Changzhou Ou Nuo Medical Equipment Co., Ltd. ON/TC-19 A/3

Dental sheet Operation Manual

[Product name] Dental sheet

[Registration certificate number/technical requirement number] SXZ2220222171200
[Production license number] NO.SYJXSCX20220217

[Model specifications] See attached table for details.

[Product character] Square or round, colorless.

[Product structure composition]

Dental sheet is extruded from thermoplastic polyurethane resin (TPU) and color master resin. Products are
divided into 6 specifications according to thickness; and divided into single mirror and double mirror according to
different surfaces; the product shape is divided into round and square, and there are three specifications
according to different sizes; the product is not covered with film. This product is provided in a non-sterile state.
[Scope of application] It is used to make orthodontic appliances, orthodontic appliance retainers, mouth
protectors, occlusal pads, etc.

[Instructions]

Put the dental sheet on the thermoforming machine and heat it for a period of time (T1) to soften,
immediately cover it on the prefabricated tooth model, apply continuous positive pressure (P) through
compressed air, and cooling for a certain time (T2) under pressure, a well-coated tooth shape can be obtained,
which can be used for subsequent product manufacturing such as appliances or retainers, etc. It is recommended to

set up the temperature and time of thermoforming machine according to the table below.

Thickness(mm) | Temperature(‘C) | Heating time T1(s) COOldOV:Z) time T2 Pressure P(bar)
0.40 190-220 15 20 4.6
0.50 190-220 20 20 4.6
0.63 190-220 25 30 4.6
0.76 190-220 30 40 4.6
0.88 190-220 35 50 4.6
1.00 190-220 35 50 4.6

[Contraindications]
Patients with a history of plastic allergy should use with caution or as directed by a physician.
[Precautions]
1. Please check the aluminum-plastic bag for damage before use, please do not use if damaged.
2. After opening the bag, please use it within 15 minutes.
3. The temperature of thermoforming is a key parameter for processing. It is recommended to periodically
verify whether the actual temperature of the thermoforming machine is consistent with the set

temperature.

[Product packaging]
1. Aluminum-plastic composite bag, sealed package. 1 piece/bag.
2.  Aluminum-plastic composite bag, sealed package. 10 pieces/bag.
3. Aluminum-plastic composite bag, sealed packaging. 20 pieces/bag.
The above is the commonly used packaging quantity, if there is any change, the actual packaging shall
prevail,
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[Shipping conditions] Avoid exposure to the sun, rain, and heavy objects during transportation.

[Date of production] See the label for details.

[Period of use] two years.

[Manual revision date] 2022-07-05
[Symbols meaning]
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[ Manufacturer)

Changzhou Ou Nuo Medical Equipment Co., Ltd.

Address: Factory Building, 4th Floor, Building 12, No.8, Lanxiang Road,West Taihu Science and

Technology Industrial Park, Changzhou.

Production address:East Factory (402) 4th Floor, Building 12, No.8 Lanxiang Road, West Taihu Science

and Technology Industrial Park, Changzhou.Post code:213100

Telephone: +86-519-83362162

[Authorized Sales Company]
Prismlab China Ltd

Add:Building 11,No.1158 Zhongxin Road,Songjiang Distric,Shanghai,China 201614
[European Authorized Representative)

Company SUNGOEuropeB.V.
Address:Fascinatio Boulevard 522,Unit1.7,2909VA Capelle aan den 1Jssel, The

EC | REP

Netherlands
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Product model specification table:

No. Specifications Thickness Surface Shape size Film
1 TO40RC125N 0.40mm
2 TO50RC125N 0.50mm
Round
3 TO63RC125N 0.63mm Single mirror None
4 TO76RC125N 0.76mm ®125mm
5 TO88RC125N 0.88mm
6 T100RC125N 1.00mm
7 TO40MC125N 0.40mm
8 TO50MC125N 0.50mm
Round
9 T063MC125N 0.63mm Double mirror None
10 TO076MC125N 0.76mm ®125mm
11 TO88MC125N 0.88mm
12 T100MC125N 1.00mm
13 TO40RS125N 0.40mm
14 TO50RS125N 0.50mm
0.63 Square
15 TO63RS125N >omm Single mirror None
16 TO76RS125N 0.76mm 125*125mm
17 TO88RS125N 0.88mm
18 T100RS125N 1.00mm
19 T040MS125N 0.40mm
20 TO50MS125N 0.50mm
T063MS125N 0.63mm Square
21 5 : Double mirror None
22 TO76MS125N 0.76mm 125*125mm
23 TO88MS125N 0.88mm
24 T100MS125N 1.00mm
25 TO40RS120N 0.40mm
26 TO50RS120N 0.50mm
Square
27 TO63RS120N 0.63mm Single mirror None
28 TO76RS120N 0.76mm 120*120mm
29 TO88RS120N 0.88mm
30 T100RS120N 1.00mm
31 T040MS120N 0.40mm
32 TO50MS120N 0.50mm
33 T063MS120N 0.63mm _ Square
Double mirror None
34 TO76MS120N 0.76mm 120*120mm
35 TO88MS120N 0.88mm
36 T100MS120N 1.00mm
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MHCprKLI,VIFl no JKcnnyarauumn CTOMAaTOJIOrM4YeCKOM NNacTuHbI

[HanmeHoBaHue nsgenua] ctromaTonormyeckas nnactTuHa

[Homep peructpaumoHHoro ceptudukaral cneumncpukaumm] SXz2720222171200
[Homep nuueH3nmn Ha npounssoactTBo] NeSYJXSCX20220217

[TexHn4eckme xapakTepucTUKM Moaenu] CM. B NpunoxeHHon Tabnuue.
[OnucaHue nsnenusn] kBagpatHasa unum kpyrnas, 6ecuseTtHas bymara.

[CTpykTypa nsgenus]

CTtomaTonormyeckyto nnacTuHy nofyyarT NyTeM 3KCTPYAUPOBaHNA U3 TEPMOMNNacTUYECKON NonmypeTaHoBON
cmonbl (TTY) n ueTHOM MacTep-cmonsl. sgenusa pasgeneHbl Ha 6 KaTeropmin B 3aBUCUMOCTU OT TOMLMHbI; TakkKe
pasgeneHbl No NPUHLMMY FASHLUEBOCTU U MAaTOBOCTM B 3aBUCUMOCTM OT pasHbix nosepxHocTen; No opme nsgenus
pasgeneHbl Ha Kpyrible U KBaapaTHble U eCTb TPY cneundukalmn B 3aBUCUMMOCTM OT pa3mMepa; U3genme He NoKpbITo
nnexkon. [laHHoe usgenve nocTaBnseTcs B HECTEPUITbHOM COCTOSHUMN.

[O6nacTb npumeHeHus] Vcnonb3yetcs AnA U3roTOBMEHWUS OPTOAOHTUYECKUX MpUHAaAnexHocTen, ukcaTtopos
OPTOOOHTUYECKUX MPUHAONEXHOCTEN, 3aLLMTHBIX CPeACTB AN NOMOCTU PTa, OKKMH3NOHHBLIX HAKNagoK v T. 4.
[MHCTPYKLMH]

MomecTuTe cTOMaTOMOrMYECKyl0 NNacTMHy B TepMOMOPMOBOYHBLIN annapaT M HarpeBanTe ee B TeyeHue
onpegeneHHoro nepuoga BpemMeHn (T1), 4TOBbI OHa CTanm MSrKOW, MOCre Yero cpasy e MOMecTUuTe Ha Hee
npeaBapuTenbHO U3rOTOBMEHHYI0 Mogenb 3yba, npyMeHnTe NOCTOAHHOE NonoxuTensHoe AasneHve (P) ¢ nomoLbto
CXXaToro Bo3gyxa 1 oxnagute B TedeHune onpegeneHHoro spemenu (T2). MNoa gaBneHnem MOXHO NOMyYnTb XOpOoLUIO
NOKpbITY0 bopmy 3yba, KOTOPYH MOXHO WMCMOMb30BaTb ANsS MOCMAeAyLWero U3roToBrneHns usgenuin, Takmx Kak
annapaTbl unu dukcaTopbl U T. 4. PekomeHayeTca ycTtaHaBnmBaTb TemnepaTypy U BpemMs TepMocpOpMOBOYHOMO

