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| Product description
The ider of dental implan ural procedural f medical device

as stainless steel and titanium.

Intended use

The prodiuctis a dental procedural device developed for convenient and easy splitand exp jth Kitindludi der,safe
disk, il and chisel in narrow ridge case where implant placementis diffcut

Preservation

Keepina dry place at room temperature without direct sunlight.

How to Prepare Before Use

[1] iti should b pletel f the product status, before using the product.
@ Make sure to clarify any ambiguity regarding the product by contacting the manufacturer before using the product.

© Make sure to inspect patients’ oral health status and establish operational plan based on precise diagnosis before procedure.
O Prepare appropriate procedural devices according to each patient's status.

| Components

© Bone Trimmer
Used to level the bone or set the position of fixture placement.
Recommended rpm: 1,200~10,000rpm

E Modelno. Specification
BTRI6010 @60

NB-RW-IFU-000
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@ @15 Initial Drill
Usedto seta precise hole position and direction in th \gthe bone expander.
Recommended rpm: 1,200rpm

5 Modelno. Specifcation

SFD15 15
© safe Disk
Used forridge cutting.
Recommended rpm: 1,200~2,000rpm
Modelno. Specification
- SAWDO0703N @7 /0357
SAWD1003N @10/ 035T
SAWD1303N o13/035T
SAWDO710N @7 /10T

O Bone Chisel
Used for spltafter bone cutting with safe disk

— Modelno. Specification

BCHI60

© Bone Expander
Used for expansion before fixture placement.
Recommended rpm: 25~35pm

Modelno. Specification

BEXP30 @230
BEXP35 @35
BEXP40 @40
BEXP45 @45
BEXP50 @50

O Ratchet Connector
Used to change dilland expander to torque type.

Modelno. Specification

@ Dill Stopper
Used o adjust the driling depth when using the inal il

Model no. Specification

- SFDS030 230
l SFDS050 250

) I SFDS070 270

| Howto use

@ sterilize th accordingto the i bythe Company

(2] idge bone with until the thickness becomes 3mm at least.

@ Drillthe fxture placement spot on leveled bone o th depth using the twist il

@ Cutthe buccilingual center on th he safe disk

(Use the safe ik to cutthe bone inthe mesial surface part distal surface part and lower part, fnecessary)

@ Splitbetween the cutridges using the bone chisel.
O Expand the ridge by using the b panderina tofitintott

| Notices to use

© Indriling, the hand piece dand pumpi

@ In using the bone trimmer, drill and safe disk, make sure to inject water to reduce the frictional heat with bone.

© The recommended use of bone trimmer s 50 times:

O The recommended use of drillis 50times

© The recommended use of safe disk is 50 times

O Inusing the @13 safe disk, use @7 for areas close to adjacent teeth,

@ The use of b panderis 50times and i que limitis 8ONcm.

© In using the bone chisel, be careful not to apply too much force and break the bone,

| How to Sterilize
@ Because the product is a non-sterilized medical devi apre-vacuumorag lave. (P ot be sterilized
atorabove 170°C(336°F)

@ Before sterilization, the inner wrapper must be removed from the tray. Assembled components must be separated in order to improve the
efficiency of sterilization.

@ Using surgical wrap, wrap the tray, seal with autodlave tape, and sterilze

<Recommended steam sterilization conditions >

CydeType Temperature Pressure B DryTime
T 132°C 2bars
. Pre-vacuum 3minutes 30 mintes
Instrument 270°F 285psi
T 121°C 1bars
srument Gravity! 40 minutes 30 minutes
nstrument 250°F 145 psi
Inorder ly high lization, the use of biological indicators at a regularinterval must be considered.
(Dryheat: hemical sterilzation is not recommended.)
® Minimum time and tions for to reach the sterilzation g level of 10°

2 ff regional or national seriization requirements are strcter than the conditions provided above, they must be followed,

ffthe at i " ded Jasticand bed: 4Tt " b

pl
be adjusted to ensure that the recommended temperatures are not exceeded.

| How to Wash after Use
Surgical tools
@ Afterthe procedure ends, detach allsurgical tools from the tray,sozk them in alcohol, and rinse ther using conventional means,

@ After washing by using distiled water or flowing water and rinsing, remove any traces of blood or foreign objects remaining. Use a syringe or
pipe cleaner for areas that are difficult to wash.

@ Following the instructions of the cleaner r dilute the using tap water and, after ten minutes of ultrasound washing,
rinse using tap water for three minutes.
O Completel using a dry cloth or awarm-air circulator.
KiTtray
© Remove allvisible foreign objects using distiled water or flowing water and a soft brush. For areas that are diffcult to clean, use a syringe or
pipe cleaner.
@ Following the instructions of the cleaner dilute th yme cl using tap water and soak for one minute. Afterwards, using a

softbrush, remove any foreign objects remaining on any part.

@ After washing, rinse for three minutes using tap water to remove the remaining enzyme cleaner.

O Completel, the moisture using a cry cloth or a warm-air circulator.

@ Organize the dry surgical tools in the kit case and sterilize, following the sterilization procedure.
(Atthis time, refer to the colors to make the setup easy.)

| Precaution

(1 Jo! h mpleted education and training courses can use this product.

@ For each patient, a procedure plan must be established, based on a treatment plan after testing and analyzing for whole-body ailments,infec-
tious disease, whether they are receiving ther there is any oral lesion.

@ The surgeon must use the product only after becoming completely familiar with how to use the product and the relevant warnings, and must
select products that fit the treatment plan.

@ Before each procedure, the tools must be examined for wear and tear.

© Any external contact with the surfaces is prohibited.

O Improperselection of the patient or procedure may cause failure of the implant or post-surgical bone loss around the implant.

@ Hydrogen peroxide is prohibited for disinfecti washing, as t could dk discolor the TiN Coating, Laser Markings, or Colors.

| Contraindication

@ Patients with serious intemal ailments: endocrinal ailments such s diabetes or hypertension, circulatory ailments, and ailments related to the
blood, organ,or immune systems

@ Patients receiving high-level radiation treatment for malignant tumors or other reasons.

© Pati h ble jaw relations or ic occlusion:

@ Patients with dry mouths.

© Pt d teeth who mai bad oral health conditions.

(4] d p are atrisk of infection.
@ Pregnant patients.

O Smokers.

@ Patients with blood clotting conditions or with severe cardiac ailments.
@ Chiren aged 16years oryounger

(@ Patients without ordinary wound-healing function.

(® Patients who are taking other drugs.

@ physical and porary use of a g

® P sonally ur  as dueto alcohol addition, drug abus ailments, or mental alments.
P . .

| Side effect

@ Using surgical techniques in a skillul manner minimizes the occurrence of complications.

@ Paresthesia due to nerve damage or ion, nfection, edema, hypodermic bleeding, pain, or opening of the sutures, ulcer n the soft
tissues, and other localized adverse reactions may occur.

@ Localized and general alergic reactions.

Symbol Definifion Symbol Definition

Catdlog Number E]E Consultinstuction for use

Batch Code

Steriized using iradiafion

STERLIZED USNG.

@ Dote of manufacture Beony Prescipfion Only

Prescription only

“ Manufacturer ® Donotre-use

ViN Caufion, consutt accompanying ®
documents

Do not use f package i damaged

Nonsterile C € CEmarking
0120

EUrepreseniaiive

*The product is non-steriized medical device.
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