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Instructions for Use

Astra Tech Implant System® TX
OsseoSpeed™ TX Implants

Description of the System

The Astra Tech implant System TX assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentists/physicians. be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX assortment is designed for replacing one or more missing
teeth in patients to restore chewing function. The patient target group are persons with adult
jaws to whom none of the contraindications apply that are related to dental implantations
Compatibility

The implantis compatible with the restorative assortment of Astra Tech Implant System TX.
The components may only be used together with original products and instruments

All instalments which can be used in combination with a contra-angle handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with 1ISO 1797.

Description of the Product

OsseoSpeed TX implant

The OsseoSpeed TX implant is a screw shaped dental implantwith a
defined surface achieved through gnt blasting, followed by a process
involving a treatment in diluted hydrofluoric aod.

The external coronal portion has minute threading.

There is a conical connection between the implants and the abutments for
a tight and stable connection.

The OsseoSpeed TX implant has an Inner geometry with a conical and
indexing configuration that provides indexing of the corresponding
abutments and instruments.

Different profiles, diameters and lengths of the implants are available
providing versatility according to the thickness and shape of the bone

The packaging of Uie OsseoSpeed TX implant s color-coded according to
implant-abutment connection size

Implant Driver
The Implant Dnver is cotor-coded and has laser markings on the shaft i

according to the implant-abutment connection size. "
The Implant Dnver has depth markings that serve as an onentation.for the tf
correct positioning of the implant.

The Implant Dnver has an internal hexagon that retains tne implanton tne ]

Implant Driver. P
The Implant Dnver has an external hexagon on the shaft to be able to "
transfertorques needed for implant installation.

Purpose (Instruments) 1

Multiple use surgical and restorative Instruments designed forthe
installation, removal and/or replacement of dental implants;-abutments or
dental laboratory products for the purpose of restoring/the patient's
masticatory function. The instruments can be used in two-different
workflows: insertion and removal at the implant level or Insertion and
removal at the abutment level

Intended Use

OsseoSpeed TX Implants

The implants are intended for both one- and two-stage surgical procedures in tne following
situations and with the fallowing clinical protocals:

« Replacing missing teeth in single or multiple;unit applications In the mandible or maxilla.

+ Immediate placement in extraction sites and in situations witn a partially or corrpletely
healed alveolar ndge.

Especially indicated tor use in soft bone applications where implants with other implant
suilace treatments may be less effective

Immediate and early loading for all indications, except in single tooth situations on implants
shoherthan 8 mm or in soft bone (type 4)' where implant stability may be difficult to obtain
and immediate loading may not be.appropriate.

The intended use for OsseoSpeed TX 3.0 S implant is limited to replacement of maxillary
lateral Incisors and mandibular ingisors.

Implant Driver

The Implant Driver is used for picking up the implant from the container, carrying it to the:
implant site and installing the implant.

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see section “Materials")
Recent myocardial infarétion (< 3 months)

Recent cerebrovascular accident

Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression
Active treatment.of malignancy
Severe liver dysfunction
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Florid infection

Drug abuse

Psychiatric lliness

Intravenous bisphosphonate use

Diameter 3 0 implants are notindicated to replace a central incisor, a canine, a premolar or
a molarIn the maxilla, norto replace a canme. apremolar arf a molar in the mandible.

Warnings

Surgery in the oral cavity and oral rehabilitation include-general risks for complications:

Components that accidentiy are dropped in the patient's mouth may be swallowed or
aspirated which can resultin damage to the digestive/respiratory system or dyspnea. Care
must be taken to have control over small devices

Failure to plan and prepare implant site position-and depth correctly can result In harm to
nerves, blood vess”s, teeth, jawbone or maxillary sinus. Itis strongly recommended that
climoans always undergo special training before starting up new treatment methods
Highly angled abutments and small diameter Implants are not recommended for use in the
posterior region

Precautions

v

Pnorto each procedure it rrxjst be ensured that all necessary components, instruments and
materials are available in the required quantities and are fully operational
Position the patient so that the danger of aspiration of components is minimized.
All components that are used inlraoraliy must be secured to prevent aspiration or
swallowing
Improper patient selection/analysis,orfailure to comply with the instaictionsfor use can lead
to failed osseointegration or loss of osseointegratlon
Fracture of mandible may occufin a very atrophic mandible, during surgery or dunng routine
oral function after surgery
Fracture ordamage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions Mastication forces‘and restoration design must therefore be evaluated carefully.
When treatment planning for implantwith 6 mm length consider the widest possible implant,
a two-stage surgical approach and splinting of implants.
Closely monitor the patient for pen-implant bone loss or change in the implants' response to
percussion. Ifthe implant shows greater than 50% bone loss or mobility, consider possible
removal of implant
Routine implant treatment is not recommended until the end of the jawbone growth and for
pregnant women.
Inadequate cooling, incorrect imj*ant site preparation, incorrect Instrument settings or
excessive installation torque can resultin failed implant
If due to unfavorable anatomical conditions, instruments do notfit or cannot be used for
other reasons;.the course of treatment planned with them must not be continued and
alternatives'must be sought
All products intended for single use must not be re-used Failure to observe this precaution
may prevent osseointegration of an implant or cause local or systemic infection.
Bone quality,and quantity, local Infections, disturbed initial healing orpremature loading are
all factors, which may influence implant survival. Successful healing-and osseointegration
may be negatively affected by the following factors

« /nflammations, tumors, abscess or cysts in the Jaw area
Insufficient height and/or width of bone/
Insufficient soft tissue coverage
History of therapeutic radiation in the area
Bone and wound healing disorders (e g. uncontrolled diabetes)
Autoimnxine diseases
Uncontrolled para-functional habits (e g bruxism)
Inadequate oral hygiene
Alcohol abuse
* Smoking

Adveree Reactions

Adverse reactions dunng or after implant treatment'can be:

Allergic or hypersensitivity reactions to matenals-used (see section "Materials’)

Damage to the digestive/respiratory system or'dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or tooth
Harm to jawbone or maxillary sinus
Necrosis due to inadequate cooling or excessive torque
Fractured mandible
Uncontrolled post-operative bleeding (e g..damage to artena lingualis)
Post-operative discomfort such as:
« Edema
+ Hematoma
« Temporary local swelling
« Temporary anesthesia or paresthesia and masticatory impediment
1 Pain
Implant loss
Pennmplantitis
Local or systemic infection
Bone loss as a result of pen-implantitls or mechanical overload
Fracture or damage of implants, heating components, prosthetic conponents or prosthesis
Removal and replacement-ofian implant
Esthetic or functional complications

Subject to change without prior notice.
Other languages are available upon request

Not all products are available in all countnes.
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Instructions for Use

MRI Safety Information

All Astra Tec/1 Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment. They have not been tested for
heating, migration, orimage artifact In the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environment Is unknown. Scanning a patientwho has
such a product may result In patient injury.

Step-by-Step Instructions

Pre-operative planning

Each patient must be carefully evaluated from a general medical and from a dentai/oral point of

view Before any treatment procedure begins, all pathology in the jaws and remaining teeth
must be resolved or be inthe process of healing.

Clinic”, radiographic as well as model analysis, are all essential prerequisites for the
successful implant treatment Pre-operative planning should be based on the e)cec/leb
restorative treatment outcome.

Preparation ofthe implant site
E’Eﬂe the implant site according to chosen surgical procedure and implant size"mplant

NOTE: Fordetails on the drilling process refer to the respective instructions for use IFU-5e04

"Multiple-use Drills' or IFU-6686 "Single Patient Drills".

Implant installation

1 Remove the cap from the outer plastic containerand tear
off the foil that protects the stenle content

25Iide out the sterile inner container onto a stenle area.

3 Remove the cap from the inner container to expose the
implant.

IS

Attach the appropriate Implant Driver to a contra-angle
handpiece

NOTE: To avoid damage to the Implant Dnver use’a
contra-angle handpiece or a driver handle provided with a
hexagon that engages the hexagon on the shaftofthe
Implant Driver

Before picking up the implant, make sure/thatthe Implant
Driver Is fully seated into the implant.

Press downwards to activate carrying function before
picking up the implant.

«o

o

~

Install the Implant with a contrasangle handpiece at low
speed (2S rpm) under profuse irrigation with sterile
physiological saline solution.

NOTE; Do not exceed 36 Ncm when installing the
implant.

If notcompletely seated beforereaching 35 Ncm,
reverse/remove the implantand widen the osteotomy
appropriaty. Itis recommended to have a titanium
forceps available in case the implant driver does not
provide sufficient carryingfunction during the removal
procedure

6. Allow the implant to 'work Its way Into the osteotomy

NOTE; Avoid applying unnecessary pressure.
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9 Release the Implant Driver from the implant
10 Remove the Implant Driver from the contraangle
11. Attach the Implant Driver to a dnver handle.

12. Forthe final seating use a wrench together with the driver
handle.

13. Position the implant at the marginal bone level or slightly below.
Align one of the flat surfaces ofthe Implant Dnyerbuccally to
facilitate optimal placement of me abutments

14 Release the Implant Driver from the implant by shifting it slightly from side to side.

Post-operative care

Instructthe patient regarding the need for regular oral hygiene For the first 7-10 days after the
operation, oral hygiene can be supplemented by a suitable mouth rinse. Mechanical loading of
the implant site should be avoided In the post-operative period. A rellned provisional
restoration can be worn for esthete-purposes.

Follow-up

After treatment Is completed,r.good oral hygiene and regular follow-up examinations are
Important to maintain rieelth.

Delivery - Storage’ » Disposal
Delivery

NOTE:

+ Do notuse the implant Driver if trie blister is damaged

« Inspect sterile packed\products visually for breaches of packaging integrity priorto use. Do
not use the productsiifany breaches of packaging integnty are detected.

> Do not use the implant after the expiraton date, if the sealing foil is damaged or missing or
ifthe container Is damaged.

