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IMPRESSION TAKING PROCEDURE

Two-phase technique (double impression):
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PREPARING THE DEVICES: STEP-BY-STEP INSTRUCTIONS
250/450 ml jars (Elite HD+ Putty Soft)
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1:1 50 ml cartridges (Elite HD+ Tray Material/Elite HD+ Monophase/Elite HD+ Regular
Body/Elite HD+ Light Body/Elite HD+ Super Light Body)
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A ATTENTION: For correct manual cleaning and disinfection of the cartridge and
mixing tip read sections 12.5.2 and 12.5.3 carefully



EN - Elite HD+
Instructions for use

1. INTENDED USE

A-silicone dental impression material.

2. PRODUCT DESCRIPTION

Elite HD+ Putty Soft (mixing ratio 1:1 and 5:1): high viscosity vinyl polysiloxane, recommended for the two-phase (double impression) technique in
combination with Elite HD+ Light Body or Elite HD-+ Super Light Body fluids, or the one-step (simultaneous) technique in combination with Elite HD+ Reqular
Body or Elite HD-+ Light Body fluids.

Elite HD+ Tray Material (mixing ratio 1:1and 5:1): high viscosity vinyl polysiloxane, recommended for the two-phase (double impression) technique in
combination with Elite HD+ Light Body or Elite HD-+ Super Light Body fluids, or the one-step (simultaneous) technique in combination with Elite HD+ Reqular
Body or Elite HD-+ Light Body fluids.

Elite HD+ Monophase (mixing ratio 1:1): medium viscosity vinyl polysiloxane, recommended for the monophase technique as a single viscosity material.
Elite HD+ Regular Body (mixing ratio 1:1): medium viscosity vinyl polysiloxane, recommended for the one-step (simultaneous) technique, in combination
with Elite HD+ Putty Soft or Elite HD+ Tray Material.

Elite HD+ Light Body (mixing ratio 1:1): low viscosity vinyl polysiloxane, recommended for the two-phase (double impression) technique or the one-step
(simultaneous) technique, in combination with Elite HD+ Putty Soft or Elite HD+ Tray Material.

Elite HD+ Super Light Body (mixing ratio 1:1): low viscosity vinyl polysiloxane, recommended for the two-phase (double impression) technique, in
combination with Elite HD+ Putty Soft or Elite HD+ Tray Material.

3. PACKAGING

250 ml base jars + 250 ml catalyst (Elite HD-+ Putty Soft)

450 ml base jars + 450 ml catalyst (Elite HD-+ Putty Soft)

380 ml cartridge (Elite HD+ Maxi Putty Soft; Elite HD-+ Maxi Tray Material)

50 ml cartridge (Elite HD+ Tray Material; Elite HD-+ Monophase; Elite HD+ Regular Body; Elite HD+ Light Body; Elite HD+ Super Light Body)

90 ml tube (Elite HD+ Regular Body; Elite HD+ Light Body)

4, COMPOSITION

Elite HD+ Putty Soft Normal/Elite HD+ Maxi Putty Normal/Elite HD+ Putty Soft Fast/Elite HD+ Maxi Putty Fast: vinyl polysiloxane,
polydimethylsiloxane, silica fillers, methylhydrogenosiloxane, hydrocarbons, pigments, inorganic aluminium fillers, additives, organoplatinum complex.
Elite HD+ Tray Material Fast/Elite HD+ Maxi Tray Material Fast/Elite HD+ Monophase Normal/Elite HD+ Regular Body Normal/Elite
HD+ Light Body Fast/Elite HD+ Light Body Normal/Elite HD+ Super Light Body Fast: vinyl polysiloxane, polydimethylsiloxane, silica fillers,
methylhydrogenosiloxane, surfactant, pigments, inorganic aluminium fillers, organoplatinum complex.

5. COMPATIBLE DEVICES

« Zhermack 5:1 cartridges are compatible with the most common mixing machines available on the market, e.g. Sympress, Pentamix 2 and 3. Cartridges are
not compatible with Pentamix Lite. Check compatibility with the manufacturer’s instructions.

« The material is compatible with a range of dental stones for study model and working models (type 3 gypsum e.g. Zhermack’s Elite Model or type 4 e.g.
Zhermack's Elite Rock).

6. INDICATIONS FOR USE

The devices are intended to be used by dental professionals (user licensed to operate on the patient) for taking dental impressions on patients in a professional
dental environment (public or private health facilities with the necessary regulatory approvals).

7. CONTRAINDICATIONS

Do not use on patients with known hypersensitivity to any of the components.

8. SIDE EFFECTS

Irritation, redness or signs of hypersensitivity may occur in case of allergy to any of the components.

9. CLINICAL BENEFITS

Impression material to accurately record the dimensions of tissues and/or oral prosthetic components and their spatial relationships.

10. PRECAUTIONS

« Insufficient data exist to support the use of VPS for impressions on exposed bone. VPS and accessory tips should only be used on or around intact mucosa.

« Devices marked “single use” on the labelling are intended for single use only. Do not reuse in other patients in order to prevent cross-contamination.

« Use of latex or sulfur-containing polymeric gloves may interfere with setting. Do not touch cords and prepared tooth/transfer with gloves. Rinse preparation
with plenty of water before making the impression.

« Use of some hand soaps and lotions may interfere with setting.

« Never interchange different lots of base and catalyst, dosing spoons and jar lids to guarantee the working and setting times indicated in Table 14.

« Do not reuse the original cartridge cap. Store the cartridge with the disinfected used mixing tip.

« All products should be used at room temperature (23°C/73°F) to guarantee the working and setting times indicated in Table 14; higher temperatures reduce
these times, lower temperatures increase them.

- To obtain optimum physical properties, do not use if the material is not homogeneously mixed.

« Check impression in the mouth (not on the bench) to be sure it is resistant before removal.

« Fitted and rigid trays with retentive features, pretreated with tray adhesive, are recommended. To reduce gagging, choking or swallowing, do not overfill tray.



« Material should dispense easily: DO NOT USE EXCESSIVE FORCE. Excessive pressure may result in unanticipated dispensing of the material. If the material

doesn't dispense easily, discard the mixing tip, level component (bleed cartridge) and install a new tip.

« Do not use the material if the batch number and expiry date are missing or illegible and/or if package is broken. Do not use beyond the expiry date.

« If used with a syringe refer to the manufacturer instructions to check compatibility of the syringe with VPS before. Do not use a syringe that has been used

with another chemical category.

« The colour of the tip must be the same as the colour of the cartridge cap to avoid excessive dispensing force, slower dispensing speed, incomplete mix and

work/set time irreqularities.

« Two-phase technique is NOT recommended for double arch trays.

«When used as a primary impression, material should be covered with a polyethylene spacer sheet, and protected from direct contact with oral tissue.

« Check the integrity of the impression and ensure that there is no residue of material to be removed from the patient’s mouth. If necessary, rinse the mouth

after impression removal.

« The two components of the device (base and catalyst) must be used in equal parts to guarantee the working and setting times indicated in Table 14. A higher

dose of catalyst does not accelerate setting times.

« Use clean and properly disinfected and sterilised, or ready to use accessories.

« Replace the tip lock if it becomes visibly worn or damaged.

« Astringents based on aluminium or iron salts, hydrogen peroxide-containing dental materials, acryl restoration resins and their residues may interfere with

the setting reaction of material. If so, remove any residue before making the impression.

« Material should not be used with non-original accessories, intermixed or used in conjunction with other manufacturer’s vinyl polysiloxanes or any polyether,

polysulfide or conventional (condensation cured) silicones.

11. WARNINGS

« Causes eye irritation. Avoid direct contact of the product with the eyes. Protect eyes with airtight glasses. Protective eyewear is recommended for patients,

too. In case of accidental contact with eyes, rinse immediately for several minutes with plenty of water and if irritation persists, seek medical attention.

