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This public document

2. has been signed by Barbara H. Meiklejohn
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Certified
5. at Annapolis. Maryland

6. the 22nd day of January, 2020

7. by The Sccretaiy of State of Maryland

8 No. 507862
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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, |1 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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CERTIFICATION

Montgomery county:

I, Budi Isvono. hereby declare that the attached document is satisfactory to the best of my
knowledge and belief.

Signatory

SWORN TO AND SUBSCRIBED before me, a notary public for the State of Maryland, this
2U*day of January, 2020.

Notary public. State of Maryland
My Commission Expires May 30, 2022
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INSTRUCTION FOR USE
FOR MEDICAL DEVICE

Only for use by qualified specialists in dentistry
for medical device

Universal Stain and Overglaze Stain Kit for individualization of ceramic
restorations

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 OF PENNSYLVANIA
COUNTY OF YORK

4K

On this ’ day of 2020. t>efore me a notary public, the undersigned ollker,
personally appeared Khyatii Dave. Regulatory Affairs ®anager, knovm to me to t>e the person whose name is subscribed to
the within instrument, and adcnowledged 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 PENNSYLVANIA

NOTARIAL SEAL
Anne E. Shaffer, Notary Public
City of York, York County
My Commission Expires April 21, 2020
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1 Name of the medical device

Universal Stain and Overglaze Stain Kit for individualization of ceramic restorations (refer to section
9).

2 Name and address of the Manufacturer, Developer and Official 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. 47 (495) 725 10 87

3 Maedical device classification
Potential risk class: 2a

- GMDN code - 16187 Dental Ceramic
- Tissues ofanimal 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.

6 Precautions
*  Wear suitable protective eyewear, clothing and gloves
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e 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 Special 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 ofthese 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 of the 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:
Universal Stain and Overglaze Stain Kit for individualization of ceramic restorations, including:

1. Universal Stain in 5 g jars; shades; Body SO, Body SlI, Body S2, Body S3, Body S4, Incisal
il, Incisal i2, White, Creme, Sunset, Copper, Khaki, Olive, Mahogany, Violet, Raspberry.
Purple, Grey, Chestnut, Blue, Pink - 21 pcs;

Universal Overglaze in 5 gjar - 1pcs;

Universal Overglaze High Flu in 5 gjar - 1pcs;

Universal Stain and Glaze Liquid in 15 ml vial - 1 pc.

Brush - 1pc.

Shade guide - 1pc.

Instruction for use - 1pc.

Illustrated technical manual - 2 pcs.

N ook wN
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Kit contents:

1. Universal Stain in 5 gjars, shades: Body SO, Body S, Body S2, Body S3, Body S4, Incisal il. Incisal i2, White, Creme, Sunset,
Copper, Khaki, Olive, Mahogany. Violet, Raspberry, Purple, Grey, Chestnut. Blue, Pink - 21 pcs;

Universal Oveiglaze in5 gjar-1 pcs;

Universal Oveiglaze High Flu in5 gjar - | pcs,

Universal Stain and Glaze Liquid in 15 ml vial - 1pc.

Brush - 1pc.

Shade guide - 1pc.

Instruction for use - 1pc.

Illustrated technical manual - 2 pcs (see picture below)

NG A wN

Instruction for use - 1pc.
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Mustrated technical manual — 2 pes

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




Component

Universal Stain/Universal Stain
Body/Universal Stain Incisal

Universal Overglaze

Universal Overglaze High Flu

Universal Stain and Glaze Liquid
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Purpose Patient exposure

The material is intended for Permanent contact with
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.

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.

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.

The liquid used to obtain creamy  Permanent contact with
consistency of the glaze and stain ~ hard tooth tissues, enamel
and dentine



Brush

Shade guide

Brush for application of stain Possible contact with
and/or glaze. intact skin

Intended to facilitate the selection  Possible contact with
ofthe required shade for staining  intact skin
of the ceramic restorations.

11 General physical characteristics/properties of the device:

111  Stains and glaze
> Appearance; glaze
the shade).

VVVVVYVYVYV

Flexural strength: >100 MPa

Chemical solubility: 12 pg/cm"(<0.05%) for stains; 6 pg/cm2 (<0.05%) for glaze.
Radioactivity: <22 m.g. ppm for stains and <40 ppm for glaze

Coefficient of Thermal Expansion (CTE); 7,5+£05x 1 (25-500°C),

Glass transition point: 535£20°C;

Softening point: 576120 °C

Linear shrinkage during firing: Less than 16 %

Porosity: The number of pores with diameter > 30 pm should not exceed 16, and the number

Opaque paste; stains - opaque paste in different colours (depending on

of pores 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

Physical indicator

Appearance

Odour

Freezing point
Initial boiling point
Solubility
Viscosity, +/-10%

Vial dimensions

Liquid volume
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Values
Transparent colourless liquid
Odourless
-77*C
2075 *C
Completely soluble in water
104 mPa.s
Height: 70 mm + 10%
Diameter: 25 mm * 10%

Not less than 15 ml



11.3 Weight and dimensions of the kit components
11.3.1 Stains and glaze

Name Weight, g Weight in primary packaging,
-4
Universal Stain/Universal Stain | Not less than 5 Not less than 27

Body/Universal Stain Incisal

Universal Overglaze, Universal | Not less than § Not less than 27
Overglaze High Flu

11.3.2 Liquid
Name Volume. ml, not _T Weight. g. not less than | Weight in primary
less than g packaging, g. not less
[ than
Stain and Glaze Liquid 15 ; 15 24
11.3.3 Other materials
Name Weight. g Dimensions. mm
Shade guide C21:10% 107 x 8.1 x 3£10%
Brush 166.5+ 10%
brush:2.94 £ 0.3 g Handle: 132 mm = 10%: Tip: 29 mm
. . ) 1ne + 10%: Brush (bristles): 5.5 mm +
Protective cap for brush: 0.16 g = 10% 10%., Protective cap for brush: 21 mm
x 220 mm = 10%
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12.1.2 Composition ofthe gel used for paste preparation is presented belo\\.
Ammonium nitrate, butylene glycol, propylene glycol, silicone dioxide, colloid, tylose H.
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12.4 Shade gnide materials
Polycarbonate.

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

13 Secondary packaging

The device is supplied in a carton box with IFU included.
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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

V V V V V V V V

14.2  Application of stains and glaze:

General steps:

1. Take required amount of Universal Stain 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 annealing depending on the ingot material.

(detailed information is given in the Instruction for Use).