« Do not use the implant Ifthe container was unintentionally opened before use

i *
Product State of Dellvety Single Use/ Expected UfeUine
[SterllzaUon Multiole Use
Method) p
y Slenle (E-beam .
OsseoSpeed TX implant radiation) Single use 20 years
Implant Driver Non-stenle MultiDle use 20-years

1 Instruments. must be replaced before the indicated number of uses/years is reached if they
are damaaed or dull.

For type and size see product label.

Packaging

OsseoSpeed TX Implant

The packaging compnses of an outer plastic container with a_ cap‘and a foil. Inside the outer
containerthere is another container containing the implant The foil of the outer container
serves as a stenle bamer and the content of the container is sterile (single sterile-barrier
system).

Storage

Store the products, in a dry place, at room temperature;.i.e. 18-25 °C, in the onginal packaging
under conditions normal lor dental practices

Disposal

Fordisposal of Nee packaging and components comply with the currently applicable national
waste disposal regulations In your country

Instruments and components thatwere used in tne patent's mouth may be potentally
infectous and must be disposed of saf*y in containers approved for this purpose.

Class of medical waste in accordance with SanRiN 2.1.3684-21

Used MD - class B;

Unused MD - class A.

Materials

Product Material
OsseoSceed TX imolant Titanium Grade 4 acc. to ASTM-F67
Implant Driver Stainless Steel acc. to ASTM-F899

Cleaning and Sterilization
OsseoSpeed TX implant

Not applicable.
The productis stenle.
The product is for single use only

Subject to change without prior notce.
Other languages are available upon request.

Not all products are available in all countries
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Instructions for Use

Mechanical Procedure

IMPORTANT: Prior to dinical use. all components and instruments delivered non-sterile must
be cleaned, disinfected and sterilized according to ISO 17664 Instruments tnat can be
disassembled must be disassembled for cleaning and may be assembled again for stenlization
only in a dry condition____

Manual pre-cleaning

Coarse soiling mustbe removed immediately (witNn a maximum of two hours) after use with a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations specified by the manufadurer of the cleaning agent must
be observed.

Mechanical processing

Manual pre-cleaning is necessary to ensure efficient mechanical cleaning

Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning. The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutredization agents are to be dosed and used in accordance with the
manufacturers instnjctions. A cleaning program with thermal disinfection (Ao r 3000) is
recommended

Eidier demineralized water or water which satisfies this lev” of punty is recommended for
cleaning.

The mechanical processing method was validated with the following materials and devices
(acc. to ISO 15683 and AAMI TIR 30):

Washer disinfector, type G 7636 CD. Miele & Cie KG, Gutersloh

Cleaning program VARIO TD

Pre-nnsing with cdd water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 mn

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 *C (Ao r 3000)

Drying 30 min at 105 *C

Cleaning agent neodlsher* MediClean forte (0.5 %)/neutralization agent neodisher* Z

(0.1 %), Dr. Weigert, Hamburg

Maintenance

Before stenhzabon, all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion. Particular attention should be paid to design featwes such as
channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products for visibility and readability by inspection with the naked eye.
Check matching components for proper assembly and functionality. Check-products with
movable parts for correct operation. Check pre-mounled components for completeness and
integnty

Dispose of defective products

Sterilization

»

Sterilization is to be performed corresponding to the following scheme:

1 Preparation for steriilzation: Place components in a sterilization,pouch which is legally
marketed (for the US market- FDA-deared) for use with the recommended sterilization
parameters. Ravaging must comply with tfia requirements‘aceording to EN ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilizabon package must have a sterilization indicator and sterilization date

2 Parameters (acc. to ISO 17665, 6N 13060, EN 285 and AAMI TIR 12)

Method Cvcie Temoeratm ExDoam Thne* Div Time

Steam Dynamic air removal 134 ‘C 3min 20 min

IEU") lorevacujm)

Steam Dynamic air removal 132 'C (270 'F) 4 min 20 min
lorevacuum) 135°'C (275 *F1 3 min

Steam Gravity disolecement 121 *C(250*F) 30 min 20 min

* Minimum exposure times, the operasng times are-longerand may vary depending on the
device.

** EU customers are required to use these steam:stenlization parameters

3. Storage: Store the sterilized components dry-and dust-free at room temperature

Documentation

To ensure traceability, we recommend that the removable label on the containeris attached to
the patient record.

Additional Information for Customers

Inform us (Oentsply Sirona) and your campetent authority in the case of notice of life-
threatening incidents or a severe deteporation in health status related to one of our products.

Trademarks

Alltrademarks and company names-are the property of their respective owners. To improve
readability for our customers, Dentsply Sirona Implants does notuse * or ™ in body copy.
However, Dentsply Sirona Implants does not waive any nght to the trademarks and nothing
herein shall be interpreted to the contrary.

' Uekholm U , Zarb G. Patient selection and preparation. In: Tissue integrated prostneses, pp
199-209 Chicago. Quintessence Publ 1985 Lekholm/Zarb, 1985

Transportation Coenditions

For Instruments « Products must be transported and earned with care in accordance with:the
special precaution measures-applying to each type of a medical product, at temperatures
ranging from -30°C to +60*C-and a relevant humidity before 80 %.

For Implants and Prosthtetic components - Products must be transported and earned with care
in accordance with the.special precaution measures applying to each type of a/medical
product, at temperatures ranging from -50*C to +50°C and a relevant humidity befere 80 %
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Operating Conditions

Dental practices and laboratones
Application Area

stomatology. Dental implantology

Shelf Life

Sterile product - 5 years
Non-Sterile product-10 years.

implant System Warranty

For full implant systems warranty information, refer to the-detailed terms and conditions in the
Implant System Warranty leaflet, (ds-worin tu)

Product Availability

ATTENTION: Not all products described in this IFU/rtuy be regulatory
cleared/reieased/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos, or contact the local Dentsply Sirona
sales officefor product availability.

Authorized Representative on.the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid 2, premises 3N
Tel:+7 (495)72510 87

Explanation of Symbols
Symbol

i J Manufacturer and Date of manufacture

|nrH-| Date of:manufacture

Use:by date

Batch Code

lMotl
REF Catalog Number

STERILE R

Sterilized using Irradiation

Do not reuse

Do not restenlize

Do notuse If package is damaged

Consult Instructions for Use

X European conformity (CE) mark

Prescription only:
U.S. Federal law restricts/this|device to sale by or on the order of a
licensed dentst or physiaan-

w"Conly

Medical Device

Single sterile barrier system

Subject to change without prior notice.
Other languages are available upon request.
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Instructions for Use

Astra Tech Implant System® TX
OsseoSpeed™ TX Profile Implants

Description of the System

The Astra Tech Implant System TX assortment comprises dental implants, cover screws,
transmucosal abutrnents, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentisis/physioans, be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX assortmentis designed for replaang one or more missing
teeth in patients to restore chewing function. The pabenttarget group are persons with adult
laws to whom none ofthe contraindicabons apply that are related to dental implantations.
Compatibility

The implantis compabble with the restorative assortment of Astra Tech Implant System Profile
TX and the Healing Abutment and Healing Abutment Uni for OsseoSpeed TX 4.5/50 The
components may only be used together with original products and instruments

All instruments which can be used in combination with a contra-angle handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with 1ISO 1797

Description of the Product

OsseoSpeed TX Profile implant

The OsseoSpeed TX Profile implantis a screw-shaped dental implant with a
defined surface achieved through gnt biastng, followed by a process involving
a treatment in diluted hydrofluoric aod The external coronal portion has
minute threading.

There is a conical connection between the implants and the abutments for a
tight and stable connection

The OsseoSpeed TX Profile implant has an inner geometry with a conical and
indexing configuration that provides indexing of the corresponding abutments
and instruments

The OsseoSpeed TX Profile implant has a sloped design to match a sloped
bone ndge.

Different profiles, diameters and lengths of the implants are available
providing versatility according to the thickness and shape of the bone

Implant Driver Profile

The Implant Driver Profile is marked with a 'P ' for Profile

The Implant Driver Profile has depth markings and a black/fiat surface that
serves as an onentabon for the correct positioning of the implant

The Implant Driver Profile has an internal hexagon that retains the lImplant on
the Implant Driver Profile

The Implant Dnver Profile has an external hexagon on the shaft to be able to
transfer torques needed for implant Installation.

NOTE: The Implant Driver Profile must only be used with OsseoSpeed TX
Profile implants.

Purpose (Instruments)

Multiple use surgical and restorative instruments designed-for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory
products for the purpose ofrestoring the patent's masticatory function. The
Instruments can be used In two different workflows insertion and removal at
the implant level or Insertion and removal at the abutment level

Intended Use

OsseoSpeed TX Profile implants

The implants are intended for both one- and two-stage surgical procedures in the following

situatfons and with the following clinical protocols

* Replaang missing teeth In single or multiple unit applications in the mandible or maxilla

Immediate placement m extraction sites and.in situations with a partially or completely

healed alve”ar ndge.

+ Espeoally indicated for use in soft bone applications where implants with other implant
surface treatments may be less effective.

+« Immediate and early loading for all indications except In single tooth situations in soft bone
(type 4)" where Implant stability may be difficult to obtain and immediate loading may not be
appropriate.

Implant Driver Profile

The Implant Driver Profile is used forpicking up the implant from the container, carrying it to

the implant site and installing the implant.

v

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity-reactions to matenals used (see section 'Uatenals’)
Recent nnyocardial infaretion (< 3 months)

Recent cerebrovascularacadent

Recent cardiac-valvular prosthesis placement

Hemorrhapc diathesis

innmunosuppression

Active treatment/of malignancy
Severe liver dysfunction

Florid infection
Drug abuse
Psychiatric lllness
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Intravenous bisphosphonate use

Warnings

Surgery In the oral cavity and oral rehabilitation include general hsks for complications.

Components that acadently are dropped in the patient'ssmouth may be swallowed or
aspirated which can result in damage to the digestive/respiratory system or dyspnea Care
must be taken to have control over small devices.