« Avoid contact of individual components (base or catalyst) with skin to prevent irritation and possible allergic reaction. If contact with skin occursimmediately

remove material with cotton and wash thoroughly with soap and water. In case of skin sensitization or rash, discontinue use and seek medical attention.

« Avoid ingestion/swallowing of material to prevent irritation or obstruction. If accidental swallowing occurs, drink plenty of water. Seek medical attention in

the event of digestive disorders.

« Avoid use on teeth with periodontal mobility and/or significant undercuts to prevent tooth extraction, injury to dental tissue or decementation of prosthetic

artefacts.

« The product is intended for transient contact. Do not use in applications other than those for the intended use (e.g. temporary reliner) because it may cause

irritation.

12. STEP-BY-STEP INSTRUCTIONS

12.1 PRELIMINARY OPERATIONS

Wear suitable protective eyewear, mask, clothing and gloves. Protective eyewear is recommended for patients, too.

12.2 PREPARING THE DEVICES

Handle and dose outside the operating area and well away from splashes, sprays and aerosols of body fluids:

A. 250/450 ml JARS (Elite HD+ Putty Soft)

1. Remove seals and lids (including liner discs and films where present)

2. Take base and catalyst in equal parts. For a correct use it is recommended to use the white spoon for the catalyst and the coloured spoon for the base (fig. 3.1).

3. Close the jars. Do not swap over the lids and liner discs (where present).

4. Mix together equal amounts of Base and Catalyst, until you obtain an evenly coloured mass without streaks (fig. 3.2). Comply with the working time
indicated in the technical data table (fig. 3.3).

5. Proceed to use the device on the patient (see paragraph 12.3).

B. 90 ml TUBES (Elite HD+ Regular Body/Elite HD+ Light Body)

1. Remove the base cap. Dispense a strip of base onto a clean surface. Close the base tube immediately after dispensing the material.

2. Open the catalyst tube.

3. Dispense a strip of catalyst the same length as the strip of base onto the clean surface (fig. 4.1). Repeat the procedure for each strip of base dispensed.

4. Close the catalyst tube immediately.

5. Mix together equal amounts of Base and Catalyst using a spatula for silicones, until you obtain an evenly coloured mass without streaks (fig. 4.2). Comply
with the working time indicated in the technical data table.

6. Using a spatula and/or a syringe for use with elastomers, apply a small amount of the mixture where required, in accordance with the chosen technique
(fig. 4.3 and 4.4).

7. Clean, disinfect and, if applicable, sterilise the spatula according to the instructions provided by its manufacturer.

8. Proceed in accordance with the chosen technique (see paragraph 12.3).

C. 1:1 50 ml CARTRIDGES (Elite HD+ Tray Material/Elite HD+ Monophase/Elite HD+ Regular Body/Elite HD+ Light Body/Elite HD+ Super

Light Body)

1. Push the black lever underneath the rack upwards and pull the dispenser rack as far as it will go (fig. 5.1).

2. Lift the cartridge lock (fig. 5.1).

3. Insert the cartridge making sure that it fits the right direction. The cartridge must be inserted with the “V” on its base facing downwards (fig. 5.2). The



cartridge lock can now be lowered easily.

4. After placing the cartridge on the dispenser, turn the cap by a 1/4 turn, pull it out with a firm movement and discard it (fig. 5.3).

5. Press the dispenser lever gently to dispense a small amount of the two components until they both flow out at the same time (fig. 5.4). Remove any
excess, taking care not to contaminate the two outlet holes.

6. Select the appropriate mixing tip; the colour of the tip must be the same as the colour of the cartridge cap.

7. Insert the mixing tip in a clean motion so that the V-shaped notch on the coloured ring aligns with its housing on the cartridge (fig. 5.5). Turn the tip
clockwise by a 1/4 turn, exerting pressure only on the coloured ring and not on the mixing tip itself (fig. 5.6).

8. Press the dispenser lever gently to dispense an appropriate amount of material. Do not use if the mix is not homogeneous. In this case, remove the dispenser
from the operating field and remove the mixing tip; then dispense a small amount of the material to level the component and insert a new mixing tip.

9. Before use on each new patient, always apply a disposable cover/barrier system to the dispenser and cartridge, to be removed after each use (fig. 5.7). The
disposable cover/barrier system does not replace the recommended cleaning and disinfection operations.

10. Proceed to use the device on the patient (see paragraph 12.3).

D 5:1 380 ml CARTRIDGES (Elite HD+ Maxi Putty Soft; Elite HD+ Maxi Tray Material)

1. Press in the levers of the cartridge cap, remove the lid and discard it (fig. 6.1).

2. Switch on the 5:1 mixing machine and insert the cartridge, following the machine manufacturer’s instructions.

3. Dispense a small amount of the two components until they both flow out at the same time. Remove any excess, taking care not to contaminate the two
ports (fig. 6.2).

4. Insert the mixing tip, aligning the holes in the tip with the holes in the cartridge and fitting the hexagonal metal matrix of the mixing machine into the
hexagonal matrix of the mixing tip (fig. 6.3).

5. Insert the tip lock, securing its fastenings correctly to the cartridge (fig. 6.4).

6. It is recommended to wrap the automatic mixer in disposable cellophane, removing it after each use.

7. Start the mixing machine and wait for the material to flow out. Always discard the first part of the material (fig. 6.5) and proceed according to the chosen
technique, filling the impression tray (fig. 6.6) and/or elastomer syringe (fig. 6.7).

8. Proceed to use the device on the patient (see paragraph 12.3).

12.3 IMPRESSION TAKING PROCEDURE

Two-phase technique (double impression):

1. Apply a specific adhesive for addition silicones to the impression tray (following manufacturer’s instructions).

2. Place a suitable amount of high viscosity material on the impression tray (fig. 1.1).

3. Place the loaded impression tray inside the patient’s mouth within the working time (see paragraph 14) (fig. 1.2).

4. Remove the firstimpression from the patient’s mouth when it is firmly hardened (for setting time see paragraph 14).

5. Wash the first impression and dry it thoroughly; then process it.

6. Apply the low-viscosity material where necessary (preparations, first impression, etc.) (fig 1.3 and 1.4) and place the impression tray back inside the
patient’s mouth to take the second impression within the working time (see paragraph 14) (fig. 1.5)

7. Remove the impression from the patient’s mouth when it is firmly hardened (for setting time see paragraph 14)

8. Clean and disinfect the impression before shipping and/or casting (see paragraph 12.4) and the dispenser, cartridge and mixing tip (see paragraph 12.5).

One-step technique (simultaneous):

1. Apply a specific adhesive for addition silicones to the impression tray (following manufacturer’s instructions).

2. Place simultaneously the higher viscosity material on the impression tray (fig. 2.1) and the lower viscosity material where necessary in the patient’s mouth
(preparations, transfer, etc.) (fig. 2.2).

3. Place the impression tray inside the patient’s mouth within the working time (see paragraph 14) (fig. 2.3).

4. Remove the impression from the patient’s mouth when it is firmly hardened (for setting time see paragraph 14).

5. Clean and disinfect the impression before shipping and/or casting (see paragraph 12.4) the dispenser, cartridge and mixing tip (see paragraph 12.5).

12.4 MANUAL CLEANING AND DISINFECTION OF THE IMPRESSION

PRECAUTIONS/ MANUAL CLEANING AND DISINFECTION OF THE IMPRESSION:

« Manual cleaning alone is not sufficient to condition an impression. Cleaning must always be followed by disinfection.

« Impressions must always be disinfected manually using a specific immersion disinfectant for addition silicones (vinyl polysiloxanes), (concentrated

disinfectant based on quaternary ammonium salts and synergic co-formulants) or spraying a ready for use disinfectant, based on alcohol and surface tension

reducers. Follow the chosen disinfectant manufacturer’s instructions for contact time.

« The properly cleaned and disinfected impression must be stored in a closed, dry, clean environment well away from splashes, sprays and aerosols of body

fluids and at an ambient temperature of around 23°C/ 73°F.

