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In s tru c tio n s  fo r  Use Dentsply
Sirona
Implants

Astra Tech Implant System® TX  
O sseoSpeed™  T X  Implants
Description o f the System
The Astra Tech im plant System  TX assortm ent com prises dental implants, cover screws, 
transm ucosal abutm ents, o th e r prosthetic components, as well as surgical and prosthetic 
instruments 

Intended U se rs

Users must be licensed dentists/physicians. be tra ined in im plant dentistry and should be 
fam ilia r with Astra Tech Im plant System  TX.

C lin ic a l Benefit and Patient Target Group

The Astra Tech Implant System  TX assortm ent is designed fo r replacing one or more missing 
teeth in  patients to  restore chew ing function. The  patient target group are persons w ith adult 
jaw s to  whom  none of the contraindications apply that are related to  dental implantations 

Com patibility

The im plant is  com patible w ith  the restorative assortm ent o f Astra Tech Implant System TX. 
The  com ponents may only be used together w ith  original products and instruments 
A ll insta lm ents w h ich  can be used in combination with a contra-angle handpiece have an 
RA/CA-connection according to  ISO 1797 o r a re  compatible w ith ISO 1797.

Description o f the Product
O sseoSpeed TX im p la n t
The O sseoSpeed TX im plant is a screw shaped dental im plant w ith  a 
defined surface achieved through gnt blasting, followed by a process 
involving a treatm ent in  d iluted hydrofluoric a od .
The  external coronal portion has m inute threading.
There is a conical connection between the im plants and the abutments for 
a tight and stable connection.
The  O sseoSpeed TX im plant has an Inner geometry w ith a conical and 
indexing configuration tha t provides indexing o f the corresponding 
abutm ents and instruments.
D ifferent profiles, d iam eters and lengths o f the implants are available 
provid ing versatility according to  the thickness and shape o f the bone 
The  packaging o f Uie O sseoSpeed TX im plant Is color-coded according to 
im plant-abutm ent connection size 

Im p lan t D river
The Implant Dnver is cotor-coded and has laser markings on the shaft i '
according to  the im plant-abutm ent connection size. Й
The  Im plant Dnver has depth m arkings that serve as an onentation fo r the t f
correct positioning o f the implant. M
The Implant Dnver has an internal hexagon that retains tne implant on tne ■
Implant Driver. P
The  Implant Dnver has an external hexagon on the shaft to  be able to  ■ ■
transfe r torques needed fo r implant installation.

Pu rp o se (Instrum ents) ■

Multiple use surgical and restorative Instruments designed fo r the 
installation, removal and/or replacem ent o f dental implants, abutments or 
dental laboratory products fo r the  purpose o f restoring the patient's 
m asticatory function. The  instrum ents can be used in  two different 
workflows: insertion and removal a t the im plant level o r Insertion and 
removal a t the abutm ent level

Intended Use
O sse o S p e e d  T X  Im plants
The im plants are  intended fo r both one- and two-stage surgical procedures in tne following 
situations and with the fallow ing clinical protocols:
•  Replacing m issing teeth in  single o r multiple unit applications In the mandible o r maxilla.

•  Im m ediate p lacem ent in extraction sites and in situations w itn a partially o r corrpletely 
healed alveo lar ndge.

•  Especially indicated to r use in soft bone applications w here implants w ith o ther implant 
su ila ce  treatm ents may be less e ffective

•  Im m ediate and early loading fo r all indications, except in single tooth situations on implants 
sh oh er than 8 m m  o r in  soft bone (type 4 )' where implant stability may be difficult to obtain 
and im m ediate loading may not be appropriate.

• The intended use fo r O sseoSpeed TX 3.0  S im plant is lim ited to  replacem ent o f maxillary 
lateral Incisors and m andibular incisors.

Im p la n t D river
The Im plant Driver is used fo r picking up the implant from  the container, carrying it to  the 
im plant s ite  and insta lling the implant.

Indications
Partial and tota l edentulism

Contraindications
•  A lle rg ic o r hypersensitivity reactions to  materials used (see section '‘ Materials")

•  Recent myocardia l in farction (< 3 months)

« Recent cerebrovascular accident

• Recent ca rd iac-va lvular prosthesis placement

•  H em orrhagic diathesis

•  Immunosuppression

« A ctive treatm ent o f m alignancy 

« Severe liver dysfunction

C€i
Dentsply Implants Manufacturing G m bH

R o derbacher Chaussee 4 .6 3 4 5 7  Hanau, Germany
www.dent8Plyimplants.com
w w w .d e n ts p lv s lro n a .c o m

□ a
For Instructions fo r Use and 

i  I sym bols glossary re fer to 
i fu .d e n ts p iv s iro n a .c o in

•  Florid infection

•  Drug abuse

•  Psychiatric Illness

•  Intravenous bisphosphonate use
« Diameter 3 0  implants are  not indicated to replace a central incisor, a canine, a prem olar or 

a m olar In the maxilla, n o r to  replace a canme. a p rem olar o r a m o lar in  the mandible.

Warnings
Surgery in  the oral cavity and oral rehabilitation include general risks fo r complications:
• Components tha t accidentiy are dropped in the patien t's  m outh  may be swallowed o r 

aspirated which can result in  dam age to  the digestive/respiratory system o r dyspnea. Care 
must be taken to  have control o ver small devices

•  Failure to  plan and prepare im plant site position and depth correctly can resu lt In harm  to 
nerves, blood v e ss^s , teeth, jaw bone o r m axillary sinus. It is strongly recom m ended that 
c lim oans always undergo special training before starting up new treatm ent methods

•  Highly angled abutments and small d iam eter Implants are  not recom m ended fo r use in  the 
posterior region

Precautions
•  Pnor to  each procedure it rrxjst be ensured tha t all necessary com ponents, instrum ents and 

materials are available in  the required quantities and are  fully operational

•  Position the patient so that the  danger o f aspiration o f com ponents is minimized.
•  A ll components tha t are used inlraoraliy must be secured to preven t aspiration or 

swallowing

> Improper patient selection/analysis o r failure to comply w ith the  in s ta ic tio n s fo r use can lead 
to  failed osseointegration o r loss o f osseointegratlon

•  Fracture o f mandible may occur In a very atroph ic m andible, during surgery o r dunng routine 
oral function after surgery

•  Fracture o r dam age of implants, healing com ponents, prosthetic com ponents o r prosthesis 
requiring removal and replacem ent o f an im plant may o ccur due to  unfavorable loading 
conditions Mastication forces and restoration design must therefore  be evaluated carefully.

•  W hen treatment planning fo r im plant w ith  6  m m  length consider the w idest possib le implant, 
a two-stage surgical approach and splinting o f implants.

•  Closely m onitor the  patient fo r pen-im plant bone loss o r change  in the  im plants ' response to 
percussion. If the  implant shows greater than 50%  bone loss o r m obility, consider possib le 
removal o f implant

•  Routine im plant treatment is  not recommended until the end  o f the  jaw bone growth and for 
pregnant women.

•  Inadequate cooling, incorrect im j^ant site preparation, incorrect Instrum ent settings or 
excessive installation torque can result in  failed implant

•  I f  due to  unfavorable anatom ical conditions, instrum ents do not f it  o r cannot be used fo r 
other reasons, the  course of treatm ent planned with them  m ust not be continued and 
alternatives must be sought

• A ll products Intended fo r single use must not be re-used Failure to  observe th is precaution 
may prevent osseointegration o f an implant o r cause local o r system ic infection.

• Bone quality and quantity, local Infections, disturbed initial healing o r prem ature loading are 
all factors, which may influence im plant survival. Successful healing and osseointegration 
may be negatively affected by the following factors

• Inflammations, tumors, abscess o r cysts in  the Jaw area
• Insufficient height and/or w idth o f bone/
• Insufficient soft tissue coverage
• History o f therapeutic radiation in  the area
• Bone and wound healing d isorders (e g. uncontrolled d iabetes)

• Autoim nxine diseases
• Uncontrolled para-functional habits (e  g bruxism)

• Inadequate oral hygiene
• Alcohol abuse
• Smoking

Adveree Reactions
Adverse reactions dunng or after implant treatm ent can be:
•  A llergic o r hypersensitivity reactions to  matenals used (see section "M ateria ls')

• Damage to  the  d igestive/respiratory system  o r dyspnea as a consequence o f aspira ted or 
swallowed components

• Permanent harm to  nerve o r tooth

•  Harm to  jaw bone o r m axillary sinus

• Necrosis due to  inadequate cooling o r excessive torque

• Fractured mandible

• Uncontrolled post-operative bleeding (e g. dam age to  a rtena  lingualis)

• Post-operative d iscom fort such as:
• Edema

• Hematoma
• Tem porary local swelling
• Tem porary anesthesia or paresthesia and m asticatory im pedim ent

■  Pain

•  Implant loss

• Pennmplantitis

•  Local o r system ic infection

• Bone loss as a result o f pen-im plantitls o r mechanical overload

• Fracture o r dam age of implants, heating components, prosthetic c o np on e nts  o r prosthesis

• Removal and replacem ent o f an implant

•  Esthetic o r functional complications

Subject to  change w ithout prior notice.
O ther languages a re  available upon request

Not all products are  available in  all countnes.

S tatus o f information.
IFU 5 60 2 -E N -R U R ev 2024-02
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Instructions for Use

MRI Safety Information
All A stra  ТесЛ Implant System  TX  products which remain in  the patient's body have not been 
evaluated fo r safety and  com patibility in the  M R environment. They have not been tested for 
heating, m igration, o r im age a rtifact In the MR environment. The safety o f the Astra Tech 
Im plant System  TX products in  the MR environm ent Is unknown. Scanning a patient who has 
such a product may resu lt In patient injury.

Step-by-Step Instructions
P re-operative p lann ing
Each patient must be carefu lly  evaluated from  a general medical and from a dentai/oral point of 
v iew  Before any treatm ent procedure begins, all pathology in the jaw s and remaining teeth 
must be resolved o r be in the  process o f healing.
C lin ic ^ , radiographic as well as m odel analysis, are  all essential prerequisites fo r the 
successful im plant treatm ent Pre-operative planning should be based on the е)фесЛеЬ 
restorative treatm ent outcome.

Prepara tion  o f  th e  im p la n t s ite
Prepare the im plant site according to chosen surgical procedure and implant size^mplant desl̂ .
NO TE: For deta ils on the drilling process re fer to  the respective instructions fo r use IFU-5e04 
"M ultiple-use D rills ' o r IFU-6686 "S ingle Patient Drills'.

Im p lan t in s ta lla tio n  ,,
1 Remove the  cap from  the outer p lastic conta iner and tear 

o ff the foil that protects the stenle content

2. S lide  out the sterile  inner conta iner onto a stenle area.

3 Remove the  cap from  the inner conta iner to expose the 
implant.

9 Release the Implant Driver from  the implant
10 Remove the Implant D river from  the contraangle

11. A ttach the Implant D river to  a dnver handle.

12. For the final seating use a wrench together w ith  the driver 
handle.

13. Position the im plant at the  marginal bone level o r slightly below. 
Align one o f the  flat surfaces o f the  Implant D nver buccally to 
facilitate optimal p lacem ent o f m e abutments

14 Release the Implant Driver from  the im plant by shifting it slightly fro m  side to  side.

Post-operative care
Instructthe  patient regarding the need fo r regular oral hygiene For the first 7-10 days a fte r the 
operation, oral hygiene can be supplem ented by a su itable  m outh rinse. M echanical loading o f 
the implant site should be avoided In the post-operative period. A  rellned provisional 
restoration can be worn fo r e s th e te  purposes.

Follow -up
After treatm ent Is completed, good oral hygiene and regular fo llow -up exam inations are 
Important to  maintain rieelth.

Delivery - Storage • Disposal
Delivery

NOTE:
•  Do not use the im plant Driver if  trie  b lister is dam aged
• Inspect sterile packed products visually fo r breaches o f packaging integrity p rior to  use. Do 

not use the products if any breaches o f packaging integnty are detected.

> Do not use the implant a fter the  e xp ira ton  date, if  the  sealing foil is  dam aged o r m issing o r 
if the container Is damaged.

•  Do not use the implant If the  container was unin tentiona lly opened  before use

4  A ttach the appropria te  Implant D rive r to  a contra-angle 
handpiece

NO TE: T o  avoid dam age to the Implant Dnver use a 
contra-angle  handpiece o r a driver handle provided with a 
hexagon that engages the hexagon on the shaft o f the 
Implant D river ________ ________________

5. Before  picking up the implant, make sure tha t the Implant 
D river Is fu lly  seated into the implant.

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

7. Install the Implant w ith  a contra-angle handpiece a t low 
speed (2S rp m ) under profuse irrigation w ith sterile
physio logical saline solution.______________________

NO TE; Do n o t exceed 36 N cm  when installing the 
implant.
If not com pletely seated before reaching 35 Ncm, 
reverse/rem ove the im plant and w iden  the osteotomy 
a pp ro pria t^y . It is recom m ended to  have a titanium 
fo rcep s available in  case the im plant driver does not 
p rovide sufficient carry ing function during the removal 
procedure

6. A llow  the im plant to  work Its way Into the osteotomy 

NO TE; Avoid applying unnecessary pressure.

