Zhermack“?®

Dental

Occlufast Rock

EN 1N St UCTIONS fOF USEeeieeeeeeeeeeeeeeeeeeeveteesssesesesessssssssesesessssssesssessssssssssesessssssssessssnssssssssssnsssssessssassses
VIHUGNG AN ST AUNG..cooireereesseeesseiessstsssssesssasesssasesssssssssssssssssssssssesssasssssssssssssssssssssssassssssssssssns



Zhermack“?®

Dental

Occlufast Rock

A-silicone bite registration material

Occlufast Rock 90+5 Shore A

mp] C€ [Ii

0123 dentsplysiona.com/zhermack

Ml zhermack S.p.A. | Via Bovazecchino, 100 | 45021 Badia Polesine (RO) Italy - T +39 0425 597611 | F +39 0425 53596 | info@zhermack.com | www.zhermack.com
2100-CSLAB-002-001-VI EIFU_Occlufast_Rock Last update: 2026-04



PREPARING THE DEVICES: STEP-BY-STEP INSTRUCTIONS

A ATTENTION: For correct manual cleaning and disinfection of the cartridge
and mixing tip read sections 9.5.2 and 9.5.3 carefully



EN - Occlufast Rock
Instructions for use

1. INTENDED USE

A-silicone bite registration material.

2. PRODUCT DESCRIPTION

Occlufast Rock has a hardness of 90+5 Sh A.

3. PACKAGING

50 ml cartridge.

4, COMPOSITION

Vinyl polysiloxane, silica fillers, inorganic aluminium fillers, methylhydrogenosiloxane, organoplatinum complex, pigments.

5. INDICATIONS FOR USE

The devices are intended to be used by dental professionals (user licensed to operate on the patient) for taking bite registration on patients from 3 years of age
in a professional dental environment (public or private health facilities with the necessary requlatory approvals).

6. CONTRAINDICATIONS

Do not use on patients with known hypersensitivity to any of the components. For more information on any allergens contained in the scents, where present,
please contact Zhermack.

7. SIDE EFFECTS

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

8. CLINICAL BENEFITS

Dimensionally stable material permits intraoral registration of the relative positions of the arches.

GENERAL PRECAUTIONS/WARNINGS:

» The product’s instructions for use must be kept for the duration of its use.

« The devices should be used by professionals operating within a professional dental environment (legally-certified public or private health facilities).

«The hardening of Addition Silicones (Vinyl polysiloxanes) is inhibited by contact with latex. Avoid direct orindirect contact between Addition Silicones

(Vinyl polysiloxanes) and gloves or other items made of latex. In the event of accidental contact with latex, wash hands thoroughly to eliminate

all traces of contaminants and use vinyl or nitrile gloves.

« In order to reduce the risk of cross-contamination, always use new, uncontaminated gloves when handling cartridges and accessories.

« Do not use the material:

° jfthe batch number and expiry date on the outer packaging are missing or illegible;
° jfthe primary packaging (cartridge) is damaged.

- Safety Data Sheet available subject to request.

9. STEP-BY-STEP INSTRUCTIONS

9.1 PRELIMINARY OPERATIONS

Wear appropriate protective goggles, face mask, work clothes and gloves. Protective goggles are also recommended for the patients.

9.2 DEVICE ASSEMBLY

PRECAUTIONS/ WARNINGS CONCERNING DEVICE ASSEMBLY:

« Do not use after the expiry date indicated on the packaging.

«The product has not been tested for compatibility with accessories other than those with which it is supplied. Use of non-original accessories may cause one or

more sequences of events that could lead to a reduction in the precision of bite registration. The use of non-original accessories is therefore not recommended.

« In order to reduce the risk of cross-contamination, before use on each new patient, always apply a disposable cover/barrier system to the dispenser and

cartridge, to be removed after each use. The disposable cover/ barrier system does not replace the recommended cleaning and disinfection operations.

1. Push the black lever underneath the rack upwards and pull the dispenser rack as far as it will go (fig. 1.1).

2. Lift the cartridge lock (fig. 1.2).

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. 1.2). The
cartridge lock can now be lowered easily.

4. After placing the cartridge into the dispenser, turn the cap by a 1/4 turn, pull it out with a firm movement and throw it away (fig. 1.3).

5. Press the dispenser lever gently to squeeze out a small amount of the two components until they both emerge at the same time (fig. 1.4). Clean by
removing all excess product, taking care not to contaminate the two outlet holes.

