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Instructions for Use
Synthetic Polymer Teeth

This product is made from quality polymethylmethacrylate (PMMA) material added with cross-linking agents to
improve the network structure. And this product is made through multiple thermal press against the unique nickel-
based alloy composite mold, to ensure the accuracy.

1. Indications

This product is mainly used to make complete dentures, movable partial dentures, and fixed crown restorations for
patients with missing teeth, restore vocalization, beautify the face, and improve chewing ability.
2. Main technical properties and features

1) Dimensions of teeth: the dimensions of the teeth are not differ by more than 5 % from the values shown in the
mould chart;

2) Colour and blending of shades: designed as per the natural tooth structure to make the tooth show the
translucent opalescence effect in shade and it's transition for enamel and dentine;

3) No porosity and other defects: no porosity or defects, such as rough trimming, rough finish or visible
impurities on the coronal surfaces;

4) Surface finish: the surface should be smooth, lustrous and non-porous, and it can be polished to restore the
original finish;

5) Bonding to denture base polymer: well bonded to heat-polymerizable denture-base materials;

6) Colour stability: no perceptible colour change after ultraviolet radiation test;

7) Resistance to blanching, distortion and crazing: no blanching, distortion or crazing after boiling;

8) Dimensional stability: the dimensional change of a tooth is within = 2 % of its original mesio-distal

dimension after heat curing treatment with denture base polymer.

3. Application

Used in conjunction with standard denture base resin materials, and used in accordance with the normal
procedures of dental restoration technicians.

4. Packaging

Packing specification: 28X 1, 28X 1X4,6X1X16,8X1X12,4X1X16,4X1,6X1, 8X1,14X1, teeth
Refill.
Shade: A0, A00, Al, A2, A3, A3.5, A4, Bl, B2, B3, B4, C1, C2, C3, C4, D2, D3, DA4.
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5. Storage
Store in the well ventilated room with the relative humidity not more than 80% and with no corrosive gas.
6. Shelf life
10 years
7. Precautions

1) Before filling of the base material, keep the product clean, and slightly roughen the back crest to make it
easily bonded.

2) After modification and adjustment of the tooth surface, use fine polishing of the modified surface with the
gel wheel head to avoid dyeing. Take care not to rub off the tooth surface texture when polishing the denture
base.

3) Do not use flame to fuse the residual wax on the product surface to avoid burn down the tooth surface and
crack due to inner stress.

4) The dentist should ask the patient whether he/she has the allergic history to acrylic acid resin before making
the tooth inlaying.

5) The dentist should tell the patient to use the neutral detergent for the denture made from this product to
avoid dyeing, when instructing the patient in use of the dentures.

6) This product is only used for dental material. One set denture can only to be used for one patient, and the
operation shall be only made by the professionals. Take care not to let children access to the product.

7) Notification of any serious incident that has occurred in relation to the device should be reported to the
manufacturer and the competent authority in your country.

8. Contraindications

Not to be used for patient known to be allergic to methacrylate resins.

9. Symbols
- [/E'N | Country of manufacture
w Manufacturer
=[w] Authorized representative in the European Community Madical devics
&  Use-by date f
o] Batch code Czution
Rx Caution:U.S.Federal Law restricts this device to sale by Umqu! devics idantifier
or on the order of a dentist or professionals. [Iﬂ

Consult instructions foruss
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Bepcus: 07
Oobnogneno: 23 asrycra 2023 r.

Buok auokcuma nmupkonus Zirconia Block
WHCTPYKUHSA 110 MPUMEHEHHIO

HaHHBIﬁ OPOAYKT OTJIMBAIOT METOJOM XOJOAHOI'O M30CTATUYCCKOTO NPCCCOBAHUA U IMPEABAPUTCIBHOI O
crnekanusg ¢ ZrO2 B KauecTBE OCHOBHOIO COCTaBJIAIOLICTO, HCIOJB3YCTCA MAJIsI U3TOTOBJICHHUA KOPOHOK,

MocToB (AT < 3 eauHUIIBI), BKJIAJOK U BUHUPOB I HECbEMHOTO YACTUYHOTO MPOTE3a.

1. Hudopmanusi o mpoayKre

Tun: Tun 11
2. TexHuyecKHe mapamMerpbl
Koaddpunuent repmuaeckoro
Howmep Monenn pacmmpenns (CTE) (25-500°C)
1 Bsicokast nmpospaunocts (HT) 10,5%106 K-1
2 Iepeansist mpo3padnocTh(AT) 10,0x106 K1
3 Bsicokast mpounocts (HS) 10,5x106 K1
4 MHorocoiiHast Bbicokas mpo3pauHocts (MHT) 10,5x106 K1
5 Beicokast mpospaunocts [limoc (HT PLUS) 10,5x106 K1
6 GM 10,2x10°6 K=
7 MM-4D 10,5x10-6 K1

3. OkemiayaTauus
ITomecTtrTe OJ0K M3 AUOKCHAA IIUPKOHHUS B YCTAHOBKY st 00paborku mo texdoigoruu CAD / CAM,
CIIeysl HHCTPYKITUSAM TTPOU3BOJUTEIIS.
Korma dpesepoBanue 3aBepiuTcs, usBiaekure 0ok u3 ycranoBku CAD / CAM. Otaenure Kapkac OT
0J0Ka M3 JUOKCHIA IMPKOHHS C IMOMOIIBIO anMa3Horo O6opa. O4YMCTHTE 3aroToBKY (OKpAIIMBaHHIO
MTO/UIEXUT TOJBKO IIMPKOHUEBBIN 070K Oenoro nsera. IlpeaBapuTenbHO OKpameHHBINH OJI0K U3 AMOKCHAA
UPKOHUS HE HYXJaeTcd B OKpamuBaHUM). [lONHOCTHIO BBICYIIMTE 3aroTOBKYY, a 3aTeM IIOMECTHUTE
3arOTOBKY C JIOTKOM Ul CIIEKAHUS B I1€Yb JUI CIIEKAHHUS.
3amporpaMMHUpyHTEe T€4b B COOTBETCTBHHM C HWHCTPYKLHEH IO SKCIIyaTallMM M CIeIyHTe cxeme
CIICKaHMUSL.
He wuszBnekaiite CnedeHHBI Kapkac, IIOKa OH IIOJHOCTBIO HE OCTHIHET. lIpoBepbTe TOJIILMHY CTEHKH,
KpaeBoe IIpPUJICTAHUE M COOTBETCTBHE JIOXKY CIIEYEHHOH 3aroToBKd. [IpH HEOOXOOMMOCTH BHECHTE
HeOOoIbIINe KOPPEKTHPOBKH C TIOMOIIBIO aIMa3HOTO MHCTPYMEHTA C BOASHBIM OXJIaKACHUEM.
TomnurHa CTeHKH A0DKHA ObITh He MeHee 0,7 MM, a pa3beMbl He TOHBIIE 9 MM?.
IIpomoiiTe cHe4eHHYH 3aroTOBKY BOJOM M IIOJHOCTBIO BBICYIIHTh. Temepb Kapkac TOTOB i
BUHHUPOBAHMSL.

4. Tlo0o4HbIE AeHCTBUSA
B oTmenpHBIX ciaydasX MOKeT BO3HHKHYTh KOHTaKTHas amuieprus. Ha ceromHsmiHwWil JTeHb CUCTEMHBIC
MOOOYHBIE NEHCTBUA HE U3BECTHEL.

5. TIpoTuBomOKa3aHUs
Hey,HOBHeTBOpI/ITeJ'IBHOC COCTOSIHME ITOJIOCTHU pTa.
M3BeCcTHBIC aIepPruvecKue peaKinm.
U3BecTHas HECOBMECTUMOCTh C COCTaBOM IPOIYKTA.

6. Cpok roaHoctu
10 ner.
7. XpaHeHme
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XpaHuTe ONOKM TpH KOMHATHOH Temmeparype. XpaHHUTe B YHCTOM M CyxoM mnomemeHuu. Ilpm
TPaHCIIOPTHUPOBKE, TEPEMELICHUH M XpaHEHWHM H30eraifiTe CHIBHOTO CXKaTHs, BUOpPALUU U HKECTKHX

yIapoB.

8. Ilpemocrepe:xenus
HpO}IYKT ABJICTCA CIHCHUAIM3UPOBAHHBIM KEPAMHUYCCKHUM MATCpHAJIOM i1 CTOMATOJIOTMM U JOJIKCH
XpaHUTHCSA B HENOCTYIHOM JUisi NeTedl mecte. He BapIxaiiTe mbuib, oOpasyromulyiocs mpu oOpaboTke.
W3beraiiTe momagaHus MbUTH B TJa3a WIM JUTUTENHHOIO KOHTakTa ¢ Koe#. [lns mpemoTBpaiieHu st
BO3MOXHBIX KOHTAKTOB 1 pa3Apa>KCHUA KOXKU WJIA TJ1a3 BO BPECMs pa6OTI)I PEKOMEHIAYETCA UCIIOJIB30BATh
CpencTBa MHAMBHAyabHO# 3amuThl (CU3), Takue Kak mepyaTKH, MACKH U JJADOPaTOPHBIC XaJIaThl.
[IpoxyKT HEe BBI3BIBAET TOKCHYECKUX MOOOYHBIX 3(()EeKTOB M HE UCIycKaeT m3nydeHus. [lpn Bapxanun
[BUTA MOYKET BO3HUKHYTH CHUJIMKO3.
B cinydae ceppe3HOTO WHITMIEHTA, CBS3aHHOTO C YCTPOWCTBOM, HEOOXOIUMO COOOIUTH 00 ATOM
MIPOU3BOJUTENIO U KOMIIETEHTHOMY OpraHy Ballleld CTpaHBbl.

9. O06o03Hauenus

OO6paruTech K MHCTPYKITHH 1O

LOT Koa maptuun
MIPUMEHEHUIO
YHUKaIbHBII
H HsroroBurens UICHTH(UKAIMOHHEBIN HOMED
U3JeHs

CrpaHa U3roToBJIEHUS
bepeus ot Bnaru

[ToBTOpHOE MCIIOJIB30BAHKE MemunuHCcKOe U3Iene

L
t ’ MaTepHuaoB

¥
16, EE

Octopoxno! Obparurech K YoJHOMOYEHHBIN MPEICTABUTEND B

WHCTPYKIMH 110 IPUMEHEHUIO EBpomneiickoM cooOmiecTBe
g Hcnone3oBate 10
Rx Buumanue: ®enepanpubiii 3akoH CIIA orpaHn4muBaeT nNpoAaxy 3TOTO U3AETHS TOIBKO
ONLY CTOMATOJIOTAMU UJIM IO PELIENTY.

