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3ivr« ESPE™"M dinproTf™ Sealant

Instructions for Use

GENERAL INFORMATION

3MIMesPE™ Clinpro™ Sealant is a light-cure, fluoride releasing pit and fissure sealant with a unique
color-change feature. Clinpro Sealant is pink when applied to the tooth surface, and changes to an opaque
off-white color when exposed to light. The pink color aids the dental professional in the accuracy and
amount of material placed during the sealant procedure. When light-cured, the pink sealant will transform
to an opaque off-white color.
mNote: The change of color from pink to opaque off-white is not a cure indicator. Sealant needs to be cured
with a dental curing light for the recommended exposure time. A sealant exhibiting any pink coloring is
not completely cured.

* Meets ISO 6874 (Dentistry - Polymer-based pit and fissure sealants)

* BIS-GMA / TEGDMA resin composition

* Unfilled «

* Curing light must have minimum output of 400 mW/cm*

* Use at room temperature

INDICATION

Sealing the enamel pits and fissures of teeth to aid in the prevention of caries.

ADVERSE EVENTS

None

CONTRAINDICATIONS

None

PRECAUTIONARY INFORMATION FOR PATIENTS

This product contains substances that may cause an allergic reaction by skin contact in certain individuals.
Avoid use of this product in patients with known acrylate allergies. If prolonged contact with oral soft
tissue occurs, flush with large amounts of water. If allergic reaction occurs, seek medical attention as
needed, remove the product if necessary and discontinue future use of the product.

PRECAUTIONARY INFORMATION FOR DENTAL PERSONNEL

Etchant Precautions

3MIM e SPE™” Scotchbond'™ Universal Etchant contains 32% by weight phosphoric acid. Protective
eyewear for patients and dental staff is recommended when using etchants. Avoid contact with oral soft
tissue, eyes, and skin. If accidental contact occurs, flush immediately with large amounts of water. For eye
contact, immediately rinse with plenty of water and seek medical attention.

Sealant Precautions

This product contains substances that may cause an allergic reaction by skin contact in certain individuals.
To reduce the risk of allergic response, minimize exposure to these materials. In particular, avoid exposure
to uncured product. If skin contact occurs, wash skin with soap and water. Use of protective gloves and a
no-touch technique is recommended. Acrylates may penetrate commonly used gloves. If product contacts
glove, remove and discard glove, wash hands immediately with soap and water and then re-glove. Ifallergic
reaction occurs, seek medical attention as needed.

3M ESPE MSDS information can be obtained from www.3MESPE.com or contact your local subsidiary.
INSTRUCTIONS FOR USE

Preparation: Follow the directions corresponding to the dispensing system chosen. Sealant is light-
sensitive. Exposure to overhead operatory lights will initiate the color change and curing.

Syringe

1 Protective eyewear is recommended for patients and staff when using a syringe type dispenser.

2. Prepare delivery system: Remove cap from syringe and SAVE. Twist a disposable dispensing tip
securely onto the syringe. Holding the tip away from the patient and any dental staff express a small amount
of material onto a mix pad or 2x2 gauze to assure the delivery system is not clogged. If clogged, remove
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the'tip and express a small amount of material from the syringe. Remove any visible plug, if present, from
the syringe opening. Replace dispensing tip and again check flow from tip. If clog remains, discard
dispensing tip and replace with a new one.

3. At the completion of the procedure, remove used dispensing tip and discard. Twist on storage cap.
Storage ofthe syringe with a used dispensing tip, or without the storage cap, will allow drying or curing of
the product and consequent clogging of the system. Replace storage cap with a new dispensing tip at next
use.

Directions
*The acid-etch technique requires care, particularly for isolation and prevention of contamination. The
enamel to be bonded must be cleaned, and thoroughly washed and dried, and maintained free from
contamination after etching procedure and prior to sealant placement. As an alternative to the acid-etch
technique the use of ESPE*"* Adper™ Prompt™'” Self-Etch Adhesive may be substituted. Follow the
Adper Prompt Adhesive instructions, section titled: Instructions for bonding light-cured dental sealants. If
Adper Prompt Adhesive is used, enamel must still be thoroughly cleaned and isolated; follow instructions
1-4 in the acid-etch technique.

Acid-etch technique

1. Check air/water syringe. Blow a jet of air from syringe onto a glove or mirror. If small droplets are
seen the syringe must be adjusted so only air is expressed. Any moisture contamination during certain
stages of this procedure will compromise the integrity of a sealant.

2. Select Teeth. Teeth must be sufficiently erupted so that a dry field can be maintained. The morphology
of the pits and fissures should be deep.

3. Clean Enamel. Thoroughly clean teeth to remove plaque and debris from enamel surfaces and fissures.
Rinse thoroughly with water.

Note: Do not use any cleaning medium that may contain oils. If cleaning teeth using an air-polisher that
utilizes sodium bicarbonate, it is recommended to repeat steps 5 and 6, or apply hydrogen peroxide to the
surface for 10 seconds to neutralize the sodium bicarbonate, then rinse thoroughly with water.

4. 1solate Teeth and Dry. While a rubber dam provides the best isolation, cotton rolls used in conjimction
with isolation shields are acceptable. Use saliva ejection device or high volume evacuation if possible.

5. Etch Enamel. Apply a generous amount of etchant to all enamel surfaces to be sealed, extending beyond
the anticipated margin of the sealant. Etch for a minimum of 15 seconds, but no longer than 60 seconds.

6. Rinse Etched Enamel. Thoroughly rinse teeth with air/water spray to remove etchant. Remove rinse
water with suction. Do not allow patient to swallow or rinse. If saliva contacts the etched surfaces, re-etch
for 5 seconds and rinse.