6. Select the most 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. 1.5). Turn the tip
clockwise by a 1/4 turn, exerting pressure only on the coloured ring and not on the mixing tip itself (fig. 1.6).

8. Exert a slight pressure on the dispenser lever to extrude a sufficient quantity of material. Do not use if the mixture is not smooth. In this case, remove the
dispenser from the operating area and eliminate the mixing tip, extrude a small quantity of material to level off the component and insert a new mixing tip.

9. Before using on a new patient, always apply a disposable cover/barrier system to the cartridge, to be removed after every use (fig. 1.7). The cover/barrier
system is not a substitute for the recommended cleaning and disinfection operations.

10.Proceed to use the device on the patient (see paragraph 9.3).



9.3 USING THE DEVICE ON THE PATIENT

WARNING/PRECAUTIONS REGARDING USE OF THE DEVICE ON THE PATIENT:

« The product is intended for contact with intact mucosae.

« Use the product at an ambient temperature of 23°C/73°F (higher temperatures reduce working time, lower temperatures extend working time).

« Always (in any case before each use) level the material (fig. 1.4) before attaching the mixing tip. When applying the material, take care to keep the mixing

tip immersed inside it.

- Use on patients sensitive to Addition Silicones (Vinyl polysiloxanes) is not recommended. If irritation, redness or other signs of hypersensitivity occur, stop

using the product immediately and take the steps necessary to ensure the patient’s safety.

« In order to avoid complications, it is advisable to secure undercuts before bite registration.

- The hardening of Addition Silicones (Vinyl polysiloxanes) is inhibited by contact with latex, sulphide-based gingival retraction solutions, polyethers and the

unpolymerised surface of acrylic or bis-acryl resins. Avoid direct or indirect contact of the material with these substances. Should the patient’s hard and soft

oral tissues or accessory surfaces with which the material comes into contact be contaminated with these substances, clean them thoroughly with water, or

with ethyl alcohol/other solvents in the case of acrylic or bis-acryl resins.

+ Avoid contact between the cartridge and the patient’s mouth.

1. Secure undercuts before using the product.

2. Press the dispenser lever gently to squeeze out an appropriate amount of material. Do not use the material if it is visibly inconsistent.

3. Apply the product using the desired technique (occlusal or vestibular).

4. When using the occlusal technique, having applied the material to the occlusal surface of the teeth, the dentist will ask the patient to bite within the
working time indicated in table 10 Technical Data.

5. When using the vestibular technique, the product must be applied to the teeth from the vestibular side, with the dental arches in the position to be
registered.

6. The material will not be removed from the patient’s mouth until the end of the time in mouth indicated in table 10 Technical Data.

7. Check that the bite registration is intact and make sure there are no residues to be removed from the patient’s mouth.

8. Proceed with the cleaning and disinfection phases described in sections 9.5.2 and 9.5.3.

9.4 MANUAL CLEANING AND DISINFECTION OF THE BITE REGISTRATION

WARNINGS/ PRECAUTIONS REGARDING THE MANUAL CLEANING AND DISINFECTION OF THE BITE REGISTRATION:

« Manual cleaning alone is not sufficient for correct treatment of the bite registration and the manual disinfection phase should always be performed as well.

« Always disinfect bite registrations manually using a specific disinfectant for addition silicones (vinyl polysiloxanes) forimmersion (concentrated disinfectant

containing quaternary ammonium salts and synergistic co-formulant) or by spraying a ready-to-use disinfectant containing alcohol mixtures and surface

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

« Store the clean and disinfected bite registration in a closed, dry and clean place, away from splashes, jets or aerosols of bodily fluids, at an ambient

temperature of around 23°C/ 73°F.

9.4.1 PREPARATION BEFORE THE CLEANING AND DISINFECTION PHASES

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

2. Fordisinfection of the bite registration through immersion (see paragraph 9.4.3 A), prepare a specific cleaning and disinfecting solution for bites, approved
according to local regulations, containing quaternary ammonium salt compounds and synergistic coformulants (e.g. Zeta 7 Solution).

9.4.2 MANUAL CLEANING

1. Rinse the bite registration under running water for 30 seconds within a maximum of 5 minutes after removal from the mouth (fig. 2.1). If necessary,
increase the rinsing time until no residues are visible.

2. Proceed with disinfection through immersion (see paragraph 9.4.3 A) or spraying (see paragraph 9.4.3 B).

9.4.3 MANUAL DISINFECTION OF BITE REGISTRATIONS

A. IMMERSION (fig. 2.2 A)

1. After the cleaning procedure (see paragraph 9.4.2), immerse the bite registration in the cleaning and disinfecting solution (see point 2 of paragraph 9.4.1.)
for the envisaged contact time.

