N Dentsply”
A Sirono

«YTBEPXOAKO» / «<APPROVE»
Regulatory Compliance Manager

(BomkHocTB/position)
Stacia Preston

(rws/naTe)

\

(nodnucb/signature)
March 18. 2024
HaTo/Date

M.IM. /Stamp

dentsply ™
N CAULK

Try-in paste for dental cement Calibra®, in design variants

Sworn to and subscribed before me this /
day oi

Dawn Renea Kenton, Notary Public

uuni/l,.

ro uwa“ﬁ;f i
2024 ' -

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



1, INTRODUCTION

ATTENTION! To ensure safety when using Dental composite cement Calibra® in design variants with
accessories as intended, all users should carefully read this Instructions for Use prior to using the product.
The instructions for use are written to familiarize the consumer with the design of the medical device, its
functions, and also describe the conditions and rules of operation. Instructions for use are intended for
medical professionals.

* Always follow these instructions for use.

* Instructions for use should be kept in the immediate vicinity of the product.

2, NAME OF THE MEDICAL DEVICE
Try-in paste for dental cement Calibra®, in design variants.

3, INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE
3.1. Developer
Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA
3.2. Manufacturer
Dentsply LLC also dba Dentsply Caulk, 38 West Clarke Avenue, Milford, DE 19963, USA
3.3. Manufacturing site
Dentsply LLC also dba Dentsply Caulk, 38 W. Clarke Avenue, Milford, DE 19963, USA

4, INFORMATION ABOUT THE AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER

Dentsply Sirona Limited Liability Company (Dentsply Sirona LLC)

premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal district, intra-city
area, Moscow, 115035

Tel:+7 (495) 725-10-87

E-Mail: CIS-Info@dentSDIvsirona.com

5. CONTENT OF THE MEDICAL DEVICE

Try-in paste for dental cement Calibra®, in design variants:
1) Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes 1.8 g,shade: Light Shade
- 2 pcs in package, instruction for use on paper and in electronic form- 1 pee;
2) Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes 1.8 g, shade: Medium Shade
- 2 pcs in package, instruction for use on paper and in electronic form- 1 pee;
3) Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes 1.8 g,shade:Translucent
Shade - 2 pcs in package, instruction for use on paper and in electronic form - 1 pee;
4) Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes 1.8 g, shade: Opaque Shade
- 2 pcs in package, instruction for use on paper and in electronic form - 1 pee;
5) Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes 1.8 g, shade: Bleach Shade
- 2 pcs in package, instruction for use on paper and in electronic form- 1 pee.
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6. PURPOSE OF THE MEDICAL DEVICE

Try-in paste for Calibra® dental cement, in design variants, is intended to be used as a guide in choosing
the shade that best matches the esthetic point of view of Calibra® dental composite cement to be used in the
cementation of indirect restorations

7. AREA OF APPLICATION
Area of application: dentistry.
The product is intended for use by dentists and is used in dental clinics and dental laboratories.

8. INDICATIONS, CONTRAINDICATIONS FOR USE, SIDE EFFECTS, PRECAUTIONS

8.1 Indications
Intended to serve as a guide in selecting the shade that best matches the esthetics of Calibra® dental composite
cement.

8.2 Contraindications

The use of Calibra® dental cement fitting paste is contraindicated for patients with a history of severe allergic
reaction to any of the components of the paste.

8.3 Warnings

mAvoid eye contact to prevent irritation and possible corneal damage. In case of contact with eyes, rinse
immediately 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, immediately remove material with cotton and wash thoroughly
with water and soap. 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,
immediately remove material from the tissues. Flush mucosa with plenty of water after the restoration is
completed and expectorate/evacuate the water. If sensitization of mucosa persists, seek medical

attention.

8.4 Precautions

* This product is intended to be used only as specifically outlined in the Directions for Use. Any use of this
product inconsistent with the Directions for Use is at the discretion and sole responsibility of the practitioner.
» Wear suitable protective eyewear, clothing, and gloves. Protective eyewear is recommended for patients.

» Contact with saliva, blood, and/or some astringent solutions during adhesive procedures may cause failure of
the restoration. Use of rubber dam or adequate isolation is recommended.

* Devices marked “single use” on the labeling are intended for single use only. Discard after use. Do not reuse
in other patients in order to prevent cross-contamination.

* The syringe cannot be reprocessed. To prevent the syringe from exposure to spatter or spray of body fluids
or contaminated hands, it is mandatory that the syringe is handled with clean/disinfected gloves. As an
additional precautionary measure, the syringe may be protected from gross contamination but not from all
contamination by applying a protective barrier.
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» Containers should be tightly closed immediately after use. The syringe should be tightly closed by replacing
the original cap immediately after use.

* Calibra Veneer Cement should extrude easily. DO NOT USE EXCESSIVE FORCE. Excessive pressure
may result in unanticipated extrusion of the material or cause syringe rupture.

8.5 Adverse reactions

Product may irritate the eyes and skin. Eye contact: irritation and possible comeal damage. Skin contact:
irritation or possible allergic response. Reddish rashes may be seen on the skin. Mucous membranes:
inflammation (see Warnings).

9. POTENTIAL CONSUMERS AND APPLICATION CONDITIONS

The product is intended for use by dentists and is used in dental clinics and dental laboratories.