12.4.1 PREPARATION PRIOR TO CLEANING AND DISINFECTION

1. Wear a pair of disposable gloves, a face mask, goggles and work clothes.

2. For disinfecting the impression by immersion (see paragraph 12.4.3 A), prepare a specific cleaning and disinfectant solution for impressions, approved
according to local regulations and based on quaternary ammonium compounds and synergic co-formulants (e.g. Zeta 7 Solution), in a basin.

12.4.2 MANUAL CLEANING

1. Within a maximum of 5 minutes after removing the impression from the mouth rinse it under running water for 30 seconds (fig. 7.1). If necessary, increase
rinsing time until no dirt remains visible.

2. Disinfect the impression by immersion (see paragraph 12.4.3 A) or spray (see paragraph 12.4.3 B).



12.4.3 MANUAL DISINFECTION OF IMPRESSIONS

A. IMMERSION (fig. 7.2 A)

1. After cleaning (see paragraph 12.4.2), immerse the impression in the cleaning-disinfectant solution (see step 2 of paragraph 12.4.1) for the specified
contact time.

2. Rinse and/or dry as instructed.

B. SPRAY (fig. 7.2 B)

1. After cleaning (see paragraph 12.4.2), place the impression in a transparent bag.

2. Insert the nozzle of the spray bottle of cleaner-disinfectant for impressions into the bag. Make sure that the spray is approved according to local regulations
and based on ethanol, isopropyl alcohol and co-formulants (e.g. Zeta 7 Spray).

3. Holding the bag closed, spray the cleaner-disinfectant on all impression and impression tray’s surfaces, and respecting the contact times.

4. Keep the bag closed and leave the product to act.

5. Remove the impression from the bag and dispose of the bag.

6. Rinse and/or dry as instructed.

12.5 MANUAL CLEANING AND DISINFECTION OF THE CARTRIDGE AND MIXING TIP

WARNINGS/PRECAUTIONS CONCERNING MANUAL CLEANING AND DISINFECTION OF THE CARTRIDGE AND MIXING TIP:

« Protective barriers are designed for single use and must be disposed of after each use in accordance with local regulations.

« Used cartridge and mixing tips must be processed as described below before storage. Manual cleaning alone is not sufficient for proper handling of the

cartridge with the mixing tip inserted. Keep used, processed mixing tip on cartridge as a cap.

« Use only a disinfectant solution which is approved for its efficacy and use in accordance with the IFU of the disinfectant solution manufacturer.

« Perform manual cleaning and disinfection of the cartridge with the mixing tip attached within 1 hour of use.

- Before use, remove the used mixing tip from the cartridge and discard it. Level the components in the cartridge and fit a new mixing tip.

« The end of the life cycle of the cartridges is normally determined by the expiration and/or by the wear of the material herein.

12.5.1 DISASSEMBLY OF THE DEVICE AFTER USE

1. In the area used for cleaning and disinfection, remove the oral tips from mixing tips and the impression material residues inside.

2. Remove the disposable cover/barrier system.

3. Remove the contaminated gloves, sanitise hands and put on a clean pair of gloves.

4. Remove the cartridge with the mixing tip attached from the dispenser, taking care to avoid direct contact with the contaminated tip.

5. Clean and disinfect the dispenser according to the manufacturer’s instructions.

12.5.2 MANUAL CLEANING

1. Do not remove the mixing tip from the cartridge.

2. Clean using disposable wipes completely impregnated with a disinfecting and cleaning solution*.

a. Take a disposable wipe completely impregnated with a disinfecting and cleaning solution* and wipe it twice over all surfaces of the cartridge,
taking care to remove all visible residues and making sure that the fluid penetrates into all the recesses.

b. Take a new disposable wipe completely impregnated with a disinfecting and cleaning solution* and wipe it twice over all surfaces of the cartridge
mixing tip, taking care to remove all visible residues and making sure that the fluid penetrates into all the recesses.

Use additional wipes if necessary.

3. Use a clean, soft brush (e.g. Interlock® REF 09084) wetted with a disinfecting and cleaning solution* to clean the parts of the cartridge and the mixing tip
with recesses and/or grooves (e.g. connection between the mixing tip and the head of the cartridge) taking care to remove all visible residues. Do not scrub
the cartridge label with the brush.

4. Remove the disinfecting and cleaning solution* residues with a wet cloth soaked in water.

Proceed with the disinfection.

12.5.3 MANUAL DISINFECTION

1. Do not remove the mixing tip from the cartridge.

2. Disinfect using disposable wipes completely impregnated with a disinfecting and cleaning solution*.

a. Take a disposable wipe completely impregnated with a disinfecting and cleaning solution* and wipe it twice over all surfaces of the cartridge,
taking care to remove all visible residues and making sure that the fluid penetrates into all the recesses.

b. Take a new disposable wipe completely impregnated with a disinfecting and cleaning solution* and wipe it twice over all surfaces of the cartridge
mixing tip, taking care to remove all visible residues and making sure that the fluid penetrates into all the recesses.

Use additional wipes if necessary.

3. Allow the device to dry naturally for 5 minutes.

4. Inspect the cartridge and tip to make sure that all visible contamination has been removed. If visible contamination is still present, repeat the cleaning and
disinfection steps described in points 12.5.2and 12.5.3.

5. Before reusing the cartridge, insert it into the dispenser again, remove and dispose the used mixing tip (see paragraph 12.2).

6. The instructions provided above have been validated by the manufacturer of the medical device as the supplier of a reusable medical device. However, the
responsibility for the cleaning and disinfection of the medical device lies with the person who performs the process, who must guarantee that it is carried
out correctly in the facility where cleaning and disinfection take place and that the desired result is achieved. This requires verification and/or validation
and continuous monitoring of the process.

7. *bactericidal, yeasticidal, tuberculocidal and virucidal disinfecting and cleaning solution containing mixtures of ethanol (=35%) and isopropyl alcohol



(=15%) (e.g. Zeta 3 Soft, disinfecting and cleaning solution, with a contact time of 5 minutes) approved in accordance with local regulations; use it in

compliance with the instructions provided by the manufacturer of the disinfectant solution.

13. INFORMATION ON THE CORRECT USE OF PACKAGING AND RELATED ACCESSORIES
Use accessories that are clean and properly disinfected and sterilised or ready to use.

The packaging of the products and related accessories, excluding those mentioned in section 12.5, can be re-used safely without special cleaning and
disinfection processes provided the following recommendations for preservation, dosing and storage are observed:
«Handle, dose from and store packaging and related accessories outside the operating area, in clean facilities and well away from splashes, sprays and aerosols

of body fluids;

« Always wear new, uncontaminated gloves when handling jars and dosing spoons. If gloves become contaminated, change them immediately before
handling the product;
« Close packaging immediately after dosing.

Dispose of contaminated products and related accessories as instructed in disposal paragraph 15.

14. TECHNICAL DATA
Putty Soft | Putty Soft Tray .
. Putty Soft | Putty Soft Tray. Material | Monophase Regular Light Body | Light Body Super Light
Elite HD+ . . Material . Body Body
Maxi Maxi Fast Set Maxi Normal Set Normal Set Normal Set Fast Set Fast Set
Normal Set Fast Set Fast Set
fpeo | Tpeo oy | et | deaum | P3| e | pes
1504823 Putty Putty N/A vy . . Light-bodied | Light-bodied | Light-bodied
. . bodied bodied bodied Con- . . .
Consistency | Consistency . : . Consistency | Consistency | Consistency
Consistency | Consistency sistency
Mixing ratio 11 11
Base: 5:1 5:1 1:1 51 11 1:1 1:1 11 1:1
(atalyst : )
N Injar§0_ InJar$Q Auto-mixing | Auto-mixing | Auto-mixing Intube-3-0 Intube.3.0 Auto-mixing | Auto-mixing
Mixing time | Auto-mixing | Auto-mixing System System System Auto-mixing | Auto-mixing System Systemn
System System y y y System System y y
Working
1 *
time® Y 130" 130" 130" Y Y Y 130" 130"
(including
mixing time)
Time in the
oral cavity 330" 230" 2'30" 230" 330" 330" 330" 2'30" 230"
(min.)
Setting 530" ¥ ¥ ¥ 530" 530" 530" ¥ ¥
time
Elastic
99% 99% 99% 99% 99% 99% 99% 99% 99%
recovery
Linear
dimensional 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3%
change 24 h
Shore-A
hardness 65 65 70 65 65 55 55 55 50
1 hour

*The times mentioned above are intended from the start of mixing at 23°C/73°F.
15. STORAGE, STABILITY AND DISPOSAL
The devices should be used within a professional dental environment (legally-certified public or private health facilities).