Product State o f Dellvety
[SterlllzaUon
Method)

Single Use/ 
M ultiple Use

Expected UfeUine* *

OsseoSpeed TX  implant
Slenle (E-beam 
radiation)

Single use 20 years

Implant Driver Non-stenle MultlDle use 20  years
■ Instruments must be replaced before the indicated num ber o f uses/years is reached if they 
are damaaed o r dull.
For type and size see product label.

Packaging
O sseoS peed  TX Im p lan t

The packaging com pnses o f an outer plastic conta iner w ith  a cap and  a foil. Inside the outer 
container there  is another container containing the im plant The foil o f the  ou te r conta iner 
serves as a stenle bam er and the content o f the conta iner is sterile (single  sterile-barrier 
system).

Storage
Store the products, in a dry place, at room tem perature, i.e. 18-25 °C, in the onginal packaging
under conditions normal lo r  dental practices

D isposal
For disposal o f №e packaging and com ponents comply w ith  the currently applicable national 
waste disposal regulations In your country
Instruments and components tha t w ere used in  tne p a te n t's  m outh may be p ote nta lly  
infectous and m ust be disposed o f s a f^ y  in  containers approved fo r th is purpose.
Class o f medical w aste in accordance with SanPiN 2.1.3684-21 
Used MD - class B;
Unused MD -  class A.

Materials
P ro du ct Material
OsseoSceed TX imolant Titanium G rade 4 acc. to ASTM -F67
Implant Driver S tainless S teel acc. to  ASTM -F899

Cleaning and Sterilization
OsseoSpeed TX im p lan t
Not applicable.
The  product is stenle.
The  product is fo r single use only

C€i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH

RodenOacher C h au sse e4 , 63457 Hanau, Germany
www.dentSDlvimplants.com
www.dentsplvsifona.com

Subject to change without p rior notce.
O ther languages are  available upon request.

N ot all products a re  available in  all countries

Status o f information:
IFU 5602-EN-RU Rev. 2024-02
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Instructions fo r Use

M echan ica l P rocedure

IM PO R TAN T: Prior to  d in ica l use. all com ponents and instruments delivered non-sterile must 
be cleaned, d isinfected and sterilized according to  ISO 17664 Instruments tnat can be 
disassem bled must be disassem bled for cleaning and may be assembled again fo r stenlization
only  in  a dry condition___ _________________________

M anual p re -c le a n in g

Coarse soiling must be rem oved im m ediately (w itNn a maximum of two hours) after use with a 
soft nylon brush until visibly clean 

U ltra s o n ic  c le a n in g

The  action tim es and concentrations specified by the m anufadurer o f the  cleaning agent must 
be observed.

M e ch an ica l p ro c e s s in g

Manual pre-cleaning is necessary to  ensure e fficient mechanical cleaning 
Suitable w asher d isinfectors as well as cleaning and  neutralization agents are to  be used for 
m echanical cleaning. The  instructions from  the m anufacturer o f the w asher disinfector must be 
fo llow ed C leaning and neutredization agents are  to  be dosed and used in accordance with the 
m anufactu re rs  instn jctions. A  cleaning program with thermal disinfection (Ao г  3000) is  
recommended
E idie r dem ineralized w ater o r w a ter w hich satisfies this le v ^  o f punty is  recommended for 
cleaning.
The  mechanical processing m ethod was va lidated w ith the following materials and devices 
(acc. to  ISO 15683 and AAMI T IR  30):
» W asher d isinfector, type G  7636 CD. M iele &  C ie  KG, Gutersloh

• C leaning program  VAR IO  TD  
Pre-nnsing w ith  c d d  w ater 4  min 
C leaning 10 m in fro m  45-55  *C 
Neutralization 6  m n
Interm ediate rinsing w ith  cold w ater 3 min 
Therm al disinfection 5 min a t 90 *C (A o  г  3000)
Drying 30 min a t 105 *C

•  C leaning agent n eodlsher* MediC lean forte  (0.5 % )/neutralization agent neodisher* Z 
(0.1 %), Dr. W eigert, Hamburg

M aintenance
Before stenhzabon, all p roducts should be inspected with the naked eye fo r visible soil, 
impairm ents and/or corrosion. Particu lar attention should be paid to  design fea tw e s  such as 
channels, b lind holes, threads, undercuts and mating surfaces
C heck a ll m arkings on products fo r v isibility and readability by inspection w ith the naked eye. 
C heck m atching com ponents fo r proper assem bly and functionality. Check products with 
movable parts fo r correct operation. Check pre-m ounled components fo r completeness and 
integnty
Dispose o f defective products

S teriliza tion
Sterilization is to  be perform ed corresponding to  the following scheme:
1 P re p a ra tio n  fo r  s te r iilz a tio n : P lace com ponents in a sterilization pouch which is legally 

m arketed (for the US market- FD A -deared) fo r use with the recommended sterilization 
parameters. R a v a g in g  m ust com ply w ith  tfia  requirements according to  EN ISO 11607, 
ANSI/AAMI ST79 and AAMI TIR12.
Every sterilizabon package must have a sterilization indicator and sterilization date

2 P aram ete rs  (acc. to  ISO 17665, 6 N  13060, EN 285 and AAMI TIR 12)

Method Cvcie Tem oeratm ExDoam Thne* Div Time
Steam
lEU")

Dynam ic a ir  removal 
lo reva cu jm )

134 ‘ C 3 min 20  min

Steam Dynamic a ir  removal 
lorevacuum )

132 ’ C  (270 'F ) 
135 ’ C  (275 *F1

4 min 
3 min

20  min

Steam Gravity d isolecem ent 121 *C (2 5 0 *F ) 30 min 20  min
• M inim um  exposure times, the operasng tim es are longer and may vary depending on the 

device.
** EU custom ers are  required to  use these steam stenlization parameters 

3. S to ra g e : Store the sterilized com ponents dry and dust-free a t room  temperature

Documentation
T o  ensure traceability, we recom m end tha t the  removable label on the container is attached to 
the patient record.

Additional Information fo r Customers
Inform  us (Oentsply S irona) and your com petent authority in  the case o f notice o f life- 
threaten ing incidents o r a severe detenoration in  health status related to  one o f o u r products.

Trademarks
All tradem arks and com pany nam es are  the property o f their respective owners. To improve 
readability fo r our custom ers, Dentsply S irona Implants does not use *  o r ™  in body copy. 
However, D entsply S irona Implants does not waive any nght to  the trademarks and nothing 
herein shall be interpre ted to  the contrary.
'  Uekholm U , Za rb  G. Patient selection and  preparation. In: T issue integrated prostneses, pp 
199-209 Chicago. Quintessence PubI 1985 Lekholm/Zarb, 1985

Transportation Conditions
For Instrum ents • P roducts must be transported and earned with care in accordance w ith the 
special precaution m easures applying to  each type o f a medical product, a t tem peratures 
ranging from  -30°C to  +60*C and a relevant hum idity before 80 %.

For Im plants and Prosthtetic com ponents - P roducts must be transported and earned with care 
in accordance with the specia l precaution m easures applying to each type o f a medical 
product, a t tem peratures ranging from  -50*C  to  ♦5 0 °C  and a relevant humidity before 80  %

Operating Conditions
Dental practices and laboratones

Application Area
stom atology. Dental implantology

Shelf Life
Sterile product -  5 years 
Non-Sterile product - 1 0  years.

implant System Warranty
For full implant system s warranty inform ation, re fer to  the  deta iled  term s and conditions in  the 
Implant System W arranty leaflet, (ds-worin tu)

Product Availability
ATTENTION : Not all products described in th is IFU гтшу be regulatory 
cleared/reieased/licensed in all markets S ee  current product catalog and brochures for 
product assortm ent and representative product photos o r contact the local Dentsply S irona 
sales o ffice fo r product availability.

Authorized Representative on the Territory o f the Russian 
Federation
Dentsply S irona LLC
115035, Moscow, O vchinnikovskaya embankment, 18/1, b id 2, prem ises 3N 
T e l:+ 7  (495) 7 2 5 1 0  87

Explanation o f Symbols
S ym b o l

i J
|ЛЛаГ|

Il o t I

REF
STERILE R

M anufacturer and Date o f m anufacture 

Date o f m anufacture 

Use-by date

Batch Code 

Catalog Num ber 

S terilized using Irradiation

Do n o t reuse 

Do not restenlize

Do not use If package is dam aged

C onsult Instructions fo r Use

^  European conform ity (CE) mark

■̂ Conly
Prescription only:
U.S. Federal law restricts th is device to  sale by o r on the order o f a 
licensed d e n ts t o r physiaan.

Medical Device

S ingle sterile  barrier system

C i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH 

Rodenbacher C haussee 4, 63457 Hanau, Germany 
w w w .d e n ts p lv lm p la n ts .c o m  
w w w .d e n ts o lv s lro n a .c o m

Subject to change w ithout p rior notice.
O ther languages are  available upon request.

Not all products are  available in all countnes

Status o f information:
IFU 5602-EN-RU Rev 2024-02
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Ins tructions  fo r Use Dentsply
Sirona
implants

Astra Tech Implant System® TX  
O sseoSpeed™  T X  Profile Implants
Description of the System
The A stra  Tech Implant System  TX assortm ent com prises dental implants, cover screws, 
transm ucosal abutrnents, o ther p rosthetic components, as well as surgical and prosthetic 
instrum ents 

Intended U sers

Users must be licensed dentis is/physioans, be tra ined in  implant dentistry and should be 
fam ilia r w ith  Astra  Tech Implant System  TX.

C lin ic a l Benefit and  Patient T a rg e t G ro up

The A stra  Tech Implant System  TX assortm ent is  designed fo r rep laang one  o r more missing 
teeth  in patients to  restore chew ing function. The pabent target group are persons with adult 
law s to  w hom  none o f the  contraindicabons apply that are related to  dental implantations. 

Com patibility

The im plant is  compabble w ith  the restorative assortm ent o f Astra Tech Implant System Profile 
TX  and the Healing Abutm ent and Healing Abutm ent Uni fo r OsseoSpeed TX  4 .5 /5  0 The 
com ponents m ay only be  used together with original products and instruments 
A ll instrum ents which can be used in combination w ith a contra-angle handpiece have an 
RA/CA-connection according to  ISO 1797 o r are compatible with ISO 1797

Description of the Product
OsseoSpeed TX P ro file  im p la n t
The O sseoSpeed TX Profile im plant is a screw-shaped dental implant w ith a 
defined surface achieved through gnt b iastng , followed by a process involving 
a treatm ent in diluted hydrofluoric a o d  The external coronal portion has 
m inute threading.
There is a conical connection between the im plants and the abutments fo r a 
tight and stable connection
The O sseoSpeed TX Profile im plant has an inner geometry w ith a conical and 
indexing configuration that provides indexing o f the corresponding abutments 
and instruments
The O sseoSpeed TX Profile im plant has a sloped design to  match a sloped 
bone ndge.
Different profiles, d iam eters and lengths o f the  im plants a re  available 
provid ing versatility according to  the thickness and shape o f the bone

Im p lan t D rive r P ro file
The Im plant D river Profile is m arked w ith  a 'P ' fo r  Profile 
The  Im plant D river Profile has depth m arkings and a black/fiat surface that 
serves a s an onentabon fo r the  correct positioning o f the  implant 
The  Implant D river Profile has an internal hexagon tha t retains the Implant on 
the Implant Driver Profile
The  Implant Dnver P rofile has an external hexagon on the shaft to  be able to 
transfer torques needed fo r implant Installation.

N O TE : The Implant D river Profile must only be used with O sseoSpeed TX 
P rofile  implants.

Pu rp o se (Instrum ents)

Multiple use surgical and restorative instrum ents designed fo r the  installation, 
removal and/or replacem ent o f dental implants, abutments o r dental laboratory 
products fo r the purpose o f restoring the p a te n t's  m asticatory function. The 
Instruments can be used In two d iffe rent workflows insertion and removal at 
the  im plant level o r Insertion and  rem oval a t the abutm ent level

Intended Use
OsseoSpeed TX P ro file  im p lan ts
The im plants are intended fo r both one- and  two-stage surgical procedures in the following 
situatfons and w ith  the  follow ing clinical protocols
•  R eplaang  missing teeth In single o r m ultiple unit applications in the m andible o r maxilla 
> Im m ediate p lacem ent m extraction sites and in situations w ith  a partially o r completely

healed a lv e ^ a r ndge.

•  E spe o ally  indicated fo r use in  soft bone applications w here implants w ith  other implant 
surface treatm ents may be less effective.

•  Im m ediate and early loading fo r all indications except In single tooth situations in  soft bone 
(type 4 ) ' w here Implant stability may be difficult to  obtain and im m ediate loading may not be 
appropriate.

Im p lan t D rive r P ro file
The Implant Driver Profile is used fo r picking up the implant from  the container, carrying it to 
the im plant site and installing the implant.