7. Dry Etched Enamel. Thoroughly dry the etched surfaces. Air should be oil and water free. The dry
etched surfaces should appear as a matte frosty white. If not, repeat steps 5 and 6. DO NOT ALLOW THE
ETCHED SURFACE TO BE CONTAMINATED. Clinical studies have clearly shown that moisture
contamination of these surfaces is the main cause for failure of pit and fissure sealants. Immediately apply
sealant.

8. Apply Sealant. Using the syringe needle tip or a brush, slowly introduce sealant into the pits and fissures.
Do not let sealant flow beyond the etched surfaces. Stirring the sealant with the syringe-tip during or after
placement will help eliminate any possible bubbles, and enhance the flow into the pit and fissures. An
explorer may also be used.

Cure the sealant by exposing itto light from a 3M ESPE light curing unit, or other curing unit of comparable
intensity. A 20-second exposure is needed for each surface. The tip of the light should be held as closely
as possible to the sealant, without actually touching the sealant. When set, the sealant forms a hard, opaque
film, off-white in color with a slight surface inhibition.

9. Evaluate Sealant. Inspect sealant for complete coverage and voids. Ifsurface has not been contaminated,
additional sealant may be added. If contamination has occurred re-etch, rinse, and dry prior to placing more
sealant.
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10. Dismissal. Wipe the sealant with a cotton applicator to remove the thin sticky film on the surface.
Check occlusion and adjust as required.

CONTENT OF MEDICAL DEVICE

Syringe Sealant, 10 Sealant Dispensing Tips

PRODUCT SPECIFICATIONS

Volume of Syringe Sealant 1.2 ml

Appearance: No undispersed filler, undissolved solids or foreign matter. Color should be uniform.
Curing light should have minimum capacity 400 mW / cm2

PACKAGING

Dimensions of Syringe Sealant Length: 124.46 + 7.62 mm

Dimensions of the secondary packaging - Polyethylene bag Length: 127 + 6.3 mm

Width :203.2 + 6.3 mm

Dimensions of the primary dispensing tip packaging (Polyethylene bag) Length: 100 £ 10 mm
Width: 70 + 10 mm «

STORAGE AND USE

* Replace caps on syringes and bottles immediately after use.

« Do not expose materials to elevated temperature.

* Do not store materials in proximity to eugenol-containing products.

» This product is designed to be stored and used at room temperature. Shelf life at room temperature
is 24 months. Ambient temperatures routinely higher than 27°C/80°F, or lower than 10°C/50°F,
may reduce shelf life. See outer package for expiration date.

o Disinfect the product using an intermediate level disinfection process (liquid contact) as
recommended by the Centers for Disease Control and Prevention (CDC) and endorsed by the
American Dental Association (ADA). Guidelines for Infection Control in Dental Health-Care
Settings - 2003 (Vol. 52; No. RR-17), Centers for Disease Control and Prevention.

LABELING

Products are supplied in packaging labeled with the following information: name, lot and REF; the name
and address of the manufacturer; content; temperature; EU certificate number; expiration date; information
on the trade name, as well as the symbols - please refer to the instructions for use, all rights reserved,
packaging recyclable packaging of low density polyethylene.

DISPOSAL

Dispose of content/container in accordance with the local/regional/national/intemational/regulations.
Medical devices in Russian Federation must be disposed of in the local public entities in accordance with
SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements for the handling of medical waste" to the
waste class B).

CUSTOMER INFORMATION

No person is authorized to provide any information which deviates from the information provided in this
instruction sheet.

Caution: U.S. Federal law restricts this device to sale by or on the order of a dental professional.

Medical devices does not contain or deliver medicinal substances.

Medical devices does not contain or deliver human blood derivatives.

No materials of animal origin are intentionally being added to the products.

MAINTENANCE AND REPAIR

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

WARRANTY

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

LIMITATION OF LIABILITY

Except where prohibited by law, 3M ESPE will not be liable for any loss or damage arising from this
product, whether direct, indirect, special, incidental or consequential, regardless of the theory asserted,
including warranty, contract, negligence or strict liability.

3M ESPE

.Dental Products

2510 Conway Avenue

St. Paul, MN 55144-1000 USA

3M, ESPE, Clinpro, Scotchbond, Adper and Prompt are trademarks
of 3M or 3M Deutschland GmbH. Used under license in Caiada.
© 3M 2016. All rights reserved.

AUTHORISED REPRESENTATIVE OF THE MANUFACTURER IN RF:
ZAO «3M Russia»

121614, Moscow, Krylatskaya str. bldg. 17/3

Tel.: +7 (495) 784 7474 | Fax:+7 (495) 784 7475

e-mail: 3mra@mmm.com

i
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3M
Martepuan CTOMaToN0rMyecknin ona repmetusauyum guccyp ydos Chnpro Sealant

VIHCTPYKUUSI MO NPUMEHEHUIO

ONMMNCAHVE TTPOAYKTA

ClWnpro Sealant npefctasnseT co60i CBETOOTBEPXKAAEMbIA PTOPOBbIAENAOLWNIA TePMETUK ANA (urccyp 1
CNenbIX AMOK C YHWKa/lbHbIM CBOWCTBOM M3MeHeHus uBeTa. CMnpro Sealant vmeeT po3oBbIi LBET Npu
*HaHeCeHNM Ha NMOBEPXHOCTb 3y6a M CTAaHOBUTCA HEMNPO3PayHbLL CBETN0-XENTbIM NOJ BO3LEe/CTBMEM CBETA.
P030BbI LIBET MOMOraeT MpoMeccMoHa/IbHbIM CTOMaTosioraM obecneymBatb TOYHOCTb U OMpeaensTb
KO/IMYECTBO MaTepuaa B MPOLIECCe HaHeCceHUs repmeTuka. B npouecce oTononumepmsaLmn po3osbiii
repMeTVK U3MEHSET LBET M CTAHOBUTCS HEMpPO3payHbIM CBET/I0-XKENTbIM.

