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Chengdu Besmile Biotechnology Co.. Ltd.
A1 Effective Date;2019.12.04

Instruction for use
oduct name: Ceramic Zirconium Discs for CAD / CAM systems with accessories

odel specification:

erarmic Zirconium Discs:

HT; ST; ST-preshade; SHT; SHTML; SHT-preshade; TT; TTML

28X10 mm. 98X 12 mm, 98x 14 mm, 98X 16 mm, 98 X 18 mm, 98X20 mm, 98X22 mm, 98X25 mm, 95 X
FOnm 95X 12 mm, 95X 14 mm, 95X 16 mm, 95x 18 mm, 95X20 mm, 95X22 mm. 95X25 mm. 89X71 X
2mm 89X71 X14 mm, 89X71 x 16 mm, 89X71 X 18 mm, 89X71 X20 mm, 89X71 X22 mm. 89X71 X25

)

Accessories (Coloring liquids):

<Suitable for Ceramic Zirconium Discs HT, ST, SHT, TT,

AlLA2. A3. A3.5, A4, B1, B2, B3, B4, Cl, C2. C3, C4, D2, D3, D4; 1M1, L2, 2L1.5, 2L2.5, 2M1,2M2, 2M3.

2R1.5, 2R2.5.3L1.5,3L2.5. 3M1,3M2, 3M3, 3R1.5, 3R2.5, 4L1.5, 4L2.5, 4M1,4M2.4M3. 4R1.5.4R2.5, 5M1,

5MR, 5M3: (50ml. 100ml)

<Suitable for all Ceramic Zirconium Discs:

01. 02. 03, G1, G2. G3. P1, P2, P3, VI, V2. V3.701, T02, T03, TO4: (20ml)

Purpose: Ceramic Zirconium Discs are used for the manufacture of zirconium crowns, bridges and crowns
forimplants. Coloring liquids are used to color crowns and bridges before sintering.

Structure composition: The product contains Ceramic Zirconium Discs and Coloring liquids, in which
Cerammic Zirconium Discs for all-ceramic dentures are mainly composed of zirconia (including hafnium oxide
ad yttrium oxide) (Zr02 + HKO2 + Y20s): £99%; yttrium oxide (Y20s): 4.5% - 10.0%: hafnium oxide (HHO2):
S5%: alumina alumina (Al2Os): SO.5%; other oxides; sO.5%. The Coloring liquids are mainly composed of
purified water, ferric chloride. Erbium Chloride and polyethylene glycol.

Expected use: Ceramic Zirconium Discs is used for clinical patients with tooth defects and tooth

loss.Coloring liquid is used for coloring Ceramic Zirconium Discs.
Contraindication: Contraindicated Use of Zirconia Material Allergy and Heavy Metal Allergy.

Product performance

Ceramic Zirconium Discs;

Density >2.8 g/lam
Sintered Density >6.02 g/lam
Ph;/rs]i((j:al Flexural strength ~500MPa
cherical Chemical solubility <100 pg/a
properties Radioactivity S 1.0 Bo/g
CTE (10.5£0.5)x10-e K-i
Veneering porcelain bond strength >25 MPa
Sintering temperature program:
Initial temperature (’C) Heating time (min) Temperature (*C) Total (h)
Natural temperature 90 300 15
300 240 1480-1550 55
1480-1550 90 1480-1550 7.0
1480-1550 160 800 9.7
800 Natural cooling Natural temperature -
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Specification Specification deviation of coloring liquid should be (2 m)).

requirements
Physical o : . .
o Appearance The coloring liquid should be homogeneous and impurity-free liquid.
ermical Post-dyeing After dyeing, there was no significant difference in color between
_ comparison dental specimens and VITA veneer colorimeter or standard dental
properties requirements specimens.

Heavy metal content Heavy metal content (in pb) less than 10 mg/L.

Operation instruction

Cerarric Zirconium Discs usually used CAD/CAM (computer aided design / computer aided manufacturing)
method of making porcelain dentures, production process is as follows:

1) Scanning the teeth or dental digital, access to dental three-dimensional data.

2} In accordance with the dental data CAD design, design of porcelain block processing model.

3) The use of CNC machine tools in accordance with the porcelain block processing model for CAM
manufacturing, all-ceramic crowns made of denture.

4) Porcelain denture crown by sintering in air or vacuum sintering, to meet the use requirements of strength
and appearance.

