LEONE s.p.a. - Orthodontics and Implantolociy

INSTRUCTIONS ON USE

medical products

Accessories: plates holders (small and large), dental
materials for the manufacture of orthodontic appliances

PURPOSE

Accessories: plates holders, dental materials for the manufacture of orthodontic appliances -
components of removable orthodontic appliance (plates) for the treatment of dental malocclusions. The
main objective is the creation of the basis of the orthodontic appliance.

Accessories: container for storage of plates, dental materials for the manufacture of orthodontic
appliances are intended for use only by trained clinicians (doctors - orthodontists) in orthodontics.
Accessories: container for storage of plates, dental materials for the manufacture of orthodontic
appliances designed for use only in one procedure.

Accessories: container for storage of plates, dental materials for the manufacture of orthodontic
appliances designed for comfortable, safe, effective and simple use by the orthodontist provides
complete control during use. Accessories: contained' for storage of plates, dental materials for the
manufacture of orthodontic appliances a wide variet}' of species, colors and composition and types of
applications to choose Ifom for orthodontist.

APPUCATION AREA

JAccessories: container for storage of plates, dental materials for the manufacture of orthodontic
appliances are necessary elements in the preparation of removable orthodontic appliances in the
correction of dental malocclusions the Main comp;")nents of this group is orthodontic resin
LBOCRYI/®, thermoplastic material and dental wax; the subsidiary are included in the plastic in the
form of motifs, sequins, as well as containers for record storage.

TECHNICAL DESCRIPTION

muto

m{o

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



LEONE ~ OtIK>d<mtt(» and fanplantology

g)Accessories: plates holders, dealal materials for the manufacture of orthodontic

appliances

For the Technical description, the dimensional, esthetic and functional
Spoiificaiions see the following page» fiom Leone Orthodontic Catalogue 2013
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Discs and squASe i»LATSa made auf or PET O, a material ideal roc«
TNERMamSMINS TO f4AANUrACTURE DENTA L ALIONERS AND PDST-TREATMCNT
aestmetic retainers.

Tne material conforms to JSD 1Q0993-1, with excellent optical

TRANSPARENCY AND ONCE FORMED, IT FEATURES HIGHLY EFFICIENT BIOMECH,

R

QiiHt a pc* a8»m a pc*

tre))4<  Qjmm ape* Mi aspcs
R«)-)0 apes 87002-10 10« 2S pcs
1.Smm ISpc. 87002 IS i mm IS cr-i

20«m 10pcs 87X2 20 Opcs
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yINE s.p.a, - Orthodontics and Implantoiogy

Nin technical parameters: Accessories: plates holders, dental materials for the
manufacture of orthodontic appliances (previous figures were typos by the manufacturer,
i0 you made need clarification in the description of the table for the Polymer/monomer-
Jased methylmetacrylate, and wax composite resin material)

Material and grade Product Resistance to shock Flexural Water Solubility
Commercial (packaging) strength absorption
name
Polymer/Monomer Orthodontic Banks durable to 65 MPa 32 pg/mm3 1.6
form based on resin liquid strike in free fall at pg/mm3
methylmetacrylate and powder least two times

without failure and
leakage from the
height of 1.2 m
The products in the package have the vibration strength and impact resistance

The product can withstand five times the vibration test in the mode of 10-55 Hz at 0.35 mm amplitude as well as
the impact of peak shock acceleration of 10 g for 16 milliseconds.

The product in the package during operation applies when the temperature in the range from -10° to +40°C and
humidity from 15 to 100%.

The product in the transport packaging is resistant to temperatures from 0° to +25°C and humidity from 40 to
80% in the process of transportation and storage.

Marking products:

On the packaging of the products indicated the following information:
e Trade name of the product;

 The model name of the product;

e Trademark and manufacturer’s name, address;

« The address of the place of production, country of production;

= Serial number

The packaging provides protection from environmental and mechanical damage during transportation, handling
and storage.

The surface is clean, smooth, without bubbles, pinholes, cracks and chips. On the surface of products is not
allowed risks, scratches, traces at the place of closing the form with a height of more than 0.3 mm, the Burr
height of more than 1 mm

Packaging airtight after sealing. They can withstand internal excess, or equal to the value of vacuum, the air
pressure of £20 kPa (0.2 kgf/cm”) for 15 seconds with no air bubbles

Packaging is resistant to mechanical impacts during transportation

Packing durable to strike in free fall at least two times without failure and leakage from the height of 1.2 m
Packaging durable the compression in the axial direction by the load of 98 N (10 kgf)

Packaging preserves the appearance, color and quality of decoration, is not deformed and does not crack when
immersed in hot water at a temperature of (70+5) °C. the Packaging is not deformed by the lateral surface after
cooling while filling it with water at a temperature of (70+5) °C not less than 95%rof the yplurheTundej'| "
cover). Allowed the retraction of the bottom and lid of the package, not resulting in breach df copfainment
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/£ONE s.p.a. - Orthodontics and Implantology

me resistance of the pattern marked on the packaging, not the lower of the two scores

Packing heat-resistant and cold-resistant, not deform and crack, keep the appearance, coloration, options,

dimensions and mechanical properties after exposure in a climatic chamber for 2 h at a temperature of (40+2)°C

and (-25+2)°C

Components of the base material does not contain gel, sediment, foreign inclusions

The cured samples have a smooth, solid and shiny surface

The color of the base material is not different from the color specified by the manufacturer

Color samples of the base material is not changed after the test

The shadow-lit opaque disc visible from opposite sides of the specimen
Samples by visual evaluation do not contain pores

Flexural strength of not less than, MPa: 65

The modulus of elasticity is not less than, MPa: 2000

Indicator of crack resistance of not less than MN/M1,5: 1,0

Water absorption of the materials does not exceed, pg/rrm»; 32

Does not exceed the solubility, pg/mm”: 1,6

Cut aluminum
Brand A97
Polyvinyl Chloride Brand P1412

Polyethylene terephthalate (PETG), mark D
Plastic, ABS brand

Material and Product Commercial Color
Form
grade name Size
Paraffin, ceresin Modeling wax The wax plates of pink color
65, beeswax contrasting with plaster

model, lump 5009

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Glitters

Motifs for plates
Thermoformable discs and plates

Plate hoders

Fluidity Ash
content
%
Att37°C-1% less than 0,1

At 140° C-11%
At t 45° C-87%

LEOI™ib s«p.3.
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LEONE s.p.a. - Orthodontics and Implantology

Composite resin material a wax by cutting with a sharp tool at a temperature of 23+2° C does not crumble
and does not give cracks and chips

Composite resin material a wax when heated, becomes soft, does not crumble or delaminate. Each piece
easily connects with the previous one

- The product is resistant to the fluid that simulates saliva more than 30 days

- The products in the package have the vibration strength and impact resistance

- The product can withstand five times the vibration test in the mode of 10-55 Hz at 0.35 mm amplitude, as
well as the impact of peak shock acceleration of 10 g for 16 MS

- Product when operating properly when exposed to temperatures in the range from -10°C to +40°C and
humidity from 15 to 100% - The product in the transport packaging withstands temperature from -50°C to
+50°C and humidity from 40 to 95% in the process of transportation and storage

- On the surface of products has no cracks, scratches, spalled spots, burrs and traces of polishing

- Non-sterile supplied in packs of 1 PCs., 10 PCs., require processing before use 76% alcohol (C2H50H) with full
immersion in the solution for 10 min, then rinsed with water (10 cycles)

- On the packaging of the products indicated the following information;

e Trade name of the product;

 The model name of the product;

e Trademark and manufacturer's name, address;

« The address of the place of production, country of production;

« Serial number (LOT); the Packaging provides protection from environmental and mechanical damage during
transportation, handling and storage.

s p.a.
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(EONE s.p.a. - Orthodontics and Implantology

INTENDED USE

Base plate serves as the basis of removable orthodontic appliances. As an independent appliance used
in the retention period of treatment to sustain the achieved results. Accessories: container for storage
of plates, dental materials for the manufacture of orthodontic appliances the main components of this
group is orthodontic resin LEOCRYL® and thermoplastic material, dental wax; the subsidiary are included
in the plastic in the form of motifs, sequins, as well as containers for record storage. Orthodontic resin
LEOCRYL® has several advantages: - the Variety of color and color effects. Boundless creativity.
Orthodontic resin LEOCRYL® has a very wide range of colors, from classic tones to modern luminescent
shades. In addition, it can be supplemented with various sequins and can be individualized with the help
of invest images with a variety of motives. Thus the possibilities of Your creativity are endless, and each
patient can be proud ofthe uniqueness of their orthodontic appliance. Tested in research laboratories.
Safe in operation and patients. Plastic Leocryl® was subjected to costly research, as it is in the mouth, it
should be safe for the patient, and while working with it for a dental technician. In addition, it was
confirmed according to its biological requirements, resin Leocryl® is not toxic, does not cause any
irritation of the mucosa and has no mutagenic potential. Hence its excellent biocompatibility. High
stability. The ease of use. Carefully selected raw materials and a particular mixture of different particle
sizes of the powder particles lead to an unusually high level of stability. It has been proven in numerous
studies, and direct comparison with competing products. For dental technician applying the plastic
Leocryl® , this means the possibility of quick and effective work. Unique low shrinkage. Precision
planting. Shrinkage Leocryl® and (2 component cold plastic of the polymerization, the powder *polymer,
liquid - monomer) can be reduced to an absolute minimum. This material guarantees a precise fit. Long
working phase. Quiet work. While working with Leocryl® is designed so that the dental technician has
the ability to work carefully and without haste. As a result, markedly increased the efficiency of daily
work. A consistently high level of quality. Always reliable result. Years of technical experience in the
production and thorough, uncompromising selection of raw materials for all products bearing the brand
Leocryl®, gives the user confidence in the high quality of goods labeled "Made in Italy _ Made in Italy".
Resistance to shock: 7,5 £ 0,5 ki/m”; the breaking Force: 58 + 3 N; Moisture absorption: 21,5 + 0,3
pg/mm3 solubility: 0,4 £ 0,3 pg/mm~.1.The use of Orthodontic resin Leocryl® is an acrylic resin of cold
hardening, is used in the manufacture of orthodontic appliances. Optimal stability when using the
technique of spray application . Can also be used the technique of "dough™.

2. Composition - Monomer = (liquid) - polimer (powder)

3. The application of the Plaster model should be immersed in warm water for 10-15 minutes before
applying the acrylic polymer. This will prevent the outlet from the dry plaster models of air bubbles that
can cause the acrylic polymer discharge from the model or penetrate the plastic. In order to achieve a
smooth, uniform surface without inclusions of particles of gypsum or change the color of the plastic, the
recommended immersion model in water and subsequent coating with an insulating means Leocryl®
Coating insulating means Leocryl®. After immersion m water dry model air. Apply insulating means
directly from the bottle to wet the model and spread evenly with a brush. Put the model back on the
line to drain the excess fluid. Gently air balloon remnants insulating liquid or drops with retention

elements, after waiting 30 seconds. After that, start modeling acrylic plastic, usinlg'fAl) method of spray

--A e N ir>IANTOLOGIA
application ("salt and pepper"). (B) the technique of "dough". d onaracchi. 50
FIRENZE
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LEONE s.p.a. - Orthodontics and Implantology

'A: Equipment spray application ("salt and pepper"), Always start with the powder, then add liquid,
alternating the application directly on the prepared model. Attention: use only the amount of fluid that
is able to absorb the powder. The acrylic polymer should not be supersaturated fluid to avoid shrinkage.
B: Technique "dough" Mix in a silicone Cup 2.5 parts powder to 1 part liquid. Mix the mass and leave
covered for 5-7 minutes. With increasing room temperature, the time is shortened. A mass of acrylic
ready to use. 4.The time of curing (polymerization)
- Pressure: 2.5 ATM;
- Water temperature: 40 - 46°C (104-115 °F).
-Time: 20 minutes (at least) the Polymerization under pressure if possible should not interrupt during
the first 12 minutes to avoid the formation of micro pores. 6.Recommendations for reducing the
content of residual monomer To reduce the content of residual monomer manufactured the machine
before use, should be kept in water for three days. This procedure reduces the amount of residual
monomer to values equal to those in thermal polymerization of synthetic polymers. If this is not
possible, the patient is recommended to store the unit in water when not in use.
Advice on hygiene
Vehicles should be regularly cleaned and stored in water when not in use. This prevents corrosion
cracking or staining of the wire elements. Orthodontic plastic Leocryl® was scientifically tested.
The thermoplastic material is a material for the manufacture of removable dental structures in the form
of transparent overlays on the teeth used for orthodontic treatment, prevention of abrasion of enamel
and tooth decay, protect teeth from injury during sports activities. Material for the manufacture of
splints are thermoplastic plates of different thickness and hardness for the treatment of which use an
apparatus functioning according to the principle of layer-by-layer thermoforming. The level of
therapeutic effect and patient comfort while wearing the trays depends on the following factors: the fit
of the product from all sides of the dentition, accurate reproduction of the shape of the teeth; integrity;
visual characteristics (the design should be almost invisible); durability, susceptibility to deformation;
easy care. Making on individual casts splints that meet all these requirements, is possible only with the
use of modern devices that has the following capabilities: automatic maintenance of optimum
technological conditions (140° C, compressed air pressure up to 6 atmospheres); self-test and mute
when entering operating parameters for the limits; the ability to manufacture any variety of CVR (single
and multilayer, sports, teeth whitening, orthodontic treatment, prevention of damage to the enamel
when bruxism, etc.); the choice of the optimal program (adjusting the periods of heating and pressing,
the pressure level); compatible with ail models (repelled from occludator, plastered, plastered); work
with plates of different thickness; the speed of production design. Colored appliques (pictures-ear) and
sequins intended for placement of orthodontic apparatus. Allow to make removable orthodontic plates
taking into account the individual preferences of the patient. Used as an additional inclusion in the
plastic base, apply the instructions plastic. Dental wax is the best means to rescue the patient from
rubbing the sensitive mucous membranes of the mouth.
Wax for braces minimizes pain and increases comfort when wearing braces. The wax is intended for use
only in orthodontics (dentistry). It helps to decrease pain by creating a protective barrier between the
soft tissue membranes of the mouth and rubbing parts of the orthodontic appliance._Wax for teeth and
brackets allows you to quickly adapt to the system immediately after installation...*..;;-; ' ‘* 'MPLANTO’ OGIA
Via Pcnie  Quaracchi, 50
F: 'renlino - FFRENZE
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/storage

Shelf life:

Powder/Polymer: 7 years in closed packaging.