MpumeyaHune: K3MeHeHVe LUBeTa C pPO30BOTO Ha CBET/IO-XKENTbIA He ABMAETCH WHAWMKATOPOM
oTBEPXAEHMA. epMeTMK JO/MKEH OTBEPXAATLCA NPW MOMOLLY NOMMMEPU3aLMOHHON NaMnbl B TeYeHue
PEKOMEHJ0BaHHOIO BpPEMEeHW BO3feiCTBMA. [Mpu 3TOM /1060 OTTEHOK PO30BOr0 LBETa repmeTvika
yKa3bIBaeT Ha TO, YTO MOJIHOE OTBEPXAEHME He COCTOSAOC.

NMOKA3AHNA K MTPMMEHEHWIO N HASHAYUYEHUWE

ClWnpro Sealant npegHasHayeH A1 repMmeTmsauym SMOK aManu 1 quccyp 3y60B Ans NpefoTspaLleHus
pasBuUTUS Kapueca 3y60B.

BO3MO>XHbIE NMOBOYHbIE P PEKTbI

He BbisiBNEHbI

MPOTMBOINOKA3AHIA

He BbIsB/IEHDI

NMHPOPMALMNA O MEPAX MPEAOCTOPOXHOCTW /1A MALMEHTOB

[aHHbIA  NpOLYKT COAEPXWUT BeLLeCcTBa, KOTOpble MOTYT BbI3blBATb Y HEKOTOPbIX MaLMeHTOB
aNnnepruyeckyro peakLuuio Npy KOHTaKTe ¢ KOXein. He gonyckainTe MCrnonb30BaHWs JaHHOMO NPoAyKTa ANis
NaLuneHTOB, KOTOPbIE UMEKOT asifiepruyeckune peakumm Ha akpunar.

Mpy ANTENBHOM KOHTaKTe C MATKMMU TKaHAMU POTOBOM MOJSIOCTM ee He06XOAMMO NPOMbITb 60/bLUMM
KO/IMYeCTBOM BOJbl. B criyyae BO3HVKHOBEHMWSA asifiepruyeckoii peakumm npu Heobxoam.MocT1 06paTuTech
3a MeAMLIMHCKON NOMOLLbHO, YAanuUTe NPOAYKT U He UCNONb3YINTe ero B Aa/lbHENLLEM.

NMH®OPMALIMA O MEPAX TIPELOCTOPOXHOCTWM OJ/1A CTOMATOJIOITMYECKOI O
MEPCOHAJA

Mepbl NPeAoCTOPOXHOCTY MNpy paboTe ¢ NPOTPABOYHbLIM reneM YHUBEPCa/IbHbIA MPOTPaBOYHbIN
resib Scotchbond npounssozcTea komnaHum 3M ESPE cofiepxuT no Becy 32% opTodpOCHOPHOWA KUCNOTbI.
Mpy NpoTpaB/MBaHUM NauMeHTam W MNepcoHaly CTOMATOMIOMMYECKUX KMHWK —peKOMeHyeTcs
1CMONb30BaTh 3aLUMUTHbIE OYKW. V36eratb nonajaHns Ha CAM3UCTYHO NOJOCTU PTa, B 1N1a3a U Ha KOXYy.
Mpy cny4yainHOM KOHTaKTe PeKOMEHAYETCSA NPOMnosiocKaTb, UCMO/b3ys 60MbLIOE KOMMYECTBO BOAbI. Mpu
nonajaHunun B rnasa HeobxoA4¥Mo UX NPOMbITb BO/bLUMM KOIMYECTBOM BOZbI M 06paTUTLCS K Bpauy.
Mepbl NPesOCTOPOXHOCTM NPY PaboTe C repMeTUKOM

[JaHHbIA NPOAYKT COLEPXMWT BELLECTBa, KOTOPble MOTYT BbI3blBaTb Y HEKOTOPbIX MWL, aifepruyeckyto
peakuMio Npy KOHTaKTe C KOXel. [Ns CHUXKEHUS PUCKOB, CBA3AHHBIX C a/ifIepruyecknMm peakuusmu,
HeobX0AMMO MaKCMMabHO COKPaTUTb BPeMs BO3AENCTBUA LaHHbIX MaTepuanos. B yacTHOCTW, crefyeT
n3beratb BO3LENCTBMA MaTepuana, He MNOABEPrHyTOMY MpoLeccy 3arBepfeBaHus. [Mpu KOHTakTe ¢
KOXHbIM MOKPOBOM HEe06X04MMO NPOMbITb KOXY BOAOW C MbIIOM. VICMONb3yinTe 3alUTHbIE MepyaTku 1
coKpatute 40 MUHMMyMa KOJIMYECTBO KOHTAKTOB C BeLLeCTBOM. AKpWnatbl MOTyT MPOHWKATb Yepe3
maTepuan 06bI4HbIX NepyaTok. ocne KOHTaKTa NPOAYKTa C nepyaTkamv CHUMUTE 1 BbIBpOCUTE NepyaTku,
He3aMeL/IMTeNIbHO BbIMOWTE PYKM C MbIIOM W HafeHbTe HOBble MepyaTkM. B cnyvae nosBneHus
a/INepruyeckoin peakumm obpaTUTeCh NP HEOOXOAMMOCTU 3a MEAULNHCKOW MOMOLLbHO.

