Instruction for Use IFU#05971(R 01/23 I_
c € ( /23) |S|;I ENT

1639

Tem p . it ® :ﬁr::ﬂ;ufacturer

QTN HET USSR 84 EE‘.‘_*F_* 2033, 3125

(27H5) www.spident.co.kr 1644-3412

EU representative

AR EXPERTS B.V. ( tradename : CE Medical )
Amerlandseweg 7, 3621 ZC, Breukelen, the Netherlands

Light-Cured Temporary Filling Material TEL.+31(0)85 007 32 20

HMEM 3. Y2 SXES Temp. it® Off Cist Y2 7| HSS 7HE! 4 UBLICH
Temp-it®2 ZE8Hs UASHIZM FTLE7} ZEE ni7ix| X|ofe) HEHS 4. Temp- it® off CHSt 221 Y D2 S2f 1eiM Heio| Q= ExtolA=
SANFAZT UF7I2H SO KA SRNPATE HES BILICL TAKS M 7HRI2] 44t Argot| eELIct.
(2t T, sHsA)S 71 MIZS MiZskn LI 5. Temp-it® A8 & 22l Y D|2H 52| 2IA ZH0| LIEfH 2iXk= AFBS
£ XZ2 2120] 3 2202 of- FOILE YNSRI AS0| TH53t0f 71700 & et SXIGHOI0F BT,
EX| 0K £X17} 51| B2l5tT, EE XILIT 0} 3t X20R RizAel| gaLict. 6. T?I_Té)l- it°2 72 L ZZE02t AB5IE2 £oll S071X| Y= Folsioio}
I .
A 7. 5% H Temp- it°0| £0ILt IR0 HEGIAS AL ol SR ZA 4L &
=e HSolo} AEBILICY,
* 7712  UDMA, HEMA 8. Al& HHIEA| 7|8 58 HRIS BT,
- PRt L Ll 9. Aig7I3t0] it 22 Aroea [BtLict,
T PIREE A, S0, SN S 10, 4 2 3 42 HIE A H NBQ| 257t M7IX| 217t £ ABELIC
HgH9 ERT
- leilo] / =2fo] 24S0| A= 1. 2E5HD M8 RojM MERILI (ME 2% 2~ 27C)
- UAISH [ 2AR9l0| MY 2. BE2E727°C/80F 040IB BEAHO| HHEE 4 ULIC,
- YBRE AR HHY 3, Al 5 ZA| =4S ot Bt
4. 12 9 23 Y8 WIS BLICY,
ES 5. AIB7I3He RIZYREE 3Lt
Yellow, Blue, Sky blue 6. At87[8h2 2l W7 |XIS FESHAIR.
7. 2iEle] Zal walsls BHQ! RXIZ0ILE KA1 38 2, Clove oil 8%
M8 ® FoAAE 22 ZE REH. Thymol 87 B E& R 20| BRE HEZH|
1. AI8 H miZol AS7I3H HIZ % mHol 014 AlElS BOI5t £ AIBRILICE NS BRI DHIAIR
2. B0 AIRMSNE £XI3t 5. MBHHE RaEL
3. LI8S0| 20f = A2 A8 S SXI5t0{0F FLIC Y
Temp-it® : 3g x 3 syringes
AEHH
1. 21210l 220] X Al ST0| Bt RO| AHZIZS BHLIC, AEEH
2. YN 28 ASS NE, X Y FH[FLICL BUE ASS BT S+ US B2, S URAIK YAHOR =5t
3. Temp-it® & spatula & AIZ3) S8 32 A4S0 SHELCH Agsts =
4. 2lot 0] HoIRl= %oi Temp- it® 2 MABLICH

5. 8 ZAIE 0I&3H 10~2027H E&E ST

ME=E=57tHs
M2 05-971=

Light Intensity Exposure Time Depth of cure
(mW/cm2) (sec) (mm)
H=
=500 20 4 S ~ S
Spident® = & ME0| XE L HZ= HojMe 7*°*0| SeS BBk
21000 10 4 Spident® = S 2Hg oI5t 4B4 EE X Al B5S T3 ofE Ci2

e
6. MEIIZ AB3l0] MElOIRE SIS, 255 31| 2aUC 80| 02 HENE 2

25 712 Lol HZ0) 2ol k= 22, Spident
AEAl F2IALE

1. Temp- it® ©] A2 OIAL, X[t HE2740/0{0} 3101, SS9, MBWH, ARAI MRSt
FO|ABIS ZA510{0} BHLICY, Spident® = Ho2 |2 ZLE Melsti=, 25, A, 239 E= AAG MUY