10. STEP-BY-STEP INSTRUCTIONS

« Dispense the appropriate shade of Calibra® Try-In Paste (available separately) from the syringe onto a clean
mixing pad or glass slab. Load paste onto internal surfaces of the restoration and gently seat onto preparation.
Clean excess with a cotton pellet and/or blunt explorer. Shades may be blended to achieve optimum esthetics.
Important Technique Tip: Factors such as restoration shape, texture, thickness, and shade(s) of the underlying
and surrounding tooth structure contribute to final perceived shade. Try-in paste is a guide for cement shade
range selection only. NOTE; The try-in paste will not polymerize, thus offers unlimited work time.

 Once fit and esthetics are verified, thoroughly rinse try-in paste from restoration and preparation surfaces
using water.

10.1 HYGIENE

Cross-contamination.

Do not reuse single use products. Dispose in accordance with local regulations.

CAUTION

Syringe cannot be reprocessed. Dispose of contaminated syringe in accordance with local regulations.

« To prevent syringes from exposure to spatter or spray ofbody fluids or contaminated hands, or oral tissues,
use of a protective barrier is recommended to avoid syringe contamination. The use of protective barriers is an
additional precautionary measure against gross contamination but not against all contamination.

« Handling with clean/disinfected gloves, syringes may be disinfected with a water-based hospital-level
disinfection solution according to national/local regulations.

* Repeated disinfection may damage label.
NOTE: Destruction of the label by vigorous wiping. Wipe syringe gently.
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11. DESCRIPTION OF THE MAIN FUNCTIONAL

ELEMENTS,

ACCESSORIES OF THE MEDICAL DEVICE

Main content:
Name

Try-in paste for dental cement
Calibra® (Try-in paste Syringe
refill) in syringes 1.8 g, shades:
Light Shade, Medium Shade,
Translucent Shade, Opaque
Shade, Bleach Shade

Instruction for use on paper
and in electronic form

in des” variants

Parameter

Overall syringe size:

Open length: 130 mm = 1 mm
Length in closed position: 75.5
mmz+ 1 mm

Width: 128 mm + 1 mm

Height: 17.6 mm+1 mm
Weight: 46 g+ 05¢g
Extractable volume: 1.8 g+ 0.1 g
Cylinder body dimensions:
Length: 65 mm+ 1mm

Width: 12.8 mm+ 1 mm

Height: 17.6 mmi 1mm

Luer lock  syringe cap
dimensions:

Diameter: 9.4 mm+ 1 mm
Height: 19.5 mm+ 1 mm

Piston handle dimensions:
Length: 71.4 mmz 1 mm
Diameter: 12 mmz+ 1 mm

Length- 572 mm 5 mm
Width- 355 mm+ 5 mm
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12 TECHNICAL CHARACTERISTICS
Try-in paste for dental cement Calibra®, in design variants

Table 2

Characterhttic Value (£10%)
Weight, g 18

13 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS FOR DIRECT OR
SUBMITTED CONTACT WITH THE PATIENT'S BODY (HUMAN BODY)

13.1 Chemical composition of Try-in paste for dental cement Calibra®, in design variants

Try-in paste for dental cement Calibra®:  Glycerine; Polyvinylpyrrolidone; Silica gel; Silanated
Aluminosilicate Glass; Titanium Dioxide; Pigments

13.2 Syringe materials
Polypropylene; Polypropylene co-polymer; Pigment

14. TRANSPORTATION, STORAGE AND OPERATION

air
Temperature from +5°C to +42 °C
Humidity Humidity up to 98% relative humidity at temperature
25°C
Atmosphere pressure from 70 kPa to 106 kPa

Products are properly operated inside the oral cavity, in the presence of biological fluids in it at nominal
temperatures: from +32°C to +42°C, for accessories not used in the oral cavity: from + 10°C to + 35@C.

Temperature from +2°C to +24 °C
Humidity No more than 70%
Atmosphere pressure from 70 kPa to 106 kPa

Improper storage can shorten the shelf life and lead to product spoilage. Store in a well-ventilated place,
protected from light, at a temperature of 2°C to +24°C. Allow material to reach room temperature before use.
Do not allow water to enter. Do not freeze. Do not use after expiration date.

+rx'i;,,
Temperature from +5°C to +30°C
Humidity No more than 70%
Atmosphere pressure from 70 kPato 106 kPa
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15. DATA ABOUT MEDICAL DEVICE LABELING AND ITS PACKAGING
Try-in paste for dental cement Calibra® (Try-in paste Syringe refill) in syringes of 1.8 g, shades: Light Shade,

Medium Shade, Translucent Shade, Opaque Shade, Bleach Shade is supplied in consumer packaging (box).
Table 6. Symboles used on the packaging

Symbol Descriptloii

Manufacturer

bl A
A Caution! Refer to instructions for use

The need to read the instructions for use / instructions in
electronic form

I5egroacomidtb
Authorized Representative in the European Communi
EC REP p p ty
C € Directive 93/42/EEC compliance symbol
Storage temperature
LOT Lot number
REF Catalogue number
ANN| Manufacturing date
Use before...
S
. For dental use onl
IMoniy y
Avoid exposure to sunlight
Keep away from moisture
MD!1 Medical device
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16. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF A MEDICAL DEVICE.
Service and maintenance axe not required. The medical device cannot be repaired.

