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EN. Use protective goggles, filtering face mask suitable for powders (FFP2 or FFP3), gloves and work clothes.

PREPARING THE DEVICES: STEP-BY-STEP INSTRUCTIONS

3.1 3.2



EN - Zetalgin / Zetalgin Chromatic
Instructions for use

1. INTENDED USE

Alginate for dental impressions.

2. PRODUCT DESCRIPTION*

Zetalgin: alginate available in chromatic and non-chromatic version. In Zetalgin Chromatic, the chromatic variation helps identify the different processing
phases: purple during mixing, grey while working and positioning on impression tray, green during time in mouth until curing. Mint scent.

*The information above refers to the Zhermack alginate range.

3. PACKAGING

453 g bag (Zetalgin, Zetalgin Chromatic).

4, COMPOSITION

Zetalgin: silica fillers, calcium sulphate, alginate, phosphate, potassium fluorotitanate, hydrocarbons, zinc oxide, pigments, mint scent.

Zetalgin Chromatic; silica fillers, calcium sulphate, alginate, phosphate, potassium fluorotitanate, hydrocarbons, pH indicator, zinc oxide, pigments, mint scent.
5. COMPATIBLE DEVICES

« With Zetalgin and Zetalgin Chromatic use the dosing set with a powder-to-water mixing ratio of 9 g:18 ml.

- The material is compatible with study model or working model gypsums (type 3 gypsum e.g. Elite Model - Zhermack or type 4 gypsums e.g. Elite Rock -
Zhermack).

6. INDICATIONS FOR USE

The devices are indicated to be used by dental practitioners (users authorized to operate on patients) in dental surgeries (public or private health facilities with
the necessary legal authorizations) to take impressions on dental patients of any age.

7. CONTRAINDICATIONS

Do not use on patients with known hypersensitivity to any of the components. For further information, contact Zhermack.

8. SIDE EFFECTS

Irritation, redness or signs of hypersensitivity may occur in the case of allergy to any of the components. In case of hypersensitivity, discontinue use immediately
and adopt measures to ensure patient safety.

9. CLINICAL BENEFITS

Impression material for accurate registrations of the dimensions of tissues and/or oral prosthetic components and the spatial relationships between them.
10. PRECAUTIONS

« There is insufficient data to support the use of alginate for impressions on exposed bone. The alginate is only intended for use on and around intact mucosa.
- Wear appropriate protective goggles, filtering face mask suitable for powders (FFP2 or FFP3), work clothes and gloves.

« All products must be used at room temperature. Allow the product to reach room temperature before use. High temperatures reduce (speed up) working and
setting times, while low temperatures increase (slow down) these times.

« Do not use mixed product if excessively fluid.

« Do not use if the mixture is not homogeneous.

« In order to improve the retention between alginate and impression tray, it is advisable to use a perforated impression tray.

« Do not overfill the impression tray to reduce the gag reflex and risk of suffocation or ingestion.

« Cut out and keep the batch number and expiry date on the bag.

« Keep accessories pack for the duration of use of the product.

« Do not use the material if the batch number and expiry date on the outer packaging are missing or illegible. Do not use after the expiry date.

« Check that the impression is intact and make sure there are no material residues to be removed from the patient’s mouth.

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

« Store in an airtight container used solely for alginate powder. Check that the container is clean and dry.

« Do not use the product if the packaging is damaged.

« The product has not been tested for compatibility with products other than those with which it is supplied. Using non-original accessories may have an
adverse effect on the precision of the impression. Use of non-original accessories is therefore not recommended.

« Times for clinical use (see technical data table in paragraph 14) are understood to be from commencement of mixing with distilled water at 23°C/73°F. The
temperature and hardness of the water may affect the times for clinical use of the material. Cold water retards curing; hot water accelerates it.

« Use distilled water. Changes in water hardness can affect setting times.

« Do not contaminate the material or the teeth/surfaces with the non-polymerized acrylic resins or bis-acrylic surface layer. Residues of these materials could
interfere with product jellification. If the surfaces are contaminated, it is advised to clean them with ethyl alcohol or other solvents.

11. WARNINGS

« Do not use the material if the batch number and expiry date on the outer packaging are missing or illegible. Do not use after the expiry date.

« Avoid contact with the eyes. IN CASE OF CONTACT WITH EYES: rinse cautiously with water for several minutes. Remove contact lenses if present and easy to
do. Continue rinsing. In the event of irritation, consult a doctor.