Indications
Partial and total edentulism

Contraindications
•  A lle rg ic o r hypersensitivity reactions to  matenals used (see section 'U a te n a ls ')
•  Recent nnyocardial in farction (< 3 months)

•  Recent cerebrovascular acadent

•  Recent ca rd iac-va lvular prosthesis placement

•  H e m o rrh a pc  diathesis
•  innmunosuppression

•  A ctive treatm ent o f m alignancy

•  Severe liver dysfunction

•  Florid infection

•  D rug abuse

• P sychia tric Illness

□ a
F o r Instructions fo r Use and 

1^1 sym bols glossary re fe r to 
lfu .d e n ts p lv 8 iro n a .c o m

• Intravenous bisphosphonate use

Warnings
Surgery In the oral cavity and oral rehabilita tion include general hsks fo r complications.
•  Components that acadently are dropped in the patient's m outh  may be  swallowed or 

aspirated which can result in dam age to  the d igestive /respira tory system  o r dyspnea Care 
must be taken to  have control over small devices.

•  Failure to plan and prepare implant site position and dep th  correctly can result in  harm  to 
nerves, blood vessels, teeth (awbone o r m axillary sinus It is  s tro n ^ y  recom m ended that 
c lin iaans a lw ays undergo speaal tra ining before starting up new treatm ent methods

« Highly angled abutments and small d iam eter im plants are not recom m ended fo r use in  the 
posterior region

Precautions
« Pnor to each procedure It must be ensured that all necessary com ponents, instrum ents and 

matenals a re  available in  the required quantities and  are  fu lly  operational

• Position the patient so that the  danger o f aspiration o f com ponents is  minim ized.
• A ll components tha t are used intraorally must be  secured to  prevent aspira tion  or 

swallowing

• Improper patient selection/analysis o r failure to  comply w ith  the  Instructions fo r use can lead 
to  failed osseointegration or loss o f osseointegration.

• Fracture o f mandible may occur in  a very atroph ic mandible, during surgery o r dunng routine 
oral function a fter surgery

•  Fracture or dam age o f implants, healing com ponents, prosthetic com ponents o r prosthesis 
requiring removal and replacement o f an im plant m ay o ccur due  to  unfavorable loading 
conditions Mastication forces and restoration design must there fore  be evaluated carefully

•  Closely m onitor the  patient fo r pen-im plant bone loss o r change  in  the  im plants ' response to 
percussion tf the  implant shows g reater than 50% bone loss o r m obility, consider possib le 
removal o f implant

•  Routine implant treatm ent is  not recommended until the end o f the jaw bone  growth and  fo r 
pregnant women

•  Inadequate cooling, incorrect im plant site preparation, incorrect Instrum ent settings or 
excessive installation torque can resu ll in  failed im plant

•  If. due to  unfavorable anatom ical conditions, instrum ents do n o t f it  o r cannot be used fo r 
o ther reasons, the  course o f treatm ent planned vmth them  must not be continued and 
alternatives must be sought

•  A ll products intended fo r single use must not be re-used Fa ilure  to  observe th is precaution 
may prevent osseointegration o f an im plant o r cause local o r system ic infection

•  Bone quality and quantity, local infections, d isturbed initial hea ling  o r prem ature loading are 
all factors, which may influence im plant survival Successful healing and  osseointegration 
may be negatively affected by the follow ing factors:

• Inflammations, tumors, abscess o r cysts in the ja w  area
• Insufficient height and/or w idth o f bone/
• Insufficient soft tissue coverage
• History o f therapeutic 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 o r a fter im plant treatm ent can be
•  AJIergic o r hypersensitivity reactions to  m atenals used (see section 'M a ten a ls ')

> Damage to  the  digeslive/respiratory system  o r dyspnea as a  consequence o f aspira ted o r 
swallowed components

•  Permanent harm  to  nerve or tooth

•  Harm to  jaw bone o r maxillary sinus

• Necrosis due  to inadequate cooling o r excessive torque

• Fractured mandible

•  Uncontrolled post-operative bleeding (e g dam age to  a rterla  Nngualis)

•  Post-operative d iscom fort such as
• Edema
• Hematoma
•  Tem porary local swelling

•  Temporary anesthesia o r paresthesia and m asticatory im pedim ent
•  Pain

•  Implant loss

•  PenHmplantibs

•  Local o r system ic infection
•  Bone loss as a result o f perlHmplantitis o r m echanical overload

•  Fracture o r dam age o f im plants, heating com ponents, prosthetic com ponents o r prosthesis

•  Removal and replacem ent o f an  implant

•  Esthetic o r functional complications

MRI Safety Information
All Astra Tech Implant System  TX products which rem ain in  the  patien t's  body have not been 
evaluated for safety and compatibility m the MR environm ent They have not been tested for 
heating, migration, o r image artifact in the MR environm ent T h e  safety o f the Astra Tech 
Implant System TX products in  the MR environm ent Is unknow n Scann ing  a patient who has 
such a product may result In patient injury

C€i
D entsply Im plants M anufacturing G m bH  

Rodenbacher C haussee 4 63457 Hanau. Germany
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Subject to  change without pnor notice 
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Instructions fo r Use

Step-by>Step Instructions
P re-opera tive  p lann ing
Each paUent must be carefully evaluates fro m  a general medical and from a dental/oral point of 
view. Before any treatm ent procedure begins, all pathology In the jaws and remaining teeth 
must be resolved o r be  in the process o f healing.
Clinical, radiographic as well as model analysis, are all essential prerequisites fo r the 
successful im plant treatment. Pre-operative p lanning should be based on the expected 
restorative treatment outcome.

Prepara tion  o f the  im p la n t s ite
Prepare the im plant s ite  according to  chosen surgical procedure and Implant size/lmplant
design. ______ _____________________________________
NOTE: For deta ils  on the drilling process re fer to  Uie respective instructions fo r use lFU-5604 
"M ultp ie -use  Drills" o r IFU -6686 "S ingle Patient Dhlls".

Im p lan t ins ta lla tion
1 Remove the  cap from  the ou te r i^astic container and tear off the foil 

that protects the sterile  content.

2. S lide  out the  stenie inner container onto a sterile area.

3. Remove the cap fro m  the inner container to  expose ffie 
implant.

4. A ttach the appropriate In p ia n t D river P rofile to  a contra- 
ang le  handpiece

NO TE: To avoid dam age to  the  Implant D river Profile use a 
contra-angle  h an dp e ce  o r a d river handle provided with a 
hexagon tha t engages the hexagon on the shaft o f the 
li t j i la n lD n v e r  Profile. ___ _

5. A lign  ffie  b la c k fla t marking on  Implant D river Profile with 
the  m ost apical poin t o f the im plant slope

6  Before picking up the Im plant, make sure tha t the  Implant 
D river Profile is fu lly  seated into  the implant.

7. Press downwards to  activa te  carrying function before 
picking up the Implant.

8. Install the  im plant w ith  a contra-angle handpiece a t low 
speed (25 rp m ) under profuse im gation w ith  sterile 
physiological saline solution.

NO TE: Do n o t e xcee d  35 N cm  when installing the implant.

If n o t com pletely seated before reaching 35 Ncm, 
reverse/rem ove the  im plant and w iden the osteotomy 
appropriately. It is recom m ended to  have a titanium  b rc e p s  
available in case the Implant driver does not provide sufficient 
carrying function during Uie rem oval procedure.
9. A llow  the im plant to  w ork its  w ay into  the  osteotomy.

N O tE : Avoid applying unnecessary pressure

10. Release the Implant D river Profile from  the implant
11 Remove the Im plant D river Profile from  the contra-angle
12. A ttach the Im plant D river Profile to a driver handle.
13. For the final seating use a w rench together w ith  the driver 

handle.
14. A lign  the b lack/flat marking on the Im plant D river Profile 

w ith  the m osl apical poin t o f the  im plant slope to facilitate 
optimal p lacem ent o f the  Implant

15. Position the im plant a t the  m arginal bone level o r slightly 
below.

NOTE; It is im portant to  realize tha t a full 360" turn is equal to
a 0.6 mm change in  vertical position.

1

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

P ost-operative care
Instruct the patient regarding the need fo r regular oral hygiene. For the first 7-10 days a fte r the 
operation, oral hygiene can be supf^em ented by a su itable m outh nnse M echanical load ing o f 
the implant site should be avoided in  the  post-operabve period A  relined provisional 
restora lon  can be worn fo r esthetic purposes 

Foilow -up
A fter treatment is campleled, good oral hygiene and regular follow-up exam inations are 
important to  maintain health

Delivery - Storage - Disposal
Delivery
n o t e ' '  ....... .............. ............
•  Do not use the Implant D river P rofile  if the  b lister Is dam aged

•  Inspect stenie packed products visually fo r breaches o f packaging integrity  p rior to  use Do 
not use the products if any breaches o f packaging integrity are detected

•  Do not use the Implant a fter the  expira tion  date, if  the sealing foil is dam aged o r m issing o r if 
the container is  damaged

Do not use the im plant if  the conta iner was u n in te itio n a lly  opened before use.

Product State o f Delivery
(StertHzatlon
Method)

Single Use f 
Uuttiple Use

Expected Ufetim e*

OsseoSpeed TX Profile 
imolanl

Stenie (E-beam  
radiation!

Single use 20  years

Implant Driver Profile Non-sterile MultiDle use 20  vears
'  Instruments must be replaced before the Indicated num ber o f uses/years is  reached if they 
are damaoed o r dull.
For type and size see product label.

Packaging
O sseoS peed  TX  P rofrie  im p la n t

The packaging com prises o f an outer p lastic conta iner w ith a cap and a fo l. Inside the plastic 
container there  is another container contain ing the im plant The foil o f the outer container 
serves as a sterile barrier and the content o f the  conta iner is sterile  (single stenie-barner 
system).

Storage
Store ffie  products, in a dry place, a t room  tem perature, i.e. 18-25 °C, in the original packaging
under conditions normal fo r dental practices

Disposal
For disposal o f the packaging and com ponents com ply w ith  the  currently applicable national 
w aste disposal regulations in yo ur country
Instruments and com ponents that w e re  used in  the  patient's m outh may be potentially 
infectous and must be disposed o f safely in containers approved fo r this purpose.
Class o f medical waste in accordance with SanPIN 2.1.3684-21 -  
Used UD - class B;
Unused M D -c la s s A .

Materials
P ro du ct Material
OsseoSoeed TX Profile implant Titanium G rade 4 acc to ASTM -F67
Imolant Driver Profile Stainless Steel acc. to  ASTM -F899

Cleaning and sterilization
OsseoSpeed TX P ro file  irnp lan t
Not applicable 
The product is sterile.
The product Is single use only.

Mechanical P rocedure
IM PORTANT; Prior to  clinical use, all com ponents and instrum ents delivered non-sterile  m ust 
be cleaned, disinfected and s tenlized according to ISO 17664. Instrum ents th a t can be 
disassem bled must be disassem bled fo r cleaning and may be assem bled again fo r sterilization 
only in a dry OTnd^on.

M anual pre -c lean ing

C oarse soiling must be rem oved imm ediately (w ithin a m aximum o f two hours) a fter use w ith a 
so ft nylon brush until visibly clean 

U ltra son ic  c lea n in g

The  action times and concentrations specified by the m anufacturer o f the cleaning agent must 
be obsen/ed.

M echan ical p ro cess in g

Manual pre-deaning is necessary to ensure e fficient m echanical cleaning.
Suitable w asher disinfectors as well as cleaning and neutralization agents are  to  be used for 
mechanical cleaning. The  instructions from  the m anufacturer o f the w asher d is in fector m ust be 
followed Cleaning and neutralization agents are to  be dosed and used in  accordance w ith  the 
m anufacturer's instructions. A  cleaning program w ith  therm al disinfection (Ao 2 3000) is 
recommended.
E ither dem ineralized water o r water which satisfies th is level o f purity is  recom m ended fo r 
cleaning.
The mechanical processing method w as validated w ith the follow ing m atehals and  devices 
(acc. to ISO 15883 and AAMI TIR 30)
•  W asher disinfector, type G 7836 CD, M iele S  Cie. KG, Gutersloh

•  C leaning program VARIO TD 
Pre-rinsing w ith cold water 4  min 
Cleaning 10 mm from  45-55 'C  
Neutralizaticm 6  min
Interm ediate rinsing w ith cold w ater 3  min

C€i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH 

Rodenbacher Chaussee 4, 63457 Hanau, Germany 
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Instructions fo r Use

Therm al disinfection 5 min at 90 "C  (A o  г  3000)
Drying 30  min a t 105 'C
•  C leaning agent n eodisher* U ediC lean forte  (0.5 % )/ne jtra liza tion  agent neodisher* Z 

(0.1 %), Dr W eigert, Hamburg.

M aintenance
Before sterilization, all p roducts should be inspected w ith the naked eye fo r visible soil, 
impairm ents and/or corrosion. Particular a ttentiix i should be paid to design features such as 
channels, U ind holes, threads, u n d ^ c u ts  and mating surfaces.
C heck a ll m arkings on products fo r visibility and readability by inspection w ith the naked eye 
C heck m atching com ponents fo r proper assem bly and functionality. Check products with 
movable parts for correct operation. Check pre-m ounled com ponents fo r completeness and 
integnty.
D ispose o f defective products.