WHdopmarmto o 6e3onacHocTy .matepuana 3M ESPE MoXXHO nonyunTs Ha carite Ww.3MESPE.com, nin

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



e B MECTHOM (pu/inasie KOMNaHum.
MHCTPYKUN no MPUMEHEHWNIO

lMogroToBKa
FepMeTMK ABNSIETCS  CBETOOTBEPXAAeMbIM  MaTepuasioM. Bo3geicTBMe  OMepauyoHHOro  CBeTa

CTOMATO/1I0MM4YeCcKol YCTaHOBKI MpUBELET K U3MEHEHUIO LiBETa MaTepuasa 1 ero nosmmepm3saLmu.
HaHeceHve repMeTyiKa, BbiMyCKaemoro B popme fo3artopa

1 Tlpu ncnonb3oBaHWM repMeTrKa B 403aTOPe NauueHTam 1 nepcoHany pekoMmeHayeTcs

NCM0Mb30BaTh 3aLUTHbIE QUK.

® [loAroToBKa repmetvka K WCMONb30BaHWKO. CHATL Konnavok ¢ fgosatopa 1 COXPAHUTH ee.
MpricoeAMHNTL HacaaKy-anmnIMKaTop HafexXxHo K [03aTopy. YaepXvsas HacafKy-anmnjmKaTop B CTOPOHY
OT MauymeHTa 1 NepcoHana, Bbl4aBUTb HeOObLLIOE KOMYECTBO MaTepuana Ha 6/10KHOT A4S 3aMeLumBaHms
WA KYCOYeK Mapnn 2*2mm, 4Tobbl YOeauTbCs, YTO CMCTEMA He 3acopeHa. Ecnm Hacagka-annankatop
3a0uTa, ee HeOOXOAMMO CHSITb M BbLLABUTb HEOO/bLLIOE KOIMYECTBO repMeTrKa 13 go3atopa. Heobxoanmo
yoanuTb M0G0 BUMAUMBIA 3acop U3 OTBepCTUsA fo3aTopa CHOBa MOMECTUTb HacafKy-annavkaTop Ha
[,03aTOp 1 NPOBEpPUTHL ero paboTty. Ecnim nomexa coxpaHaeTcs, CHATL HaCcaAKy-arnmnjMKaTop v 3aMeHUTb ee
HOBOA.

3. Mo 3aBepLLEeHMM NMpOLeAYpPbl YAUIUTL UCMOMb30BAHHYIO HacaaKy-annankKaTtop 4o3aTopa v BbIopoCUTb.
[l03aTOp 3aKpbITb KOMNAYKOM. XpaHeHue J03aTopa C UCMOob30BaHHOW HacafKOoW-annankKatopoM unm 6es
KO/Mayka MpuBEAET K BbICbIXaHUO WU MONMMEpPU3auMn martepuana, W MocnefyroweMy 3acopeHuto
cucTeMbl fgosatopa. Konnayok 3aMeHsieTCs  HOBOW  HacajKoW-anmnjMKaTtopoM npu  Crea>TOWEeM
NCMOb30BaHUN.

YKaszaHus

MeTofuKa UCMONb30BaHNA KWUCMOTbI /19 NPOTPaBvBaHWUA TpebyeT akKypaTHOCTU, OCOGEHHO C TOYKU
3peHNs M30MAUMM paboyero Mons M NpeAoTBpalleHnst KOHTaMMHauMWM 3TON o6nacTh. SManb Mepes
HaHeCceHVeM repmeTuKa LO/HKHa 6biTb O4YMLLEHa, TWaTe/lbHO MPOMbITA U BbICYLUEHA, U COXPaHATLCA B
TakoM BWfe nocne npoueaypbl KOHAMLNOHUPOBAHWSA U A0 HAHECEHNS repMeTuKa.

B kauecTBe anbTepHATVBbI METOAUKE KWUCMIOTHOMO MPOTPaBIUBAHNUA BO3MOXHO MCMO/b30BaHME afire3vsa
ctomaronoruyeckoro Adper Prompt L-Pop npoussoacTBa KomnaHum 3M ESPE. Crepyitte pasgeny
WHCTPYKUMKU MO MPUMEHEHMIO afresmsa ctomartosiormyeckoro Adper Prompt L-Pop. WHCTpykuum no
GOHAMHIY CBETOOTBEPXKAAEMbIX MaTePUa/IOB A1 repMeTmsaumm guccyp. Mpu ncnonb3oBaHUN aaresvsa
cTomartosiornyeckoro Adper Prompt L-Pop sMasib HY)XHO TLIATENbHO OYUCTUTb U M30IMPOBATb, Kak
yKa3aHo B wwarax 1-4 MeToLuKN KUC/IOTHOrO NPOTpaB/iMBaHus.

MeToanKa KUCIOTHOr0 NPOoTpaB/InBaHmnA

1. MpoBepka nycTopa. BbinycTnTb BO34YX M3 MycTOpa Ha Mepyatky uam 3epkano. [pu obHapyXeHun
HebOoNbLUNX Kanenek BoAbl, CNneayeT OTKOPPEKTUPOBATL ero paboTy Tak, YTOObl M3 HAKOHEYHMKA NOCTynan
NCKNOUNTENIbHO BO3AyX. Jltoboe nonagaHue BOAbl B TeYeHMe OMNpeAenieHHbIX 3TanoB MNpoueaypbl
repmeTusaLuy NpPUBEAET K ee HECOCTOATENIbHOCTH.

2. Bbi6op 3y60B. 3y6bl LO/MKHbI ObITb 4OCTATOYHO NPOPE3aBLUMMUCH, YTOObI 06ecneunTb NoAaepxaHue
CYXOCTU B 06/1aCTV repmeTu3aumm. duccypbl 3y60B SO/MHKHbBI ObITh FYOOKUMU U Y3KUMU.