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 thejar 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

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 of a layer can result in puddling and/or pitting of the material. (See Figure 2)

Figure 2.
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If a 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:

Drying  Preliminary  Low Heating High Vacuum Vacuum Hold Hold Cool
(min) heating temperature  rate temperature  start stop Time Time time
(min) temperature  temperature  Vac Air (min)
(mm)
Cellra 2 2 400C 55C/min  760C 0 0 0 2:00 5
Press
(full
contour)
Cellra 2 2 400C 55C/min  750C 0 0 0 200 5
Press
(decrease
or
secondary
annealing
of full
contour)
Celtra 2 2 500C 55C/mm  820C 0 0 0 1:30 3
Duo
Cercon ht 3 3 450C 55C/min  820C 0 0 0 1:30 6
Ceramco 5 5 450C 60C/min  850C 0 0 0 0:30 6
PFZ*
Cercon 2 3 450C 55C/min  800C 0 0 0 1:00 6
Ceram
Kiss
Ceratco3 3 3 650C 70C/min  935C 0 0 0 0:30 0
Ceramco 3 3 500C 35C/min  750C 500C 750C' 1 1:30 0
iC
Duceram 3 1 575C 55C/min  i90C 0 0 0 1:00 0
Kiss

« Diying time depends on the type offurnace
* Additional Stain/glaze and characterization firing cycles can be conducted with the same firing parameters.
Do not go below or above (he temperature range 740 °C to 950 °C.

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

The difference between the shelf life indicated on the packaging and opening date: shelf life corresponds
to the actual period of product validity.

Shelflife of the Kits:
e Universal Stain and Overglaze Stain kit - 4 years

Shelf life of the kit components:

Name Shelf life
(years)
Universal Overglaze, Overglaze High Flu 4
Universal Stain 4
Stain and Glaze Liquid 5

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.
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Storage and transportation temperature from 10 to 30 °C
Humidity: less than 70%
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 fluids at nominal
temperature values: from 3210 42°C
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17 Labelling with symbol description.

17.1

Symbols used on primary and secondary packaging:

ul

Medical device manufacturer

| EC [REP

Official representative in EU

Catalog no.
LOT] Lot No.

u

Expiration date

4
o
e %e'y

Koep Dry

Keep dry

Date of manufacture

See Instruction for Use

—_——— — — - —

Tl
Cli]
AN

SDS

Caution! Refer to SDS

N

€

CE mark - indicates compliance with EU standards

L
|
|

l

R¢ Only

Only for professional use.
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18 Pyrogenicity
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.

e ISO 6872:2015 - Dentistry. Ceramic materials
* ISO 14971 - MEDICAL DEVICES - Application of risk management to medical devices
e ISO 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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780, C aHITUIACKOTO S13blKa Ha PYCCKuii A3bik/

LLTaTt MapuneHa

Odonc CekpeTapsa wrtaTa

HacToswwmin AnocTunb HegelcTBUTENEH ANS UCMO/b30BaHUA rae-m6o B CoeanHeHHbIX LTaTax AMepuku,
Ha UX TEPPUTOPVISIX UMW B VX BNAAEHNUSIX.

HaCTOFIU.LMﬁ AnocTtunb He YAOCTOBEPAET coAepXXaHne AOKyMeHTa, OJ1d KOTOPOro OH 6bIN BblgaH.

Anoctunsb
(Taarckas KoHBeHUMs oT 5 okTA6pa 1961 r)
1. CtpaHa: CoeguHeHHble WTaTtbl AMepukmn
HacTtosawuii oomumanbHbli OKYMEHT
2. nognucaH Bap6apoi X. MerkngxoH (Barbara H. Meiklejohn)
3. gencTByloULel B KauecTBe kfiepka OKPYXHOro cyga okpyra MoHTromepwu

&

cKpenseH nevyartbro/wTaMmnoMm OKPYXHOTo cyfa okpyra MoHTromepwu
YOoOCTOBEpPEeHO

B AHHanonuce, wrtat MapuneHna

22 anuBapa 2020 r.

CekpeTapem wTaTta MapuneHg

Ne 507862

(Mevatb)

© © N o’

/MeyvaTsb: MeyaTb odpuca CekpeTapsa wTaTa Mapunena/ 10. Mognuck

/Mognucek/
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LLTaTt MapuneHa

Odomnc CekpeTapsa wrara

HaCTOFIU_I.Mﬁ Anoctunb HEAGMCTBMTGHEH ONA NCnosib3oBaHUA r,qe-nvl6o B COG,CI'I/IHeHHbIX LLTaTax AMepuku,
Ha X TEPPUTOPUAX UK B UX BTafEeHUAX.

HaCTOFIU.LMﬁ AnocTtunb He YAOCTOBEPAET cogepxaHne AOKyMeHTa, O/14 KOTOPOoro oH ObIn BblgaH.

Anoctunb
(Faarckast KoHBeHUUMA 0T 5 okTA6pA 1961 1)
1. CtpaHa; CoegnHeHHble LUTaTbl AMepunKkn
Hactoawunin opmumanbHbli 4OKYMEHT
2. nognucaH Bap6apoi X. MeikngxoH (Barbara H. Meiklejohn)
3. penicTBylOWer B kKadyecTBe kfiepka OKPYXHOro cyaa okpyra MoHTromepwu

»

CKpensieH nevyaTtblo/wtTamnom OKPYXHOTFo cyga okpyra MoHTromepu
YOoOCTOBEpPEeHO

B AHHanosince, wrart MapuneHpa

22 anBapa 2020 r.

CekpeTapem wTaTta MapuneHg

Ne 507862

(MevaTb)

© ® N o a

/MevaTb: MeyaTb 0dnca CekpeTapsa wWTaTa MapuneHa/ 10. Mognucek

/Mopnuck/
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LLITtaT MapuneHa, okpyr MoHTromepu, Bbiclunii cyq,
B obunce knepka OKpPYXHOro cyga okpyra MoHTromepu

A, bapbapa X. MeikngxoH (Barbara H. Meiklejohn), knepk OKpy>XHOro cyga okpyra
MoHTromepu, wrat MapuneHa, cyga NUCbMEHHOTo NPOM3BOACTBA, HACTOALWMNM
3asepsto, yto AMVHHA KEHKAHACAPW (DINNA KENCANASARI) 6blna Ha3HayveHa u
LelcTByeT B Ka4yecTBe KBannmnynpoBaHHOro HoTapuyca c 27 anpensa 2018 r.

/MeyaTb: OKPYXHOW cyA B noaTBepxaeHWe 4yero A cTaB/ito CBOKO NoOAMNUCH U
okpyra MoHTromepwu/ nedyaTtb OKPYXHOro cyga okpyra MoHTromepu 22 aHBaps

2020 ropa.
/Mognuce/
Bapbapa X. MeiikngxoH (Barbara H. Meiklejohn)

Knepk OKpy>HOro cyga okpyra MoHTromepu

LIC9 20160902
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3ABEPEHUVE

OKpyr MoHTromepu:

A, bygn McuoHo (Budi Isvono). HacToAWMM 3aaB/ISAK0, UTO NpuaaraeMblii 4OKYMEHT
ABMIAETCA YA0B/1€TBOPUTE/IbHBIM COM1aCHO MMEKLWKUMCS Y MEHSA CBEAEHUSIM.