‘ Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City, Shandong Province, 276800, Kuraii
Tem: +86 633 2277268

E-mail: marketing@hugedental.com Http://www.hugedental.com

| EC |REP| MedNet EC-REP GmbH
Anpec: Borkstrasse 10, 48163 Muenster, I'epmanns c € 1639
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Onucanue u3MEeHeHI I JHara
Bepcus
W3MECHCHU U
01/2020 | dobaraena undopmariust: Beicokas mpospaunocts [Tmoc (HT PLUS) | 10.04.2020~.
HobGasnena wnpopmarus: GM ,  Maorocnoitras  Beicokas | 01.07.2021r
01
npospaunocts (MHT16)
Jobasnena nHGopMAaIus: 16.12.2021 .
4. [TobouHBIE NENCTBUS
B oTaenbHBIX Cllydasix MOXKET BOHMKHYTh KOHTAaKTHas ayuieprus. Ha
CEeTONHSIIHUI JIeHb CHUCTEMHBIE TIOOOYHBIE EWCTBUSI HE M3BECTHHI S.
5.IIpoTuBonoka3aHus
HeynosneTBopurenbHOE COCTOSIHUE TIOJIOCTH PTa.
W3BecTHBIE alIepruvecKie peaKkiium.
04 W3BecTHAs HECOBMECTUMOCTE C COCTaBOM ITPOIYKTA.
7. B cmydyae cepbe3HOr0 WHIMICHTA, CBA3aHHOTO C YCTPOICTBOM,
HEOoOX0MMMO COOOIMTH 00 ATOM MPOU3BOTUTEIIO U KOMIICTEHTHOMY
Oprasy Balieil CTpaHsbl.
8. JloGaBiieHbI CUMBOIIBI Y 1IX OTIACAHUS [|
'V HUKaJIbHBIH 3 Crpana Y — H3rorosures
HICHTHQUKALMOHHBIH  p3roTOBJIEHMs T
HOMeEp
3
Jlo6aBiena nH(GOPMAITHK: CHMBOJI M €T0 OTTUCAaHHE 14.02.2023 1.
05 g Hcnonp30Bars 10
VYTouHeHHE CpoKa TOOHOCTH B cooTBeTcTBMM ¢ EBponeiickoit | 31.03.2023 1.
TUPEKTUBHOM 0 MeUIIMHCKUX u3aenussx MDR:
06
6. Cpok roqHOCTH
10 ner.
1. Hob6asnena nudopmanns: MM-4D 23.08.2023r.
07 2. 'VYnaneHsl MOIEIb, CIICITH (DUKAITKS ¥ TA0JINIIA IIBETOB B I1. «2.
TexHnueckue napaMeTpbD).
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3. Vmanena «CxemacrekaHus 0J0KOB U3 THOKCHIA ITHPKOHMS
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Zirconia Block

Instructions for Use
The product is cast by cold isostatic pressing and pre-sintering process with ZrO, as the main composition, used for
making the crowns, bridges (AT, GM<3 units), inlays and veneers of the fixed partial denture.
1.Product Information
Type: Type II
2.Technical Parameters

Number Model Coefficient of Thermal Expansion(CTE)(25-500°C)
1 HT 10.5x10% K!
2 AT 10.0x10¢ K1
3 HS 10.5%10¢ K*!
4 MHT 10.5x10° K*
5 HT PLUS 10.5x10° K*
6 GM 10.2x108 K*
7 MM-4D 10.5x108 K*

3.0Operation

Place the Zirconia Block in CAD/CAM machine by following the machine manufacturer’s instructions.

When milling is completed, remove block from CAD/CAM machine. Detach framework from the zirconia block with
a diamond bur. Clean the framework (Only white shade zirconia block needs to be colored. Pre-shaded zirconia block
doesn’t need coloring). Dry the framework fully and then place the framework with a sintering tray into the oven to
sinter.

Program the furnace according to the instruction manual and follow the sintering chart.

Do not remove sintered framework until it completely cools down. Examine wall thickness, margin fit and seat fit of
the sintered framework. If necessary, make minor adjustments with a water-cooling diamond tool.

Wall thickness should be no less than 0.7mm and connectors no thinner than 9mm2,

Rinse sintered framework with water and dry completely. The framework is now ready for veneering.

4.Side effects

In individual cases, contact allergies may occur. According to today’s standard of knowledge, systermic side effects
are not known.

5.Contraindications

Insufficient oral conditions.

Known allergies.

Known incompatibilities to product composition.

6. Shelf life

10 years.

7.Storage

Store blocks at room temperature. For storage, please put it in a clean and dry room. In transportation, moving and
storage, please avoid violent extrusion, vibration and hard collision.

8.Warnings

The product is a dedicated ceramic material for dentistry and shall be placed out of the reach of children. Do not
inhale dust. Do not get dust into eyes or have prolonged contact directly with the skin. Personal Protective Equipment
(PPE) such as gloves, masks, and lab coats are recommended in order to avoid possible contact and irritation to skin
or eyes during processing.
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No toxic side effect and no radiation. Silicosis may be incurred when mass dust is inhaled.

Notification of any serious incident that has occurred in relation to the device should be reported to the manufacturer
and the competent authority in your country.

9.Symbols

Batch code Consult instructions for use

Manufacturer Unique device identifier

@ Country of manufacture
Recycling Medical device

Caution Authorized representative in the European Community

T Keep dry
<
N\

g Use-by date

;RNEE Caution: U.S.Federal Law restricts this device to sale by or on the order of a dentist or professionals.

Shandong Huge Dental Material Corporation

No.68 Shanhai Road, Donggang District, Rizhao City, Shandong Province, 276800, P.R. China
Tel: +86 633 2277268
www.hugedental.com  marketing@hugedental.com

_ MedNet EC-REP GmbH

[=c [rer] Borkstrasse 10, 48163 Muenster, Germany

C €630
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4.Side effects

In individual cases, contact allergies may occur. According to today’s standard
of knowledge, systermic side effects are not known

5.Contraindications

Insufficient oral conditions.

Known allergies.

Known incompatibilities to product composition.

7.Notification of any serious incident any serious incident that has occurred in
relation to the device should be reported to the manufacturer and the competent
authority in your country.

8 [ﬁ] o] s e,

. MR RS

2021.12.16

05

ST RO I 7 R 2

2023.02.14

06

R4 MDR EHLESK, /& BI0A 0. PRItsg .
6.Shelf life

10 years.
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2023.03.31

07

1. ¥ MM-4D BI4E R .
2. MFR<2. Technical Parameters” 8IS, #k%. A5,

3. MIB% “Zirconia Block Sintering Chart” H (e 45 Hil & o

2023.08.23
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HataBeymaun: 05 wrons 2022 .

Penaknus: 04

Bricoxonoaumepnriii marepuaa PMMA BLOCK

HNHcTpyknus o npuMeHeHHIo
JlaHHBIH MPOJYKT ABJSETCS Pa3HOBHIHOCTHIO TOMOTEHHOTO BBICOKOMOJIEKYJISIPHOTO TOJIMMEPHOTO MaTepuaa,
M3rOTOBJICHHOTO M3 Ka4eCTBEHHOTo moiaumMeruamerakpuiata (PMMA) ¢ no6aBieHreM NONEPEYHO CIIMBAFOIINX
areHTOB VISl YIIy4IICHHs CETYATON CTPYKTYPhI C IOMOLIBIO YHUKAIbHOM TEXHOJIIOTHU TTOJIMMEPH3ALUN (POPMOBKH .
L. ITaumneHTHI
OTOT MPOAYKT HPHUMEHSETCS y HAIlEHTOB ¢ OTCYTCTBHEM 3y0OB, HYKIAIOIINXCA BO BPEMEHHOM NPOTE3NPOBAHUH,
WM NAIUEHTOB, HYKIAIOMMUXCS B TEPAIIEBTUYECKOM MPOTE3UPOBAHHH.

I1.TToka3anus 1151 IPUMEHEHHUSsT

Bricokononmmvepnsiit MaTepuai PMMA BLOCK moaxoauT Uit U3roTOBJICHUS ChEMHBIX UM BPEMEHHBIX 3yOHBIX
KOHCTPYKIIMH, TAKUX KAK KOPOHKH U MOCTbI, ¢ TOMOIILIO hpe3epHoii Texuonorun CAD/CAM.
[Toxa3aHus 11 IPUMEHCHUS

- BpemenHble nepeiHue U 3aJHUE KOPOHKY;

- BpemenHble nepeiHue U 3aITHUE MOCTBI;

- Xupypruueckas HalpasJIsoLas UMILIAHTATa,;

- CreMHBIE KOHCTPYKIMH JJIs 3yOHBIX TPOTE30B;

- CbeMHbIe KOHCTPYKIIMH JUIs TEpareBTHUECKUX PECTaBpalliii (HOUHbBIE KaIlbl, CIUTHHT-IIMHBI HJIH OKKJTFO3HOHHBIE I HBI).
II1. IpoTuBoONOKA3aHUs

He ucnonb30Bark y HalMEHTOB C AJUIEpriueil Ha METAKPUIIATHBIC CMOJIBI.
IV. lo6ounbie peakuun

ToT MNPOAYKT UJIM OJIUH U3 €0 KOMIIOHCHTOB MOXXET BbI3BATb PECAKIIUIO TMIICPYYBCTBUTCIIBHOCTH .

V. Texunueckune mapaMeTpbl

CaoiicTBa ITapameTpsl
IIpenenpHast IPOYHOCTH HA U3THO >65 mlla
. 1:<40 mxr/ mm3
[Nornomenne BopI
II: <32 wmxr/mm3
I: <7,5wmkr/vm3
PactBopumocTs

II: <1,6 mkr/mm3

OcTtarouHblit MOHOMEp MeTHIIMeTakpuiaTa | <2,2%

* Pa3Hble METOOUKHY aHAJIN3a
V1. Onepanuo HHbIE IT0X0AbI
1. Meronuka
[Tocme obpaborku ¢ momormrsio TexHomoruii CAM ucmons3yiiTe TOHKAN KapOua-BoIbppaMOBEIii KOHYCOBUIHBI OOp,
qTOOBI OTpE3arhb JIUTHHUK. Ecmm ngarHa dMall, O6p330BaHHI)Ie AJIMAa3HBIMU MHCTPYMEHTAMU NPOSABUIMCH HA MOBEPXHOCTU
mociie ppe3epoBaHus, TO 3TH IISATHA MOXKHO JIETKO YIAJMTH C IIOMOINEI0 KapOua-BoiashpaMoBoro Oopa 6e3 ymepba i
KadecTBa MpoayKTa. PectaBpamus MokeT OBITh HCIIBITAHA Ha paboyei MOeITH st TPOBEPKH €€ (PYHKITHI OKKITFO3HH.