3. OuncTUTb amManb. TwateslbHO OUUCTUTL 3yObl, YTOObI YAaNUTb HAIET M OCTATKMN MULLM C NOBEPXHOCTM
aMam 1 u3 uccyp. TwatenbHO NPONOIOCKaTb BOAON.

MprmeyvaHue. He MCNOMb30BaTh YMCTALLME MaTepuasibl, KOTOPble MOTYT COAepXKaTb macnio. Ecnv npu
O4NCTKe 3y0OOB MCNOMb3yeTcs annapat Ans BO3L4YLUHO-abpasvBHON 06paboTKM 3y60B, MPUMEHSIOLLNI
6rkapboHaT HaTpusa, peKoMeHAyeTCs NOBTOPATL Wwarn 5 n 6, nnm 06paboTath NOBEPXHOCTb MEPEKMCHIO
BoAopoda B TeueHue 10 CeKyH[, 4TOObl HelTpann3oBaTb OMKApOGOHAT HaTpus, a 3aTeM TWATENbHO
NPOMbITb 3Maslb BOAOWA.

4. 30n1poBaThb M BbICYLIMTb NOBEPXHOCTL 3y60B. Koththepaam obecneumBaeT Hauny4Llyo M30/15LUMIO,
TaK)Xe BO3MOXHO WCMO/Ib30BaHWE BaTHbIX Ba/IMKOB B COYETAHUUM C U30NALMOHHBIMW  Hapbepa.mu.
Vcnonb3yiiTe yCTPOCTBO MO YAANEHWNIO CMHOHbI MW MOLLIHbIV CAIKOHOOTCOC.
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5. KoHanumoHnpoBaTb aMasib. HaHecTn JOCTaTOYHOE KOSIMYECTBO MPOTPAB/MBAIOLLErO MaTepuasa Ha
MOBEPXHOCTb 3Ma/IN, YyTb 60MbLUYHD, YeM 06/1acTb NiaHUpyemMoi repmetumsauum. KoHAMLMOHMPOBATb
MUHUMYM 15 cekyH[, HO He 6onee 60 CeKkyHS.

6. MPOMbITb KOHANLNOHMPOBAHHYO 3Masb. Y AaNNTb NPOTPaB/MBAKOLLMIA COCTaB, TLWATENbHO NPOMbIB
3yObl C MCMOMb30BAHMEM MyCTOpa C BO3AYLUHO/BOASIHON CTpyeid. YpanuTb BoAy CAHOHOOTcocoM. He
Mno3BonATb NauWeHTy roTaTb WAM OMofackmeBaTb POTOBYKO MOMNOCTb CamMOCTOATENbHO. Ecnn  Ha
NpOTpaB/eHHbIE MOBEPXHOCTY nomnana C/Ha, HeoO6X0AMMO MPOBECTM MOBTOPHYIO MPOTPaBKY B TeUeHue
5 CeKyHf, a 3aTem MpoMbITb.

W. BbICylWnTb KOHAMLMOHUPOBAHHYI 3Majib. TLATeNbHO BbICYLUUTh  KOHAWULMOHUPOBaHHbIE
MoBepxHOCTW. B0o3dyX He [O/MKEH cogepxxatb macna v Bogbl. Cyxue MpoTpas/ieHHble MOBEPXHOCTU
[O/MKHbI BbUAAAETb MaToBO-6enibiIMU. ECAM 3TOrO He [JOCTUIHYTO, MOBTOPMTL wWwarn 5 n 6. HE
JONYCKATb 3AMPA3SHEHUSA KOHAMLIMOHWPOBAHHOM MOBEPXHOCTW. KnanHuueckue
NCCcnefoBaHNs MNoKasaiM, YTO OCHOBHOW MPWYMHON Heyday npu repmeTmsauumn  uccyp ABnseTcs
YBN@XHEHWE 3TUX NOBEPXHOCTel. HeMeaneHHO HaHeCTN repMeTuK.

8. HaHecTun repmeTunK. Mcnonb3ys Hacagku-annanKatopbl 403aTopa WM KACTOYKY MeA/IeHHO BHOCUTb
repMeTuK B (omccypbl 3y60B. epMeTMK He LO/MKEH BbITEKATb 38 KOHAWLMOHWPOBAHHYHO MOBEPXHOCTb
AMUN TMomellnBaHMe repMeTMKa HacafKoW-anniaMkaTop AosaTopa Mnocie M BO Bpems HaHeceHus
MOMOXET YCTPaHWUTb My3bIPbKM BO34YXa N YNyULINTL pacrnpejesieHne MaTepuana B quccypax 3y6os. s
3TOr0  MOXHO  TakXe  MCMOMb30BaTb  30HA. Monuvepn3oBatb  FepMeTUK,  UCMOMb3ys
(hoTononnmepusaLmoHHoe ycTpoitcTeo 3M ESPE vnm fpyryto namny cpaBHUMOM MHTEHCUBHOCTU CBETA.
Kaxayto noBepxHOCTb He06X0AMMO MnonvmMepu3oBaTb He MeHee 20 cekyHA. KoHel, cBeToBofa cnepyet
pacronaratb MakCMMasbHO 6/IM3KO K repMeTuKy, HO 0e3 HernocpeACTBEHHOro kacaHus. [locne
MoIMMEPU3aLN TepMETUK CTAaHOBUTCA TBEPAbIM TOHKUM MOKPLITUEM HEMPO3PayHOro CBET/0- XKENTOro
LiBETA C /IErKUM MOBEPXHOCTHbIM MHIMOUPOBAHHbLIM KUCIOPOAOM C/OEM.