2. Proceed with rinsing and/or drying where envisaged.

B. SPRAY (fig. 2.2 B)

1. After the cleaning procedure (see paragraph 9.4.2), place the bite registration in a transparent bag.

2. Introduce into the bag the nozzle of the bottle of specific cleaner-disinfectant spray for bites, approved according to local regulations, containing ethanol,
2-propanol and coformulants (e.g. Zeta 7 Spray).

3. Keeping the bag closed, spray the cleaner-disinfectant onto all the surfaces of the bite registration, complying with the cleaner-disinfectant contact times.

4. Keep the bag closed and leave to act.

5. Extract the bite registration from the bag and dispose of the bag.

6. Proceed with rinsing and/or drying where envisaged.

9.5 MANUAL CLEANING AND DISINFECTION OF THE CARTRIDGE AND MIXING TIP

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

- The protective barriers are designed for single use and must be disposed of after use, in accordance with local regulations.

« The cartridges and mixing tips must be cleaned and disinfected as described below before storage. Manual cleaning alone is not sufficient for correct

treatment of the cartridge with the mixing tip inserted. Keep the used, clean and disinfected mixing tip on the cartridge as a cap.



- Use only a disinfectant solution that 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.

« Remove the used mixing tip from the cartridge before reuse and discard it. Level off the cartridge and insert a new mixing tip.

« The end of the cartridge life cycle is normally determined by the use-by date and/or consumption of the material it contains.

9.5.1 DISASSEMBLY OF THE DEVICE AFTER USE

1. In the area used for cleaning and disinfection, remove the intra-oral tip of the mixing tip and any residues of bite material present inside it.

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 dispenser manufacturer’s instructions.

9.5.2 MANUAL CLEANING

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

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

a. Take a disposable wipe completely impregnated with a cleaning and disinfecting 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 cleaning and disinfecting solution* and wipe it twice over all surfaces of the mixing tip
of the cartridge, 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 cleaning and disinfecting 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 residues of cleaning and disinfecting solution® with a wet cloth. Proceed with disinfection.

9.5.3 MANUAL DISINFECTION

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

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

a. Take a disposable wipe completely impregnated with a cleaning and disinfecting 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 cleaning and disinfecting solution* and wipe it twice over all surfaces of the mixing tip
of the cartridge, 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 s still present, repeat the cleaning and
disinfection steps described in points 9.5.2 and 9.5.3.

5. Before reusing the cartridge, insert it into the dispenser again, remove and discard the used mixing tip (see paragraph 9.2).

The instructions provided above have been validated by the manufacturer of the medical device as the provider of a reusable medical device. However, the

responsibility for correct performance of the cleaning and disinfection phases 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 the cleaning and disinfection phases take place and that the desired result is achieved. This
requires verification and/or validation and continuous monitoring of the process.

*cleaning and disinfecting solution, bactericide, yeasticide, tuberculocide and virucide containing ethyl alcohol (~35%) and isopropyl alcohol (~15%)

mixtures (e.g. Zeta 3 Soft, cleaning and disinfecting solution, 5-minute contact time) approved in accordance with local regulations; use in accordance with

the instructions for use of the disinfectant solution manufacturer.

10. TECHNICAL DATA
Occlufast Rock

150 4823 Type B Bite registration materials
Working time* 30"

Time in mouth** 115"

Shore A hardness 1 hour 90+5

Detail reproduction 20 pm

Linear dimensional variation (approx.) 24 hours 0,25%

*The time is intended from the start of mixing at 23°C/73°F. Higher temperatures reduce this time, lower temperatures extend it.

**The time in mouth is intended as at 35°C/ 95°F.

11. STORAGE, STABILITY AND DISPOSAL

The devices are intended for use within a professional dental environment (public-sector or private-sector healthcare facilities possessing the necessary
regulatory permits).

« Dispose of the cartridge when empty. Do not attempt to reload used cartridges. The intra-oral tip with the material inside it must be disposed of as waste
with a risk of biological contamination.



- Based on the information contained in the SDS, the waste produced by disposal of the product does not present any physical hazards for people or for the
environment. It may therefore be managed in accordance with applicable local regulations, as non-hazardous waste. For handling of contaminated compo-
nents, see paragraphs 9.4 and 9.5. If the material and bite are contaminated, dispose of them as special waste with a risk of biological contamination. If they
are not contaminated, dispose of them in accordance with applicable local requlations.