Failure to plan and prepare implant site position and depth correctly can result in harm to
nerves, blood vessels, teeth (awbone or maxillary sinus’ Itis stron”y recommended that
cliniaans always undergo speaal training before starting up new treatment methods
Highly angled abutments and small diameter implants are notrecommended for use in the
posterior region

Precautions

Pnorto each procedure It must be ensured thatall necessary components, instruments and
matenals are available in the required quantities’ and are fully operational
Position the patient so that the danger of aspiration of components is minimized.
All components that are used intraorally mustbe secured to prevent aspiration or
swallowing
Improper patient selection/analysis or failure to comply with the Instructions for use can lead
to failed osseointegration or loss of osseointegration.
Fracture of mandible may occur in a\very atrophic mandible, during surgery or dunng routine
oral function after surgery
Fracture or damage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions Mastication forces and restoration design must therefore be evaluated carefully
Closely monitorthe patient for pen-implant bone loss or change in the implants' response to
percussion tfthe implant shows greaterthan 50% bone loss or mobility, consider possible
removal of implant
Routine implant treatment is_ not recommended until the end of the jawbone growth and for
pregnantwomen
Inadequate cooling, incorrect implant site preparation, incorrect Instrument settings or
excessive installation torque can resull in failed implant
If. due to unfavorable anatomical conditions, instruments do notfit or cannot be used for
other reasons, the course of treatment planned vmth them must not be continued and
alternatives must be sought
All products intended for single use must not be re-used Failure to observe this precaution
may prevent osseointegration of an implant or cause local or systemic infection
Bone quality and quantity, local infections, disturbed initial healing or premature loading are
all factors, which-may influence implant survival Successful healing and osseointegration
may be negatively affected by the following factors:

« Inflammations;.tumors, abscess or cysts in the jaw area
Insufficient:height and/or width of bone/
Insufficient soft tissue coverage
History oftherapeutic radiation In the area
Bone and'wound healing disorders (e g. uncontrolled diabetes).
AutoimrTKine diseases
Uncontrolled para-funclional habits (e g bnjxism)
Inadequate oral hygiene
Aicohol abuse
Smoking

Adverse Reactions

Adverse reactions dunng or after implant treatment can be

Allergic or hypersensitivity reactions to matenals used (see section 'Matenals’)

>:Damage to the digeslive/respiratory system or dyspnea-as a consequence of aspirated or

swallowed components
Permanent harm to nerve ortooth
Harm to jawbone or maxillary sinus
Necrosis due to inadequate cooling or excessive torque
Fractured mandible
Uncontrolled post-operative bleeding (e g damage to arterla Nngualis)
Post-operative discomfort such as
« Edema
+ Hematoma
+ Temporary local swelling
+« Temporary anesthesia or paresthesia'and masticatory impediment
« Pain
Implant loss
PenHmplantibs
Local or systemic infection
Bone loss as a result of perlHmplantitis. or mechanical overload
Fracture or damage of implants, heating components, prosthetic components or prosthesis
Removal and replacement of an implant

« Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX-products which remain in the patient's body have not been
evaluated for safety and compatibility m the MR environment They have not been tested for
heating, migration, or image artifact in the MR environment The safety of the Astra Tech

Implant System TX products in.the MR environment Is unknown Scanning a patient who has

such a product may result In patient injury

Subject to change without pnor notice
Other languages are available upon request

Not all products are available in all countries.
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Instructions for Use

Step-by>Step Instructions

Pre-operative planning

Each paUent must be carefully evaluates from a general medical and from a dental/oral point of
view. Before any treatment procedure begins, all pathology In the jaws and remaining teeth
must be resolved or be in the process of healing.

Clinical, radiographic as well as model analysis, are all essential prerequisites for the
successful implant treatment. Pre-operative planning should be based on the expected
restorative treatment outcome.

Preparation of the implant site

Prepare the implant site according to chosen surgical procedure and Implant size/Implant
design.
NOTE: Fordetails on the drilling process referto Uie respective instructions for use IFU-5604
"Multpie-use Drills" or IFU-6686 "Single Patient Dhlls".

Implantinstallation

1 Remove the cap from the outer i*astic container and tear off the foil
that protects the sterile content.

2. Slide out the stenie inner container onto a sterile area.

3. Remove the cap from the inner containerto expose ffie
implant.

4. Attach the appropriate Inpiant Driver Profile to a contra-
angle handpiece

NOTE: To avoid damage to the Implant Driver Profile use a

contra-angle handpece or a driver handle provided with'a

hexagon that engages the hexagon on the shaft of the

litjilanIDnver Profile. R

5. Align ffie blackflat marking on Implant Driver Profile' with

the most apical point of the implant slope

Before picking up the Implant, make sure that the Implant

Driver Profile is fully seated into the implant.

Press downwards to activate carrying function before

picking up the Implant.

. Install the implantwith a contra-angle handpiece at low
speed (25 rpm) under profuse imgation'with sterile
physiological saline solution.

o

~

©

NOTE: Do not exceed 35 Ncm when installing the implant.

If not completely seated before reaching 35 Ncm,
reverse/remove the implant and widen the osteotomy
appropriately. Itis recommended to-have a titanium brceps
available in case the Implant driver'does not provide sufficient
carrying function during Uie removal procedure.

9. Allow the implant to work its way into the osteotomy.

N OtE: Avoid applying unnecessary pressure

10. Release the Implant Driver-Profile from the implant

11 Remove the Implant Driver/Profile from the contra-angle

12. Attach the Implant Driver Profile to a driver handle.

13. Forthe final seating,use-a wrench together with the driver
handle.

14. Align the black/flatmarking on the Implant Driver Profile
with the mosl apical‘point of the implant slope to facilitate
optimal placementefthe Implant

15. Position the implant at'the marginal bone level or slightly
below.

NOTE; Itis importantto realize that a full 360" turn is equal to

a 0.6 mm change in vertical position.

CEl

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimulants.com
www.dentsolvsirona.com

Pernctparma MU 8 Pocangpasranzope
www.nevacert.ru | info@nevacert.ru

16 Release the Implant Driver Profile by lifting it gently from the implant

Post-operative care

Instruct the patient regarding the need for regular oral hygiene. Forthe first 7-10 days after the
operation, oral hygiene can be supffemented by a suitable mouth nnse Mechanical loading of
the implant site should be avoided in the post-operabve period A:relined provisional
restoralon can be worn for esthetic purposes

Foilow-up

After treatment is campleled, good oral hygiene and regularfollow-up examinations are
important to maintain health

Delivery - Storage - Disposal

Delivery

note" s

+ Do notuse the Implant Driver Profile if the blister Is'<damaged

+ Inspect stenie packed products visually for breaches.of packaging integrity prior to use Do
not use the products if any breaches of packagingrintegrity are detected

+ Do notuse the Implant after the expiration date, ifthe sealing foil is damaged or missing or if
the container is damaged

Do notuse the implant if the container was uninteitionally opened before use.

Product

State of Delivery. Expected Ufetime*

(StertHzatlon alng_lel Usef

Mel‘hod) uttiple Use
OsseoSpeed TX Profile Stenie (E-beam Single use 20 years
imolan| radiation!
Implant Driver Profile Non-sterile MultiDle use 20 vears

' Instruments must be replaced before'the’Indicated number of uses/years is reached if they
are damaoed or dull.

For type and size see product label.

Packaging

OsseoSpeed TX Profrie implant

The packaging comprises of an outer plastic container with a cap and a fol. Inside the plastic
containerthere is another containercontaining the implant The foil ofthe outer container
serves as a sterile barrier andthe content of the container is sterile (single stenie-barner
system).

Storage

Store ffie products, in a dry-place, at room temperature, i.e. 18-25 °C, in the original packaging
under conditions normal,for dental practices

Disposal

Fordisposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country

Instruments and compenents thatwere used in the patient's mouth may be potentially
infectous and must-be-disposed of safely in containers approved for this purpose.

Class of medical waste in accordance with SanPIN 2.1.3684-21 -

Used UD - class.B;

Unused M D -classA"

Materials

Product
OsseoSoeed TX Profile implant
Imolant Driver Profile

Material
Titanium Grade 4 acc toASTM-F67
Stainless Steel acc. to ASTM-F899

Cleaning and sterilization
OsseoSpeed TX Profile irnplant

Not applicable
Thesproductis sterile.
The product Is single use only.

Mechanical Procedure

IMPORTANT; Prior to clinical use, all components and instruments delivered non-sterile must
be cleaned, disinfected and stenlized according to ISO 17664. Instruments that can be
disassembled must be disassembled for cleaning and may-be assembled again for sterilization
only in a dry OTnd”on.
Manual pre-cleaning
Coarse soiling must be removed immediately (within a-maximum of two hours) after use with a
soft nylon brush until visibly clean
Ultrasonic cleaning
The action times and concentrations specified by.the manufacturer of the cleaning agent must
be obsen/ed.
Mechanical processing
Manual pre-deaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning. The instructions froam_thesmanufacturer of the washer disinfector must be
followed Cleaning and neutralization agents are to be dosed and used in accordance with the
manufacturer's instructions. A cleaning program with thermal disinfection (Ao 2 3000) is
recommended.
Either demineralized water or water which'satisfies this level of purity is recommended for
cleaning.
The mechanical processing method-was validated with the following matehals and devices
(acc. to ISO 15883 and AAMI TIR 30)
+ Washer disinfector, type G 7836 CD, Miele S Cie. KG, Gutersloh
* Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 mm from 45-55 'C

Neutralizaticm 6 min

Intermediate rinsing with celd water 3 min
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Instructions for Use

Thermal disinfection 5 min at 90 "C (Ao r 3000)

Drying 30 min at 105 'C

* Cleaning agentneodisher* UediClean forte (0.5 %)/nejtralization agent neodisher* Z
(0.1 %), Dr Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for visible soil,

impairments and/or corrosion. Particular attentiixi should be paid to design features such as

channels, Uind holes, threads, und”~cuts and mating surfaces.

Check all markings on products for visibility and readability by inspection with the naked eye

Check matching components for properassembly and functionality. Check products with

movable parts for correct operation. Check pre-mounled components for completeness and

integnty.

Dispose of defective products.

