
the dental prostheses made from
lithium silicate, zirconium
dioxide, ceramics.

Permanent contact with
hard tooth tissues, enamel
and dentine

The liquid used to obtain creamy
consistency of the glaze and stain
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Universal Stain and Glaze Liquid. The liquid used to obtain creamy  Permanent contact with
50 ml consistency of the glaze and stain ~ hard tooth tissues, enamel
o and dentine

11  General physical characteristics/propertics of the device:
11.1 Stains and glaze

> Appearance: glaze - Opaque paste; stains - opaque paste in different colours (depending on
the shade).

> Flexural strength: >100 MPa

> Chemical solubility: 12 |ig/cm'(<0.05%) for stains; 6 |ig/lcm2 (<0.05%) for glaze.

= Radioactivity: <22 m.a. ppm for stains and <40 ppm for glaze

= Coefficient of Thermal Expansion (CTE): 7,5 0.5 x 10”K ' (25-500°C).

> Glass transition point: 535+20°C;

= Softening point: 57620 @C

> Linear shrinkage during firing: Less than 16 %

> Porosity: The number of pores with diameter > 30 pm should not exceed 16, and the number
ofpores with diameter in the range from 40 to 150 pm should not exceed 6 on the 1 mm2
surface area. There should be no pores with diameter > 150 pm.

= Staining resistance, number of stains on samples upon exposure in staining solution: 0.

> Producibility: The material should be brought to desired consistency using special liquid, while

there should be no lump formation. Excess of moisture should be well removed during
condensation. Sample must hold well

11.2  Universal Stain and Glaze Liquid

Physical indicator Values
Appearance Transparent colourless liquid
Odour Odourless
Freezing point -77 C
Initial boiling point 2075 C
Solubility Completely soluble in water
Viscosity, +/-10% 104 mPa.s
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11.3 Weight and dimensions of product versions and accessories

Name Weight, g Weight in primary packaging,
g
Universal Stain/Universal Stain ~ Not less than 5 Not less than 27
Body/Universal Stain Incisal, in
5gjar
Universal Overglaze, Universal  Not less than 5 Not less than 27

Overglaze High Flu, in 5 gjar

3.2 Liquid
Name Volume, ml, not Weight, g, not less than Weight in primary
less than packaging, g, not less
than
Stain and Glaze Liquid, 15 15 24
15 ml
Stain and Glaze Idquid, 50 50 72
50 ml

12 Composition and materials

12.1 General composition of the materials (Universal Stain/Universal Stain Body/Universal
Stain Incisal and Universal Overglaze”™ Universal Overglaze High Flu)
Stains and glaze are in the form of paste. Paste consists of powder (70%) and gel (30%).

12.1.1 Powder composition is presented below.

CompoBMt Formula
Silicon oxide Si02
Aluminium oxide V\h),
Sodium oxide NaO
Potassium oxide K:0
Lithium oxide Li20
Calcium oxide CaO
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Barium oxide BaO

Boron trioxide B:Os
Cerium oxide CeOr
Terbium oxide TbrOs
Antimony oxide Shz03
Tin oxide Sn02
Titanium oxide Ti02
Stains ]

12.1.2 Composition ofthe gel used for paste preparation is presented below.
Ammonium nitrate, butylene glycol, propylene glycol, silicone dioxide, colloid, tylose H.
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Contents
Universal Stain and Glaze Liquid
Butylene glycol

12.3 Drugs
Not applicable. The product does not contain any drug substances or drugs.

12.3.1 Primary packaging materials:

Name Material
Vial
LDPE
Tip
Cap Polypropylene

13 Secondary packaging
Each product in primary packaging with IFU is placed in a transparent plastic pouch with zip-lock.
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14 Instruction for use

141 Framework preparation:
Follow the current corresponding Directions for Use for preparing the substructure material.

Instructions for use:

Celtra Press zirconia reinforced lithium silicate - item 50539994
Celtra DUO zirconia reinforced lithium silicate - item 50539985
Cercon ht, Cercon xt - item 50537617

Ceramco PFZ* porcelain for zirconia - item 090862

Cercon Ceram Kiss, porcelain - item 28078

Ceratco3, porcelain - item 301700

Ceramco iC, porcelain s - item 745-215

Duceram Kiss, porcelain - item 22147

VVVVVVVV

14.2  Application of stains and glaze:

General steps:
1. Take required amount of Universal Stain Body/Universal Stain/Universal Stain Incisal using plastic or
zirconium spatula. Put on the mixing pallet. If a thinner consistency is required - dilute the material using
Stain and Glaze Liquid

2. Apply thin layer of stain or glaze on the whole surface of the ingot.

3. Perform firing depending on the ingot material.

Note: Ifthe stain or glaze inside the jar has separated, mix thoroughly with a glass, plastic or zirconia
spatula. Withdraw desired amount of Universal Stain or Glaze from the jar and place it on the mixing
palette. Ifa thinner consistency is desired, dilute the material with the Dentsply Sirona Stain and Glaze
Liquid (REF 601315/15mL, 601350/50mL). (See Figure 1)

Figure 1

5

Apply athin layer of the stain or glaze material all over the crown surface in the usual manner using a
brush. Make sure not to apply the glaze material too thick or too thin. Too thin of a layer will result in a
more matte finish. Too thick ofa layer can result in puddling and/or pitting of the material. (See Figure 2)

Figure 2.
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Ifa more intensive shade effect is desired, it is achieved by several staining applications and firings.
However, the application of too many stain layers can result in an unnatural shade effect.

Stains and glaze firing:

Please use the suggested furnace cycle/program shown below:

Celtra
Press

(full
contour)
Celtra
Press
(decrease
or
secondary
firing of
full
contour)
Celtra
Duo
Cercon hi
Ceramco
PFz*
Cercon
Ceram
Kiss
Cerartco3
Ceramco
iC
Duceram
Kiss

* Drying time depends on the t>-pe of furnace
* Additional Stain/glaze and characterization firing cycles can be conducted with the same firing parameters.

E)fying

(min)

3

3

Preliminary
healing
(min)

2

3

1

Low

temperature

400C

400C

500C

450C
450C

450C

650C

500C

575C

Heating
rate

55C/min

55C/min

55C/min

55C/min
60C/min

55C/min
70C/min
35C/min

55C/min

High
temperature

760C

750C

820C

820C
850C

800C
935C
750C

890C

Do notgo below or above die temperature range 740 °C to 950 ®C.