5) With porcelain powder in all-ceramic crowns of denture surface glazing, forming porcelain porcelain
bondng, to create afull porcelain denture.
Coloring liquids;

Immersion method:

1) Shake the coloring liquid well before dyeing. Choose the appropriate container and pour in the
appropriate amount of coloring liquid.

2) Zirconia was lightly put into coloring iiquid with plastic tweezers and soaked for 10 seconds.

3) Take out zirconia and dry it for 30-60 minutes (it is recommended to use infrared lamp or oven and place it
inthe position of 8-100mm under infrared lamp or at 80-90 C of oven).

4) The dyed zirconia was compared with VITA*16 color system,VITA*26 color system and Special
colors (01, 02, 03, G1, G2, G3, PI, P2, P3. VI, V2. V3.T01, 702, T03, T04).
Brushing method:

1) Shake the coloring liquid well before dyeing. Choose the appropriate container and pour in the
appropriate amount of coloring liquid.

2) Zirconia was dipped in coloring liquid with a ceramic pen and brushed 1-2 times.

3) Zirconia is dried for 30-60 minutes (it is recommended to use infrared lamp or oven and place it in the
position of 8-100mm under infrared lamp or at the temperature of 80-90 degrees C in the oven).

4) The dyed zirconia was compared with VITA*16 color system,VITA*26 color system and Special
colors (01. 02, 03, G1, G2, G3, PIl, P2, P3, VI, V2, V3,701, T02, T03, T04).

Storage requirements
The zirconia blanks must be stored in its original packaging in range of 10-50°C.

The coloring liquids must be stored in its original packaging, the best tempreture for Its storage is 10-30'C.
Transportation requirements

Transportation of zirconia blanks and coloring liquids should avoid damage from collision, extrusion and
vibration.

The transport environment temperature should be maintained in range of 10-40 "C.

Temperature operation: 32-42 V.

Steriiity, method of steriiization

No Sterility.

Not sterilable.

The medical device is disposable, not reused.
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rranty obligations
;amc Zirconium Discs shelf life: 5 years from date of manufacture,
taing liquids Shelf life: 1 year from date of manufacture.
lis products' warranty covers all product quality issues caused by material failure or production processes,
jring the warranty period, all products with unqualified product quality can be replaced free of charge,
pedfic replacement condition please contact with local dealers.
hengdu Besmile Biotechnology Co., Ltd. is not responsible for any direct, indirect or eventual damage or
«lay caused by;
Already used products;
<Damage caused by abnormal use beyond the specified conditions of use;
*Replace or remove original product label or manufacturing mark;
=lmproper use.
Disposal considerations
Cerarric Zirconium Discs is a non-hazardous material. Disposal should be in accordance with applicable

federa, state and local regulations. State or local regulations or restrictions may differ from federal
regulations.

Remained coloring liquids should be diluted (10ml coloring liquids with 1L water) and disposal in accordance
with applicable federal, state and local regulations. State or local regulations or restrictions may differ from
federal regulations.

Packing instructions:
Each Zirconia blank with instruction for use is packed independently in a paper box, one blank in each box.

Inside the box around the blank is PE foam, outside the box is bubble bag.
The coloring liquid is packed separately in plastic bottles.
Caution:
1) Storage, transportation and processing process to ensure good health environment and do not squeeze,

bup.

2) The coloring liquid should be stored separately to avoid direct exposure to sunlight.

3) The dye is weak acidic and the skin is susceptible to allergies. If it splashes into the eyes, please rinse it
with clean water immediately and see a doctor in time.

4) Don't dilute the coloring liquid by adding water to avoid affecting the color stability.

5) When soaking, make sure that zirconia is completely soaked in the Coloring Liquid.

s+ ) Pneumoconiosis caused by inhalation of ceramic dust.

7) Rinding process, the operator must wear appropriate protective apparatus.

s ) Without sintering ceramic can not be applied directly to the body or oral denture repair; this product is
required by professional artisans, by professional doctors with inlaid, adjustment and wear.

9) Equipment or materials of the same linear expansion coefficient as our department when used with other
materials or instruments.

10) Disposal of waste by the user in accordance with the requirements of the regulations.

11) This product needs to be operated by a professional dentist.