Liquid/Monomer: 7 years from date of manufacture when unopened Store in a cool place at
temperature not exceeding 25°C (77°F). To prevent contamination, direct sunlight or a significant
increase in temperature, as this may cause premature polymerization. Medical devices cannot be used
after the expiry date printed on the package. For a period of at least 10 years from the manufacturing
date for orthodontic metallic products and for at least 7 years for orthodontic nonmetallic

products. Keep out of reach of children.

Products can only be used if the packaging has not been damaged.

TRANSPORTATION
Products can be transported by all kinds of covered vehicles in accordance with regulations approved in

the prescribed manner for each mode of transport. When using, transporting and storing the product

has no adverse effects on humans and the environment.

DISPOSAL

After using The manufacturer guarantees the conformity of medical devices Accessories: container for
storage of plates, dental materials for the manufacture of orthodontic appliances is placed in a
container for used items. Further shall be disposed of in accordance with the norms established by the

law and local regulations, as waste is class A in accordance with SanPiN 2.1.7.2790-10.

THE MANUFACTURER'S WARRANTY

The manufacturer guarantees the conformity of medical devices Accessories: container for storage of
plates, dental materials for the manufacture of orthodontic appliances to the requirements under the
conditions of storage and transportation.

The warranty expiration date 10 years from date of manufacture.

The warranty expiration date for the monomer, 24 months from date of manufacture.

MANUFACTURER:

Leone S. p. a. (Leone S. p.a.) Open joint-stock company.

Via P. and Quaracchi, 50, 50019 Sesto Fiorentino (Florence, Italy) /Via P. a Quaracchi, 50 50019 Sesto
Fiorentino (Firenze) - Italy.

Tel: +39.055.30.44.620. Fax: +39.055.30.44.05. El. email: info@ leone.it.

The address of the place of production of medical products:

Florence, Italy.

PHONES FOR MAKING CLAIMS FROM THE CUSTOMER:

About adverse events or potential complications that can reasonably be considered associated with the
use of data of medical devices should be reported to the company representative.

| . | p.a
Tel.: 8 (499) 151-10-10; 151-10-15; 151-10-51. .__ifMPLANTGLOGIA !
Guarscchi,
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:ONE s.p.a. - Orthodontics and Implantology

Information symbols on packing of a product:
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/HOHE c.n.a. - OpTo4oHTMA 1 IMNNaHToMOrns

VHCTPYKLUWA MO NMPUMEHEHWIO
MeANLMHCKOro n3penuvs

MpYHaANEXHOCTU: KOHTEHEP A1t XPaHEHMS! NNACTUHOK,
(60NbLUIOK 1 ManbliA), MaTepuasbl CTOMaTONOrMYecKme as
M3roTOB/IEHMS] OPTOAOHTMYECKMX annapaToB

(AONONHUTENbHbIE BK/OUYEHNS)

HA3SHAYEHWE

MpUHAANEeXHOCTU:  KOHTelHep  ANA  XpaHeHua  NiacTMHOK,  MaTtepuassbl
CTOMaTonornyeckne AN WU3roToB/EHUA OPTOLOHTUYECKUX annapaTtoB - U3Lenus
OPTOAOHTMYECKME NpefHasHavalTca AN BO3AENCTBMA Ha (DopMy W/Mnu (yHKUUIO
3y604EeNCTHON cncTeMbl. MPUMEHSIOTCA NPU U3rOTOBMEHMN CbEMHbIX U HECHEMHbIX
OPTOAOHTUYECKUX KOHCTPYKUWUA. TTpUHAANEXHOCTU. KOHTEWHEP ANA XpaHeHus
NJacTUHOK, MaTepuasbl CTOMaTO/IOrMyeckme ANA M3roToBleHUSS OPTOAOHTUUYECKUX
annapaTtoB npefHa3HayeHbl [A18  WUCMNOMb30BaHUSA TOMbKO MOArOTOBMEHHbIMU
KnnHuuuctammn  (Bpayamm - OpTOAOHTaMW) B  OPTOAOHTUMM. TpUHAONEXHOCTMW:
KOHTEHep QAN XpaHeHus nnacTUHOK, maTepuanbl CTOMatonorunyeckme Ans
N3roTOBNEHNSA OPTOAOHTMYECKMX annapartoB npegHasHayeHbl ANA MCNoNb30BaHUS
TO/IbKO B O4HOW npoueaype.

MpUHAANeXXHOCTN:  KOHTeillHep  ANA  XpaHeHuss  NNacTUHOK,  MaTepuansi
CTOMAaTO/Iornyeckne gna U3roToBNEHNA OPTOAOHTUYECKMX annapaToB pa3paboTaHsbl
ansa  KomdgoptHoro, 6e3onacHoro, 3M@EeKTUBHOIO UM NPOCTOr0  MCMOJ/Ib30BaHUS
OpPTOAOHTOM, oO6ecneumBarolle MOMHbIA KOHTPONMb BO BPEMS UCMNONb30BaHUS.
MpUHagNeXHOCTU:  KOHTEWHep  ANA  XpaHeHWs  NNacTUHOK,  Martepuansl
cTOMaTtosiormyeckme Ans N3roTOBNEHNSA OPTOAOHTUYECKNX annaparos
npeAcTaBneHbl LWMPOKUM pa3HoobpasveM BUAOB, LBeTa W coctaBa M Tunamu
NpYMeHeHnsa Ha BbIGOP A/19 Bpaya - OpTOL0HTA.

/wTtamn: JIEOHE c.n.a.

OPTOAOHTUS W UMMNaHTauus

Buia MNMoHTe a Ksapayuu, 50

50019 Cecto PMOPEHTUHO - PriopeHuma
Ten 0R5 30441 - dake 055 374808
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/EOHE c.n.a. - OpTOA4OHTUA M IMNAAHTONOIUS

O6nacTb NPUMEHEHUS

MpUHaAQNEeXHOCTU:  KOHTEWHep  ANs  XPaHeHuss  NNacTUHOK,  MaTepuarnsl
CTOMATO/IOTNYeckne AONs MU3roToBNeHUA OPTOAOHTUYECKUX annapartoB ABNAKOTCA
HEOO6XOAUMbIMN  3N1IEMEHTAMMU B W3rOTOB/MIEHWM CBEMHbLIX OPTOAOHTUYECKUX
annapatoB Mpu ucnpaBieHun 3yO0UYENOCTHbIX aHoManui npukyca OCHOBHbLIMU
COCTaBMIAKLWMMMN AaHHON rpynnbl SIBASETCA OpTOAOHTMYEecKast nnactmacca LEOCRYL®,
TEepMONNaCTUYHbIA MaTepuan M CTOMaTONOMMYECKUA  BOCK, BCMOMOraTe/lbHbIMU
ABNSAKOTCA BK/KOYEHUS B NiacTMaccy B BUAe: KapTUHOK, 6/1ECTOK, a TAKXXe KOHTENHepb!
ONA XpaHeHna NnacTUHOK.

TEXHUYECKUE XAPAKTEPUCTUKWU

/wTtamn: JIEOHE c.n.a.

OPTOAOHTUA N UMMNaHTauns

Buva lNMoHTe a Ksapauuu, 50

50019 Cecto ®MOPEHTUHO - PnopeHuns

Amem AP AT AOAA
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/EOHE c.n.a. - OpToAoHTNA U MnnaHTONOrnA

.M".0OMNK c.n.a. - OpiujuH ivmm n ttMii.iaiiio.ioi m

X) TpYH;LTTOKWK'TU: KOH reHncp xpaHeHus leiaCTHiioK, marepumansl
ctomarosio! nueekme ;yid H OronTenns OPTUA<LLTMYECKMX aHHapa ros,
NOHONIHTE/NbHbIE BK/IOYEHUS

Bce TexHUYeckne onucaHus, pallepHble, X4crnyeek™ s n yHKUmMoLw cibHas
C'HeHVMKaHMA Ha.xoaaTcs B OpTtogoHTUyeckom Kartano! e 2013 1 B 06HOB/EH HU.
Ha c.Tegy|c>wmx chaHuHax:
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eOHE c.n.a. - OpTo40HTUA 1 MiIMNnaHToNornA
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AOHE c.n.a. - OpToAO0OHTNA U IMNNaHTONOornsA
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AOHE c.n.a. - OpTOoA4OHTUA N IMNNaHTONOINA

/BHblE TEXHNYECKNE napamMeTpbl: anHaﬂ,ﬂe)KHOCTI/IZ KOHTeMHep AnAa XpaHeHnA
LLUETUHOK, MaTepuasibl CTOMaTOo/1I0rM4eckKne and N3rotoBsieHnAa OpTo40HTUYECKUX
WMaPaTOB (paHee npeacT aBneHHble JaHHble 6GbiN OneYyaT KaMin NPOU3BOANT €1, MOIT OMY BHECEHbI HYXHble

TOYHEHNa B onucaHmne Ta6]'|l/ll_l|bl ansa Honmmepa/MOHomepa Ha OCHOBE MeTUNMEeTakKpunnaTa, a TaKXe BOCKa

0A4EeNNPOBOYHOTO)
MaTepuan n mapka Ha3BaHue CTonkocTb K lpoyHOCTb Bnaronorn PactBopum
I/I3,£I,el'II/II71 yaapam npu n3rnée owieHune OCTb
(ynakoBka)
MNonnmep/mMmoHOMEp Ha OpTofoHTNYeCKan BaHKN NpoYHbl Ha 65 Mla 32 Mkr/MmM~ 1,6 MKI/MMA?
)CHOBe MeTu/IMeTakpuiaTa MniacTMacca XUAKOCTb ygap npu
Mapkn MmeTunmetakpunar M NopowWwokK cBO6GOAHOM

nageHnn He meHee
ABYX pa3 6e3
paspyweHus mrteun
C BbICOTbI 1,2 M
N3penna BynakoBke 061afaoT BUGPONPOYHOCTLIO M YyAapONpPOYHOCTbIO

N3pgenne Bbigep>XXmnMBaeT NATUKPATHOE UCNblTaHMe HAa BUGponpo4yHOCTb B pexume 10-55 Ty npu amnanType 0,35

M a TakKXe Bo3felicTBNe NMKOBOTO yapHOro yckopeHus 10 o4 B TeuyeHue 16 mc.

M3genve BynakoBKe Npu akcnayatauuum NpUMeEHUMO Mpu BO3AelicTBMe TemnepaTypbl B AnanaszoHe oT -10° go +40°C u
BfaxHoctu ot 15 go 100%.

N3genve B TpaHCMOPTHOM ynakoBKe BblAepXuBaeT Bo3aelicTBne Temnepatypbl oT 0° 4o +25°C 1 BNaXHOCTU BO3Ayxa
37 40 o 80% B npouecce TPAHCNOPTUPOBAHUSA U XPaHEHUS.

MapKupoBKa u3fenus:

1/oynakoBke n3fenuii ykasaHa cnegytouas nHgpopmauns:

ToproBoe HaMMeHOBaHUe N3eNua;

HammeHoBaHuWe Mofenu u3fenns;

Toprosasi Mapka U HaMUMeHOBaHNe NPOU3BOAUT ens, afpec;

Anpec mecTa npou3BoAcTBa, cTpaHa NPON3BOACT BA;

CepuitHbIii HOMEp

'NaKkoBKa M3genuii o6ecneynBaeT KX 3alMTy OT KIMMATUYECKMUX N MeXaHNYECKUX MOBPEXAEHUNA npu

paHCMopTMPOBAHMM, MOTPY30YHO-Pa3rPy30UHbIX pa6oTax M XpaHeHUMN.

10BEpPXHOCTb YncTas, rnajgkas, 6es nysbipei, CKBO3HbIX OTBEPCTUIA, TPELMH U CKOMTOB. Ha MOBEPXHOCTU U3fennii He
[lONycKaloTCa PUCKM, LapanuHbl, cnefbl No MECTy CMblKaHUs hOpMbl BbiCOTO Gonee 0,3 MM, rpaT BbicoToli 60/iee 1 MM

'MakoBKW TrepMeTUYHbl nocne yKynopusaHus. OHU BblAepXXWBalT BHYTpPeHHee M3GbITOYHOE, UNU paBHOE Mo
HauyeHWlo BakyyMma, faBneHne Bo3gyxa B +20 kMa (0,2 kf'c/cM2) B TeueHne 15 ceKyHA € OTCYTCTBUEM My3blPbKOB
t03ayxa

'NakoBKMN yCTOVILIVIBbI K MeXaHUW4eCKnum BO3,IJ,€I7ICTBVIHM npu TpaHCNOPTUPOBaAHUN

/wTtamn: IEOHE c.n.a.

OPTOAOHTUA N UMNNAHTaUMA
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OHE c.n.a. - OpTOAOHTUA N IMNNaHTONOINA
,BKA MPOYHbI Ha yaap npu cBO60AHOM NajeHun He MeHee [4BYyXx pa3 6e3 pas3pyweHns uTeun ¢ BbICOTbl 1,2 M

|oBKM MpOYHbI Ha CXKXaTue B OCEBOM HanpaBfeHuWn Harpy3koi B 98 H (10 Kkrc)

/3KOBKa COXpaHsieT BHEWHWIA BUA, LBET 1 Ka4eCTBO AEKOPUPOBaHUA, He AeOpMUpYyeTCcs U He pacTpecKuBaeTca npu

arpy>xeHuu B ropauyt oy Temnepatypoi (70+5) °C. YnakoBka He gethopmMmupyeTcs no 60KOBOWA NOBEPXHOCTWU nocne
acTbiBaHMA MpW 3ano/IHEHUKN ee BOAOI TemnepaTypoit (7015) °C He meHee yem Ha 95% ob6bema (Mog KpbIWwKy).
[lonyckaeTcsi BTATMBaHME fHA U KPbIWKW YNAKOBKW, He NPUBOASALLEE K HAPYLWIEHWIO TEPMETUYHOCTU.