15 Shelf life:

Vacuum
start
temperature

0

500C

Vacuum
stop
temperature

0

750C

Hold
Time
Vac

Hold
Time
Air
(mm)
2:00

1:30
0:30

0:30
1.30

Stability: close the jars and bottles tightly right after use. Use the material by expiration date.

Cool
time
(min)

The difference between the shelf life indicated on the packatiinc and opening date: shelf life corresponds

to the actual period of product validity.

Shelf life of the device:

Name

Universal Overglaze, Overglaze High Flu

Universal Body Stain/Universal StainAJniversal Incisal Stain

Stain & Glaze Liquid

16 Handling, transportation and storage

16.1 Transport and storage conditions
Avoid direct exposure to sunlight and heat, protect from moisture, keep the lid tightly closed when not in

use.

Storage and transportation temperature from 10to 30 °C

Humidity: less than 70%
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After each use, immediately close the jars and bottles with the original cap.

16.2 Conditions of use:

Avoid direct exposure to sunlight and heat. protect from moisture, keep the lid tightly closed when not in
use.

Temperature: from 10 to 30 °C
Humidity: less than 70%.

( Materials are also used inside the oral cavity as intended, in the presence of biological Muids at nominal
temperature values: from 3210 42°C
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17 Labelling with symbol description.
17.1 _Sywmibols used on primary and secondary packaging:

Medical device manufacturer

Official representative in EU

Catalog no.

Lot No.

Expiration date

Date of manufacture

Caution! Refer to SDS

CE mark - indicates compliance with EU standards

Only for professional use,
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18 Pyrogenlcit>
Not applicable. The materials of the kit are non-sterile.

19 Information regarding sterility' and frequency of use
Not applicable. The kit is non-sterile and is intended for single use. Secondary sterilization and
disinfection are not applicable.

20 Environmental impact
The product doesn't have any negative environmental effects during life cycle.

21 List of applicable national/international standards.

* 1SO 6872:2015 - Dentistry. Ceramic materials
e 1SO 14971 - MEDICAL DEVICES - Application of risk management to medical devices
e 1S0 9693-2:2016 - Dentistry. Compatibility tests. Part 2. Ceramic-ceramic systems

22 Disposal
The product should be disposed of according to local and medical facility regulations.

Disposal according to sanitary regulations and standards (SanPiN) of the Russian Federation 2.1,7.2790-
10 “Public health requirements for handling of medical waste". Hazard class of the medical waste - B.

The product should be used only by qualified staff.

23 Warranties

Manufacturer guarantees compliance ofthe medical device characteristics to specifications given in
operating instructions provided the product is transported, stored and used according to Instruction for
Use supplied by manufacturer.

Manufacturer takes no responsibility and does not pay compensation for possible damage or accidents
caused by:

0 Usage of components not included in the kit and which may interfere with normal operation,
o Non-compliance with instructions for use.
The user is responsible for testing the material for its suitability and use for any purpose that is not
explicitly specified in the instructions!

Warranties are valid within the shelf life of the product.

24 Authorized representative in the Russian Federation

Dentsply Sirona LLC, Andropov Avenue 18, build. 6, rooms 139 40, Moscow, 115432
Tel. +7 (495)725 10 87
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fepeBOA ¢ aHrNMincKoro sisblka Ha PyCCKUn A3bIk/

LLTaTt MapuneHg

Odphnc CekpeTtapsa wraTta

HaCTOFILLI.I/IVI AnocTtunb He,ﬂ,eVICTBMTeﬂeH Ana ncnosib3oBaHnA Fp,e-]'ll/l60 B CoeanHeHHbIX LLTatax AMepVIKI/I,
Ha UX TEPPUTOPUAX NN B UX B1IadEHUAX.

HaCTOFIU.LMVI AnocTtunb He YAOCTOBEPAET coepaHne AOKYMEHTa, OJ14 KOTOPOro OH 6bin BblgaH.

AnocTtunb
(Fsarckas KoHBeHuMs oT 5 okTA6psa 1961 )
1. CtpaHa: CoeaunHeHHble LWUTaTtel AMepukn
HactoAwmni opnymnanbHbiil [OKYMEHT
2. nognucaH bap6apoin X. MenkngxoH (Barbara H. Meiktejohn)
JenicTBytolel B kavecTBe knepka OKpyXHOro cyga okpyra MoHTromepu
ckpenneH neyartbto/wtamnoMm OKPYXHOro cyga okpyra MoHTromepu
YOoocTtoBepeHo

»ow

B AHHanonuce, wrtat MapuneHg
22 aHBapa 2020 r.
CekpeTtapem wrtata MapuneHp
Ne 507863

(Meyvatsb)

© © N o O

/MeyaTb: MeuaTh odhuca CekpeTaps wraTa Mapunena/ 10. Mognuce

Woanwucek!

CekpeTapb WrTaTa
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LLItat MapuneHa, okpyr MoHTromepu, Bbicwnin cyq
B othuce knepka OKpYy>XHOro cyga okpyra MoHTromepwu

A, bapb6apa X. MeinkngxoH (Barbara H. Meiklejohn), knepk OKpy>XHOro cyga okpyra

MoHTromepu, wrat MapuneHg, cyaa NMCbLMEHHOro NPon3BoACTBa, HACTOALLNM
3asepsto, yto AJMHHA KEHKAHACAPW (DINNA KENCANASARI) 6bina Ha3HayeHa u
OeNCTBYeT B KayecTBe KBanuMpuumpoBaHHOro HoTtapuyca ¢ 27 anpensa 2018 r.

B noaTBepxaeHne Yero s CTaB/l0 CBOK MOANUCH U
neyatb OKPYXHOro cyga okpyra MoHTromepu 22 gaHBaps
2020 ropga.

/Mognuce/
Bap6apa X. MeiikngxoH (Barbara H. Meiklejohn)
Knepk OKpyXHoro cyga okpyra MoHTromepu

/MeyaTb: OKPY>XHOW CcyA,
okpyra MoHTromepwu/

LIC9 20160902
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3ABEPEHNE

OKpyr MoHTroMepu:

A, byan NcumoHo (Budi Isyono), HacToswmMm 3asB/ist0, YTO NnpunaraemMbliil 4OKYMEHT
ABMIAETCA YAOB/ETBOPUTE/IbHbIM COIM/1aCHO MMEKLWMMCH Y MEHA CBeLeHUAM.