Index of CE symbol:

Date of
Manufacturer Do not reuse Lot Batch number
Warning, please refer
A to the instructions in Manufacturer Keep dry
the annex
. horizati The product meets the basic requirements
EC REP European union authorization CE 0197 of European medical devices directive
representative 93/42/EEC
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Chengdu Besmile Biotechnology Co. Ltd. EC REP Prolinx GmbH

Address: No.1666, Chenglong Road Section Two, Juelicher Landstrasse 93b, D-41464 Neuss, Germany
Economic-technical Development Zone, Tel: 0049-2131-4051968-0

Chengdu, Sichuan 610100, China Dirndl Code: DE/0000045300
Tel:-b86-28-689078

TH Stomatology, LLC
Address: 125040, Moscow, st. Pravdy, 3/1,

premises 9, room 1-7
Tel: +7 (495) 620-97-34
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ITucsMeRrRUITI NEPEBOO C KUMUTICKOZ0 U QHENUICKO20 A3LIKOB Hd PYCCKUN A3BIK

CEPTH®HKAT

{lorotun: KCCPMT (CCPIT)Y/

Kuraiickuit coeT no coaeficTBnIO pa3sBUTHIO MEKAYHAPOAHOH TOProBIH
Kuraiickas mexnyHapoaH#as TOpropas nanara
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/Norotun: KCCPMT(CCPIT)/

KuTaicknii coBeT Mo COAENCTBUID Pa3BUTUIO MEXAYHAPOLHOW TOProB/n
KnTaiickas mexgyHapogHas Toprosas nanaTta

CEPTUDOUMKAT

Ne205101A0/000180

/Kpyrnas neyats :

CEPTNO®UNKALWUA

KCCPMT (CCPIT)

(48)

KuTaiickmin ~ coBeT N0  COAEACTBUIO  Pa3BUTUIO

MeXAyHapogHoW  ToproBnu. [ns  yAOCTOBEPEHWS
6u3Hec-A0KYMEHTOB/

HACTOAWMNM YOAOCTOBEPAETCA, UTO: neuatb «4eHay BECMWJIE BaiioTekHonomxu Ko., 1T4.»
(Chengdu Besmile Biotechnology Co., Ltd.) Ha npunaraemom JOKYMEHTE aBnsieTca NOAMMHHOA.

/Kpyrnas pudneHas nedyatb:
CEPTUOUKALNA
KCCPMT (CCPIT)

(48)

KwuTalicknii CoBET MO COAENCTBUIO Pa3BUTUIO MeXAYHAPOAHON TOProB/u.

Ons ynoctoBepeHnst GU3HeC-LOKYMEHTOB/

KunTaickuii coBeT Mo coleicTBUIO
pasBUTUIO MEXAYHapPOA4HOW TOProBau

Mognuce Yxoy JiunuH (Zhou Liping)

YNOSHOMOYEHHOT 0 nLa: Inodnucbl

[Oata: 10 ¢eBpans 2020 r.

Beb6-caiiT 4ns NpoBepKU NOAMMHHOCTM cepTudmkarta: http://vvww.rxcpit.com/validate.html
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NHCTPYKLMS MO NPUMEHEHNIO

YTBepavn: MoywaHb JTto (Moushan Liu) [Jara: 04.12.2019
Moanuck: lnognucy/ JO/MKHOCTL: MpeacTaBuUTeNlb MeHeLkepa
AunpekTop: CuHb4YkKaH AHb (Xinzhang Yan) [JaTa: 04.12.2019

/nognucek/

«YeHpy BECMWIE baiiotekHonogkun Ko., ta.»
(Chengdu Besmile Biotechnology Co., Ltd.)

/Kpyrnas neyatb Ha KATaincKkom s3b[ke/
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KomnaHuna «4YeHgy BECMWIIE baiotekHonomxku Ko., Jita.» (Chengdu

Besmile Biotechnology Co., Ltd.)

IB-01 Alo [Jata sctynneHus B cuny; 04.12.2019

MHCTPYKLUMA MO NPUMEHEHNIO
HanmeHoBaHMe npoaykuun:  «[JUCKM Kepamuyeckue LUMpKoHUueBble Ans cuctem CAD/CAM c
NPUHaAIEXHOCTAMMU
Cneuundukaymu mogenu
[nckn Kepammnyeckne LMPKOHUEBbIE:
HT; ST; ST-preshade; SHT; SHTML; SHT-preshade; TT; TTML
(98x10 MM, 98x12 MM, 98x14 MM, 98x16 MM, 98x18 MM, 98x20 MM, 98x22 MM. 98x25 MM, 95x10 MM, 95X12 MM,
95x14 MM, 95x16 MM, 95x18 MM, 95x20 MM, 95x22 MM, 95x25MM, 8Ix71x12 MM, 89x71x14 MM, 89X71x16 MM,
89x71x18 MM, 89x71x20 MM, 89X71x22 MM, 8IX71x25 MM)
MpuHagnexxHoctn (OKpawmBaroLwas XULKoCTb):
- NMOAXOAMT ANs ANA AUCKOB KepamMuyecknx uupkoHuesbix HT, ST, SHT, TT:

Al,A2,A3,A3.5A4,B1,B2, B3, B4,C1,C2, C3, C4, D2, D3, D4; 1M1, 1M2, 2L1.5,2L2.5, 2M1.2M2,
2M3, 2R1.5, 2R2.5,3L1.5,3L2.5, 3M1, 3M2, 3M3, 3R1.5, 3R2.5. 4L1.5. 4L2.5, 4AM1,4M2, 4M3, 4R1.5, 4R2.5,
5M1,5M2, 5M3:(50mn,100Mmn)

- NOAXOAUT 4N BCEX A/15 AUCKOB KEPaMUYECKNX LIMPKOHWEBLIX:

01,02, 03, G1, G2, G3, P1, P2, P3, VI, V2, V3, T01, T02. TO3, T04: (20mn)

HasHauyeHue: AINCKN KepamMUYeCKne LMPKOHUEBbLIE MPUMEHSIOTCS ANS N3TOTOBMEHUS LMPKOHNEBBLIX KOPOHOK,
MOCTOB ¥ KOPOHOK A/11 uMnaaHTaTtoB. OKpalumBaroLLas XXMAKOCTb UCNOMb3YHTCA 419 OKpallvBaHMs KOPOHOK M
MOCTOB Nepes crnekaHuem.

CTpPYKTYpHbIIi COCTaB: M3genne COAepXnT UCKMN KepaMUUecKmne LMPKOHMEBbIE 1 OKPaLLIMBAKOLL e XXUAKOCTH,
roe AMckn KepaMuyeckne LMPKOHMEBbIE AN LeSIbHO-KEPaMUUeCKNX 3yOHbIX MPOTE30B, B OCHOBHOM, COCTOUT
13 LMPKOHMA (BKKOYAA OKCUA raHMA v okeug uttpma) (Zroz2 + HIOr + Y203): >>99%; okeng uttpusa (Y203):
4,5% - 10,0%; okcup ragHua (HHO2): <5%; okucb antomuHus (Al203): ~,5% ; npoune okcugbl: ~,5%.
OkpalnBaroLLne XUAKOCTU, B OCHOBHOM, COCTOAT M3 BOAbl OYMLLEHHOW, X/0pMUAa XKenesa, Xnopuga apoms u
MOSIMITUNEHTINKONS.

Oxugaemoe npu.meHeHHe: [ONCKN KepamUyecKue LMPKOHUEBbIE NMPUMEHSETCS Y MaLUeHTOB C fetheKTamu
3y60B 1 noTepein 3y60B. OKpallmBaroLLas XXUAKOCTb NPUMEHSETCA 415 OKpalwMBaHUA ANCKOB KEPaMMYeCKMX

LIVPKOHMEBBIX.
MpoTtuBonokasaHua: [1poTnBOMNOKa3aHO MNpPWMeEHeHMe npu anneprum Ha LnpkoHwin -cogepxawyue
martepuasbl U Ha TAXEeNble MeTanbl.

QP PeKTUBHOCTb M3aeNna:

AnCKN KepaMmnyeckme LMPKOHUEBbIE:

[10THOCTb > 2.8 rlem®
[MNoTHOCTbL NOCne cnekaHust >6.02 r/cm”
MpoyHOCTL Ha K3rnoG > 500MTMa
DuU3NYECKMe U
XUMUYECKME XVMUYeckas pacTBOPUMOCTb < 100 MKr/cm
CcBOWicTBa PaanoakTMBHOCTb < 1OBK/T
CTE (10.5+0.5)x10" K '

MPOYHOCTb CUenneHna npu BUHUPOBaHUM C

thapcpopom

>25 Mlla

TemnepaTypHasi NporpaMmma CreKaHus:
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HavanbHas Temnepatypa (°C) Bpems Harpesa (MWH) Temnepatypa (°C) TemnepaTypa

(1)