2. INonupoBka
Homep ¢aiina Homep penaximu Homep cTpanmipbt
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PectaBpammu MOryT OBITH MPEABAPUTEIBHO OTIOIMPOBAHBI C HCIIOIB30BAHUEM IOAXOMSAIICIO CHIIMKOHOBOTO

MOJMPOBOYHOTIO arapara 1 MaJIeHbKOM IIETKH U3 KOo3bel mepcru. CTaHJapTHbIE aKpUIOBBIE MOJMPYIOIIME BEIeCTBa
TaK)Xe TOIXOIAT JUIT MHTPAOPATBHOTO HCIIONB30BaHUs. l30eraiite upe3MepHOTo HarpeBa. TmmareipHas MOJMPOBKA
HeoOXomMuMa JIIS JIOCTIDKCHHS HMJICAJIBHOTO Pe3yJsibraTa M IPEIOTBPAIICHUS] OCENAHUsS HaJleTa M CBS3aHHOTO C HUM
HETaTUBHOI'O BIIMSHUS Ha I[BET.
3. Ouncrka

OcTaBbTe TOTOBYIO PECTaBpALMIO B YJIBTPa3BYKOBOM ycTaHOBKEe OKoyio | MuHyThL. ColepKaHMe OYHIIAIOIETO
menovHoro pacteopa: makc 10%. Temneparypa: makce. 40 °C. OuucTka mapoM NpUBOJUT K HATPEBAHHUIO U CKIMAIOIIEMY
HaIpPsDKEHUIO U €€ ClleyeT N30eraTh.
4. YcraHOBKa BHYTPH ITOJIOCTH pPTa

[Tocne moaroToBku 3y0a, WCHONB3YHTE OTTEHOUHYIO TAOJMIly Ul CpPaBHEHHUS OTTCHKA U MOOTBEPKICHHS OTTEHKA
pectaBpaiii. BeImonHUTE MOCagKy BPEMEHHOM pecTaBpallii Ha BPEMEHHBIM KJIEEBOW IEMEHT M YHAIMTE H3JIMIIKA
MaTepuana. [lomxoasT Bce BpeMEHHBIC IIEMEHTHI / aATe3HOHHBIE MAaTepUaibl. ECIM MOCTOSIHHAS pecTaBparys IOJIKHA
OBITH I[EMCHTHpPOBaHA aJre3WBHO, HEOOXOIMMO HCIIOJIB30BaTh OE3PBTEHONOBBIM LieMeHT. [loxamyiicta, criemyite
HWHCTPYKIIMSM 10 IPUMEHEHHUIO COOTBETCTBYIOIIUX POU3BOANTEIICH IIEMEHTA.
VII. YciaoBust xpaHenust

DTOT NPOIYKT ClIeyeT XpaHUTh B CyXOM TEMHOM MecTe, n30eras IomajaHus COJTHEeYHOro cBeta. Temneparypa
xpaHeHus: -18 ~ 33 °C.

VIII. MepbI npeno cTOPOKHOCTH
1. PaGoTa c monmmMepaMu JOKHA OCYIIECTRIISATHCS MTPH HATHYAH MECTHOH ITBUICYTAJITIOIICH CHCTEMEL.

2. Heo6xoauMo HCIOIB30BATh MBUIE3AIUTHYIO MACKY U 3alIUTHBIC OUKH JJIS TIPSO TBPAILCHHUS TOIaIaHI s
U (OBAHLHON ITBLTH B ITOJIOCTH PTA, B TJ1a3a FUIA Ha CITU3HACTYIO 000I0UKY.

3. HpOZ[YKT CJICOYECT UCIT0JIB30BATDH C OCTOPOKHOCTBIO, €CJIN MALIUCHT CTPAAACT annepmeﬁ Ha MaTepualibl U3 aKpHHOBOﬁ
CMOJIBI.

4. Hepen IIOMCUICHHUEM B POTOBYIO ITOJIOCTh ITAIITUEHTA, pECTaBpalyia JOKHaA OBITH OoUHnaIcHa.

5. OTOT IPOAYKT SIBJIAETCS CIEIMAIBHBIM MAaTEPHAJIOM A1l IPUMEHEH M B CTOMATOJIOTHH; BPEMEHHAS PECTABPALIIS MOKET
HCIOJIB30BATHCS TSI OHOTO MAMEeHTa TOJIBKO OJINH Pa3, JHIla, He MMEIOIIHe MPOo(ecCHOHATTBHON TOATOTOBKH, He
MOTYT MCIOJIb30BaTh JAHHBII MPOLYKT. JJaHHBIA NPOAYKT CIEAYET XPAaHUTh B HEAOCTYITHOM JUIS IETEH MECTE.

6. Cnez[yeT C006H_II/ITL HU3TrOTOBUTECIIO 1 KOMIICTCHTHOMY OpraHy Balleu CTpaHbI O J1I000M CCPbC3HOM MHLIUJICHTC,
TIPpOU30UICIUIEM C UBACTINEM, B CJIyda€ MIPONCHICCTBUA.

IX. CumBoJib1, NpUMeHsieMble IPU MAPKUPO BAHUT

‘ H3roroBurenn

YIoTHOMOYEHHBIN MpeACcTaBUTENs B EBponeiickoM coolrmecTBe

8 Hcnonp3oBaTh 110
Kon mapruu
LOT
Rx Buumanue: ®enepansubiii 3akoH CIIIA orpaHuuuBaeT Npojaxy 3TOr0 U3AEIUs TOJIbKO CTOMATOJOTaMH
WIH IO PELENTy

ONLY
@l CrpaHa U3roToBIEHUS
MeIUIMHCKOE U3ICITHE
Homep ¢aiina Homep penaximu Homep cTpanmipbt
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OctoposxHo! O0paTuTech K HHCTPYKIIMH 110 IPUMEHEHHIO

YHUKATBHBIN UACHTHQUKAIMOHHEIN HOMEP U3ICITAS

I::E:l ObpatuTech K HHCTPYKIMH IO IPUMEHEHHUIO

C €630

MedNet EC-REP GmbH

Borkstrasse 10, 48163 Muenster, I'epmanus

“ Shandong Huge Dental Material Corporation

No.68 Shanghai Road, Donggang District, Rizhao City, Shandong Province, 276800, Kuraiickas

Hapomnas Pecrrybmika

Tel: +86 6332277268

E-mail: marketing@hugedental.com Http://www.hugedental.com
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Issuance Date: July 05, 2022

Version: 04

PMMABLOCK

Instructions for Use
This product is a homogeneous, high-polymer material made from quality polymethylmethacrylate (PMMA)
added with cross-linking agents to improve the network structure through a unique polymerization molding technology.
I. Target population
This product is applied to dentition-missing patients who need temporary dental restoration or patients who need
therapeutic restoration.
II.Indications

PMMA BLOCK particularly suitable for making removable or temporary dental structures such as crowns and bridges
using milling technology using CAD/CAM.
Indications for Use:

- Temporary anterior and posterior crowns;

- Temporary anterior and posterior bridges;

- Implant surgical guide;

- Removable structures for dentures;

- Removable structures for therapeutic restorations (night guards, bite splints or occlusal splints).
III. Contraindications

Not to be used for patient known to be allergic to methacrylate resins.
IV.Side effects

This product or one of its components may cause hypersensitive reactions.
V.Technical Parameters

Properties Parameter
Ultimate flexural strength >65MPa
I:<40pg/mm3

Water absorption”
II: <32ug/mms3

I: <7.5pug/mm?

Solubility II: <1.6ug/mm?

Residual methyl methacrylate monomer <2.2%

*Different inspection methods

VI1.Operating Procedures
1. Procedure

After being milled by computer-aided manufacturing (CAM), use a fine cross-cut tungsten carbide bur to cut off the
sprue. If white spots are visible caused by the diamond tools, these spots can be easily removed with a tungsten carbide
bur without affecting the quality of the product. Try-in the restoration to test its fit and occlusion.
2. Polishing

Restorations can be pre-polished with a suitable silicone polisher and a small goat-hair brush. Standard acrylic

polishing agents are also suitable for intraoral use. Avoid creating excessive heat. Careful polishing is absolutely

File number Version number Page number
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necessary to achieve perfect results in order to avoid accumulation of plaque and other related negative effects on shade.

3. Cleaning

Place the finished restoration in the ultrasonic unit for about 1 minute. Content of the alkaline cleaning solution should
be a maximum of 10% and a maximum temperature of 40°C. Avoid cleaning with steam and compressive stress.
4. Seating of restoration inside the mouth

After preparing the tooth, use the shade tabs to compare the shade and confirm the shade of the restoration. Seat the
temporary restoration with a temporary adhesive cement. Remove excess cement. All provisional cements/adhesive
materials are suitable. If the restoration is to be cemented adhesively, eudenol-free cementing materials must be used.
Please follow corresponding cement manufacturers’ instructions for use.

VIl1.Storage Condition
This product should be stored in a dry place; avoid sunlight. Storage temperature: -18°Go 33°C

VIII. Precautions
1.Product must be worked on with a local dust extraction system.
2.Wear a face mask and protective glasses to prevent inhalation of grinding dusts, contact with eyes, skin or
mucosa.
3.Use with caution if one is allergic to acrylic resin materials.
4.Ensure restoration is properly cleaning before placing into the patient’s mouth.
5.This product is a special material for the department of stomatology; a temporary restoration is for one-time use

only and to be used only by certified professionals. Keep product away from children.

6.Notification of any serious incident any serious incident that has occurred in relation to the device should be reported
to the manufacturer and the competent authority in your country.
IX. Symbols for use in the labeling
wd Manufacturer
=[w] Authorized representative in the European Community

g  Use-by date
o1]  Batch code

Caution:U.S.Federal Law restricts this device to sale by
or on the order of a dentist or professionals.

Rx
ONLY
@ Country of manufacture

Medical device

ACaution
Unique device identifier

EB] Consult instructions for use

C €630

| EC [REP| MedNet EC-REP GmbH
Borkstrasse 10, 48163 Muenster, Germany
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“ Shandong Huge Dental Material Corporation

No.68 Shanghai Road, Donggang District, Rizhao City, Shandong Province, 276800, P.R. China

Tel: +86 633 2277268

E-mail: marketing@hugedental.com Http://www.hugedental.com
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CrexsnonoHomepublii nemeHT (Glass ITonomer Cement) - Luting |
HUHCTpyKIMSI M0 MpUMEeHEHHIO

HckimounTensHO U UCIONB30BAaHUS KBATH(UIUPOBAHHBIMUA CTOMATOJIOTAMH B COOTBETCTBUU C
MOKa3aHUSIMUA K PUMEHEHHUIO.

INOKA3AHUSA K IPUMEHEHHWUIO

1. lleMmeHTHpOBaHUE METAIIMYECKUX BKJIAJOK, HAKJIaJ0K, KODOHOK U MOCTOB.

2. lleMeHTHpOBaHHE BCEX BHICOKOMPOYHEIX (Ha OCHOBE MMOKCHIA IIUPKOHUS) KEPAMIUIECKIX KOPOHOK H
MOCTOB.

3. llemerTupoBanre MTUGTOB ¥ BUHTOB U3 METAJIA FJIA BHICOKOTIPOYHON KEPAMUKU.