Sterilization

Sterilization is to be performed corresponding to the following scheme

1 Preparation for sterilization; Place components in a stenlization pouch which is legally
maiiteted (for the US market. FDA-cleared) for use with the recommended sterilization
parameters. Packaging must comply with the requirements according to EN ISO 11607,
ANSI/AAMI ST79 and aAMI T1R12.
Every sterilization package must have a sterilization indicator and sterilization date

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method CvOe rem M nitur* Exposure Time* OnvTime

Steam Dynamic air removal 134 X 3 min 20 mm

EU" ) fprevacuum)

Steam Dynamic air removal 132 "C (270 *F) 4 min 20 min
forevacuum) 135 X (275'F) 3 min

Steam Gravitv displacement 121 X (250 *F1 30 min 20 mm

* Minimum exposure times, the operating times are longer and may vary depending on the
device.

** EU customers are required to use these steam sterilization parameters.

3 Storage: Store the sterilized components dry and dust-free at room temperature;

Documentation

To ensure traceability, we recommend that the removable label on the container is attached to
the patient record.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice of life-
threatening Incidents or a severe deterioration in health status related:to one of our products.
Trademarks

All trademarks and company names are the property of their respective owners. To improve
readablity for our customers, Dentsply Sirona Implants does notluse* o r i n body copy.
However, Dentsply Sirona Implants does not waive any rightto thetrademarks and nothing
herein shall be interpreted to the contrary

' Lekholm U., Zarb G Patient selection and preparation:in: Tissue integrated prostheses, pp
199-209. Chicago: Quintessence Pubi 1985 LekholnVZarb, 1985
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Transportation Conditions

For Instruments - Products must be transported and earned with care in accordance with the
special precaution measures applying to each type of a medical.product, attemperatures
ranging from -30°C to «-eO'C and a relevant humidity before 80 %.

For Implants and Prosthtetic components - Products must be transported and earned with care
in accordance with the speoal precaution measures applying to'each type of a medical
product, at temperatures ranging from -50*C to +50*C and a relevant humidity before 80 %.

Operating Conditions

Dental practices and laboratories
Application Area

Stomatology. Dental implantology.

Shelf Life

Sterile product - 5 years
Non-Sterle product -10 years.

Implant System Warranty

For full implant systems warranty information;.refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (ds worid ru)

Product Availability

ATTENTION; Not all products described'in this IFU may be regulatory
cleared/released/licensed In all markets. See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115036, Moscow, Ovchinnikovskaya embankment, 18/1, bid 2. premises 3N
Tel:-*7 (495) 725 10 87

Explanation of Symbols
Symbol

i J Manufacturer
Date of manufacture

Use-by date

Batch Code

ILOT,

REF Catalog Number
STEMLE' R

Sterilized using irradiation

Do not reuse

Do not resterilize

Non-sterile

Do not use if package'is damaged

Consult Instmctions for Use

European conformity (CE) mark
Presalption only;

U S. Federal law restnets this device to sale by or on ffie order of a
»Only licensed dentist or physician.

Ivo |

Medical Device

Single sterile barrier system
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Instructions for Use

Astra Tech Implant System® TX
Repair Instruments

Description of the System

Ttie Astra Tech implant System TX assortment composes dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetc
instruments

Intended Users

Users must be licensed dentists/physioans. be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Irtplant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult jaws to
whom [tone of the contraindications apply that are related to dental implantations
Compatibility

The products are compatible with the Astra Tech Implant System TX assortment T>e
components may only be used together with original products aix| instruments

All instruments which can be used in combination with a contra-angle or handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with ISO 1797

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, remoyval and/or
replacement of dental implants, abutments or dental laboratory products tor the purpose of
restonng the patient's masticatory functon. The instruments can be used In two different
workflows Insertion and removal at the Implant level or insertion and removal at the abutment
level.

Intended Use

The Repair Instruments are used to remove screw fragments In theimplant/abutment orto
remove the implant/abutment.

Guiding Cylinder

The Guiding Cylinder Is used >n combination with the Guiding Cylinder Handle to guide the
instruments into the center of the abutment screw fragment in the implant

Guiding Cylinder Uni Abutment

The Guiding Cylinder Uni Abutment is used in combination with the Guiding Cylinder Handle to
guide the instruments into the center of the badge screw fragment inithe Uni Abutment.
Guiding Cylinder Handle

The Guiding Cylinder Handle is an adjustable handle for the Guiding Cylinders

Screw Extractor

The Screw Extractor is used for removal of abutment screw fragments

Thread Cleaner

The Thread Cleaneris used for deaning of threads internallyiin-an implant/abutment
Fragment Drill

The Fragment Dnll is used for creating an indentation in the.abutment screw/bndge saew
fragment

Implant Retriever

The Implant Retnever is used for removal of damaged implants or implants with damaged
internal threads.

Trephine Drill

The Trephine Dnll is used for removal of partly or fully osseointegrated implants

Removal Tool

The Removal Tool is used for removal of UniAbutments with rerrxival grooves.

Abutment Adapter

The Abutment Adapter is used tar removal of UniAbutments without removal grooves

Uni Abutment Retriever

The Uni Abutment Retneveris used for removal of Uni Abutments with damaged internal
threads orforremoval of damaged Uni Abutments in TX implants or implants carrying the EV
connection

Indications

Complications after Implant treatment of partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to matenals used (see section ‘Matenals')

Warnings

Surgery m the oral cavity and'oral,rehabilitation include general nsks for complications.

* The lege artis restoration ofthe implant may not be possible because of damage at'the

implant interface, and the implant must be explanted

The preparabon of the thread may not be possible and therefore the prosthetic restoration

cannot be preserved

Components that accidently are dropped In the patient's nxiuth may be swallowed or

aspirated which can result in damage to the dlgestive/respiratory system or dyspnea
Care must be taken to have control over small devices

Necessity of expiantation of the implant after breakage of Instruments and associated

damage to anatomieal structures

Slipping of insttuments which may damage the surrounding structures

v

Jammed/broken.instruments

Precautions

* Pnorto each:procedure it must be ensured that all necessary components. Instruments ar>d
matenals‘are available in the required quantises and are fully operauanal
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Posibon the pabeni so that the danger of aspiration of components is minimized

All components that are used intraorally must be secured to_prevent aspiration or
swallowing.

Dunng preparation with dnils the recommended speed, which is in the range of the
maximum speed, mustbe used The maximum speed.must not be exceeded and also the
speed must not be reduced to an excessively slow level

Fracture of mandible may occur In a very atrophic.mandible, during surgery or dunng roubne
oral funcUon after surgery.

If, due to unfavorable anatomical condibons. instruments do notfit or cannot be used for
other reasons, the course of treatment planned-with them must not be conhnued and
alternabves must be sought.

All products intended for single use must not'be.re-used Failure to observe this precaution
may cause a loss of accuracy and precision.of the Instruments through to fractures of the
Instruments

Products Intended for manual use shall notbe used together with a contraangle handpiece

Schedule sutflaent time for careful use a:the repair instmments

Adequate space should be ensured around the implant to be repaired.

Replace dull dnils immediately.

Where the repair Is not successful (e.g breakage of an instrument), a trephine dnll adjusted
to the diameter of the implant should be keptready for expiantation of the Implant

Adverse Reactions

Adverse reactions during or after the treatment can be

Allergic or hypersensibvity reacbons to matenals used (see section 'Matenals')

Damage to the digesbve/respiratory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or.tooth

Harm to jawbone or maxillary‘sinus

Necrosis due to inadequate‘coding or excessive torque

Fractured mandible
* Uncontrolled post-operative deeding (e g . damage to artena imgualis)
Post-operative discomfort such as
« Edema
* Hematoma
« Temporary local swelling
« Temporary anesthesia or paresthesia and masbcatory impediment
« Pain

Implant loss

Local or system¢c mfechon

Fracture or‘damage of implants
Esthetic oFfuncbonal complicabons
MRI Safety Information

Not appillcable for the Repair Instruments

Step-by-Step Instructions

v

Max. Speed
hstrument Max. Toraue

natnim eitts to remove «crew fraaim nts

The Guiding Cylinderis used to guide the
nstruments into the center of the abutment
screw fragment and protects the intemal
breads m the implant

The cylinders are marked with diameter

The Guiding Cylinder Uni Abutment is used
to guide the instruments Into the center of the
bndge screw fragmentin the Uni Abutment
The cylinders are marked with Uni and angle
The Guiding Cylinder Handle Is an
adjustable handle for the Guiding Cylinders

The Fragment Drill is used for creabng an
indentation in the abutment screw/bndge
screw fragment

The dnils are marked with diameter

1500 rpm

Subject to change withoutprior nobce.
Otherlanguages are available upon request

Not all products are available in all countries.

Dentsply
Sirona

Implants

Status of information.
IFU 5610-EN-RU Rev 2024-02

1(6)



Instructions for Use

The Screw Extractor is used fa the removal
of abutment saew fragments

The Screw Extractor Is marked with a
diameter The instrument is for manual use
only and Is used toge”~er with a surgical
driver handle

nstnjments to clean Internal thraacia

The Thread Cleaneris used for cleaning of
nternai threads in an implant/abutment.

The Thread Cleaneris marked with the thread
size The instrument ISfa manual use only
and Is used together with a restorabve driver
landle.

natrumants to remove Implants

The Impdnt Retriever is used for removal of
damaged Implants orimplants with damaged
nternai threads.

The Trephine Drill is used for the removal of
partly or fully osseointegrated implants

The Trephine Drills are marked accwding to
the implant size.

The Trephine Drill for 0 3.0 is marked with
diameter and length and has laser- edged
depth markings corresponding to the
1espective implantlengths (6-17 mm).

The Trephine Drills for0 3.5, 0 40and 0 50
are marked with diameter and have slots that
serve as depth indication.

nttrumenta to ninovo abutmonta

The Removal Tool is used for the removal of
UniAbutments wtfh removal grooves

The Abutment Adapteris used for removal of
UniAbutments without removal grooves.

The Abutment Adapter is delivered with-an O-
-ing Replace the 0-rirtg if it loses Its
Functionality

The Uni Abutment Retriever Is.used for
1emoval of Uni Abutments with damaged
ntemal threads or for removal-of damaged Uni
Abutments in TX implants or.implants carrying
the EV connection.