Do not use after the expiry date indicated on the packaging. Store the product at a temperature between 5°C/41°F and 27°C/ 80°F, away from direct sunlight.
12. STORAGE OF THE BITE REGISTRATION

When disinfection is complete, dry the registration and use it within a maximum of 7 days. The registration can be sent to the laboratory as a normal bite,
without particular precautions, provided it is protected against mechanical stress.

13. 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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CHUAN BI VAT LIEU: HUGNG DAN TUNG BUGC

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 9.5.2 va 9.5.3.



VI - Occlufast Rock
HUGNG DAN SU DUNG

1. MUC DiCH SU DUNG

Vit liéu silicone A dung dé Idy dau khdp can.

2. MO TA SAN PHAM

Occlufast Rock ¢6 d cting Shore A 90=5.

3. QUY CACH DONG GOI

Ong cartridge 50 ml.

4. THANH PHAN

Vinyl polysiloxane, chat don silica, chat don nhom vo co, methylhydrogenosiloxane, phic organoplatinum, chat tao mau.

5. CHi DINH SU DUNG

San pham dugc st dung bai cac chuyén gia nha khoa (nhiing ngui dugc cap phép thuc hién diéu tri trén bénh nhan) trong méi truong nha khoa chuyén

nghiép (co sy t€ cong lap hodc tu nhén o day da gidy phép theo quy dinh) dé 1y ddu khdp can cho bénh nhan tir 3 tudi trd lén.

6. CHONG CHi DINH

Khong st dung cho bénh nhén ¢4 tién st dj ting vdi bét ky thanh phan nao. DE biét thém thong tin vé cac chat gdy di ing c6 trong huang liéu, néu c6, vui long

lién hé Zhermack.

7. TACDUNG PHU

(6 thé gdy kich (ing, d6 hodc ddu hiéu qud man cdm néu bénh nhan di (ing vdi bat ky thanh phan nao.

8. LO1 iCH LAM SANG

Vit liéu 6n dinh kich thudc, cho phép ldy ddu chinh xac tueng quan hai cung ham trong miéng.

CAC CANH BAO /LUU Y CHUNG:

« Phai giit lai hudng dan st dung trong sut thi gian dung san pham.

« Cac thiét bi nay chi dugc st dung béi cac bac si nha khoa chuyén méon thuc hanh trong phong kham nha khoa (co s6 y té cong hodc tu co day da gidy phép

hop phdp).

« Qua trinh dong cting Addition Silicones (Vinyl polysiloxane) bi tic ché khi tiép xic vdi latex. Tranh tiép xic truc tiép hoac gian tiép giita Addition

Silicones (Vinyl polysiloxane) véi gang tay hoac vat dung bang latex. Néu |6 tiép xdc, rtia tay kj va ding gang vinyl hodc nitrile.

- Dé gidm nguy co nhiém chéo, luon dung géng méi khi thao téc véi cac Gng vat liéu va phu kién.

« Khong ding san pham néu:

° 5616 hoac han dung trén bao bi bi m& hodc mét.

o (Ong vt liéu bi hurhong.

- Bang dir liéu an toan SDS sé dugc cung cap khi ¢d yéu cau.

9. HUONG DAN CHITIET

9.1. CHUAN BI BAN AU

Deo kinh bao ho, khau trang, quan do bdo hd va gang tay. Khuyén nghi bénh nhan ciing deo kinh bao ho.

9.2. LAP RAP THIET B

CANH BAO/LUU Y KHI LAP RAP THIET BI:

- Khong ding san pham sau ngay hét han da in trén bao bi.

- San pham chua dugc kiém tra kha nang tuong thich véi cac phu kién khac ngoai nhiing phu kién di kém. Viéc st dung cac phu kién khong chinh hang co thé

gdy ramt hodc nhiéu chudi su kién dan dén giam dd chinh xac clia viéc nhan dang vét can. Do d6, khdng khuyén khich st dung cac phu kién khdng chinh hang.

- Dé gidm nguy co lay nhiém chéo, trudc khi st dung cho méi bénh nhan mdi, hay ludn Idp ndp béo vé dung mét lan vao sing bom va 6ng vat liéu, va théo ra

sau moi lan st dung. Nap bao vé ding mét lan nay khong thay thé cac thao tac vé sinh va khr trung dugc khuyén nghi.