« The alginate contains respirable crystalline silica. Avoid prolonged or repeated inhalation of powders. Use a filtering face mask suitable for powders (FFP2 or
FFP3). When using, do not eat, drink or smoke. In the event of inhalation and/or malaise, consult a doctor. Mix the water and powder with caution, if possible
away from the patient.




« Do not swallow intentionally. To avoid unintentional ingestion caused by material jellification problems, comply with the information concerning use and

storage provided in these instructions. In the event of ingestion and/or malaise, consult a doctor.

- To avoid damaging the periodontal tissue, check that the impression is intact and make sure there are no material residues to be removed from the patient’s

mouth. After removing the impression, have the patient rinse their mouth. Check there are no material residues in the gum area.

12. STEP-BY-STEP INSTRUCTIONS

12.1 PRELIMINARY OPERATIONS

Use protective goggles, filtering face mask suitable for powders (FFP2 or FFP3), gloves and work clothes.

Handle and dispense outside the surgical area in a clean place away from splashes, sprays or aerosols of body fluids.

In case of mechanical or automatic mixing, follow the instructions provided by the machine manufacturer.

12.2 MATERIAL PREPARATION

1. Open the bag (fig. 1.1) and pour the alginate into an airtight, clean and dry container (fig. 1.2).

2. Seal the container properly (fig. 1.3). Cut out the top part of the bag bearing the variable data (batch number, expiry date and UDI) (fig. 1.4) and affix it to
the lid of the container (fig. 1.5).

3. Choose a suitable impression tray. Use the dosing set with a powder-to-water mixing ratio of 9 g:18 ml.

4. Shake the container to remove any lumps in the powder (fig. 1.6).

5. Wait 10 seconds before opening the container. Using the dosing spoon, collect the powder without compressing it and level off with the flat part of the
spatula (fig. 1.7). Pour the collected alginate into a rubber mixing bowl.

6. Repeat the operation until you reach the desired amount.

7. Seal the container properly at the end of dosing (fig. 1.8).

8. Add water to the powder. Pour 1/3 cup of water (18 ml) for each spoonful of powder (9 g). Example: for 2 measures of powder (18 g) sufficient for an
average upper impression tray, pour 2/3 cup of water (36 ml) (fig. 1.9).

9. With the aid of a spatula, mix the compound to achieve an even consistency (fig. 1.10), observing the times stated in the technical data table (see paragraph 14).

12.3 IMPRESSION TAKING PROCEDURE

1. Place a suitable amount of material on the impression tray (fig. 2.1).

2. Place the loaded impression tray inside the patient’s mouth within the working time (see paragraph 14, technical data table) (fig. 2.2).

3. Remove the impression from the patient’s mouth once the setting time has been reached (see paragraph 14, technical data table).

4. Check that the impression is intact, have the patient rinse their mouth and check there are no material residues to be removed.

12.4 MANUAL IMPRESSION CLEANING AND DISINFECTION

WARNINGS/PRECAUTIONS REGARDING MANUAL IMPRESSION CLEANING AND DISINFECTION

« Always disinfect impressions manually with a specific disinfectant for alginate, using either a concentrated product containing quaternary ammonium salts

and synergistic co-formulants (formulation for immersion), or a ready-to-use product containing mixtures of alcohol and surface tension reducers (spray

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

« Using an unsuitable disinfectant or inappropriate solution may compromise the impression.

« Do not use a toothbrush to remove dirt as this may damage the impression.

« Manual cleaning alone is not sufficient for proper impression treatment, and the manual disinfection step must always be carried out.

« Impressions MUST NOT BE:
o sterilised in an autoclave, with chemical vapour, in dry heat or with cold chemical immersion sterilisers;
0 cleaned/disinfected in instrument washing machines or thermal disinfection devices;
0 cleaned in ultrasound baths.

« No automatic methods of cleaning and disinfecting impressions have been validated.

- Impressions must always be cleaned and disinfected before being sent to the laboratory for subsequent processing.

- The appropriately cleaned and disinfected impression must be stored in a closed, clean place protected against splashes, spray or aerosols of body fluids at

room temperatures of approximately 23°C/ 73°F.