CEi
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300 rpm

Abutmentscrew fracture in an implant

Abutment saew fractures may occur in implants when unfavorable stress or forces are
applied

Option Repair Procedure Implant Level

1 -raoment Fork «Thread Cleaner

2 -raament Dnll « Fragment Fork «Thread Cleaner

3 -raament Dnll « Screw Extractor «Thread Cleaner

4 Remove imolant with Imolant Retnever or T reohme Drill

Guiding Cylinder

1. Attach the Guiding Cylinderto the Guiding Cylinder
Handle

2. Positicxi the Guiding Cylinder In the implantand holdit

NOTE; Ensure that the Guiding Cylinder is aligned
with the vertical axis of the implant throughoutthe
whole procedure.
3. Use the Guiding Cylinder to guide the Fragment Drill or
Fragment Fork when removing abutment serew
fragments in the implants

NOTE:

« Ifthe saew fragment cannot besremoved with Option 1, go to Option 2 and use the
Fragment Drill to make an'indentaton Inthe saew fragment for the Fragment Fork.

« If the screw fragment cannotbe removed with Option 2, go to Option 3 and use the
Fragment Dnll to make a full depth indentation in the screw fragment for the Screw
Extractor.

Thread Cleaner

1. Attach the appropriate Thread Cleaner to a restorative
dnver handle.

2. Insertthe Thread Qeaner carefully into the implant
Make sure to engage.itproperly in the threads.

3. Work intermittently thejentire length of the thread, about
halfofaturn ata time. Turn the Thread Cleaner back in
between to clean the threads and remove possible
fragments

Fragment Drill

1. Attach the’Fragment Drill to a contra-angle handpiece

2 Positon thesFragment Dnll in the Guiding Cylinder.

3 Start drilling counterclockwise with the Fragment Drill
through the Guiding Cylinderat a maximum speed of
1500 rpm under profuse irrigabon with stehle
physiological saline solubon.

rToTE: Ensure that the Indentation is centered in the
saew fragment.
4, Work intermittently with the Fragment Dnll and reverse m
between to clean out possible fragments

Stop drilling when a small cavity/indentation is created in
the saew fragment.

9

NOTE: Wien using Option 3. drill genby unbi a full depth cavity is created in ffie screw
fragment The drill limitis reached when the upperiend ofithe black marking is in line with the
upperend of the Guiding Cylinder.
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Instructions for Use

Screw Extractor
1 Attach the Screw Extractor to a surgical anver handle.
NOTE: Make sure thatthe Screw Extractoris

correctly placed into the handle The hexagonal part
of the shaft shall be fully inserted into the handle

2 Position the Screw Extractor in the implant

3 Turn the Saew Extractor manually counterclockwise
into the screw fragment (without the Guiding Cylinder).

4 Use a torque wrench and turn counteraockwise to
remove the screw fragment.
Maintain downward pressure on the Screw Extractor.

NOTE; If the screw fragment cannot be rentoved, remove the implant.

Removal of an implant

If all other methods to remove an abutment screw fragment are unsuccessful, use the Implant
Retriever or the Trephine Drill to remove the implant.

NOTE;

+ Use the Implant Retriever for the removal of damaged implants or implants with damaged
internal threads

® Use the Trephine Drill for me removal of partly or fully osseomtegrated implants.
Implant Retriever

1 Position the Implant Retriever in Uie threaded area of
the implant

2. Turn counterclockwise while pressing the Irrplant
Retriever down until the Implant Retriever sticks in
position.

NOTE: In situations where only a short part of the
screw hole remains, it may be difficult to achieve
enough friction. In such cases, cut or grind off some
ofthe instrument tip and try again

3. Attadi either an open-end wrench or a restorative
dnver handle together with a torque wrench to the
Implant Retriever.

4. Continue rotating counterclockwise while maintaining
a downward pressure until the implant starts to rotate.

5. Continue until the implantis out of the bone

Trephine Drill

If all other methods to remove a screw fracturefan implant are unsuccesstjl, a final option is to
use a Trephine Drill.

IMraRTANT; ftiis procedure should be-used at the lowest possible speed ui*er profuse
irrigatron and with the b o~ exposed for optimal visibility.

1 Selectthe approphate Trephine Drill.
2. Attach the Trephine Onll to a contra-angle handpiece

CE
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Position the Trephine Drill over the implant.

Start drilling at the lowest possible speed (max. 300 rpm)
under profuse irrigation with sterile physiological saline
solution

Make sure to follow the axis of the implant.

. Stop drilling when the top ofthe implant reaches the
appropnate depth marking on the Trephine Drill

Remove the implant with a pair of forceps.

>

o

o

Bridge screw fracture in an abutment

Bridge saew fractures may occur in abutments when unfavorable stress or forces are applied.
There are different opfacfis to remove a bndge screw.fragment in an abutment,

Dotlon Rtoalr Procedure Abutment Level

1 -raoment Fork -+ Thread Cleaner

2 -raoment Drill -+ Fraoment Fork - « Thread Cleaner

3 Remove abutment with Removal Tool, Abutment Adapter or Uni Abutment
Retriever

Guiding Cylinder Uni Abutment

Attach the Guiding Cylinder Uni Abutment to the
Guiding Cylinder Handle

[

N

Place the Guiding Cylinder Urn Abutment onto the
Uni Abutment and hold it firmly
NOTE: Ensure that the Guiding-Cylinder Uni
Abutment is aligned with the vertical axis of
the abutment throughout the whole procedure.

w

. Use the Guiding Cylinder Urn"Abutmentto guide the
Fragment Drill or Fragment Fork'when removing
bridge screw fragments in'the " Uni Abutment.

NOTE:

« Ifthe screw fragment cannot be removed with Option 1, go to Option 2 and use the
Fragment Drill'to ' make an indentation in the saew fragment for the Fragment Fork

« Ifthe saew fragment cannot be removed with Option 2, go to Option 3 and remove the
abutment using the Removal Tool, Abutment Adapter or the Uni Abutment Retriever

Thread Cleaner

1. Attach the appropriate Thread Cleanerto a
restorative driver handle,

2. Insertthe Thread Cleaner carefully into the saew
hole::Make sure to engage it properiy in the
threads.

3. Work.intermittently the entire length of the threed,
about half of a turn at a time. Turn the Thread
Cleaner beck in between to dean the threads and
remove possible fragments.

Eragment Drill
1. Attach the Fragment Drill to a contraangie
handpiece.

2. Position the Fragment Drill in the Guiding Cylinder,
Uni Abutment.

3. Startdniling counterclockwise with the Fragment
Drill through the Guiding Cylinder Uni Abutment-at
a maximum speed of 1500 rpm under profuse
irrigation with sterile physiological saline solution
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Instructions for Use

NOTE: Ensure that the indentation Is centered in the
screw fragment.

>

Work intermittently with the Fragment Drill and
reverse in between to dean out possible
fragments

. Stop dniling when a small cavity/indentation is
created in the screw fragment

o

Removal of Uni Abutments

If all other methods to remove a bndge screw fragment are unsuccessful, a final option is to
use the Removal Tool, Abutment Adapterorthe Uni Abutment Retneverto remove the
abutment.

NOTE;

> Use the Removal Tool for the removal of undamaged Uni Abutments with removal grooves.

+ Use the Abutment Adapter for the removal of undamaged Uni Abutments without removal
grooves.

Use the Uni Abutment Retriever to remove Uni Abutments with damaged internal threads or

damaged Uni Abutments in TX implants or implants carrying the EV connection.

Removal Tool
. Position the Removal Tool on the abutment

NOTE: Make sure that the ridges in the Removal
Tool are seated properly and engage the removal
grooves In the abutment.

-

2. Tighten the screw with a hex dnvw.

3 Attach either an open-end wrendi or a restorative
driver riandle together with a torque wrench to the
Removal Tod.

4. Turn counterclockwise with a frm, short
movement to release the abutment

5. When the abutmentis loose, unscrew it manually.

6. Loosen the screw of the Removal Tod to renwve the
abutn”nt.

Abutment Adapter

1 Adjustthe lo” nut of the Abutment Adapteruntil a
gap is viside between the 0-rir>g and the metal (1-2
mm).

2. Mountthe Abutment Adapter.tothe abutment using
finger force (5-10 Ncm).

NOTE: Make sure to maintain.the gap while mounting
the Abutment Adapter to the.abutment.

Do notcompress the 0-ring:

CEl
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Attach an open-end wrench to the lock nut.

. Attach a ratchet wrench in the "IN’ position to the
Abutment Adapter head

. Tighten the Abutment Adapter by moving the two

instruments towards each other

~

o

o

When the Abutment Adapter is tightened, turn the
open-end wrench attached to the lock nut
counterclockwise with a firm, short rrxivement to
release the abutment.

7. When the abutment is loose, unscrew it manually

©

Use an open-end wrench togetherwith a ratchet

wrench to remove the abutment from the Abutment

Adapter.

Attach an open-end wrench'to.the lock nut on the

Abutment Adapter.

10. Attach a ratchetwrench in "OUT" position to the
Abutment Adapter head

11. Loosen the Abutment/Adapter by moving tfie

instruments away from each other.

©

Uni Abutment Retriever
1. Position the Uni Abutment Retriever in the threaded
hole of the abutment

2. Turn counterclockwise while pressing down until the
Uni Abutment Retneverfriction fits in the threads.

NOTE:In situatons where only a short part of the screw
hole remains, it may be difficult to achieve enough
friction:-In such cases, cut or gnnd off some of the
instrument tip and try again.

3 Attach either an open-end wrench or a restorative
driver haniSe together with a torque wrench to the Uni
Abutment Retriever.

4 Contnue rotating counterclockwise while
maintaining a downward pressure unti the abutment
loosens.

5. Continue manually until the abutmentis completely
removed.

Subject to change without prior notice.
Other languages are available upon request.

Dentsply
Sirona

Implants

Not all products are available In all countries.