1. Ddy cdn gat mau den bén dudi gid da Ién trén va kéo gid d& siing bom ra xa nhét c6 thé (hinh 1.1).

2. Nang khda 6ng vét liéu (hinh 1.2).

3. Lap 6ng vat liéu vao, dam bao no khdp ding hudng. Ong vt liéu phai duoc I&p sao cho chit“V” trén dé hudng xudng dudi (hinh 1.2). Chét khéa dng vat
liéu gitr cd thé dugc ha xudng dé dang.

4. Sau khi dat 6ng vat liéu vao sting bom, xoay ndp 1/4 vong, kéo ra bang dong tac chac chan va loai bo ndp van (hinh 1.3).

5. An nhe can gat sting bom dé bop ra mét lugng nhé hai thanh phan cho dén khi 3 hai thanh phan chay ra cling Itic (hinh 1.4). Vé sinh béng cach loai bd
hét san pham thira, can than khong lam ban hai 16 thoat.

6. Chon dau tron ph hgp nhat; mau clia dau trén phai giong véi mau cla nap dng vat liéu.

7. Lap dau tron mot cach nhe nhang sao cho ranh hinh chitV trén vong mau thang hang véi vo dau tron trén dng vt liéu (hinh 1.5). Xoay dau tron 1/4 vong
theo chiéu kim ddng ho, chi tac dung luc 1én vong mau chi khong téc dung lén chinh dau trgn (hinh 1.6).

8. Annhe can gat dé day ra mot lugng vét liéu vira da. Khong str dung néu hdn hgp khong min. Trong trudng hop nay, dua sing bom ra khéi khu vuc dang
thao tac va thao dau tron, ddy ra mot lugng nh vat liéu dé lam déu hai thanh phan va lap dau tron méi.

9. Trudc khi st dung cho bénh nhan méi, ludn st dung ndp bao vé dung mot lan cho dng vét liéu, nap nay phai dugc thao ra sau méi lan st dung (hinh 1.7).
Nap bdo vé nay khong thay thé cho cac thao tac vé sinh va khir tring dugc khuyén nghi.

10. Tién hanh st dung thiét bi cho bénh nhén (xem muc9.3).



9.3.SU' DUNG TREN BENH NHAN

CANH BAO/LUU Y KHI SU DUNG THIET BI TREN BENH NHAN:

« San pham dugc thiét ké dé tiép xdc véi niém mac nguyén ven.

+ Dling & nhiét do phong 23°C/73°F (nhiét do cao han sé gidm thai gian lam viéc, nhiét do thap hon sé lam tang thoi gian lam viéc)

« Ludn ludn (dac biét trudc moi lan st dung) lam déu hai vat liéu (hinh 1.4) truéc khi gan dau trdn. Khi bom vat liéu, ddm bao dau tron luon chim

trong vat liéu

« Khdng khuyén cdo st dung cho bénh nhan cd co dia nhay cdm véi Addition Silicones (Vinyl polysiloxanes). Néu xuat hién kich ting, dd hodc cac dau hiéu qua

man khdc, phai ngling st dung ngay va thuc hién céc bién phap dam bao an toan cho bénh nhan.

«Dé tranh cac bién chiing, nén chin/bao vé cac dudng hoan tat trudc khi lay ddu khdp can.

«Qua trinh dong cting ctia Addition Silicones (Vinyl polysiloxanes) bi tic ché khi tiép xtic vdi latex, dung dich co nuu chia sulfide, polyether hodc bé mat chua

trung hgp ctia nhua acrylic hodc bis-acryl. Tranh tiép xtic truc tiép hodc gidn ti€p cta vat liéu véi cac chat nay. Néu md cing, md mém trén miéng bénh nhan

hodc cac bé mat phu trg tiép xic véi vat liéu bi nhiém cac chat trén, phai vé sinh kj bang nudc hodc dung con ethylic/chat dung moi khdc trong truong hop
nhua acrylic hodc bis-acryl.

«Tranh dé 6ng vat liéu ti€p xtic véi miéng bénh nhan.

1. Chan céc dutng hoan tat trudc khi st dung san pham.

2. Nhén nhe can gat dé dun ra mt lugng vat liéu phu hgp. Khong st dung néu vat liéu c6 dau hiéu khong dong nhat.

3. Bom vét liéu theo ky thuat mong mudn (ky thuat mat nhai hodc ky thuat mat ngoai). Khi sir dung ky thuat mat nhai bom vét liéu Ién mat nhai clia rang,
sau d6 yéu cau bénh nhan can khit trong thoi gian thao téc ghi trong Bang 10 — Thong s6 ky thuat. Khi st dung ky thuat mét ngoai, bom vat liéu Ién rang
tlr mat ngoai, khi hai cung rang dang 6 vi tri can Iy dau.