CTOKOCTb pUCYHKA, HAHECEHHOTO Ha YNaKoBKY, He HUXe ABYX 6annos.

/NakoBKW TEMNNOCTOWKMN U MOPO30CTONKU, HE Ae(hOPMUPYIOTCA M PacTPECKMBAIOTCA, COXPAHSAT BHEWHWUA BUA, OKpackKy,
napamMeTpbl, pa3Mepbl U MeXxaHU4eckre CBOCTBA MOC/NE BbIAEPXKKU B KTMMATUUYECKON KaMepe BTeyeHue 2 4 npu
remnepartype (40+2)°C n (MmHyc 25+2)°C

KomnoHeHTbl 6a3UCHOro Matepuana He cogepixart reas, ocagka, NOCTOPOHHUX BK/IIOYEHUA
JTBEPXAEHHble 06pa3lbl UMelT rnajKyto, TBEPAYI0 U 61ecTAW Y0 NOBEPXHOCTb

[lBeT 6a31CHOro Matepuana He OTaMyaeTcs OT LBeTa, yKa3aHHOro U3roToBUTENEM

[lBeT 06pa3Lo0B 6a3nCHOro Matepuana He U3MEHSAETCA Nocne UcnbiTaHma

[eHb OCBELWEHHOro0 HENPO3PaYHOro AMcKa BUAHA C MPOTMBOMNOJIOXHOW CTOPOHbLI 06pasua
96pasubl Npn BU3yanbHOW OLEHKe He codepXaT nop

MpoyHOCTb Npu u3rnbe He meHee, Mla: 65

Mogaynb ynpyroctu He meHee, Mrlla: 2000

Mokasatenb TPewWwnHoOCToOnKocTh He meHee, MH/m1,5:1,0

3040M0rNoWeHNe MaTeprnanos He npesbillaeT, MKr/MmA: 32

PacTBOpMMOCTbL He npeBbiwaeT, MKr/Mm”»: 1,6

Matepuan n mapka HasBaHne nsgenns
Pe3aHHbIl antoMuUHN Bnectku
Mapkn A97
MonuBuHunxnopug Mapkn P1412 Annankaunn gna nnactTuHOK
TepMonaacTUUHbIA Matepuan ANns M3rotoBieHuUs
Monuatnnerntepegtanat (PETC), mapka 0 OpPTOLOHTUYECKUX NNACTUHOK(ANCKN ©
NNacTuHbI)
Mnactnk, mapka ABC KoHTeliHepbl ANnd XpaHeHUs NaacTUHOK
MaTtepuan nu HasaHue usgenuni Lset TekyyecTb 30/1bHOCTb
Mapka dopma %
Pasmep
MapaduH, MoaenmpoBOYUHbIii BockoBble NnacTUHbI Mpn 37°C-1% He 6onee 0,1
uepesuH 65, BOCK p0o30BOTO LBeTa, Mpn 40° C-11%
nyenunHbIn KOHTpacTupytouime c Mpun 45° C-87%

/wTamn: JIEOHE c.n.a.

OPTOAOHTUA N UMNNAHTaUMA
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/BOHE c.n.a. - OpTOA40HTUA M IMNAAHTOMOINA
BOCK TMMNCcoBONA MozAesnbih,
obwei maccon 500r

MoOAEeNMPOBOYHbLI/ BOCK NPU 06pe3aHUN OCTPLIM WHCTPYMEHTOM Npu TeMnepatype 23+2° C He KPOLMNTCS U
He faeTTpell,nH 1 CTPYXKK

MOAENMPOBOYHbI/i BOCK NPU HarpeBaHMM CTAaHOBUTCA MATKUM, HE KPOLWIWTCS M He paccnamBaeTcs. Kaxgas
HOBas MOpLMS NIerko COeANHSETCS C npeablayLei.

3pennsa ycTonumnBbl K BO3AENCTBUIO XUAKOCTU, UMUTUPYHOLWER cntoHy 6onee 30 cyTok
N3penunsa B ynakoBke 06n1afat0T BUGPONPOYHOCTBIO Y YyAapPONPOYHOCTLIO
N3penue BbigepXneaet NATUKPATHOE UCMbITaHWE HA BUOPONPOYHOCTb B pexxume 10-55 'y npu amnautyge 0,35
MM, a Takxe BO3JelicTBMe NMUKOBOro yaapHoro yckopeHnus 10 § B TedyeHne 16 mc
N3penve npu akcnayatauum ucnpasHO Npu BO3LeWCTBUM TeMnepaTtypsl B Anana3oHe ot -10°C go +40°C u
BnaxHoctu ot 15 go 100%
N3penne B TpPaHCMOPTHOM yNakoBKe BblAepXXnBaeT Bo3fencTtene temnepatypsbl o1 -50°C go +50°C n BnaxHoctu
Bo3ayxa o1 40 o 95% B npouecce TPAHCNOPTUPOBAHNA U XPAHEHUSA

- Ha noBepxHOCTM M3aenuit HeT TpewnH, LapanuH, BbIKPOLEHHbIX MeCT, 3ayCEeHLEB U CIEA0B WANDOBKN

- [MMocTaBnawTCA HECTepUIbHBIMMK B ynakoskax no 1 wr., 10 wt., Tpebyetca o6paboTka neped npumMeHeHnem 76%

pactBopom cnupta (CrH30H) ¢ mo/iHBIM MOrpy>XeHnem B pacTBop Ha 10 MUH., nocie Yero onojaackMBakTCa BOAON
(10 ymknos).

- Ha ynakoBKe M3fenunii ykaszaHa cnegyrouias uHhopmayms:

e ToproBoe HauMeHOBaHUE U3LeNus;

e HaumeHOoBaHWe MOLeNU U3LeNus;

e ToproBas mMapka U HauMeHOBaHWe NPon3BOANTENS, afpec;

e Apgpec mecTa Npon3BOACTBa, CTpaHa NPON3BOACTBA;

e CepuitHbliAi Homep (J1OT);
YnakoBKa uM3genuin obecneymBaeT Ux 3aliMTy OT KIMMATUUYECKNX U MEXaHUUYECKUX MOBPEXAEHUA Npw
TPaHCMOPTUPOBAaHUM, NOTPY304YHO-PA3rPY30UYHbIX paboTax U XpaHEHUMN.

/wTtamn: JIEOHE c.n.a.

OPTOAOHTUA W UMMNaHTauuns

Buia MoHTe a Ksapauuu, 50
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/EOHE c.n.a. - OptogoHTMA 1 UMnnaHTonorns
/CMNOJBb30BAHUE MO HASHAYEHMIO

AMCHAA MacTUHKA CMYXUT OCHOBOW CbeMHbIX OPTOAOHTUYECKMX annapaToB. Kak caMOCTOATENbHbLI annapaT ee
/PUMEHSIOT B PeTEHUNOHHOM MNepuoje nevyeHus ANs 3aKpenneHus OOoCTUTHYTbIX pe3ynbTaToB. [PUHAANEXHOCTH:
KOHTEliHEP ANS XpaHeHMs NAacTMHOK, maTtepuasnbl CTOMATONOrMYyeckme Ans W3roTOBMEHWUS OPTOAOHTUYECKUX
annapatoB OCHOBHbIMMW COCTaBAAKIWMWMK [AaHHOI TFpynnbl sSIBASeTCA OpPTOAOHTUYeckas nnactMacca LEOCRYL® wu
TEepPMOMNAAacTUYHbIA MaTepuan, CTOMaToNOTMUYECKUiA BOCK; BCMOMOraTe/lbHbIMU SBASIOTCA BK/IOYEHUS B NjacTMaccy
B BUJE: KAPTUHOK, 6/1eCTOK, a Tak)Ke KOHTeHepbl ANf XpaHeHUs NNacTUHOK.

OptogoHTuyeckasa nnactmacca LEOCRYL® nmeeT psg npeumyLLecTs:

MHoroo6pasune uBeTa 1 LBETOBbLIX 3(phekToB. BesrpaHnyHoe TBOpYeCcTBO. OpTOAOHTMYECKasn nnactmacca LEOCRYL®
MMeeT OYEHb WIMPOKYK LBETOBYIO raMMy, OT KNacCUYECKMX TOHOB A0 COBPEMEHHbIX JIIOMUHECLUPYOLWNX OTTEHKOB.
Kpome TOro, oHa MOXeT ONOMHATLCA pa3IMYHbIMKW BapnaHTaMu 6necTtkamu 1 6bITb MHAMBUAYANU3NPOBaHa Npu
noOMOLM BKNaAblBAEMbIX KAPTUHOK C pa3Hoo6pa3HbIMM MOTMBaMU. TEM CaMblM BO3MOXHOCTU Ballero teopyectsa
6e3rpaHuyHbl, ¥ KaXAblA NaLMeHT MOXeT ropAanUTbCAa YHUKaNbHOCTbIO CBOEro OPTOLOHTMYECKOro annapara.
MpoTecTupoBaHa B Hay4yHO- uccnepoBatenbckux naboparopuax. besonacHa B pabote u 414 NauMeHTOB.
Mnactmacca Leocryl® 6bina nogBeprHyTa 4OPOroCTOAL MM HayYHbIM UCCNef0BaHUAM, TaK KakK Haxo4acb B NOJIOCTH
pTa, OHa AoMXHa 6biThb 6e30nacHO AN nayuneHTa, a BO Bpemsa paboThl ¢ Hell Ans 3y6HOro texHuka. Kpome Tor0,
OHa 6blna noATBepXAeHa BEINKONEeNHOMY COOTBETCTBUIO ee BMonormyeckuMm Hopmam. Mnactmacca Leocryl® He
TOKCUYHA, He Bbl3blBAET HUKAKUX pasfpaxeHnin cnm3ncToli u He UMeeT MyTareHHOro noteHuunana. OTcloga ee
Be/iMKonenHas 6MOCOBMECTUMOCTb. Bbicokas cTabunbHOCTb. JlerkocTs B paboTe. TuwiaTe/ibHO BbIGpPAHHOE ChIpbE K
ocobas cMecb pas3fMUHbLIX MO pa3mMepy YacTUyeK NopoLlKa BeAyT K HeOObIKHOBEHHO BbICOKOMY YPOBHIO
cTabunbHOCTU. ITO AOKA3aHO MHOTOYMUC/IEHHBIMMW UCCNEA0BaHNAMM, a TaKXKe HenocpeAcTBEHHbIM CPaBHEHUEM C
KOHKYpupyowmummn nsgenvamu. 4ns 3y6HOro texHuka, npuMeHsoLWero niactmaccy Leocryl® , ato o3Havaet
BO3MOXHOCTb BbICTPON M a(heKTUBHOI paboTbl. YHUKaNbHO Manas ycajka. BenmkonenHas TOYHOCTb NocagKu.
Ycapaky Leocryl®a (2 KOMNOHEHTHas naacTMacca X0N04HOW noAnMepusaL M, NOpoLoK - MONUMeEp, XUAKOCTb -
MOHOMEP) MOXHO CBECTW K a6COMIOTHOMY MUHUMYMY. Mcnonb3oBaHWe 3TOr0 Mmatepuana rapaHTmpyeT abconoTHO
TOYHYH nocagky. YanuHeHHas pa6oyas (asa. CnokoliHas pa6oTa. Bpems paboTtbl ¢ Leocryl® paccumtaHO Takum
06pa3om, 4To 3y6HOI TEXHUK MMEET BO3MOXHOCTb paboTaTth TwatenbHo 1 6e3 cnewku. B pesynbtate 3ameTHO
noBbiwaeTcs 3PPEKTUBHOCTb EXXEAHEBHOIO TpyAa. HEM3MEHHO BbICOKMIA YPOBEHb KauecTBa. Bcerga HagexHbli
pe3ynbtat. MHOTONETHUN TEXHUYECKUI ONbIT B NPOW3BOACTBE U TWaTe/bHbIA, 6€3KOMMPOMUCHLIA 0T6OP ChipbA
ANna BCEX NPOAYKTOB, HOCALWMX MapKy Leocryl®, faeT Nonb30BaTeN0 YBEPEHHOCTL B BbiCOYaiilleM KayecTBe ToBapa

¢ Hagnucbto «Made in Italy _ CaenaHo B tanun».

1. MpumeHeHune

OpTogoHTHYeckas nnactmacca Leocryl® anseTca akpuioBbIM NOAVMMEPOM XOIO4HOTO OTBEPXAEHUS,

NPUMeHAeTca NpyY U3roTOBIEHUM OPTOAOHTMYECKUX annapaToB. ONTUManbHas cTabunbHOCTb NPYU MCNONb30BAHUM
TEXHUKN HaHeceHus HanbineHuem ("conb n nepeu"”). Takxxe MOXeT 6biTb MCMONb30BaHa TEXHUKA "3aMellnBaHmNA
TecTta".

2. CoctaB - MoHOMeEp = (KMAKOCTB) - Monmmep = (NOPOLLIOK)

3. HaHeceHue [MncoBble Mmogenu
Heob6xoAMMO MOrpysuTb B Tennyw Bogy Ha 10-15 MUHYT nepeg nNpuMeEHEHWEM akpuioBoro noaumepa. 370
npegynpeauT BbIXOL M3 CYXOW TMNCOBOM MOAENW Ny3blpbKOB BO34yXa, KOTOPble MOTYT Bbi3BaTb OTXOXAEHUEe
aKpuIoBOTro nosimmepa OT MOAENN WIu MPOHUKHYTb B njacTtMmaccy.