S teriliza tion
Sterilization is to  be perform ed corresponding to  the follow ing scheme 
1 P re p a ra tio n  f o r  s te r iliz a tio n ; P lace com ponents in a stenlization pouch which is legally 

m aiite ted (for the US market. FDA-cleared) fo r use w ith the recommended sterilization 
parameters. Packaging must com ply w ith the requirem ents according to  EN ISO 11607, 
ANSI/AAM I ST79 and aAMI T1R12.
Every sterilization package must have a sterilization indicator and sterilization date 

2. P aram ete rs  (acc. to  ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method CvOe rem M nitu r* Exposure Time* OrvTIme
Steam
lEU” )

Dynam ic a ir  removal 
fprevacuum )

134 X 3 min 20  mm

Steam Dynam ic a ir  removal 
forevacuum )

132 "C  (270 *F) 
135 X  (2 7 5 ‘ F)

4 min 
3 min

20 min

Steam Gravitv d isplacem ent 121 X  (250 *F1 30 min 20  mm
• M inim um  exposure times, the  operating tim es are longer and may vary depending on the 

device.
** EU custom ers are  required to  use these steam sterilization parameters.
3 S to ra g e : Store the sterilized com ponents dry and  dust-free a t room temperature.

Documentation
To ensure traceability, w e  recommend that the  rem ovable label on the container is attached to 
the patient record.

Additional Information for Customers
Inform  us (Dentsply Sirona) and your com petent authority in the case o f notice o f life- 
threatening Incidents o r a severe deterioration in  health status related to  one o f our products.

Trademarks
All tradem arks and com pany nam es are the property o f their respective owners. To improve 
re a da b lity  fo r our custom ers, Dentsply S irona Implants does not use *  o r i n  body copy. 
However, D entsply S irona Implants does n o t waive any right to  the trademarks and nothing 
herein shall be interpre ted to  the contrary

’ Lekholm  U., Za rb  G Patient selection and preparation. In: T issue integrated prostheses, pp 
199-209. Chicago: Q uin tessence Pubi 1985 LekhoInVZarb, 1985

Transportation Conditions
For Instruments - Products must b e  transported and  earned w ith  care in  accordance with the 
special precaution measures applying to  each type  o f a m edical product, a t tem peratures 
ranging from -30°C to «-eO'C and a relevant hum idity before  80  %.

For Implants and Prosthtetic components -  P roducts must be  transported and earned w ith  care 
in  accordance w ith  the speoal precaution m easures applying to  each type  o f a medical 
product, at tem peratures ranging from  -50*C to ♦5 0 *C  and a re levant hum id ity before 80  %.

Operating Conditions
Dental practices and laboratories

Application Area
Stomatology. Dental implantology.

Shelf Life
Sterile product - 5 years 
N on-Sterle  product - 1 0  years.

Implant System Warranty
For full implant system s warranty inform ation, re fe r to  the detailed term s and conditions in  the 
Implant System W arranty leaflet, (ds worid ru)

Product Availability
ATTENTION; Not all products described in th is IFU may be regulatory 
cleared/released/licensed In all markets. See current product catalog and brochures fo r 
product assortm ent and representative product photos o r contact the  local Dentsply S irona 
sales office fo r product availability

Authorized Representative on the Territory o f the Russian 
Federation
Dentsply Sirona LLC
115036, Moscow, O vchinnikovskaya embankment, 18/1, b id 2. p rem ises 3N 
T e l:- *7  (495) 725 10 87

Explanation o f Symbols
S ym bol

i J

I LOT

REF
STEMLE R

Manufacturer

Date o f m anufacture

Use-by date

Batch Code 

C atalog Number 

Sterilized using irradiation

Do not reuse 

Do not resterilize

Non-sterile

Do not use if package is dam aged 

C onsult Instm ctions fo r Use

^  ^  ^  European conform ity (CE) mark

»only

I MD I
О

P re sa lp tio n  only:
U S. Federal law restnets this device to  sale by o r on ffie  order o f a 
licensed dentist o r physician.

Medical Device

Single sterile barrier system

C€i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH

Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent6plvim plants.com
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Instructions fo r Use

Astra Tech Implant System® TX  
Repair Instruments

Dentsply
Sirona
Im plants

□ a
For In s tn jc to n s  to r Use and 

X I  sym bols glossary re fer to 
H u .de n t8 P lv8 iro na .com

Description o f the System
Ttie  Astra  Tech im plant System  TX assortm ent com poses dental implants, cover screws, 
transm ucosal abutm ents, o ther prosthetic components, as well as surgical and prosthe tc 
instruments 

In te nd e d  U sers

Users must be licensed dentists/physioans. be tra ined in implant dentistry and should be 
fam ilia r with Astra Tech Im plant System  TX.

C lin ic a l B e n e fit and P a tie n t T a rg e t G ro up

The Astra Tech Irtp la n t System  TX is designed fo r replacing one or more missing teeth in 
patients to  restore chew ing function  The patient target group are persons w ith adult jaws to  
whom  [tone o f the contra indications apply that are related to  dental implantations 

C o m p a tib ility

The  products are com patible w ith  the A stra  Tech Implant System  TX assortm ent ТГ>е 
com ponents m ay only be  used together w ith  original products a ix l instruments 
A ll instrum ents w h ich  can be used in combination with a contra-angle o r handpiece have an 
RA/CA-connection according to  ISO  1797 o r a re  com patible with ISO 1797 

P urpo se  (In s tru m e n ts )

Multiple u se surgical and restorative instrum ents designed fo r the installation, removal and/or 
replacem ent o f dental im plants, abutments o r dental laboratory products tor the purpose of 
restonng the patient's m asticatory fun c ton . The instrum ents can be used In two different 
workflow s Insertion and removal at the  Implant level o r insertion and removal at the abutment 
level.

Intended Use
The Repair Instrum ents are  used to  rem ove screw fragm ents In the im plant/abutm ent o r to  
rem ove the implant/abutment.

G u id in g  C y lin d e r

The G uiding C ylinder Is used >n combination w ith the G uiding Cylinder Handle to  guide the 
instrum ents into  the center o f the  abutm ent screw fragm ent in  the implant 

G u id in g  C y lin d e r U ni A b u tm e n t

The  G uiding C ylinder Uni Abutm ent is used in  combination w ith the Guiding Cylinder Handle to 
guide the instrum ents into the  center o f the badge screw fragm ent in  the Uni Abutment. 

G u id in g  C y lin d e r H andle

The  Guiding C ylinder Handle is an adjustable handle fo r the Guiding Cylinders 

S cre w  E x tra c to r

The  Screw Extractor is used fo r removal o f abutm ent screw fragments 

T h re a d  C leaner

The  Thread C leaner is  used fo r dea n in g  o f threads internally in  an implant/abutment 

F ra g m e nt D rill

The  Fragment Dnll is  used fo r creating an indentation in  the abutment screw/bndge sa e w  
fragm ent

Im p la n t R e trieve r

The  Implant R etnever is used fo r rem oval o f dam aged implants o r implants w ith damaged 
internal threads.

T re p h in e  D rill

The  Trephine Dnll is  used fo r removal o f partly o r fu lly  osseointegrated implants 

R e m oval T o o l

The Removal Tool is used fo r rem oval o f UniAbutm ents with rerrxival grooves.

A b u tm e n t A d a p te r

The Abutm ent Adapte r is  used ta r removal o f UniAbutm ents w ithout removal grooves 

U ni A b u tm e n t R e trieve r

The Uni Abutm ent R e tnever is used fo r removal o f Uni Abutments w ith dam aged internal 
threads o r fo r rem oval o f dam aged Uni Abutm ents in  TX implants o r implants carrying the EV 
connection

Indications
Com plications a fter Implant treatm ent o f partial and total edentulism

Contraindications
Allerg ic o r hypersensitivity reactions to matenals used (see section ‘ Matenals')

Warnings
Surgery m  the oral cavity and ora l rehabilitation include general nsks fo r complications.
•  The  lege artis restoration o f the  im plant may not be possib le because o f dam age at the 

im plant interface, and  the im plant m ust be explanted

> The  preparabon o f the thread may n o t be possib le and therefore the prosthetic restoration 
cannot be preserved

•  C om ponents that accidently are dropped In the patient's nxiuth may be swallowed or 
aspirated which can resu lt in  dam age to  the dlgestive/respiratory system or dyspnea

Care must be taken to  have control over sm all devices
•  Necessity o f expiantation o f the  implant a fter breakage o f Instruments and associated 

dam age to  anatom ical structures

•  S lipping o f instrum ents which may dam age the surrounding structures

•  Jam m ed/broken instruments

Precautions
•  P no r to  each procedure it must be ensured that a ll necessary components. Instruments ar>d 

m atenals a re  available in  the required quantises and are fully operauonal

•  Posibon the pabeni so that the  d an ge r o f aspiration o f com ponents is m inimized

•  A ll components that are used intraorally must be  secured to  prevent aspiration or 
swallowing.

•  Dunng preparation w ith  dnils the  recom m ended speed, w h ich  is in  the  range  o f the 
maximum speed, must be used The  m axim um  speed must not be exceeded and also the 
speed must not be reduced to  an  excessively s low  level

•  Fracture o f mandible may o ccur In a very atroph ic mandible, during surgery o r dunng roubne 
oral funcUon after surgery.

• If, due to  unfavorable anatom ical condibons. instrum ents do n o t f it o r cannot be used for 
other reasons, the course o f treatm ent planned with them  must not be conhnued and 
alternabves must be sought.

• A ll products intended fo r single u se must not be re-used Failure to  observe th is precaution 
may cause a loss o f accuracy and precision o f the Instrum ents through to  fractures o f the  
Instruments

• Products Intended fo r manual use shall not be used together w ith a contraangle handpiece

•  Schedule su tflaen t tim e fo r careful use at the repa ir instm m ents

•  Adequate space should be  ensured around the im plant to be  repaired.

•  Replace dull dnils immediately.
•  W here the repair Is not successful (e.g breakage of an instrument), a treph ine dnll adjusted 

to the diam eter o f the implant should be kept ready fo r expiantation o f the Implant

Adverse Reactions
Adverse reactions during o r a fte r the  treatm ent can be
•  Allergic o r hypersensibvity reacbons to  m atenals used (see section 'M a tena ls ')
•  Damage to  the digesbve/respiratory system or dyspnea as a consequence o f aspira ted or 

swallowed components

•  Permanent harm to  nerve o r tooth

•  Harm to  jaw bone o r m axillary sinus

•  Necrosis due to  inadequate co d in g  o r excessive torque

•  Fractured mandible

•  Uncontrolled post-operative d e e d in g  (e  g . dam age to  artena imgualis)

•  Post-operative d iscom fort such as
•  Edema
• Hematoma
• Temporary local swelling
•  Temporary anesthesia o r paresthesia and masbcatory impediment
•  Pain

• Implant loss

•  Local o r sys tem c mfecbon
•  Fracture o r dam age o f implants

> Esthetic o r funcbonal complicabons

MRI Safety Information
Not appillcable for the Repair Instruments

Step-by-Step Instructions

hstrument
Max. Speed 
Max. Toraue

natnim eitts to  remove «crew fraa im nts

The G u id in g  C y lin d e r is  used to  guide the 
nstrum ents into the center o f the abutm ent 
screw fragm ent and protects the intemal 
b reads m the implant 
The cylinders are  m arked with d iam eter

The G u id in g  C y lin d e r Uni A b u tm e n t is used 
to guide the instruments Into the  center o f the 
bndge screw fragm ent in  the Uni Abutment 
The cylinders are marked with Uni and angle
The G u id in g  C y lin d e r H a nd le  Is an
adjustable handle fo r the G uid ing Cylinders

The Fragm ent D r ill is used fo r creabng an 
indentation in the abutment screw/bndge 
screw fragment
The dnils are  marked with diam eter

1500 rpm
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Instructions for Use

The S c re w  E x tra c to r is used f a  the removal < 
of abutm ent s a e w  fragm ents f. 
The Screw E xtractor Is m arked with a i 
diam eter The instrum ent is fo r m a n u a l use 
o n ly  and Is used to g e ^ e r  w ith  a surgical
driver handle |

nstnjm ents to  clean Internal thraacia

The T h re a d  C le a n e r is used fo r cleaning o f
nternai threads in  an im plant/abutm ent. ' 
The Thread C leaner is m arked w ith  the thread f  
size The instrum ent IS f a  m a n u a l u se  o n ly  ; 
and Is used together w ith a restorabve driver ч 
land le .

The Impdnt Retriever is used fo r removal o f 
dam aged Implants o r im plants w ith  damaged 
nternai threads.

The T re p h in e  D r ill is used fo r the rem oval of 
partly o r fu lly  osseointegrated implants 
The Trephine Drills are m arked a ccw ding  to 
the im plant size.
The Trephine Drill fo r 0  3 .0  is marked with 
diam eter and length and has laser- edged 
depth m arkings corresponding to  the 
■espective im plant lengths (6-17 mm).
The Trephine Drills fo r 0  3.5, 0  4 0 and 0  5 0 
are m arked w ith  d iam eter and have slots that 
serve a s depth indication.