« Dispose of cartridge when empty. Do not attempt to refill used cartridges. Oral tips with material inside must be disposed of as special waste at risk of
biological contamination.

- Based on the information in the SDS, the waste generated by the disposal of the product does not represent physical danger, for the person or the envi-
ronment. It can therefore be managed, according to local regulations, as a non-dangerous waste. For the manipulation of contaminated components refer
to the paragraphs 12.4 and 12.5. If the device and the impression are contaminated, dispose of them as special waste characterised by a risk of biological
contamination. If they are not contaminated, dispose of them according to applicable local regulations.

Do not use after the expiry date. Store the product at a temperature between 5°C/41°F and 27°C/ 80°F. Do not store the product in direct sunlight.

16. IMPRESSION CASTING

« The impression may be poured in plaster 60 minutes after disinfection or delayed up to 15 days.

« The material is compatible with a range of dental stones for study model and working models (type 3 gypsum e.g. Zhermack’s Elite Model or type 4 e.g.
Zhermack's Elite Rock).



17. CONSERVATION OF THE IMPRESSION

Store the impressions at ambient temperature, in a dry place away from direct sunlight. If the impression is to be shipped, use suitable packaging to prevent
distortion.

18. IMPORTANT REMARKS

Information provided in any way, even during demonstrations, does not invalidate the instructions for use. Operators are required to check that the product is
suitable for the application envisaged. The manufacturer cannot be held responsible for damage, including to third parties, deriving from failure to follow in-
structions or from unsuitability for an application. The manufacturer’s liability is, in any case, limited to the value of the products supplied. Report any serious
incident involving the medical device to the manufacturer and to the relevant authorities.

Three-year shelf-life from the production date.
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QUY TRINH LAY DAU
Ky thuat hai thi (I1ay dau hai budc):

/=

CHUAN BI VAT LIEU: HUGNG DAN TUNG BUGC
Hii 250/450 ml (Elite HD+ Putty Soft)

CATALYST

3.1 3.2

4.1 4.2 43

12

23



Cartridge 50 ml ty Ié 1:1 (Elite HD+ Tray Material/Elite HD+ Monophase/Elite HD+ Regular
Body/Elite HD+ Light Body/Elite HD+ Super Light Body)

7.1 7.2

A LUU Y: D& thuc hién dung quy trinh lam sach va khir khuan tha céng cartridge va dau
tron, vui long doc ky muc 12.5.2 va 12.5.3.



VI - Elite HD+
Hudng dan st dung

1. MUC DiCH SU DUNG

Vit liéu ldy dau nha khoa A-silicone.

2. MO TA SAN PHAM

Elite HD+ Putty Soft (ti I tron 1:1va 5:1): La vat liéu vinyl polysiloxane cd @6 nhét cao, dugc khuyén nghi st dung cho ky thuat hai thi (Idy dau hai budc)
két hap vai Elite HD+ Light Body hodc Elite HD+ Super Light Body, hodc cho ky thuat mét thi (Idy dau dong thai) két hop véi Elite HD+ Regular Body hodc
Elite HD+ Light Body.

Elite HD+ Tray Material (ti |é tron 1:1va 5:1): La vat liéu vinyl polysiloxane cd @6 nhét cao, dugc khuyén nghi cho ky thuat hai thi (Idy dau hai budc) khi st
dung cung Elite HD+ Light Body hodc Elite HD+ Super Light Body, hodc cho ky thudt mot thi (Iay ddu dong thai) khi ding cling Elite HD+ Regular Body hodc
Elite HD+ Light Body.

Elite HD+ Monophase (ti 1€ tron 1:1): La vat liéu vinyl polysiloxane c6 d@d nhét trung binh, dugc khuyén nghi st dung cho ky thuat mot thi nhu mot loai
vat liéu cd do nhét dong nhat.

Elite HD+ Regular Body (ti I tron 1:1): La vat liéu vinyl polysiloxane c6 @& nhét trung binh, dugc khuyén nghi cho ky thudt mot thi (Idy dau dong thoi),
két hop véi Elite HD+ Putty Soft hoac Elite HD-+ Tray Material.

Elite HD+ Light Body (ti I& tron 1:1): La vat liéu vinyl polysiloxane cd dd nhdt thap, dugc khuyén nghi st dung cho ky thuat hai thi (Idy dau hai budc) hoac
ky thudt mot thi (Idy dau dong thai), khi két hop vdi Elite HD+ Putty Soft hoac Elite HD-+ Tray Material.

Elite HD+ Super Light Body (ti 1é tron 1:1): La vt liéu vinyl polysiloxane c6 46 nhét thap, dugc khuyén nghi cho ky thuat hai thi (Idy ddu hai budc) két hop
véi Elite HD+ Putty Soft hodc Elite HD+ Tray Material.

3. DONG GOI

- Hii 250 ml (chat nén) + 250 ml (cht xiic téc) (Elite HD+ Putty Soft)

- Hii 450 ml (chat nén) + 450 ml (chat xiic tac) (Elite HD+ Putty Soft)

- Ong cartridge 380 ml (Elite HD+ Maxi Putty Soft; Elite HD-+ Maxi Tray Material)

- Ong cartridge 50 ml (Elite HD+ Tray Material; Elite HD-+ Monophase; Elite HD+ Regular Body; Elite HD+ Light Body; Elite HD+ Super Light Body)

- Tuyp 90 ml (Elite HD+ Regular Body; Elite HD+ Light Body)

4. THANH PHAN

Elite HD+ Putty Soft Normal / Elite HD+ Maxi Putty Normal / Elite HD+ Putty Soft Fast/ Elite HD+ Maxi Putty Fast: Bao gom: vinyl polysiloxane,
polydimethylsiloxane, chat don silica, methylhydrogenosiloxane, hydrocarbon, chat tao mau, chat don nhom vo ca, céc phu gia va phiic hgp organoplatinum.
Elite HD+ Tray Material Fast/ Elite HD+ Maxi Tray Material Fast / Elite HD+ Monophase Normal / Elite HD+ Regular Body Normal / Elite HD+
Light Body Fast/ Elite HD+ Light Body Normal / Elite HD+ Super Light Body Fast: Bao gom: vinyl polysiloxane, polydimethylsiloxane, chat ddn silica,
methylhydrogenosiloxane, chat hoat dong bé mat, chat tao mau, chat don nhom vo co va phiic hgp organoplatinum.

5. THIET BI TUONG THiCH

- Ong cartridge Zhermack ti I 5:1 tuong thich véi hau hét cac may tron tu dong phd bién trén thi truding, vi du: Sympress, Pentamix 2 va Pentamix 3. Cac ng
cartridge khong tuong thich vdi Pentamix Lite. Can kiém tra hudng dan clia nha san xudt d€ xac nhan tinh tuong thich.