Ana Toro ytob6bl AO06MTLCA rNaAKON, OAHOPOAHON MOBEPXHOCTW OCHOBaHWA 6€3 BKAKYEHWW uacTuly runca wan
M3MEeHeHUa LBeTa MjacTMaccbl, PeKOMeHAO0BaHO TMOrpyXeHue MoAenn B BOAY W MNOCAeAyloliee MNOKPbITUe

/wtamn: JIEOHE c.n.a.
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£OHE c.n.a. - OpTogoHTUA N mnnaHToNOrmA
/'vpytowmm cpenctsom leocryl® HaHeceHue usonupylowero cpegcTea leocryl®. [locne norpyxeHus B Bogy
ycylwute mogenb BO3AYXOM. HaHecuTe usonupyloliee cpefcTtBo HENOCPeACTBEHHO M3 GYTbIIOYKM HAa BAXHYIO
nAenb U paBHOMEPHO pacnpefennte ¢ NOMOLWbK KACTOYKKU. MocTaBbTe MOAENb Ha 3aAHI0OK0 rpaHb, YTO6bI CTEKIN
6/IMWKN  xuakoctn. OCTOPOXHO pasfyinte BO3LYXOM OCTaTKM  WU30NUPYIOLWERA XUAKOCTM UAM  Kanaum C
peTeHLUMOHHbIX 3neMeHTOoB, BbDKAaB 30 cekyHA. [locne 3Toro cpasy HauuMHaiTe MOAenMpoBaHue akpuioBOW
nnactmaccbl, ucnonb3ya (A) MeTOAUKY HaHeceHusa HanbineHuem (“conb u nepey”) nu6o ! (B) TeEXHUKY
"3aMelwnBaHna Tecra".

A: TexHUKa HaHeceHUs HanbineHuem Bcerga HauMHaiTe c Mopolka, 3ateM J06aBNsAlTe XMAKOCTb, yepeays Wux
HaHeceHue HenocpefCcTBEHHO Ha MNOATOTOBMEHHYI MOAefNb. BHuMMaHue: WUCNONb3YyiATE TONbLKO TO KOINYECTBO
XWUAKOCTKU, KOTOpoe crnocobeH abcopbupoBaTb NOPOWOK. AKPUAOBbLIA NOAMMEP He AO0/KeH 6biTb nepechbilieH
XXUAKOCTbIO BO M36exaHue ycaaku. B: TexHMKa "3amelluMBaHWs TecTa" 3amelainTe B
CU/IMKOHOBOW valeyke 2.5 vacTy nopowka M 1 yacTb XWAKOCTU. XOpOWO nepemewlaiiTe Maccy W OcCTaBbTe
MPUKPBLITON Ha 5-7 MUHYT. Mpu NOBbIWEHWM KOMHATHOW TemnepaTypbl 3T0 BpeMs cokpalwaeTca. AKpunosas macca
rotoBa K NpUMEHEHMUIO. 4 .Bpemsa oTBepxAeHusa (nonmmepusayunm)

- faBneHune: 2.5 atmocdep;

- Temnepatypa Bogbl: 40- 46°C (104-115 °F).

- Bpemsa: 20 MUHYT (He meHee) Monumepwusauunio noj AaBfieHUEM N0 BO3MOXHOCTM He cneayeT npepbiBaTh B
TeyeHue nepsbiX 12 MUHYT BO n3bexaHne o6pasoBaHMs MUKPOMNOP.

5.PeKOMeH,lJ|aLI'VIVI no YMEHbLW EHNIO cogep>xaHua ocTaTo4YHOTrIO MOHOMEpPaA
Ons yMeHbWeEeHNA coAepXaHusa oCTaTOMHOro MOHOMepa U3roTOB/IEHHbIM annapar nepej Ucnonb3oBaHuem cnegyet
BblAEpXaTb B BOAe B TeuyeHWe Tpex AHel. Takas npoueaypa CHMXaeT KOAMYECTBO OCTAaTOYHOrO MOHOMepa A0
3Ha4YeHUli, paBHbIX TeM TMpuM TEepMUYECKOl nonMmMepusaunmy CUHTETUYECKMX nonumepos. Ecnnm Takoe He
npeacTaBnsieTcss BO3IMOXHbIM, NaLUEeHTy peKOMeHAyeTCa XpaHUTb annapart B BOAe, KOrga OH He UCnonb3yeTcs.
PEKOMeH,qaLI,I/IVI no rurneHe

Annapatbl cnefyeT peryasipHo oyuliatb U XpaHWTb B BOAe, KOr4a OHM He UCMOoAb3ylTcA. 3TO0 npegoTspauiaeT
KOpPO3MOHHOE pacTpecknBaHne MAn oKpalmBaHuUe MPOBOSOYHbIX 3/IEMEHTOB. OpTOAOHT MUeckas
nnacT Macca LEOCI'y|® npowna HaydyHble UcnblTaHnA.

TepMonnacTU4HbIA MaTepuan - 3TO0 mMaTepuan AN WU3rOTOBAEHUSA CTOMATONOTMYECKNX CbEMHbLIX KOHCTPYKL WA
B BUAE MpoO3payHbiX HaKNafoK Ha 3ybbl, nNpuMeHsieMble A8 OPTOAOHTUYECKOro nevyeHus, npopunakInku
UcTUpaHus amanu U kKapueca, 3awuTel 3y60B OT NOBPEXAEHWUN nNpu 3aHATUAX cnopTom. MaTtepuanom Ans
N3rOTOBMIEHUS Kanm CayXaT TepMOonaacTUYHble NAacTUHbI PasHOW TOAWMHBI M XXECTKOCTU, ANA 06paboTKM KOTOPbIX
MCNonb3ylT annapat, A4eACTBYOWNIA N0 NPUHLWUNY NOCNOAWHOro TepMopoOpMOBaHMA. YpPOBEHb NeYebHOro agekra
M KOM(OPT naumeHTa Npu HOLWEHWU Kann 3aBWCUT OT creayllwmnx (akTopoB: NAOTHOCTb MpuUAeraHua u3genus
CO BCEX CTOPOH 3y6HOro psga, TOYHOe BoOcnpoussBefeHue QopMbl 3y60B; TepMeTUYHOCTb; BU3YyabHble
XapakTepucTukn (KOHCTPYKLMA [OMKHA O6biTb NPakTMYeCcKM He3aMeTHOR); AO0NT0BEYHOCTb, HENOABEPXEHHOCTb
gedpopmaumnam; npoctoTa yxoda. M3rotosneHune no MHANMBUAYanbHbIM ClenkaMm Kanm, COOTBETCTBYIOLMX BCEM 3TUM
Tpe60oBaHMAM, BO3MOXHO NMLWb NPU YCIOBUMN NPUMEHEHUA COBPEMEHHbIX annaparos, o6najatwlwmx cnefyowmnmm
BO3MOXHOCTAMMW: aBTOMaTMyeckoe NoAfepXXaHue ONTUMAsbHbIX TeXHOMOrnyeckmx ycnosmin (140° C, paBneHue
CXartoro Bo3gyxa A0 6 atmocgep); GYyHKUMA caMOAMArHOCTUKM M OTKAKOYEHUS Npu Bbixode paboyux napameTpos
3a YCTAHOBJ/IEHHbIE TpaHULbl; BO3MOXHOCTb U3roTOBAEHUS N060N pasHOBMAHOCTM Kann (O4HO- U MHOTOC/NOMHbIX,
CNOPTUBHLIX, ANA 0T6enuBaHus 3y60B, WCNPaBAeHWMA MNpukyca, NPOMOUNAKTUKA NOBPEXAEHWUA a3amManu npu
6pykcmsme n T. [4.); BO3MOXHOCTb Bblbopa ONTUManbHOW nNporpammbl  (perynupys nepuoabl Harpesa
MW npeccoBaHWA, YpPOBEHb [aBfe€HWA); COBMECTUMOCTb C/OO6bIMKM MoAenaMu (oTOUTbIMM K3 OKKNKOAATOPA,
3arMncoBaHHbIMMW, He 3arnncoBaHHbIMK); paboTa c naacTMHaMWM pasHol TONWMWHbBI, 6GbICTPOTA W3rOTOBAEHUS

KOHCTPYKLUN. Ll,BeTHbIe annnnkKaunmn (KapTVIHKVI-BK}'Ia,EI,bILIJI/I) n 6nectkn npeaHasHa4vyeHbl ONnA pasMelWweHnsa B
/wtamn: JIEOHE c.n.a.
OPTOAOHTUA N UMMNaHTauus
Bua lNMoHTe a Keapauuu, 50
50019 CecTto PMOPEHTUHO - PriopeHuma

@ 000 LUPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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/EOHE c.n.a. - OpToAoHTNA 1 MIMnnaHToOMOrnA

/O,IJ,OHTVIl—IeCKVIX annapartax. Mo3BONAKOT M3roTaBNMBaTb CbeEMHbIE oOpTOoAO0OHTUYECKME MNMNACTUHKKM C Yy4YeToM
’\,D,VIBVI,qyaﬂbeIX Hpe,ﬂ,FIOl-ITeHVIVI naguneHTa. |/|CI'IOI1b3y€TCF| KakK AOMNONIHUTE/NNIbHblIE BK/IIOYEHUA B N1acTMaccoBbIiA
,a3nc, NPUMEHAKTCA N0 MHCTPYKUMN nMnacTMacchl. CTOMaTo/oOrnyecknin  BOCK - nydyuwee cpenctea Anda cnaceHus
nauyneHToB OT HaTupaHuAd HyBCTBVITe}'IbHOVI CMN3NCTON 060104KK pTa.
Bock ana 6pekeToB CBOAUT K MUHMMYMY 60n€Bble OWYLLEHNSA M MNOBbIWAET KOM(POPT NpY HOWEHUN GpekeT-
cucTembl. Bock npefHasHavyeH ANns NPMMEHEHMNS TONbKO B OPTOAOHTMK (cToMatonoruun). OH nomoraet
YMEHbWMNTLCA 60Mb NyTEM CO34aHMA 3aWUTHOTO Bapbepa MexXay MATKMMWU TKaHAMU 060104YKK pTa 1
HaTUpaKwWnUMN YacTsMy OPTOAOHTUYECKOTO annapaTa. Bock gna 3y60B n 6pekeToB N03BONAET GbicTpee
agantmpoBatbCAa K Cucrteme cpasy nocne eé YCTaHOBKW.

MpumeHeHue:

1. HaliguTe Bce Nnpo6/iemMHble MecTa, Bbl3biBalol e 60/b.

2. TwartenbHO noyncTute 3yoOsbl.

3. MpocywuTe Ty 06nacTb HECHLEMHOIO MPUCNOCO6MEHNS, KyAa MIaHWPyeTcs HaHecTW 3alWMTHbIA BocK. Ans

npoueaypbl CyWKX Npolie BCEro BOCMOMb30BaThCA BaTHbIMK Mafioykamu. AKKypaTHO MPOCYWWUTE HaTMpawlunii
3N1€MEHT KOHCTPYKLMMN U 3y6.

4, OTpexXbTe UM OTOPBUTE ManeHbKWii Kycouyek 3alMTHOrO BOCKa.

5. BO3bMUTE OTOPBAHHbLI/ KYyCOK 3aliMTHOTO BOCKA MeXAy 60MbWKWM NanbleM U yKasaTelbHbIM, HEMHOTO
pasorpeiiTe ero v ckataiite B Wapuk.

6. MpuUKpenuTe LWapUK Ha OPTOAOHTUYECKYIO AYTY UM MeTannuuyeckuii 3amoyek, KOTOpbIii Bbi3biBaeT 60/b.
3alMTHbIA BOCK AO0/KEH HeMHOro BbicTynaTb nepefn 6Gpeketamu. [Nns HageXHOW (GUKcaLUMM CTOMT XOPOLIO
Ha[aBWUTb Ha CKaTaHHbIW WapuK. TONbKO He MepecTapaiTech, He HY>KHO AaBUTb.

7. MoBTopuTe War ¢ 3 N0 6 A4NA ocTasbHbIX HATUPAILLUX MeCT.

8. Bo BpeMsi HOLWEHMs 3alUTHbIA BOCK (3allMTHOE CPEACTBO) MOXET paccachbiBaThCA M OTnagatb. B Takux
cnyvyasx Heo6Xx0AMMO BHOBb BOCCTAHOBUTb 3aLYUTHbIA COW.

9. Mepen enoi 3alWMTHBIN BOCK TpebyeTcs yaanuTb. BbINONHUTL 3T0 MOXHO PYKON Mnn 3y6HON WeTKOW.

10. HocuTb 3alyMTHBIA BOCK Ha GpekeTax cneAyeT 40 NOJHOTO NponajaHna 60MeBbIX OW YL EHNA. 3aMeTHOe

ynyuylleHne o6blYHO HacTymaeT yepes Hegento.

KoHTelHep ans xpaHeHUs NNacTUHOK-3TO NAACTUKOBLIA GOKC NpefHa3HauYeHHbIi AN YA06HOT0 XpaHeHus W
OUYMLLEHNS NNACTUHOK, NPOTE30B M APYIMX CbEMHbIX 0PTOAOHTMYECKMX annapaToB. OCO6EHHOCTU KOHTelHepa:
[LONTOBEYHOCTb U 3((EKTUBHOCTb OPTOAOHTUYECKNX KOHCTPYKL WA BO MHOTOM 3aBUCUT OT MPaBUbHOIO W
TULaTe/IbHOTO yXo4a 3a HUMK. YTo6bl HEe AONYCTUTbL NonagaHus 6akTepuil Ha NNacTUHKY (anmnapart) u, Kak
cnepncTBue, Ha CAMBUCTYIO MONOCTU PTa, YTO MOXET CTaTb NPUYMHOWN BOSHUKHOBEHUS BOCMasieHUn, He0o6xo0AMMO
o6ecneynTb UX YMCTOTY NPM MOMOLLM CNelnanbHOro KOHTEMHepa, KOTopbli nMeeT cneaytouiue

NpeuMyLLecTBa: BbIMOHEH U3 MULEBOr0 NAacTUKa, BMECTUTE NbHbINA, MOXeT XpaHUTb 0HOBPEMEHHO HECKO/bLKO
KOHCTPYKLUMIA; B M3Aenuu npeaycMoTPEHO OTBEpPCTME ANS LWHYPKa, YTo 06/1eryaeT ero COXpaHHOCTb W HOLWIeHKe ¢
co60i1. PekoMeHaauuy K NpuMeHeHuto: KoHTeilHep AN OPTOLOHTUYECKMX NNacTUHOK Tpe6byeT NepuoanYeckoii
OYUCTKM NPU MOMOLLYU CPeACTB Ha BOAHOW OCHOBE, MpeAHa3HauYeHHbIX AN U3gennii U3 nnacTMacchl. He KANATUTD!