MpeactaBuTEelb C NPaBOM NOANUCHU _/MNopnnce/_
Byan VcnoHo (Budi Isyono)

NOAMNCAHO NOA NPUCATOW B Mmoem, rocyjapCTBEHHOro HoTapuyca wTaTa
MapwuneHng, npuncytcteumn cerogHa 21 ausapd 2020 roaa.

/Moanuck/

OvHHa KeHkaHacapwu (Dinna Kencanasari)
FocypapcTBEHHbIV HOTapuyc, wrtat MapuneHp
Cpok moelt nnueH3nm nctekaet 30 masa 2022 .

/MevaTb: AnHHa KeHkaHacapu (Dinna Kencanasari)
FocyaapcTBEHHbIA HOTapuyc

Cpok moein nnueHsnn nctTekaeT 30 masa 2022 r.
Okpyr MoHTTOMEpK, WTaT Mapuneng/
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NMHCTPYKUWMA MO NPUMEHEHWIO

HA MEOVWUMNHCKOE N3AENTNE

ana ncnonb3oBaHuA KBafIM(*]I/ILI,I/IpOBaHHI:IMI/I cneynannctamn B cqaepe cTomMatonormu
Ha MeAuLMHCKOe n3genmne

Habop cTomaTonornyeckux matepuanoB ANa NHANBUAyanmsaLmum
Kepamuueckmnx pectaBpaumnin Universal Stain and Overglaze Stain Kit

Mpounssogctea Dentsply Prosthetics - Also trading as: Dentsply Trubyte, Dentsply Austenal,
Dentsply Ceramco, Dentsply International Inc. and Dentsply International / eHTcnnai
MpPOCTETUKC - TaKXKe OCYLLEeCTBNAIOLWEN AeATeNbHOCTb N0 HAMMEHOBaHUAMM [leHTcnnaii
Tpy6alit, leHTcnnain AycteHan u [leHTcnnaii Llepamko, leHTcnnain MHTepHewHN VIHK. 1
OeHtcnnaii MHTepHewHn, CLUA

YTBEpPXAEHO:
/Mopnuce/

Kbsitn feiiB (Khyati Dave)

MeHeaxep oTAaena HOPMaTMBHO-NPABOBOr0 PErynpoBaHus

WTAT NEHCUNBbBAHNA
OKPYT VNIOPK

CerogHsa, 13 anBapsa 2020 roga, nepego MHOW, HOTapMyCOM, HMXenognucaBLMMCS
cnyxawmm, nM4Ho nosasunacb Kesatm e (Khyati Dave), meHegxep otaena
pernctpaunmn, n3BectHass MHe Kak Nuuo, Ybe MMS NOCTaBJ/IEHO Ha AOKYMEHTe, U

noaTBepAuna, YTo oHa noAanucasna AaHHblii AOKYMEHT B yKa3aHHbIX B HEM Lensx,
B Y/IOCTOBEPEHMWE Yero S CTaB/Il0 CBOK MOJMNUCH U CNYXe6HYH nevartsb.

TMoanncsl
3HH 2. Waddep (Anne E. Shaffer), MocyaapcTBeHHbIn HOTapuyc
JaTta Bbigauun; aHeapb 2020 .

LUTAT NMEHCW/IbBAHNA

MEYATb HOTAPUYCA
3HH 3. Wadgdep (Anne E. Shaffer),
[ocyfapCTBeHHbI HOTapuyc
ropog, Mopk, okpyr Wopk
CpoK filefiCTBUA NNLEeH3NN ncTeKaeT 21 anpens
2020 r.

YJTIEH ACCOLIMALINN HOTAPNYCOB LUTATA
MEHCWU/IbBAHWA

/MevyaTb: OHH . Waddep (Anne E. Shaffer)
FocyfapCcTBEHHbIN HOTapuyc
WTaT NMeHcunbBaHus/
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1 HaumeHoOBaHMWe MESULMHCKOIO U3fenna
Habop cTomMaTonormyecknx maTepuanos A UHAMBMAYaNM3aLMn Kepammyeckux pectaBspaumnini Universal
Stain and Overglaze Stain Kit (cm. n.9).

HanmMmeHOBaHMe 1 afipec NMPoON3BOAMTeNs, pa3paboTUMKa M YNOJHOMOUYEHHOTO

npescrtaBuTens

OTBETCTBEHHOrO Npomn3BoanTensa n paspabotumka: Dentsply Prosthetics - Also trading as: Dentsply
Trubyte, Dentsply Austenal, Dentsply Ceramco, Dentsply International Inc. and Dentsply International /
JeHTcnnain MpOCTETMKC - TaKXe OCYLLECTBAAIOLWER AeATeNbHOCTb NOL HauMeHoBaHUAMU [eHTcnnan
Tpyb6aiiT, leHTcnnain AycteHan u entcnnai Llepamko, [eHTcnnain MHTepHewHn VIHK. n [eHTcnnali
NHTepHewHn, 570 West College Avenue, York, Pennsylvania, 17401, USA / CLUA

MecTto npousogactBa: DENTSPLY International Inc. Prosthetics Division - Also trading as: Dentsply
Prosthetics, Dentsply Trubyte, Dentsply Austenal, Dentsply Ceramco and Dentsply Sirona / JeHTcnnali
WHTepHawHn  WHK. TlpocTeTuKC [MBMXH — TakKXe OCYyLWecTBAAOWas AeATeSbHOCTb  MOA
HaumeHoBaHuAMK: [feHTcnnai MpocteTtuke, AeHTcnnain Tpy6aiiT, AeHTcnnaih AycteHan u [eHTcnnai
Llepamko n fleHtcnnali CupoHa, 570 West College Avenue, York, Pennsylvania, 17401, USA / CLLUA

YNONHOMOUYEHHbIA npeacTaBuTens: OOWECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO «JleHTcnnaii
CupoHa», 115432, MockBa, np-T AHAponosa, g4om 18, kopnyc 6, ogucel 139 40, Ten. +7 (495) 725 10 87

3 Knaccuurkaymsa MeLULUHCKOrO nsgenns
Knacc noTeHUManbHOro pucka: 2a

- Kog GMDN “ 16187 Dental Ceramic (Ctomatonormyeckas Kepamuka)
- TKaHW XXMBOTHOIO NMPOUCXOXAEHUA HE UCNOMb3YIOTCA NPU NPON3BOACTBE AaHHOro MU
- BewectBa nan npon3BoAHble KPOBM YeNOBEKA He ABMAAIOTCA YaCTbio U3aenns

- He siBNseTCca CTepUIbHBIM MPOAYKTOM

4 ®YHKUWOHANbHbIE XapaKTEPUCTUKMN U3LENUSN:

HasHaueHue: M3aenve npegHasHauyeHo A1 MHAUBMAYANN3aLMM KEpaMUUYECKUX pecTaBpaLuii, BKoYas
UX packpallinBaHue U rnasypoBaHue, a Tak)Ke KOPPEKTUPOBKY KOHTAKTOB U OKK/THO3UOHHOM
MOBEPXHOCTMU.