- Vidt liéu tuong thich véi nhiéu loai thach cao nha khoa duing cho mau nghién ctfu va mau lam viéc (thach cao type 3, vi du: Elite Model cia Zhermack) hodc
thach cao type 4, vi du: Elite Rock ctia Zhermack)

6. CHi DINH SU DUNG

San pham dugc chi dinh st dung béi bac si nha khoa (nguti dugc phép thuc hién diéu tri trén bénh nhan) tai cac phong kham nha khoa (co's&'y té cong hodc
tu co day da gidy phép theo quy dinh) dé Idy dau rang cho bénh nhan.

7. CHONG CHi DINH

Khdng st dung cho nhiing bénh nhan ¢4 tién st qua man véi bat ky thanh phan nao clia san pham.

8. TACDUNG PHU

(6 thé xudt hién kich ting, d6 niém mac hodc cdc ddu hiéu qua man 6 nhiing bénh nhan di ing vdi bat ky thanh phan nao ctia sén pham.

9. L0 iCH LAM SANG

Vit liéu 1dy ddu dugc sir dung dé ghi nhéan chinh xac kich thudc md miéng va/hodc céc thanh phan ctia phuc hinh réng, cling nhu méi quan hé khong gian
gitia chdng.

10. THAN TRONG

« Hién chua co da dit liéu dé hé trg viéc st dung vét liéu VPS (vinyl polysiloxane) cho viéc ldy ddu trén viing xuang 16. VPS va dau tip di kém chi dugc st dung
trén hodc xung quanh niém mac con nguyén ven.

« Cac thiét bi ghi“dung mdt lan” trén nhan chi dugc st dung mot lan duy nhét. Khong tdi st dung cho bénh nhan khéc dé tranh 1y nhiém chéo.

- Gang tay latex hodc cac loai gang polymer c6 chia luu huynh cé thé anh hudng dén thai gian dong. Khong cham vao chi tach nu6u, rang da sia soan hoac
tru transfer bang gang tay.

Trudc khi ldy dau, ria sach viing stfa soan bang nhiéu nudc.

« Viiéc st dung mot 56 loai xa phong ria tay va kem du@ng da co thé lam anh hudng dén thoi gian dong.

- Khong duoc dung Ian céc 16 san xudt khdc nhau cta phan nén — phén xic tac, mudng dong, hodc ndp hii, dé dam bao thoi gian thao tac va thoi gian dong
theo Bang 14.

- Khong ti st dung ndp day ban dau cda cartridge. Sau khi duing, hay cat cartridge cing dau tron da qua khi khudn.



+Tat cd san phdam phai dugc st dung & nhiét @ phong (23°C/ 73°F) dé dam béo thai gian thao tac va dong theo Bang 14. Nhiét d cao lam gidm cac thai gian

nay; nhiét do thap lam tang thoi gian.

- Dé dat dugc tinh chat co hoc t6i uu, khong st dung vét liéu néu khong dugc tron dong nhat.

« Kiém tra ddu ngay trong miéng bénh nhan (khdng kiém tra trén ban) d€ dam bao vat liéu da dat du do cting trudc khi thao khudn.

« Khuyén nghi st dung khay Idy ddu cing, vira khit, c6 ddc tinh luu gid, va dugc boi keo dan khay trudc. D€ gidm nguy co budn ndn, nghen hodc nudt phai vt

liéu, khdng do vat liéu qua day khay.

+Vat liéu phai dun ra dé dang: KHONG DUNG LUC QUA MANH. Luc qué I6n ¢6 thé khién vat liéu phun ra ngoai khong kiém soat. Néu vat liéu khong dun ra dé

dang, hay loai bd dau tron cti, xa déu cartridge dé can bang hai thanh phan, réi gan dau tron mdi.

« Khong st dung vét liéu néu s6 16 va han st dung bi thiéu hodc khdng doc dugc, va/hodc khi bao bi bi hu hdng. Khdng st dung san phdm sau han dung.

« Néu st dung vat liéu v6i 6ng tiém, hay tham khdo hudng dan clia nha sén xudt dé kiém tra tinh tuang thich véi VPS. Khdng dung 6ng tiém da tiing st dung

cho nhém hda chat khac.

« Mau ctia dau tron phai tring véi mau cia ndp cartridge dé tranh: tang luc dun, gidm toc do dun, tron khong hoan chinh, sai léch thai gian lam viéc va thoi

gian dong.

« Khong khuyén nghi st dung ky thuat hai thi véi khay lay dau hai cung.

« Khi dung vat liéu dé ldy dau so khdi, can phd 1én bang tdm polyethylene dé tranh tiép xc truc tiép vdi mo miéng.

« Kiém tra tinh toan ven ctia ddu, va dm bao khdng con sét vat liéu trong miéng bénh nhan.

Néu can thiét, hay rila miéng bénh nhén sau khi thao dau.

« Hai thanh phan cla vét liéu (phan nén va phan xiic téc) phai duoc st dung véi lugng bang nhau dé dam bao thai gian thao tac va thoi gian dong theo Bang

14.Téng lugng chat xtic tic khong lam vat liéu dong nhanh han.

« St dung dung cu sach, da khit khudn va tiét khudn ding céch, hodc dung cu diing san.

« Thay khéa dau tron néu thdy c6 dau hiéu mon hoac hu hong.

« Cac chdt co mach cd thanh phan mudi nhom hodc mudi sét, vat liéu nha khoa chita hydrogen peroxide, nhua phuc héi acrylic va cac ton du cla chiing 6 thé

gay anh hudng dén phan ting dong ctia vat liéu. Trong trudng hop nay, phai loai bd hoan toan moi ton du trudc khi ldy dau.

- Khong st dung vat liéu véi phu kién khong chinh hang, khdng tron chung hodc dung dong thai véi cac vat liéu ctia hang khac nhu: vinyl polysiloxane clia nha

san xuat khac, polyether, polysulfide, silicone ngung tu.

11. CANH BAO

« Gay kich ting mét. Tranh dé san phdm ti€p xtc truc ti€p vi mat. St dung kinh bdo ho kin. Khuyén cdo cung cap kinh bao h cho bénh nhan. Néu san phdm

dinh vao madt, rira ngay Iap tiic bang nhiéu nudc trong vai phut; néu kich tng tiép tuc, hay dén co sé y té.

«Trdnh dé timg thanh phan riéng (phan nén hodc phan xdc tac) tiép xic véi da, nhdm nglia kich ng hodc phan ting di ting. Néu tiép xdc xay ra, loai b vat liéu

ngay bang bong gon, sau d6 rtia kj bang xa phong va nudc. Néu xudt hién man cam da hodc ndi ban, ngimng st dung va tim sy chdm soc y té.

« Tranh nu6t/phai vt liéu, d& phong ngira kich (ing hodc tac nghén dutng tiéu hoa.

Néu vo tinh nudt phai, hay udng nhiéu nudc. Néu ¢4 rdi loan tiéu hda, dén o s¢ y té ngay.

« Tranh st dung vét liéu trén rang cd do lung lay do bénh nha chu va/hodc cac viing cd do mdc ket I6n, @€ tranh nguy co: nhd rang ngoai y mudn, ton thuong

mé rang, bong xi mang phuc hinh.

- S&n pham duagc thiét ké cho tiép xic tam thai. Khdng st dung cho nhitng muc dich khac ngoai chi dinh (vi du: lam 16p 16t tam thoi), vi c6 thé gay kich (ng

12. HUGNG DAN TUNG BUGC

12.1. CAC BUGC CHUAN BI BAN DAU

Deo kinh bao hé phu hop, khau trang, 4o choang va gang tay. Khuyén nghi ciing nén trang bi kinh bao hé cho bénh nhan.

12.2. CHUAN BI VAT LIEU

X Iy va dinh lugng bén ngoai viing thao tac, tranh xa cac tia ban, phun va khi dung cé thé chiia dich co thé.

A. H0 250/ 450 ml (Elite HD+ Putty Soft)

1. Thao niém phong va ndp (bao gom ca dia 6t va mang boc néu c6).

2. Ldy chat nén va chat xdc tac theo lugng bang nhau. Dé stt dung chinh xac, khuyén nghi diing mudng trdng cho chét xtic téc va mudng c6 mau cho chat nén
(hinh 3.7).