12.4.1 PREPARATION FOR CLEANING AND DISINFECTION

1. Put on a pair of disposable gloves, facemask, goggles and work clothes.

2. If the impression is to be disinfected by immersion (see paragraph 12.4.2 A), prepare a tray containing a solution of impression cleaner/disinfectant that
has been approved pursuant to local requlations, containing quaternary ammonium compounds and synergistic co-formulants (e.g. Zeta 7 Solution).

12.4.2 MANUAL CLEANING AND DISINFECTION OF IMPRESSIONS

A. IMMERSION (fig. 3.2 A)

Use the immersion cleaner-disinfectant following the manufacturer’s instructions for use.

1. Rinse the impression under running water for 30 seconds immediately after removing it from the patient’s mouth (fig. 3.1). Carry out the cleaning step
within 5 minutes of removal from the mouth. If necessary, increase the rinse time until all visible residues have been removed.

2. Immerse the impression in the cleaner-disinfectant solution (prepared previously as described in point 2 of paragraph 12.4.1. PREPARATION FOR CLEANING
AND DISINFECTION).

3. Leave the impression in the solution for the time indicated in the instructions for use of the cleaner-disinfectant.

4. Rinse and remove excess water.

B. SPRAY (fig. 3.2 B)

Use the cleaner-disinfectant spray following the manufacturer’s instructions for use.



1. Rinse the impression under running water for 60 seconds immediately after removing it from the patient’s mouth (fig. 3.1). Carry out the cleaning step
within 5 minutes of removal from the mouth. If necessary, increase the rinse time until all visible residues have been removed.

2. Place the impression inside a transparent bag.

3. Introduce the nozzle of the bottle of impression cleaner/disinfectant spray, approved in accordance with local regulations, containing ethanol, 2-propanol
and co-formulants (e.g. Zeta 7 Spray), into the transparent bag.

4. Hold the bag closed to prevent the aerosol escaping.

5. Spray the cleaner-disinfectant, taking care to cover the whole surface of the impression and impression tray and observe the contact time stated in the
instructions for use of the cleaner-disinfectant.

6. Hold the bag closed and leave to act.

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

8. Rinse and remove excess water.

13. INFORMATION ON THE PROPER MANAGEMENT OF PACKAGING AND ACCESSORIES

Use clean and appropriately disinfected and sterilised or ready-to-use accessories.

The packaging and accessories listed under point 13.1 can be reused safely without being cleaned and disinfected, provided the following quidelines for

conservation, dosing and storage of components are observed:

« Handle, dispense and store the packaging and accessories outside the surgical area in a clean place away from splashes, sprays or aerosols of body fluids;

- Always wear new, uncontaminated gloves when handling packaging and accessories. If gloves become contaminated, change them immediately before

handling the product;

« Close packaging immediately after dosing.

If contaminated, dispose of products and accessories as described in paragraph 15 on disposal.

13.1 PACKAGING AND ACCESSORIES THAT DO NOT REQUIRE CLEANING AND DISINFECTION

-453 g bag

- Container

- Dosing set

14. TECHNICAL DATA

Zetalgin Zetalgin Chromatic
Powder-to-water mixing ratio 9¢:18 ml 9g:18ml
Mixing time 45" 30"
-

V.\Iorkm‘g tlmg - 135" 110"
(including mixing time)
Time in mouth (min.) 100" 100"
Setting time* 235" 210"
Elastic recovery 96% 96%
Tear resistance (N/mm) 0.7 0.7
Compression strain 10% 10%
Initial setting time (23°C/73°F) 2'25" 220"

The water temperature and hardness may affect the times for clinical use of the material.

Cold water retards curing; hot water accelerates it.

*The times mentioned above are intended from the start of mixing at 23°C/73°F. Higher temperatures reduce these times, lower temperatures extend them.
15. STORAGE, STABILITY AND DISPOSAL

The devices should be used within dental surgeries (public or private health facilities with the necessary legal authorisations).

Based on the information provided in the SDS, the waste generated by disposal of the product can cause physical harm to people and the environment. It
should therefore be managed as hazardous waste according to local regulations. If contaminated, the devices and the impression must be disposed of as
special waste at risk of biological contamination. For instructions regarding handling of contaminated components see paragraph 12.4. Always wear gloves
when handling the device. If the devices and impression are not contaminated, dispose of them in accordance with applicable regulations.