MPOTUBOMNOKA3AHNA K MPUMEHEHUIO
Bce nartoniormyeckne COCTOAHWUA, KaK MECTHble, TaK W CUCTEMHble, KOTOPble ABAATCA MPOTUMBOMNOKA3aHUAMM K

OPTOAOHTUYECKOMY NeYeHUw, AOOJDKHbI 6bITb NPU3HaHbI ,Cl,eVICTBVITEJ'IbeIMVI npoTmBonokKazaHnWaAMu  OnNA
NMPUMEHEHNA BbllleyKa3aHHbIX I/I3,EI,GI'II/II7I.

MEPbI MPEAOaOPOXHOCTU

anIHa,CI,J'Ie)KHOCTI/IZ KOHTGMHep Ona XpaHeHnda nnactMHoK, Matepuasibl CTOMaTtosiormyeckmne anda n3rotoBeHnA

OPTOAOHTUYHECKUX anmnapatoB npegHasHa4yeHbl ana mncnoab30oBaHMA TOJMIBKO NOArOTOB/IEHHBIMM  BpavYamMun -
/wTamn: JIEOHE c.n.a.
OpPTOL4OHTMA 1 UMNAaHTauns
Bua lMoHTe a Ksapayuu, 50
50019 CecT1o ®NOPEHTUHO - PopeHL A
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LUI
/BOHE c.n.a. - OpTOAOHTUA 1 ViIMniaHTONOrnA

afoHTaMWu. OHM 0653aHbI YUYnTbiBaTb NMPOTUBONOKa3aHWUA, no6oYHble qu(beKTbl, OC/TOXXHEHNA ”N BSaI/IMO,EI,eVICTBVIFI
yUueHKe nauneHta U ncnonb3oBaHMA n3aennsda, KOTopble MOTYT MPUMEHATbCA NP OPTOAOHTUYECKOM J1eYEHUN U
AOOJTKHbI VIHq)OpMVIpOBaTb nauneHToB O npeunmMmyliectBax U BO3MOXXHbIX No60YHbIX S(b(heKTaX NN OCNTOXHEHNAX.

XPAHEHWE

CpoK xpaHeHus:

Mopowok/Monumep: 7NeT NPK 3aKPbITOW ynakoBKe.

XungkocTb/MoHOMep: 7 €T OT AaTbl U3rOTOBAEHWA MPU 3aneyaTaHHOW ynakoBKe.
XpaHuTb B NpOXaafHOM MecTe Npu TemnepaTtype He 6onee 25°C (77°P).

He gonyckaTb 3arps3HeHus, nonagaH1s NpPsAMOro COMHEYHOro CBeTa WM 3HAYUTENbHOTO MOBbIWEHNS
TemnepaTypbl, T.K. 3T0 MOXEeT NMPUBECTW K NPeXAeBpeMeHHOl noaumMepusanmum.

MeanUUHCKNE U3LENNs HeNb3s UCMO/b30BaTh MO UCTEYEHMU CPOKA FOAHOCTU, YKa3aHHO Ha ynaKoBKe.
XpaHuTb B MecTax HefoCTYMHbIX AN AeTeil.

N3penma MOXXHO MCNONb30BaTh TO/ILKO B Clyyae, eciv ynakoBka He 6bina noBpexageHa.

TPAHCNOPTUPOBAHWE

M3penus mMoryT TpaHCMOPTMPOBATLCS BCEMU BUAAMU KPbITbIX TPAHCMOPTHLIX CPEACTB B COOTBETCTBMM C NpaBUIaMu,
YTBEPXAEHHbIMW B YCTAHOBJEHHOM MoOpsAke AN  KaXAoro Buaa TpaHcnopta. [pyM MCNO/Ab30BaHUM,
TPaHCNOPTUPOBKE U XPAaHEHWU WU3AENUs He OKasbiBaloT HEeraTWBHOTO BO3AEiCTBUA HAa YENOBEKA M OKPYXalollylo

cpegy.

YTUNN3ALNA

Mocne  ucnonb3oBaHus  [PUHAONEXHOCTM:  KOHTeliHep  ANs  XpaHeHuss  NMACTUHOK,
cToMaTonoruyeckue AOns  WU3roTOBAEHWS OPTOAOHTMYECKMX annapaToB MNoMewawT B KOHTeliHep Ans
MCMONb30BaHHLIX NpeaMeToB. [JanbHeilwas yTunusauus  NpPOBOAUTCS B COOTBETCTBUM ¢

YCTAHOB/MEHHbIMW 3aKOHOM W MECTHbIMW TMONOXEHUAMU,  KaK OTXOAbl
2.1.7.2790-10.

marepmansi

HopMamu,
Knacca A B cooTtBeTcTBMM C CaHMuH

FAPAHTUW NMPON3BOANTENA

MpeanpuAaTUe-U3roToBUTEb FapaHTUpyeT COOTBETCTBME MeAULWUHCKUX u3genuin MpuHaaneXHoOCTU: KOHTeliHep
ONS XpaHeHUs NAacTMHOK, MaTepuasnbl CTOMATONOrMYeckne Ans W3roTOBMEHUS OPTOAOHTMYECKUX annapaTtoB
Tpe6GoBaHWAM NpU COGNIOAEHUN YCNOBUI XPaHEHUS M TPAHCMOPTUPOBAHNUS.

FrapaHTUIAHbIA CPOK rOfHOCTU 7/1eT ¢ AaTbl N3TOTOBMEHNS.

NPOM3BOANTENDb:
NeoHe C.n.a. (Leone S.p.a.) OTKpbLITOE aKUMOHepHOE 061 EecTBO.

Bua M. a Keapauuu, 50, 50019 Cecto PunopeHtnHo (®noperHuymsa, Wtanuda) /Via P. a Quaracchi, 50 50019 Sesto
Florentino (Firenze) - Italy.

Ten.; +39.055.30.44.620. d®akc; +39.055.30.44.05. 3n. noyta: info@leone.it.

Ajpec MecTa NpOM3BOACTBA MEAULMHCKOIO U3fenuns:

r. ®nopeHuuns, Ntanusa.

YMNONHOMOYEHHbIN MNPEACTABUTESb NMPOU3BOANTENA B P®:
000 «Cty Buta-Mepn».

Poccua, 125315, r. MockBa, yn. Ycuesuua, 4. 29, kopn. 1
Ten.: 8(499)151-10-10; 151-10-15; 151-10-51.

/wTtamn: JIEOHE c.n.a.
OPTOLOHTUSA U UMNNaHTaLMS
Bua MoHTe a KBapauuu, 50

ENN10 Cartn huunnauTiun - nonadiina

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Hanorosblii kog v ko nnatenslimka HAC 01686960483/



JNIEOCHE c.n.a. - OpTtogoHTNA 1 mnnaHTonorusa

/.noyta: leone-zakaz@ mail.ru.

/ENE®OHbI ANA NPNHATUA NPETEH3NW OT NMOTPEBUTENSA:

0] H86ﬂar0ﬂpVIFITHbIX ABNMEHNAX Wnn noTteHunanbHbIX OC/NTOXHEHUSAX,

KOTOpbIE 060CHOBAHHO MOXHO CYMUTaTb

CBA3aHHbIMN C NCNOJIb3OBaHNEM AaHHbIX MEOULWNHCKNX |/|3,u,er||/||7|, cnenyet COOﬁLIJ,aTb npeacrtraBuTennto KOMnaHun.

Ten.:

CE

0120

8 (499) 151-10-10; 151-10-15; 151-10-51.

Hn(pOpManMnHOHHBLIT CUMBONbl Ha yNakKOBKEe W NeNHA:

Me6o032-00
Monumep TIHOKPUT
OCCaHCThIN

s

B ymakoHkc: 1|
M| YKINg1Cvio n Utablum

I |C-OT|  C0000000

C€0 20
0 gl Havp

N«

11mc. e Jalik».wcttO npy coontogennn | K*KinHbl 93 42EMC. MpUMOMN.LIOIA K MCIAUNCKM

|u;K' anam K.weeca 2.1 nnn 26

TO;U4<0,r'9 UpO P KT HOH .CUTKM O H & 10.TbIOH.Yy! WA

M>pen oo

XpaHu 1b UCY.4OM MCCFC

/wTtamn: JIEOHE c.n.a.
OpPTOAOHTUA M UMNAaHTaLms

Bwva MNoHTe a Ksapauuu, 50

50019 CecTo PNOPEHTUHO - dnopeHuns
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MepeBof AAHHOTO TeKcTa cAenaH MHOI, nepeBOAYNKOM MamMeaoBbIM TUMYpPOM
[>KaBaHwWwunposnyem. TpeboBaHUA K TEKCTY nepesofa (MakcumanbHas TOYHOCTb, FpamMOTHOE
N3N0>KEHNE) MHe pa3bACHEHbI.

Mopos Mocksa
BocemHaguaToro Hoabpa ABe ThiCAYN NATHAALATOrO roga

A, MapTbiHOBa HaTanua AHLpeeBHa, BPEMEHHO UCNONHAK LW aa 0643aHHOCT N HOTapuyca ropog .
Mockebl AkumoBa Mneba Bopncosuya, cBUAETEeNbCTBYO NOAAMHHOCT b NOANNCKU, CAENAHHON
nepesoguynkom Mamepnosblm Tumypom >k aBaHWMPOBNYEM B MOEM MPUCYTCTBUU. JINYHOCTHL € >
yCTaHoBNeHa.

3aperncTpupoBaHo BpeecTpe 3aNe , Mon

B3bickaHO No Tapb

BPUNO HOTL,
Bcero npowHypos( 0BaHoO
W CKpenneHo neyarblo” nucT(a)(oB)

BPWO HoTapuyca

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



LEONE s.p.a. - Orthodontics and Implantology

INSTRUCTIONS ON USE
medical products
Intraoral - extraoral appliances

Purpose

Intraoral - extraoral appliances orthodontic appliances of mechanical action used in the treatment
of dental malocclusions.

Intraoral - extraoral appliances devices are inten ded for use only by trained clinicians (doctors -
orthodontists) in orthodontics. Intraoral - extraorai appliances devices are intended for use only in
one procedure.

Facial bow, extraoral and intraoral devices designed for a comfortable, safe, effective and simple use
by the orthodontist provides complete control during use. Intraoral - extraoral appliances devices
presented on the basis of anatomical features and an expanded range of sizes to choose from for

orthodontist.

APPLICATION AREA

Intraoral - extraoral appliances devices are orthcdontic devices, mechanical effects, which help to
achieve better results in the alignment of teeth, at all the variety of sizes and configurations which
can occur in the treatment extraoral traction. Moreover, all products are made under strict

standards, design combines safety and comfort for the patient and ease for the doctor.

> 6>
1jnt
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|[ECHNICAL DESCRIPTION

LEONE S - MKodontics and tmplaitQtofy vl

h) Intr®)ral - extfflcMal appliances

For the Technical de”ription, the dimensional, aesthetic and fnnciional
Specifications the following pges from Leone Orthodontic Ctitalogtie 2013

and updating:
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DYNAMIC FACE MASK

M0772-01 Blue
M0772-01R Red
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. LUK
LEONE s.p.a. - Orthodontics and Implantology
Main technical parameters; Intraoral - extraoral appliances
Tensile
Product Commercial name LU tEribl :?‘t_length Hardness Surface Strength of
1ifienrtbf-
mm] Weckers- roughness: attachment
Face mask Preformed >500N
bars of face . .
- Stainless Steel 1600-1800 235 HVio Is not more
AISI 302-303 than 1.5 unn
Metallic Stainless Steel 600-1000
anchorages AlSI 302-303 235 HVio Is not more >500N
of face mask
than 1.5 nm
Facebow Outer bow Stainless Steel 1600-1800
and Inner AlSI 304L 235 HVio Is not more >500N
bow of
than 1.5 um
facebow
S I.a.
A& INARLAr-T<~"ALOGIA
Vs Cu»:r-. . €9) .
F. :;'h O‘lbﬂo;'!,_ F|/|EfA|ZE
caf DM - ho™
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INE s.p.a. - Orthodontics and Impiantology

Main technical parameters: Intraoral - extraoral appliances (previous figures were typos by the

manufacturer, so you made need clarification in the description of the table for a Headgear with chin
cap and Headgear for safety modules)

Material ili3 grade N JL " T ProdtKS Commercial name
MO0790-00 Headgear with chin cap Natural Cotton, Natural Rubber Latex, Natural leather.

Stainless Steel AISI 303

- Metal parts are made of corrosion-resistant alloys

The product is resistant to liquids, simulating saliva within 30 days

The products in the package have the vibration strength and impact resistance

The product can withstand five times the vibration test in the mode of 10-55 Hz at an amplitude of
0.35 mm and the influence of peak shock acceleration 10 g for 16 MS.
- The product operating properly when the effect of temperature in the range from -10° to +40°C and
humidity from 15% to 100%
- The product in the transport packaging withstand the temperature from -50° to +50°C and a
humidity from 40 to 95% in the process of transportation and storage
- Products subjected to disinfection, be resistant to the effects established in the normative-technical
documentation on the methods of disinfection
- On the surface of products there are no cracks, scratches, spalled spots, burrs and traces of grinding

Supplied non-sterile in plastic bag of 1 PCs, 10 PCs with instruction, requires treatment before use,
76% alcohol (C2H50H) by full immersion in the solution for 10 min and then rinsed with pedestrian
only water.

- On the primary packaging of the product indicated the following information:

e Trade name of the product;

e The model name of the product;

e Brand and manufacturer's name, address;

e The address of the place of production, country of production;

e Serial number (LOT);

The packaging protects it from environmental and mechanical damage during transportation,
handling and storage.
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)NE s.p.a. - Orthodontics and Implantoiogy

fsin technical parameters: Intraoral - extraoral appliances (previous figures were typos by the

lanufacturer, so you made need clarification in the description of the table for a Headgear with chin cap
id Headgear for safety modules)

? f! Material and grade - : Ao Product Commercial name 2r
el 1 1
1+ Aiu \ f - ga
M0805 MO0800 Headgear for safety 100% Cotton
modules

- Metal parts are made of corrosion-resistant alloys
- The product is resistant to liquids, simulating saliva within 30 days

The products in the package have the vibration strength and impact resistance

The product can withstand five times the vibration test in the mode of 10-55 Hz at an amplitude of
0.35 mm and the influence of peak shock acceleration 10 g for 16 MS.
- The product operating properly when the effect of temperature in the range from -10° to +40°C and
humidity from 15% to 100%
- The product in the transport packaging withstand the temperature from -50° to +50°C and a
humidity from 40 to 95% in the process of transportation and storage

- Products subjected to disinfection, be resistant to the effects established in the normative-technical
documentation on the methods of disinfection

On the surface of products there are no cracks, scratches, spalled spots, burrs and traces of grinding

Supplied non-sterile in plastic bag of 1 PCs, 10 PCs with instruction, requires treatment before use,
76% alcohol (C2H50H) by full immersion in the solution for 10 min and then rinsed with pedestrian
only water.