3. Day kin ndp hii. Khong hodn ddi ndp va dia lot (néu c6).

4. Tron déu phan nén va phan xiic tac theo ti [é bang nhau cho dén khi thu dugc mot khdi cé mau dong nhat, khong con vét (hinh 3.2). Tuan thi thai gian thao
tac dugc chi dinh trong bang dit liéu ky thuat (hinh 3.3).

5. Tién hanh st dung vét liéu trén bénh nhan (xem muc 12.3).

B. Tuyp 90 ml (Elite HD+ Regular Body / Elite HD+ Light Body)

1. Thao ndp tuyp phan nén. Bom mot dai vt liéu nén Ién mot bé mat sach. Day ndp tuyp nén ngay sau khi ldy vt liéu.

2. Mé& tuyp xdc tac.

3. Bom mot dai xtic téc c6 chiéu dai bang véi dai phan nén |én bé mat sach (hinh 4.1). Lap lai quy trinh nay cho méi dai phan nén dugc bom ra.

4. D3y nap tuyp xtic tac ngay sau khi st dung.

5. Trén lugng bang nhau cta phan nén va phan xiic tac bang bay trdn silicone, cho dén khi thu dugc khdi vat liéu cd mau dong nhat, khong con vét (hinh 4.2).
Tudn tht thai gian thao tac dugc néu trong bang dif liéu ky thudt.

6. Dung bay va/hodc ng bom duing cho vét liéu dan hoi, dua mdt lugng nhd hon hop vao cac vi tri can thiét, theo ding k thuat da chon (hinh 4.3 va 4.4).

7. Lam sach, khikhuan va, néu ap dung, tiét trung bay tron theo hudng dan ctia nha san xuét dung cu.

8. Tiép tuc thuc hién theo ky thudt da chon (xem muc 12.3).



C. GNG CARTRIDGE 1:1 (50 ml) (Elite HD+ Tray Material / Elite HD+ Monophase / Elite HD+ Regular Body / Elite HD+ Light Body / Elite HD+

Super Light Body)

1. Ddy can gat mau den bén dudi gia da |én trén va kéo gia da cartridge ra hét ¢ (hinh 5.1).

2. Nang khéa cartridge 1&n (hinh 5.1).

3. Ldp cartridge vao, d@am béo ding hudng. Cartridge phéi dugc ddt sao cho ky hiéu“V” & ddy huéng xudng dudi (hinh 5.2). Sau d6 ¢d thé ha khéa cartridge
xudng dé dang.

4. Dt cartridge Ién sing bom, xoay ndp 1/4 vong, kéo manh dé thao ndp va bd di (hinh 5.3).

5. Nhan nhe can gat clia sing bom dé ddy mét lugng nhd ca hai thanh phan cho dén khi chiing chdy ra ddng thi (hinh 5.4). Loai bd phan du;, chii y khong
lam nhiém ban hai |6 thoat.

6. Chon dau tron phi hgp; mau cta dau tron phai tring véi mau ndp cartridge.

7. Gan dau tron vao bang mot chuyén dong dit khoat, sao cho ranh hinh chiV trén vong mau khép diing vdi khe cda cartridge (hinh 5.5). Xoay dau tron 1/4
vong theo chiéu kim ddng ho, chi tac dong luc Ién vong mau, khong de truc tiép 1én than dau tron (hinh 5.6).

8. Nhan nhe can gat dé day ra mot lugng vat liéu phi hgp. Khong st dung néu hon hep khdng déng nhét. Trong trutng hop do, ldy sting ra khi viing thao tac,
thdo bo dau tron, bom ra mét lugng nhé dé can bang hai thanh phan r6i [3p dau tron méi.

9. Trudc khi st dung cho mdi bénh nhan mdi, luon phd mang boc dung mét lan cho sting va cartridge; thao bo sau moi lan st dung (hinh 5.7). Mang boc diing
mot 1an khdng thay thé cac budc lam sach va khit khuan dugc khuyén cdo.

10.Tién hanh s& dung vat liéu trong miéng bénh nhan (xem muc 12.3).

D. CARTRIDGE 5:1 - 380 ml (Elite HD+ Maxi Putty Soft; Elite HD+ Maxi Tray Material)

1. Nhan vao hai chot cta ndp cartridge, thao nap va loai bo (hinh 6.1).

2. Khéi dong mady tron tu dong ti 1€ 5:1, sau dd Iap cartridge vao theo ding hudng dan clia nha sén xuat.

3. Bom ra mot Iugng nho tir ca hai thanh phan cho dén khi chiing chéy ra dong thai. Loai bd phan du, chd y khong d€ nhiém ban hai cdng thoat (hinh 6.2).

4. Lap dau tron, can chinh 16 dau tron tring véi 10 cartridge, dong thai dua khoi kim loai luc gidc clia may tron vao dung khai luc gidc trén dau tron (hinh 6.3).

5. Lap khoa dau tron, dam bao cac chot dugc cd dinh chdc chdn vao cartridge (hinh 6.4).

6. Khuyén cao boc mdy tron tu dong bang mang cellophane diing mt lan, va thao b sau moi lan st dung.

7. Khdi dong mdy tron va cha vat liéu chay ra. Luon loai bo phan vat liéu dau tién (hinh 6.5), sau dé tién hanh theo ky thuat da chon, bang cach bom day khay
|dy dau (hinh 6.6) va/hodc dng tiém elastomer (hinh 6.7).

8. Tién hanh st dung vét liéu trong miéng bénh nhan (xem muc 12.3).

12.3 QUY TRINH LAY DAU

Ky thuat hai thi:

1. Bdi keo dan chuyén dung cho silicone bd sung 1én khay Idy ddu (theo hudng dan clia nha san xuat).

2. Dt mot lugng phu hop vat liéu do nhét cao Ién khay lay dau (hinh 1.1).

3. Dat khay da chita vat liéu vao miéng bénh nhan trong thai gian thao tac cho phép (xem muc 14) (hinh 1.2).

4. Lay khudn dau 1an 1 ra khdi miéng bénh nhan khi vat liéu da dong cting hoan toan (thai gian dong xem muc 14).

5. Riia sach mau dau lan 1 va lam khd hoan toan, sau da tiép tuc x{ Iy theo ky thudt.

6. Bom vét liéu d nhét thap vao nhiing vi tri can thiét (rang da mai, mau dau lan 1, v.v.) (hinh 1.3 va 1.4) va dat lai khay vao miéng bénh nhan dé Idy dau lan
2 trong thdi gian thao tdc cho phép (xem muc 14) (hinh 1.5).

7. Ldy mau dau ra khoi miéng bénh nhan khi vat liéu da dong hoan toan (thoi gian dong xem muc 14).

8. Lam sach va khit khudn méau déu trudc khi gti phong labo va/hodc d6 mau (xem muc 12.4). Ddng thai lam sach va khi khuan sting bom, cartridge va dau
tron (xem muc 12.5).

Ky thuat mét thi (1dy dau dong thai)

1. Boi keo dan chuyén dung cho silicone bd sung 1én khay Idy ddu (theo hudng dan clia nha san xuat).

2. Dong thoi dat vat liéu d6 nhét cao Ién khay Iay dau (hinh 2.1) va bom vét liéu do nhét thap vao cac vi tri can thiét trong miéng (rang da mai, vi tri transfer,
v.v.) (hinh 2.2).

3. Dat khay lay dau vao miéng bénh nhan trong thai gian thao tac cho phép (xem muc 14) (hinh 2.3).

4. Lay mau dau ra khoi miéng bénh nhan khi vat liéu da dong hoan toan (thai gian dong xem muc 14).

5. Lam sach va khir khuan mau ddu trudc khi gi labo va/hodc trudc khi do mau (xem muc 12.4), dong thoi lam sach — khi khudn sting bom, cartridge va
dau tron (xem muc 12.5).