EcTecTBeHHas Temnepatypa 90 300 15
300 240 1480-1550 55

1480-1550 90 1480-1550 7.0
1480-1550 160 800 9.7

800 EcTecTBeHHOe OXNaXAeHW  EcCTecTBeHHas Temmepary

e pa
OKpaLLHBatOLLME XUAKOCTH;
OTK/IOHEHVS OT CreLu(MKaLii 415 pacTBopa KpacuTens AOMKHbI 6bITb B

TpeboBaHusa cneunpukaumii
npegenax (+2 mn)

durunyec
. OKpaLUMBaKOLLMIA PacTBOP AO/MKEH ObITb FOMOreHHOI XMAKOCTbIO 6e3
Kvie 1 BHewwHuiA Bug, B
COZePXKaHNs NpUMecei.
XUMUYec .
110C/le OKpaLIMBaHWA He 6bl/10 06HAPYXKEHO 3HAUMTENbHBIX OTIYMI LiBETa
Kne Tpe6oBaHUA CpaBHEHUS . .
. 3y6HbIX 06pa3LoB M KOMOPUMETPUYECKoi cuctemoii VITA nam
CBOWCTB noce oKpalMBaHUs
a CTaHAapPTHbIX 3yOHbIX 06pa3LoB.

CogepxxaHue THKenbIxX

CopepxaHue TsHKenblX MeTannoB (YacTeil Ha Munnvapg) -meHee 10 mr/n
MeTasINoB

Mopsagok paboThbi:
OVckn  Kepammyeckume  UMPKOHMEBblE O0ObIYHO  MPUMEHSETCH B cucremax CAD/CAM (cuctema
aBTOMATWM3MPOBAHHOIO MPOEKTUPOBAHUA [/ KOMMbIOTEPU3MPOBAHHOE MNPOWU3BOACTBO) A1 WU3rOTOBMIEHUS
(hapdhopoBbIX 3y6HbLIX MPOTE30B, NPU 3TOM NPOU3BOACTBEHHbIN NPOLIECC NPeACTaB/eH CneayowmmM 06pasoMm:

(1) CkaHupoBaHue 3yba nnbo UMpoBas Mogenb NPOTe3a, 4OCTYN K CTOMATON0rMYECKAM TPEXMEPHbIM
JaHHbIM,

(2) BcooTBeTcTBMM C AaHHbIMU cocTaBnseTcs CAD -npoekT, NPoeKT Moaenn o6paboTku hapdopoBoro
6noka.

(3) MpumeHeHue cTaHKOB ¢ UIMY B COOTBETCTBUM C NPOEKTOM MOZenn 06paboTku (hapthopoBoro 6,10Ka ans
CAM-npoun3BoACTBa Lie/IbHO-KepamMnyeCKUX KOPOHOK fi15 U3roTOB/IEHWS 3yBHOro npoTesa.

(4) PapdopoBas cTOMATONOrMYECKAs KOPOHKA M3roTaBMMBAETCA MyTEM CMEKaHWs B BO3AYXe MO0 B Bakyyme
ANA COOTBETCTBUA TPe6OBaHUAM MO MPOYHOCTU U BHELUHEMY BUAY.

(5) AobaBneHune haphopoBOro NOPOLLKa B Le/IbHO-KepaMUyecKne KOPOHKK A1 NPUAaHUS NoAnPOBaHHOMO
BUAa NOBEPXHOCTM, 06pa3oBaHus cBA3n (apgop-thapdop A4S TOro, 4Tobbl Co34aTh NOMHOCTLIO (hapdopoBbIi
3y6Hol NpoTes.

OkpalllliBatolyme XNAKOCTH:
MeTofomM norpyxeHus:

(1) BcTpaxHyTb pacTBOp KpacuTens nepef OKpawlmBaHWeM. Bbi6paTb COOTBETCTBYIOLLYIO Tapy U HanuTb
COOTBETCTBYIOLLEE KOJIMYECTBO PacTBOpa KpacuTens.

(2) LvpkoHuii Ha HebonbLLOE BpeMS MOMELLAeTCA B OKPALLMBAOLLMI pacTBOP C NMPYMEHEHWEM NIACTUKOBbIX
LLMMNLOB U MPOMaYMNBAETCA 10 CEKYHA.

(3) BbIHYTb LMPKOHWIA K BbicywnBath erto 30-60 MUHYT (PEKOMEHAYETCS WCMONb30BaTh WMHPAKPACHYHO
namny 6o Cyx0XapoBoil LKad M NOMecTUTb B MonoxeHue 8-100mMm nog MK-namnoit nnéo npu 80-90 °C B
CYX0XapoBOM LUKadyy).