MpeacTtaBuTeb C NpaBoOM NOAMNUCHU /Mopnuce/,
Byan NcuoHo (Budi Isyono)

J NOAMNVUCAHO MOJ MPUCAITON B MoeM, rocyAapCTBEHHOrO HoTapuyca LiTaTta
MapuneHg, npucytcTBum cerogHa 21 ausapsa 2020 roga.

/Mognucek/

OvHHa KeHnkaHacapu (Dinna Kencanasari)
FocygapCTBEHHbIA HOTapuyc, wtat MapuneHp,
Cpok moeit nuueH3nn nctekaet 30 masa 2022 r.

/MevaTb: AnHHa KeHkaHacapu (Dinna Kencanasari)
ocyfapCTBEHHbIM HOTapuyc

Cpok moei nuueH3nn ncrtekaeT 30 mas 2022 T.
Okpyr MoHTTrOMEpu, wTaT MapuneHg/
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NHCTPYKUMSA no MPUMEHEHUIO
HA MEANLHCKOE U3OENVE

Tonbko ans Ncnoib30BaHUA KBafII/Iq)VILI'I/IpOBaHHbIMI/I cneunayncTamum B cd)epe cTomMaTonormm
Ha MeJuLIMHCKOE n3aenue

MaTepuan cToMaToNOrMUYeCcKNii AN HAMBUAYann3aLmMmn Kepammyeckmnx
pecTaBpaUuii B OTAe/bHbIX YNAaKOBKax C MPUHAANEXHOCTAMMN

npoussoactea Dentsply Prosthetics - Also trading as: Dentsply Trubyte, Dentsply Austenal,
Dentsply Ceramco, Dentsply International Inc. and Dentsply International / JeHTcnnali
MpoCTeTUKC - TaKXe OCYLLEeCTBAAOLWEN AeATeIbHOCTb NO4 HaUMeHOBaHMAMK [eHTcnnal
Tpyb6ait, leHTcnnan AycteHan u leHtcnnain Liepamko, [leHTcnnaihi MHTepHewWwHN VHK. 1
OeHtcnnaii MHTepHewHn, CLUA

YTBEpXaeHo:

/Moanwuce/
Kbsitn ens {Khyati Dave).

MeHemxep oTaesia HOpMaTMBHO-NPABOBOIO PEryNMpoBaHus

LWUTAT NEHCU/IbBAHNA
OKPYT MOPK

CerogHs, 13 aHBaps 2020 roga, nepefao MHOW, HOTapuycoM, HMXenognucasLMMCS
cnyxauwum, nuyHo nossunacb Keatu feis (Khyati Dave), meHeaxep oTaena
perncrtpaunmn, n3BecTHass MHe Kak MU0, Ybe NMSA NocTaB/IeHO Ha OOKYMEHTe, U

noAaTBepAnna, YTo oHa nognucasna AaHHblil JOKYMEHT B YKa3aHHbIX B HEM LEensx.
B y40CTOBEpPEHME YETo 5 CTAB/II0 CBOK MOAMNMUCH U CIYXEGHYHO nevarsb.

/Mognuck/
OHH 3. Waddhep (Anne E. Shaffer), FocygapCTBEHHBIN HOTapuyc
Jata Bbigaun: aHBapb 2020 T.

LWUTAT NMEHCUIbBAHNA

MEYATb HOTAPNYCA
3HH 3, Wadhdep (Anne E. Shaffer),
ocyfapcTBeHHbIVi HoTapuyc
ropog, Viopk, okpyr Mopk
CpokK felicTBua nnLeH3un nctekaeT 21 anpens
2020 .

YJIEH ACCOLUMALIN HOTAPNYCOB LUTATA
MEHCU/IbBAHWA

/MeyaTb: OHH 3. Waddep (Anne E. Shaffer)
FocyfapCcTBEHHbIN HOTapuyc
LWTaT MNeHcunbBaHns/
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1 HaumeHOBaHWe MEAULUHCKOTO N3LeNuns

MaTepuan CTOMaToNorMYecknin Ans UHAUBUAYan3aLmnMmM Kepammyeckux pectaBpauuii B oTAeNbHbEX
YNakKoBKax C NpUHag/IeXXHoOCTAMU (CM n.9)

2 HaumMeHOBaHWe ¥ apec NPOU3BOANTENS, pa3paboTymMKa U YNOTHOMOYEHHOTO
npeacTaBUTENs

OTBETCTBEHHOr0 NpousBoanTeNns u paspaborumnka: Dentsply Prosthetics - Also trading as: Dentsply
Trubyte, Dentsply Austenal, Dentsply Ceramco, Dentsply International Inc. and Dentsply International /
[JeHTtcnnaid MpoCTETUKC - TAKXKE OCYLLECTBASALLEN AeaTeNbHOCTb NOA HaMMeHOBaHMAMM [eHTcnnai
Tpy6aiit, OeHTcnnain AycTeHan n [leHtcnnali Llepamko, JeHTcnnain VIHTepHewWwHn VIHK. 1 [leHTcnnaii
MHTepHewwHs, 570 West College Avenue, York, Pennsylvania, 17401, USA / CLLA

MecTto npoussogcTBa: DENTSPLY Internationa! Inc. Prosthetics Division - Also trading as: Dentsply
Prosthetics, Dentsply Trubyte, Dentsply Austenal, Dentsply Ceramco and Dentsply Sirona / [ieHTcnnai
WHTepHIWHA  WHK. TlpocTeTkC [MBWXH - TakKKe OCYLUECTBAAKOWAA AeATe/IbHOCTb  MOog
HaumeHoBaHuAMK: [eHTcnnain MpocTeTuke, deHTcnnain Tpy6aint, deHTcnnain AycteHan v [leHTcnnai
Liepamko n [eHTcnnain CupoHa, 570 West College Avenue, York, Pennsylvania, 17401, USA / CLLA

YNONHOMOYEHHbIV npeAcTaBuTeNb: O6LIECTBO C OrpaHWYeHHON OTBETCTBEHHOCTbIO «JleHTCrai
CupoHa», 115432, Mocksa, np-T AHApornosa, oM 18, kopnyc s , odmekl 139 40, Ten. +7 (495) 725 10 87

3 Knaccugukauma MegULLMHCKOro usgenus
Knacc noteHumanbHOro pucka: 2a

- Kog GMDN - 16187 Dental Ceramic (CTomartonormyeckas Kepammka)
- TKaH1 >KMBOTHOIO NPOUCXOXKAEHMS HE UCMONL3YIOTCA NPY NPOU3BOACTBE AaHHOro MU
- BewecTBa nnm npov3BoAHbIE KPOBW YerloBEKa He ABMAKOTCA YacTbio U3Lenus

- He siBNsieTCA CTEPUbHBIM MPOAYKTOM

4  ®YHKUWOHAMbHbIe XapaKTepuUCcTUKKU n3genus:
HasHaueHwue: V3genve npefHasHayueHo 419 UHAMBUAYaIM3aLMN KepaMUYeCcKnX pecTaBpauyin, BKIoYas

X packpalumBaHne 1 rna3ypoBaHune, a TakXXe KOPPEKTUPOBKY KOHTaKTOB U OKK/THO31OHHOW
MOBEPXHOCTN.