Status of information.
IFU 5610-EN-RU Rev. 2024-02

4(6)



Instructions for Use

Follow-up

After treatment is completed, good oral hygiene and regular follow-up examinations are
Important to maintain health

Delivery « Storage - Disposal
Delivery

Product State of Delivery Single Um /  Expected Lifetime

Multiple Use  [number
uses/vearsi*

Guidino Cylinder Non-stenle Single use 1 use
Guidino Cvimder Uni Aputment Non-stenle Single use 1use
Guidmo Cylinder Handle Non-stenle Multiple use 20 years
Fraament Fork Non-stenle Single use 1 use
Screw Extractor Non-stenle Single use 1use
Thread Cleaner Non-stenle Single use 1use
Fraameni Drill Non-stenle Single use 1 use
Trephine Dnll Non-stenle Single use 1luse
impiani Retriever Non-stenle Multiple use 20 years
Removal Tool Non-stenle Multiple use 20 years
Abutment Adapter Non-slenie Multiple use 20 years"
Uni Abutment Retnever Non-sienle Multiple use 20 years

* Instruments must be replaced before the indicated number of uses/years is reached if they
are damaged or dull.

*' Ifthe 0-ring Is lost or damaged, a new ring must be installed before further use of.the
instrument

For type and size see product lefiel.

NOtE: Do not use the products If the packaging is damaged

Storage

Store the products, lh a dry place, atroom tenperature. i e 18-25 *C, in the onginal packaging
urtder conditions normal for dental practices

Disposal

For disposal of the packaging and components comply with the cumently applicaple national
waste disposal regulators In your country

Instruments and components that were used in the patient's mouth may be potentally
infectious and must be disposed of safely in containers approved tor this purpose

Dispose of sharps immediately after use in designated puncture-proof containers according to
ISO 23907-1 to prevent mfecton and injury.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B: Unused MD-class A.

Materials

Product Material

Guiding Cylinder Stainless Steel acc toASTM-F899

Guiding Cylinder Uni Abutment Stainless Steel acc_toASTM-F899

Guiding Cylinder Handle Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899, Tungsten-
Carbide

Stainless Steel.acc.ito ASTM-F899

Stainless Steel acc. to ASTM-F899

Stainless Steel accuto ASTM-F899, Tungsten-
Carbide

Stainless Steellacc. to ASTM-F899

Stainless Steel acc. to ASTM-F899
Stainless’Steel acc. to ASTM-F899
Titaniumalloy acc. to ASTM-B348.

Stainless Steel acc. to ASTM-F899, EPOM
IEtnvlene Proovlene Diene Monomer!
Stainless Steel acc. to ASTM-F899

Fragment Fork

Screw Extractor
Thread Cleaner

Fragment Drill

Trephine Drill
Implant Retnever
Removal Tool

Abutment Adapter
Uni Abutment Retnever

Cleaning and Sterilization

IMPORTANT:

Pnorto clinical use, all components and‘instruments delivered non-stenle must be cleaned,
disinfected and sterilized according to ISO ' 17664.

Instruments that can be disassembled must be disassembled for cleaning and may be
assembled again tor sterilization onlysin-a-dry condition

v

Ensure the functionality of the O-nng mounted on the Abutment Adapter following the
stenlizaton immediately prior to treatment

If the 0-ring Is lost or damaged, a/new ring must be installed before further use of the
instrument

Manual pre-cleaning

Coarse soiling mustbe removed immediately (within a maximum of two hours) after use with-a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the cleaning agent must
be observed

Mechanical processing

Manual pre-deaning is necessary to ensure effioent mechanical cleaning.

Suitable washer disinfectors.as well as cleaning and neutralizaton agents are to be used for
mechanical cleaning Theinstructions from the manufacturer of the washer disinfecter must be
followed Cleaning and-neutralization agents are to be dosed and used in accordance with the
manufacturer's instruetions A cleaning program with thermal disinfection (Ao r3000) is
recommended

Either demineralized-water or water which satisfies this level of punty is recommended for
cleaning.

The mechanical processing method was validated with the following materials and devices
(acc. to 1SO 15883 and AAMI TIR 30)

« Washer disinfector, type G 7836 CD, Miele & Cie. KG. Gutersloh

« Cleaning program VARIO TD

Ce
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Pre-rinsing with cold water 4 min
Cleaning 10 min from 45-55 °C
Neutralization 6 min
Intermediate rinsing with cold water 3 min
Thermal disinfection 5 min at 90 'C (AO r 3000)
Drying 30 min at 105 'C
« Cleaning agent neodisher* MediClean forte (0.5 %)/neuVaiization agent neodisher* Z
(0.1 %), Dr. Weigeri, Hamburg.
Maintenance
Before steniization. ail products should be inspected with the lnaked eye for visible soil,
impairments and/or corrosion. Particular attention should be paid to design features such as
channels, blind holes, threads, undercuts and ntating surfaces
Check all markings on products for visibility and readability by inspection with the naked eye.
Check matching components for proper assembly and functionality. Check products with
movable pans for correct operation Check pre-mounted components tor completeness and
integnly.
Dispose of defective products.
Sterilization
Sterilization Is to be performed corresponding to the following scheme.
Preparation for sterilization; Place componghts.in a steniization pouch which is legally
marketed (for the US market: FDA-cleared) loriuse with the recommended steniization
parameters. Packaging must comply with the“requirements according to EN ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12
Every sterilization package must have a sterilization indicator and steniization date.
2. Parameters (acc to ISO 17665. EN 13060, EN 285 and AAMI TIR12)

[

Method Cycle Tlemoeratm IExposura Time* Dry Time

Steam Dynamic air removal 134 £C b nun 20 min

(EU") (prevacuuml

Steam Dynamic air removal 132‘C(270'F) Mmin 20 min
fprevacuum! 135 *C (275 °F) 13 min

Steam Gravitv displacement 121 *C (250“F) bo min 20 min

' Minimum exposure times, the operating:times are longer and may vary depending on the
device.

" EU customers are required to.use these steam sterilization parameters

3. Storage: Store the sterilized:components dry and dust-free at room temperature.
Additional informatign for Customers

Inform us (Dentsply Sirona) and“your competent authority m the case of notice of life-
threatening incidents or a severe detenoration in health status related to one of our products
Trademarks

Alltrademarks and company names are the properly of their respective owners To improve
readability for our customers, Dentsply Sirona Implants does notuse * or ™ in body copy.
However. Dentsply Sirona Inplants does notwaive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary.

Transportation Conditions

Products must be transported and earned with care in accordance with the speoal precaution
measures applying to each type ofa medical product, at temperatures ranging from -30*C to
+e0*C and a rfevant humidity before 80 %.

Operating Conditions

Dental practices and laboratories.

Appiication Area

Stomatology. Dental implantology

SheifLife

Non-Stenle product-10 years.

impiant System Warranty

Forfull implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (ds-wortri.n.)

Product Avaiiability

ATTENTION: Not all products desenbed in this IFU may be regulatory
cleared/released/licensed in all markets. See currentproduct catalog and brochures for
product assortment and representative product photos orcontact the local Dentsply Sirona
sales office for product availability

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1. bid.2, premises 3N
Tel .*7 (495) 72510 87

Subject to change without.poor notice.
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Explanation of Symbols
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Do not use if package is damaged

Consult instrucbons for Use
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ce/c €l
Conly

MO

Prescripton only:
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Instructions for Use

Astra Tech Implant System' TX
Direct Abutment API™ kit

Description of the System

The Astra Tech Implant System TX assortmentcompnses dental implants, cover saews,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instmments.

Intended Users

Users must be licensed dentists/physicians or dental technicians, be trained In implant
dentistry and should be familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function. The patient target group are persons with adultjaws to
whom none of Nee coniraindicatons apply that are related to dental implantations.
Compatibility

The products are compatible with the Astra Tech Implant System TX assortment. The
components may only be used togetherwith onginal products and instruments.
Description of the Product

Direct Abutment

The Direct Abutmentis a one-piece transmucosal abutment intended for cement-retained
restorations.

The Direct Abutment has a conical connection into the implant, which enables a tight-and
stable connection between the components.

The packaging ofthe Direct Abutmentand Direct Abutment AP| is color-coded according to
implant-abutment connection size

Direct Abutment APi (Ali Parts included):

The Direct Abutment API kit includes all components necessary for working with the Direct
Abutment

Direct Abutment

« DirectAbutment Carrier

« Direct Abutment Pick-up

« Direct Abutment Replica

« Direct Abutment Healing Cap

+ Direct Abutment Burnout Cylinder

The components are sir*gle packed or available in kits

NOTE: Maximum residence time of the Direct Abutment Healing Cap 30 days.

«

Purpose (Instruments)
Multiple and single use surgical and restorative instrunnents designed for the installation,

removal and/or replacement of dental implants, abutments or dental laboratory products for the

purpose of restonng the patient's masticatory function. The instrumients can be used In two
different workflows: inseiton and removal atthe implant level arinsertion and removal at the
abutment level.

Intended Use

Direct Abutment

The Direct AbutmentIs intended for connectng a prosthete-construcbon to a dental implant.
The Direct Abutment is a one-piece transmucosal abutment intended for cement-retained
restorations in all positions in the mouth in Immediate, early and delayed loading situatons.
Direct Abutment Healing Cap

The Direct Abutment Healing Cap is used for protection of the abutment and to prevent tissue
overgrowth

DA 4 Metal Carrier

The DA 4 Meal Carrier is used to pick up the DirectAbutment 0 4 and to place the Direct
Abutment 0 4 in the implant.

Direct Abutment Carrier

The Orect Abutment CarrierIs used to pick 'up.the Direct Abutments and to place the Direct
Abutments in the implant.

Direct Abutment Impression Pick-up

The Drect Abutment impression Pick-up-is-used for impression taking on abutment level with a

closed-tray technique

Direct Abutment Replica

The Direct Abutment Replica is a duplicate of the abutment and is used in the master modei.
Direct Abutment Burnout Cylinder

The Direct Abutment Burnout Cylinder is used as a base when waxing-up and castng the final
rastoraton Any casting metal/alloy can be used.