9. OueHuUTb repmeTum3ayunto. [MpoBepuTb TFepMETUK C MO3WUMM  MONHOLEHHOW repmeTu3aumm wu
OTCYTCTBUS MYCTOT. ECNM NOBEPXHOCTb He 6bl1a 3arps3HeHa, BO3MOXKHO, MpoBefeHMe AONONHUTEbHOM
repmeTusaummn. Ecnu sarpssHeHve npomnsoLLno, Heo6XoaMMo KOHAMLNOHUPOBATL, NPOMbITL U BbICYLUMTb
NOBEPXHOCTb CHOBa Nepef AOMOMHUTENLHON repMeTu3aumein n NnocneayoLLen NonuMepu3saLmei.

10. 3aBepwunTb npouesypy. [MpoTepeTb repmMeTVK BaTHbIM TamnOHOM, YTOObl YAa/MTb TOHKMWIA
MHIMOMPOBaHHbI KNCNOPOAOM CMO C NOBEPXHOCTW. MpoBepuTb MO OKKNKHO3UKU, NPU HEO6XOAMMOCTU
CKOPPEKTUPOBATD.

KOMITJTEKTHOCTb MEANUMHCKOI O N3LENNA

Martepuan cCTOMaTo/IorYecKnii ana repmeTmsaumm guccyp 3yoos Clinpro Sealant

B cocrtaBe: posatop C martepuasiom Ans repmeTusauumn guccyp 3y6os Clinpro Sealant; Hacagku-
annaukaTopsbl 414 gosaropa ¢ marepuanom (10 wr.)

OCHOBHbIE TEXHNYECKWME XAPAKTEPNCTUKN

O6bem f03aTopa C MaTepuanom ansa repMmeTmnsaummn guccyp 3yoos Clinpro Sealant: 1,2 mn

BHewHuii Bug: OTCYTCTBME HepasMeLLaHHbIX YacTuL, 3anosIHUTeNs, HepacTBOPEHHbIX TBEPAbIX BELLECTB
W MOCTOPOHHUX 3M1EMEHTOB. LIBET A0/MKEH ObITb PaBHOMEPHBIM.

MonvMepu3aLMOHHbIA CBET AO/HKEH UMETb MAHUMA/bHYHO MOLLHOCTbL: 400 MBT/cM2

YMNAKOBKA

Jo3aTop: gnvHa: 124,46 + 7,62 Mm. BTopryHasa ynakoBKa-nakeTt: Matepuas: noaunponuieH, aauHa: 127
MM * 6.3 MM, wupuHa: 203.2 Mm * 6.3 MM. [NepBMyHas ynakoBKa HacafOK-anmanKaTtopoB (Maker):
martepuan: nonnatuned, gnnHa: 100 mm + 10 mm, wpmnHa: 70 mm + 10 mm.

XPAHEHWME, NCIMOJIbSOBAHWVE 1 CPOK TOAHOCTW MNP XPAHEHWWN

e 3akpblBaiiTe 03aTOP Cpa3y Xe Nnoc/e UCMo/b30BaHUS.

* He noagepravite maTepuasbl BO34eCTBMIO MOBLHMEHHON TeMNepaTypbl.

*  He xpaHuTe maTepuanbl B6/IM3N OT NPOAYKTOB, COAEPXALLUX 3BIEHON.

* [epmeTVK npeaHasHaveHbl 419 UCMONb30BaHWSA NPY KO.MHATHOM TemnepaType. CpoK roAHOCTY npu
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' KOMHaTHOW TemnepaTtype cocTaBnseT 24 mecaua. MocTosHHaA TemnepaTypa OKpyXatoLlel cpeabl,
npesbiwarowaa 27°C/80°F, unu yctaHos/ieHHas Ha ypoBHe Hbke 10°C/50°F, MOXeT COKpaTuTb CPoK
rogHoct. CM. HapyXXHYt0 YNaKoBKY A5 NOMyYeHns MHpOopMaLymn 0 aTe NCTeYeHNs CPOKa roAHOCTM.

o [e3nHpuumpyiTe NPOLYKT C MCMO/b30BaHWEM [e3UHMEKLMOHHOro npowecca MpoMeXyTo4HOro
YPOBHS (KULKNIA KOHTAKT) B COOTBETCTBMM C peKOMeHAauuamu LieHTpa KOHTpons v npoquiakTuky
3a6onesaHmnin (LIKIM3) n AmeprKaHcKoli ctomatonornyeckoi accoumaumm (ACA), MHCTpyKLmaMm no
KOHTPO/TIO 32 MHMEKLMAMY B YUPEXKAEHMAX BPaUebHOro KOHTPONA COCTOAHMA 3y608B - 2003 r. (Tom
52; Ne RR -17), n3gaHHbIMK LIeHTpoOM KOHTPOAs 1 npodimnakTukn 3ab6onesaduii (LLKM3)

MAPKMPOBKA

WN3penus noctaBnstoTCs B YNakoBKe C MapKUPOBKORW, cofepKallel crefyrowwyo  MH(opMaLmio:

HauMeHOBaHwWe, NI0T U apTUKY/;, HaVMeHOBaHVE N afpec NMPOU3BOAUTENSA; KOMMeKTauus; Temneparypa

XPaHeHNA/TPaHCNOPTMPOBKN; CPOK rOAHOCTM; UHOPMAaLMIO O TOPrOBOM Ha3BaHWUW, a TakKXe CUMBO/IbI -

obpaTtnTecb K UHCTPYKLUMM NO MPUMEHEHUO, He MCMO0/b30BaTh MOBTOPHO, BCe MpaBa 3allMLleHbl, 3HaK

COOTBETCTBMA EBPOMECKoM AMpeKTUBe, YNakoBKa MOA/EXWT BTOPUYHOW MepepaboTke, ynakoBkKa u3

MONUITUNIEHA HU3KOIN NNOTHOCTM.