The expiry date relates to the unopened package properly stored. Store the product in an airtight container. Close the container at the end of dosing and keep
it at a temperature of between 5 and 27°C/ 41-80°F, in a dry place protected from direct sunlight.

16. IMPRESSION CASTING

«When products containing quaternary ammonium compounds and synergistic co-formulants are used for disinfection, it is recommended to cast the gypsum
immediately after disinfection or within 24 hours of impression-taking. When products containing mixtures of alcohol and surface tension reducers are used
for disinfection, cast the gypsum within 10 hours.

« The material is compatible with study model or working model gypsums (type 3 gypsum e.g. Elite Model - Zhermack or type 4 gypsums e.g. Elite Rock -
Zhermack).

17. CONSERVATION OF THE IMPRESSION

If the gypsum cannot be castimmediately, remove the water in excess and store the impression at room temperature (23°C) in a clean polyethylene bag with
an airtight seal.



18. IMPORTANT REMARKS

Information provided in any way, even during demos, 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 instructions
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.



Zhermack“?®

Dental

Alginates

Vat liéu lay dau trong nha khoa - Alginate

Zetalgin

Zetalgin Chromatic

MD

Ce [

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-001-001-VI EIFU_Zetalgin

Last update: 2026-04



VL. Si dung kinh bao ho, khau trang loc bui phu hgp cho dang bét (FFP2 hodc FFP3), gang tay va
quan 4o bao hoé lao dong.

CHUAN BI VAT LIEU: HUGNG DAN TUNG BUGC




VI - Zetalgin / Zetalgin Chromatic
Hudng dan st dung

1. MUCDiCH SU SUNG

Vit liéu 1ay dau trong nha khoa — Alginate.

2. MO TA SAN PHAM*

Zetalgin: vat liéu alginate c6 san & hai phién ban: c6 d6i mau va khong d6i mau. 0 Zetalgin Chromatic, su thay di mau sac gitip nhan biét céc giai doan thao tac
khac nhau: mau tim trong qua trinh tron, mau xam trong ltic thao tac va ddt vat liéu lén khay Idy dau, mau xanh Ia khi dat trong miéng cho dén khi ddng cling
Huong bac ha dé chiu.

*Théng tin trén dp dung cho dong alginate ctia Zhermack.

3. QUY CACH DONG GOI

Tui 453 g (Zetalgin, Zetalgin Chromatic)

4. THANH PHAN

Zetalgin: Chat don silica, calcium sulphate, alginate, phosphate, potassium fluorotitanate, hydrocarbon, zinc oxide, chat tao mau va huong bac ha.
Zetalgin Chromatic: Chat don silica, calcium sulphate, alginate, phosphate, potassium fluorotitanate, hydrocarbon, chat chi thi pH, zinc oxide, chat tao mau
va huong bac ha.

5. THIET BI TUONG THiCH

« V6i Zetalgin va Zetalgin Chromatic, st dung bd dinh lugng véi ty Ié trén bot:nudcla9g: 18 ml.

+ Viat liéu tuong thich véi thach cao lam mau nghién ctu (type 3 — vi du: Elite Model — Zhermack) hodc thach cao lam mau lam viéc (type 4 — vi du: Elite Rock
— Zhermack).

6. CHi DINH SU DUNG

Thiét bi dugc chi dinh st dung bi cac bac si nha khoa (nhiing nguai dugc phép thuc hién tha thuat trén bénh nhén) trong phong khdm nha khoa (co'sé'y té
ong hodc tu ¢d gidy phép hop phdp) dé Idy dau cho bénh nhan & moi lifa tudi.

7. CHONG CHi DINH

Khdng st dung cho nhiing bénh nhan da biét cé man cdm véi bat ky thanh phan nao clia san pham. Dé biét thém thong tin, vui long lién hé Zhermack.

8. TACDUNG PHU

(6 thé xy ra kich (ing, d hodc ddu hiéu man cdm trong trutng hop di ting vdi bat ky thanh phan nao. Néu xudt hién phan ting qua man, ngting st dung ngay
va ap dung cdc bién phap dam bdo an toan cho bénh nhan.

9. L0 iCH LAM SANG

Vit liéu 1dy ddu dung dé ghi nhan chinh xac kich thudc md va/hodc cac thanh phan phuc hinh trong miéng, ciing nhu méi tuong quan khong gian giia chiing.
10.LUU Y/ THAN TRONG

« Hién chua c6 du dii liéu dé ching minh viéc st dung alginate Idy dau trén viing xuong 16. Alginate chi dugc thiét ké dé st dung trén va xung quanh niém mac
€On nguyén ven.