O6nacTb npumMmeHeHusa: Ctomaronorus

W3penvie npegHasHauyeHO UCKNHOUNUTENBHO 419 MCNO/b30BaHWS KBAM(ULMPOBAHHLIMUW CrieLmanucTamy B
cthepe cTomaTonormu.

[pynna nayMeHTOB: ANS NaLMEHTOB, HYXXAAIOLLMXCA B pecTaBpaLym 3y60B Mo NoKasaHUsM.

MokasaHMs K NPUMEHEHNIO: MEeAULIMHCKOE M3aeNne NpefHa3HaueHo /1 pacKpallMBaHus U
rNnasypoBaHusi 3yGHbIX NPOTE30B U3 CrIeAYOLLMX MaTEPUAsIOB:

» Celtra Press cunukar nMTus, YCUNEHHbIA OKCUAOM LMPKOHNA (ZLS)

» Celtra DUO cunukar nuTus, yCUNeHHbIA OKCUAOM LMPKOHUS (ZLS)

e Cercon ht, Cercon xt 13 okcuaa LMpKOHUA

» Ceramco PFZ, kepamuka gns 06NL0BbIBAHWS KapPKacoB 13 OKCUAa LMPKOHUSA
e Cercon Ceram Kiss, kepamuka

e Cerarco3, Kkepammka

e Ceramco iC, kepamuKa

e Duceram Kiss, kepammka
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MpoTMBONOKa3saHUA
e [1IpUMEHATL TOMLKO MO BbILLEYKa3aHHbLIM MOKa3aHNAM.

Mepbl NpegoCTOPOXHOCTH

*  Heo6x041M0 HOCUTb COOTBETCTBYHOLLME 3aLLUTHbIE OUKM, 3aLLMTHYO OZEXAY W NepyaTku
* He BApIXaTb Mbl/lb, BOHWKAMOLLYH NP WANGHOBAHNUN
e He npuHUMaTbL BHYTpb NH06LIE MaTepUasbl

¢ 3yOHble NPOTE3bI C TPELLMHAMM WM NOBEPXHOCTHLIMU MYCTOTaMW CneayeT Bbl6pacbiBaTh U
[lanee He obpabatbIBaTh

7 B03MOXHbIe NOGOYHbIE AENCTBMUSA

Co06LLEeHWiA 0 pa3BUTUM NOBOYHBIX LelCTBUIA NP MCMONb30BaHUN MaTepuana He noctynano. Mpu
paboTe C 3TUM MaTepuasioM yoeanTecb B COOMOAEHNN MHCTPYKLUMIA MO UCMONb30BAHMIO 1
COOTBETCTBYHOLLMX TPEOOBaHWNIA NacnopToB 6e3onacHoCcTM MaTepuana (SDS).

8 Ocobble ykazaHusa / HexenaTenbHble peakunn:
PykoBoacCTByiTeCh nacnopTom 6esonacHocTi (SDS) Universal Stain and Overglaze gns nonyyeHns

NH(opMaL My o0 6e3omacHoii 06paboTKe ¥ UCNO/b30BaHUW. MPUMEHSATL TOSILKO B COOTBETCTBUM C
BblLLIEYKa3aHHbIMV NOKa3aHWsMU.

B ycnoBusax Hagnexaller 06paboTKu 1 UCMOMb30BaHNA HexXenaTebHble MOB0UHbIE 3PDEKTLI 3TUX
MEeAMLMHCKUX U3AeNNiA HabNIOLA0TCA UCKIKUNTENBHO PeaKo. B cnyyae pasBuTUS KOXHOM
CeHCUOMNM3aLMN UK CbINK NPEKPATUTL NPUMEHEHME 1 06PaTUTLCS 3a MEAMLMHCKON nomoLlpto. B
NPUHLUMNE, He MOXET ObITb NOMHOCTLID UCK/KOYEHO Pa3BUTME MMMYHHbIX PeaKLMiA, TaKMX Kak
asinNepryuyeckme peakummn n/mnm MecTHoe pasgpaxeHue (BKYCOBbIX PELENTOPOB WK CAN3UCTOA NONOCTU
pTa).

Y NaumeHTOB € rMnepyyBCTBUTENBHOCTLIO K II060MY M3 UHTPeAUEHTOB 3TO MEAULMHCKOE 13aenme
MPUMEHSTb HeMb3s, UM MOXKHO MCMO/b30BaTh TOIbKO MOA CTPOrMM HabMoAeHNEM Nlevallero
Bpaya/cTomaTosniora. AHa10rM4YHO, BPaYOM/CTOMATO/IONOM [O/KHbI YUNTbIBATHCS NEPEKPECTHbIE peakLmm

UMW B3aMO/EICTBIIA 3TOr0 IEKAPCTBEHHOrO Npenapara ¢ APYrMMn MaTepuanamii, HaxoAaLMMUCS B
MosocTU pra.

9 CocTtas nsgenusa:

Martepran CTOMaTONOMMUYECKUA AN MHAMBUAYaNM3aLUMN KepaMUYecKnX pecTaBpauuii B OTAe/bHbIX
yMaKOBKax C NPUHAANEXHOCTAMM

I. BapnaHTbl NCMONHEHUS:

1. Kpacutenb Universal Stain Body B 6aHoukax ro 5 r; otteHku: SO, S, S2, S3, S4.

2. Kpacutens Universal Stain Incisal B 6aHouKax no 5 r; oTTeHku: il, i2.

3. Kpacutenb Universal Stain B 6aHo4Ykax no 5 r; oTTeHku: 6Genbii (White), KpemoBblii
(Creme), 3akaT (Sunset), megHblin (Copper), xakn (Khaki), onuskosbiit (Olive), KpacHoe
aepeso (Mahogany), cuonetoBblii (Violet), mannHa (Raspberry), nypnypHbiii (Purple),
cepblii (Grey), kawTaH (Chestnut), rony6oii (Blue), po3oseblii (Pink).