(4) MpOKpaLLEHHBbIA  LMPKOHWIA  CpaBHMBAeTCS C  KOMOpUMeTpUYeckoin cuctemoli  VITA* 16,
KonopumeTpuryeckoii cuctemoin VITA*26 nnm co CneumanbHbimu Ugetamn (01, 02, 03, G1, G2, G3, P1, P2,
P3, VI, V2.V3,T01,T02, T03,T04).

MeTogom 6palimpoBaHms:

(1) BCTpsAXHYTb pacTBOp KpacuTens rnepef oKpaliveaHueM. BbibpaTb COOTBETCTBYIOWYIO Tapy W HanuTb
COOTBETCTBYIOLLEE KOJIMYECTBO pacTBopa KpacuTens.

(2) Ha uMpKOHWIA HAHOCUTCA OKpallMBaKOLLM/A PacTBOP C MOMOLLbI hiomacTepa MOBbILWEHHOW TOYHOCTU U
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ApokpacuTb -2 pas.

A (3) Uupkonnii BbicywwmaeTcad 30-60 MWHYT (PEKOMEHAYETCA MCMO0/b30BaTb WH(PaKpacHy namny nnébo
CYX0XapoBol LWKa M NOMeCTUTb B nonoxeHne 8-100mm nog WK-namnoin nnéo npu Temnepatype 80-90
rpagycos C B TepMocTarte).

4) MNpOoKpaLUEHHbIA LMPKOHWIA CPaBHMBAETCS C KOMOPUMETpUYeckoi cuctemoli VITA* 16, KONOpMMETPUYECKON
cuctemoin VITA*26 nnu co CneymanbHbiMy uetamm (01, 02, 03, G1, G2, G3, P1, P2, P3, VI, V2, V3, T01,
T02, TO3. T04).

Tpe6oBaHUS NO XpaHEHUIO:

[ncKn Kepamuyeckme LMPKOHMEBbIE CNEAYET XpaHUTb B OPUTMHANbHON yMakOBKE B Amana3oHe TemrepaTyp
10-50°C.

OkpalumBaroLLme XULKOCTU CnefyeT XpaHUTb B OPUTrMHANbHOW YNakoBKe, Hawfydllas Temnepatypa Ans WX
XpaHeHus coctasnget 10-30 “C.

Tpe6oBaHus No TpaHCNOPTUPOBKE:

Mpn TPaHCMOPTMPOBKE [UCKU KepaMUYeCKWe LMPKOHWEBbLIE W OKpaLIMBalOLWMe XWUAKOCTU HEe [O/DKHbI
noJBepratoCs NOBPEXAEHNIO BCNEeLCTBUE YapOoB, CAABNBAHUA 1 BUOPALMW.

TemnepaTypa OKpyXatoLLeid cpedbl Npy TPaHCNOPTUPOBKE 40/HKHA NOAJEPXMBaTLCA B A1ana3oHe 10-40 ®C
Temnepatypa ncnonb3osaHusa: 32-42@C.

CTepunbHOCTb, METOA CTEPUAM3AL UK

He cTepusnbHo.

He cTepunusyemo.

MeguunHCKOe n3fenne ofHOPa30BOro NMPUMeHeHUs, MOBTOPHO He UCMOMb3YeTCs.

MapaHTuiiHble 06A3aTeNbCTBA

CpoK rofiHoCTU CTOMAaTONOrNYecKmMx LIMpKOHMEBLIX AUCKOB: 5 NeT ¢ faTbl U3rOTOBMIEHUS.

CpOK rogHOCTM OKpallMBaK WX XUAKOCTeR: 1rof ¢ faTbl U3roTOBAEHUSA.

lapaHTWMA 4N [aHHOW NPOAYKLMM MOKPbiBaeT BCE BOMPOCHI MO KayecTBy B cfyyae (YHKLMOHaNbHOM
HeucnpaBHOCTM MaTepuana nMbo NpoM3BOACTBEHHOro npouecca. Bo Bpemsi rapaHTMilHOro nepmofja Bce
n3fenus ¢ gedekraMmy Kayectsa MOryT 6bITb 3aMeHeHbl 6ecniaTHo.

Mo oTAenbHbIM YCNoBUAM 3aMeHbIl - CBAXNTECb C MECTHbIMU MOCTaBLNKaMN.