4. IlemeHTUpOBaHHUE OPTOJOHTUUYECKHUX TMOJIOCOK.

COOTHOIIIEHHE MMOPOIIOK / )KUIKOCTH (T / T) 1,6~1,8/1,0
Bpewms cmemmBanus (MHH., CEK.) 45"

Pabouee Bpems (MuH., cex.) (ipu 23 °C) (ot Havana cmemuBanus) | < 3'00"
Yucroe Bpems 3aTBepIeBaHUs (OT OKOHYAHUS CMEIIMBAHMS) 1'30" ~ 8'00"
ITPOTHBOITIOKA3AHHUA

1. 3amuTa MyJIbIbL

2. B peakux ciayyasx OIpOAyKT MOXKET BBI3BAaTh UyYBCTBUTENIBHOCTb. [Ipy BOSBHUKHOBEHUHU peakuit
peKOMeHayeTCsl TPEKPaTHTh NCIIOJIB30BAHNE MTPOAYKTA H OOPATUTHCS K Bpauy.

INOKA3AHUMSA K IPUMEHEHUIO

1. IIOAI'OTOBKA 3YEOB

a) [lonroroBbTe 3yOBI OOBIYHBIM CIIOCOOOM. [IJ1S1 3aIIMTHOTO MOKPBITHS ITYJIBIBI HCIIOTIB3YHTE
THJIPOOKHCDH KaJbITHS.

b) Ouncrute noAroToBNICHHBIE 3yOBl A0Pa3UBHBIME MaTepUallaMd M BOJIOH.

¢) [IpomoiiTe 3yOBl BOJAOK M IPOAYHTE BO3AYXOM O€3 YacTHI[ BOABI U Macel Ul BRICYIIMBAHUSA B 2-3
KOPOTKMX MHTEpBaJla UM IPOMOKHUTE HACyX0 BaTHBIM TamroHoM. He nmepecymmBaiite!

2. IOAI'OTOBKA PECTABPALIMN

Yo6enurecs, 4TO pecTaBpaius MpeaBapuTEIbHO 00padoTaHa U UCIIOIB3YETCS B COOTBETCTBUH C
AHCTPYKIUSIMH U3TOTOBUTEI.

3. AO3UPOBAHMUE IIOPOLIKA U XXKNJIKOCTU

a) CtaHaapTHOE COOTHOIIICHUE MMOPOIIKA U KUAKOCTH cocTtaBiseT 1,6 T~ 1,81/ 1,0 T (cirerka
CKOPPEKTUPOBAHO B COOTBETCTBUU C MPAKTUKOM MCIIOJIB30BAHUS U TEMIIEPATYPOH OKpYXKaroled cpenpl),
1 nmonnast MepHasl JIOKKa MOPOIIKa Ha 2 KAIUIM KUJIKOCTH.

b) st TouHOrO MO3MPOBaHHMS MOPOIIKA ClIeTKa MOCTy4nTe (hirakoHOM 1o pyke. He Tpsicute u He
MepeBOpaYNBaKTE.

C) [epxute (haKoH C )XKUAKOCTHIO BEPTHKAIEHO M OCTOPOXKHO COXXMHUTE.

d) 3akpoiite (IaKOHBI cpa3y MOCIE MCIIOIb30BAHMSL.
4. CMEIIMBAHUE

Hacpimbre mMopomok W KUAKOCTh Ha Oymary uisi 3amermmrBaHus. C MOMOIIBIO IMJIACTHKOBOTO IIMTATEIs
JI00aBbTE BECh MOPOIIOK B KHUIKOCTh. BBICTPO mepeMernaiite B TeueHue 45 cekyH/I.

[Mpumeuanue: [Ipu cmemmBanun OOMBITUX 00BEMOB Pa3JeNUTE MOPOIIOK HA JIBE PABHBIE YACTH.
[TonHOCTBIO CMelIaiiTe MEepPBYIO0 YacTh CO BCEW JKUAKOCTHIO. J|00aBbTE€ OCTABINYIOCSA YacTh M TIIATEIHEHO
nepeMeniaiTe (B 0OIIEH CIOKHOCTH OKOJIO 45 CeKyHI).

5. HEMEHTHUPOBAHUE

a) IlokpoiiTe BHYTPEHHIOIO MOBEPXHOCTb PECTABPALMM JOCTATOYHBIM KOJMYECTBOM LIEMEHTa M Cpasy
BBITIOJHHUTE TTOcanKy. Pabodee Bpemsi cocraBiseT MeHee 3 MHUHYT OT Hadama cMmemmBaHus mpu 23 °C
(73,4 °F). Bonee BrIcOKast TeMIieparypa COKpamaeT padodee Bpems.

b) [lomnepxuBaiiTe ymMepeHHOE JaBICHHE.

¢) HaunnaiiTe ynansars TUIIHAIA IIEMEHT, MOCIIe TOTO, KaK M30BITOK I[EeMEHTa CTaHeT 3JIaCTHYHBIM.
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d) ®uaumHyo 00paboTKy MOXXHO Ha4aTh uyepe3 1,5~8 MHUHYT MOCIe MOCaIKh PeCcTaBpaluu.
e) Bo Bpemst HaHeceHUs BO/Ia M CITIOHA HE JOJDKHBI MOMAgaTh B pabouyio 30HY.

XPAHEHUE
XpaHuTh B MpoXJIagHOM TeMHOM Mecte (4-25 °C) (39,2-77,0 °F).
(Cpoxk romaHOCTH: 2 TOAA C AATHI H3TOTOBIICHUS)

YIIAKOBKA

1. mopo1oxk,

2. )KAIKOCTb,

3. MepHas JIOKKa IS [TOPOIIIKa,
4. Gymara IS CMELIMBAHHSL.

MEPBI IIPEJOCTOPOXKHOCTHU

1. Ilpu KOHTaKTe C TKaHAMH MOJOCTH PTa HJM KOXeH HEeMeIJICHHO ylIaluTe Mmarepuan TyOKoil wim
TAMITOHOM, CMO4YeHHBIM crnuproM. [Ipomoiite Bomoi. UToObl M30€kaTh KOHTaKTa W IS W3OJSIHH
pabodero monis OT KOXU WM TKAaHU IIOJIOCTH PTA, MOXKET HMCIIOIb30BAThCS PE3MHOBAsl IMPOKJIAAKA Ul
3aIIUTHI OT CIIOHBI M/ WIIM Macyio Kakao.

2. Ilpn momasaHuy B I71a3a HEMEAJICHHO IMPOMOWTE BOJON M 00paTUTECh 38 MEANIINHCKOM TTOMOIIIBIO.

3. HE CMEIIMBAWTE nopomoK WIM >KHAKOCTh C KOMIOHEHTAMH JPYIMX CTEKJIOMOHOMEPHBIX
LIEMEHTOB.

4. OTOT MPOAYKT HE TpeAHAa3HAYEH IS 3aIOTHEHHUS WIIH TOCTPOSHUS KYJIbTH 3y0a.

5. O 11000M cepre3HOM MHLUICHTE, IPOU3OLIEIIIEM C H3eIHEM, HEOOX0AUMO COO0IATh
NPOU3BOAUTENIO U KOMIIETEHTHOMY OpraHy Ball€il CTpaHBI.

6. YTunm3zamus 10ypKHA TPOU3BOJUTHCS B COOTBETCTBHH C MECTHBIMH TTPABHIIAMH.

I'apanTun

N3I'OTOBUTEJIb rapantupyer, 4Yro gaHHOE u3xenue He OyaeT UMeTh Ne(pEeKTOB, KaCAroIIUXCs
matepuana uiu usroropinenus. U3TOTOBUTEJIb HE JAET HUKAKUX JPYIUX TAPAHTUMN,
BKIIIOYASA JIIOBBIE TTIPEAITIOJIATAEMBIE TAPAHTHUM BOCTPEBOBAHHOCTHW HA PBHITKE
WJIN IMPUT'OJHOCTU U1 OIIPEAEJIEHHBIX Y3KO B3ATBIX CIIVUAEB. Ilonp3oBarens Hecer
OTBETCTBEHHOCTH 3a ONpPEICIICHHUE MPUTOAHOCTH MPOAYKTa IS MpUMeHeHus. Eciam y manHoro m3menus
oOHapykuBaroTcs JAe(eKThl B TeYeHHWE TapaHTUHHOTO CpOKa, HMCKIIOYHTEIBHBIM CPEJICTBOM Ballen
3a0IUTl U eIUHCTBEHHBIM oOs3atenscTBoM M3IOTOBUTEJIS Oymer peMOHT wiaM 3aMeHa H3IETHS
N3IrOTOBUTEJIA.

OrpannyeHne 0TBETCTBEHHOCTH

3a HCKIIOYeHHEeM ciiydaeB, 3amnpenieHHbIX 3akoHoM, U3[OTOBUTEJIb He HeceT OTBETCTBEHHOCTH 3a
nro0ble  YOBITKM WM yiiepOd, CBs3aHHBIE C JaHHBIM H3/enueM, OyAb TO TpsMble, KOCBEHHBIC,
(hakTHUecKue, CIIyJaiiHbIe WIH MOCIEIYIONIHE HE3aBUCUMO OT YTBEP)KICHHBIX CHCTEM OIICHKH, BKITIOUAS
TapaHTHIO, JOTOBOP, HEOPEKHOCTh UM OTBETCTBEHHOCTb.
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CuMBOJIBI, IPUMEHsIEMbIe TIPH MAPKHMPOBaHUHA

i TeMnepaTypHbIil 1nanasoH 8 Hcnone3oBath 10

e
— .
! He nomyckats Bo3nencTBUS LOT

COJIHCYHOT'O CB€Ta

Kox maptuu

e
Bepeur ot Biaru d HsroroBurens
A Ocroposxno! ObpaTtuTrecs K I::[i] OObparnTech K MHCTPYKIMH IO TPHMEHEHHUIO
MHCTPYKIUH 110 IPUMEHEHUIO
Y HUKaNbHBII Ty IToBTOpHOE UCTIOIB30BAHNE MATEPUATIOB
UJEHTU(UKAMOHHBIN HOMED o
W3JeIHs
MenuuHCcKoe n3enue @l CrpaHa U3roTOBICHUS
YonHOMOYeHHBIN MpeAcTaBUTENs B EBponeiickom coolriecTBe
Rx Bunmanmne: @enepanpubiii 3akoH CIIA orpaHn4mBaeT MpoAaxy 3TOTO M3AENUS TOIBKO

CTOMATOJIOTaMU HJIM IO PCUCIITY.

ONLY

‘ Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City, Shandong Province,
276800, Kurait

www.hugedental.com  marketing@hugedental.com

MedNet EC-REP GmbH
Auxpec: Borkstrasse 10, 48163 Muenster, I'epmanus

C€

1639 /3nak coomeemcmeus CE: ISO 13485:2016/
/Paspewen FDA ona nocmasku na puiHok covima /
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Crexnounonomepuniii uement (Glass lonomer Cement) — LuFill HS
WHCTPYKUHSA 10 MPUMEHEHHIO

HckarounTeapHO JJIA UCITOJIB30BaHUA KBaJII/I(i)I/IHI/IpOBaHHI)IMI/I cToMaTojioraMmu B COOTBETCTBUHU C
IMMOKa3aHUuAMM K IPUMCEHCHUIO.