O6nacTb NMPUMEHEHUA: Crtomaronorus

WN3penve npefHa3HauYeHO UCKOYMTENBHO A8 UCNONb30BAHUS KBAIMDULMPOBAHHLIMU CNELManMcTammn B
cthepe CTOMATONOIUN.

pynna nauueHTOB: 415 NaLUEHTOB, HY)XXAAKOWMXCA B pecTaBpalMm 3y60B Mo NnokasaHUsaM.

MokasaHMa K npuMeHeHW0: Habop cToMaTonornyecknx Matepmanos 4ns MHANBUAYann3aLum
Kepamuyeckmx pectaBpauymii Universal Stain and Overglaze Stain Kit npegHasHayeH gns packpalnBaHus
M rnasypoBaHus 3y6HbIX NPOTE30B W3 CNeAyHLWMX MaTepuanos:

»  Celtra Press cunnkat INTUSA, YCUNEHHbIA OKCUAOM LUPKOHUSA (ZLS)

» Celtra DUO cunmkaT nuTns, yCUneHHbli OKCMAOM LMpKoHus (ZLS)

+ Cercon ht, Cercon Xt u3 okcuga LMPKOHUS

e Ceramco PFZ, kepamunka gns 06/11L0BbIBAHNA KapKacoB 13 OKCMAA LMPKOHUS
e Cercon Ceram Kiss, kepamuka

e Cerarco3, Kepamuka

e Ceramco iC, kepamuka

* Duceram Kiss, kepamuka
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5 TlpotmeBonokasaHus
« TIpyMeHATb TONLKO NO BbllleyKa3aHHbIM NOKa3aHWUAM.

Mepbl NPeAoCTOPOXKHOCTH

e HeobxoAMMO HOCUTbL COOTBETCTBYIOLLME 3aALLUTHBIE OUKU, 3aLLUTHYIO O4eXAY U NepyaTKu

e He BAbIXaTb Mblib, BO3HUKAKOLLYIO MPU LWANGDOBAHNN

e He npuHumaTth BHYTPb Nt06ble MaTepuabl

o 3y6Hble NpoTe3bl C TPELWMHAMY UM MOBEPXHOCTHLIMU NYCTOTaMM cfefyeT BblbpacbiBaTh U
[lanee He obpabaTtbiBaTh

7 Bo03MOXHble N060YHbIE AeACTBUSA

Coo006LLeHNIi 0 pa3BUTMU MOBOYHBIX AeCTBWIA NPK UCMONb30BAHUKM MaTepuana He noctynano. Mpu
paboTe C 3TUM MaTepuasom ybeguTech B COGMOAEHUN MHCTPYKLMWIA MO NCMOMb30BAHUIO W
COOTBETCTBYIOWMX Tpe6OBaHUI nacnopToB 6e3onacHocTu mMatepuana (SDS).

8 Ocobble yKaszaHua / HexenaTtesibHble peakyun:

PyKOBOACTBYTecb nacnoptom 6e3onacHocTu (SDS) Universal Stain and Overglaze oT komnaHuu
«Dentsply Sirona» gns nony4yeHus nHdopmaunm o 6e3onacHoin 06paboTke U NCMONb30BAHUN.
MpUMeHATb TOIbKO B COOTBETCTBUM C BbllleyKasaHHbIMW NOKa3aHUAMMU.

B ycnoBuax Hagnexatyeit 06paboTKM 1 MCNONb30BaHNSA HeXenaTeNbHble NO60YHbIE 3P DEeKTbl ITUX
MeAULMHCKUX U3aennii HabnoaalTca UCKNIOYNTENBHO PeiKo. B ciydae pasBUTUS KOXHOA
CeHCUBUIN3aLNN UAN CbINW NPEKPaTUTb NPUMEHEHMe 1 06paTUTHLCS 3a MeAULMHCKON NoMoLybio. B
NPUHLUMNE, He MOXET OblTb MONHOCTLI UCKIHUEHO Pa3BUTME UMMYHHbIX peakuuii, TaKMX Kak
annepruyeckme peakuuu n/mnm mecTHoe pasgpaxeHue (BKyCOBbIX peLenTopoB WUaK CAM3UCTON NONOCTU
pTa).

Y nayMeHTOB C rMNepYyBCTBMTENbHOCTLIO K TIOOOMY 13 MHTPEAMEHTOB 3TO MEeAULNMHCKOE M3genne
NPUMEHATb HEeNMb3s, UK MOXHO MCMONb30BaTh TOIbKO NOJ CTPOTMM HaGMOAEHMEM Nevallero
Bpaya/cToMartosora. AHanorM4yHo, Bpa4omM/CTOMaTo/10roM JO/MKHbI YUNTbIBATHCS MEPEKPECTHbLIE peakuun
NN B3aMMOAERCTBNA 3TOr0 IeKapCTBEHHOIO Mpenapara ¢ ApyruMy Matepuanamu, HaxoaawmMmcs B
nonocTu pra.

9 CocTaB n3genua:

Habop cTomaTo/norMyecknx maTepnanos 4Ns UHAMBUAYaANM3aLUM KepaMmnyeckux pectaspayuii Universal
Stain and Overglaze Stain Kit, B cocTaBe:

1. Kpacutens Universal Stain B 6aHo4Kax no 5 r; oTteHkn: Body SO, Body SI, Body S2, Body S3,
Body S4, Incisal il. Incisal i2, 6enbiii (White), kpemoBbiii (Creme), 3akaT (Sunset), MeaHbll
(Copper), xakm (Khaki), onuBkoBbiit (Olive), kpacHoe paepeBo (Mahogany), ¢noneToBblIi
(Violet), manuHa (Raspberry), nypnyptsbiii (Purple), cepbiit (Grey), kawTaH (Chestnut), rony6oi
(Blue), posoBblit (Pink) - 21 wrT.;
nasypb Universal Overglaze B 6aHo4ke 51 - 1wr,;

Mnasypb Universal Overglaze High Flu B 6aHouke 5r- 1T,

XnpgkocTb yHUBepcanbHas gns Kpacuteneid u rnasypum Universal Stain and Glaze Liquid Bo
(bnakoHe o6bemom 15 mn - 1w,

KucTtouka —1 Wwr.

PacuBeTtka - 1wwrT.