12.4 VE SINH THU CONG VA KHU KHUAN DAU DA LAY

CANH BAO/ VE SINH THU CONG VA KH' KHUAN DAU DA LAY:

« Chilam sach thd cong 1a khong da dé x Iy mau dau. Viéc lam sach luon phai dugc thuc hién kem theo budc khi khuan.

« Mau dau bt budc phai dugc khit khuan tha cong bang cach: Ngam trong dung dich khit khudn chuyén dung danh cho silicone bé sung (vinyl polysiloxane),

(dung dich khit khuan c6 dac chita mudi amoni bac bon két hop cac chét hiép dong) hoac phun bang dung dich khi khudn dang san dung, c6 thanh phan con

va cac chat gidm stic cang bé mat. Tuan thd thai gian tiép xtc theo hudng dan cda nha san xuat dung dich khir khuan da chon.

« Mau ddu sau khi da lam sach va khir khuan diing cach phai dugc bao quan trong méi trudng kho, sach, c6 ndp day, tranh xa cac tia ban, hai suong hoac khi

dung tir dich co thé, 6 nhiét d phong khoang 23°C/ 73°F.

12.4.1 CHUAN BI TRUGC KHI LAM SACH VA KHU KHUAN

1. Mang géng tay dung mot lan, khau trang, kinh bao ho va trang phuc lam viéc.

2. Dé kht khudn mau dau bang phuang phap ngdm (xem muc 12.4.3 A), chuan bi dung dich lam sach va khi khuan chuyén dung, dugc phé duyét theo quy



dinh dia phuong va 6 thanh phan mudi amoni bac bon két hgp dong tac nhan hiép dong (vi du: Zeta 7 Solution), trong mot khay chia.

12.4.2 VE SINH THU CONG

1. Trong vong t6i da 5 phiit sau khi 1dy dau ra khéi miéng bénh nhan, rita dau dudi voi nuéc chdy trong 30 gidy (hinh 7.1). Néu can, kéo dai thoi gian rtia cho
dén khi khdng con thdy chat ban trén bé mat.

2. Khir khuan ddu bang phuong phap ngam (xem muc 12.4.3 A) hoac phuang phap phun (xem muc 12.4.3 B).

12.4.3. KHU KHUAN THO CONG 01 V61 MAU LAY DAU

A. Phuong phap ngam (fig. 7.2 A)

1. Sau khilam sach (xem muc 12.4.2), ngam mau |dy ddu vao dung dich lam sach — khikhuan (xem budc 2 muc 12.4.1) trong thi gian tiép xtc dugc chi dinh.

2. Xa lai bang nudc va/hodc lam khd theo huéng dan.

B. Phuong phap phun (fig. 7.2 B)

1. Sau khi lam sach (xem muc 12.4.2), ddt mau lay du vao tdi trong suét.

2. Dua dau phun cta chai dung dich lam sach — kht khuan danh cho mau ldy ddu vao trong tdi. Ddm bao dung dich phun dugc phé duyét theo quy dinh dia
phuang va cé thanh phan ethanol, isopropyl alcohol va céc chat dong dung méi (vi du: Zeta 7 Spray).

3. Giit kin miéng tdi, phun dung dich lam sach — khir khuan 1én toan bo bé mat mau Idy ddu va khay ldy dau, dong thoi tuan tha thai gian tiép xic.

4. Gitr kin tdi va dé san pham phat huy tac dung.

5. Ldy mau ra khoi tui va thai bd tui ding quy dinh.

6. Xa lai bang nudc va/hoac lam kho theo huéng dan.

12.5. VE SINH THU CONG VA KHU KHUAN GNG CHUA VA DAU TRON

CANH BAO /LUU Y KHI VE SINH THU CONG VA KHU' KHUAN GNG CHUA VA DAU TRON

« Mang boc béo vé chi st dung mét lan, phai dugc thai b sau moi lan si dung theo diing quy dinh dia phuong.

- Ong chifa va dau tron d sit dung phai duoc x Iy theo hugng dan dudi day trudc khi luu trit. Chi vé sinh thé cong 1a khong da dé xi Iy dting cach khi dau tron

van con gan trén 6ng.

Gilt dau tron da dung va da x& 1y khi khuan trén 6ng nhu mét np day.

« Chi stt dung dung dich kht khudn da dugc phé duyét vé hiéu luc, va tuan thi huéng dan st dung (IFU) clia nha san xudt dung dich khi khuan.

« Thuc hién vé sinh va khi khuan thi cong cho 6ng chita khi dau tron con gan trén d6, trong vong 1 gic ké tir khi st dung.

« Trudc khi str dung lai, thao bo dau tron da dung va thai bd. Can bang hai thanh phan trong dng chia (level the components), sau d6 lap mgt dau tron méi.

« Thai diém két thiic vong di ctia ng chiia thuting dugc xac dinh béi han st dung va/hodc su xudng cap cda vat liéu bén trong.

12.5.1. THAO ROI THIET BI SAU KHI SU DUNG

1. Tai khu vuc thuc hién vé sinh va khi khudn, thao dau tip trong miéng (oral tips) ra khéi dau tron va loai bo phan vat liéu ldy ddu con sot lai bén trong.

2. Théo bé |6p v6/bd mang che ding mot lan (disposable cover/barrier system).

3. Thdo gdng tay nhiém ban, sét khuan tay, sau d6 mang mot doi gang sach.

4. Thdo cartridge cuing v6i dau tron van con gan ra khéi dung cu bom (dispenser), tranh tiép xdc truc tiép véi dau tron da nhiém ban.

5. Lam sach va khit khuan dung cu bom theo hudng dan clia nha san xuat.

12.5.2. VE SINH THU CONG

1. Khéng thao dau tron ra khdi cartridge.

2. V& sinh bang khan lau diing mét lan da dugc tdm hoan toan dung dich lam sach — khirkhudn*,

a. Ldy khan lau ding mot Ian da ngdm hoan toan dung dich 1am sach — khit khudn* va lau hai lugt Ién toan b bé mét ctia cartridge, dm bao loai bo
hét cdc can ban nhin thdy dugc va dé dung dich tham vao tat ca cac khe, ranh.

b. Ldy mdt khan lau mdi, cling dugc tdm hoan toan dung dich lam sach — khi khuan®, va lau hai lugt 1én toan bd bé mat caa dau trén, dam béo loai
bo moi can ban thdy dugc va dé dung dich tham hét vao cac khe/ranh.

St dung thém khan néu can.

3. Dung ban chai sach, 1ong mém (vi du Interlock® REF 09084) dugc lam uét bang dung dich lam sach — khit khuan® d@€ lam sach cac phan cd khe/ranh trén
cartridge va dau tron (vi du: viing két ndi giita dau tron va phan dau cla cartridge), dam bdo loai b toan bd can ban nhin thay. Khong cha lén nhan dan
clia cartridge.

4. Loai b6 phan dung dich lam sach — khit khuan* con st bang khan am da tam nudc sach.

Sau d6 tiép tuc budc khit khuan.

12.5.3. KHU' KHUAN THO CONG

1. Khong thao dau tron (mixing tip) khi cartridge.

2. Khtkhuan bang khan lau ding mét lan da duoc tam hoan toan dung dich kht khuan — lam sach*.

a. Lay mot khan lau dung mot 1an da dugc tam hoan toan dung dich khir khuan — lam sach* va lau hai lan én toan bd bé mat clia cartridge, dam bao
loai b6 moi can ban nhin thay dugc va dé dung dich tham vao tét ca cac khe, ranh.

b. Ldy mot khan lau méi da dugc tam hoan toan dung dich khirkhuan — lam sach* va lau hai lan 1én toan b bé mat dau trén, dam béao loai bo moi can
ban nhin thdy dugc va dé dung dich tham déu vao cac khe, ranh.