I
nttrumenta to  n inovo abutmonta

The R e m o va l T o o l is  used fo r the  removal o f 
UniAbutm ents w tfh  removal grooves

300 rpm

The A b u tm e n t A d a p te r is  used fo r removal of 
UniAbutm ents w ith o u t removal grooves 
The Abutm ent Adapte r is  delivered w ith  an O- 
-ing Replace the  0 -rirtg  i f  it loses Its 
Functionality

The U n i A b u tm e n t R e trie v e r Is used for 
■emoval o f Uni Abutm ents w ith  dam aged 
ntem al threads o r fo r removal o f dam aged Uni 
Abutments in  TX  im plants o r im plants carrying 
the EV connection.

A bu tm ent sc re w  fra c tu re  in an im p la n t
Abutm ent s a e w  fractures may occur in  im plants when unfavorab le  stress o r forces are 
applied

Option Repair Procedure Implant Level
1 -rao m e nt Fork • Thread Cleaner
2 -raa m e nt DnII • Fragment Fork • Thread Cleaner
3 -raa m e nt DnII • Screw Extractor • Thread C leaner
4 Remove im olant w ith Imolant Retnever o r T reohm e Drill

natrumants to remove Implants

G uiding C y linde r
1. Attach the Guiding C ylinder to  the Guiding Cylinder 

Handle
2. Positicxi the Guiding C ylinder In the im plant and hold it

____________
NOTE; Ensure that the  Guiding Cylinder is aligned 
with the vertical axis o f the  im plant throughout the 
whole procedure.

3. Use the G uiding Cylinder to  guide the Fragment Drill or 
Fragment Fork when removing abutment screw 
fragm ents in  the implants

NOTE:
•  If the s a e w  fragm ent cannot be removed with Option 1, go to  O ption 2 and use the 

Fragment Drill to  make an indenta ton  In the s a e w  fragm ent fo r the  Fragm ent Fork.

•  If the screw fragm ent cannot be rem oved with Option 2, go  to  O ption 3 and use the 
Fragment DnII to  make a full depth indentation in the screw fragm ent fo r the Screw 
Extractor.

Thread C leaner
1. Attach the appropriate Thread Cleaner to  a restorative 
dnver handle.
2. Insert the Thread Q ea n er carefully into  the implant 
Make sure to  engage it properly in the threads.
3. W ork interm ittently the entire length o f the  thread, about 
h a lf o f a turn a t a time. Turn the Thread C leaner back in 
between to  clean the threads and remove possible 
fragments

Fragm ent Drill
1. Attach the Fragment Drill to  a contra-angle handpiece
2 P ositon the Fragm ent DnII in the Guiding Cylinder.
3 Start drilling co u n te rc lo c k w is e  w ith  the Fragment Drill 

through the G uiding C ylinder a t a m aximum speed of 
1500 rp m  under profuse irrigabon with stehle 
physiological saline solubon.

гГоТЕ: Ensure tha t the Indentation is centered in the 
s a e w  fra g ment. _  _____

4. W ork interm ittently w ith the  Fragment DnII and reverse m 
between to  clean out possib le fragm ents

5. Stop drilling when a small cavity/indentation is created in 
the sa e w  fragm ent.

NOTE: W ie n  using O ption 3. drill genby unbi a full depth cavity is  created in ffie  screw
fragm ent The  drill lim it is  reached when the upper end o f the b lack m arking is in  line  w ith  the
upper end o f the Guiding Cylinder.
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Instructions fo r Use

S crew  E x trac to r
1 A ttach the Screw E xtractor to  a surgical anver handle. 

NO TE: Make sure that the  S crew  E xtractor is 
correctly p laced into  the handle The hexagonal part 
o f the shaft shall be fu lly  inserted into  the handle

2. Position the Screw  Extractor in the implant
3 Turn  the S a e w  E xtractor m anually counterclockwise 

into the  screw fragm ent (w ithout the Guiding Cylinder).
4 Use a torque w rench and turn counteraockw ise to 

remove the screw fragment.
Maintain downward pressure on the Screw Extractor.

NO TE; If the screw fragm ent cannot be rentoved, remove the implant.

R em oval o f  an im p la n t
If a ll o th e r m ethods to  rem ove an abutment screw fragm ent are unsuccessful, use the Implant
R etriever o r the Trephine Drill to  remove the implant. _ _ _ _ _ _ _ _ _ _ _ _
NO TE;..................................................................
•  Use the Implant Retriever fo r the  removal o f dam aged implants o r implants w ith damaged 

internal threads

• Use the Trephine Drill fo r  m e rem oval o f partly o r fully osseomtegrated implants.___________

Im p lan t R etriever
1 Position the Implant R etriever in Uie threaded area of 

the im plant
2. Turn  c o u n te rc lo c k w is e  w hile  pressing the Irrp lant 

R etriever down until the  Im plant Retriever sticks in 
position.

NO TE: In situations w here only a short part o f the 
screw  hole remains, it  may be difficult to  achieve 
enough friction. In such cases, cu t o r grind o ff some 
o f the instrum ent tip  and try again__________________

3. A tta d i e ither an open-end w rench o r a  restorative 
dnver handle together w ith  a torque w rench to  the 
Im plant Retriever.

4. C ontinue rotating c o u n te rc lo c k w is e  while maintaining 
a downward pressure until the im plant starts to rotate.

5. Continue until the  im plant is  out o f the bone

Trephine  D rill
If a ll o ther m ethods to  rem ove a screw fracture /an im plant are unsuccesstjl, a final option is to 
use a Trephine Drill.

IM raRTANT; f t i i s  procedure should be used a t the lowest possible speed u i^ e r  profuse 
irrigatron and w ith the b o ^  exposed fo r optim al visibility.

1 Select the approphate T rephine Drill.
2. A ttach the Trephine Onll to  a contra-angle handpiece

3. Position the Trephine Drill o ver the implant.
4. Start drilling at the lowest possib le  speed (m ax. 300 rp m ) 

under profuse irrigation w ith  sterile physio logical saline 
solution
Make sure to  follow  the axis o f the  implant.

5. Stop drilling when the top o f the  im plant reaches the 
appropnate depth marking on the Trephine Drill

6. Remove the im plant w ith a pa ir o f forceps.

Bridge screw  fra c tu re  in  an abu tm ent
Bridge sa e w  fractures may o ccur in abutm ents when unfavorable stress o r forces are  applied. 
There are different opfacfis to  rem ove a bndge screw fragm ent in an abutm ent________________

Dotlon R toalr Procedure Abutment Level
1 -raom ent Fork - •  T hread C leaner
2 -raom ent Drill - •  Fraom ent Fork -  • Thread Cleaner

3
Remove abutm ent w ith  Rem oval Tool, Abutm ent Adapter o r Uni Abutm ent 
Retriever

G uiding C y linde r Uni A b u tm e n t
1. Attach the Guiding Cylinder Uni Abutm ent to  the 

Guiding Cylinder Handle

2. Place the Guiding C ylinder Urn A butm ent onto the 
Uni Abutment and hold it firm ly

NOTE: Ensure that the G uiding C ylinder Uni 
Abutment is  aligned with the vertical axis of 
the abutment throughout the w hole procedure.

3. Use the G uiding Cylinder Urn Abu tm ent to  guide the 
Fragment Drill o r Fragment Fork when removing 
bridge screw fragm ents in  the Uni Abutment.

NOTE:
•  If the  screw fragm ent cannot be rem oved with Option 1, go to  O ption 2 and  use the 

Fragment Drill to  make an indentation in the s a e w  fragm ent fo r the  Fragm ent Fork

•  If the  s a e w  fragm ent cannot be rem oved with Option 2, go to  O ption 3  and  rem ove the 
abutment using the Removal Tool, Abutm ent Adapter o r the Uni Abutm ent Retriever

Thread C leaner
1. Attach the  appropriate Thread C leaner to  a 

restorative d river handle,

2. Insert the Thread Cleaner carefully into the s a e w  
hole. Make sure to engage it properiy in  the 
threads.

3. W ork interm ittently the  entire length o f the  threed, 
about half o f a turn a t a  time. Turn  the Thread 
Cleaner beck in between to  d e a n  the  threads and 
remove possib le fragments.

Fragm ent D rill
1. Attach the Fragment Drill to  a contraangie 

handpiece.
2. Position the Fragment Drill in  the  Guiding Cylinder 

Uni Abutment.
3. Start dniling c o u n te rc lo c k w is e  w ith the Fragment 

Drill through the Guiding C ylinder Uni Abutm ent at 
a maximum speed of 1500 rp m  under profuse 
irrigation w ith sterile physiological saline solution
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Instructions for Use

NOTE: Ensure that the indentation Is centered in  the 
screw  fragm ent.

4. W ork interm ittently w ith the Fragment Drill and 
reverse  in  between to  d e a n  out possible 
fragm ents

5. S top dniling when a small cavity/indentation is 
created in  the screw fragm ent

R em oval o f  Uni A bu tm ents
If all o ther methods to  remove a bndge screw fragm ent are unsuccessful, a final option is to 
use the Rem oval Tool, Abutm ent A dapte r o r the  Uni Abutm ent R e tneverto  remove the 
abutment.

NOTE;
> Use the  Removal Tool fo r the  removal o f undam aged Uni Abutments w ith  removal grooves. 
•  Use the Abutm ent A dapte r fo r the  removal o f undam aged Uni Abutments w ith o u t removal 

grooves.
Use the  Uni Abutm ent R etriever to  rem ove Uni Abutm ents w ith dam aged internal threads or 
dam aged Uni Abutm ents in  TX im plants o r im plants carrying the EV connection.

R em oval Tool
1. Position the Removal Tool on the abutment 

NOTE: M ake 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 A ttach e ither an open-end w re n d i o r a restorative 
driver riandle together w ith a torque wrench to  the 
Rem oval T o d .

4. Turn  c o u n te rc lo c k w is e  w ith  a frm , short 
movem ent to  re lease the abutment

5. W hen the abutm ent is loose, unscrew it manually.

6. Loosen the screw o f the Removal T o d  to  renwve the 
abu tn^n t.

A b u tm e n t A d a p te r
1 Adjust the  l o ^  nut o f the Abutm ent A dapte r until a 
gap is v is id e  between the 0-rir>g and  the metal (1 -2 
mm).

2. M ount the  Abutm ent A dapte r to  the abutm ent using 
finger force (5-10 Ncm).

NOTE: Make sure to  maintain the gap w hile  mounting 
the Abutm ent A dapte r to the abutment.
Do not com press the 0 -ring.

3. A ttach an open-end wrench to  the lock nut.
4. A ttach a ratchet w rench in the "IN ' position to  the 

Abutment Adapter head
5. Tighten the Abutm ent Adapter by moving the two 

instruments tow ards each other

6. When the Abutm ent A dapter is tightened, turn the 
open-end wrench attached to  the lock nut 
co u n te rc lo c k w is e  w ith a firm, short rrxivem ent to 
re lease the abutment.

7. W hen the abutm ent is loose, unscrew it manually

8 Use an open-end wrench together w ith  a ratchet 
wrench to  rem ove the abutm ent fro m  the Abutm ent 
Adapter.

9. A ttach an open-end w rench to  the lock nut on the 
Abutment Adapter.

10. A ttach a ratchet wrench in  ’ O UT" position to  the 
Abutment Adapter head

11. Loosen the Abutm ent Adapter by moving tfie  
instruments away fro m  each other.

Uni A bu tm ent R etriever
1. Position the Uni Abutment R etriever in the threaded 

hole o f the  abutment
2. Turn co u n te rc lo c k w is e  w hile  p ressing down until the 

Uni Abutment Retnever fric tion  fits  in  the threads.

NOTE: In s itua tons w here only a short part o f the screw 
hole remains, it  may be difficult to  achieve enough 
friction. In such cases, cut o r gnnd o ff some of the 
instrument tip and try again.

3 Attach either an open-end wrench o r a restorative 
driver haniSe together w ith a torque wrench to  the Uni 
Abutm ent Retriever.

4 C o ntn ue  rotating c o u n te rc lo c k w is e  while 
maintaining a downward pressure u n ti the  abutment 
loosens.

5. Continue m anually until the  abutm ent is  completely 
removed.
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Instructions for Use

Follow -up
A fter treatm ent is completed, good oral hygiene and regular follow-up exam inations are 
Important to  maintain health

Delivery • Storage - Disposal
D elivery
Product State of Delivery Sing le Um  / 

Multiple Use
Expected Lifetime
[number
uses/vearsi*

Guidino Cylinder Non-stenle Single use 1 use
Guidino Cvimder Uni Aputment Non-stenle Single use 1 use
Guidmo C ylinder Handle Non-stenle Multiple use 20  years
Fraament Fork Non-stenle Single use 1 use
Screw Extractor Non-stenle Single use 1 use
Thread Cleaner Non-stenle Single use 1 use
Fraameni Drill Non-stenle Single use 1 use
Trephine DnII Non-stenle Single use 1 use
im pian i Retriever Non-stenle Multiple use 20 years
Removal Tool Non-stenle Multiple use 20 years
Abutment Adapter Non-slenie Multiple use 20  y e a rs "
Uni Abutm ent Retnever Non-sienle Multiple use 20 years
• Instrum ents must be replaced before the indicated number of uses/years is reached if they 
are dam aged o r dull.
* ' If  the  0 -r in g  Is lost o r dam aged, a new ring must be installed before further use o f the 
instrument
For type and size see product le£iel.