Indications

Partial and total edentulism

Contraindications

Allergic or hypersansitvity.reactions to matenals used (see section "Materials")

Warnings

Surgery in the oral cavity-and oral rehabilitation Include general nsks for complications:

> Components that accidently are dropped m the patent's mouth may be swallowed or
aspirated which ¢an resultin damage to the digestive/respiratory system ordyspnea. Care
must be taken to.have.control over small devices.

Precautions

« Patent health history must be carefully assessed Pay speaal attention to:the following
health impairments.
+ Recent myocardial infarction (< 3 months)
« Recentcerebrovascular accident

S
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Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression

Active treatment of malignancy

Severe liver dysfunction

Florid infection

Drug abuse

Psychiatric iliness

Intravenous bisphosphonate use

Improper patient selection/analysis or failure to comply with the instmctions for use can lead
to failed osseointegration or loss of osseointegration

Priorto each procedure it must be ensured that/all necessary components. Instruments and
materials are available in the required quantjties and are fully operational

Position the patient so that the danger of aspiration of components is minimized

All components that are used mtraorally mustbe secured to prevent aspiration or
swallowing

Fracture or damage ofimplants, healing'/components, prosthetic components or prosthesis
requiring removal and replacement of an‘implant may occur due to unfavorable loading
conditions. Mastication forces and restoration design must therefore be evaluated carefully.
If. due to unfavorable anatomical conditions, instruments do not fit or cannot be used for
otherreasons, the course of treatment planned with them must notbe continued and
alternatives must be sought

All products intended for single use-must not be re-used Failure to observe this precaution
may lead to infection or fracture:of components and might resultin aspiration or swallowing.
Bone quality and quantity, localiinfections, disturbed initial healing or premature loading are
all factors, which may influence.implant survival. Successful healing and osseointegration
may be negatively affected by'the following factors

Inflammations, tumors, abscesses or cysts in the jaw area

Insufficient height and/orwidth of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Borte and wound healing disorders (a g. uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-functional habits (e g. bruxism)

Inadequate oral hygiene

Alcohol abuse

Smoking

Adverse Reactions

Adverse reactions dunng or after the treatment can be
« Allergic or hypersensitivity reactions to materials used (see section 'Materials’)
+« Damage to'the digestive/respiratory system or dyspnea as a consequence of aspirated or

swallowed.components

Implant loss

Pen-implantitis

Local orsystemic infection

Bone loss as a result of peri-Implanttis or mechanical overload

* Fracture jordamage of implants, healing components, prosthetic components or prosthesis

Removal and replacement of an implant
Post-operative discomfort such as

+ Edema
Hematoma
Temporary masticatory impediment
« Pain

.

«__Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX products which remain/in the patient's body have not been
evaluated for safety and compatibility in the MR enyironment They have not been tested for
heating, migration, or image artifact in the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environmentis.unknown Scanning a patientwho has
such a product may result in patient injury.

Step-by-Step Instructions

Clinic

IMPORTANT:

+ Clean and stenllze all non-stenie components before clinical use (see section "Cleaning
and Sterilization’).

« Always observe the speofied torque yalues:

+ When plaang or rerrxjving components;-make sure there is a sufficient carrying function
between the component and the instrument

+ The supra-constructlon should have_ a'passive fit on the abutments to prevent tension in
the implants

Direct Abutment

1. Rerrxjve the healing component If applicable.

2. Pick up the Direct Abutment using a compatible instrument according to the table below:
NOTE: When using the Direct Driver EV 0 3.3 0 4, aim the arrow on the drivertowards the
flat surface on the abutment and press the driver onto the abutment.

Instrument
Hex driver+ driver handle
Direct DnverEV 0 3.3 0 4 dnver handle

Product
Direct Abutment 0 5 and‘0-6
Direct Abutment 0 4

Subject to change without pnor notice.
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w

FlusFi the inner geometry olthe implantwith sterile physiological saline solution before
placing the abutments.

Insert the Direct Abutment into the implant.
To prevent misfit and possible leakage into the implant connection, make sure the
component is correctly seated.
Use one of the dhvers and a torque wrench to tighten the
Direct Abutmentto the recommended torque of 25 Ncm

ERS

@

Direct Abutment Carrier/DA 4 Metal Carrier (Optional)

NOTE: The Direct Abutment Carner/DA 4 Metal Gamer can only be used together with the
Torque Wrench (Order No : 24075).

1 Remove the healing component if applicable
2. Attach the Carrier of choice to the Direct Abutment
3 Make sure the Gamer is correctly seated

IS

Flush the inner geometry of the implant with sterile

physiological saline solution before plaang the abutments.

Insert the Direct Abutment into the implant.

. To prevent misfit and possible leakage into the implant
conneclon, make sure the component is correctly seated.

o«

7. Connect atorque wrench to the Gamer and tighten the Direct Abutment to the
recommended torque of 25 Ncm
Keep a light pressure downwards on the Carrier during the procedure.

Modification ofthe Direct Abutment (Optional)

If neNessaQr, the Drect Abutrmni can be shortened for ocdusal clearance
NOTE: Itis important tO inform the dental technician about the occlusal reduction.

The laser-etched band on the Direct Abutment provides a precise indicator
for a shortening of 1 mm. This ensures that-sufficient material is
maintained for retention and the friction grip required during placement.

To ensure a perfectfit of the final crown, shorten the Direa Abutment just
below the laser marking.

NOTE; The Direct Abutment Healing Cap.can still be used on the Direct
Abutment

Direct Abutment Impression.Pick-up
1 Align the knob on the Direct Abutment Impression Pick-
up with the flat surface of the 'Direct Abutment. f
Press the Direct Abutment Impression Rck-up onto the
Direct Abutment until it snaps, Into place.
3. Take an impression with an elastomehc impression
matenal using a Oosed-tray impression tei*nique

I

4. Check the impression for/correct and stable retention between the Direct Abutment
Impression Pick-up and the impression matenal.
5. Send the impression to.the laboratory for the fabncation of the final restoration

Direct Abutment Healing Cap

NOTE: The Direct Abutment Healing Cap is used as a provisional solution, eitheras is. or as
a base for a temporary:solution.

CEl
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Align the flat surfaces of the Direct Abutment Healing Cap and

the Direct Abutment

Press the Drect Abutment Healing Cap onto the Direct

Abutment until it snaps into place n
For proper retention, use temporary cement.

I

NOTE; Make sure that the Direct Abutment Healing Capris
seated all the way down on the abutment.

Cementing In of final restoration
1 Cementin the final restoration.

Follow the cement manufacturer's directions 1 h
2. Conpleteiy remove excess cement at the edge of the final

restoration.

Laboratory

Direct Abutment Replica

1 Align the flat surface of the Direct Abutment-Replica with the
flat surface inside the Direct Abutment Impression Pick-up.

2. Press the Direct Abutment Replica carefully/into the Direct
Abutment Impression Pick-up unbi it snaps into place.

3. Pourthe impression with high quality stone.

Modification of the Direct AbutmentReplica (Optional)

The laser-etched band on the DirectAbutment Replica provides a
precise indicator for a shortening of 2;mm. To ensure a perfect fit of the
final crown, shorten the Drect Abutment Replica Just above the laser
marking

NOTE: Ifthe Drect Abutment Burnout Cylinder is used, make sure to
adjust Itto the shortened Drect Abutment Replica

Direct Abutment Burnout Cylinder
The Drect Abutment Burnout Cylinder has a built-In cement space,

NOTE: Do not burnoutthe wax and plasbc too quickly. This may create
defects in the investmentimaterial/castmg.

[

Posidon the Drect Abutment Burnout Cylinder on the Drect
Abutment Replica:
. Align the "chimney" of the Direct Abutment Burnout Cylinder
with the flat surface of the Direct Abutment Replica
Fabricate the'final restoration.

N

w

Follow-up

After treatment is completed, good oral hygiene and regular follow-up examinations are
importantto maintain health.

Delivery - Storage - Disposal
Delivery
NOTE: Do not use the products if the packaging is damaged.

Product State of Delivery Single Use / Expected Lifetime
Multiple Use

Direct Abutment Non-stenie Sinqle use 20 years

Direct Abutment Heating Non-stenie Single use 30 days

Cao

DA 4 Metal Carrier Non-sterile Multiiiie use 20 years or until worn

Direct Abutment Garner  Non-stenle MultiDle use 5 vears or untilworn

Direct Abutment Non-stenie Single use 1 use

Impression Pick-uo

Direct Abutment Reolica Non-sterile Single use 1use

Direct Abutment Burnout Non-stenle Single use 1luse

Cvlinder

Fortype, size and, if applicable, anguiabon'see product label

Storage

Store the products, in a dry place, at room-temperature, i.e. 18-25 *C, in the original packaging
under condifions normal for dental practices;

Disposal

For disposal of the packaging and companents comply with the currently applicable national
waste disposal regulabons in your country.

Instruments and components thatwere 'used in the patent's mouth may be polentally
infecbous and must be disposed of safely in containers approved for this purpose.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B,

Unused MD-classA

Subject to change without-prior notice
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Instructions for Use

However, Dentsply Sirona Implants does not waive any rightto the trademarks and nothing

Materials herein shall be interpreted to the contrary
Product Material _ Transportation Conditions
Direct Abutment fitanium Alloy (Ti6AI4V-ELI) acc. to ASTM-F136 or
Titanium Grade 4 acc. to ASTM-F67 Products must be transported and earned with care In accordance with the special precaution
Direct Abutment Healmo Cao =D (Poivcarbonaiei measures apiplying to each type of a medical product, at temperatures ranging from -30°C to
DA 4 Metal Carrier Stainless Steel acc. to ASTM-F899 +60*C and a relevant humidity before 80 %
Direct Abutment earner ASU IPolvsulfone) B ey
Direct Abutment Imoression Pick-uo (Polvorooviene) Operatlng COndlthnS
Direct Abutment Replica Stainless Steel acc. to ASTM-F899 Dental practices and laboratones
Direct Abutment Burnout Cylinder AMMA (Polvmethvl Methacrvlatel The products can be used (after installation) attemperatures from 1132°C to -r42'C
Cleaning and Sterilization Application Area

. . . . N stomatology. Dental implantology.
IMPORTANT; Priorto clinical use, all components and instruments delivered non-sterile must

be cleaned, disinfected and stenlized according to ISO 17664 Instruments tnat can be Shelf life
disassembled must be disassembled for cleaning and may be assembled again for sterilization

only in a dry condition. Non-Sterile product-10 years.