annaparta B COOTBETCTBUU C Tabnuuen Hmuxe.

TonwwuHa (Mm) | Temnepatypa (°C) Bpews: Harpesatus | Bpems oxnawaeHus T2 Haenexwne P (0ap)
T1 (cek) (cek)
0,40 190-220 15 20 4,6
0,50 190-220 20 20 4,6
0,63 190-220 25 30 4,6
0,76 190-220 30 40 4,6
0,88 190-220 35 50 4,6
1,00 190-220 35 50 4,6

[MpoTnBONoOKasaHus]
MaumeHTam c annepryven Ha NNacTuK B aHaMHe3e crielyeT MPUMEHATb C OCTOPOXHOCTLIO UMW MO yKasaHUio
Bpaya.
[Mepbl npeaocTopoXXHOCTH]
1. Mepen ncnonb3oBaHMeM NPOBEPLTE antoMUHUEBO-NNACTUKOBLIN NakeT Ha Hanuyue nospexaeHun. B
cnyyae HanuMuus nNoBpexaeHnn nsgenne NCNonb3oBaTh 3anpeLleHo.
[Mocne oTKpbITUS NakeTa UCMOMb3ynTe ero B TedeHne 15 MUHyT.
3. Temnepatypa TepModopMOBaHNS ABNAETCH KMoYeBbIM NapameTpom obpaboTkn. PekomeHayeTcs
nepvoanyeckn nNnposepsaTb, COOTBETCTBYET Nu dhakTuyeckasa TemnepaTypa TepModOpMOBOYHOrO

annapata 3agaHHoOW.

[YnakoBka nspenus]

Perfierpams MIVS Pot4apieansepe | U3 antoMUHUA 1 NnacTuka, repMeTyHas ynakoska, 1 wr/naker.
www.nevacert.ru | info@nevacert.ru
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2.
3.

KomMno3nTHbIN NakeT U3 anioMuUHUA 1 NNacTuka, repmeTnyHas ynakoska, 10 wr/naker.

KomMno3nTHbIN NakeT u3 anioM1MHUA 1 NNacTuka, repmeTuyHas ynakoska, 20 wr/naker.

Bbliwe YKa3aHo 06bIYHO ncnosrib3yemoe Kofin4ecrtBo Ha YyrnakKoBKY. B cny4vae KaKnX-nmbo M3MeHeHUNn

NMPEVMYLLECTBEHHYIO CUITy UMEET (hakTuyeckas yrnakoBKa.

[YcnoBusa xpaHeHus] XpaHuTb BOanNu oT NpsiMbIX COMTHEYHbIX Nyden, Temnepatypa <30°C, BnaxHocTb <60%.

[YcnoBusa TpaHcnopTupoBku] V3berante BO34eNCTBUS COMHLA, OOXAA U TSXENbIX NPeAMETOB BO BpeMs

TPaHCMOPTUPOBKMK.

[AaTta npoussoacTBa] CM. 3TUKETKY.

[Cpok ucnonb3oBaHus] ABa roaa.