4. Chilay vat liéu ra khoi miéng bénh nhan khi hét thoi gian trong miéng ghi trong Bang 10 — Thdng so k thuat.

5. Kiém tra lai dau khdp cdn dam bao con nguyén ven va chac chan khong con sét vat liéu trong miéng bénh nhan.

6. Tién hanh cac budc vé sinh va khit khuan theo mo ta tai cdc muc 9.5.2va 9.5.3.

9.4.VE SINH & KHU KHUAN BAN DAU KHGP CAN

CANH BAO / THAN TRONG KHI VE SINH THU CONG VA KHU KHUAN BAN DAU KHOP CAN

« Chi vé sinh tha cong khong da @ xi Iy dung cach ban ddu khdp can; ludn phai thyc hién thém budc khi khudn thi cong.

« Ludn khtr khuan ban dau khdp can tha cong bang dung dich khir khuan chuyén dung cho Addition Silicones (Vinyl polysiloxanes) theo phuang phép ngdm

(dung dich dam dac chiia mudi amoni bac bon va chat dong hoat héa) hodc bang dung dich xit san sang st dung c6 chiia hon hgp con va chat giam stic cang

bé mat. Tuan thi thai gian tiép xic theo hudng dan cda nha sén xuat dung dich kht khuan duoc st dung.

- Bdo quan ban ddu khdp cn da lam sach va khir khuan trong nai kin, kho rdo va sach g, tranh ban tée, phun suang hodc aerosol tir dich co thé, & nhiét do

mdi trudng khodng 23°C/ 73°F.

9.4.1. CHUAN BI TRUGC KH1 VE SINH VA KHU' KHUAN

1. Mang gang tay dung mot lan, khdu trang, kinh bao hg va trang phuc lao dong.

2. DGivéi phuong phap khit khuan bang céch ngam ban déu khép can (xem muc 9.4.3 A), chuan bi dung dich vé sinh va khit khuan chuyén dung cho bén déu
khdp can, dugc phé duyét theo quy dinh dia phuong, ¢d chida hgp chat mudi amoni béc bon va chat dong hoat héa (vi du: Zeta 7 Solution).

9.4.2. VE SINH THU CONG

1. Xa rtia ban dau khdp can dudi voi nudc chdy trong 30 gidy, trong vong ti da 5 pht ké tir khi 1y ra khéi miéng bénh nhan (hinh 2.1). Néu can, kéo dai
thai gian xa cho dén khi khong con cdn bam nhin thy.

2. Tiép tuc thuc hién khir khuan theo phuang phdp ngam (xem muc 9.4.3 A) hodc xit (xem muc 9.4.3 B).

9.4.3. KHU' KHUAN THU CONG DAU KHGP CAN

A. PHUONG PHAP NGAM (hinh. 2.2 A)

1. Sau quy trinh vé sinh (xem muc 9.4.2), ngdm ban dau khdp can vao dung dich vé sinh va khit khuan da chuan bi (xem diém 2 muc 9.4.1) trong thoi gian

tiép xdc theo quy dinh.

Thuc hién xa lai bang nudc va/hodc lam kho néu dugc yéu cau.

. PHUONG PHAP XIT (hinh. 2.2 B)

Sau quy trinh vé sinh (xem muc 9.4.2), dat ban dau khdp cdn vao mot tui trong suot.

Cho dau phun cta chai dung dich xit vé sinh — khir khuan chuyén dung cho ban déu khdp can, dugc phé duyét theo quy dinh dia phuong, chiia ethanol,

2-propanol va chat dong hoat hda (vi du: Zeta 7 Spray) vao bén trong ti.

3. Giii tai kin va xit dung dich vé sinh — khirkhuan 1én toan bd bé mat cdia ban dau khdp can, tuén tha thai gian tiép xtc cia dung dich theo hudng dan.

4. Giirtdi déng kin va chg dung dich tac dung du thai gian.

5. Ldy dau khdp can ra khai tdi va thai bd tdi theo quy dinh chat thaiy té.

6. Thuchién xd lai bang nudc va/hodc lam khd néu dugc yéu cau.

9.5. VE SINH VA KHU' KHUAN ONG VAT LIEU VA DAU TRON

CANH BAO / THAN TRONG KHI VE SINH THU CONG VA KHU KHUAN GNG CARTRIDGE VA DAU TRON:

« Mang béo vé dugc thiét ké dung mdt lan va phai thai b sau moi lan st dung theo quy dinh dia phuong.