2. H|zlel Asts YWallste 2XQ RAls0ILE 2= R 2. Clove oil 87 23 S5 ZEI5H 27 0|22t= E7gl0] 2 MZSR Qlsh LhAyst oSt &|- 71y, S5,
E= REH|, Thymol B9 22 E= R4 421t 28 AI8S StA| =S FLICH A, 2 2o hstol AR GEUC,

2 ME2 9&717|1Y ]
Conformity with C€ comunaute Europeenne Batch code
Temperature limit z-gfm Date of manufacture dl
Keep away from sunlight f}_.K\ Used-by date 8
Keep dry 7‘ Caution A
Authorized representative in the European Community Manufacturer ‘
Federal law prohibits dispensing without a prescription Rx Only Medical Device




Instruction for Use

1639

Temp:-it®
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M Manufacturer

SPIDENT CO., LTD. www.spident.co.kr

203 & 312, Korea Industrial Complex, 722, Gojan-Dong,
Namdong-Gu, Incheon, Korea 405-821
TEL.+82-32-821-0071 FAX.+82-32-821-0074

EU representative

AR EXPERTS B.V. ( tradename : CE Medical )
Amerlandseweg 7, 3621 ZC, Breukelen, the Netherlands
TEL.+31(0)85 007 32 20

General Information

Temp:it®is a light-cured provisional filling material for temporary restorations.
It keeps maintaining the shape of the tooth and the masticatory force until the
permanent material is restored. It has three colors (yellow, blue, sky blue),

It can be used as temporary restorations in any part of the inlay and onlay.

Itis also easy to be used because itis not sticky to the spatula and can be
easily removed in one piece.

Composition

+ Organic Matrix : UDMA, HEMA

- Inorganic Fillers : Nano silica

- Additives : Initiator, Catalyst, Stabilizer, Others

Indications

+ Temporary filling of Inlay / Onlay

+ Temporary restoration / Sealing of dental caries
« Sealing of implant screw access cavity

Shade
Yellow, Blue, Sky blue

Precautionary Information

1. Check the expiration date and avoid package contamination.
2. Follow the instructions for use before using it.

3. Do not use if the material has been cured.

Application

1. Finish the pretreatment of an inlay, onlay or the place where temporary
restoration is required

2. Carefully clean and dry the cavity to be restored before applying Temp- it®.

3. Place a sufficient quantity of Temp-it® into the cavity using a spatula or
another suitable instrument.

4. Remove excess material around the teeth.

5. Light cure for 10~20 seconds with a curing light.

Light Intensity Exposure Time Depth of cure
(mW/cm2) (sec) (mm)
=500 20 4
21000 10 4

6. Check occlusion and adjust it using check-bite.

Caution

1. Temp-it®should be used by dentists and doctors, observing the scope of
application, instructions and precautions.

2. Avoid the use of Phenolic substances of other phenolic containing materials in
combination with Temp-it® because Phenolic substances, especially
preparations containing eugenol or thymol or clove oil, interfere with the
curing of Temp-it®.
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3. Temp-it®contains substances that may cause an allergic reaction by skin
contact in certain patients

4. Do not use to patients with histories of hypersensitivity such as rash and
dermatitis in Temp-it®.

5. Stop applying to the patients with histories of hypersensitivity such as rash

and dermatitis in Temp- it®.

6. Be careful not to contact with eyes and use only to the oral tissue.

7. Wash immediately eyes or skin with plenty of water and then consult a doctor,
if they contact with materials before polymerization.

8. Make sure to use protective devices for the respiratory tract before surgery.

9. Do not use after expiration date (3 years).

10. If refrigerated storage is used, allow product to reach room temperature prior to use.

Storage & Use

1. Store Temp-it® ina dry and cool place. (Temperature: 2~27°C)

2. Close the lid immediately after use.

3. Ambient temperatures routinely higher than 27°C/80°F may reduce shelf life.

4. Avoid high temperature and strong light.

5. Expiration date is 3 years from the date of manufacture.

6. See outer package for expiration date.

7. Do not store materials in proximity to products containing Eugenol or thymol or clove oil.

Warranty

Spident® warrants this product will be free from defects in material and manufacture.
Spident®, 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 Spident®'s sole
obligation shall be repair or replacement of the Spident®'s product.

Limitation of Liability

Except where prohibited by law, Spident® 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.

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

Disposal
It should be handled according to local laws and regulations.
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