VIHCTPYKUMA NO NPpUMEHEHUIo - 1T,

MnniocTpnpoBaHHoOe TeXHNYECKOE PYKOBOACTBO - 2 LUT.
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10 OnwucaHwe, BHEWHUI BN Habopa

CoctaB Habopa:

1 Kpacutens Universal Stain B 6aHoukax no 5 r; oTTeHku: Body SO. Body S1, Body S2, Body S3. Body S4, Incisal il, Incis” i2, 6enbiii
(White), kpemoBbliii (Critme), 3akaT (Sunset), MeaHbIli (Copper), xaku (Khaki), onuskosebliii (Olive), kpacHoe aepeso (Mahogwy)
thuonetossblii (Violet), manunHa (Raspberry), nypnypHbiid (Purple), cepbiii (Grey), kawTaH (Chestnut), rony6oii (Blue), po3obl ( m
-21 Wr;

2. na3ypb Universal Overglaze B 6aHouke 51 - 1w,
3. Tnasypb Universal Overglaze High Flu B 6aHouke 5 1- 1uwr,;
4. XKngkocTb yHMBepcaibHas ans Kpacuteneli n rnasypu Universal Stain and Glaze Liquid Bo hnakoHe o6bemom 15 mn- 1w,
5. Kuctouka - 1ur.
6. PacugeTka- 1wr.
7. VIHCTpyKUMSA MO NPUMEHeHUto - | WT. (CM. pOTO HMXKeE)
8. MnniocTprpoBaHHOe TEXHNYECKOe PYKOBOACTBO - 2 LT. (CM. (hOTO HIDKE)
*1
yNwta SUhiQIjiS
1 for 4*ryrVii,. T... --Liiirt!
Ye/m<>1Te<-
VIHCTPYKUMSA NO NPUMEHeHWo - 1T, 1 Ew -IT
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MnnocTpmpoBaHHOE TEXHUYECKOe PYKOBOACTBO - 2 LUT.
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N3penve

Kpacutenb Universal Stain/
Universal Stain Body / Universal
Stain Incisal

Mnasypb Universal Overglaze

4B/ .

ot UnlvrrM1
MMUec OkMU»

Mnasypb Universal Overglaze - High
Flu

Xupkoe ;b yHMBEpPCanbHas Lps
KpacuTe; rsal
Stain an(

Ll

Kuctouka

diMlin
U
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MpumeHeHve / HasHaveHve KOHTaKT C Ye/IoBEKOM

MOCTOAHHbINA C TBEPALIMU
TKaHAMM 3y6a, aIManbio 1
LEHTUHOM

Martepuan npefHasHayeH ans
oKpallnBaHua 3yO6HbIX NPOTE308B,
BKNafoK, HaKNafokK, BUHUPOB U
MOCTOB W3 CneaytoLnx
MaTepuanos: U3 CUIUKATa TNTKS,
AVOoKCcuaa LMPKOHUA, KepaMUKK.

MOCTOSAHHbINA C TBEPAbIMU
TKaHAMMU 3y6a, amanbto 1
OEHTUHOM

Martepuan npefHasHaueH ans
rnasypoBaHmMs 3y6HbIX MPOTE30B U3
CneayloLMx MaTepumanos u3
CUAMKATA MTUA, ANOKCKaa
LMPKOHUS, KEPaMUKU.

MOCTOAHHbI C TBEPALIMU
TKaHAMM 3y6a, 3Manbio
LAEHTUHOM

Matepuan npegHasHaueH s
rnasypoBaHus 3yGHbIX NPOTE30B U3
CefyroLNX MaTeprUanos us
cunukarta nuTus, LMokcmaa
LMPKOHUS, KEpaMUKM.

MOCTOAHHBIN C TBEPLLIMM
TKaHAMMU 3y6a, IManbio u
LEHTUHOM

XKUNAKOCTb ANS LOCTUXKEHUS
KPEeMOBOI KOHCUCTEHLUW rnasypu
Unn Kpacutenen

B03MO)XeH KOHTaKT C

Kuctouka gns HaHeceHus
HEMOBPEXAEHHON KOXei

KpacuTenei n/unu rnasypu.



PacuBeTka MpefHasHayeHa ons ypoberea BO0O3MOXeH KOHTaKT C
Bbl6Opa HEOO6X0AMMOr0 OTTEHKA HeMnoBPeX/AeHHON KOXel
KpacuTensa gns fanbHeiiwero
packpallvBaHua KepaMuyeckunx
pecTaBpayuii.

11 OcHOBHble M3NYecKne XapaKTepucTUKK/ CBOINCTBA U3AeNNA:

11.1 Kpacutenun u rnasypb
> BHELWHWA BUA: rnasypb - Henpo3payHasa nacrta; KpacuTenn - Henpo3payHas nacta pasfmyHbiX
LiBeTOB (B 3aBUCMMOCTM OT OTTEHKA).
> [pegen NpoyHOCTU Ha uU3rmb: >100 MPa

>  Xumuueckas pacTBopmMmMocTb: 12 mkr/cm”(<0.05%) ans kpacuteneit; 6 mkr/cm”™(<0.05%) ans
rnasypu.

> PafMo0aKTUBHOCTb: <22 M.A4. Ana KpacuTeneli and <40 m.4. And rnasypu

>  KoapgpuumeHT Tennosoro pacwunperus (KTP): 7,5+ 0.5 x KO'*K" (25-500°C),

> Tewmnepatypa cTeknosaHusa: 535+20°C,;

> TemnepaTypa pasmaryeHus: 576+20 °C

> JIMHellHas ycagka npu o6xure, meHee 16 %

> [MopucTocTb: Ha noBepxHOCTU miowagbio 1 MM~ ynucno nop guametpom 6onee 30 MKM He

[O/MKHO npesbIWars 16 WT., a ynucno nop guamerpom ot 40 o 150 MKM He AOJIKHO MpeBbIwaTh
6 WwT. He go/mkHO 6bITh NOp AnameTpoM 6onee 150 MKM.

Y ConpoTuB/ieHNe OKpawmnBaH1Io, YNCO NATEH Ha obpasuax npu BblAEPXKUBAHUN B
oKkpalwusatoLlem pactsope: 0.