- Deo kinh bao hg, khau trang loc bui phi hop cho dang bot (FFP2 hodc FFP3), quan do bao h va gang tay khi thao téc.

« Tt cd san pham phai dugc st dung & nhiét do phong. Dam bao san pham dat nhiét do phong trudc khi dung. Nhiét do cao lam giam thoi gian thao tac va thoi
gian dong; nhiét do thap lam tang cac thai gian nay.

- Khong str dung san pham da tron néu qua loang.

« Khong st dung néu hon hgp khdng dong nhat.

- Dé cdi thién dd luu giir gitia alginate va khay Idy ddu, khuyén nghi st dung khay Idy déu cd 16.

- Khong d6 vat liéu qua ddy khay ldy ddu dé giam phan xa non va nguy o ngat hoac nudt phai.

+ (3t va luu lai 56 16 va han st dung trén bao bi.

- Gitr lai bao bi phu kién trong suét qua trinh st dung san pham.

« Khdng st dung vét liéu néu so 16 va han st dung trén bao bi ngoai bi thiéu hodc ma khong doc dugc. Khong st dung sau han st dung.

- Kiém tra ddu da ldy dam bao nguyén ven, trdnh con sot vat liéu trong miéng bénh nhan.

« St dung cac phu kién sach, da khi khuan va tiét khuan dung cach hoac phu kién ding mot lan.

« Bdo quén trong hdp kin, chi dling cho bt alginate. Dam bao hdp sach va kho.

« Khong st dung san phdm néu bao bi bi hu hong.

« San pham chua dugc kiém nghiém vé d9 tuang thich véi nhiing san pham khac ngoai nhiing linh kién di kem. Viéc st dung phu kién khong chinh hang 6
thé dnh hudng xau dén do chinh xac ctia ddu; do do khdong khuyén nghi st dung.

« Thoi gian st dung lam sang (tham khao bang dit liéu ky thudt tai Muc 14) duoc tinh tir thoi diém bat dau tron véi nudc cat 6 23°C/ 73°F. Nhiét do va do cing
clia nudc 6 thé anh hudng dén thoi gian thao tac va dong cla vat liéu. Nudc lanh 1am chdm, nuéc nong lam nhanh qua trinh dong.

« St dung nudc cat. Sy thay doi do cing ctia nudc cé thé anh hudng dén thai gian dong.

- Khong dé vét liéu hodc bé mdt rang/dung cu bi nhiém ban bdi nhua acrylic chua tring hop hodc I6p bé mat bis-acrylic. Cac vét ban nay ¢4 thé can tré qua
trinh dong cting cda san pham. Néu bé mat bi nhiém ban, khuyén nghi lam sach bang con ethylic hodc dung moi thich hop khac.

11. CANH BAO

« Khdng st dung vét liéu néu so 10 hoac han st dung trén bao bi ngoai bi thiéu hoac khong doc dugc. Khong sir dung sau han st dung.

 Tranh tiép xtic véi mat. NEU TIEP XUC VGI MAT: rira cén than bing nudc trong vai phiit. Néu co deo kinh &p trong va dé théo, hay thao ra va tiép tuc rita. Néu
¢6 kich ing, hay lién hé bac si.