4. T na3ypb Universal Overglaze B 6aHo4Kax no 5

5. Tnasypb Universal Overglaze High Flu B 6aHoukax no 5

V. TTprHaLNeXXHOCTH:

YKnakocTb yHMBepcanbHas ans kpacuteneld n rnasypu Universal Stain and Glaze Liquid (50
MAT) - 1 LT,
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YXKngkocTb yHMBepcanbHas ans Kpacuteneld u rnasypu Universal Stain and Glaze Liquid (15

MAT) - 1 LT,

10 OnucaHne KOMMOHEHTOB HabopOB U NPUMeHeHUe (HasHauYeHue)

N3genve

Kpacutens Universal Stain /
Universal Stain Body / Universal
Stain Incisal, 51

"nasypb Universal Overglaze, 5r

I"nasypb Universal Overglaze High
Flu, 5r

apEEEr A Gweur
tHnir-~

WOHfUI

2ji.

YKnakocTb yHUBepcaibHas AN
Kpacutenein n rnasypu Universal
Stain and Glaze Liquid, 15 mn
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MpyvmeHeHve / HasHaveHve KOHTaKT C 4e/I0BEKOM

MOCTOSAHHbIN C TBEPAbIMU
TKaHAMK 3y6a, aMasbio 1
AEHTVHOM

Martepunan npegHasHayeH gns
OKpaLLMBaHWA 3yBHbIX MPOTE30B,
BKNaA0K, HaKNa[oK, BUHMPOB U
MOCTOB V3 C/eyHoLLnX
MaTepuasoB: U3 CUANKATa INTKS,

AVOKCUAA LIMPKOHUS, KEPaMUKN.

MaTepuan npeaHasHaueH g MoCTOSHHbIV C TBEPALIMM
rNasypoBaHus 3y6HbIX MPOTE30B U3  TKaHAMM 3y6a, SMasbio U
crefytoLyx MaTepranoB u3 LEHTVHOM

CUNVKaTa TS, AMOKCHaa

LIMPKOHMS, KEPaMUKU.

MOCTOSHHbIN C TBEPAbIMU
TKaHsAMK 3y6a, ImManbio 1
[EHTVHOM

Matepuan npegHasHaueH Ans
rNasypoBaHUs 3yOHbIX NPOTE30B U3
cnefytoLmMx MaTepuanos 13
CUNMKaTa NTUS, ANOKCUAA
LIMPKOHUS, KEPaMUKU.

MOCTOsAHHBIN C TBEPALIMY
TKaHsAMU 3y6a, 3mManbio 1
AEHTUHOM

YKNAKOCTb ANt LOCTUXKEHNS
KPEMOBOI KOHCUCTEHLM TNasypu
Unn KpacuTenein



XXugkocte MBepcanbap JAs KnakocTb Ana fOCTUMKEHUS MOCTOSAHHbIN C TBEpPAbIMM

KpacuTe; rsal KPEMOBOW KOHCUCTEHLMW FNasypu  TKaHAMU 3y6a, IMa/Ibio 1
Stain an( e n UMW KpacuTenei LEeHTUHOM
W Js-s
ntal?
BX »|[. )
IR

11 OCHOBHbIe (U3NYECKME U TEXHUYECKME XapaKTepUCTUKIK/ CBOCTBA U3aeNus:

111 Kpacutenun n rnasypb
BHeLWwHW BUA: rNa3ypb - HenpospayHas nacrta; KpacuTen - Henpo3payHas nacra pasmyHbEX
LiBeTOB (B 3aBUCUMOCTU OT OTTEHKA).
> [pegen nNpoYHOCTU Ha M3rn6: >100 MPa
XunmMunyeckasi pacTBopuMocTb: 12 Mkr/cm™N(<0.05%) ana kpacuteneid; s MKr/cm™(<0.05%) ans
rnasypw.
PafiM0aKTUBHOCTb: <22 M.A4. AN1s KpacuTteneld and <40 m.4. 4ns rnasypu
KoappuumeHT Tennosoro pacwumpenns (KTP): 7,5 +0.5x10 K ' (25-500°C),
Temnepatypa cTeknoaHus: 535+20°C;
Temneparypa pasmardyeHms: 576+20 ®C
JNuHeliHas ycaaka npy obxure, MeHee 16 %
MopucTocTb: Ha noBepxHOCTM nowanblo 1 MM* ymcno nop AuameTpom 6onee 30 MKM He
[JO/MKHO npes.bIwartb 16 wWr., a ymMcno nop gnametpom ot 40 4o 150 MKM He AO/MKHO MPeBbILAaTh
s WT. He go/mkHoO 6bITb nop AnameTpom 6onee 150 MKM.
> ConpoTVBNEHNE OKPALLMBaHWNIO, YC/IO MATEH HA 06pa3Liax Mpu BbigePXXMBaHUN B
OKpaLLVBAIOLLIEM PaCTBOpE: o .
> TexHOMorn4yHocTb: Macca fomkHa ObITb J0BefieHa 0 HYXXHOM KOHCUCTEHLMM CrieLuasibHOM
YXMAKOCTbHO, MPY 3TOM He AO/MKHO ObITb 06pa30BaHNA KOMKOB. VI3/IMLLKK BRary LO/MHKHbI ObITb
XOPOLUO yfansembIMi Npu KoHAeHcaumn. Obpasew, 40/MKeH XOPOoLUO YAepXXmBaTh opmy

\Y

>V V V VYV

11.2 XKngkocTb yHUBepcasibHas Ana KpacuTeneid n rnasypu Universal Stain and Glaze Liquid

dunsmyeckoe CBOMCTBO 3HayeHua
BHeLuHW B1g, Mpo3payHas 6ecuBeTHas XMUAKOCTb
3anax bes 3anaxa
Temneparypa 3amoparkmBaHua -irc
HavanbHaa Touka KuneHus 207.5I
PacTBOpPMMOCTb MoNHOCTLIO PacTBOPMMO B BOAE
BsskocTb, £/-10% 104 ml3
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MabapuTHbIE pasmepbl (hakoHa 15 mn:
Beicota: 70 MM+ 10%
Ounawvetp: 25 mvm = 10%
50 mn:
Bbicota; 100 mm + 10%
Ounawvetp: 38 mmx 10%