> TexHonornyHocTb: Macca JoMmKHa ObiTb O0BeAeHa 40 HYXHOW KOHCUCTEHLMU CreunanbHoii
XWAKOCTBIO, NPU 3TOM He A0/KHO B6biTb 06pa30BaHNA KOMKOB. VI3NNLLKKN BNarn AO/MKHbI 6bITb
X0POLUOo yaansembiMy NpU KoHAeHcaummn. O6pasew, JOKEH XOPOLLO YAepPXUBaTb hopmy

11.2 >KuaKocTb YHMBepcasibHasa ans Kpacutenen u rnazypu Universal Stain and Glaze Liquid

P un3nyeckoe CBONCTBO 3HauveHun
BHewwHW Bug Mpo3payHas 6ecLBeTHAA XNLKOCTb
3anax bes 3anaxa
TemnepaTypa 3aMopa>kuBaHus -irc
HayanbHas Touka KUneHus 207.5T
PacTBopuMOCTb [MonHoOCTbLIO pacTBOPUMMO B BOfE
BsAskocTb, +/-10% 104 mI3
FabapuTHbIe pasmepbl (hnakoHa Bbicota: 70 mm = 10%

Onametp: 25 mm+ 10%

O6beM XUAKOCTH He meHee 15 mn

11.3 Macca 1 pasmep cocTaBnsawWmnx Habopa
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11.3.1 KpacuTtenu u rnasypb

HanmeHoBaHMe Macca nsgenua, r

Kpacutenu Universal Stain/ He meHee 5
Universal Stain Body / Universal

Stain Incisal

Mnasypb Universal Overglaze, He meHee 5

Universal Overglaze High Flu

11.3.2 XunpgkocTtb

HanmeHoBaHue O6bem unsgenus, min,

HE MeHee

XXungkoctb yHuBepcanbHasa 15 15
ONA KpacuTenei n rnasypu
Stain and Glaze Liquid

11.3.3 [Apyrue maTtepuansl

HanmeHoBaHUe Macca nsgenus, r
PacugeTka 21 £10%
Kunctb

Kuctb: 2,94 + 0.3

3alMTHbIN KONMAYoK ANs WeTUHbI:
0,16 £ 10%
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Macca n3genus, r, He
MeHee

Macca nsgenus B I'IepBVIHHOI\/'I
ynaKoBKe, T,

He meHee 27

He meHee 27

Macca nsgenus s
NepBUYHON YNaKOBKE, T,
He MeHee

24

FabapuTHbIe pasMepbl, MM
10.7x8.1 x3+10%

166.5+ 10%

Pykosatka 132 + 10%;

HakoHeuHuk: 29 = 10%;

Kuctouka (wetnHa): 55 + 10%,
3alWNUTHbIA KONMa4yoK ANS WeTuHbl: 21
x220 + 10%



12 CocTtaB 1 maTtepuansl

121 O6wwii cocTaB MaTepuana (Kpacutenm Universal Stain/ Universal Stain Body / Universal
Stain Incisal n rnasypb Universal Overglaze, Universal Overglaze High Flu)
Kpacutenu n rnasypb npejctaBneHbl B BUge nactbl. Macta coctont n3 70% nopolika u 30% rens.

12.1.1 CocrTaB NopoLLKa NPUBELEH HUXE.

KoMMNoOHeHT dopmyna
anoKcua KpeMHumsa Si02
OKCKJ antoMUHNSA AbO3
OKCUA HaTpus NasO
oKcug Kanus K20
oKCUA NNTUSA Li20
OKCuf Kanbums CaO
okcug b6apms BaO
rpmokcug 6opa B203
oKcug uepus CeOs3
oKcug Tepbus Tb303
OKCKJ, CYypbMbl 3b303
oKcuf onoBa Sn02
oKcua TUTaHa Ti02
MUrMEHTBI

12.1.2 CocTaB rensg, ucnonbL3yemoro s 3aMmeLllBaHna nacTbl, NPUBEAEH HUXKeE.
HUTPAT aMMOHUS BYTUNEHTINKO/b, MPONUNEHTINKONb, IBYOKUCh KPEMHUS, KONMOMAHAs, TUno3a H.
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12.2 XKmnpgkocTb yHMBepcanbHasi agnst Kpacuteneii n rnasypu Universal Stain and Glaze Liquid,

15mn
XungkocTb yHMBepcanbHas gns CocTas
Kpacuteneit n rnasypu Universal Stain
and Glaze Liquid, 15mn ByTuneHrnnkons

12.3 Martepuanbl KUCTOUKMN

Kunctouka (WweTnHa) LLIepcTb U3 XBOCTa CMBUPCKOI Nackm
HakKoHeYHMK J1aTyHb C HUKENEBbIM MOKPbLITUEM
PyKkosiTKa [epeBo (apeBecunHa bepesbl)
3alMTHbIA KONNa4yoK 415 WeTuHbI MoNM3TUNEH HU3KOW NAOTHOCTK

12.4 Martepuasibl pacLUBeTKuU
MonukapboHar.

12.5 JlekapcTBeHHbIe NpenapaThbl
HeanIMeHI/IMO. MaTepman He COAEPXXUT HN OAHOIo0 akTUBHOTIO (bapMaLl,eBTI/ILIECKOFO NHTpeaneHTa nnmn

neKapcTea.

13 BTopuyHaAa ynakoBka

Universal Stain and Overglaze

stain Kit

M3penvie nocTasniseTca B KapTOHHOVI KOpO6Ke B KOMMNNEKTE C I/IHCprKLI,I/IGVI no NPUMEHEHNIO.
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14 PykoBoACTBO Mo aKcnayaTaunm

141 TlogrotoBKa Kapkaca:

Mpwn n3roToBMeHNN CYBCTPYKTYpbI NPOTe3a HEOOXO0AMMO CNeA0BaTb COOTBETCTBYHOLWEMY AEACTBYHOLLEMY
PYKOBOACTBY MO 3KCNnyaTtaunn yKadaHHbIX HUXXE VI3,EI,EJ1I/II7I.

PyKOBO,CI'CTBa no sKkcnnayartaunn:

Celtra Press cunmkart nuTus, yCUIEHHbIA OKCUAOM LMPKOHKA - apTuKyn 50539994
Celtra DUO cunmkat nnTus, yCUNeHHbIR OKCUAOM LUUPKOHMA - apTukyn 50539985
Cercon ht, Cercon xt - apTukyn 50537617

Ceramco PFZ*, kepamyvka A5 KapKacoB U3 oKcuia umMpkoHua - aptukyn 090862
Cercon Ceram Kiss, kepamuka - apTukyn 28078

Ceratco3, kepamuka - aptukyn 301700

Ceramco iC, Kepamuka - apTukyn 745-215

Duceram Kiss, kKepaMuka-apTukyn 22147

V V. .V V V V V V

14.2 HaHeceHWe KpacuTenein 1 rnasypu:

OCHOBHbIE LIaru:

1. Bs3ATb XXenaemoe KonnyectBo Kpacutensa Universal Stain nnacTMKOBbIM MAN LUPKOHUEBLIM LLMNATENEM.
MomecTUTb Ha NanuTpy A4NA cMelwlmBaHnsa. Ecnu TpebyeTca nonyyeHue 60/1ee XXUAKOA KOHCUCTEHL MU -
pasBecTu maTepuan xugkoctbto Universal Stain and Glaze Liquid.