INOKA3AHUMSA K IPUMEHEHUIO

1. lleMeHTHpOBaHUE METAIIMYECKUX BKJIAJOK, HAKJIaJ0K, KODOHOK U MOCTOB.

2. llemeHTHpOBaHUE BCEX BHICOKOMPOUYHBIX (Ha OCHOBE TUOKCHAA LIUPKOHUS) KEPaMUUECKUX KOPOHOK U
MOCTOB.

3. llemenTrpoBaHre MTU(TOB W BUHTOB M3 METAJIA FJIA BBICOKOTIPOYHON KEPaAMUKH.

4. llemeHTHpOBaHUE OPTOJJOHTUYECKUX MOJIOCOK.

5. Jledenne kapreca B HEHAIIPSDKEHHOW 00JIacTH

ITyHkT Jns pukcanun Jis mmomOupoBaHus
COOTHOIICHHE MOPOIIOK / KUIKOCTH (T / T) 1,6~1,8/1,0 2,3~ 2,5/1,0

Bpewms cMemBanus (MMH., CeK.) 45" 45"

Pabouee Bpems (MuH., cek.) (pu 23 °C) (ot 200" ~ 300" 1'30" ~ 200"

Hayvaa CMEIIBaHUS)

Uucroe BpeMst 3aTBEPACBAHMS 1'30" ~ 8'00" 1'30" ~ 6'00"

MPOTUBOIIOKA3AHUS

1. 3amuTa MyIBIIEL.

2. B penxux ciaydasx IPOJYKT MOXKET BBI3BAaTh UyBCTBUTEIHHOCTH. [IpH BOSHNKHOBEHHUH peaKkIni
peKOMeHayeTCsl TPEeKPaTHTh NCIIOJIB30BAHNE MTPOAYKTA H OOPATUTHCS K Bpady.

IMOKA3AHUSI K IPUMEHEHUIO

JJISI LUTING

1. TIOJAI'OTOBKA 3YBOB

a) [ToarotoBbTe 3yOBI OOBIYHBIM CIIOCOOOM. [IJIs 3aIITUTHOTO TMOKPBITHS MYJIBIBI HCIIONB3YHTE
THUAPOOKHCH KaJIbIIHSI.

b) Ouucrtrure MOArOTOBIEHHBIE 3yOBI a0pa3UBHBIMU MaTEpUATaMH M BOIOM.

¢) IIpomoiite 3yObI BOJOM U MPOAYHTE BO3AYXOM 0€3 YaCTHII BOJBI M Maces IS BBHICYIIUBAHUS B 2-3
KOPOTKHUX MHTEpBaJa WM MIPOMOKHUTE HACYX0 BaTHBIM TaMIoHOM. He mepecymmBaiite!

2. TIOAI'OTOBKA PECTABPAIIUU

Yo6enureck, 9TO pecTaBpaIis MpeIBapuTEIbHO 00padoTaHa W UCITOIB3YETCS B COOTBETCTBUH C
HHCTPYKITUSMH U3TOTOBUTEIIS.

3. JOBMPOBAHHUE ITIOPOIIKA U XXMJKOCTU

a) CtangapTHOE COOTHOIICHHE MMOPOIIIKA U XKHUAKOCTH cocTtaBiseT 1,6 T~ 1,81/ 1,0 T (cierka
CKOPPEKTHPOBAHO B COOTBETCTBUU C MPUBBHIYKON MCTIOIB30BAHUS U TEMIIEPATYPOH OKpPYKAIOIIEeH Cpelsl),
1 J1oXKa MOopoILIKa Ha 2 KAk KUAKOCTH.

b) Jlist TowHOTO MO3MPOBAHUS MOPOIIIKA CIIETKA MOCTyunTe (hI1akoHOM 1o pyke. He Tpsicure u He
nepeBopauyMBaiTe.

C) epxute (IaKOH C KUIKOCTHIO BEPTUKATBHO U OCTOPOIKHO COXKMHTE.
d) 3akpoiite (1akOHBI cpa3y MOCIEC HUCIOJIb30BAHMS

4. CMEIINBAHUE

HacrpImbTe mMOpOIIOK W KUIKOCTh Ha OyMary Uil 3amermuBaHus. C ITOMOIIBIO TUTACTHKOBOTO IIITATEIS
J00aBbTE BECh MOPOIIOK B JKUAKOCTh. BBICTpO mepemernaiite B TeueHue 45 CEKyHI.
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IIpumeuanue:
[Ipu cmemuBanuy OOIBIIUX 0OBEMOB pa3feNuTe MOPOLIOK Ha JBE PaBHbIC YaCTH.
[TomHOCTRIO CcMeTTaiiTe MEePBYIO YacTh CO BCEH JKUIKOCTHIO. JI00aBhTE OCTABINYIOCS YaCTh W THIATEIHHO

nepememniaite (B 00IIeH CIOKHOCTH OKOJIO 45 CEeKyHN).

5. HEMEHTHUPOBAHUE

a) IloxpoiiTe BHYTPEHHIOIO TOBEPXHOCTh PECTaBpalMH JOCTaTOYHBIM KOJIMYECTBOM IIEMEHTa M Cpasy
BEIITOJTHUTE MOcanky. Pabodee Bpemsi cocTaBiisieT MeHee 2-3 MUHYTHI OT Hadasia cMemuBanus npu 23 °C
(73,4 °F). bonee BpIcoKas Temreparypa COKpaiiaer pabodee BpeMs.

b) IlonnepxuBaiiTe yMepeHHOe daBIICHUE.

¢) HaunnaiiTe yaansaTs IWIIHANA [IEMEHT, MOCIIe TOTO, KaK N30BITOK IIEMEHTa CTaHEeT 3JIaCTHYHBIM.

d) ®unnmHyo 00paboTKy MOXKHO HadaTh yepe3 1,5~8 MUHYT mocie mocalku pecTaBpaluy.

¢) Bo Bpemst HaHeceHHs BOJa U CIIOHA HE JOJDKHBI IIONafaTh B pabouyio 30HY.

JUISL FILLING
1. IO3UPOBAHUE TIOPOIIIKA 1 XUJIKOCTHU

a) CtaHaapTHOE COOTHOIIICHUE ITOPOIIKA U XKHUIKOCTH cocTaBisieT 2,31 ~2,5 1/ 1,0 T (cierka
CKOPPEKTHPOBAHO B COOTBETCTBUU C MPUBBHIYKON MCIIOIB30BAHUS U TEMITEPATYPOH OKpPYKAIOIICH Cpelsl),
1 moskka moporka Ha 1 Karo KUIKOCTH.

b) ns ToyHOrO 103MPOBaHMS MOPOLIKA ClIeTKa MOCTy4nuTe (i1akoHOM 1o pyke. He Tpsicute u He
nepeBopaunBaiTe.

C) Jepxxute (hrakoH C JKHUAKOCTHIO BEPTHKAIBHO M OCTOPOXKHO COXKMHUTE.

d) 3akpoiite GakoHBI cpa3y MOCIe UCTIONb30BAHUS

2. CMEIIMBAHHUE

Hacpimbpre mOpomok u >KMAKOCTh Ha Oymary uisd 3amemmBaHus. C IMOMOIIBIO IUIACTHKOBOTO IITIATEIS
paszienuTe TMOPOIIOK Ha 2 paBHBbIe yacTd. CMemaiTe MEpBYIO 4YacTh CO BCEH KUAKOCTHIO. J[0O0aBbTe
OCTaBUIYIOCS YacTh W THIATEIHHO IepeMeniaiTe (odmee BpeMs - 45 CeKyHN).

IIpumeuanue:

[Tpn cmemBaHUY OOJBIINX OOBEMOB pa3ZeNTe MOPOIIOK Ha JIBE PaBHBIE YaCTH.

[TonHOCTBIO CcMeIIaliTe MEePBYIO YacTh CO BCEH XKHUAKOCTBHIO. Jl06aBhTE OCTABIIYIOCS YacTh M THIATEIHHO

nepemeniaiite (B oOIIEH CIOXKHOCTA OKOJIO 45 CeKyH).

3. TEXHHKA PECTABPAIINU

a) ITlogroroBere 3y0, HMCHONB3Yys CTAaHAAPTHYIO TEXHHUKY. YIAINTE TOJIBKO KAapHO3HYIO TKaHb, HE
TpebyeTcst o0IMpHAas MEXaHUYeCKasi PETEHIIHSL.

b) Ipoayiite momocTs BO3mMyxoM 0e3 COmep)KaHHs BOABI U Macel, IS BBHICYIIMBAHUS 2-3 KOPOTKUMH
HMHTEpBaJaMH WM IPOMOKHHUTE HAaCyX0 BaTHbIM TaMnoHoM. He nepecymnBaiite!

¢) Cwmemaiite HeoOXomamMoe KOJMYECTBO IleMeHTa. PabGouee Bpems cocraBnsier 1,5~2 MHHYTHI TIpH
temneparype 23°C (73,4°F). Bonee BbICOKas TeMmneparypa cokpamiaetr pabodee BpeMs.

d) Y amure nosepxaoctayio Buary, Ho HE OBCYIIIMBAMTE.

e) HanecuTe 1ieMeHT Ha MOATOTOBJICHHYIO 00JacTh C MOMOIIBIO IITPHUIIA UITH TOJAXOASAIIEr0 HHCTPYMEHTa
JUISl HAaHECEHUSI.

f) ChopmupyiiTe KOHTYp B T€UEHHE MEPBBIX 2 MUHYT CXBATHIBAHMSL.

g) Yucroe Bpems CXBAaThIBAaHUS COCTaBIACT 1,5~0 MHHYT ¢ MOMEHTa OKOHYAHHUS CMCIIMBaHHUI B
3aBHCHUMOCTHU OT COOTHOIICHUS opotKa u kuakocta (23°C).

4. ®DUHUIIHAS OBPABOTKA
a) OHOBHM3HUTHAS Tepanus

1) Yepes 7-10 MHHYT TOCiE TEPBHYHOTO CXBATHIBAHHUS CKOPPEKTUPYHTE KOHTYp, OTIONHPYHTE W
ormumdyiite BE3 OPOIIEHU A BOJIOM ¢ ucnons3oBannem CTaHJAPTHBIX METOJIOB.

2) Hanecute cranmapTHBIN ruapou30saiuonHbiii areHT GIC nuiau Ba3elnH Ha MOBEPXHOCTh PECTABPAIlHH,
9TOOBI 3aIMUTHTH OT BOJIBL.

b) CTanaapTHBIA METOT
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Uepes 24 yaca mocie MOCTaHOBKH, OTIOJIUPYHTE pecTaBpalliio CTpyeill BOABI, MCIIONB3Ys CTaHAAPTHHIC

TCXHHUKU.