O6beM XMAKOCTM BO hiakoHe 15 mn He MeHee 15 mn

M.9 Macca 1 pasmep BapMaHTOB UCMOJTHEHWNA N NMPUHALIEXHOCTEN
11.3.1 Kpacutenu u rnasypb

HavnmeHoBaHue Macca n3genus, r Macca n3genuns B nepBuUYHON
ynakoBke, T.
Kpacutenu Universal Stain/ He meHee 5 He meHee 27

Universal Stain Body / Universal
Stain Incisal, B 6aHO4YKe Mo 5r

Mnasypb Universal Overglaze, He meHee 5 He meHee 27
Universal Overglaze High Flu,,
B 6aHOYKe No 5r

11.3.2 XnpgkocTb

HanmeHoBaHMe O6bem mnsgenus, M, Macca nsgenus, 1, He Macca n3genunsa B
He MeHee MeHee MEPBUYHON YNaKOBKE, T,
He MeHee
XKupgkocTb yHuBepcanibHad 15 15 24

ANs KpacuTenein n rnasypu
Stain and Glaze Liquid, 15
M

XKungkoctb yHuBepcanbHas 50 50 72
ONA KpacuTeneii n rnasypu

Stain and Glaze Liquid, 50

M

12 CocTaB 1 MaTepuanbl

121 O6wwii coctaB maTepuana (kpacutenm Universal Stain/ Universal Stain Body / Universal
Stain Incisal n rnasyps Universal Overglaze, Universal Overglaze High Flu)
Kpacutenn v rnasypb npeacTasneHsl B BUe nactol. [Nacta coctout m3 70% nopotuka 1 30% reng.

12.1.1 CocTaB nopoLuKa NPUBELEH HUXKE.

KoMMOoHeHT ®opmyna
LNOKCUL KPeMHUSA Sio 2
OKCU[, /TIOMUHNSA AbO3
OKCuA HaTpua blarO
OKCWA, Kanms K:O
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oKCug nTus u20

OKCUZ, KasibLys CaO
oKcup, 6apus BaO
rpvokecma 6opa B0
oKcug, Lepus CeO3
oKcua Tepbus TbrOs
OKCUJ, CYpbMbl 5b203
OKcumf, 0/10Ba She -
OKCup, TUTaHa MO:

MurmeHTbl (Kpacutenun) -

12.1.2 CocTaB rens, UCnosb3yeMoro Ans 3aMeLlBaH1s NacTbl NPUBEAEH HUXE.
HUTPAT aMMOHUSI BYTUNEHTIMKO/b, MPOMNMWIEHTTIMKOMb, IBYOKWCb KPEMHUSI, KOMMOUAHAS, TMno3a H.

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



12.2 XXunpKocTb yHMBepcanbHaa AN KpacuTenei u rnasypu Universal Stain and Glaze Liquid, 1S

nnu 50 mn
XKnakocTb yHMBepcanbHas ans CocTtas
Kpacuteneii un rnasypu Universal Stain

and Glaze Liquid ByTunexramkonb

12.3 JlekapCTBeHHble npenaparbl
HenpumeHnmo. MaTtepuan He COAEPXXUT HU OAHOI0 aKTUBHOIO PapMaLleBTUYECKOrO MHIpeaueHTa nunm

NeKapcTBa.

12.3.1 MaTepuanbl NepBMYHON YNaKOBKMN:

HanmeHoBaHue MaTtepuan
PiakoH MONNITUNEH HIU3KOI MNOTHOCTM
HakoHeuHuK
KpbILwKa MonunponwuneH

13 BToOpuyHada ynakoBka
Kaxpoe n3genve B NepBrYHONA yYNakoBKe BMeCTe C MHCTPYKLMEN NOMELLAeTCs B NPO3payHbIil

MNaCTMKOBbLIN NaKeT ¢ 3aMKoMm zip-lock.
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14 PyKOBOACTBO MO 3KcnayaTauuu

141 TlloaroTtoBKa Kapkaca:

Mpy M3roToBNEHUN CYBCTPYKTYpPbI MPOTe3a He06X0AMMO CliefjoBaTb COOTBETCTBYIOLLEMY AENCTBYHOLLEMY
PYKOBOZACTBY MO 3KCMyaTaummn yKasaHHbIX HUXKe U3LeNniA.

PyKoBOACTBa N0 aKCMNyaTaLyu:

Celtra Press cunmkaT nUTKS, YCUNEHHbIA OKCUAOM LMPKOHUA - apTukyn 50539994
Celtra DUO cununkat nuTns, YCUNeHHbIR OKCUAOM LMPKOHKS - apTukyn 50539985
Cercon ht, Cercon xt - aptkyn 50537617

Ceramco PFZ*, kepamuKa Ansi KapKacoB 13 oKcuaa UMPKoHNUA - apTukyn 090862
Cercon Ceram Kiss, kepamuka - aptukyn 28078

Ceratco3, kepamuka - aptukyn 301700

Ceramco iC, KepaMuka - apTuKyn 745-215

Duceram Kiss, kepamuka - apTukyn 22147

V V V V V V V V

14.2 HaHeceHMe KpacuTenen u rnasypu:

OCHOBHble Laru:

1.B34Tb )xenaemoe konnyectso kpacutens Universal Stain Body / Universal Stain / Universal Stain
Incisal NNacTMKOBLIM WY LIMPKOHWEBBLIM LUNatenem. MomMecTutb Ha NanuTpy 419 CMeLlnBaHms. Ecnm
TpebyeTcs nonyyeHvie 60/ee XMAKOA KOHCUCTEHLMM - pa3BecTy MaTtepuan Xuakoctbro Universal Stain
and Glaze Liquid

2. HaHecTV TOHKWIA CNoii KpacuTenst Wnv rnasypu o Bceld MOBEPXHOCTU 3ar0TOBKM.

3. MopaseprHyTb NpoLieccy 06Xura B 3aBUCMMOCTY OT MaTtepurasia 3aroToBKu.

(nofpobHas nHopMaLms onmcaHa B UHCTPYKLUMMW MO NMPUMEHEHUIO).