YTUNN3AUNA

Ytunusauus YMNaKOBKW/COLEPXMMOrO  [O/KHA  OCYLLECTBNATLCA B COOTBETCTBUM C

MeCTHbIMW/PernoHanbHbIMU/HALMOHANTbHBIMU/MEX AYHAPOAHLI MU TPeboBaHUAMM.

MeauumMHCKMe 13Lenna LO/MKHbI YTUIN3MPOBATLCA MECTHbIMU My6/IMYHO-NPaBOBbIMY OpraHu3aumsaMn B

cootBeTcTBMM ¢ CaHlMnH 2.1.7.2790-10 «CaHWUTapHO-3NNAEMUONOTNYECKME TpeboBaHNsA K 06paLLeHuto ¢

MeLULMHCKUMN 0TX0JaMmn» Kfiacc 0TXo0B b).

NMH®OPMAUWA oA MOKYMATENA

3anpelyaeTcs NpefocTaBNATb MH(OPMALMIO, KOTOpas OT/IMYaeTCs OT MH(OopMaLuu, Coaepxalleics B

JIAHHOW MHCTPYKLMN.

BHumaHne! CornacHo efepasbHOMy 3akoHy CLUA  faHHbIA  NpoAyKT MOXeT npojasBatbCi U

1CNO/b30BATLCA UCK/IIOUYNTE/ILHO BPavOM-CTOMATO/I0MOM.

MeguuMHCKOe 13fenine He COLEPXXUT NIEKAPCTBEHHbIX BELLIECTB U He BBOAMWT /IEKAPCTBEHHbIE BELLECTBA.

Me[unUMHCKOe 13fenne He COLEPXUT M He [OCTaBNsAeT NPOV3BOAHbIE KPOBU YE/IOBEKA.

Marepuanbl XMBOTHOIO NPOVCXOXAEHWA NPeLHaMEPEHHO B U3Aennsa He f06aBnsatoTCs.

TPEBOBAHNA K TEXHNYECKOMY OBCJ/1TY)XUBAHNIO N PEMOHTY

MEAVNLIMHCKOI o N3JENNA

HenprvMeHUMO K fJaHHOMY Cyyalo.

FTAPAHTUNA

KomnaHus 3M ESPE rapaHTMpyeT OTCYTCTBME B 3TO.M M3OENNN AeEKTOB, CBA3AHHbLIX C UCXOAHbLIMU

marepuanamy 1 NpomsBOACTBeHHbIM npoueccom. KOMIMMAHWA 3M ESPE HE OAET HUKAKUX

OPYTX TAPAHTUIA, BKJ/TIOUYAA MOAPA3YMEBAEMBIE TAPAHTUM MPUrOAHOCTU

W3OENNA ONA MPOAAXW JIMBO K WCMOMb3OBAHWKO C OMPEAENEHHON LIE/BIO.

Monb30BaTesib HECET OTBETCTBEHHOCTL 3a ONpeAesieHn e NPUroAHOCTY JaHHOT0 U3LeNNa K UCMOo/b30BaHUIo

B COOTBeTCTBUM C ero (nonb3oBaTens) 3afjavyamu. B cnyyae o6HapyXeHus fedekta w3genus B

rapaHTUIAHBIA NepUoL ero yctpaHeHve 1 OTBETCTBEHHOCTb (hmpMbl 3M ESPE orpaHuynBatoTcs 3ameHol

[AaHHOro m3genvs.

OrPAHMYEHWME OTBETCTBEHHOCTWU

3a VCK/IKOYEHVEM CUTYyauuiA, NPAMO MpPeayCMOTPEHHbIX 3aKOHOAATeNbCTBOM, KoMnaHus 3M ESPE He

HECeT HUKaKOW OTBETCTBEHHOCTU 3a /t06ble YObITKM U yLepb, BbiTEKatoLLe U3 UCMO/b30BaHNS AaHHOM

npoayKumn, 6yab TO NpsiMble, KOCBEHHbIE, YMbILL/IEHHbIE, CllyYaiiHble MU ONocpefoBaHHble, He3aBUCUMO

OT BbIABMHYTbIX OOBLACHEHWIA, B TOM YWC/E rapaHTWiA, KOHTPAKTOB, HEGPEXHOCTU WM OOBLEKTUBHOM

OTBETCTBEHHOCTW.

HANMMEHOBAHWE N AQPEC NMPON3BOAUNTENA

3M ESPE Dental Products, 2510 Conway Avenue, St. Paul, MN 55144-1000 US.A
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YMNO/THOMOUYEHHbLINM npegcTasuTenib npoussogutensa s PO:
3A0 «3M Poccus»
121614, r. Mocksa, yn. KpbLiarckas, g. 17, ctp. 3

Ten.; +7 (495) 784 7474 | ®akc:+7 (495) 784 7475
3n.noyta; 3mra(®mmm.com

Note; 3M ESPE is responsible for the information contained in English part of IFU. 3M Russia is responsible for the
information contained in Russian part of IFU.

Shari L. OlMgrbkjc™ 17A/20 R-
Shari L. Myszka, R.PM Pharm.D. Dat
Regulatory Affairs Specialist
3M ESPE Dental Products

STATE OF MINNESOTA)
COUNTY OF RAMSEY )
On July , 2017, before me, a Notary Public within and for said county, personally appeared Shari L.