N O tE : Do not use the products If the  packaging is damaged

Storage
Store the products, Ih a  dry place, a t room  ten p era tu re . i e 18-25 *C, in the onginal packaging
urtder conditions normal fo r dental practices

D isposa l
For d isposal o f the  packaging and com ponents comply w ith  the cumently applicaple national 
w aste disposal re g u la to rs  In your country
Instrum ents and com ponents that w ere used in  the patient's mouth may be p otent ally 
infectious and  must be disposed o f safely in containers approved to r this purpose 
Dispose o f sharps im m ediately a fte r use in designated puncture-proof containers according to 
ISO 23907-1 to  prevent m fecton  and injury.
C lass o f m edical waste in accordance w ith SanPiN 2.1.3684-21 -  
Used MD - class B: Unused M D -c la s s  A.

Materials
Product Material
Guiding Cylinder Stainless Steel acc toA S TM -F 899
Guiding C ylinder Uni Abutment Stainless Steel acc toA S TM -F 899
Guiding C ylinder Handle Stainless Steel acc. to  ASTM-F899

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

Screw Extractor Stainless Steel acc. to  ASTM -F899
Thread Cleaner Stainless Steel acc. to  ASTM -F899

Fragment Drill
S tainless Steel acc. to  ASTM -F899, Tungsten- 
Carbide

Trephine Drill S tainless Steel acc. to  ASTM -F899
Implant Retnever Stainless Steel acc. to  ASTM -F899
Removal Tool Stainless Steel acc. to  ASTM -F899

Abutment Adapter
Titanium alloy acc. to  ASTM-B348. 
Stainless Steel acc. to  ASTM -F899, EPOM 
lEtnvIene Proovlene Diene M onomer!

Uni Abutm ent Retnever Stainless Steel acc. to  ASTM -F899

Cleaning and Sterilization
IM PO R TA N T:
> P n o rto  clinical use, all com ponents and instruments delivered non-stenle must be cleaned, 

d is infected and sterilized according to ISO 17664.
Instrum ents th a t can be disassem bled must be disassembled fo r cleaning and may be 
assem bled again to r sterilization only in  a dry condition 

•  Ensure the functionality  o f the  O -nng mounted on the Abutm ent Adapter following the 
s te n liza to n  im m ediately p rior to  treatment
If the  0 -r in g  Is los t o r damaged, a new ring m ust be installed before further use o f the 
instrum ent

Manual pre-cleaning

Coarse soiling must b e  rem oved immediately (w ithin a maximum of two hours) a fter use w ith a 
soft nylon brush until v isibly clean 

U ltrasonic cleaning

The action tim es and concentrations specified by the manufacturer o f the  cleaning agent must 
be observed 

M echanical p ro ce ssin g

Manual pre -deaning  is necessary to ensure e ffio en t mechanical cleaning.
S uitable  w asher d isinfectors as well a s  cleaning and neutra liza ton agents are to  be used for 
m echanical cleaning The  instructions from  the manufacturer o f the w asher disinfector must be 
followed C leaning and neutralization agents are  to  be dosed and used in accordance with the 
m anufacturer's  instructions A  clean ing program with thermal disinfection (Ao г 3000) is 
recom m ended
Either dem ineralized w ater o r w a ter which satisfies this level o f punty is recommended for 
cleaning.
The m echanical processing m ethod was validated w ith the following materials and devices 
(acc. to  ISO 15883 and AAMI T IR  30)
« W asher disinfector, type G 7836 CD, Miele & Cie. KG. Gutersloh 

« C leaning program  VAR IO  TD

Pre-rinsing w ith cold w ater 4 min 
C leaning 10 min from  45-55  °C 
Neutralization 6 min
Intermediate rinsing with cold w ater 3 min 
Thermal disinfection 5 min a t 90 'C  (AO г  3000)
Drying 30 min a t 105 'C

• C leaning agent neodisher* MediClean forte  (0.5 % )/neuVaiization agent n eodisher* Z 
(0.1 %), Dr. W eigeri, Hamburg.

Maintenance
Before steniization. ail products should be inspected w ith the naked eye fo r v isible soil, 
impairments and/or corrosion. Particu lar attention should be paid to  design fea tures such as 
channels, blind holes, threads, undercuts and ntating surfaces
Check all markings on products fo r visibility and readability by inspection w ith the naked eye. 
Check matching com ponents fo r proper assem bly and  functionality. Check products with 
movable pans for correct operation Check pre-m ounted com ponents to r com pleteness and 
integnly.
Dispose o f defective products.

Steriliza tion
Sterilization Is to  be perform ed corresponding to  the follow ing scheme.
1 Preparation for sterilization; Place com ponents in a steniization pouch w hich is legally 

marketed (for the US market: FDA-cleared) lo r  use w ith  the recom m ended steniization 
parameters. Packaging must comply w ith the requirem ents according to  EN ISO 11607, 
ANSI/AAMI ST79 and AAMI TIR12
Every sterilization package must have a sterilization ind icator and steniization date.

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

Method Cycle Temoeratm lExposura Time* Dry Time
Steam
(EU")

Dynam ic a ir removal 
(prevacuum l

134 ‘ C b  nun 20 min

Steam Dynamic a ir removal 
fprevacuum!

1 3 2 ‘ C ( 2 7 0 ’ F) M m in  
135 *C (275 °F) 13 min

20 min

Steam Gravitv displacement 121 * C (2 5 0 “ F) b o  min 20  min
'  Minimum exposure times, the operating  tim es a re  longer and may vary depending on  the 

device.
"  EU customers are  required to use these steam steriliza tion  param eters
3. S to rage: Store the sterilized com ponents dry and dust-free a t room  tem perature.

Additional information fo r Customers
Inform us (Dentsply Sirona) and your com petent authority m the case o f notice o f life- 
threatening incidents o r a severe detenoration in  health status re lated to  one o f our p roducts

Trademarks
All trademarks and company nam es are the properly o f the ir respective owners To im prove 
readability fo r our customers, Dentsply S irona Im plants does not u se *  o r ™  in body copy. 
However. Dentsply S irona In p la n ts  does not waive any n g h tto  the tradem arks 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 o f a medical product, a t tem peratures ranging from  -30*C  to 
♦e 0 *C  and a r^ e v a n t hum idity before 8 0  %.

Operating Conditions
Dental practices and  laboratories.

Appiication Area
Stomatology. Dental im plantology

Sheif Life
Non-Stenle product -1 0  years.

impiant System Warranty
For full implant system s w arranty information, re fer to the deta iled  term s and conditions in  the 
Implant System W arranty leaflet, (ds-wortri.n.)

Product Avaiiability
ATTENTION: Not all products desenbed in this IFU m ay be  regulatory 
cleared/released/licensed in all markets. See current p roduct catalog and brochures for 
product assortm ent and representative product photos o r contact the  local D entsply Sirona 
sales office fo r product availability

Authorized Representative on the Territory o f the Russian 
Federation
Dentsply Sirona LLC
115035, Moscow, O vchinnikovskaya embankment, 18/1. bid.2, p rem ises 3N 
Tel . *7  (495) 7 2 5 1 0  87

C €
D en tsply Im plants M anufacturing Gm bH

Rodenbacher C haussee 4, 63457 Hanau, Germany
У1пуц|,0сп18р1у1то1ап18.сот
w w w .d e n ts p Iv s irQ iia .c o m

Subject to  change w ithout poor notice.
O ther languages are available upon request

Not all products are available In all countries.

Status o f information 
IFU 5 61 0 -E N -R U R ev 2024-02
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Instructions fo r Use

Explanation o f Symbols
S ym b o l

|/wJj

T itle

M anufacturer 

Date  o f manufacture 

Use-by bate

[LOT]

Ir e f I

NONrmRIU!>

Batch Code 

Catalog Number

Non-stehle

Do not reslenlize

Do n o t use if package is damaged

C onsult instrucbons fo r Use

C € / C  €i
^Conly

MO

European conform ity (CE) rrtark 

P re scrip to n  only:
U S  Federal law restricts this device to  sale by o r on the order o f a 
licensed d e n ts t o r physician.

M edical Device

C O
o e rn s p ly  Im p la n ts  M a n u fa c tu rin g  G m bH

Rodenbacher C haussee 4, 634S7 Hanau, Germany
w w w .d c n ts p lv im o la n ts .c o m
WWW. d c  n t s D lysi ro n a j:  о  m

Subject to  change without p rior notice 
O ther languages are  available upon request

Not all products are available in  all countries.

Status o f information;
IFU 5610-EN-RU Rev. 2024-02
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Astra Tech Implant System' 
Direct Abutm ent A P I™  kit

Instructions for Use
Sirona
Implants

D en tsp ly

TX

Description o f the System
The Astra Tech Implant S ystem  TX assortm ent com pnses dental implants, cover saew s, 
transm ucosal abutm ents, o ther p rosthetic components, as well as surgical and prosthetic 
instmments.

Intended U se rs

Users must be licensed dentists/physicians o r dental technicians, be trained In implant 
dentistry and should be fam ilia r w ith Astra Tech Implant System TX.

C lin ica l Benefit and Patient Target Group

The A stra  Tech Implant System  TX is designed fo r replacing one o r more m issing teeth in 
patients to  restore chew ing function. The  patient target group are persons with adult jaw s to 
whom  none o f №e c o nira ind icato ns apply that are  related to dental implantations. 

Com patibility

The products are com patible  w ith the Astra Tech Implant S ystem  TX assortment. The 
com ponents m ay on ly  be used to g e th e rw ith  onginal products and instruments.

Description o f the Product
Direct Abutm ent

The Direct A butm ent is  a one-piece transm ucosal abutment intended for cement-retained 
restorations.
The Direct A butm ent has a conical connection into  the implant, which enables a tight and 
stable connection between the  components.
The  packaging o f the  Direct A butm ent and Direct Abutment API is color-coded according to
im plant-abutm ent connection size

Direct Abutm ent A P i (Ali Parts included):

The Direct A butm ent API k it includes all com ponents necessary fo r working w ith the Direct 
Abutm ent 
« D irect Abutment

•  D irect Abutm ent Carrier

•  D irect Abutm ent P ick-up 

« D irect Abutm ent Replica

•  D irect Abutm ent H ealing Cap

•  D irect Abutm ent Burnout Cylinder
The com ponents are  sir^gle packed o r available in kits

NO TE: M axim um  residence time of the D irect Abutm ent Healing Cap 30 days.

Purp ose (Instrum ents)

Multiple and single use surgical and restorative instrunnents designed fo r the installation, 
removal and/or replacem ent o f dental implants, abutm ents o r dental laboratory products fo r the 
purpose o f restonng the patient's m asticatory function. The instruments can be used In two 
d iffe rent workflows: in s e ito n  and rem oval a t the  implant level o r insertion and removal at the 
abutm ent level.

Intended Use
Direct Abutment

The Direct A butm ent Is intended fo r co nn ect ng a p ro sth e tc  construcbon to  a dental implant. 
The Direct Abutm ent is  a one-p iece transm ucosal abutment intended for cement-retained 
restorations in  all positions in  the m outh in  Immediate, early and delayed loading situatons. 

Direct Abutm ent H ealing C a p

The Direct Abutm ent H ealing Cap is used for p rotection o f the  abutment and to  prevent tissue
overgrowth

DA 4  Metal C arrier

The DA 4 Meal Carrier is  used to  pick up the D irect Abutm ent 0  4 and to  place the Direct 
Abutm ent 0  4 in the implant.

Direct Abutm ent C arrier

The O re c t Abutm ent C a rrie r Is used to  pick up the Direct Abutments and to  p lace the Direct 
Abutm ents in the implant.

D irect Abutm ent Im p ressio n P ick-u p

The D re c t Abutm ent im pression Pick-up is used fo r impression taking on abutment level with a 
closed-tray technique 

D irect Abutm ent R eplica

The D irect Abutm ent R eplica is  a duplicate o f the abutm ent and is used in the m aster modei. 

D irect Abutm ent B urnout C y lin d e r

The D irect Abutm ent Burnout C ylinder is used as a base when waxing-up and c a s tn g  the final 
ra s to ra to n  A ny casting m etal/alloy can be used.

Indications
Partial and total edentulism

Contraindications
Allerg ic o r h ype rsa nsitv ity  reactions to matenals used (see section "Materials")

Warnings
Surgery in  the oral cav ity  and  oral rehabilita tion Include general nsks fo r complications:
> C om ponents that accidently are dropped m the p a te n t's  mouth may be swallowed or 

aspirated which can resu lt in dam age to  the digestive/respiratory system  o r dyspnea. Care 
must be taken to  have control over small devices.