KomnaHusa «YeHgy BECMWIE banoTtekHonogxu Ko., /ita.» (Chengdn Besmile Biotechnology Co., Ltd.)
He HeceT OTBETCTBEHHOCTM 3a KaKOi NM60 NPAMOWA, HENPAMOW MMB0 KOHEYHBbIN yuepb N1Mb0o BpeMeHHbIe
3afepXXKn BCNeACTBUE:

- NPUMEHEHUS YXKE UCMOMb30BAHHbIX U3Lenuii;

- yuiep6a BcneAcTBME NPUMEHEHNS He MO Ha3HAYeHWto, BHe PaMOK YKa3aHHbIX YCNOBUIA MPUMEHEHMS;
- 3aMeHbl B0 YAaNEHNA OPUTUHANBHOW MapKUPOBKM U3fenus, NMb6o 3aBOACKOr0 3HaKA;

- HeMpaBW/IbHOE NPUMEHEHNS.

YTunusaumns n/unu ynaneHue oTxo4oB

OVNCKN KepaMWYecKue LMPKOHWEBble He SBASIOTCA BPeAHbLIM MaTepuanoMm. YTunusauus [o/mKHa
COOTBETCTBOBAaTb MPUMEHWUMbLIM (heflepasbHbiM, FOCYapCTBEHHbIM W MECTHbIM HOPMAaTWBHO-MPaBOBbLIM
akTaM. [oCyAapCTBeHHble NMGO MeCTHble HOPMATWBHO-MPAaBOBbIE aKTbl, NIMGO OrpaHUYeHUs MoryT
0T/IMYaTbCs OT pefepanbHbiX JOKYMEHTOB.

OcTaTKM OKpalLMBaKLLMX XUAKOCTeW cnegyeT pasBecT (10 MA oKpallvBatoLme XUAKoCTM 1 11 BoAbl) 1
MPOBECTW YTUNN3ALUIO B COOTBETCTBUM C NPUMEHUMbIMU (efepanbHbIMU, TOCYAAapCTBEHHBIM U MECTHbIM
HOPMaTWBHO-NPaBOBbIM aKTaM. [OCyAapCcTBeHHble NMGO MeCTHble HOPMATMBHO-NPAaBOBble aKTbl, NMGO
OrpaHUyYeHUs MOTYT OTAINYATLCS OT DedepanbHbIX JOKYMEHTOB.

WHCTPYKL UK MO YNaKOBKE:

LVCKM KepamnyecKue LMPKOHMEBbIE YMaKoBaHbl OTAENbHO B KAPTOHHYK KOPOOKY, MO OfHOW 3aroTOBKE B
KXK[I0 KOpoOKe. BHYTpM KOPO6GKM BOKPYT 3aroTOBKM pacrnofio)keHa M3-neHa, CHapyXXu KOPOGKU - MakeT U3
My3bIPYaTOi MNEHKN.

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



XpalmBatrowas XnaKoCTb ynakoBaHa B OTAENbHO B NaCTUKOBbLIE (hAKOHbI.

ApesynpexaeHue:

~N1. XpaHeHue, TpaHCNOPTMPOBKa M 06paboTKa Afis TOro, YToObl rapaHTMPOBATb HaffeXxallee COCTOSHUE - He

A chaBnMBaTb M He AONYCKaTb COyAapeHus.
2. PacTBOp KpacuTens cnefyeT XpaHWTb B OTAENbHOM MOPsiAKe BO 136eXaHne NPsSMOro nornagaHus CoTHeYHoro
cBeTa.
3. Kpacutenb sBnsieTcsi €naboil KMCNOTOM M Mpy MOMafaHWM Ha KOXY MOXET BbI3blBaTb aslfieprnyeckume
peakuuu. Mpn nonagaHum 6pbI3r B rnasa cnefyet He3amea/IMTeIbHO NPOMbITb YMCTOW BOAOW ¥ CBOEBPEMEHHO
06paTuTbCA K Bpayy.
4. He cnegyeT pa3BoguTb pacTBOpP Kpacutenss nytem [o6GaBneHus Bogpl
CTabunbHOCTW LBeTA.
5. Mpwn norpy>keHun y6eanTech, YTO LUPKOHWIA NOAHOCTLI0 NOrpyKeH B OKpaLLMBatoLLYO XMUAKOCTb.
s . [THEBMOKOHMO3 MOXET ObITb BbI3BaH BfblXaHWEM KepamMWU4ecKoi nbiau.
7. B xofe npouecca 06paboTKu onepaTop fO/MKEH HOCUTbL COOTBETCTBYIOLLEE 3aLMTHOE 060pYyf0BaHME.
s . Be3 CnekaHWs Kepamuka He MOXET OblTb YCTaHOB/EHA HamnpAMYt B OpraHuam nnbo Kk 3y6HOMY npoTesy;
JaHHbIA MaTepuan TpebyeTca npodeccmoHanam B 061acTU CTOMATOMIONMK, a TaKXXe BpayaM-CTOMaTosioram ans
BKNafKu, HaCTPOWKMN 1 YCTaHOBKMU.
9. TpebytoTca 060pyaoBaHMe NMM60 MaTepuasnbl C OGHUM U TEM XK€ KOIPPULMEHTOM SIMHENHOTO pacLUMpPeHNs,
YTO U B Halleil KomnaHum (Npy UCMNoNb30BaHMM NPOUYUX MaTepuanosB NMM60 UHCTPYMEHTOB).
10. YTnnm3aumsa oTXo40B NPOn3BOAMTCSA NOMb30BaTeNIeM B COOTBETCTBUM C TPe6OBaHNAMU PYKOBOACTB.
11. NaHHOe u3fenue SOMKHO MCMO/b30BATLCA TOMbKO CreuuanmcTamm B 061acT CTOMaTOoMMK.