XPAHEHUE
XpaHuTh B MpoXJIagHOM TeMHOM Mecte (4-25 °C) (39,2-77,0 °F).
(Cpoxk romaHOCTH: 2 TOAA C AATHI H3TOTOBIICHUS)

YIIAKOBKA

1. mopo1oxk,

2. KHJKOCTb,

3. MepHas JIOKKa IS TTOPOIIKa,
4, 6ymara Juisi CMEIITMBaHHUA.

MEPBI IIPEJOCTOPOKHOCTHU

1. Ilpu KOHTaKTe C TKaHAMH MOJOCTH PTa HJM KOXeH HEeMeIJICHHO ylIaluTe Mmarepuan TyOKoil wim
TAMITOHOM, CMO4YeHHBIM crnuproM. [Ipomoiite Bomoi. UtoObl M30€kaTh KOHTaKTa W IS W3OJISIIUU
pabodero monis OT KOXM WM TKAaHU IIOJIOCTU PTa, MOXKET HCIIOJIB30BATHCA PE3MHOBAsS MPOKIAAKA AT
3aIIUTHI OT CIIOHBI M/ WIIM Macyio Kakao.

2. Ilpn momasaHuy B I71a3a HEMEAJICHHO IMPOMOWTE BOJON M 00paTUTECh 38 MEANIINHCKOM TTOMOIIIBIO.

3. HE CMEIIMBAWTE nopomok WIM >KHAKOCT C KOMIIOHEHTAMH JPYTMX CTEKIOHOHOMEPHBIX
LIEMEHTOB.

4. O nar1000M CEpbEe3HOM WHIMACHTE, WPOU3OMICHIIEM C HW3IEIHEeM, HEeO0OX0AUMO CcooOIaTh
MIPOU3BOAUTENIO Y KOMIIETEHTHOMY OpraHy Balleil CTpaHBI.

5. YTunmu3zamus 1opkKHa MPOU3BOJUTHCS B COOTBETCTBHH C MECTHBIMH TTPABHIIAMH.

T'apanTun

N3IOTOBUTEJIb rapanTHpyer, 4Yro OaHHOE u3menue He OyaeT UMeTh MedeKTOB, KaCArOIIUXCS
matepuana uinu  u3rotoBieHus. M3I'OTOBUTEJIb HE HAET HUKAKHWX APYIUX TAPAHTUM,
BKJIIOYUASA JIIOBBIE TIPEAIIOJIATAEMBIE TTAPAHTHMN BOCTPEBOBAHHOCTHU HA PBITKE
WK TIPUT'OJHOCTU U1 OIIPEJAEJIEHHBIX Y3KO B3ATBIX CIYYAEB. Ilons3oBaTens HeceT
OTBETCTBEHHOCTh 3a OMNpeAeSieHUe MPUTOJHOCTH MPOAYKTa Juis mpuMeHeHus. Ecnu y naHHOTO M3Aenus
oOHapyXHuBalOTCS Ne(EKTHl B TEUCHHE TapaHTHITHOTO CPOKA, HCKIIOYUTEIFHBIM CpPEACTBOM Balei
3aUTBl U eAMHCTBEHHBIM o0s3aTenbeTBOM M3TOTOBUTEJIS OynmeT peMOHT WM 3aMEHA HW3ICIUS
N3I'OTOBUTEJIA.

OrpaHuyeHue OTBETCTBEHHOCTH

3a HCKIIOYeHHEeM ciiydaeB, 3amnpenieHHbIX 3akoHoM, U3[OTOBUTEJIb He HeceT OTBETCTBEHHOCTH 3a
mo0ble  YOBITKM WM ymiepO, CBS3aHHBIE C JaHHBIM HW3IENHEeM, Oyab TO TIpsSMbIe, KOCBCHHEIC,
(hakTHUecKue, CIyJalHbIe WM MOCICIYIONINE HE3aBUCUMO OT YTBEPIKICHHBIX CUCTEM OIICHKH, BKJIIOYAs
TapaHTHIO, JOTOBOP, HEOPEKHOCTH WITH OTBETCTBEHHOCTS.
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CuMBO.JIBI, IPUMEHsIeMbIe TIPH MAPKUPOBAHUM

i TemneparypHsblil Auana3oH 8 Hcnonws3oBats 10
~hle
— o
| He nonyckate Bo3nelcTBus LOT Kon nmaprum
u
COJITHEYHOT'O CBETa
i ~
Bepeub ot Biaru HsroroButens
A Ocropoxno! ObpaTtuTecs K I::[i] OObparuTech K MHCTPYKIIMH IO TPHMEHEHHUIO
WHCTPYKIIUH 110 TPUMECHEHHIO
uDI YHUKaIbHBIN Y IToBTOpPHOE KCIIOIB30BAHUE MATEPUAIIOB
UICHTU(UKAITMOHHBIN HOMED LT
W3eIus
MeaunuHCKOE U3enue @l CrtpaHa U3roTOBJICHHS
YIOJIHOMOYCHHBIN MPeACTaBUTENs B EBporneiickoM coolriecTBe
Rx Buumanne: ®enepanpubiii 3akoH CILA orpaHn4mBaeT npoaaxy 3TOTO M3AETHS
CTOMATOJIOTAMU HJIM IO PELenTy.
ONLY Penenty

‘ Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City, Shandong Province,
276800, Kuraiickas Haponnas PecmyOmuka

www.hugedental.com  marketing@hugedental.com

MedNet EC-REP GmbH
Anpec: Borkstrasse 10, 48163 Muenster, I'epmanus

C€

1639 /3nax coomeemcmeus CE: ISO 13485:2016/
/Paspewen FDA ons nocmaexu na peihox covima /

150*190 mm 602
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Oo6Hoeneno: 11 mapra 2024 r.

Crexsnononomepubiii nement (Glass lonomer Cement) - Filling |
WHCTPYKUHSA 10 MPUMEHEHHIO

HckarounTeapHO JJIA UCITOJIB30BaHUA KBaJII/I(I)I/IHI/IpOBaHHI)IMI/I cToMaTojioraMmu B COOTBETCTBUHU C

IMMOKa3aHWAMH K IPUMCHCHMUIO.

MNOKA3AHUA K IPUMEHEHHIO

1. PecraBpanus cMeHseMBIX 3y00B;

2. PecraBpauuu nonocreit knacca IIl, V u orpannueHHOe NpUMEHEHHE IIPU NOJIOCTSX Kinacea [;
3. ba3oBble MPOKIIAIKH MO/ KOMIIO3UT U amMalibramy.

4. IocTpoeHue KyapTH 3y0a.

CoOOTHOIICHHE MTOPOIIOK / KUIKOCTH (T / T) 2,3~2,9/1,0

Bpemst cmemmBanus (MUH., CEK.) 1'00"

PaGouee Bpems (MuH., cek.) (mpu 23 °C) (or Hayana cMmemuBanus) | 1'00"~2'00"

Bpems 3arBepaeBanus (Iociie OKOHYAHUS CMEIITMBAHUS) 1'30"~6'00"

IMPOTUBOINIOKA3AHUA

1. 3amuTa MyNbIIbL.

2. B peaxux ciydasx MpOAyKT MOXKET BBI3BATh YYBCTBUTCIBHOCTh Y HEKOTOPBIX Jiroaei. [Ipu
BO3HUKHOBEHHH TAKUX PEAKIINA, PEKOMEHIYETCS MPEKPATUTh UCIIOIB30BaHNE MTPOIYKTa M OOPATUTHCS K

Bpauy.

IMOKA3AHUSA K IPUMEHEHUIO

1. JO3MPOBAHMUE ITOPOILLKA 1 XUAKOCTU

a) CtanapTHOE COOTHOIICHHE MOPOIIKA U XKHUIKOCTU cocTarisieT 2,31 ~ 2,91 1,0 r (cnerka
CKOPPEKTHPOBAHO B COOTBETCTBUU C IIPUBBIYKON MCIIOIB30BAHUS U TEMIICPaTypOl OKPY’KarolleH cpebl),
1 5o’kKa mopouika Ha 1 Karito >KUJKOCTH.

b) JIns TouHOro MO3MPOBAaHUS MOPOINKA CJErKa MOCTydyuTe (uakoHOM Mo pyke. He Tpscute u He
nepeBopaurBaiTe.

¢) Jepxute (hIakoH C )KUAKOCTHIO BEPTHKAIBHO H OCTOPOXKHO COKMUTE.

d) 3akpotiTe hrakoHEI cpaszy MOCIe UCTIOIB30BAHUS

2. CMEIIMBAHUE

HanecuTe mopomiok u >KUAKOCTH Ha OyMary I cMeImIMBaHHUsS. VICHoONbp3ysl IUIACTUKOBBIN MINATeNb,
paszienuTe MOPOIIOK Ha 2 paBHBIE 4acTH. [lepeMerniaiiTe mepByr 4acTh CO BCEH KHAKOCTHIO. JloOaBhTe
OCTaBIIYIOCS YacTh U BCE TIIATEIBHO MepeMemnaiite (obmiee Bpems B mpenenax 60 cekyHm).

3. TEXHUKA PECTABPALINU

a) TloarotoBsTe 3y0, HCMIONB3YSA CTAHAAPTHYIO TEXHHKY. YJAIUTE TONBKO KApUO3HYIO TKaHb, HE
TpeOyeTcst OOIMpPHAs MEXaHHYECKas PEeTeHIIHSL.

b) MponyiiTe momocTh BO3MyXOM Oe3 COJCPIKAHUS BOMABI MM MAcei JUIs BBICYIIHBaHHS 2-3 KOPOTKHUMH
WHTEpBAIaMU UJIU IPOMOKHUTE HACYXO BaTHBIM TamnoHoM. He nepecymusaiire!

¢) CwmemaiitTe HeoOXOOWMMOE KONIMYECTBO IeMeHTa. Pabodee Bpems cocTaBisieT 1~2 MHHYTHI IIpH
temneparype 23°C (73,4°F). Bonee BbICOKas TeMmneparypa coKpariaer padboduee BpeMmsl.

d) Vaanmute nosepxuoctHyio Biary, Ho HE OBCYIIIMBAMTE.

¢) HanecuTe meMeHT Ha MOITOTOBICHHYIO 00JIACTh C MIOMOIIIBIO IITPHUIA UK TTOIXOIAIIETO HHCTPYMEHTA
JUIA HAHCCCHMU .
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f) ChopMupyiiTe KOHTYp B TCUCHHE MIEPBBIX 2 MUHYT CXBAaThIBAHUA.
g) Uwucrtoe Bpems CXBaTbIBaHHS COCTaBIsAeT 1,5~6 MHUHYT C MOMEHTa OKOHYaHMUS CMEIIMBAHUSA B
3aBUCHUMOCTH OT COOTHOIICHUS TTopotnka u kuakocta (23°C).