Precautions
•  P a te n t health history must be  carefully assessed Pay speaal attention to  the following 

health impairm ents.
• Recent myocardia l in farction (< 3 months)
• Recent cerebrovascular accident

S
D em sp ly  Im plants M anufacturing Gm bH

Rodenbacher C haussaa 4, 63457 Hanau, Germany
www.dent8Plvlmolants.com
w w w .d e n ts p lv s iro n a .c o m

□ s
F o r Instructions fo r Use and 

1 1 sym bols g lossary re fe r to 
ifu.dem splvsirona.com

•  Recent cardiac-valvular p rosthesis placement 
■  Hemorrhagic diathesis
• Immunosuppression
•  Active treatm ent o f m alignancy
• Severe liver dysfunction
• Florid infection

• Drug abuse
• Psychiatric illness
• Intravenous bisphosphonate use

•  Improper patient selection/analysis o r failure to comply w ith  the  instm ctions fo r use can lead 
to failed osseointegration o r loss o f osseointegration

•  Prior to  each procedure it must be ensured that all necessary com ponents. Instrum ents and 
materials are available in  the required quantities and are  fully operational

•  Position the patient so tha t the danger o f aspiration o f com ponents is  m inim ized

•  All com ponents tha t are used m traorally must be secured to  prevent aspira tion  or 
swallowing

•  Fracture o r dam age o f im plants, healing components, prosthetic com ponents o r prosthesis 
requiring removal and replacem ent o f an  im plant may o ccur due to unfavorable loading 
conditions. Mastication forces and restoration design must therefore  be evaluated carefully.

•  If. due to  unfavorable anatom ical conditions, instrum ents do not fit o r cannot be used fo r 
o ther reasons, the  course o f treatm ent planned with them  must not b e  continued and 
alternatives must be sought

•  All products intended fo r single use must not be re-used Failure to  observe th is precaution 
may lead to  infection o r fracture  o f components and m ight result in  aspira tion  o r swallowing.

•  Bone quality and quantity, local infections, disturbed initial healing o r prem ature loading are 
all factors, which may influence im plant survival. Successful healing and osseointegration 
may be negatively affected by the following factors

• Inflammations, tumors, abscesses o r cysts in the jaw  area
• Insufficient height and/or width o f bone

• Insufficient soft tissue coverage
• History o f therapeutic radiation in the area
• Borte and wound healing disorders (a g. uncontrolled diabetes)

• Autoim m une diseases
• Uncontrolled para-functional habits (e g. bruxism)
•  Inadequate oral hygiene
•  Alcohol abuse
•  Smoking

Adverse Reactions
Adverse reactions dunng o r a fter the treatm ent can be
•  Allergic o r hypersensitivity reactions to m aterials used (see section 'M ateria ls ’ )

•  Damage to  the digestive/respiratory system or dyspnea as a consequence o f aspirated or 
swallowed components

•  Implant loss

• Pen-implantitis

•  Local o r system ic infection

• Bone loss as a result o f peri-Im planttis  o r mechanical overload

•  Fracture o r dam age of implants, healing components, prosthetic com ponents o r prosthesis

•  Removal and replacement o f an implant

•  Post-operative d iscom fort such as
• Edema
• Hematoma
• Tem porary m asticatory impediment
• Pain

•  Esthetic o r functional complications

MRI Safety Information
All Astra Tech Implant System  TX products which rem ain in the patien t's  body have not been 
evaluated fo r safety and compatibility in the MR environm ent They have not been tested fo r 
heating, m igration, o r image artifact in  the MR environment. The safety o f the  Astra Tech 
Implant System  TX products in  the MR environm ent Is unknown Scanning a patient w ho  has 
such a product may result in patient injury.

Step-by-Step Instructions
C lin ic

IM PORTANT:
•  Clean and stenllze all non-stenie com ponents before clinical use (see section "Cleaning 

and Sterilization').

•  Always observe the speo fied  torque value.

•  When p laang  o r rerrxjving components, make sure there  is a sufficient carry ing function 
between the com ponent and the instrument

•  The supra-constructlon should have a passive fit on the abutm ents to  prevent tension in 
the implants

D ir e c t  A b u tm e n t

1. Rerrxjve the healing com ponent If applicable.
2. Pick up the Direct Abutm ent using a compatible instrum ent according to  the tab le  below: 

NOTE: W hen using the Direct Driver EV 0  3.3 0  4, aim  the arrow on the driver tow ards the 
flat surface on the abutm ent and press the d river onto the abutment.

P ro du c t Ins tru m e n t
Direct Abutm ent 0  5 and 0  6 Hex d river ♦  d river handle
Direct Abutm ent 0  4 Direct D nver EV  0  3 .3 0  4 dnver handle

Subject to  change without p no r notice.
O ther languages are  available upon request.

Not all products are  available in all countnes.

Status o f information;
IFU  56 79 -E N -R U  Rev. 2024-02
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Instructions fo r Use

3 FlusFi the inner geom etry o1 the im plant w ith sterile physiological saline solution before 
placing the  abutments.

4. Insert the Direct Abutm ent into  the implant.

5 To prevent m isfit and possib le leakage into the im plant connection, make sure the 
com ponent is correctly seated.

6  Use one o f the dhvers and a torque w rench to  tighten the 
D irect A butm ent to  the recom m ended torque o f 25 Ncm

D irec t A b u tm e n t C arrie r/D A  4 M etal C arrie r (Optional)
NO TE: The  Direct Abutm ent Carner/D A 4 Metal G am er can only be used together with the 
Torque W rench (O rder No : 24075).

1 Rem ove the healing com ponent if applicable
2. A ttach the Carrier o f choice to  the D irect Abutment 
3 M ake sure the G am er is  correctly seated

4 Flush the inn e r geometry o f the  im plant w ith sterile
physiological saline solution before p la a n g  the abutments.

5. Insert the D irect Abutm ent into  the implant.
6. To prevent m isfit and possib le leakage into  the implant 

co nn ec lo n , m ake sure the com ponent is  correctly seated.

7. C onnect a torque w rench to  the G am er and tighten the Direct Abutment to  the 
recom m ended torque o f 25 Ncm
Keep a ligh t pressure downwards on the Carrier during the procedure.

M odifica tio n  o f  the  D irec t A b u tm e n t (Optional)
If  ne№ssaQr, the  D re c t A b u trm n i can be  shortened for o cdusal clearance 

N O TE : It is  imp ortan t Ю inform  the  dental technician about the occlusal reduction.

The laser-etched band on the Direct Abutm ent provides a precise indicator 
fo r a  shortening o f 1 mm. This ensures that sufficient material is 
maintained fo r retention and the friction grip  required during placement.
To ensure a p e rfe c tfit o f the  final crown, shorten the D ire a  Abutm ent just 
below the laser marking.

NO TE; The Direct Abutm ent Healing Cap can still be  used on the Direct 
Abutm ent

D irec t A b u tm e n t Im p ress ion  P ick-up
1 A lign  the knob on the D irect Abutm ent Im pression Pick­

up w ith the fla t surface o f the D irect Abutm ent. f

2. P ress the D irect Abutm ent Im pression R ck-up  onto the 
D irect Abutm ent until i t  snaps Into place.

3. Take an  im pression with an e lastom ehc impression 
matenal using a O osed-tray impression te i^n iq u e

4. Check the impression fo r correct and stable retention between the Direct Abutment 
Im pression P ick-up and the impression matenal.

5. Send the im pression to  the laboratory fo r the fabncation o f the final restoration

D irec t A b u tm e n t H ea ling  Cap

NO TE: The  Direct Abutm ent Healing Cap is used as a provisional solution, either as is. o r as
a base fo r a tem porary solution.

1. Align the flat surfaces o f the  Direct Abutm ent Healing Cap and 
the Direct Abutment

2. Press the D rec t Abutm ent Healing Cap o nto  the  Direct 
Abutm ent until it snaps into place
For proper retention, use tem porary cement.

n

NOTE; Make sure that the D irect Abutm ent Healing Cap is 
seated all the way down on the abutment.

Cem enting In of final restoration

1 Cement in  the final restoration.
Follow the cement manufacturer's directions 

2. C onp le te iy  remove excess cem ent at the edge o f the  final 
restoration.

Laboratory
D ire c t A bu tm e nt R eplica

1 Align the flat surface o f the Direct A butm ent Replica w ith the 
fla t surface inside the Direct Abutm ent Im pression Pick-up.

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

3. Pour the impression w ith high quality stone.

M o d ifica tio n  o f the  D ire c t A b u tm e n t R e plica  (O p tio n a l)

The laser-etched band on the D irect Abutm ent Replica provides a 
precise indicator fo r a  shortening o f 1 mm. T o  e nsure a perfect fit o f the 
final crown, shorten the D re c t Abutm ent Replica Just above the  laser 
marking

1 h

NOTE: If the D re c t Abutment Burnout C ylinder is used, make sure to 
adjust It to  the shortened D re c t Abutm ent Replica

D ire c t A b u tm e n t B u rn o u t C y lin d e r

The D rec t Abutment Burnout Cylinder has a built-ln cem ent space, 

NOTE: Do not burnout the  w ax and plasbc too quickly. Th is  may create 
defects in the investment material/castmg.

1. Posidon the D re c t Abutm ent Burnout C ylinder on the D re c t 
Abutment Replica.

2. Align the "chimney" o f the Direct Abutm ent Burnout Cylinder 
w ith the fla t surface o f the  Direct Abutm ent Replica

3. Fabricate the final restoration.

Follow -up
A fter treatment is completed, good oral hygiene and  regular fo llow -up exam inations are 
important to  maintain health.

Delivery - Storage - Disposal
Delivery

NOTE: Do not use the products if the  packaging is  damaged.

P roduct State o f  Delivery Single Use / 
Multiple Use

Expected Lifetime

Direct Abutment Non-stenie Sinqle use 20  years
Direct Abutment Heating 
Cao

Non-stenie Single use 30 days

DA 4 Metal Carrier Non-sterile M ultiiiie  use 20 years o r until worn
Direct Abutment Garner Non-stenIe MultiDle use 5 vears o r until w orn
Direct Abutment 
Impression Pick-uo

Non-stenie Single use 1 use

Direct Abutment Reolica Non-sterile Single use 1 use
Direct Abutment Burnout 
Cvlinder

Non-stenIe Single use 1 use

For type, size and, if  applicable, anguiabon see product label

Storage
Store the products, in a dry place, a t room  tem perature, i.e. 18-25 *C, in the original packaging 
under condifions normal fo r dental practices.

Disposal
For disposal o f the packaging and com ponents com ply w ith  the  currently applicable national 
waste disposal regulabons in  your country.
Instruments and components tha t w ere used in the p a te n t's  m outh may be p o le n ta lly  
infecbous and must be disposed o f safely in containers approved fo r th is purpose.
Class o f medical w aste in accordance with SanPiN 2.1.3684-21 -  
Used MD - class B,
Unused M D -c la s s A

C€i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH

Rodenbacher Chaussee 4, 63457 Hanau, Germany
w w w .dentsplvim olants,com
w w w .dent5plvsirona.com

Subject to  change w ithout prior notice 
O ther languages are available upon request.

Not all products are  available in all countries.
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Instructions fo r Use

Materials
P ro du ct M aterial
D irect Abutm ent fita n iu m  A lloy (Ti6AI4V-ELl) acc. to  ASTM -F136 or 

Titanium G rade 4 acc. to  ASTM -F67
Direct Abutm ent Healmo Cao =4D (Poivcarbonaiei
DA 4 Metal Carrier Stainless Steel acc. to  ASTM-F899
Direct Abutm ent e a rn e r ^SU  IPoIvsulfone)
D irect Abutm ent Im oression Pick-uo (Polvorooviene)
Direct Abutm ent Replica Stainless Steel acc. to  ASTM-F899
Direct Abutm ent Burnout Cylinder ^M M A  (PolvmethvI Methacrvlatel

Cleaning and Sterilization
IM PO R TAN T; P rior to  clinical use, all com ponents and instruments delivered non-sterile must 
be cleaned, d is infected and stenlized according to  ISO 17664 Instruments tnat can be 
disassem bled must be disassem bled fo r cleaning and may be assem bled again fo r sterilization 
only in  a dry condition.

M anual p re -c le a n in g

C oarse soiling must be removed im m ediately (within a maximum of two hours) after use w ith a 
so ft nylon brush until v isibly dea n  

U ltra s o n ic  c le a n in g

The action tim es and concentrations sp ec if ed by the  m anufacturer o f the cleaning agent must 
be observed.