MpumevaHue: Ecnn KpacuTeNb UK rnasypb BHYTPU 6aHOYKN PPaKLMOHUPOBA/IUC, TLLATENbHO
nepemeLLaTb CTEKIAHHBEM, MIaCTUKOBLIM WY LIMPKOHWEBBLIM LUMaTeneM. B3aTb xenaemoe KOmM4ecTso
nactbl Universal Stain and Glaze 3 6aHOUK/ 1 MOMECTUTbL Ha NAUTPY ANA CMeLLnBaHnus. Ecim
TpebyeTca nonyyeHune 60nee XUAKOW KOHCUCTEHLMK, pa3BeCcTy MaTepuan Xuakoctbto Universal Stain
and Glaze Liquid (Ne 601315/15 mn, 601350/50 ms1). (CM. prCYHOK 1 HUXKe)

PucyHok 1

HaHecTV TOHKWIA CNoV KpacuTeNnst WA rnasypun no BCeli NOBEPXHOCTM KOPOHKM 0ObIYHbIM CNOCO6OM npu
MOMOLLYM KUCTOYKKN. Y6eanTbCA B TOM, UTO C/OM rNa3ypy He CIMLIKOM TONCTbIA 1 HEe C/INLLKOM TOHKMWIA.
HaHeceHue CNMLLIKOM TOHKOrO C/osi BbI3OBET MOSIBNIEHNE 60Nee MaTOBOro LBeTa. HaHeceHue TONCTOro
CNOSi MOXKET BbI3BaTb MOSAB/EHWE YNNIOTHEHNIA U/MNK SIMOK Ha NOBEPXHOCTU MaTepuana. (CM. pUCYHOK 2).

PucyHok 2.

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



Ecnu TpebyeTcs nonyyeHne athekTa nepexosa LiBETOB, 3TO AOCTUIAeTCA NYyTeM HECKO/IbKUX HaHECEHWIA
KpacuTens 1 LyKnoB o6xura. OfHaKo NpoBeaeHne CANLLKOM 60/bLIOT0 KOMYECTBA LMKIOB 06XKMra
MOXET Bbl3BaTb MOSIB/IEHWNE HEECTECTBEHHOIO LBETA.

OGXWI KpacuTeneii 1 rnasypm

MoxanyiicTa, NPUAEPXKMBANTECH TONMBKO YKa3aHHbIX HIDKE MapaMeTpoB 0GXMra:

Cyuwk MpeaBapu Hu3ska CkopocTb Bbicoka Temne- Temne- Bpewma Bpewms Bpems
a A Harpesamu ATemne-  patypa patypa Bbl4EPXU Bbl A€ PX KM oxnax
(MUH) TeNbHbIN Temne- A paTypa BK/IOYEHU BbIK/OYEUN -BaHMA B B *fleHmns
Harpes paTtypa A f BaKyy.MC BO3AYLUHO (-mun.)
(MnH.) Bakyyma BaKyyMma i cpepe
(MWH)
Ccltra Press 2 2 400C 55C/MUH 760C 0 0 0 2:00 5
(NonHbIiA
KOirryp)
Ccltra Press 2 2 400C 55C/MH 750C 0 0 0 2:00 5
(YMeHbLEeHN
e unu 2-i
06N
nosiHoro
KOHTYypa)
Celtra Duo 2 2 500C 55C/MVH 820C 0 0 0 1:30 3
Cercon ht 3 3 450C 55C/MNH 820C 0 0 0 1:30 6
Ceramco 5 5 450C 60C/MHH 850C 0 0 0 0:30 6
PFZ
Cercon 2 3 450C 55C/MUH 800C 0 0 0 1:00 6
Ceram Kiss
Ceratco3 3 3 650C 70C/MUH 935C 0 0 0 0:30 0
Ceramco iC 3 3 500C 35C/MWH 750C 500C 750C 1 1:30 0
Duceram 3 1 575C 55C/MNH 890C 0 0 0 1:00 0
Kiss

. [1popomknTensHOCTb CYLLUKM 3aBUCUT OT Tuna obxura
. JlononHuTenbHbIe LUMKbI 06XKra Kpacutenei n rnasypyu MoryT NpOBOANTLCS C TEMM Xe napameTpaMmu obxura.
He BbIXxoAnTb 3a npeesnsl TemnepatypHoro gvanasoHa ot 740 °C go 950 ®C.

15 CpoOK rogHocTu:

CTabunbHOC:b B UCMOMb30BaHMW: NNOTHO 3aKPbIBaliTE GaHKM 1 GYTHINKM CPa3y e Moc/e UCMO/b30BaHNS.
Wcnonb3yiiTe BELLECTBO 10 AaTbl UCTEUYEHUS CPOKA FOAHOCTU.

BpemMeHHas pasHuLEa MeX/y CPOKOM FOfJHOCTM, YKa3aHHbLIM Ha YNaKoBKe, U aToii BCKPbITUS: Cpok
FOfIHOCTY COOTBETCTBYET (DaKTUUECKOMY CPOKY FOHOCTU NMPOAYKTa.

CpOK rogHOCTN W3aenus:

HanmeHoBaHue CpoK rogHocTm
(neT)
"nasypb Universal Overglaze, Overglaze High Flu 4
Kpacutenn Universal Body Stain / Universal Stain / Universal 4
Incisal Stain
Xunakoctb gnd kpacuteneid n rnasypun Stain & Glaze Liquid 5
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16.1 YCnoBus TPAHCMOPTUPOBKM W XPaHeHUs
W36eraiiTe NpsiMOro BO3AEACTBMS CONHEYHOTO CBETA W Tenna, Gepernte T BO3AENCTBUS BNaru, AepXxuTe
KPbILLIKY NMI0THO 3aKPbITOWA, €CNIM MaTepuan He 1CMOMb3yeTCs.

Temnepatypa xpaHeHVsa 1 TpaHcnopTuposku: ot 10 go 30°C
BnaxHocTb: meHee 70%

Mocne KaXoro Mcronb3oBaHus, He06X04MMO HEMe/IEHHO MIOTHO 3aKpblBaTb 6aHKW U (DIIaKOHbI
OPUTMHAIHON KPbILLKOMA.

16.2 Ycnosua akcnayaTtauum:
M36erariTe NpsAMOro BO34eMCTBUA COMTHEYHOrO CBeTa 1 Tenna, 6epernte oT BO3AENCTBMA BNaru, Aepxure
KPbILLKY M/I0THO 3aKPbITOWA, eCIN MaTepuas He UCNosb3yeTcs.

Temnepatypa ot 10 go 30°C
BnaxHoctb meHee 70%.