17. PROCEDURE FOR DISPOSAL AND DESTRUCTION

This product belongs to waste risk class B and must be disposed of in accordance with the Sanitary and
Epidemiological Requirements for the Treatment of Medical Waste 2.1.3684-21.
Products should only be used by qualified healthcare personnel in a clinical setting. When disposing of the
product, follow local waste disposal and recycling regulations,

18. WARRANTY

The medical device has been designed for dental use only. The application must be carried out in strict
accordance with the "Instructions for use."” The manufacturer accepts no liability for damage resulting fi-om
non-compliance with the instructions or the prescribed area of application. It is the user's responsibility to test
the product for suitability and suitability for purposes other than those expressly stated in the instructions.
On the territory of the Russian Federation, claims for warranty and product quality are sent to the authorized
representative of the manufacturer: Dentsply Sirona LLC, premises 3N, bld.2, Ovchinnikovskaya
embankment, 18/1, Zamoscvorechie municipal district, intra-city area, Moscow, 115035.

19. SHELF LIFE OF MEDICAL DEVICE

The shelf life of Try-in paste for dental cement Calibra®, in design variants - 24 months.
The stability report is provided on a separate file: Shelf-Life Report.

20. ADVERTISEMENT
An organization authorized by the manufacturer to accept claims for product quality in the territory of
the Russian Federation:

Dentsply Sirona LLC

Address: premises 3N, bld.2, Ovchinnikovskaya embankment, 18/1, Zamoscvorechie municipal
district, intra-city area, Moscow, 115035

Tel.: +7 (495) 725 10 87

E-mail: CIS-Info@dentsplysirona.com
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1 BBEAEHWE

BHVUMAHWE! [Ona 6e30nmacHOCTM NpWM UCNONb30BaHUWM «[llacTa npumepoyHas ANna LemeHTa
cTomatonormnyeckoro Caiibra®, B BapuaHTax WCMNOHEHWS» MO Ha3HAYeHMK BCe MOMb30BaTeNM [O/MKHbI
BHMMATENbHO W3YyYnTb [AHHYK0 WHCTPYKUMIO MO MPUMEHEHUIO [0 Hayana WCMofb30BaHUA W3AeNus.
WHCTPYKUMA N0 NPYMEHEHWUIO HanucaHa Ans 03HaKOM/IEHWS MOTPebUTEeNs C KOHCTPYKLMEN MeAULMHCKOTO
n3genus, ero (YHKUMAMKW, a TakKxXe OMWUCbIBAET YCMOBUA W MpaBuia 3Kcrnyatauuu. WHCTPyKUuMS o
MPVMEHEHWNIO NpefHa3HavyeHa A1d MeANLNHCKNX PabOTHNKOB.

» Bcerja fieiicTBYinTe COrnacHoO faHHON VIHCTPYKLMKU MO NPUMEHEHUIO

* VIHCTPYKLMIO MO NPUMEHEHUIO CliefyeT XpaHUTb B HEMOCPEACTBEHHOM 61M30CTU OT U3LeNuns

2 HAMMEHOBAHWE MEAVWUWMHCKOIO U3LAENNA
MacTa npvMepoYHas Ans LieMeHTa ctomaTonornyeckoro Caiibra®, B BapuaHTax UCMOMHEHWS
3 CBEAEHWA O PASPABOTUUMKE N MPON3BOANTENE MEONLUMNHCKOTIO N3AENNA

3/1 Pa3paboTumk
Dentsply LLC also dba Dentsply Caulk / OeHntcnnain 9n3nCwu Dentsply Caulk / OeHntcnnain 9n3nCu, Takxe
OCYLLeCTBNAIOLLLAA AeATe/IbHOCTb NOoj HauMeHoBaHMeM [eHTcnnan Konk
38 West Clarke Avenue, Milford, Delaware 19963, USA/ 38 BecT Knapk AseHto, Mundopa, Oenasap 19963,
CWA

3.2 NpoussoanTens
Dentsply LLC also dba Dentsply Caulk / JleHTcnnaii 3n3nCu, TakKe OCYLLeCTBASAOWASA AeATeNbHOCTb Mo
HaumeHoBaHMeMm [eHTcnnain Konk
38 West Clarke Avenue, Milford, Delaware 19963, USA/ 38 BecT Knapk AseHto, Mundopg, Aenasap 19963,
CWA

3.3 MecTo npounsBo/CcTBa
Dentsply LLC also dba Dentsply Caulk, 38 W. Clarke Avenue, Milford, Delaware 19963, USA / [leHTcnnai
3n3nCu, TakKxXe OCYLLECTBAAKOLWAA [AeATeNbHOCTb MNoJ HauMeHoBaHwem JeHTcnnain Konk, 38 B. Knapk
ABeHto, Mundopg, Aenassp 19963, CLLUA
c-mail: info@dentsplvsirona.com
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4 CBEAEHWNA OB ¥YNMOJ/IHOMOYEHHOM MNMPEACTABUTENE NMPOU3BOANTENA

OO6LLecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbIO «[eHTcnnain CupoHa» (OO0 «[eHTcnnain CupoHa)
115035, r. MockBa, BH.TEpP.F. MyHULUUNANbHbIA OKpYr 3aMOCKBopeYbe, Hab. OBUMHHUKOBCKaS, A. 18/1, cTp.
2, rromveud. 3H

Ten:+7(495) 725 10 87

e-mail: CIS-Info@dentsplysirona.com

5 COCTAB MEAVMUMNHCKOI O N3JENNA

MacTta npvMepoyHasa ans LemeHTa ctomarosiornyeckoro Calibra®, B BapnaHTax UCMNONHEHUSA:

1) NacTa npumepoyHas Ans LeMeHTa cToMaronormyeckoro Calibra® (Try-in paste Syringe refill) B wnpuuax
no 1.8 r, oneHok: Light Shade - 2 wT. B ynakoBKe, UHCTPYKLWSA MO NPUMEHEHMIO Ha BYMaXXHOM HOCUTeNE U
B 3/IEKTPOHHOM Buge - 1wrt,;

2) MacTta npumepoYHas ana uemeHTa ctomartonormyeckoro Calibra® (Try-in paste Syringe refill) B wnpuuyax
no 18 r, orreHok: Medium Shade - 2 WT. B yNakoBKe, MHCTPYKLMA MO MPUMEHEHUIO HA BYMaXXHOM HOcUTene
1 B 31EKTPOHHOM Buge - 1wr.;

3) Macta npumepoyHasa ans uemeHTa ctomarosiornyeckoro Calibra® (Try-in paste Syringe refill) B wnpuuax
no 18 r, orteHok: Translucent Shade - 2 wT. B ynakoBKe, WHCTPYKUMA MO NPUMEHEHWUIO Ha GyMaXKHOM
HOCUTeNe 1 B 3/1eEKTPOHHOM Buge - | wr,;

4) MacTta npyMepoYHas Ans LemeHTa ctomaTonormyeckoro Calibra® (Try-in paste Syringe refill) B wnpuuax
no 1.8 r, o'rreHok: Opaque Shade - 2 LWIT. B yNaKoBKe, MHCTPYKLMS MO NPUMEHEHMIO HA GYMa)KHOM HOCUTENe
W B 3/IEKTPOHHOM Buge - 1wt

5) MacTta npumepoyHasa Ans uemeHTa ctomaTtonormyeckoro Calibra® (Try-in paste Syringe refill) B wnpuuyax
no 18 r, otteHok: Bleach Shade - 2 wT. B ynakoBKe, MHCTPYKUMUSA MO MPUMEHEHUIO Ha BYMaXKHOM HOCUTene
W B 3/IEKTPOHHOM Bufge - 1wr.

6 HA3SHAYEHWE

Macta npuMepoyHas pnns  uUeMeHTa cTomartonoruyeckoro Calibra®, B BapuaHTax WCMNOMHEHNA
npefHasHayeHa A/19 UCMONb30BaAHMSA B KayeCTBE OpUEHTUpa Mpu Bbl6Ope OTreHkKa Hauay4ywum o06pasom
COOTBETCTBYHOLLErr0 C 3CTETMYECKON TOUKM 3pEHUS CTOMATO/IONMYECKOro KOMMo3mTHoro uemeHta Calibra®,
KOTOpbIi 6yaeT WCNoib3oBaTbCA NpU  (DMKCaLUyM HeNpsMOi pecTaBpauuy COFMacHO WHCTPYKLMKU MO
npuMmeHeHuto LemeHTa Calibra®.

7 OBJIACTb NMPMUMEHEHUA
O6nacTb NPUMEHEHNA - CTOMATONOINA.

V3nenve npefHasHayeHO [AN1A WMCMOMb30BaHMA CTOMATO/IOraMW W MPUMEHSAETCA B CTOMATO/IOMMYECKUX
KNMMHNUKaxX N CTOMaTosiorn4ecKmnx na6opaTop|/|ﬂx.
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8 MOKA3AHWNA, MPOTUBOMOKA3AHNA K MPUMEHEHWIKO, NMOBOYHbLIE S®®PEKTDI,
MEPbI MPEJOCTOPOXHOCTW

8.1 NMoKa3aHusa
MpuMeHseTca ANs UCMONb30BaHUS B KaYecTBe OPMEHTMpPA MPW BblIGOpe OTTEHKA Hauiy4ylwuMm o6pa3om
COOTBETCTBYIOLLEFO C 3CTETUYECKOW TOUKM 3PEHMS CTOMATONOTMYECKOT0 KOMMNO3MTHOTO LemeHTa Caiibra®.

8.2 MNpoTneBonoKasaHuA
MpoTMBONOKa3aHO MPVMMEHEHMEe MacTbl NPYMEPOYHON ANS LeMeHTa cTomartonoruyeckoro Caiibra® pans
MayneHToB C HA/IMUYMEM B aHaAMHe3e TSXKE/0N annepruyeckoli peakuyum Ha Nt060 M3 KOMMNOHEHTOB NacTbl.

8.3 lMpegynpexaeHus

M3beraiiTe KOHTaKTa C rnasamu BO m3bexxaHue pasfpaxKeHWs 1 BO3MOXXHOIO MOBPeXAeHUs
porosuubl. NMpn nonagaHWn B rnasa Hemef/IeHHO NPOMONTE 60NLLIUM KOMMYeCTBOM BOAbl U 06paTuTech K
Bpauy.

WN3beraiiTe KOHTaKTa C KOXeil BO u3bexaHue pasgpaxeHus u passutus anneprun. Mpu
KOHrakTe Ha KOXe MOryT MOosiBUTbCA KpacHOBaTble BbICbiNaHWA. Mpu nonafaHun Ha KOXy HeMea/leHHO
yfanuTte mMatepuan BaTOM, CMOYEHHOW B CIMPTE, U TLLaTeNbHO NPOMOMTe BOAOW C MblNOM. Ecnv nossunuch
BbICbINAHUA UV NPU3HAKWN anieprum, NpekpaTuTe UCNonb30BaHMe NMPOLYKTa M 06paTuTeCh K Bpauy.