M e ch an ica l p ro c e s s in g

Manual pre-cleaning is necessary to ensure e fficient mechanical cleaning.
S uitable  w a she r d isinfectors as well as dea n in g  and  neutralization agents are to  be used for 
m echanical deaning. The instn jctions from  the  manufacturer o f the w asher d isinfector m ust be 
followed. C leaning and neutra lization agents a re  to  be dosed and used in  accordance with the 
m anufacturer’s instructions A  cleaning program with thermal disinfection (A« a 3000) is 
recommended.
E ither dem ineralized w ater o r w a ter w h id i satisfies th is level o f purity is recommended for 
cleaning
The  m echanical processing m ethod was validated w ith  the following materials and devices 
(acc. to  ISO  15883 and AAMI T IR  30):
•  W asher d isinfector, type G  7836 CD, Miele & C ie . KG, Gutersloh

•  C leaning program  VAR IO  TD  
Pre-rinsing w ith  cold w ater 4 min 
C leaning 10 min from  45-55 'C  
Neutralization 6  rmn
Interm ediate rinsing w ith cold w ater 3  min 
Therm al disinfection 5 min a t 90 *C (Ao г  3000)
Drying 30 min at 105 ’ C

« C leaning agent n eodisher* MediCiean forte  (0.5 % )/neutralization agent neodisher* Z 
(0.1 %), Dr. W eigert, Hamburg 

M aintenance
Before steniizabon. all products should be inspected with the naked eye fo r visible soil, 
impairm ents a nd /or corrosion. Particu lar attention should be paid to design features such as 
channels, blind holes, threads, undercuts and mating surfaces
C heck a ll m arkings on products fo r visibility and readability by inspection with the naked eye. 
C heck m atching com ponents fo r proper assem bly and functinnality. Check products with 
movable parts fo r correct operation. Check pre-m ounted com ponents fo r completeness arxl 
integrity
Dispose o f defective products.

S teriliza tion
steriliza tion  is to  be perform ed corresponding to  the  follow ing scheme;
1 P re p a ra tio n  fo r  M e riilz a tio n ; P lace com ponents in a sterilization pouch which is legally 

maiiceted (for the US m arket FDA-cleared) fo r use w ith  the recommended sterilization 
parameters. Packaging must comply w ith the requirem ents according to  EN ISO 11607, 
ANSI/AAM I ST79 and AAMI TIR12.
Every steriliza tion  package must have a sterilization indicator and sterilization date.

2. P aram ete rs  (acc to  ISO  17665, EN 13060. EN 285 and AAMI TIR12)

Method Cycle Tem oeratuit Exposure Thm* Dry Time
Steam
1EU-)

Dynam ic a ir removal 
Iprevacuum)

1 3 4 'C 3 min 20 min

Steam Dynamic a ir removal 
Iprevacuum)

132 ”C (270 *F) 
135 *C (275 *F)

4 min 
3 min

20 min

Steam Dravitv displacement 121 *C (250 *F) 30 rnn 20 min
• M inim um  exposure times, the operating times are  longer and may vary depending on the 

device
** EU cu sto rre rs  are  required to  use these steam steniization parameters 
3. S to ra g e : Store the sterilized com ponents dry and dust-free a t room temperature

Documentation
To ensure traceability, we recom m end tnat the REF and  LOT num ber on the label is 
transferred to the  p a te n t record

Additional Information for Customers
Inform  u s (Dentsply S irona) and your com petent authority in the case o f notice o f life-

molantable Product aeelc UOI-DI Number
ATIS TX titanium  abutm ents and abutm ent screws D739253227172Y5
ATIS TX p lastic abutm ents API 0739253227174Y9

However, Dentsply Sirona Implants does not waive any right to  the tradem arks and  nothing 
herein shall be interpreted to  the contrary

Transportation Conditions
Products must be transported and earned with care In accordance with the specia l precaution 
measures apiplying to  each type o f a m edical product, a t tem peratures ranging fro m  -30°C  to 
♦6 0 *C  and a relevant hum idity before 80 %

Operating Conditions
Dental practices and laboratones
The products can be used (a fte r in s ta lla tio n ) a t tem peratures from  ■•■32°C to  -r42’ C

Application Area
stom atology. Dental implantology.

Shelf life
Non-Sterile product -1 0  years.

Implant System Warranty
For full iirp la n t system s warranty inform ation, re fe r to  the deta iled  terms and conditions In the 
Implant System W arranty leaflet. (;Js-woi'n m)

Product Availability
ATTENTION : Not all products described in this IFU may be regulatory 
deared/re ieased/licensed in all markets See current product catalog and brochures for 
product assortm ent and representative product photos o r contact the local Dentsply S irona 
sales office fo r product availability.

Authorized Representative on the Territory o f the Russian 
Federation
Dentsply S irona LLC
11S03S, Moscow, O vchinnikovskaya embankment. 18/1, b id 2, prem ises 3N 
Tel : +7 (4 9 5)725  10 87

I R e com m ended t ig h te n in g  to rq u e  fo r  f itta l In s ta lla tio n  Is 25 Ncm . |

Explanation o f Symbols
S ym b o l T itle

Manufacturer

Date o f manufacture

I LOT I 
Ir e f I

STEMLE n

Trademarks
All tradem arks and com pany nam es are the properly o f their respective owners To improve 
readability fo r our customers, Dentsply S irona Implants does not u s e * o r  in  body copy.

Use-by date

Batch Code

Catalog Number

Sterilized using irradiation

Do not restenlize

Do not use If package is dam aged

C onsult Instructions fo r Use

European conform ity (CE) m ark 

Prescription only:
U.S Federal law restricts this device to  sale by o r on the order o f a 
licensed dentist o r physician.

Medical Device

Single sterile barrier system

C i
D e n ts p ly  Im p la n ts  M a n u fa c tu rin g  G m bH

Rodenbacher Chaussee 4 ,6 3 4 5 7  Hanau, Germany
w w vir.tie n tsp iv im p la n ts .co m
w w w .d e n tsp Ivs iro iia .co iT i

Subject to  change w ithout p rior notice.
O ther languages are available upon request.

Not all products are available In all countries

Status of information
iFU 5679-EN-RU Rev. 2024-02

Dentsply
S iro n a
Im plants

3 (3 )

И
нф

ор
м

ац
ия

 п
ол

уч
ен

а 
с 

оф
иц

иа
ль

но
го

 с
ай

та

Ф
ед

ер
ал

ьн
ой

 с
лу

ж
бы

 п
о 

на
дз

ор
у 

в 
сф

ер
е 

зд
ра

во
ох

ра
не

ни
я

w
w

w
.r

os
zd

ra
vn

ad
zo

r.
go

v.
ru



Astra Tech Implant System' 
Ball Abutm ent

Instructions for Use

TX
m

Sirono
Implants

D entsp ly

For In s tru c to n s  fo r Use and 
X |  sym bols g lossary re fer to 

H u .d e n ts p lv s lro n a .c o m

Description o f the System
The A stra  Tech Im plant System  TX assortm ent com poses dental implants, cover screws, 
transm ucosal abutm ents, o ther p rosthetic components, as well as surgical and prosthetic 
instruments 

In te nd e d  U sers

Users m ust be licensed dentists/physicians o r dental technicians, be trained in implant 
dentistry and should be fam ilia r w ith Astra Tech im plant System  TX.

C lin ica l B e n e fit and  P a tie n t T a rg e t G ro up

The Astra Tech Im plant System  T X  is designed fo r replacing one o r m ore m issing teeth in 
patients to  restore chew ing function  The  patient target group are persons with adult }aws to 
whom  none o f the  contra ind icatons apply that are  re lated to  dental implantations. 

C o m p a tib ility

The products are com patible w ith the Astra Tech Implant S ystem  TX assortm ent The 
com ponents may only be used together w ith  original products and instruments

Description o f the Product
The Ball A butm ent Is a one-piece transm ucosal abutment intended fo r ball attachment-retained 
restorations.
The Ball Abutm ent has a conical connection to the implant, which enables a tight and stable 
connection between the components.
The packaging o f the Bail Abutm ent is color-coded according to  implantabutment connectio i 
size

P urpo se  (In s tru m e n ts )

Multiple use surgical and restorative instruments designed fo r the  installation, removal and/or 
replacem ent o f dental implants, abutm ents o r dental laboratory products fo r the  purpose of 
restoring the patient's m asticatory function. The instruments can be used in  two different 
workflows: insertion and rem oval a t the im plant level o r insertion and removal a t the  abutment 
level.

Intended Use
B all Abutment

The Ball Abutm ent is  intended fo r connecting a prosthetic construction to  a dental implant 
The Ball Abutm ent is  used fo r non-splinted restorations in fully edentulous situations in  the 
mandible.

B all W rench

The Ball W rench is used fo r p lacem ent and removal o f the Ball Abutment.

B all Abutm ent P ick-u p

The Ball Abutm ent P ick-up is used fo r impression taking on abu№ient level with a closed-tray 
techrrique.

B all Abutm ent R eplica

The Ball Abutm ent Replica is  a duplicate o f the abutrrtent and is used In the master model.

Indications
Total edentulism

Contraindications
Allerg ic o r hypersensitivity reactions to  m aterials used (see secfaon 'Materials')

Warnings
Surgery in  the oral cavity and oral re h ab ilita tia i ind u de  general risks fo r complications
•  C om ponents that accidently are dropped in  the patient's mouth may be swallowed or 

aspira ted which can result in dam age to  the digestive/resplratory system or dyspnea Care 
m ust be taken to  have contro l o ver small devces.

Precautions
•  Patient health history m ust be carefully assessed Pay special attention to the following 

health impairm ents:
• Recent myocardia l infarction (< 3  m onths)
• Recent cerebrovascular acddent

• Recent cardiac-valvular prosthesis placement
•  Hem orrhagic diathesis
•  Im m unosuppression
•  A ctive treatm ent o f malignancy

• Severe liver dysfunction
•  Florid infection
• Drug abuse
• Psychiatric illness

•  intravenous bisphosphonate use
•  Im proper patient se lection/analysis o r failure to  com ply w ith the instructions fo r use can lead 

to  failed osseointegration o r loss o f osseointegration.
> P rio r to  each procedure it must be ensured that all necessary components, instruments and 

matenals are  available in the required quantities and are  fully operational

> Position the patient so tha t the  danger o f aspiration o f components Is minimized.

•  A ll com ponents tha t are used intraorally must be secured to  p e v e n l aspiration or 
swallowing.

• Fracture o r dam age o f im plants, healing components, prosthetic components o r prosthesis 
requiring rem oval and replacem ent o f an implant may occur due to  unfavorable loading 
conditions. M astication forces and restoration design must therefore be evaluated carefully.

•  If. due to  unfavorable anatom ical conditions, instrum ents do not fit o r cannot be used fo r 
o ther reasons, the  course o f treatm ent p lanned with them  must not be continued and 
alternatives must be sough

• A ll products intended fo r s ingle use must not be re-used. Fa ilure  to  observe this 
precaution may lead to  Infection o r fracture  o f com ponents and m ight result in aspiration 
o r swallowing

• Bone quality and quantity, local infections, d isturbed initial healing o r p rem ature loading 
are all factors, which may influence im plant survival. Successful healing and 
osseointegration may be negatively affected by the follow ing factors:

•  Inflammations, tumors, abscesses o r cysts in the jaw  area
• Insufficient height and/or w idth o f bone
• Insufficient soft tissue coverage
• History o f therapeutic radiation in  the area
• Bone and w ound healing disorders (e.g. uncontrolled diabetes)
• Autoim m une diseases
• Uncontrolled para-functlonal habits (e.g. bruxism)
• Inadequate oral hygiene
• Alcohol abuse
• Smoking

Adverse Reactions
Adverse reactions during o r a fter the treatm ent can be:

• A llergic o r hypersensitivity reactions to  matenals used (see section "M aterials')
• Damage to  the digestive/respiratory system o r dyspnea a s a consequence o f aspirated 

or swallowed com ponents
• Implant loss
■  Pen-implantitis
• Local o r system ic infection
• Bone loss as a result o f peri-im plantitis o r m echanical overload
• Fracture o r dam age o f implants, healing components, prosthetic com ponents or 

prosthesis
• Removal and replacem ent o f an implant

■  Post-operative d iscom fort such as:
• Edema
■  Hematoma
• Temporary masticatory impediment

■  Pain
• Esthetic o r functional complications

MRI Safety Information
All Astra Tech Implant System  T X  products which rem ain in the  patien t's  body have not been 
evaluated fo r safety and compatibility in  the MR environm ent They have not been tested for 
heating, migration, o n m a g e  artifact in  the  MR environment. The  safety o f the  Astra Tech 
Implant System  TX products in  the MR environm ent is unknown. Scanning a patient who has 
such a product may resu lt in patient injury

Step-by-Step Instructions
Clinic
IM PORTANT:
•  The supra-construction should have a passive fit on the abutm ents to  prevent tension in the 

implants

•  When placing o r rem oving components, make sure there is suffic ient carrying function 
between the com ponent and the instrument.

Ball Abutment
1. Remove the cap from the outer p lastic conta iner and *

tear o ff the foil that protects the stenie content.

2 Slide the sterile fo ld ing b lister onto a stenie area

3 Split the insert open and place the  Ball Abutm ent onto a sterile  area
4. Attach the  Ball Abutm ent to  the Ball Wrench.
5. Flush the inner geom etry o f the im plant w ith sterile 

physiological saline solution before placing the Ball 
Abutments

6. Seat the  Ball Abutment into the implant

7. To prevent misfit and possib le leakage into  the 
implant connection, make sure the com ponent is 
correctly seated

C€i
D e n tsp ly  Im p la n ts  M a n u fa c tu rin g  G m bH

Rodenbacher C haussee 4. 63457 Hanau, Germany
w w w .d e n t8 n lv lm D la n ts .co m
w w w .d e n ts p iv s iro n a .c o m
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