-« Alginate ¢d chifa silica tinh thé dang hd hap dugc. Tranh hit phéi bui kéo dai hodc Iap lai. Deo khau trang loc bui pht hap vdi dang bt (FFP2 hodc FFP3). Khi
st dung, khong an, udng hodc hit thudc. Néu hit phai va/hodc c6 dau hiéu khd chiu, hay lién hé bac si. Tron bot va nudc thén trong, tot nhat la xa bénh nhén.
« Khong dugc ¢6 y nudt. DE tranh viéc nudt phai ngoai y mudn do van dé dong gel, hay tudn th ding hudng dan st dung va bdo quén trong tai liéu nay. Néu
nudt phai va/hodc cd dau hiéu khd chiu, hay lién hé bac si.
- Dé tranh gy ton thuang md nha chu, hay kiém tra dau sau khi Idy d&am bao nguyén ven va khong con sét vat liéu trong miéng bénh nhan. Sau khi théo dau,
hudng dan bénh nhan stic miéng. Kiém tra khdng con du vét liéu 6 viing lgi.
12. HUGNG DAN TUNG BUGC
12.1. CAC BUGC CHUAN BI BAN DAU
St dung kinh bao hé, khau trang loc bui phu hop cho dang bét (FFP2 hoac FFP3), gang tay va quan do bao hé.
Thao tacva chia liéu bén ngoai khu vuc diéu tri, tai noi sach sé, tranh xa cac vét ban, tia xit hodc aerosol caa dich co thé.
Trong trudng hop tron bang may (co hoc hodc ty dong), tuan thl huéng dan cla nha san xuat thiét bi.
12.2. CHUAN BI VAT LIEU
1. M& tdi (hinh 1.1) va d6 bot alginate vao hop kin, sach va khd (hinh 1.2).
2. Day kin hop ding cach (hinh 1.3). C&t phan phia trén cla tdi cd chita thong tin bién doi (s6 16, han st dung va UDI) (hinh 1.4) va dan Ién ndp hop (hinh 1.5).
3. Chon khay ldy dau phu hop. St dung b dinh lugng véi ty 1é pha bot:nuéc=9g: 18 ml.
4. Lachdp dé loai b6 cac von cuc trong bot (hinh 1.6).
5. Cho 10 gidy trudc khi m& ndp hop. Duing mudng dinh lugng xtic bot khong nén chat, sau d6 san phang bang canh phang cla thia/tron (hinh 1.7). D6 lugng
alginate da Iy vao bét cao su dé tron.
6. Lap lai thao tac dén khi dat lugng mong mudn.
7. Day kin hdp ngay sau khi lay xong (hinh 1.8).
8. Thém nudc vao bot. R6t 1/3 coc nudc (18 ml) cho moi mudng bdt (9 g). Vi du: véi 2 mudng bot (18 g) — d cho khay Idy dau ham trén ¢6 trung binh — rét
2/3 cdc nudc (36 ml) (hinh 1.9).
9. Str dung thia tron dé tron hon hop dén khi dong nhat (hinh 1.10), tudn th thai gian dugc néu trong bang dir lidu ky thuat (xem Muc 14).
12.3. QUY TRINH LAY DAU
1. Dat lugng vat liéu phu hop 1én khay ldy dau (hinh 2.1).
2. Dua khay da chua vat liéu vao miéng bénh nhén trong thdi gian thao tac cho phép (xem Muc 14 — bang di liéu kj thudt) (hinh 2.2).
3. Ly dau ra khdi miéng bénh nhan sau khi dat thi gian dong (xem Muc 14 — bang dif liéu ky thuat).
4. Kiém tra dau dam bao nguyén ven, hudng dan bénh nhan stic miéng, va kiém tra khdng con vét liéu du trong miéng can dugc loai bo.
12.4. VE SINH VA KHU KHUAN THO CONG DAU DA LAY
CANH BAO /LUU Y KHI VE SINH VA KHU KHUAN THU CONG DAU DA LAY:
« Ludn khir khudn dau da Idy tha cong béng chat khit khuan chuyén dung cho alginate, ¢d thé ding san phdm dang dam déc chiia mudi amoni bac bén va cac
chat dong van (danh cho phuang phdp ngdm), hodc san pham san ding dang xit chtia hdn hap con va chat gidm siic cing bé mat. Tuan tha thoi gian tiép xuc
theo hudng dan ctia nha san xuat dung dich khir khudn.
«Viiéc st dung chat khit khuan hodc dung dich khdng phd hop ¢6 thé lam dnh hudng dén chat luong déu da lay.
« Khéng st dung ban chai danh rang dé loai bo chat ban vi ¢o thé lam hong dau.
- Chi vé sinh béng tay la khdng dt dé x Iy mau diing cach, budc khi khuan tha cong ludn phai dugc thuc hién.
- KHONG DUQC:
o Tiét khuan mau trong ndi hap, hai héa chat, nhiét khé hodc bang cac dung dich tiét khuan ngdm lanh;
o V& sinh/kht khuan trong may rira dung cu hodc thiét bi khir khuan nhiét;
0 V& sinh trong bé siéu am.
- Chua cd phuong phép tu ddng nao dé vé sinh va khit khuan ddu da Idy dugc xac nhan.
« Ddu da 1dy ludn phéi dugc vé sinh va khit khudn trudc khi gti dén phong labo dé x Iy tiép.
- Dau da vé sinh va kht khuan diing cach phai dugc béo quan trong noi kin, sach, tranh tia ban, suong hoac khi dung cda dich co thé, & nhiét do phong khoang
23°C/73°.
12.4.1. CHUAN BI VE SINH VA KHU KHUAN
- Deo gang tay dung mdt lan, khdu trang, kinh bao ho va mac do lam viéc.
- Néu ddu da 1dy sé dugc khir khuan bang phuong phap ngam (xem muc 12.4.2 A), chuan bi mdt khay chia dung dich tdy ria — khir khuan danh cho déu, da
dugc phé duyét theo quy dinh dia phuang, cd chia cac hgp chat amoni bac bon va chat dong van (vi du: Zeta 7 Solution)
12.4.2. VE SINH VA KHU KHUAN THO CONG DAU DA LAY
A. PHUONG PHAP NGAM (hinh 3.2 A)
St dung dung dich lam sach - khit khuan bang cach tuan theo hudng dan sit dung clia nha san xuat.
1. Xa rtia mau dudi voi nudc chdy trong 30 gidy ngay sau khi Idy ra khéi miéng bénh nhan (hinh 3.1). Thuc hién budc lam sach trong vong 5 phut ké tir khi ldy
dau ra khoi miéng. Néu can thiét, kéo dai thai gian xa cho dén khi loai bd hét céc can bam nhin thay duoc.
2. Nhiing mau vao khay chia dung dich lam sach — khirkhuan da dugc chudn bi trudc d6 theo mé ta tai diém 2, muc 12.4.1 (CHUAN B VE SINH VA KHU KHUAN).
3. Gilt mau trong dung dich dting thi gian quy dinh trong huéng dan st dung ctia san pham lam sach — khi khuan.
4. X lai va loai b nudc thra.
B. PHUONG PHAP XIT (hinh 3.2 B)
St dung dung dich xit lam sach - khit khuan theo ding huéng dan st dung cta nha san xuat.