W3beraiiTe KOHTaKTa ¢ MArKUMU TKAHAMW NOMOCTW PTa/CIM3NCTON BO M36eXaHne BOCManeHus.
Mpn nonagaHuM Ha CAU3UCTYI0 HEMEeL/IeHHO yAanuTe C Heé martepuan. [pomoiTe CAU3UCTYHO 60/bLINM
KOMIMYeCTBOM BOAbl, yAansas MNpOMbIBHblE BOAbl M3 NOMOCTU pTa. Ecnv BocnaneHue CAn3MCToin 060104KK
MoJIOCTM pTa COXpaHseTCs, 06paTuTeCh K Bpady.

8.4 Mepbl NpegoCTOPOXHOCTHU

1 OT0T npoayKT npeAHasHayeH ANS WCMOMb30BAHUA B CTPOrOM COOTBETCTBMM C WHCTpyKumen K
npUMeHeHunto. icnonb3oBaHWe [aHHOTO NpoaykTa N6bIM CNoco60M, He COOTBETCTBYHOWMUM YKa3aHHOMY B
AaHHONW VIHCTPYKLUK, ABNSIETCA NMUYHBIM pelleHneM OTBETCTBEHHOrO Bpaya.

2. Wcnonb3sylite nogxofsuive 3aliUTHbIe OYKMW, O4EXAY W NepyaTKu. PeKOMeHAyeTCs MCMo/b30BaTb
3alNTHBIE OYKW AN1S MaLMEHTOB.

3. KOHTaKT CO C/IIOHOM, KPOBbIO U XWUAKOCTbIO [eCHEBOW 60PO34KM BO BPEMS NMPUMEHEHNA MOXET CTaTb
NPUYNHOW HeyfayHOro Bbl6opa OTTeHKa. [ns obecrneyeHWs afeKBaTHOW M30MAUMM  PEKOMeHAyeTcs
1crnonb3oBaTbh Kodepam.

4. W3pgenus ¢ MapKMpPOBKOI «0lHOPA30Bble», He MOANEXAT NOBTOPHOMY MCMONb30BaHNIO. Y TUAN3NPYIATE
nocne ucrnosb3oBaHusA. Bo un3bexaHne MepeKpecTHOro MH(PULMPOBAHUA He WCMNONb3yWhTe npu paboTte ¢
APYTMMK NaumeHTaMm.

5 LWnpuubl He noanexart MOBTOPHOW 06paboTke. [n8 nNpefynpexaeHUs 3arpA3HeHus LUnpuLes
Opbl3raMn WM KanasgMum  6MONOrMYeCcKMX XXUAKOCTEA WAM OT 3arpsasHeHUin ¢ HeobpaboTaHHbIX PYK,
0653aTeNlbHbIM ~ SIBASAETCA  UCMO/b30BaHNE  YMCTLIX/NMPOAE3NH(MLMPOBaHHbLIX NepyaTok. B kayecTse
[OMNOMHUTENbHOW Mepbl NPeAOCTOPOXHOCTU MOXHO WCMO/Mb30BaTh 3alMTHBIA Hapbep/yexon Ans 3aluTbl
LINPULA OT KPYMHbIX 3arpsa3HeHui.

6. TnoTHO 3aKkpbiBaliTe WNApPUULI NOCNe UCMoMb3oBaHWA. LUnpuy cnegyeT NAOTHO — 3aKPbITh
OpPUrMHaNbHBIM KO/IMAYKOM Cpasy Nnoc/e UCno/b30BaHus.
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7. [lacra npumepouHan Ana lleMeHTa ctoMaronoruvueckoro Calibra® nomxna nerko uaasnusarsca. HE
MPUKNIAZILIBAUTE YPE3MEPHOE YCHJIME. UpesMepHOe YCHAHE MOXET NPUBECTH K H3IMIIHEMY
BLIJABIHBAHHIO MATEPHANA HITH NIOBPEKACHHIO WITPHLA.

8.5 IoGounnie 3ddpexTn

Marepuall MOXKET BbI3BIBaTh pasApaXCHHE ras B Koxku. KoHTakT ¢ rnazaMu: pasjipaxeHue, BOIMOKHO
nospexaeHue porosuubl. Kontakr ¢ koxel: pasapaxenue, BO3MOXKHA annepruveckas peakuus. BosmoxHo
MOABJICHHE HA KOXE KpacHOBaThiX BhICHINAHRA. KOHTakT co cnmanctoii oBonouxoit: socnaneHue (cMm.

[Mpenynpexnenus).

9 NOTEHINHUAJIBHBIE NOTPESHUTEJIH
Usnenne npeanasHayeHo ANA HCNO/L30OBAHWA CTOMATOIOraMM M MPHMEHSETCHd B CTOMATONOTHYECKHMX
KJIMHHKAX i CTOMATONOTHUECKHX J1abopaTopHax.