4. DUHMIIHAS OBPABOTKA
a) OHOBHU3UTHAS TEpaIus

1) Yepes 7-10 MMHYT mocie NEpPBHYHOTO CXBATHIBAHHUS CKOPPEKTHPYHTE KOHTYp, OTIONMPYHTE H
ornumdyiite BE3 OPOILEHU A BOZ[OI71 C UCITOJIB30BAHUEM CTAaHJIAPTHBIX METOOB.

2) HaHecuTe cTaHIApTHBIA TMIPOM3OSIMMOHHBIA areHT IS CTCKIOMOHOMEPHOTO IIEMEHTA HIIM BA3EIUH
Ha MMOBEPXHOCTh PECTaBPAIIMH, YTOOBI 3aAITUTUTE OT BOJIBI.

b) CTanaapTHBIA METOT

Uepes 24 yaca mocliie MOCTaHOBKHU, OTIOJUPYWUTE pPEeCcTaBpalluio CTpyed BOJbBI, UCIOJb3Ys CTaHJAapTHHIE
TEXHUKH.

XPAHEHUE
XpaHuTh B MpoxJIagHOM TeMHoM Mecte (4-25 °C) (39,2-77,0 °F).

(Cpok romHocTu: 3 r0/a C IaThl U3TOTOBJICHHUS)

YIIAKOBKA

1. mopo1oxK,

2. KHUJKOCTb,

3. MepHas JIOKKa IS TOPOIIKa,
4. Gymara Iuisi CMEIITMBaHUA.

MEPBI IIPEJOCTOPOXKHOCTHU

1. Ilpy KOHTaKTe C TKaHSMH IOJIOCTH PTa WJIH KOXEH HEMEIICHHO YJAMTe MaTephan ryOKod wiu
TAMITOHOM, CMO4YeHHBIM crnuproM. [Ipomoiite Bomoi. UtoObl M30€kaTh KOHTaKTa W IS W3OJISIIUU
pabodero moJsl OT KOXU WJIM TKaHH MOJIOCTH PTa, MOXKET HCIOJIB30BATHCS PE3MHOBAs IPOKIAIKa JUIS
3aIUTHI OT CIIOHBI M/ WM Macjio Kakao.

2. Ilpn momasaHuy B I71a3a HEMEAJIEHHO IMPOMOWTE BOJOH M 00paTUTECh 38 MEANIINHCKOM TTOMOIIBIO.

3. HE CMEIIMBAWTE nopomoK MIM >KHAKOCTh C KOMIIOHEHTAMH JPYTHX CTEKIOMOHOMEPHBIX
LIEMEHTOB.

4. O nro0oM cepbe3HOM WHIMJICHTE, IPOM3OIIEAINIEM C H3AEINeM, HeoO0X0AuMO CooO0IaTh
MPOU3BOAUTENIO Y KOMIIETEHTHOMY OPraHy Balllel CTpaHBI.

5. YTunmu3zamus 1omkHa MPOU3BOJUTECS B COOTBETCTBHH C MECTHBIMH TTPABHIIAMH.

T'apanTun

N3TOTOBUTEJIb rapanTupyeT, 49TO JaHHOE WU3Jende He OymeT uMeTh IeEeKTOB, KacarolTUXCs
Matepuana unu  usroropienus. M3ITOTOBUTEJIb HE JJAET HUKAKMX JIPYIUX TAPAHTUM,
BKJIIOYUASA JIIOBBIE TIPEAIIOJTATAEMBIE TTAPAHTHMHN BOCTPEBOBAHHOCTHU HA PBITKE
WX TIPUT'OJHOCTU U1 OIIPEJAEJIEHHBIX Y3KO B3ATBIX CJIIYUAEB. Ilons3oBaTeinb HECET
OTBETCTBEHHOCTh 3a OMpejAeSieHHe MPUTOJHOCTUA MPOAYKTa Juis mpuMeHeHus. Ecnu y naHHorOo M3aenus
oOHapyXuBalOTCS Ne(EKTHl B TEUCHHE TapaHTHIHOTO CPOKA, HCKIIOYUTEIFHBIM CpPEACTBOM Balei
3aUTBl U eAMHCTBEHHBIM o0s3aTenbeTBOM M3TOTOBUTEJIS OynmeT peMOHT WM 3aMEHa HU3ICIUS
N3IrOTOBUTEJLA.

OrpaHuyeHue OTBETCTBEHHOCTH

3a HCKIIOYeHUEM ciiydaeB, 3amnpenieHHbIX 3akoHoM, U3[OTOBUTEJIb He HeceT OTBETCTBEHHOCTH 3a
a00ble  YOBITKM WM yIiepO, CBS3aHHBIE C JaHHBIM H3IEIHEM, OyAb TO THpsMble, KOCBCHHEIC,
(hakTHUecKkue, CIIyJaiiHbIe WITH MTOCIEIYIONINE HE3aBUCUMO OT YTBEP)KICHHBIX CHCTEM OIICHKH, BKITIOUAS
TapaHTHIO, JOTOBOP, HEOPEKHOCTh WITH OTBETCTBEHHOCTE.
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CuMBOJIBI, IPUMEHsIEMbIE TIPH MAPKUPOBAHUM

i TeMnepaTypHbIil 1nanasoH 8 Hcnone3oBath 10

! He nomyckathe BO3nenCTBUSA LoT Kox maptuu
COJIHEYHOTO CBeTa
Bepeur ot Biaru d HsroroBurens

Ocroposxno! ObpaTtuTrecs K I::[i] OObparnTech K MHCTPYKIMH IO TPHMEHEHHUIO
MHCTPYKIUH 110 IPUMEHEHUIO
YHUKaIbHBIN

HUJICHTU(UKAITUOHHBIA HOMED
H3IEIUS

MenuinnHcKOe U3aenue CrpaHa U3roTOBJIEHUSI
P

YonHOMOYeHHBIN MpeAcTaBUTENs B EBponeiickom coolriecTBe

HOBTOpHOG HCIIOJIb30BAHUE MaTCpHUAIOB

o

Rx Buumanne: ®enepansubiii 3akoH CILA orpaHn4muBaeT npoaaxy 3TOTO M3ACTHS
CTOMATOJIOTAMH WJIM IO PELIENTY.
ONLY PeRemLY

‘ Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City, Shandong Province,
276800, Kuraiickas Haponnas PecmyOmuka

www.hugedental.com  marketing@hugedental.com

[ec [rer] MedNet EC-REP GmbH
Anpec: Borkstrasse 10, 48163 Muenster, I'epmanus

C€

1639 /3nax coomeemcmeusn CE: ISO 13485:2016/
/Paspewen FDA ons nocmagxu na pvinox covima /

140*180mm 602
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Glass lonomer Cement-Luting |
Instructions for Use

For use only by a dental professional in the recommended
indications.

RECOMMENDED INDICATIONS

1. Cementation of metal-based inlays, onlays, crowns and bridges.
2. Cementation of high strength (zirconia based) all ceramic crowns
and bridges.

3. Cementation of posts and screws made of metal or high-strength
ceramic.

4. Cementation of orthodontic bands.

Powder/liquid ratio (g/g) 1.6~1.8/1.0
Mixing time (min., sec.) 45"
Working time (min., sec.) (at 23°C) LA
(from start of mixing) <300

Net setting time(from end of mixing) 1°30"~8°00"

CONTRAINDICATIONS

1. Pulp capping.

2. In rare cases the product may cause sensitivity in some people. If
any such reactions are experienced, discontinue the use of the
product and refer to a physician.

DIRECTIONS FOR USE

1. TOOTH PREPARATION

a) Prepare tooth in usual manner. For pulp capping, use calcium
hydroxide.

b) Clean the prepared teeth with pumice and water.

c) Blow the preparation dry in only 2-3 short intervals with water and
oil-free air or dab dry with cotton pellets. Do not over-dry!

2. RESTORATION PREPARATION

Make sure that the restoration is pretreated and handled according
to the manufacturer’s instructions.

3. POWDER AND LIQUID DISPENSING

a) The standard powder to liquid ratio is 1.6g~1.8g/1.0g (slightly
adjusted according to use habit and environmental temperature), 1
level scoop of powder to 2 drops of liquid.

b) For accurate dispensing of powder, lightly tap the bottle against
the hand. Do not shake or invert.

c) Hold the liquid bottle vertically and squeeze gently.

d) Close bottles immediately after use.

4. MIXING

Dispense powder and liquid onto the pad. Using the plastic spatula,
add all the powder to the liquid. Mix rapidly within 45 seconds.
Note:

When mixing larger amounts, divide the powder into two equal parts.

Mix the first portion with all of liquid fully. Incorporate the remaining
portion and mix the whole thoroughly (total about 45 seconds).

5. CEMENTATION

a) Coat the internal surface of the restoration with sufficient cement
and seat immediately. The working time is less than 3 minutes from
start of mixing at 23°C (73.4°F). Higher temperature shortens
working time.

b) Maintain moderate pressure.

c) Start removing excess cement when the excess cement feels
rubbery.

d) Finishing can be started 1.5~8 minutes after seating the
restoration.

e) During application, water and saliva must be prevented from
entering the working area.

STORAGE
Store in a cool and dark place (4-25°C) (39.2-77.0°F).

Version: 02
Issuance Date: March 11, 2024

(Shelf life: 2 years from date of manufacture)

PACKAGES

1. powder

2. liquid

3. powder measure
4. mixing pads

CAUTION

1. In case of contact with oral tissue or skin, remove immediately with
a sponge or cotton soaked in alcohol. Flush with water. To avoid
contact, a rubber dam and/or cocoa butter can be used to isolate the
operation field from the skin or oral tissue.

2. In case of contact with eyes, flush immediately with water and
seek medical attention.

3. DO NOT mix powder or liquid with components of other glass
ionomer cements.

4. This product is not indicated for filling or core build-up.
5.Notification of any serious incident that has occurred in relation to
the device should be reported to the manufacturer and the
competent authority in your country.

6.Disposal must be made in accordance with local regulations.

Warranty

MANUFACTURER warrants this product will be free from defects in
material and manufacture. MANUFACTURER 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
product for user’s application. If this product is defective within the
warranty period, your exclusive remedy and MANUFACTURER’s
sole obligation shall be repair or replacement of the MANUFACTUR-
ER product.

Limitation of Liability

Except where prohibited by law, MANUFACTURER 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.

Symbols for use in the labeling

2 - Use-by date
[coT]- Batch code
adl - Manufacturer

/ﬂ/ - Temperature limit

//_Ti\- Keep away from sunlight

=

7‘ - Keep dry
A - Caution
- Unique device identifier
-Medical device @l - Country of manufacture

- Authorized representative in the European Community

RX -Caution: U.S.Federal Law restricts this
ONLY device to sale by or on the order of a dentist or professionals.

[13] - Consult instructions for use

e - Recycling

d Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City,
Shandong Province, 276800, P. R. China
www.hugedental.com marketing@hugedental.com

MedNet EC-REP GmbH
Add: Borkstrasse 10, 48163 Muenster, Germany

c 1SO 13485:2016
FDA cleared for marketing
1639
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Glass lonomer Cement-LuFill HS
Instructions for Use
For use only by a dental professional in the recommended indications.