1. Xa rtia mau dudi voi nudc chdy trong 60 gidy ngay sau khi Idy ra khoi miéng bénh nhan (hinh 3.1). Thuc hién budc lam sach trong vong 5 phut ké tir khi ldy
dau ra khoi miéng. Néu can thiét, kéo dai thai gian xa cho dén khi loai b hét can bam nhin thay duoc.

2. Dét dau da lay vao trong mét tii trong sudt.

3. Dua dau voi cta chai dung dich xit lam sach — khir khuan danh cho ddu, dugc phé duyét theo quy dinh dia phuang, ¢d chita ethanol, 2-propanol va cac chat
dong van (vi du: Zeta 7 Spray), vao trong tdi.

4. Gitr kin miéng tdi dé tranh khi aerosol thodt ra.

5. Xit dung dich khtt khuan, dam bao pht kin toan bo bé mat mau va khay ldy ddu; tuan tha thoi gian tiép xdc theo hudng dan st dung cta dung dich khit
khuan.

6. Gitr miéng tdi dong va dé dung dich téc dung.

7. Ldy mau ra khoi tdi va thai bé tdi ding quy dinh.

8. X lai va loai b nudc thra.

13. THONG TIN VE VIEC QUAN LY PHU HOP BAO Bi VA PHU KIEN

St dung cac phu kién sach va da dugc khi khuan, tiét khuan phd hgp hodc phu kién dung san.

Bao bi va cac phu kién dugc liét ké tai muc 13.1 ¢6 thé dugc tdi st dung an toan ma khong can lam sach va khit khudn, véi diéu kién tuan tha cac huéng dan

sau ddy lién quan dén bao quan, dinh lugng va luu trit cac thanh phan:

«Van hanh, cap phét va luu trit bao bi cing phu kién bén ngoai khu vuc phau thuat, tai noi sach sé, tranh xa cac vng ban, tia ban hodc khi dung tir dich co thé;

« Luén mang gang tay mdi, chua bi nhiém ban khi thao tac véi bao bi va phu kién. Néu gang tay bi nhiém bén, phéi thay ngay trudc khi tiép tuc thao tac vdi

san pham;

+Dong kin bao bi ngay sau khi ldy d liéu.