2. HaHecTu TOHKWIA CNOi KpacuTens uam rnasypy no Bceli MOBEPXHOCTW 3ar0TOBKM.

3. MoABeprHyTb npoueccy 06>Kura B 3aBUCUMOCTY OT MaTepuana 3aroTOBKMK.

(nogpobHas nHpopmaLus onncaHa B MHCTPYKLUKN MO NPUMEHEHUID).

MpumeuaHune: Ecnn KpacuTenb UAW rnasypb BHYTPU 6aHOUKM (pakLMOHMPOBANUCH, TWATENbHO
nepemellatb CTEK/AHHbLIM, MNACTUKOBLIM WUV LMPKOHWEBLIM LWNaTefieM. B3ATb Xenaemoe Ko/iM4ecTBo
nactbl Universal Stain and Glaze 13 6aHO4YKM M NOMECTUTbL Ha NANUTPy ANA CMewwmnBaHua. Ecnu
TpebyeTca nonyyeHme 6onee XUAKON KOHCUCTEHL MK, pa3BeCTU MaTepuan Xuakoctbio Universal Stain
and Glaze Liquid (Ne 601315/15 mn, 601350/50 mn). (CM. pUCYHOK 1 HUXe)

PucyHoK

HaHecTV TOHKWUIA CNOi KpacuTens Uam rnasypu no BCeli MOBEPXHOCTM KOPOHKMW 06bIYHLIM CMOCO60M Mpw
MOMOLLM KMUCTOUKN. YBeaAnTbCA B TOM, YTO CNOW rNa3ypu He CANLWKOM TOACTbIA U HE CANLLIKOM TOHKWA.
HaHeceHue CNMWKOM TOHKOIO CNos BbI30BET NOsBMEHME 60/iee MaTOBOrO LBeTa. HaHeceHWe ToNCToro
CN0si MOXeT Bbl3BaTb MOSB/IEHWNE YMIOTHEHWIA M/MAN AMOK Ha NOBEPXHOCTU MaTepuana. (CM. pUcyHok 2).

PucyHok 2.
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Ecnu TpeGyeTcs nonyyeHune apekTa nepexoaa LBeTOB, 3T0 AOCTUTaeTCs NyTEM HECKONbKUX HaHeCeHMWii
KpacuTens v UMKNoB 06xura. OHaKoO NpoBeaeHNe CANLLKOM 60MbLION0 KOMMYECTBA LMKIO0B 06XKnra
MOXET Bbl3BaTb MOABMEHNE HEECTECTBEHHOrO LIBETA.

OB6XWT KpacuTenein u rnasypu

MoxanyiicTa, NPUAEPXMNBANTECH TO/IbKO YKa3aHHbIX HKE napameTpoB obxura:

Cywk npegsapu Hunska CKopoCTb Bbicoka Temne- Temne- Bpems Bpems Bpemsa
a A HarpeBaHu A TemMne-  patypa paTtypa BbIIePXU BbIEPXKMN oxnax
(MYH) TeNbHbIN Temne- A patypa BK/OYEHU BbIK/OYCHMN -BaHUA B B -feHns
Harpes paTypa A f BakKyyme BO3AYLIHO (MUH.)
(MnH.) BaKyyma Bakyyma 1 cpege
(MuH)
Celtra Press 2 2 400C 55C/MNH 760C 0 0 0 2:00 5
(NonHbI
KOHTVP)
Celtra Press 2 2 400C 55C/MH 750C 0 0 0 2:00 5
(yMeHbLIEeHN
e nnu 2-i
06XuUr
NoSIHOTO
KOHTYpa)
Celtra Duo 2 2 500C 55C/MVH 820C 0 0 0 1:30 3
Cercon ht 3 3 450C 55C/MWH 820C 0 0 0 1:30 6
Ceramco 5 5 450C 60C/MuH 850C 0 0 0 0:30 6
PFZ
Cercon 2 3 450C 55C/MA 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/MUH 750C 500C 750C 1 1:30 0
Duceram 3 1 575C 55C/MNH 890C 0 0 0 1:00 0
Kiss

. MpoAoNXNTENbHOCTbL CYLIKN 3aBUCUT OT TNa 06xura
e [ononHWTenbHble LUKAbI 06XMUra KpacuTenei n rnasypu MoryT NpoBOAMTLCS C TEMUW Xe napaMeTpaMu o6xura.
He BbIXOAUTL 3a Mpejenibl TeMMnepaTypHoOro guanasoHa ot 740 ®C o0 950 @C.

15 CpoOK rogHocTtu:

CTabuNbHOCTb B UCMOMb30BAHUW: MIOTHO 3aKpbiBaliTe 6aHKM U BYTbINIKK CPa3y Xe Moc/ie UCMO/b30BaHuS.
Mcnonb3yiiTe BELECTBO [0 AaTbl MCTEUYEHUS CPOKA FOAHOCTY.

BpemeHHas pas3HuLia MeXJy COOKOM FOAHOCTM, YKa3aHHbIM Ha YMaKoBKe, 1 aTo BCKpbITUA: CpokK
roHOCTU COOTBETCTBYET (HaKTUUYECKOMY CPOKY FOAHOCTM MPpoAyKTa.

CpoK rogHocTn Habopos:
e Habop Universal Stain and Overglaze Stain kit- 4 roga

CpOK rogHOCT KOMMOHEHTOB HaGOpOB:

HaumeHoBaHue CpokK rogHocTu
(neT)
nasypb Universal Overglaze, Overglaze High Flu 4
Kpacutenu Universal Stain 4
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Xungkoctb gna kpacuteneit n rnasypu Universal Stain & Glaze 5
Liquid

16 O6paweHne, TPaHCNOPTUPOBKA U XpPaHEeHMe

16.1 Ycnosusa TPaHCNOPTUPOBKN N XpPaHeHWUA
V3beraliTe npamoro BO3,EI,€I7ICTBVIFI CO/IHEYHOTO CBeTa W Tenna, 6eper|/|Te oT BO3,quZCTBI/IFI Bnarun, gepxumTte
KPbILWKY N/JI0THO 3aKprTOI7I, ecnm martepuan He NCNOJIb3YeTCA.

TemnepaTtypa XxpaHeHua 1 TpaHcnopTuposku: ot 10 go 30°C
BnaxHocTb: meHee 70%

Mocne Kax4oro UCMob30BaHUA, HEO6XOAMMO HEMEASIEHHO MO0THO 3aKpbiBaTb 6aHKM U GYTHIIKN
OPWUTMHANbHO KPbIWKOIA.

16.2 Ycnosusa akcnayaTtaumu:
M36erainTe npsiMOro BO34eiCTBUA COMHEYHOrO CBeTa U Tensa, 6epernte OT BO3AENCTBMA BNarun, gepxuTe

KPbILWKY MI0THO 3aKPbITON, €CIM MaTepuan He UCMO/b3yeTCs.
Temnepatypa o1 10 go 30°C
BnaxHocTb meHee 70%.