Manual pre-cleaning Implant System Warranty
Coarse soiling must be removed immediately (within a maximum of two hours) after use with a Forfull iirplant systems warranty information, referto the detailed terms and conditions In the
soft nylon brush until visibly dean Implant System Warranty leaflet. (;Js-woi'n m)

Ultrasonic cleaning

The action times and concentrations specifed by the manufacturer of the cleaning agent must PrOdUCt AVaIlablIlty

be observed. ATTENTION: Not all products described in this IFU may be regulatory
deared/reieased/licensed in all markets (See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability.

Mechanical processing

Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as deaning and neutralization agents are to be used for

mechanical deaning. The instnjctions from the manufacturer of the washer disinfectofmust be Authorized Representative on the Territo ry of the Russian
followed. Cleaning and neutralization agents are to be dosed and used in accordance with the Fed ti

manufacturer’s instructions A cleaning program with thermal disinfection (A«a 3000) is ederation

recommended. Dentsply Sirona LLC

Either demineralized water or water whidi satisfies this level of purity is recommended for 11S03S, Moscow, Ovchinnikovskaya‘embankment. 18/1, bid 2, premises 3N

cleaning Tel 1 +7 (495)725 1087

The mechanical processing method was validated with the following materialsiand devices

(acc. to ISO 15883 and AAMI TIR 30): | Recommended tightening torque for fittal Installation Is 25 Ncm.

+« Washer disinfector, type G 7836 CD, Miele &Cie. KG, Gutersloh )

- Cleaning program VARIO TD Explanation of Symbols

Pre-rinsing with cold water 4 min
Cleaning 10 min from 45-55 'C
Neutralization 6 rmn
Intermediate rinsing with cold water 3 min Manufacturer
Thermal disinfection 5 min at 90 *C (Ao r 3000)

Drying 30 min at 105 'C

Cleaning agent neodisher* MediCiean forte (0.5 %)/neutralization-agent neodisher* zZ

(0.1 %), Dr. Weigert, Hamburg Date of manufacture

Symbol Title

Maintenance

Before steniizabon. all products should be inspected with the.naked eye for visible soil,

impairments and/or corrosion. Particular attention should be“paid to design features such as Use-by date
channels, blind holes, threads, undercuts and mating surfaces,

Check all markings on products for visibility and readability:by inspection with the naked eye.

Check matching components for proper assembly and functinnality. Check products with

movable parts for correct operation. Check pre-mounted components for completeness arx| ILOT I Batch Code
integrity

Dispose of defective products.

Sterilization IreFl Catalog Number

sterilization is to be performed corresponding to the following scheme;

1 Preparation for Meriilzation; Place components.in a sterilization pouch which is legally
maiiceted (for the US market FDA-cleared) far use with the recommended sterilization
parameters. Packaging must comply with the‘requirements according to EN 1SO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilization package must have a sterilization indicator and sterilization date.

2. Parameters (acc to ISO 17665, EN 13060, EN 285 and AAMI TIR12) STEMLE n Sterilized using irradiation
Method Cycle Temoeratuit Exposure Thm* DryTime
Steam Dynamic air removal 134'C 3 min 20 min
1EU-) Iprevacuum) Do not restenlize
Steam Dynamic air removal 182."C (270 *F) 4 min 20 min
Iprevacuum) 135 *C (275 *F) 3 min
Steam Dravitv displacement 121.*C (250 *F) 30 rnn 20 min
+ Minimum exposure times, the operating times are longer and may vary depending on the Do not use If package/is damaged
device

** EU custorrers are required to use these steam steniization parameters
3. Storage: Store the sterilized components dry and dust-free at room temperature

Documentation

To ensure traceability, we recommend tnat the REF and LOT number on the label is
transferred to the patent record

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice of life-

Consult Instrugtions for Use

European conformity (CE) mark

Prescription-enly:

molantable Product aeelc UOKDI Number ) ) ;
ATIS TX titani b ) d abut ¢ D739253227172Y5 U.S Federallaw restricts this device to sale by or on the orderofa
ftanium abZuRepts and abutment screws licensed dentist or physician.
ATIS TX plastic abutments API 0739253227174Y9
Tradem arkS Medical:Device

All trademarks and.company names are the properly of their respective owners' To improve

readability foreur.customers, Dentsply Sirona Implants does notuse*or in-body copy. Single sterile barrier system

Subject to change without prior notice.
Other languages are available upon request.

Not all products are available In all countries Dentsply

Dentsply Implants Manufacturing GmbH Status of information S Irona

Rodenbacher Chaussee 4,63457 Hanau, Germany N
wwvir.tientspivimplants.com iFU 5679-EN-RU Rev. 2024-02 Implants

www.dentsplvsiroiia.coiTi

C i

3(3)

Peructparma MU 8 PocagpaBramzope
www.nevacert.ru | info@nevacert.ru



Instructions for Use

Astra Tech Implant System' TX
Ball Abutment

Description of the System

The Astra Tech Implant System TX assortment composes dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentists/physicians or dental technicians, be trained in implant
dentistry and should be familiar with Astra Tech implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult }Jaws to
whom none of the contraindicatons apply that are related to dental implantations.

Compatibility
The products are compatible with the Astra Tech Implant System TX assortment The
components may only be used together with original products and instruments

Description of the Product

The Ball AbutmentIs a one-piece transmucosal abutment intended for ball attachment-retained

restorations.

The Ball Abutment has a conical connection to the implant, which enables a tight and:stable
connection between the components.

The packaging of the Bail Abutment is color-coded according to implantabutment connectioi
size

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, removal and/or
replacement of dental implants, abutments or dental laboratory products for the purpose of
restoring the patient's masticatory function. The instruments can be used in two different
workflows: insertion and removal at the implant level or insertion and removal atithe abutment
level.

Intended Use
Ball Abutment

The Ball Abutment is intended for connecting a prosthetic construction‘to.a dental implant
The Ball Abutment is used for non-splinted restorations in fully edentulous situations in the
mandible.

Ball Wrench
The Ball Wrench is used for placement and removal of the Ball Abutment.
Ball Abutment Pick-up

The Ball Abutment Pick-up is used for impression taking on abuNeient level with a closed-tray
techrrique.

Ball Abutment Replica
The Ball Abutment Replica is a duplicate of the abutrrtent and is used In the master model.

Indications

Total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see secfaon 'Materials')

Warnings

Surgery in the oral cavity and oral rehabilitatiai indude general risks for complications

« Components that accidently are dropped in the patient's mouth may be swallowed or
aspirated which can result in damage to the.digestive/resplratory system or dyspnea Care
must be taken to have control over small deyce’s.

Precautions

« Patient health history must be carefully assessed Pay special attention to the following
health impairments:

Recent myocardial infarction (</3.months)

Recent cerebrovascular acddent

Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression

Active treatment of malignaney.

Severe liver dysfunction

Florid infection

Drug abuse

Psychiatric illness

intravenous bisphosphonate use

Improper patient selection/analysis or failure to comply with the instructions for use ean lead
to failed osseointegration:or loss of osseointegration.

Priorto each procedureitmust be ensured that all necessary components, insttuments and
matenals are available in the required quantities and are fully operational

Position the patientso thatthe danger of aspiration of components Is minimized.

All components that-are used intraorally must be secured to pevenl aspiration or
swallowing.

v

v

Fracture or damage of implants, healing components, prosthetic components orprosthesis
requiring removaland replacement of an implant may occur due to unfavorable loading
conditions.zMastication forces and restoration design must therefore be-evaluated carefully.
If. due to unfavorable anatomical conditions, instruments do not fit or cannot be used for
other reasons, the course of treatment planned with them must not be-continued and
alternatives/must be sough

CEl

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dent8nlvimDlants.com
www.dentspivsirona.com

Pernctpamua MH & Pocampasramzope
www.nevacert.ru | info@nevacert.ru
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For Instructons for Use and
X| symbols.glossary refer to
Hu.dentsplvslrona.com

m

All products intended for single use must not be re-used; Failure to observe this
precaution may lead to Infection or fracture of components and might result in aspiration
or swallowing

Bone quality and quantity, local infections, disturbedvinitial healing or premature loading
are all factors, which may influence implant survival.-"Successful healing and
osseointegration may be negatively affected by the.following factors:

Inflammations, tumors, abscesses or cysts in the jawrarea

Insufficient height and/or width of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (e.g. uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-functlonal habits (e.g. bruxism)

Inadequate oral hygiene

Alcohol abuse

Smoking

Adverse Reactions

Adverse reactions during or after the treatment.can be:

Allergic or hypersensitivity reactions t0 matenals used (see section "Materials’)
Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated
or swallowed components

Implant loss

Pen-implantitis

Local or systemic infection

Bone loss as a result of peri-implantitis or mechanical overload

Fracture ordamage of implants, healing components, prosthetic components or
prosthesis

Removal and replacementofan implant

Post-operative discomfortisuch as:

Edema

Hematoma

Temporary masticatory impediment

Pain

Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment They have not been tested for
heating, migration;, onmage artifactin the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environment is unknown. Scanning a patient who has
such a productmay.result in patient injury

Step-by-Step Instructions

Clinic

IMPORTANT:

+ The supra-construction should have a passive fit on the abutments to prevent tension in the
implants.

When.placing or removing components, make sure there is sufficient carrying function
between the component and the instrument.

Ball Abutment

1. Remove the cap from the outer plastic container and *
tear off the foil that protects the stenie content.

2 Slide the sterile folding blister onto a stenie area:

3 Splitthe insert open and place the Ball Abutment onto a sterile area
Attach the Ball Abutment to the Ball Wrench.

Flush the inner geometry of the/implant with sterile

physiological saline solution before placing the Ball

Abutments

Seat the Ball Abutment into the implant

To prevent misfit and possible leakage into the

implant connection, make_sure the component is

correctly seated

o

~o

Subject to change without prior notice.
Other languages are available upon request
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