10 NPUHIMN AEACTBUSA

*  HauecuTte U3 mINpHLIA NACTY IPUMEPOUHYIO ANS LEMEHTa cTtomatooruyeckoro Calibra® (Try-in paste
Syringe refill) COOTBETCTBYIOUIErO OTTEHKA Ha YHCTYIO [ANETKY JUIA CMEIUMBAHHA WIH CTEKNSHHYIO NNACTHHY.
HaunecHTe nacTy Ha BHyTpeHHHE MOBEPXHOCTH PECTABPALIMH W aKKYPaTHO NPHXKMHUTE e K MOBEPXHOCTH 3y0a.
Yaanute H3AUILKY C TIOMOULLIO BATHONO IIAPHKA H/KUMK HEOCTPLIM 30HAOM. OTTEHKH MOXKHO CMELINBATh JUIA
JAOCTHXEHHA ONTUMANbLHOrO 3cTeTHYecKoro pdexra. BaxHas TexHuyeckas NoAckaska: Takue GakTopsl, Kax
¢dopMa pecTaBpalluH, TEKCTYpa, TONLAHA M OTTEHOK(-H) noanexanieit ¥ okpyxaiome# CTpyKTypsi 3y6a,
BIUSIOT HA KOHEeYHBIH oTTeHOK. [IpHMepoyHas NacTa — 3TO TONLKO OPHEHTHP ANA MoAGOpa OTTEHKA LICMEHTA.

ITPUMEYAHHUE: npuMepoyHas nacTa He TBEPACET, NOITOMY €€ BpeMa paGoThl HEOrpaHHYEHHO.

* [To oxonuyanud noaGopa OTTEHKA TIIATENbHO CMOWTE npumepouHyio macty Try-In Paste somoit ¢
NOBCPXHOCTEH pecTaBpaLiuy.

10.1 OuucTka
IMepexpecTHOE 3apakenue

e He mncnone3yifte NOBTOPHO OAHOPA30BbIE IIEMEHTH.. YTUAUIHPYHTE HX B COOTBETCTBHH C
roCyapCTBEHHBIM PErIaMEHTOM.

BHUMAHHE:

o Ilnpuum Henb3A HCNONL30BATh MOBTOPHO. YTHAH3HPYHTE 3apaskeHHbI ILNPHILL B COOTBCTCTBHH C
TpeBOBaHUAMK MECTHOTO 3aKOHOAATENLCTBA,

* YroGel NpeJOTBPATHTh MONAAAHNE Ha IAPHLLI Oprisr, 6HONOrHYeCKU KuAKOCTeH, 3arpsi3HeHnl ¢ pyK
HAK TKaHeH MOJIOCTH pTa, peKOMEHAYeTcs MCMONb3oBaTh 3amUTHLINA Oaphep. Mcnons3oBaHue 3alUHTHOrO
Gaphepa HO3BONAET AONONHHTENBLHO 3AIIMTHTH [WNPHLL OT KPYIHLIX 3arpA3HCHUH, HO He MOXET QlecneunTsh
abCcONIOTHYIO 38IIUTY.

* 1llpn HCNONL3OBAHHH UNIPHIOB B  YUCTHIX/MPOACIUHPUUHPOBAHHEIX NEPYATKAX HX MOXKHO
ACIUNGHUMPOBATL  BOJHBIM  JAe3UHPHUMPYIOIIMM pacTBOpPOM B OoNpHMIAX B COOTBETCTBHH C
HAUUOHANIBHRMI/MECTHBIMH 11paBIIaMH.

+ [ToropHan Ae3UHPEKLUNA MOXKET MOBPEANTD ITUKETKY.

MPUMEYAHHE: Cunbitoe TpeHNE MOXET MOBPEANTD 3THKETKY. [1poTHpaiTe minphi OCTOPOXKHO.
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11 OMUCAHWE OCHOBHbIX ®YHKLMOHAJIbHbIX 3/IEMEHTOB, COCTABHbIX YUACTEW
N NMPUHAONEXHOCTEN MEAMUMHCKOIO U3AENNSA

Tabnmua 1
MacTa NnpumepoyHas Ans LemeHTa ctomaTonornyeckoro Caiibra®, B BapnaHTax NCNOMHEHNS

OCHOBHOW coCTaB:
HanmeHoBaHMe MapameTp ®doTo

MacTa npumepoyHas ans O6wuin pasmep LwnNpuua:
LleMeHTa CTOMATONOrMYeckoro  [jnnHa B packpbiTOM
Calibra® (Try-in paste Syringe nonoxxeHuu: 130MM * 1Mm

refill) B wnpuyax no 1.8, [NnHa B 3aKPbITOM MOSIOXKEHUN:
otrenku: Light Shade, Medium  75,5MM+1MM
Shade, Translucent Shade, WnpuHa: 12,8 mm £1 MM

Opaque Shade, Bleach Shade BbicoTa: 17,6 MM £1 MM
Macca: 4,6 r£05 r
W3Bnekaemblint 06bem: 1,8r+0,1 r

PasmMepbl Kopnyca uuavHapa:
[AnvHa: 65MMz1Mm
LWunpuHa: 12,8MMzIMM
BbicoTa: 17,6MM+1MM

Pasmepbl Konnayka wnpuua ¢
3aMKOM /1to3pa:

Ounametp: 9,4MME1MM

BbicoTa: 19,5mMm+1mMMm

Pas3mMepbl PYKOATKN MOPLUHS:
AnnHa: 71,4mm £1 MM
Ounametp: 12MmME1MMm

VIHCTpYKUMA no npuMeHeHnio  AnnHa - 572MmM+5MM
Ha 6YyMa)KHOM HoOcuTene 1 B LLnpuHa - 355MME5MMm
3M1EKTPOHHOM BUfe
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12 TEXHUWYECKWE XAPAKTEPUNCTUKWN