MaTepuanbl TakxXe UCNPaBHO 3KCMAYaTUPYHOTCA BHYTPYU POTOBOI MOMOCTU, MPU HANMUYUKN B Heil
61ONOTMYECKNX XNAKOCTEN MPU HOMWHANbHBIX 3HAYEHMAX TeMMepaTypbl: oT 32 go 42° C
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17 MapKupoBKa Cc paclimgppoBKOi CMMBOJIOB.

N3roToBuTenb MeANLWNHCKOIo nsaennsa
«J

:L [rep Y NoNHOMOYEHHbIV NpeAcTaBuTeNb B EBponelickom coobliecTse
Homep no katanory
LOT Homep mapuun unm nota

[laTa OKOHYaHMs cpoKa AeicTBus

XpaHnTb B CyXOM MecTe

J

KHp Dry

|W|'| [ata npoussogcTtea
aS O3HaKOMbTECb C MHCTPYKLUAMU NO UCMOJIb30BAHUIO
A OcTopoxHo! ObpaTtuTech K macnopTy 6e3onacHoCcTU
S
C€ 3Hak CE- noaTteepxgaeTt cooTBeTCTBUE C HOpMamu EC

fr0nl TonbKo AN NPOdPecCMOHaNbHOrO UCMOJb30BaH KA.
nly
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18 TInporeHHoCTb
HenprvmeHnmo. MaTepuanbl Habopa He ABAAKTCSH CTEPUILHBIMMU.

19 CBegeHNA 0 CTEPUNBHOCTU N KPATHOCTU NPUMEHEHUA
HenpumeHnmo. Habop - 3T0 HeCTepunbHOE U3fenue, NpegHasHauyeHHoe 415 Of4HOPa30BOro
MCNoNb30BaHNA, MOBTOPHAs CTepUAM3aLns Unm gesnHPeKLsa HenpUMEHMbI,

20 BosgencTtBue Ha OKpyXXalLyto cpegy

MN3aenve He 0KasbiBAaeT HEFAaTUBHOTO BO3/AEMCTBMA Ha OKPYXXaloLlyto Cpeay B MPOLLECCe XXU3HEHHOTO
LMKNa.

21 TlepeyeHb HaLMOHAa/IbHbIX U MeXAYHaPOLHbIX HOPMATUBHbIX JOKYMEHTOB/
CTaHAapToB, KOTOPbIM COOTBETCTBYET MeAULWHCKOE U3aenue.
e IS0 6872:2015 - Ctomartonorua. Kepamnyeckne marepuanbl
e ISO 14971 - N3AENVNA MEONUNHCKWE - NMpumeHeHne MeHeOXMEHTA PUCKa K
MELULMUHCKUM U3LeNnnsam

e 1S0O 9693-2:2016 - CtomaTtonorus. icnblTaHUS Ha COBMECTUMOCTb. YacTb 2. CUcTemsbl
Kepam MKa-Kepam nka

22 Y1tnnusauus
YTunusayus npoBoguTCA B COOTBETCTBUM C MECTHbLIM 3aKOHO/ATENbCTBOM M MPOTOKONAMMWN KOHKPETHOTO
MEeAWNLMHCKOTO YUPEeXAeHNS.

YTunusaums B COOTBETCTBUW C CAHUTAPHbLIMU NpaBunamMu u Hopmamm Poccuiickoin deaepauumn CanluH
2.1.7.2790-10 "CaHMTapHO-3NNAEMMNONOTMYeCKMe TpeboBaHUS K 0OpaleHnto ¢ MeLULMHCKUMM
oTxogamu». Knacc onacHoOCTU MeAULMNHCKUX OTXOA40B - b.

M3aenns AOMXKHblI MCMOMb30BaThbCA TONbKO KBANMULMPOBAHHbIM MeAULMHCKUM NEPCOHaNoM.

23 TapaHTwuiiHbIe 0683aTeNnbCTBA

Mpon3BOANTENb FAPaHTUPYET COOTBETCTBME XapaKTEPUCTUK MEAULIMHCKOTO U3AeNns 3asBNeHHbIM B
3KCMNyaTalUWOHHO AOKYMEHTaLUN MPU YCI0BUN TPAHCMOPTUPOBKM, XPaHEHMS U NPUMEHEHMNA U3AENNS B
COOTBETCTBMM C UHCTPYKLIMEI W MO Ha3HAYeHWO, NPeAyCMOTPEHHOMY NPOVU3BOAUTENEM

MpounssoanTeNb He HeceT OTBETCTBEHHOCTbL U He BbiNayMBaeT KOMMeHcaLmio 3a BO3MOXXHbI i yLu,ep6 nnn
HecYaCTHble C/1yYau, Bbi3BaHHbIE!

0 Wcnonb3oBaHMEM KOMMOHEHTOB, HE OTHOCALLMXCA K HABbOpy M KOTOPble MOTYT NMPensTCTBOBATh
HOpMaNbHOW paborTe.
0 HecobnioaeHWEM UHCTPYKLUM NO NPUMEHEHWUIO.

OTBeTCTBEHHOCTb 3a TECTUPOBAaHVe MaTepuana Ha ero NPUrogHOCTbL U UCNOJib30BaHUe ang noboi Lenn,
ABHO HeyKa3aHHOI7I B WHCTPYKL UK, HeceT Nnosib3oBaTtesb!

apaHTuWliHbIe 06A3aTeNbCTBA AENCTBYHOT B TEYEHME CPOKA FOAHOCTM NPOAYKTa.

24  YNONMHOMOYeHHbIV NpeacTaBuUTeNlb Ha TeppuTopun PP

00O «[eHTcnnain CupoHa», 115432, r. MockBa, np-T AHAgponoBa 4. 18, kopn.6, oducekl 139 40,
Ten. +7(495)725 10 87
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MepeBOJ JaHHOTO TEKCTA BbINOMHEH NEPEBOAUYMKOM MMaxTyHOBbIM AfNeKceeM BnagumumpoBuuem

J

Poccuitickaa ®degepaumsa

MNopos MockBa
[BeHajuaTtoro espans Be TbiCAYM [BaALATOr0 roja

A, Haxaes Marames Ka3b6ekoBuW4Y, BpPEMEHHO MCMOMHAKWMNIA 06493aHHOCTM HOTapuyca ropoja
Mocksbl [ypnapeBa ArnekcaHapa BnagummupoBuya, CBULETENbCTBYH MOAMMHHOCTL MNOAMMUCK
nepesofuuka lNMaxtyHosa Anekceda Bnagumnposunua.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

JTnyHocTb NOANMCABLUEr0 JOKYMEHT YCTAHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/178-H/77-2020-
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