Myszka, known by me to be the person described in and who executed the foregoing instrument and
acknowledged that she executed the same as her own free act and deed.
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MepeBof C aHIINACKOTO A3blKa Ha PYCCKNI A3bIK

LLTaTt MunHHecoTa
CekpeTapb wrara

AINOCTUJ1b
(Maarckas KoHBeHUWA OT 5 okTA6psA 1961 r.)

1 CrtpaHa: CoeaviHéHHble LLtatbl AMepurku

HacTosawmin opuumnanbHbiii AOKYMeHT: JoKyMeHTbl Ana 3M 3CIM3 AeHTan MNpoaakTc
(3M ESPE Dental Products)

2. bbI1 nognucaH Nopu k. LWny, (Lori J. Sheetz)

3. BbICTynawLLeli B HoTapuyca wwrara MuHHecoTa

KauecTBe

4. cKpenJeH Nopun k. Wny, (Lori J. Sheetz), HoTapuyca wtata MyHHecoTa

neyaTbo/LLITAMMNOM

YpocToBepeHo

58 r. CeHt-llon, wrar 6. NaTa 19 mona 2017 1.
MwuHHecoTa

7. cekpeTapem Lutata MunHHecoTa

8. 3a Ne 9580763-4

9. neyatb /WTaMn: «bofbLLas neyatb 10. Moanuck /mopnuce/
wrata MuHHecoTa * Crtus CalimoH
1858» (Steve Simon)

CekpeTapb LUTaTA
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MpumeyvaHue: 3M 3CIM3 (3M ESPE) HeceT O0TBETCTBEHHOCTb 3a MWH{oOpmauuio, cofepXallyrcs B
WHCTPYKLMN MO MPUMEHEHUIO Ha aHTrNniickoM s3bike. 3M Poccus HeceT OTBETCTBEHHOCTb 3a MHGOpMaLmio,
cofiep>Kallytocsl B MUHCTPYKLMM MO MPUMEHEHNIO Ha PYCCKOM fA3blKe.

/noanuce/ 18 nona 2017 roga
LWapwu /1. Mbic3ka, Per.®apm. [LOKTOp (apmakosorum [ata
CneumanucTa HOpMaTUBHO-MPABOBOr0 PerynpoBaHus

3M 2CIM3 AeHTan MNMpogakTe

(3M ESPE Dental Products)

LTaT MuHHecoTa) .
Okpyr Pamcu) SS

18 utona 2017 roga LWapwu J1. MbIc3Ka NMYHO 3acBUAETENbCTBOBANA CBOE MPUCYTCTBMUE MEpPeao MHOM,
HoTapnycom yka3aHHOro OKpyra, noATBepAnB MHe MpefbaB/eHNeM A0ETaTOYHbIX 40Ka3aTe/bCTB, UTO OHa
ABNAETCA NULOM, YbMM MMEHeM MojnueaH npunaraeMblii LOKYMEHT, U NOATBEpPAMNA MHe, YTO OHa
noanucana ero no cBoei Co6eTBEHHOW BOME U COFacuio.

/nognnce/
Nopun Ox. Wwy (Lori J. Sheetz), Hotapuyc
Cpok Moux nonHomoumii nctekaet 31 sHeapsa 2020 roga

LTamn: Nopuf>. Wwuy (LoriJ. Sheetz)
HoTapuyc
MuHHecoTa
CpoK MOUX NONHOMOYMA ucTekaeT 31 aHBapa 2020 roga
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MepeBof AAaHHOTO TeKCTa cAenaH MHO, nepesofuynkomM KnenHesbiM BUkTOpOM Viropesnyem

MOAMNUCH

Poccuiickas ®egepauys
Mopon Mocksa

TpeTbero aBrycTa fge ThiCAYM CEMHAALATOrO roga

[ Akumos Mne6 Bopucosuy, HoOTapuyc roposa MocKkBbl, CBUAETENLCTBY NOAJAUHHOCT b NOAMNUCK
nepesofunka KnenHesa BukTopa Nropesunya.

Mognuch caenaHa B MOeM NPUCYTCTBUN.

JIMyHOCTb NognucaBLLero JOKYMEHT yCTaHOB/eHa.

3aperucTpupoBaHo BpeecTpe: No ~l -3 InN? ]

B3bickaHO rocyfgapcTBEHHOW nownmHbl (No Tapudy): 100py6.
YnnayeHo 3a OKasaHue ycnyr npaBoBOro M TeXHMUYeCcKOro xapakTepa:

MOAMUCH

lepboBas neyaThb
HOTapuyca r.Mocksbl
Akumosa I'.b

Bcero npowHypoBaHo, NPOHYMEPOBAHO
M CKpenseHo neyaTblo |2—nV|CT(a)(OB)

HoTapuyc
noannchb

Poccuitckas degepaups
["opoz, Mocksa
TpeTbero aBrycra fjge TbiICAYM CEMHAALATOrO roga.

AxnmoB Mne6 Boprcosuy, HoTapuyc ropofa IMoCKBbI, CBUAETENLCTBYIO
ipHOCTb KOMWW C MPEeLCTaB/IEHHOTO MHE JOKYMeHTa.

apervcTp1poBaHo B peectpe: Ne ¥Y-bll 'S
B3bICKaHO rocyapCTBEHHOM NOLLMHGI (M0 Tapudly): py6. 00 Kon.

YnnayeHo 3a OKasaHue YC/Tyr NpaBOBOTO Y TEXHUYECKOTO XapakTepa:
py6. 00 Kon.

I.6. AKumoB

Bcero npoumto, npoHymepoBaHo, CKpersieHo
neyaroto / nuct(a) (o B)

HoTtapuyc

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