Néu bao bi hoac phu kién bi nhiém ban, hay xi Iy theo hudng dan tai muc 15 vé viéc thai bé.

13.1. BAO B VA PHU KIEN KHONG CAN LAM SACH VA KHU KHUAN

-Thi453 g

- Hop dung

-Bo dinAh qung ) )

14. THONG SO KY THUAT

Zetalgin Zetalgin Chromatic

Ty 1é tron bot va nudc 9g:18 ml 9g:18 ml
Thei gian tron 45" 30"
.(r::(: g?:: i:?:i);iaacn trén) 135 1o’
Thei gian trong miéng (phiit) 100" 100"
Thai gian dong* 235" 2'10"
Do phuchéi dan hoi 96% 96%
Kha nang chéng xé (N/mm) 0.7 0.7
Do bién dang khi nén 10% 10%
Thei gian bat dau dong (23°C/ 73°F) 2'25” 220"

Nhiét d va do cting cta nudc co thé anh hudng dén thai gian thao tac [am sang ctia vat liéu. Nudc lanh s& lam cham qua trinh dong; nudc ndng sé lam tang
toc qua trinh dong.

*(ac thai gian dugc dé cap dugc tinh tir lic bat dau tron & 23°C/ 73°F. Nhiét do cao hon sé riit ngan cac thai gian nay, trong khi nhiét do thap hon sé kéo dai
ching.

15. BA0 QUAN, DO GN DINH VA THAI BO

Thiét bi phai dugc st dung trong phong kham nha khoa (co sy té cong hodc tu ¢d day du gidy phép theo quy dinh).

Theo thong tin trong SDS, chat thai phét sinh tir viéc thai bo san pham co thé gy hai vé mét ca hoc cho con nguti va moi trung. Do do, can dugc xi Iy nhu
chat thai nguy hai theo quy dinh dia phuong. Néu bi nhiém ban, thiét bi va dau phai dugc x& Iy nhu chat thai dac biét cd nguy ca nhiém sinh hoc. i véi hudng
dan lién quan dén xt Iy cac bg phan bi nhiém ban, xin xem muc 12.4. Ludn mang gang tay khi thao tac véi thiét bi. Néu thiét bi va dau khong bi nhiém ban,
hay théi bd theo quy dinh hién hanh.

Han st dung ap dung cho bao bi con nquyén ven va dugc bdo quan ding cach. Bao quan san phdm trong hop kin. Dong hop ngay sau khi ldy bot va gitt & nhiét
do tir 5 dén 27°C/ 41-80°F, noi khd rdo va tranh anh séng truc tiép.

16.90 KHUON MAU

« Khi str dung céc san pham khit khudn c6 chia hgp chat ammonium bac bon va cac chat dong cong thiic hiép dong, khuyén cao diic thach cao ngay sau khi
khtt khudn hodc trong vong 24 gi6 ké tir khi Idy ddu. Khi st dung cac san pham khi khuan c6 chia hon hgp con va chdt gidm stic cing bé mat, can dtc thach
cao trong vong 10 gid.

+ D6 méau bang thach cao loai 3 (vi du: Elite Model — Zhermack) hodc loai 4 (vi du: Elite Rock — Zhermack).

17. BAO QUAN DAU DA LAY

Néu khong thé do thach cao ngay, can loai bo phan nudc du va bao quan dau da ldy & nhiét d6 phong (23°C) trong tdi polyethylene sach ¢d khéa kin.



18. GHI CHU QUAN TRONG

Moi thdng tin cung cap dudi bat ky hinh thiic nao, ké ca trong qua trinh thao tac mau, khong thay thé cho hudng dan sir dung. Nguoi van hanh ¢d trach nhiém
kiém tra va dam bao san pham phu hgp véi muc dich st dung du kién.

Nha san xudt khdng chiu tréch nhiém dGi vdi bat ky thiét hai nao, ké ca thiét hai déi véi bén thit ba, phat sinh tir viéc khong tuan tha hudng dan hodc st dung
san pham khong pht hop vdi chiic nang clia né. Trach nhiém clia nha sén xudt trong moi trudng hgp chi gidi han trong gia tri san pham dugc cung cap. Moi su
€6 nghiém trong lién quan dén thiét bi y té phai dugc bao co cho nha sdn xudt va co quan c6 tham quyén lién quan.

Han st dung 3 nam ké tir ngay san xuat.