- Ong cartridges va dau tron phai duoc vé sinh va khir khudn theo hudng dan dudi day trudc khi bdo quan. Viéc chi vé sinh thi cong khong di dé xit Iy diing

cach 6ng vat liéu véi dau tron con gan trén do. Git dau tron da dung, da lam sach va khit khudn gén trén 6ng vat liéu nhu ndp day tam thoi.

« Chi st dung dung dich khit khuan da dugc phé duyét hiéu luc va tuan thi ding Hudng Dan St Dung cta nha san xuat dung dich kht khuan.

« Thuc hién vé sinh va khi khuan tha cong trong vong 1 gid' sau khi st dung.

I



« Trudic khi st dung lai, théo va loai bo dau tron da dung, lam phang lai dau 6ng vat liéu va 1dp dau tron mdi.

« Két thic vong doi st dung clia dng vat liéu thong thudng dugc xéc dinh béi han dung va/hodc viéc da st dung hét vat liéu bén trong.

9.5.1. THAO ROI THIET BI SAU KHI SU DUNG

1. Tai khu vuc danh cho vé sinh va khtt khudn, thao phan dau tip trong miéng ctia dau tron va loai bo bat ky phan vat liéu con sét bén trong.

2. Théo bd ndp bo vé diing mot lan.

3. Thdo gdng tay bi nhiém ban, vé sinh tay va deo mt doi gang sach khac.

4. Thdo 6ng vat liéu kem dau tron con gan khéi dung cu bom, chi y tranh tiép xdc truc tiép véi dau tron da nhiém ban.

5. V& sinh va khr khuan dung cu bom theo hudng dan cla nha san xudt dung cu bom.

9.5.2. LAM SACH THU CONG

1. Khong thao dau trdn ra khéi dng vat liéu.

2. V& sinh bang khan lau dung mot 1an da thdm hoan toan dung dich vé sinh — khir khuan*.

a. Ldy mot khan lau dung mot lan da tham dung dich vé sinh — khit khudn* va lau hai lan 1én toan bé bé mat cia 6ng cartridge, ch y loai bo toan bo
can bdm nhin thdy va dam bao dung dich tham vao tat ca cackhe, ranh.

b. Ldy mot khan lau mdi da tham dung dich vé sinh — kh{rkhuan® va lau hai lan Ién toan b bé mat ctia dau tron gan trén dng cartridge, chi y loai
b4 toan b can bam nhin thay va dam bao dung dich tham vao tt ca cac khe, ranh.

St dung thém khan lau néu can.

3. Dung ban chdi mém sach (vi du: Interlock® REF 09084) dugc lam dm bang dung dich vé sinh — khit khudn* dé vé sinh nhiing vi tri cd khe va/hodc ranh cia
ong vat liéu va dau tron (vi du: vi tri tiép gidp gilra dau tron va dau ong cartridge), ddm bao loai bé toan bd can bam nhin thay. Khong cha Ién nhén cla
ong cartridge.

4. Loai b phan dung dich vé sinh — khir khuan* con sét lai bang mot khan am sach.

5. Tiép tuc thuc hién budc khir khuan.

9.5.3. KHU KHUAN THU CONG

1. Khong thao dau tron khéi ong cartridge.

2. Khitkhudn bang khan lau ding mot lan da tham hoan toan dung dich vé sinh — khi khuan*,

a. Ldy mot khan lau ding mot lan da tham dung dich vé sinh — khit khudn va lau hai lan 1én toan bé bé mat caa 6ng cartridge, chi y loai bd toan bd
can bdm nhin thdy va dam bao dung dich tham vao tat ca cackhe, ranh.

b. Ldy mot khan lau mdi da tham dung dich vé sinh — kht khudn va lau hai lan 1én toan bd bé mat cda dau tron gan trén dng cartridge, chi y loai
bd toan b can bam nhin thay va dam bao dung dich tham vao tat ca cac khe, ranh.

(6 thé str dung thém khan lau néu can.

3. DE thiét bi tu kho tu nhién trong 5 phit.

4. Kiém tra 6ng vat liéu va dau tron dé dam bao khong con vét ban c6 thé nhin thdy. Néu van con can bam, Iap lai cac budc vé sinh va khi khudn néu tai muc
9.5.2va9.5.3.