MaTepuasbl TaKKe UCMPaBHO KCMTyaTUPYHOTCS BHYTPW POTOBOW NOMOCTM, NPY Ha/IMUMM B Hell
BUONOTNYECKMX XIAKOCTEW NPY HOMUHATBHBIX 3HAYEHWSIX TemnepaTypbl: oT 32 Ao 42° C.
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« J 3roToBMTENb MEAWLIMHCKOIO U3AeNNs

EC RP YNoMHOMOYEHHbIN NpeacTaBuTens B EBponelickoM coobLuecTse

Homep no katanory

LOT Homep napuv unmn nota

[laTa OKOHYaHUsi CPOKa AeiicTBUS

Jata nponssoacTaa

lw [
Q OctopoxkHo! ObpaTuTech K nacrnopTy 6e30macHoOCTH
CC 3Hak CE- noATBep»kaeT cCOOTBETCTBME C Hopmamu EC
TOMbKO A4/19 NPOQECCUOHANIBHOTO MCMO/b30BaHNA.
fAOnly Pocp
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18 TluporenHocTb
HenpumeHumo. 3aenns He ABNAKOTCA CTEPUbHBIMU.

19 CsBefeHns 0 CTEPUSIBHOCTUN U KPATHOCTU MPUMEHEHNSA

HenpumeHnMo. 3TO He CTepU/bHOE U3eNne, NpeaHasHauYeHHOe A/ OAHOPA30BOr0 KCMO/b30BaHWS, 1
MOBTOPHAs CTEPUNN3ALMA UMW AE3VH(EKLNS HEMPUMEHNNMBI.

20 Bo3geiicTBME Ha OKPYXaKLLYHO cpefy

3nenme He OKasbiBAaeT HEraTVBHOIO BO3AECTBUS Ha OKPY)KatoLLYH CPeAy B MPOLLECCe XM3HEHHOTO
KA.

21 TepeyeHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MeAULMHCKOE U3LeNNe,

e |SO 6872:2015 - Ctomatoniornsa. Kepamuyeckue marepuansl
e |SO 14971 - SAENNA MEAVNUNHCKWME - MNMpumMeHeHne MeHegXMeHTa pucka K
O MeAULUHCKUM U3LeNnam
¢ 1S5S0 9693-2:2016 - Ctomartonorus. cnbiTaHNs Ha COBMECTUMOCTb. YacTb 2. CUCTEMBI
KepaMuKa-Kepamuka

22  YTunmnsauus
YTununsaums npoBoAUTCS B COOTBETCTBUM C MECTHbLIM 3aKOHOAATE/IbCTBOM M MPOTOKOMaMIN KOHKPETHOIO
MEAVLMHCKOI0 YUpeXXAeHNS.

YTunusaums B COOTBETCTBMM C CAHUTAPHLIMU MNpasuiamMm 1 Hopmamu Poccumiickoin depepaumn CaHlMNmH
2.1.7.2790-10 "CaHunTapHO-3NnaeMmnonormyeckme TpeboeaHns K obpalleHnto ¢ MeauLMHCKUMK
otxofamm». Knacc onacHoCTV MeaULMHCKMX 0TX0408 —b.

W3genna go/mKHbI UCMOoMb30BaThCH TOTbKO KBaJ'IVICpVILI,VIpOBaHHbIM MEANLIMHCKM NEPCOHa/IOM.

23 T[apaHTUiHble 0653aTeNbCTBA

Mpoun3BoAMTENb FrapaHTMPYeT COOTBETCTBYME XapaKTePUCTUK MeAULMHCKOTO U3AeNNs 3asB/IEHHbIM B
3KCM/yaTaLMOHHOW JOKYMEHTALIMI NPX YCIIOBUM TPAHCMOPTUPOBKM, XPaHEHUs U NPUMEHEHUS U3aenus B
COOTBETCTBUM C UHCTPYKLMEN U NO Ha3HaYeHW0, NPeayCMOTPEHHOMY NPOM3BOANTENEM

|_|p0VI3BO,CI|VITe]'Ib He HeCeT OTBETCTBEHHOCTb N He BblMn/1la4ynBaeT KOMMeHCcaLuio 3a BO3MOXHbli ymep6 nmm
Hec4yaCTHbIE C/ly4aun, BbI3BaHHbIE!

0 Vcnonb3o0BaHMeEM KOMMOHEHTOB, He OTHOCSLLMXCA K HAO0PY 1 KOTOpbIe MOrYT MPensTCcTBOBATb
HOpMa/IbHOI paboTe.

0 HecobnoaeHNeM MHCTPYKLMW MO MPUMEHEHMIO.

OTBETCTBEHHOCTb 32 TECTVMPOBaHKe MaTepuana Ha ero MPUrogHOCTb M UCMOMb30BaHWe 418 Nt060I Lew,
SIBHO HEYKa3aHHOW B MHCTPYKLK, HECET NO/b30BaTe/b!

"apaHTWiHbIe 0693aTeNbCTBA AENCTBYIOT B TEUEHNE CPOKa FO4HOCTU NPOAYKTa.

24 YNONHOMOYeHHbIN npeacTaBuTeNb Ha Tepputopun PP

00O «[leHTcnnaii CvpoHa», 115432, r. Mocksa, np-T AHaponosa 4. 18, kopn. 6, ouckl 139 40,
Ten.+7 (495) 725 10 87
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I'IepeBo,q AAaHHOTO TEKCTa BbIMNOJIHEH I'IGDEBO,CI'LhA M naXTyHOBbIM Anekceem B!'Ia,ﬂII/IMI/IpOBVIHEM

Poccuiickan degepauns
Nopog MockBa
[BeHapuaToro peBpasnd Be TbICAYN ABaALATOrO roja

A, HaxaeB Marames Ka36ekoBu4Y, BPEMEHHO WCNOMHAKOWMIA 0643aHHOCTM HOTapuyca ropoja
Mocksbl [lypapesa AnekcaHapa BnagumupoBnya, CBUAETENbCTBYK MOAJMHHOCTL MOAMMUCU
nepesoguunka NMaxTyHoBa Anekcesa BnaguMmuposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

NInyHocTb NnoAnucasLLero JOKYMEHT YCTaHOB/EHaA.

3apermctpupoBaHo B peectpe; Ne 77/178-H/7>2020-

B3bickaHO rocyfapcTBeHHOM now nmH” (no tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr npaBo”r3 v TexHU4yeckoro xapakrepa: 300 py”-

M. K*"Haxaes

Bcero npowHypoBaHo, NPo:"MepoB"0O U CKpenseHo neyatbto * '~ nuct(-a,-" M

BPWO HoTapuyca:
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