[AaTa penakumm nHcTpykuum] 05.07.2022
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[MpoussoguTens]

«YaHwkoy Oy Hyo Meaukan 3ksunmeHT Ko., JlIta.» (Changzhou Ou Nuo Medical Equipment Co.,

Ltd.)
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Appec: 3aBog, 4-1 atax, ctpoeHue 12, Ne8, lNlaHbcaH Poya, 3anagHo-Tanxyckuii Hay4Ho-
TEXHOMNOrMYeCcKkUin MHAyCcTpuanbHbIv napk, Yanwkoy (East Factory (402) 4th Floor, Building 12, No.8
Lanxiang Road, WestTaihu Science and Technology Industrial Park, Changzhou).

Appec nponssogacTea: BocTouHbiln 3aBog (402), 4- aTax, cTpoeHune 12, Ne8, JlanbcsiH Poya,
3anagHo-Tanxycknii Hay4YHO-TEXHOMOMMYECKNA NHAYyCTpuanbHbiA napk, YaHuwkoy (East Factory (402)
4th Floor, Building 12, No.8 Lanxiang Road, WestTaihu Science and Technology Industrial Park,
Changzhou). NMoytoBbIn nHaekc: 213100

Ten.: +86-519-83362162

[YnonHoMmoueHHasn cObiTOBasA opraHm3auus]

«Mpuamanab YarHa Jlta.» (Prismlab China Ltd)

Appec: ctpoeHne 11, Ne 1158, YUxyHcuHb Poya, pavioH CyHussiH, Wanxai, Kutan 201614 (Add:Building
11,No.1158 Zhongxin Road,Songjiang Distric,Shanghai,China 201614)

[YnonHoMoueHHbIM NnpeacTaBuTenb B EBpone]

I ECI I'IPEﬂCTABVITEan Komnanus: «CAHIO KOpon B.B.» (SUNGO Europe B.V.)
Appec: Fascinatio Boulevard 522,Unit1.7,2909VA Capelle aan den
IJssel,HnaepnaHabl)
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TexHU4YecKkne XxapakTepucTUKn mogenen nspenvsa:

Ne TexHueckne TonuwwmHa [NoBepxHOCTb Pasmep dopmbl MneHka
XapaKTEPUCTUKM
1 TO40RC125N 0,40 mm
2 TO50RC125N 0,50 mm
3 TO63RC125N 0,63 mm Kpyrnas
MmaHueBas OrcyTctBYET
4 TO76RC125N 0,76 mm ®125 mm
5 TO88RC125N 0,88 mm
6 T100RC125N 1,00 mm
7 TO40MC125N 0,40 mm
8 TO50MC125N 0,50 mm
9 T063MC125N 0,63 MM Kpyrnas
MatoBas OrcyTctBYET
10 TO76MC125N 0,76 mm ®125 mm
11 TO88MC125N 0,88 mm
12 T100MC125N 1,00 mm
13 TO40RS125N 0,40 mm
14 TO50RS125N 0,50 mm
15 TO63RS125N 0,63 Mm KBagpaTHas
MmaHueBas OrcyTctBYET
16 TO76RS125N 0,76 mm 125%x125 mm
17 TO88RS125N 0,88 mm
18 T100RS125N 1,00 mm
19 TO40MS125N 0,40 mm
20 TO50MS125N 0,50 mm
21 TO63MS125N 0,63 Mm KBagpaTHas
MaToBag OrcyTctBYET
22 TO76MS125N 0,76 mm 125%x125 mm
23 TO88MS125N 0,88 mm
24 T100MS125N 1,00 mm
25 TO40RS120N 0,40 mm
26 TO50RS120N 0,50 mm
27 TO63RS120N 0,63 Mm KBagpaTHas
maHueBas OrcyTctBYET
28 TO76RS120N 0,76 mm 120%x120 mm
29 TO88RS120N 0,88 mm
30 T100RS120N 1,00 mm
31 TO40MS120N 0,40 mm
32 TO50MS120N 0,50 mm
33 TO63MS120N 0,63 mm KBagpaTHas
MaToBag OrcyTctBYET
34 TO76MS120N 0,76 mm 120%x120 mm
35 TO88MS120N 0,88 mm
36 T100MS120N 1,00 mm
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