5. Trudc khi str dung lai 6ng vat liéu, 1ap lai vao dung cu bom, thao va loai bé dau tron da dung (xem muc9.2).

Cachudng dan néu trén da dugc nha san xudt thiét biy té tham dinh dé dam bao tinh pht hgp d6i véi mot thiét biy té tai st dung. Tuy nhién, tréch nhiém bao

dam viéc vé sinh va khir khuan dugc thuc hién ding quy trinh thudc vé ngui truc tiép thuc hién, nguoi nay phai dm bao quy trinh dugc tién hanh chinh xdc

tai co's& thuc hién va dat duoc két qua mong mudn. Diéu nay yéu cau phai kiém tra va/hodc thdm dinh cling nhu gidm st lién tuc quy trinh.

*Dung dich vé sinh — khit khuan ¢6 tac dung diét khuan, diét ndm men, diét lao va diét virus, chia hon hop ethyl alcohol (~35%) va isopropyl alcohol (~15%)

(vi du: Zeta 3 Soft, dung dich vé sinh — khit khudn véi thoi gian tiép xtic 5 phit), dugc phé duyét theo quy dinh dia phuong; st dung theo diing huéng dan ctia

nha san xudt dung dich khit khudn.

10. THONG SO K¥ THUAT
Occlufast Rock

150 4823 Vat liéu lay dau loai B
Thei gian thao tac* 30 giay
Thoi gian trong miéng** 1 phut 15 giay
Do ciing Shore A sau 1 gio 905
Kha nang Iy dau chi tiét 20 ym
Bién ddi kich thudc tuyén tinh sau 24 gis 0,25%

*Thai gian dugc tinh tir lic bat dau tron & nhiét do 23°C/73°F. Nhiét do cao hon sé lam giam thai gian nay, trong khi nhiét do thap hon sé kéo dai thai gian.
**Thei gian trong miéng dugc tinh & nhiét d 35°C/95°F.

11. BA0 QUAN, DO OGN DINH VA THAI BO

San pham dugc thiét ké dé st dung trong mdi truong nha khoa chuyén nghiép (co s&'y té cong hodc tu 6 ddy du gidy phép theo quy dinh).

« Vit bo 6ng vat liéu khi da st dung hét. Khdng dugc ¢6 gang nap lai céc dng da dung. Dau tip dat trong miéng cd chifa vat liéu bén trong phai dugc x( Iy nhu
chét thai cd nguy co nhiém sinh hoc.

- Dua trén thong tin trong Bang D liéu An toan SDS, chét thai phat sinh tit viéc thai bo san pham khdong gay nguy hiém vé mat vt Iy doi véi con ngudi hodc
mdi truong. Do do, c6 thé xir Iy theo quy dinh dia phuong ap dung d6i véi chat thai khong nguy hai. DGi véi viéc xt Iy cac bd phan da nhiém ban, tham khao
cdcmuc 9.4 va 9.5. Néu vat liéu va ddu can bi nhiém ban, phai xt Iy nhu chat thai dac biét ¢d nguy co nhiém sinh hoc. Néu khong nhiém ban, x( ly theo quy



dinh dia phuang hién hanh.

Khdng st dung sau ngay hét han in trén bao bi. Bdo quan san phdm & nhiét do tir 5°C/41°F dén 27°C/80°F, tranh dnh ndng truc tiép.

12. BAO QUAN DAU CAN

Sau khi hoan tat budc khit khuan, lam kho dau can va st dung trong thai gian t6i da 7 ngay.

Dau cdn cd thé dugc giii dén labo nhu dau thong thueng ma khong cén yéu cau dac biét, mién la dugc bdo vé khdi va dap ca hoc.

13. CACLUUY QUAN TRONG

Moi thdng tin dugc cung cap dudi bat ky hinh thiic nao, ké ca trong qud trinh trinh dién, déu khong thay thé cho hudng dan st dung. Ngudi thao tac phai kiém
tra xem san pham cd pht hop véi muc dich st dung hay khong. Nha san xudt khong chiu trach nhiém d6i véi moi thiét hai, bao gom thiét hai cho bén thi ba,
phat sinh tir viéc khong tudn th hudng dan hodc do san pham khong phii hap véi muc dich st dung. Trach nhiém cta nha sén xudt trong moi trugng hap chi
gidi han G gid tri cia san pham da cung cap. Moi su 6 nghiém trong lién quan dén trang thiét bi y té phai dugc béo cdo cho nha sdn xudt va co quan quan ly
6 tham quyén.

Thai han st dung: 3 nam ké tif ngay san xuat.