- On the primary packaging of the product indicated the following information:

e Trade name of the product;

e The model name of the product;

e Brand and manufacturer's name, address;

e The address of the place of production, country of production;

e Serial number (LOT);

The packaging protects it from environmental and mechanical damage during transportation,
handling and storage.
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)NE s.p.a. - Orthodontics and Implantology
INTENDED USE

Facial bow, extraoral and intraoral devices are intended for use only in one procedure. Repeated or
improper use may result in potential risk for the patient. The company Leone S. p.a is not liable for
complications that may arise as a result of repeated or misuse of this product.

Facial bow, extraoral and intraoral devices are essential products in the treatment of dentofacial anomalies
of occlusion. Indications facial bows, extraoral and intraoral devices consist in the correction of
malocclusion, as can be used as primary and secondary devices to prevent lateral displacement of the teeth
to the sides and forming the right direction. The device consists of two main parts - extraoral and intraoral
bows. Made from hypoallergenic medical grade stainless steel, absolutely harmless to the body. Face-bow
is a device that creates a force in the distal direction on the first upper molars (or the whole of the upper
jaw) with extraoral traction. The main indications for use are the correction of the distal occlusion,
malocclusion in growing patients; maintenance of anchorage on the upper jaw; the distalization of the
upper first molars. Ensure correct location of the far posterior teeth, when teeth are removed when severe
crowding. Frees up space for the front teeth by moving indigenous a bit ago. In this case the teeth with
crowding saved thanks to the creation of extra places. To prevent early movement of the lateral alignment
of teeth in the front. During the formation ofthe jaw in young patients.

The assortment and properties: 1.Consists of an inner bow and an outer bow. 2. The inner bow presents in
5 sizes (1, 2, 3, 4, 5). The size is determined by measuring the distance from the mesial- buccal tubercle of
the upper first molar to the midline along the dental arch using a special plastic ruler. 3. The length of the
outer bow is of two types: « Long = Short

Application: < Inner arch of facial bow is set to the corresponding tube on the upper first molars.» Fit is to
size is carried out in the area of omega-loops on the inner arc. There is a special tool, (pliers for facial bow).
e Outer arc with the help ofthe power modules connected to the cervical traction or head cap. In most
cases, recomended to wear a face bow about 12 hours a day for several months. As a rule, in the treatment
of malocclusion without extraction of teeth time is increased to 14 hours. These time intervals allow you to
wear orthodontic facial bow only at night and to avoid wearing during the day. Sometimes the alignment of
the teeth can occur the negative reaction of the mucosa of the gingival margin in the form of swelling,
bleeding and redness. Should immediately consult the orthodontist to adjust efforts and eliminate all the
hassles. Facial mask - orthodontic device designed for the correction of protrusions and intrusions. Design
facial mask is made with regard to anatomical features for convenience and comfort when using, it has two
supports on forehead and on chin or cheeks. To the bow, which is located between the forehead and the
chin, attached elastic traction? The other end of the elastic traction is fixed at one or several teeth that
need correction. Stretching, at the same time fixes a mask on the face and aligns the teeth. The skin of the
patient's face that is in contact with the device "breathe"” thanks to the use in the design of soft materials,
providing adequate hygiene. In intensive wear some part of the device can be changed if necessary.
Available in the range: universal mask based on the chin, the mask based on the cheeks, the mask vertical
large or small and the horizontal mask large or small

Advantages:

e not inflamed mucous, as in the oral cavity construction with no sharp corners,

* low weight, which makes the mask very comfortable

e ease of use: the mask is easily removed - you can easily brush your teeth and clean orthodontic device,

« high efficiency: the mask makes it possible to correct malocclusions. In addition, it is convenient for
Orthodontist to work and evaluate the results of treatment. Because the design of the mask is quite simple,
the patient can remove it at bedtime, to care for the oral cavity and for the device, on average, to wear a
mask takes a few months. The mask should be washed with warm water and soap. After removal of the
external device brush your teeth as usual. Duration of treatment for each patent is indiviciuabjand is

determined by the orthodontist. e :.--IPLANiOLOGIA
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)NE s.p.a. - Orthodontics and Implantology

Chin cup is an orthodontic device designed to control the growth of the lower jaw at an early age, to
prevent its disproportionate growth relative to the upper jaw, if this anomaly occurs. Chin cup is a product
of the totality of knowledge in the field of human anatomy and advanced technology in orthodontics. Itis a
chin cap made of plastic, covering the chin and joining the headgear cap or cervical traction by means of
elastic rubber rings. Used to treat mesial bite and open bite. In the first case, the elastic will pull oblique
posteriorly, the second vertical upwards. Chin cap recommended to wear usually during the night, it is also
possible to wear all free time at home.

The results of orthodontic treatment depends on the dosage and duration of force, the degree of

intensity of metabolic processes in bone tissue (plastic abilities). Use of the chin cap during the period of
temporary and mixed dentition bite.

CONTRAINDICATIONS

All pathological conditions, both local and systemic, which are contraindications to orthodontic
treatment, should be considered valid contraindications for the application of the above products.

PRECAUTIONS

Facial bow, extraoral and intraoral devices are intended for use only by prepared orthodontist. They
must take into account contraindications, side effects, complications and interactions in the assessment
of the patient and the use of the product, which can be used for orthodontic treatment and should
inform patients about the benefits and possible side effects or complications.

STORAGE

Does not require any special storage conditions.

Medical devices cannot be used after the expiry date printed on the package.
Storage in the original package 10 years from date of manufacture.

Keep out of reach of children.

Products can only be used if the packaging has not been damaged.

TRANSPORTATION
Products can be transported by all kinds of covered vehicles in accordance with regulations approved in

the prescribed manner for each mode of transport. When using, transporting and storing the product

has no adverse effects on humans and the environment.

DISPOSAL
After using Facial bow, extraoral and intraoral is placed in a container for used items. Further shall be
disposed of in accordance with the norms established by the law and local regulations, as waste is class

A in accordance with SanPiN 2.1.7.2790-10.

THE MANUFACTURER'S WARRANTY
The manufacturer guarantees the conformity of medical devices Face bow, extraoral and intraoral
devices requirements under the conditions of storage and transportation.

The warranty expiration date 10 years from date of manufacture. 5fitn  sr ~n3
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)NE s.p.a. - Orthodontics and Implantology

MANUFACTURER:

Leone S. p. a. (Leone S. p.) Open joint-stock company.

Via P. and Quaracchi, 50, 50019 Sesto Fiorentino (Florence, Italy) /Via P. a Quaracchi, 50 50019 Sesto
Fiorentino (Firenze) - Italy.

Tel. +39.055.30.44.620. Fax: +39.055.30.44.05. El. email: info@ leone.it.

The address of the place of production of medical products:

Florence, Italy.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN FEDERATION: LLC "STC Vita-
Med". Russia, 125315, Moscow, Usievicha str., d. 29, korp. ITel.: 8 (499)151-10-10; 151-10-15; 151-10-
51. El. email: leone-zakaz@ mail.ru.

About adverse events or potential complications that can reasonably be considered associated with the
use of data of medical devices should be reported to the company representative.

Tel.: 8 (499) 151-10-10; 151-10-15; 151-10-51.

Information symbols on packing of a product:

LEONE s.p.a. Ortodonziae implantologia ATI"NZIONE: Questo <£sposNevo pud causare serf
N Via P. a Quaracem, 50 - Tel. 055.30441 danni  tl paziente. L’arco extraorale deve essere
: utMizzato eselusivamente con ia trazloni dl sicurezza
CE 1 -50019 SastoFlorentino -Flren-» Leone cédice n. MOSIO-01 M0810-02 M0810-03.La
® M1800-00 1 FIZ/FI‘/FIYSVDZEI presente inronnativa NON & livolta ai pazlente, ma In
ARCO EXTRAOR04S LUNGO STAM3ARD via esciusiva al professlonista sanitario, che ne
EXORAL FACKOW 048 STANDARD LONG dovra rtvalutare | contenuti In ilferimento ad ogni
ARC EXTRA-ORAL 048 LONG STANDARD speclfico caso perpoterfornire una adeguata

inftxmazione al paziente circa 1beneficl, le
controindicazioni e le compHcanze.
CAUTION: This device may cause serious Infury to
the patient. Use facebow exclusively with Leone

7 T - - safety release modules code no.MMIO-Ol M0810-02
A I I I I I I I I I I I I I I I I I I I M0810-03.The herewith fUmished Information is NOT
intendcdforthe patient but exclusively forthe
sanitary professional, who will have to evaluate the
contents In reference to every specific case tobe
treked, in orderto furnish asuitable Information to
the patient about the benefits and eventual side

effects or c<xmpltcations.
ISTR. 5/04-06
n 00000000 Made m Italy 34245

GESICHTSBOGEN STAtOARD 045 LANG
ARCO EXTRAOR046 LARGO ESTAf»AR
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JKOHE c.n.a. - OPTOAOHTWA n UMMNAHTOJIOMNA

VHCTPYKLUIWA MO MPUMEHEHUIO
MeANLVHCKOro n3aenuvs

JIMUEBBIE AYTA, BHEPOTOBBIE AYTA 1 BHYTPUPOTOBBIE
MPNCTOCOBJIEHIA

HA3SHAYEHWE

NMUEBBIE AYT/, BHEPOTOBBLIE AYIM W BHYTPUPOTOBbLIE MPUCMOCOBNEHUA -
N3penus opTogoHTUYECKMEe npefHasHavyalTcsa A1 BO3LENCTBUA Ha  opmy wn/munwu
(OYHKUMIO  3y60YEeNtoCTHOW  cUCTeMbl. T[PUMEHSIIOTCA  NPW U3TOTOB/IEHUN  CHEMHbBIX
OPTOAOHTUYECKNX KOHCTPYKLMIA.

Nnyesble fyru, BHEPOTOBbIE AYTN 1 BHYTPUPOTOBbIE NPUCNOCOO/IEHNS -
npeAHasHayeHbl 419 UCNOb30BaHUA TO/IbKO NOATOTOBNEHHLIMU KANHULMUCTAMU
(Bpayamu - opTOA4OHTaMM) B OPTOAOHTUW. JINLEBbIE AYrX, BHEPOTOBbIE Ay U
BHYTPUPOTOBbIE NPUCNOCOGNEHNS - NPpeAHa3HauYeHbl 418 UCNONb30BaHMA TONbKO B
OlHOI mpouenype.

Nlnyesble ayru, BHEPOTOBblE AYrM M BHYTPUPOTOBbIE MNpuUcnocobnieHnss pa3paboTaHbl
AN KoM@opTHoro, 6e3onacHoro, 3M¢eKTMBHOrO ¥  MNPOCTOr0  UCNOb30BaHMS
OPTOAOHTOM, ObGecneunBaroLme MOJHbIA KOHTPO/b BO BPEMSA UCMNO/Mb30BaHUA. JlnueBble
Ayr, BHEPOTOBbIE AYrY WU BHYTPUPOTOBbIE MPUCNOCOGNEHUA NpeacTaBNeHbl C Yy4eTOM
aHaTOMUYeCKUX OCOBGEHHOCTEN M paclIMPeHHOro AuanasoHa pa3MepoB Ha Bblbop An1A
Bpaya - OpTOAOHTa.

O6nacTb NPUMEHEHUS

NlnueBble AOyru, BHEPOTOBble AYrM W BHYTPMPOTOBLIE MPMUCIOCOGNEHUA - 3TO
OPTOAOHTUYECKNE NPUCNOCOONEHUS, MEXAHNYECKOrO BO3AENCTBUS, Gnarogaps KOTOPbIM
yAaeTcs A0OUTbCS Haunyylwunx pesynbTaToB MpW BbipaBHUBaHUKM 3y0O0B, npeanaras
OPTOAOHTY BCE pa3HOObOpa3ne pasmMepoB M KOHMUIypaLuuii, KOTOPOe MOXKET BCTPETUTLCS
npu Tepanuu BHEPOTOBON TAroi. Mpu 3TOM BCe M3AeNNs WU3roTOBMEHbI MO XXECTKUM
CTaHAapTaM, KOHCTPYKUMM MX COYeTaroT B cebe 6e30MacHOCTb 1 KOM(OPT ANS NauneHTa,
a Takxe yno6cTeo npu paboTte Bpaya.

Bwva lMNoHTe a Keapayuu, 50
50019 CecTo P1OpEHTUHO - PriopeHLma

& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Ten. 055.30441 - dakc 055.374808
Hanoroselii kog 1 kog nnatensuka HAC 01686960483/
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/wtamn: JITEOHE c.n.a.

OPTOAOHTUA N UMNNAHTaUUA

Bua MoHTe a Ksapayuu, 50

50019 Cecto ®1OpeHTUHO - PopeHLus

Ten. 055.30441 - dakc 055.374808

HanoroBselii kog 1 kog nnatenswyka HAC 01686960483/
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/wrtamn: JIEOHE c.n.a.