St dung thém khan lau néu can.

3. D& thiét bi khd tu nhién trong 5 phit.

4. Kiém tra cartridge va dau tron dé dam bao réng tat ca cac nhiém ban c6 thé nhin thdy da dugc loai bd hoan toan. Néu van con can ban nhin thay, lap lai quy
trinh vé sinh va kh{t khudn theo muc 12.5.2va 12.5.3.

5. Trudc khi tai st dung cartridge, Iap cartridge lai vao dung cu bom (dispenser), sau d6 thao va thai bd dau tron da st dung (xem muc 12.2).



6. Cac hudng dan néu trén da dugc nha san xudt thiét bi y té xac nhan vé tinh phu hop d6i vdi mot thiét bi y té ¢ thé tai st dung. Tuy nhién, trach nhiém thuc
hién quy trinh lam sach va khi khuan thudc vé nguoi truc tiép thao tac, nguoi nay phai dam bdo rang quy trinh dugc tién hanh ding cach tai co 6 nai thuc
hién lam sach va khi khuan, va két qua mong mudn dugc dat duac.

Diéu nay doi hoi phai ¢d viéc kiém tra va/hodc tham dinh ciing nhu gidm sét lién tuc quy trinh.

* Dung dich khirkhuan — lam sach cd tac dung diét khudn, diét ndm men, diét truc khuan lao va diét virus, cha hon hop ethanol (=35%) va isopropyl alcohol

(=15%) (vi du: Zeta 3 Soft — dung dich khir khuan va lam sach vdi thai gian tiép xic 5 phut), dugc phé duyét theo quy dinh dia phuong; st dung theo ding

hudng dan cia nha sén xudt dung dich kht khuan.
13. THONG TIN VE VIEC SU DUNG DUNG CACH BAO Bi VA CAC PHU KIEN LIEN QUAN
St dung cac phu kién sach, da dugc khit khuan va tiét khudn dung cach, hodc cac phu kién dang dung ngay.
Bao bi ctia san pham va cac phu kién lién quan (ngoai trir nhiing muc néu tai phan 12.5) ¢6 thé tai st dung mot céch an toan ma khdng can quy trinh lam sach
hay khir khuan dac biét, véi diéu kién tuan tha cac khuyén nghi sau vé bao quan, thao téc va luu tri:
« Thao tac, Iy san pham tir bao bi va luu trit bao bi va cac phu kién ngoai khu vuc diéu tri, trong khu vuc sach va tranh xa cac ngun ban toe, khi dung hay hoi
nudc chifa dich co thé.
« Ludn mang gang tay mdi, khong nhiém ban khi cdm ndm hii/binh chia hodc mudng dinh lugng.
Néu gang bi nhiém ban, thay ngay lap tiic trudc khi thao tac vdi san pham.
- Ddng kin bao bi ngay sau khi [y san pham.
Thai b6 cac san pham va phu kién bi nhiém ban theo huéng dan tai muc 15 vé xii Iy chat thai.

14. TECHNICAL DATA
Putty Soft | Putty Soft Tray .
. Putty Soft | Putty Soft Tray. Material | Monophase Regular Light Body | Light Body Super Light
Elite HD+ . . Material . Body Body
Maxi Maxi Fast Set Maxi Normal Set Normal Set Normal Set Fast Set Fast Set
Normal Set Fast Set Fast Set
Tpeo | Tpee oy | et | degum | P3| e | pes
1504823 Putty Putty N/A vy . . Light-bodied | Light-bodied | Light-bodied
. . bodied bodied bodied Con- . . .
Consistency | Consistency ) . . Consistency | Consistency | Consistency
Consistency | Consistency sistency
Chétnén: 5:1 5:1 1:1 51 1:1 1:1 1:1 1:1 1:1
Chat xuic tac ‘ )
Thoi gian Injar 30 Injar 30 Auto-mixing | Auto-mixing | Auto-mixing n tube- 3.0 n tube.3.0 Auto-mixing | Auto-mixing
trén Auto-mixing | Auto-mixing System System System Auto-mixing | Auto-mixing System Systemn
’ System System y y y System System y y
Thai gian
tll‘ao t?c (b‘a.o 2/ 1/30” 1!30" 1!30" 2! 2! 2/ 1/30” 1!30"
gom ca thei
gian tron)*
Thai gian
trong miéng 330" 230" 2'30" 230" 330" 330" 330" 2'30" 230"
(phiit)
ledl glin* 530" 4, & y 530" 530" 530" y ¥
dong ket
Daphuchdi | g0, 99% 99% 9% 99% 9% 99% 99% 99%
dan hoi
D6 bién dang
tuyén tinh 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3% 0.3%
sau 24 gio
Do ciing
Shore A sau 65 65 70 65 65 55 55 55 50
1gio

*Thai gian 6 day dugc tinh tir lic bat dau tron & 23°C/ 73°F.
15. BAO QUAN, 6N DINH SAN PHAM VA XU LY THAI BO

Thiét bi phai dugc st dung trong mai trudng nha khoa chuyén nghiép (tai cic co s&'y té cong hoac tu dugc ching nhan theo quy dinh phap luat).
« Thai bd cartridge khi da st dung hét. Khong dugc cd gang nap lai cac cartridge da dung.
Cac oral tips con chia vat liéu bén trong phéi dugc thai bd nhu chét thai dac biét c6 nguy co nhiém khudn sinh hoc.

- Dua theo thdng tin trong SDS, chat thai phat sinh tir san pham khdng gy nguy hiém vat Iy cho ngui hodc cho mi truong. Do d6, theo quy dinh dia phuong,
chiing c6 thé dugc x Iy nhu chdt thai khdng nguy hai. Doi véi viéc it Iy cc thanh phan da nhiém ban, xem lai muc 12.4 va 12.5. Néu thiét b hoac méau ldy dau
bi nhiém ban, phai x{t Iy nhu chét thai ddc biét ¢6 nguy co nhiém khudn sinh hoc. Néu khong bi nhiém ban, xit Iy theo dting quy dinh dia phuong hién hanh.



Khdng st dung san phdm sau ngay hét han. Bao quan san pham & nhiét do tir 5°C/ 41°F dén 27°C/ 80°F. Khong bdo quén san pham dudi anh nang truc tiép.
16.96 MAU

« Dédu cd thé dugc d6 thach cao sau 60 phdt ké tir khi khi khuan, hodc tri hoan tdi da dén 15 ngay.

+ Vat liéu tuong thich vdi nhiéu loai thach cao nha khoa ding cho mau nghién ctiu va mau lam viéc (thach cao loai 3, vi du: Elite Model ctia Zhermack) hodc
thach cao loai 4, vi du: Elite Rock ciia Zhermack)

17.BAO QUAN DAU

« Bao quan dau & nhiét do phong, nai kho réo, tranh dnh ndng truc tiép. Néu can van chuyén dau, st dung bao bi thich hgp dé tranh bién dang.

18.LUU Y QUAN TRONG

(ac thong tin dugc cung cp dudi moi hinh thic, ké ca trong qua trinh trinh dién, khdng thay thé cho hudng dan st dung chinh thiic. Ngui van hanh ¢4 trach
nhiém kiém tra sy phu hop cta san pham d6i véi muc dich st dung du kién. Nha san xudt khong chiu tréch nhiém doi véi bat ky thiét hai nao, bao gom ca thiét
hai d6i véi bén thit ba, phat sinh tir viéc khong tuan tha hudng dan st dung hodc tir viéc san phdm khong phu hop véi ing dung cu thé. Moi trach nhiém ctia
nha san xudt, trong moi trutng hap, gidi han trong gi tri ctia san phdm dugc cung cap. Moi s ¢d nghiém trong lién quan dén thiét bi y té phai dugc bdo cdo
cho nha san xudt va co quan cd thdm quyén.

Thai han st dung: 3 ndm ké tir ngay san xuat.