MacTta npumepoyHas onsa LemeHTa ctomatosiornyeckoro Calibra®, B BapnaHTax ncnonHeHus
Tabnuua 2
XapakTepuctuka 3HaueHue (x10%)
Macca, 18

13. MEPEYEHb N ONMMNCAHWNE MATEPVAZTOB MEOAVNLUWVNHCKOTIO U3AE/TNA,
BCTYMAKLWMX B HEMOCPEACTBEHHbIV UMM OMOCPEAOBAHHbIN KOHTAKT C
OPIrAHN3MOM MAUVEHTA (TEJIOM YEJ/IOBEKA)

13.1 XuMunuyeckuii cocTaB HacTbl MPUMEPOYHON ANA LeMeHTa cTomaTonioruvyveckoro Calibra®, B
BapvaHTax UCNOJSIHEHUSA

MacTa npuMepoYHas AN LeMeHTa cTomaTonormuyeckoro Calibra®: rauuepvH; NONVBUHWUANMPPONWAOH;
CUNMKarenb, CUNaHNPOBaHHOE aNtOMOCUNIMKATHOE CTEKNO, ANOKCUA TUTaHa; MUTMEHTbI.

13.2 Matepuans! wnpuua

MonunponuneH, NOAUNPONUIEH COMOAMMED, MUTMEHT.

14 YCNoBUA SKCMNYATAUNN, TPAHCIMOPTUPOBAHNA N XPAHEHWA

Tabnuua 3. YcnoBus skcnayaraumm

MapameTp 3HauyeHune
'emneparypa oT +5°C po +42°C
BnaxHocTb BnaxHocTb 10 98% OTHOCMTENbHON BNAXXHOCTU
npu Temnepatype 25°C
ATmocepHoe aaBfieHne oT 70 KkIMa go 106 klla

N3pgenus mncnpaBHO 3KCNyaTUPYKOTCA BHYTPW POTOBOW MOMOCTW, NPU HaIU4YMU B Held GUMONOrMYecKmUx
XKUAKOCTEM NpU HOMMHaNbHbIX 3HAYeHUAX TemnepaTtypbl: oT +32°C go +42°C, ans NpuHaanexHocTei, He
aKCnayaTupyeMblX B pOTOBOI nonocTtu: oT + 10°C pgo + 35°C.

Tabnvua 4. Ycnosus XpaHeHus

MapameTp 3HadeHne
Temnepatypa 0T2°C po +24°C
BraxHoCTb He 6onee 70%
ATMOC(epHoe faBneHue oT 70 klMago 106 klla
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HenpaBunbHOe XpaHeHMe MOXET COKpaTUTb CPOK FOAHOCTU M MPUBECTU K Nopye NpPOAyKTa. XpaHUTb B
XOPOLLO MNpPOoBETPMBaeMOM U 3allMLLEeHHOM OT CBeTa MecTe npu TemnepaTtype oT 2°C po +24°C. lepes
MCNONb30BaAHUEM AaiiTe MaTepuany HarpeTbCcs 4O KOMHATHOW TemnepaTypbl. He fonyckatb nonagaHus BoAbl.
He 3amopaxusaTb. He ncnonb3oBaTh Mo UCTEYEHUU CPOKA MOLHOCTW.

Tabnuua 5. YCnoiamilTpaHcnommlﬁ)ﬁ\e})l-_im

MapameTp 3HaueHue
'"I'emnepatypa oT +5°C po +30 °C
BraxHocTb 1le 6onee 70%
ATMOC(epHOEe faBneHne o1 70 KMa go 106 Kla

15 AAHHBIE O MAPKNPOBKE MEAVNUMHCKOI O N3AENTNA N EIMO YMNAKOBKWN

Mac'ra npvmMepoyHasa ans uemeHta ctomatonornyeckoro Calibra® (I'ry-in paste Syringe refill) B wunpuuax no
18 r, oneHkn: Light Shade, Medium Shade, Translucent Shade, Opaque Shade, Bleach Shade noctasnsietcs

B NOTPebUTENbCKOM ynakoBke (KOpOOKe).
Tabnuua 6. CMMBONbI, NCMO/b3YEMble HA MapKUPOBKeE:

Cnmson OnwucaHune
i J M3rotoBuTenb
A OcTOpoXHO! O6paTUTECh K UHCTPYKLMM MO
MPUMEHEHNIO
O6paTUTECh K MHCTPYKLWW N0 NPUMEHEHMIO/
3 VIHCTPYKLMA MO NPUMEHEHMIO MPeoCTaBNAeTCA
VY, B 3/1EKTPOHHOM BUfE

YNONHOMOYEHHbIV NpefCcTaBUTENb B
Esponeiickom coobLyecTse
C€ N3penne cooTBeTCTBYET TPeOGOBAHUAM
EBponelickoin AnpekTnBbl N0 MeanuUnHCKNM
M3penuam 93/42/EEC
TemnepaTypHbIli ananasoH

EC REP

Homep napTtum

LOT

REFI Homep no katanory

Ay T [ata n3rotosneHuns
I/l Vcnonb3oBaTtb Ao
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3 R(Only Jlns npuMeHeHHA TOJIBLKO B CTOMATOJIOTHH
-
/.\ N
\ He AonycKaTb BO3ACACTBHUA COJIHCHHOIO CBECTA
()

K
T Bepeus ot Bnaru

|M D| Meuunnckoe usaenne

® 3anpeT Ha NOBTOPHOE NPUMEHEHHE

16 TPEBOBAHMUSA K TEXHHYECKOMY OBCIHYXHUBAHHIO n PEMOHTY
ME/IMUHUHCKOI'O U3J1EJIUSA

MemMiCeKoe u3jieliMe e 110JUICHKUT TCXHUYCCKOMY oﬁcnymuBaHmo U PEMOHTY.