OPTOAOHTUA U UMNNAHTaUUs

Bu3 MoHTe a Ksapayuu, 50

50019 Cecto ®NOpPEHTUHO - PriopeHumna

Ten. 055.30441 - dakc 055.374808

HanoroBblii kog v kog nnatenslumka HAC 01686960483/
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OPTOAOHTUSI N UMMNAHTaLWA
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c.n.a. - CPTOPPHTWUA n KMT/IAHIOTCI A

OCHOBHble TEXHNYECKME napamMeTpbl. ﬂl/lLl,GBbIe Ayrn, BHEPOTOBLIE AYTU U
BHYTPUPOTOBLIE I'IpVICI'IOCOﬁ]'IeHI/IFI (paHee HeKOTOpble NpeACT aB/ieHHbIe faHHble 6bIIN OMeyaTKamm

npounssoanTENA, NO3TOMY BHECEHbI HY>X Hble YT OYHEHNA N AONO/THEHNA B HUXXE HUXKENPUBEJEHHbIEe TaﬁﬂVILI.bI

ana Nop6bopoAoUYHOW Nnpawm u TONOBHOM WanKn)

HanmeHoBaHue Martepuan
nsgenni
MpedopmrpyemMble
3N1EMEHTbI NNLEBOA
MacKu HeprkaBetoLu,as
cTanb Mapku
Al51 302-303
Mertannunyeckne
OMOpHbIE YacTn
JMLEBOI Macku Hep>kasetoLan
cTaslb Mapku
302-303

BHelwHaa ayra n
BHYTPEHHAS NNLEeBas

ayra Hep>kasetoLLas
cTanib Mapkun

Al51 3041

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

MpoyHOCTb
Ha
pacTsaXKeHwu
e
[HbtoTOH/M
mM2]

1600-1800

600-1000

1600-1800

TBepAaocTtb
no Bukkepc
roTOBbIX

nsgennii

235 HY10

235 HYio

235 HY10

lepoxoBaTto MpoYyHOCTb
y CThb KpenneHuns
MOBEPXHOCTM
He 6onee 1,5 >500H
MKM
He 6onee 1,5
MKM
>500 H
He 6onee 1,5
MKM
>500H

/wTtamn: IEOHE c.n.a.

OPTOAOHTMA N UMNAAHTaLuUA

Buva MNoHTe a KB3payun, 50

50019 Cecro ®nopeHTUHO - dnopeHuns

Ten. 055.30441 - dakc 055.374808

HanoroBblii kog 1 kog nnatenslumka HAC 01686960483/



/tOHE c.n.a. - OPTOZOHTUA n MMMTAHTONOMNA
MaTepunan n Mmapka
- Ha3BaHue nsgenus

MO0790-00 MogbopogoyHaa npawa HaTypanbHblli X/10MOK, HaTypanbHbI Kay4yyKoBbliA JlaTekc,
HaTypasbHas Koxa, HepXasetwasn cranb Al51 303

MeTannunyeckme 4actTu U3roTOBMEHbI U3 KOPPO3UOHHOCTOMKMX CNNaBOB
N3penuns ycToliumBbl K BO3LENCTBUIO XUAKOCTU, UMUTUPYIOLWER CNOHY 60nee 14 cyToK
N3penunsa B ynakoBke 061afatoT BUBPONPOYHOCTLIO U yAapONPOYHOCTLIO
N3penue BbigepXneaet NATUKPATHOE UCMbITaHWE Ha BUOGPONPOYHOCTL B pexume 10-55 Ty npu amnnutyge 0,35
MM, a TaKXe BO34elicTBMe NMUKOBOro yaapHoro yckopeHua 10 § B TeyeHue 16 mc
N3penue npu akcnayatauum ucnpasHo Npv BO3AeWCTBUM TeMnepaTtypbl B Anana3oHe oT -10°C go +40°C u
BnaxHoctu ot 15 go 100%
N3penve B TpaHCNOPTHON ynakoBKe BbliAepXuBaeT Bo3gelicTeue Temnepatypol o1 -50°C o +50°C 1 BnaxHocTtu
Bo3ayxa o1 40 go 95% B npouecce TPAHCNOPTUPOBAHUSA U XpPaHEHUS
Ha noBepxHOCTM M3genuii HeT TPewWWH, LapanuH, BoIKPOLWEHHbIX MECT, 3ayCEHLEeB M C/TIe0B LANGHOBKM
MocTaBnATCA HECTEPUIBbHLIMU B ynakoBkax no 1 wT., 10 wT., Tpebyetca obpaboTka nepes
npumMeHeHueM 76% pactsopom cnupTa (C2H50H) ¢ NONHLIM MOrpy>KeHuem B pacTBop Ha 10 MUH., mocfie yero
ononackusatotca Bogoli (10 uuknos).
- Ha ynakoBke nsgenunin ykasaHa cnegytouias nHhopmaums:

ToproBoe HaMMeHOBaHUE U3AENNS;

HanmeHoBaHue mogenun nsgenus;

ToproBasi Mapka U HauMeHOBaHWe NPoON3BOAUTENS, aAPEC;

Afpec mecTa Npon3BOACTBA, CTpaHa NPOM3BOACTBA;

CepwuitHbin Homep (JTOT);

YnakoBKa nsgenuii o6ecneuynBaeT Ux 3alUTy OT KIMMATUUYECKUX U MEXAHUYECKUX MOBPEXAEHUA npu
TPaHCNOPTMPOBAHUU, MOTPY304YHO-PA3rPY30UHbIX paboTax U XpaHeHUMN.

/wTamn: JIEOHE c.n.a.

OpPTO4OHTUA U MMNNAHTauus

Bua lMoHTe a Ksapayuu, 50

50019 CecTo ®NOPEHTUHO - PriopeHuUns
Ten. 055.30441 - dakc 055.374808

Hanorosblii kog 1 kog nnatensuymka HAC 01686960483/
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fiHE c.n.a. - OPTOAOHTUA n UMNJAHTONOINA

MaTepnan n mapka
Ha3BaHue nsgenuns

M0800 M0805 lNonoBHas wWwanka 100% xnonok

V3penus ycToitumBbl K BO3AEHCTBUIO XUAKOCTU, UMUTUPYLOLWLEN cnloHy 6onee 14 cyTok

M3penus BynakoBke 06nafaloT BUGPONPOUYHOCTLIO M YAAaPONPOYHOCTLIO

V3penve BblgepXnBaeT NATUKPATHOE WUCMbITaHWe Ha BUGPOMNPOYHOCTL B pexume 10-55 'y npu
amnauTyge 0,35 MM, a TakXe BO3/eiicTBME NUKOBOTO yAapHOro yckopeHus 10 g B TeueHue 16 Mc

N3penve npu akcnayatauum ucnpasHoO Npu BO3AeWCTBUMM TemnepaTtypbl B AnanasoHe ot -10°C go +40°C u
BnaxHoctu oT 15 go 100%

3penve BTpaHCNOPTHON ynakoBKe Bblaep>XMBaeT BO3fAeiicTBMe TemnepaTypbl oT -50°C go +50°C u
BNIAXHOCTU Bo3ayxa oT 40 A0 95% B npouecce TPaHCNOPTUPOBAHUA U XPaHEHMUS

Ha noBepxHOCTW W3AENU HeT TPeluH, LapanuH, BbIKPOWEHHbIX MECT, 3ayCeHLeB 1 CNefoB WANHOBKN
MocTaBNsATCA HECTEePUNTbHLIMMW BynakoBkax no 1 wT., 10 wT., Tpe6byeTcs o6paboTKa nepeq

npuMmeHeHueM 76% pactBopom cnupta (C2H50H) ¢ nonHbIM NorpyXeHvem B pactBop Ha 10 MUH., nocne vero
ononackusaroTca BoAOW (5 LUKNOB).

Ha ynakoBKe u3genuii ykasaHa cnefytouas WHpopmaums:

ToproBoe HauMeHOBaHue U3fenus;

HanmeHoBaHMe MOAEeNUN U3JENUs;

ToproBasi Mapka U HauMeHOBaHWe NPOU3BOAUTENS, afpec;
Afpec mecta Npou3BoACTBa, CTpaHa NPOU3BOACTBA;
CepuiiHblii HOmep (J10T);

YnakoBKa W3fenuii o6ecneymBaeT UX 3alUTy OT KAUMATUUYECKUX U MeXaHUYecKUX NoBpexXAeHuit npu
TPaHCNOPTMPOBAHMMK, NOFPY30YHO-PA3rPY30UYHbIX paboTax U XpaHeHuN.

/wtamn: JIEOHE c.n.a.

OpPTOAOHTUA U UMNNAHTaUNsS

Buva lMoHTe a Ksapayuu, 50

50019 CecTo ®NOPEHTUHO - POpeHLmsa
Ten. 055.30441 - dakc 055.374808

NCNONMb30OBAHWE NO HASHAYEHWIO Hanorosblii koA 1 Koz nnatensiumka HAC 01686960483/

Nlnuyesble fyru, BHEPOTOBLIE AYrM W BHYTPUPOTOBbIE MPUCNOCOGIEHNS NpeAHa3HaueHbl A8 UCNONb30BaHUS
TONbLKO B 0A4HOI npoueaype. MoBTOPHOE WK HEMpPaBWUILHOE UCMO/b30BaHNe MOXET MPUBECTU K YCNIOBUAM
noTeHUManbHOro pucka Ans nauneHta. KomnaHus Leone S.p.a He HeceT OTBETCTBEHHOCTU 3a OC/OXHEHMUS,
KOTOpble MOTYT BO3HUKHYTb B pe3y/fbTaTe MHOTOKPATHOTO M/IM HEMPaBUNLHOTO UCMONbL30BAHUS U3fenus.
Ninuesble Ayrv, BHEPOTOBbIE AYIM U BHYTPUPOTOBbIe NPUCNOCO6NEHUS SABNAOTCA HEOBXOAMMBIMU U3AEeNUIMU
npv nevyeHnMn 3y60UYENIOCTHLIX aHOManUAX NpukKyca. MokasaHus NULEBbIX AYr, BHEPOTOBLIX AYTU U
BHYTPUPOTOBLIX MPUCNOCOGNEHUIA COCTOAT B MCMPaB/ieHWN NPUKYyca, T.K. MOTYT WCMOMb30BaTbCA B KAYeCcTBE
OCHOBHOTO ¥ JONONTHUTENBLHOTO YCTPOICTBA C LENblo NpeaynpexaeHus nepemelleHns 60K0BbIX 3y60B B
CTOPOHbI 1 ANs (hOPMUPOBAHUS NPaBUALHOTO HanpaefeHus. AnnapaT COCTOMT U3 ABYX OCHOBHbIX YacTell -
BHEPOTOBbLIX W BHYTPMPOTOBLIX AYr. M3roTaBnmBaeTcs W3 runoanfiepreHHoin MeauLUHCKOW HepXaBelolweit cTanu,
COBeplIeHHO 6e3BpeaHoii AN opraHuama. Jiuuesas gyra - ato npucnocob6neHue, cosgatoliee cuioBoe
BO3/€eiCTBME B AMCTANIbHOM HanpaBfeHUN Ha NepBble BEPXHWUE MONAPbI (MW HA BCIO BEPXHIO YENOCTh) C
BHEPOTOBO TAToi. OCHOBHBIMMW MOKa3aHUSMW 4151 UCMONb30BaHUS SABAAIOTCS KOPPEKLUS ANCTaNbHOTO
npuKyca, OTKPbLITOTO MPUKYyca Y PacTyLlMX NaLUeHTOB; NofdepXaHne aHKopaxa (yCuneHne onopbl) Ha BepxHel

& 000 LUPMH (&7 INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR RU
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/OHE c.n.a. - OPTOAOHTNA n UMMNNAHTONOINA

KeBaTe/bHbIX 3y60B, Korga yaansatoTca 3yobl Npu CUNbHOM CKyyeHHOCTU. OcBO6GOXAaeT MECTO ANa nepeaHUx
3y60oB NyTEM NepeMeLleHnss KOPEHHbIX YyTb Ha3ah. B 3ToM cnyyae 3y6bl NpU CKY4YeHHOCTU COXpaHsTCA
6narogapsa Co3faHWNI0 NUWHEro mMmecTa. na npeAoTBpalleHMa paHHero nepemMelleHns 60K0BbIX 3y60B nNpu
BblpaBHMBaHUM NepeaHero psga. B nepnog popmMupoBaHUA YENOCTU Y OHbIX NaLMEeHTOB. ACCOPTUMEHT U
cBolicTBa: 1.COCTOWUT U3 BHYTPEHHEN AYrM U HapyXHOW ayru. 2. Mo BennuynHe BHYTPEHHEN Ayrn nogpasgensercs
Ha 5 pa3mepoB (1, 2, 3, 4, 5). Pasamep onpegensietcd nNyTeM U3MeEPEHUS PacCTOSSHUA OT Me3ManbHOTO LWEeYHOro
6yrpa BepxHero nepBoro monspa Ao cpefgHein NMHUKM BAONb 3y6HOM AYrK ¢ MOMOLLbIO cneyuanbHOR NNacTUKOBOWA
nuHelikun,. 3.Mo AnNnHe HapyXHoW ayrun 6biBaeT ABYX BUAOB:» ANuHHaa < KopoTkas

MpuMeHeHMne: « BHYTpeHHAS Ayra NMLEBON Ayrn ycTaHaB/nMBaeTCs B COOTBETCTBYOLIME TPYOKM KOel Ha BEPXHMX
nepBbIX Monspax.» MpunacoBka No pasMepy ocyllecTsnseTcs B 061acT omera-neTenb Ha BHyTpeHHe ayre. Ans
3TOr0 MMeeTcs cneynanbHblii MHCTPYMEHT (Wunubl Ans NULEBO ayru). » Hapy)Hasa gyra ¢ noMolybto
CMN0BbLIX MOAYNel CoeaNHAETCS C WeWHON TATOW UAWN TONOBHOW LWanoYKou.