RECOMMENDED INDICATIONS

1. Cementation of metal-based inlays, onlays, crowns and bridges.

2. Cementation of high strength (zirconia based) all ceramic crowns and
bridges.

3. Cementation of posts and screws made of metal or high-strength ceramic.
4. Cementation of orthodontic bands.

5. Restoration of caries in unstressed area.

Iltems For luting For filling
Powder/liquid ratio (g/g) 1.6~1.8/1.0 2.3~2.5/1.0
Mixing time (min., sec.) 45" 45"

Working time (min., sec.) AT A A A A
(at 23°C)(from start of mixing) 2°00"~3°00 1730"~2°00
Net setting time 1°30"~8°00" 1°30"~6°00"

CONTRAINDICATIONS

1. Pulp capping.

2. In rare cases the product may cause sensitivity in some people. If any such
reactions are experienced, discontinue the use of the product and refer to a
physician.

DIRECTIONS FOR USE

FOR LUTING

1. TOOTH PREPARATION

a) Prepare tooth in usual manner. For pulp capping, use calcium hydroxide.
b) Clean the prepared teeth with pumice and water.

c) Blow the preparation dry in only 2-3 short intervals with water and oil-free air
or dab dry with cotton pellets. Do not over-dry!

2. RESTORATION PREPARATION

Make sure that the restoration is pretreated and handled according to the
manufacturer’s instructions.

3. POWDER AND LIQUID DISPENSING

a) The standard powder to liquid ratio is 1.6g~1.8g/1.0g (slightly adjusted
according to use habit and environmental temperature), 1 level scoop of
powder to 2 drops of liquid.

b) For accurate dispensing of powder, lightly tap the bottle against the hand.
Do not shake or invert.

c¢) Hold the liquid bottle vertically and squeeze gently.

d) Close bottles immediately after use.

4. MIXING

Dispense powder and liquid onto the pad. Using the plastic spatula, add all the
powder to the liquid. Mix rapidly within 45 seconds.

Note:

When mixing larger amounts, divide the powder into two equal parts.

Mix the first portion with all of liquid fully. Incorporate the remaining portion and
mix the whole thoroughly (total about 45 seconds).

5. CEMENTATION

a) Coat the internal surface of the restoration with sufficient cement and seat
immediately. The working time is 2~3 minutes from start of mixing at 23°C
(73.4°F). Higher temperature shortens working time.

b) Maintain moderate pressure.

c) Start removing excess cement when the excess cement feels rubbery.

d) Finishing can be started 1.5~8 minutes after seating the restoration.

e) During application, water and saliva must be prevented from entering the
working area.

FORFILLING

1. POWDER AND LIQUID DISPENSING

a) The standard powder to liquid ratio is 2.3g ~ 2.5g: 1.0g (slightly adjusted
according to use habit and environmental temperature), 1 level scoop of
powder to 1 drop of liquid.

b) For accurate dispensing of powder, lightly tap the bottle against the hand.
Do not shake or invert.

c) Hold the liquid bottle vertically and squeeze gently.

d) Close bottles immediately after use.

2. MIXING

Dispense powder and liquid onto the pad. Using the plastic spatula, divide the
powder into 2 equal parts. Mix the first portion with all of the liquid. Incorporate
the remaining portion and mix the whole thoroughly (total time within 45
seconds);

3. RESTORATIVE TECHNIQUE

a) Prepare tooth using standard techniques. Only remove the carious
substance; no extensive mechanical retention required.

b) Blow the cavity dry in only 2-3 short intervals with water and oil-free air or
dab dry with cotton pellets. Do not over-dry!

c¢) Mix the required amount of cement. Working time is 1.5~2 minutes at 23°C
(73.4°F). Higher temperatures will shorten working time.

d) Remove surface moisture, but DO NOT DESICCATE.

Version: 03
Issuance Date: March 11, 2024

e) Transfer cement to the preparation using a syringe or suitable placement
instrument.

f) Form the contour during the first 2 minutes of setting.

g) Net setting time is 1.5~6 minutes from end of mixing depending on powder to
liquid ratio (23°C).

4. FINISHING

a) One visit treatment

1) 7-10 minutes after initial set, correct the contour, finish and polish WITHOUT
WATER SPRAY using standard techniques.

2) Apply standard GIC water-proofing agent or Vaseline on surface of
restoration to proof water.

b) Standard method

24 hours after placement, finish and polish the restoration under water spray
using standard techniques.

STORAGE
Store in a cool and dark place (4-25°C) (39.2-77.0°F).
(Shelf life: 2 years from date of manufacture)

PACKAGES

1. powder

2. liquid

3. powder measure
4. mixing pads

CAUTION

1. In case of contact with oral tissue or skin, remove immediately with a sponge
or cotton soaked in alcohol. Flush with water. To avoid contact, a rubber dam
and/or cocoa butter can be used to isolate the operation field from the skin or
oral tissue.

2. In case of contact with eyes, flush immediately with water and seek medical
attention.

3. DO NOT mix powder or liquid with components of other glass ionomer
cements.

4. Notification of any serious incident that has occurred in relation to the device
should be reported to the manufacturer and the competent authority in your
country.

5. Disposal must be made in accordance with local regulations.

Warranty

MANUFACTURER warrants this product will be free from defects in material
and manufacture. MANUFACTURER 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 product for user’s application. If this product is defective
within the warranty period, your exclusive remedy and MANUFACTURER'’s
sole obligation shall be repair or replacement of the MANUFACTURER product.

Limitation of Liability

Except where prohibited by law, MANUFACTURER 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.

Symbols for use in the labeling
- Temperature limit g - Use-by date

U

ZX; - Keep away from sunlight  [LoT]- Batch code

0
T - Keep dry el - Manufacturer

/L\ - Caution

- Unique device identifier
-Medical device ] - Country of manufacture
- Authorized representative in the European Community

RX -caution: U.S.Federal Law restricts this
ONLY device to sale by or on the order of a dentist or professionals.

(]3] - Consult instructions for use

$» - Recycling

J Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City,
Shandong Province, 276800, P. R. China
www.hugedental.com marketing@hugedental.com

MedNet EC-REP GmbH
Add: Borkstrasse 10, 48163 Muenster, Germany

1SO 13485:2016
FDA cleared for marketing
1639
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Glass lonomer Cement-Filling |
Instructions for Use

For use only by a dental professional in the recommended
indications.

RECOMMENDED INDICATIONS

1. Restoration of primary teeth;

2. Restorations of Class Ill, V and limited Class | cavities;
3. Base linings under composite and amalgam;

4. Core build-up.

Powder/liquid ratio (g/g) 2.3~2.9/1.0
Mixing time (min., sec.) 100"

Working time (min., sec.) A oA
(at 23°C)(from start of mixing) 1°00"~2°00
Net setting time (from end of mixing) 1°30"~6°00"

CONTRAINDICATIONS

1. Pulp capping.

2. In rare cases the product may cause sensitivity in some
people. If any such reactions are experienced, discontinue the
use of the product and refer to a physician.

DIRECTIONS FOR USE

1. POWDER AND LIQUID DISPENSING

a) The standard powder to liquid ratio is 2.3g ~ 2.9g: 1.0g
(slightly adjusted according to use habit and environmental
temperature), 1 level scoop of powder to 1 drop of liquid.

b) For accurate dispensing of powder, lightly tap the bottle
against the hand. Do not shake or invert.

c) Hold the liquid bottle vertically and squeeze gently.

d) Close bottles immediately after use.

2. MIXING

Dispense powder and liquid onto the pad. Using the plastic
spatula, divide the powder into 2 equal parts. Mix the first
portion with all of the liquid. Incorporate the remaining portion
and mix the whole thoroughly (total time within 60 seconds);
3. RESTORATIVE TECHNIQUE

a) Prepare tooth using standard techniques. Only remove the
carious substance; no extensive mechanical retention
required.

b) Blow the cavity dry in only 2-3 short intervals with water and
oil-free air or dab dry with cotton pellets. Do not over-dry!

c) Mix the required amount of cement. Working time is 1~2
minutes at 23°C (73.4°F). Higher temperatures will shorten
working time.

d) Remove surface moisture, but DO NOT DESICCATE.

e) Transfer cement to the preparation using a syringe or
suitable placement instrument.

f) Form the contour during the first 2 minutes of setting.

g) Net setting time is 1.5~6 minutes from end of mixing
depending on powder to liquid ratio (23°C).

4. FINISHING

a) One visit treatment

1) 7-10 minutes after initial set, correct the contour, finish and
polish WITHOUT WATER SPRAY using standard techniques.
2) Apply standard GIC water-proofing agent or Vaseline on
surface of restoration to proof water.

b) Standard method

24 hours after placement, finish and polish the restoration
under water spray using standard techniques.

STORAGE
Store in a cool and dark place (4-25°C) (39.2-77.0°F).
(Shelf life: 3 years from date of manufacture)

Version: 03
Issuance Date: March 11, 2024

PACKAGES

1. powder,

2. liquid,

3. powder measure,
4. mixing pads

CAUTION

1. In case of contact with oral tissue or skin, remove
immediately with a sponge or cotton soaked in alcohol. Flush
with water. To avoid contact, a rubber dam and/or cocoa butter
can be used to isolate the operation field from the skin or oral
tissue.

2. In case of contact with eyes, flush immediately with water
and seek medical attention.

3. DO NOT mix powder or liquid with components of other glass
jonomer cements.

4. Notification of any serious incident that has occurred in
relation to the device should be reported to the manufacturer
and the competent authority in your country.

5. Disposal must be made in accordance with local regulations.

Warranty

MANUFACTURER warrants this product will be free from
defects in material and manufacture. MANUFACTURER
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 product for user’s application.
If this product is defective within the warranty period, your
exclusive remedy and MANUFACTURER’s sole obligation shall
be repair or replacement of the MANUFACTURER product.

Limitation of Liability

Except where prohibited by law, MANUFACTURER 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.

Symbols for use in the labeling
/ﬂ/ - Temperature limit g - Use-by date
/Z_ii\ Keep away from sunlight ~ [LoT]- Batch code
T - Keep dry aad - Manufacturer
/L\ - Caution

- Unique device identifier

-Medical device ﬁl - Country of manufacture
- Authorized representative in the European Community

RX -Caution: U.S.Federal Law restricts this
ONLY device to sale by or on the order of a dentist or professionals.

[Ii] - Consult instructions for use

s - Recycling

d Shandong Huge Dental Material Corporation

No. 68 Shanhai Road, Donggang District, Rizhao City,
Shandong Province, 276800, P. R. China
www.hugedental.com marketing@hugedental.com

MedNet EC-REP GmbH
Add: Borkstrasse 10, 48163 Muenster, Germany
1639

1SO 13485:2016
FDA cleared for marketing
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