17 NNOPAAOK U YCJUOBUSA YTUWIU3ALIUU WX YHHUYUYTOXEHHUA MEJUUIUHCKOIO
U3J1EJIUs

Jlatunoe u3jenne OTHOCUTCA K Kjlaccy pucka otxofoB b u n0mkHO ObiTb YTHAM3MPOBAHO COrJIACHO
«CanuTapHO-31NHAEMHUOIOrMUCCKUM TPeOOBaHHAM K 00paLlieHHIO C MEAMLIMHCKHMH oTXoAaMu» 2.1.3684-21.

M3)citust 10/DKHBI - UCHIOJIL30BATLCH  TOJILKO  KBAJIMPUUMPOBAHHBIM  MEAMLIMHCKUM TEPCOHAIOM B
KJIMHUYCCKUX yupexiaeHusix. |Ipu yTuiansaumu, npuaepkuBanTeCh MECTHBIX MpaBuil MO YTHAM3AUMHK U
BTOpUUYHOI nepepaboTke 0TX0/10B.

18 TAPAHTUHAHBIE OBSI3ATEJILCTBA

Mesmumtckoe u3jiesive ObI10 pa3paboTano TOJNLKO IS 1IpUMEHEHHs B ctomaronoruu. [lpumenenune
JLOZIKHO HIPOBOIMTLES B CTPOIOM COOTBETCTBUM ¢ « UHCTpyKLMEiH 110 ipuMenchuton». [TponsBoanTenb He HECET
OTBCTCTBCHHOCTH 34 1IOBPCAICHHS, KOTOPLIC CTA/IM  CIIC/ICTBUEM  HCCOO/MOICHHA HHCTPYKUMHM WK
npejuncantioi cepol npumenening. Hosnb3oBareins 00s3aH IPOBECTH UCHILITAHWUC HU3JIENIHA HA NPCAMET €O
IIPUIOJIHOCTH U BO3MOXHOCTH TPUMCHCHHUA [UIA MHBIX LeJied MOMHUMO TeX, KOTOpble Y4ETKO YyKaszaHbl B
UHCTPYKIMH.

Ha repputopun Poccuiickoi ®Penepaunu NpeTeH3UH 110 rapaHTHH W Ka4yecTBY MPOAYKLUNH HanpaB/sioTCs
yho;iioMoucHHomy npeicrasureiio npoussoaurens: OO0 «Jlenrcnnait Cupona», 115035, r. Mocksa,
BH.TEP.I. MyYHHUIKNANbHBIA OKpYI' 3aMockBopeube, Hab. OBunnHKKOBCKas, 4. 18/1, crp. 2, nomeut. 3H

19 CPOKIOAHOCTH MEJULHHCKOI'O U3JAEJNS

Cpok roanocty [lacThl npuMepouHoil ans ueMeHTa cromaronornyeckoro Calibra®, B BapuaHTax
Herrosienus — 24 mecsaua.
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20 PEKNTAMALWNA

OpraHun3ayms, ynosHOMOYEHHas NpPon3BOAMTENEeM Ha NPUHATME NPETEH3NI K Ka4ecTBY MPOAYKLUMMU Ha
TeppuTopmmn Poccuitickoin depepaunu:
OO06LLecTBO € OrpaHUYEHHOWM OTBETCTBEHHOCTbIO «[eHTcnnam CupoHa» (OO0 «[eHTcnnak CnupoHa»)
115035, r. MocKBa, BH.Tep/1. MyHULMNa/bHbIA OKPYr 3aMmocKBopeybe, Ha6. OBUMHHUKOBCKaSA, A.
18/1, cTp. 2, HomeLy. 3H
Ten.:+7 (495) 725 10 87
E-mail: CIS-Info@dentsplysirona.com
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Poccuiickaa ®epepal
[Topoa MockBa

JBaguaTtoro mapTa [Be ThicAYN ABajLaTh pTOro roga

A, Ko3naukoB Anekceli AHLpeeBUY, BPEMEHHO WCMOMHAKWMA 06583aHHOCTU HOTapuyca
ropoga MockBbl 3y60BCKO BaneHTWHbI ANEKCEeBHbl, CBUAETENbCTBYK MOANMHHOCTL MOANUCHU

nepesogymka CbipoBoit ApnHbl MaKCMMOBHbI.
Mognuch caenaHa B MOEM MPUCYTCTBUN.
JTnyHOCTb NMoANUcaBLIEro LOKYMEHT YCTaHOB/IEHaA.
3aperucTpupoBaHo B peectpe: No 77/732-H/77-2024-2-686.

YnnayeHo 3a CoBeplLUeHMe HOTapuanbHoro aerictemnsa: 400 py6. 00 kon.

A.A. Ko3naykos

, MTPOHYMepOoBaHO ¥ CKpenneHo nevatbto 18 (BoceMHaguaThb) UCTOB,

A.A. Ko3naykos
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