B 60NbWMWHCTBE CNyYaeB HOCUTb NULLEBYIO AYTYy PEKOMEHAYIOT OKONO 12 4yacoB B A€Hb Ha NPOTSKEeHUN
HecKOoNbKMx MecaueB. Kak npaBuno, npu nedyeHnn npukyca 6e3 yganeHus spemMms ysenmumeaetcs Ao 14 yacos.
Takme BpeMeHHble NPOMEeXYTKN NO3BO/IAT HOCUTb OPTOAOHTUYECKYD KOHCTPYKLUIO NULWb B HOYHOE BpemMs 1
NCKNOUNTL € HOolleHne AHeM. MIHoraa npu BbipaBHUBaAHUM 3y60B MOXET BO3HUKHYTb HeraTMBHas peakuums
CNM3NCTOl AeCHEeBOro Kpas B BUAe 0Teka, KpOBOTOUMBOCTM U runepeMun. CTOUT HeMeA/IeHHO 06paTUTbCA K
BPayvy-opTOAOHTY AN11 KOPPEKTUPOBKN YCUINA N YCTPAHEHUA BCEX HENpUATHOCTel. Jlnyesas macka -
OpPTOAOHTUYECKUIA annapat, NnpegHa3Ha4YeHHbIN A4Na KOPPEeKUUN NPOTPY3UIA U MHTPY3UA. KOHCTpYKUMA NuueBoi
MacKu BbIMO/IHEHA C YYeTOM aHaTOMMYECKNX 0COBEHHOCTEN ANs yao6CcTBa 1 KOM(OpTa Npu ucnonb3oBaHun. OHa

MMeeT ABE OMopbl - Ha N6y M Ha Noa6opoAKe UM ckynax. K gyre, kotopas pacnonaraercs mexgay n16om u

noa60opoaAKOM, KpenuTcs

anactuyeckas Tara. ApyruM KOHLOM TAra UKCUPYeTcs Ha OJHOM MMM HECKONbKUX 3y6ax, HYXAaWmnxcs B
McnpaBneHWUN. HaTArmBasch, OHa OJHOBPEMEHHO (hMKCMPYEeT MacKy Ha nLe U BbipaBHUBAET 3y6bl. YUACTKU KOXMW
nula nauueHTa, KOHTaKTUpYyloUMe ¢ annapaTtoM "AblwaT" 6narofgaps MCNoNb30BaHWNIO B KOHCTPYKL UM MSATKMX
mMaTtepuanos, o6ecneymBaloliMx Heo6Xo0a4UMYI0 TUrMeHy. NMpU UHTEHCMBHOM HOLWEHUU HEKOTOPbIE YacTh annapara
MOXHO MEHATb B C/lyyae HEO6XOAMMOCTI. BbiNyckaeTcs B aCCOPTUMEHTE: YHUBEpPCanbHash Macka C 0nopoii Ha

no,q6opo,qu, Macka C 0n0p017| Ha ujekKax, MaCkKa BepTuKa/sibHas 6onbWwas nan manas, Mmacka rOpn3oHTasibHasA

6onbluas uam manas. NpenmMyulecTsa:

C/IM3UCTbIE He BOCMANsoTCs, NOCKONbLKY B MOIOCTA pTa OTCYTCTBYIOT KOHCTPYKLUW C OCTPLIMMW YrNaMu,
He6GOMbLWOW BEC, YTO AenaeT HOWeHUe Macku BecbMa KOM(OPTHbLIM,

yA06CTBO B UCMOMb30BAHMM: MacKa fIerko CHUMaeTcs - 6e3 Tpyjaa MOXHO MOUYMCTUTb 3y6bl U OUNCTUTD
OPTOAOHTUYECKYID KOHCTPYKLMIO,

BblCOKas 3h(heKTMBHOCTbL: MacKa M0o3BONSET B KOPOTKME CPOKM UCMPaBUTb NaTonorMm npukyca. Kpome toro, ¢ Heit
yAo6HOo paboTaTb W Bpauy, oLeHNBas pe3ynbTatbl nevyeHns. MockoNbKy KOHCTPYKLMS Macki A0BOMbLHO MPOCTa,
nauueHT MOXeT caM CHMMAaTb ee Ha BPeMs CHa, A8 yXofa 3a NOoMoCTbio pTa U 3a caMOlil KOHCTPYKLMEN, B
CpeAHEeM HOCMTb MacKy HY)XHO HECKO/bKO MecsiLeB. MacKy HY)>XHO MbITb TEM/0/ BOAOI C MbifioM. [ocne cHATUS
BHELIHeN KOHCTPYKL MU YNCTUTL 3y6bl MOXHO B 06bIYHOM pexxume. CpoK fleueHns AN8 KakAoro nayueHTa
WHOMBUAYaANeH v onpeaenseTcs opToAoHTOM. Mog6opoaoyHas npala - OpTOAOHTMYECKUIA annapar,
npefHa3HauYeHHbI A1s KOHTPOMA PasBUTUS HUXKHEN YeniocTW B paHHEM BO3pacTe, C LeNbio npeAoTBpalleHuns eé
HenponopLMOHaNbHOTO PocTa OTHOCUTE/IbHO BEpPXHEeN YentocTu, B caydyae, ec/im gaHHas aHoManus umMmeeT MecTo.
Moa6opoAoyHas npalja SBAseTcs U3ge/MeM COBOKYMHOCTY 3HaHWIi B 06/1acT aHAaTOMUK YeNloBeKa W nepeoBbIX
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(7EOHE c.n.a. - OPTOAOHTUA n UMMNAHTONOTI A

TEXHONOTM opTofOHTMHK. MpeacTaBnsaeT coboli kKanny U3 NiacTMacchl, 0XBaTbiBaloLW Yy N0A60POA0K U
MPUCOEAMNHAIOLLYIOCS K TO/IOBHOM WANOYKe WAN LWENHOW TATM NOCPeACTBOM 3/1aCTUUYECKUX PE3UNHOBbIX

Koney. Mcnonb3yeTca AN N€YEHUA MPOTEHUYECKOTO M OTKPLITOro nNpukyca. B mepBoM cnyvyae sanactuyeckas Tara
6yaeT Kocas K3aau, BO BTOPOM - BepTUKanbHaa keepxy. MoabopoAoUHYIO npally peKoMeHAYT oaeBaTb, Kak
nMpaBuio, BO BPEMS HOYHOTO CHa, TaK )Xe BO3MOXHO ee HOlleHue Bce CBOGOAHOe BpeMs AoMa. PesynbTarthl
OPTOAOHTMYECKOTO NeYeHUs 3aBUCAT OT AO3UPOBKU U NPOLO/IKUTENBHOCTW CUMbI, OT CTENEHWU UHTEHCUBHOCTU
0O6MEHHbIX NPOLECCOB B KOCTHOM TKaHM (NnacTuyeckmMx cnocobHocTei). icnonb3yT nog6opog0UHy0 npawy B
nepvon BPEMEHHOTO M CMEHHOTO NMpuUKyca.

MPOTUBOMOKA3SAHNA K MPUMEHEHWIO
Bce maTtonornyeckme COCTOAAHWA, KaK MeCTHble, TaK W CUCTEMHbIE, KOTOpble ABAAKTCA NPOTUBOMOKA3aAHUAMU K
OPTOAOHTUYECKOMY JleYeHUIo, [O/DKHbI ObiTb  NPU3HAHbl  AefCTBUTEe/IbHBIMU  NPOTUBONOKa3aHUAMMK  ANA
NMPUMEHEHUA BbllleyKa3aHHbIX W3Ae/nii.

MEPbI MPEAOCaOPOXHOCTHU

NlnueBble Ayrn, BHEPOTOBbIE AYIM U BHYTPUPOTOBbIE MPUCMNOCOGMEHUA NpeAaHasHauyeHbl Ans WCMONb30BaHUA
TONbKO MOATOTOB/MEHHBIMW BpayamMu - opTOAOHTaMM. OHM 0653aHbl YYUTbIBATb NPOTUBOMOKA3aHUSA, MOGOYHbIE
3deKTbl, OCNOXHEHWUS W B3aUMOENCTBMS B OLEHKE NalMeHTa WM UCMOMb30BaHUSA WU3AeNus, KoTopble MOTyT
MPUMEHATLCA NPU OPTOAOHTUYECKOM JIeYEHUW W AO/MKHbI MHQOPMUPOBATb NALMEHTOB O MNPeuMYyLLecTBax U
BO3MOMXHbIX MOBOYHBIX 3((EKTAX WAN OCMOXKHEHUSIX.

XPAHEHWE

He Tpe6yloTcsa cneumanbHble YCNOBUA XpaHeHus.

MeauuMHCKMe n3fenns HeNb3s UCNO/b30BaTh MO UCTEYEHMU CPOKA FOAHOCTU, YKAa3aHHOW Ha ynakoBKe.
XpaHeHne B ynakoBke npoussoautens 10 neT ¢ gaTbl WM3TOTOBMEHMUS.

XpaHuTb B MeCTax HeoCTYMHbIX AN AeTei.

/i3penms MOXHO MCNoNb30BaTh TONLKO B C/lyyae, ec/in ynakoBka He 6bina noBpexjeHa.

TPAHCIMOPTUPOBAHUE

M3penus MoryT TpaHCNOPTMPOBATLCA BCEMW BUAAMM  KPbITbIX TPAHCMOPTHLIX CPEACTB B COOTBETCTBUM C
npaBunamMu, yTBEPXAeHHbIMU B YCTAHOBNEHHOM MOpAAKe AN KaXAOro BuAa TpaHcrnopTa. Mpu Mcnonb3oBaHuM,
TPaHCMOPTUPOBKE M XpPaHEHWUW U3[eNns He OKa3blBaloT HEraTMBHOTO BO3AENCTBMS Ha YENOBEKA U OKPYXalollyio

cpeay.

YTUNN3ALWNA
Mocne WMcnonb30BaHWs JMLEBBLIX AYTU, BHEPOTOBbLIX AYr W BHYTPUPOTOBbLIX MPUCNOCOG/IEHNI MoMelalnT B
KOHTeiHep A4S UCNOMb30BaHHbLIX NpeaMeToB. JanbHelwas yTuansauna npoBogMTCcs B COOTBETCTBUM C HOPMaMMU,
YCTAHOBNEHHLIMU 3aKOHOM W MECTHbIMW NO/JIOXEHUAMM, KaK OTXOAbl Knacca A B COOTBETCTBMU C CaHlluH
2.1.7.2790-10.

/wTtamn: IEOHE c.n.a.
OPTOAOHTMA 1 UMNNAHTaLUsA
Bua MNoHTe a KBapayuu,50
50019 Cecto PMOPEHTUHO - PriOpeHLMA
Ten. 055.30A41 - dakc 055.B7A80B
HanoroBblii ko g Kognnatensw,nka HAC016BB960483/
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NEOHE c.n.a. - OPTOAOHTUA n UMMNJIAHTO/10TUNA

FTAPAHTUW NMPON3BOAUTENA

MpeanpuaTne-u3roToBUTEb FapaHTUpPyeT COOTBETCTBME MeAULMHCKMX u3genuii Jiuuesble Ayru, BHEPOTOBble
OYyr'M 1 BHYTPMpPOTOBbIE npucrnocobneHnss Tpe6oBaHWsM Npu  COGMOAEHUM  YCNOBWUI  XpaHeHUs
TPaHCNOPTMPOBAHUSA.

FapaHTUiAHbIA cpok rogHocTu 10 neTe faTbl M3rOTOBEHNUS.

NMPOMN3BOANTEND:

NeoHe C.n.a. (Leone S.p.a.) OTKPbLITOE aKLMOHEPHOE 06LLECTBO.

Bua M. a Keapauumu, 50, 50019 Cecto ®nopeHTMHOo (PnopeHunsa, Wtanuda) /Via P. a Quaracchi, 50 50019 Sesto
Fiorentino (Firenze) - Italy.

Ten.: +39.055.30.44.620. dakc: +39.055.30.44.05. 3n. nouta: info@ leone.it.

AfLpec mecta Npon3BOACTBA MELNLWHCKOTO U3aenns:
r. ®nopeHuunsa, Ntanua.

YNO/ITHOMOYEHHbIA NPEACTABUTENb MPOU3BOAUTENS B PO:
000 «Cty Buta-Mepn».

Poccusd, 125315, r. MockBa, yn. Ycuesuua, 4. 29, kopn. 1

Ten.: 8(499)151-10-10; 151-10-15; 151-10-51.

3n. noyta: leone-zakaz@ mail.ru.

TENE®OHbI ANA NPUHATAA NPETEH3NA OT NOTPEBUTENS:

O Heb6naronpuATHLIX ABNEHUAX WAW MOTEHUMANbHbLIX OC/IOXHEHUAX, KOTOopble 060CHOBAHHO MOXHO CUMTaTb
CBSI3aHHbIMU C UCMO/Nb30BAHUEM [JaHHbIX MeAULNHCKUX N3Aenunii, cnefgyet coobwartb NpescTaBuTeNto KOMNaHuu.
Ten.: 8(499) 151-10-10; 151-10-15; 151-10-51.

/wtamn: JIEOHE c.n.a.

OpPTOAOHTUS N UMMNaHTaUns

Buia MNMoHTe a Ksapauuu, 50

50019 CecTo ®PMOpPEHTUHO - dNopeHuus

Ten. 055.30441 - dakc 055.374808

HanoroBblii ko 1 kof nnaTenslumka HAC 01686960483/
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AEOHE c.n.a, - OPTOAO0HTUA n UMIMJTAHTOIOTNA

MndopmaLlHOHMME CMUHO/bI Ha YNaKOBKe WAeNUn:
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/wtamn: JIEOHE c.n.a.

OPTOAOHTUA W UMNNAHTaLUMUA

Bua lMoHTe a Ksapauuu, 50

50019 Cecto ®MOPEHTUNHO - DnopeHuna
Ten. 055.30441 - dakc 055.374808

Hanorosblii ko v kog nnatenswyka HAC 01686960483/
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MepeBoj LAHHOIO TeKCTa ChenaH MHOW, nepesofuynkoMm Mame0BbIM TUMYpPOM
O>kaBaHwunposmnyem. TpeboBaHUA K TEKCTY nepesofa (MakcuMmanbHas TOYHOCTb, FPaMOTHOE
N3NI0>KEHNEe) MHE Pa3bACHEHbI.

Mopog Mocksa
BocemHaguaToro Hoa6psa ABe ThiCAYN NATHaALATOro roga

[ MapTbiHoBa HaTanua AHApeeBHa, BPEMEHHO UCNONHAO W AaA 0653aHHOCT U HOTapuyca rope
Mockebl AkumoBa ne6a Bopucosnuya, CBUAETENLCTBY NOAAMHHOCT b NOANUCH, CAENAHHOI
nepesogunkomM MamegosbiM TuMypoMm [I>K aBaHW NPOBNYEM B MOEM MPUCYTCTBUU. JIMUHOCTbL =
yCTaHOoB/EHA.

3aperucTpupoBaHo BpeecTpe 3a Ne

B3bickaHo no Tapudgy 100 py6.

BPNO HoTap4

Bcero npowHyp( HO

W CKpenjeHo neyaThbio nncT(a)(os)

BPWO HoTapuyca
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