BO u36eXaHue HapyLleHnsa

MepeyeHb CE-cMmB0ONOB:

He
pm fonyckaeTcs
aTa npou3BoAcTBa
Jil p Jil NOBTOPHOE Not Homep naptuu
MCNonb30BaHe
MpeaynpexaeHue,
A CM. MHCTPYKLMK B MpoussoguTens Bepeyb OT CbIpoCcTH
NPUNOXKEHNM Cf

JaHHoe n3genme cooTBETCTBYET OCHOBHbLIM

MpefcTaBuTeNb MO cepTUDUKALMN Tpe60BaHMAM [lMpeKTUBbI EBpomnelickoro
EC REP B EBponeiickom Coto3e Ce o197 Cot3a no  MeaUUMHCKUM  W3Lenus
93/42/EEC
KomnaHua «4eHgy BECMUWNE EC REP

banoteknonogpxn Ko., ita.» (Chengdu Besmile
Biotechnology Co., Ltd.)

Appec: Ne 1666, YaHnoH Poya, yyacTok 2, 30Ha
3KOHOMWYECKOT0 M TEXHWYECKOT0o pasBuTus, YaHay,
610100, CbluyaHb, KuTtaih (No.1666, Chenglong
Road Section Two Economic-technical Development
Zone, Chengdu, Sichuan 610100, China)

TenedoH; +86-28-689078

ooOTA "Crtomatonorng™

HOpwuanueckunin agpec: 125040, ropog Mockga,
ynuua Mpaegapbl, 3/1, nomelieHne 9. KOMHaTa 1-7
TenedoH: +7 (495) 620-97-34
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KomnaHusa «MpoanHke
FM6X» (ProUnx GmbH)
yn. FOnuxep NangwTtpacce 93b, D-41464 Hoiic,
MepmaHus.
TenedoH: 0049-213 1-4051968-0
KoaDimdi: DE/0000045300



MepeBof 4OKYMEHTA BbIMOMHEH nepeBogyumMkom 1Mnaesoii Mapwueii BUKTOPOBHOW

Poccuiickaa ®egepauus

MNopos Mockaa.
BocemHaguaToro gespans ABe TbiCAYM 4BaALATOr0 roja.

A, Moppy6ekan CeeTnaHa MeHHagbeBHa, BPEMEHHO MCMOMHAKLWMIA 0653aHHOCTU NOT]
ropofa MockBbl AKyweHKo EBreHun AnekcaHApOBHbI, CBUAETENILCTBYIO MOL/IMHHOCTL M)
nepesoguvka LLinaesoi Mapun BUKTOPOBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUM.

JInyHoCTb NognucaBLLEero JOKYMEHT YCTaHOB/IeHa.

3apeructpupoBaHo Bpeectpe: Ne 77/";~1-H/77-2020-\ ~
B3bicKaHO rocygapcT”HHOM nownnHbi<nO Tapudy): 100 py6OO Kon.

YnnayeHo 3a 0KasaHue ycnyr npaBoBoro j =
N TEXHNYECKOro XapakTepa: -~ 300 py6. 00K(™.

cr

Bcero npownTo, NPOHyMePOBaHO n
CKpenneHo nevatbto A nncta(oB)
C.I". MNopayb6ekas
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