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SUMMARY OF SAFETY AND EFFECTIVENESS 

NAME OF FIRM: 

SIO(K) CONTACT: 

TRADE NAME: 
COMMON NAME: 

CLASSIFICATION: 

DEVICE PRODUCT CODE: 

SUBSTANTIALLY 
EQUIVALENT DEVICES: 

DEVICE DESCRIPTION: 

DePuy Orthopaedics Inc. 
700 Orthopaedic Drive 
Warsaw, Indiana 46581-0988 
EST REGNo.: 1818910 

Steve Wentworth 
Regulatory Affairs Manager 
Tel: (574) 371-4913 
Fax: (574) 371-4987 

DePuy PFC® Sigma Knee Prosthesis 
Tricompartmental Knee Prosthesis 

Knee joint patellofemorotibial, polymer/metal/polymer semi­
constrained cemented prosthesis (21 CFR 888.3560), Class II Device 

JWH 

DePuy LPS Metaphyseal Sleeve Component 
(K040281, cleared July 9, 2004) 
Darwin Knee System (TC3) 
(K952830, cleared January 18, 1996) 

The DePuy Sigma Femoral Adapters are a modification to the previously cleared DePuy 
PFC Sigma Femoral Adapters included in K040281. The devices consist of a selection of 
adapters and bolts that attach to Sigma TC3 and C/S femoral components' intracondylar 
boxes. When assembled to a femoral component, they provide a construct for the 
attachment of additional fixation extensions such as metaphyseal sleeves or cemented and 
fluted stern extensions. The Sigma Femoral Adapters are available in five and seven 
degree valgus angle options and +2 rnrn, 0 rnrn, and -2 rnrn anterior/posterior offset 
options. 

INDICATIONS FOR USE: 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement 
surgery for patients suffering from severe pain and disability due to permanent structural 
damage resulting from rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, 
collagen disorders, pseudogout, trauma or failed prior surgical intervention. The PFC 
Sigma Total Knee Prosthesis is intended for cemented use only. 
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BASIS FOR SUBSTANTIAL EQUIVALENCE: 

The design of the PFC Sigma Knee Prosthesis Femoral Adapter is substantially equivalent to the 
LPS Metaphyseal Sleeve (K040281) and the Darwin Knee System (TC3) (K952830). The 
materials used for the subject device components are identical to those for the predicated devices 
and the design of the attachment mechanism incorporates similar adapter, retaining ring and bolt 
components. The available offset options (2mm anterior, neutral, 2mm posterior) are the same for 
the PFC Sigma and the predicate devices. Both the PFC Sigma and Darwin Knee systems offer 5° 

0 0 and 7 valgus angle components, whereas the LPS system offers only a 5 valgus angle 
component. 

Based upon the similarities in the design, the equivalent materials utilized and the results 
from the mechanical testing of the PFC Sigma Femoral Adapter, DePuy believes this 
device to be substantially equivalent to other commercially available devices. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

DePuy Orthopaedics, Inc. 
c/o Mr. Steven J. Wentworth 
Regulatory Affairs Project Manager 
P.O. Box 988 
700 Orthopaedic Drive 
Warsaw, Indiana 46581-0988 

Re: K060515 

MAR 2 3 2006 

Trade/Device Name: DePuy Sigma Knee Femoral Adapter 
Regulation Number: 21 CFR 888.3560 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Regulation Name: Knee joint patellofemorotibial polymer/metal/polymer semi-constrained 
cemented prosthesis 

Regulatory Class: II 
Product Code: JWH 
Dated: February 24, 2006 
Received: February 27, 2006 

Dear Mr. Wentworth: 

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
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Page 2- Mr. Steven J. Wentworth 

comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 80 I); good manufacturing practice requirements as c:ct 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR I 000-1050. 
This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 I), please 
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmalclsmamain.html 

Enclosure 

Mark N. Melkerson 
Director 
Division of General, Restorative 

and Neurological Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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Indications for lise Statement 

510(k) Number (if known): KObC71"7 

Device Name: DePuy Sigma Knee Femoral Adapter 

Intended Use and Indications: 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement surgery for 
patients suffering from severe pain and disability due to permanent structural damage resulting 
from rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, collagen disorders, pseudogout, 
trauma or failed prior surgical intervention. The PFC Sigma Total Knee Prosthesis is intended for 
cemented use only. 

Prescription Use / 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use·--­
(21 CFR 807 Subpart C) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

d~~~_<fl_ 
(DivisiOn gn- tn 
Division of General, Res1v(r..~Vf 
and Neurological Devices 

SlO(k) Number Ko~ t~S/5 
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DePuy Orthopaedics, Inc. 
c/o Mr. Steven J. Wentworth 
Regulatory Affairs Project Manager 
P.O. Box 988 
700 Orthopaedic Drive 
Warsaw, Indiana 46581-0988 

Re: K060515 

MAR 2 3 2006 

Trade/Device Name: DePuy Sigma Knee Femoral Adapter 
Regulation Number: 2:1 CFR 888.3560 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Regulation Name: Knee joint patellofemorotibial polymer/metal/polymer semi-constrained 
cemented prosthesis 

Regulatory Class: Il 
Product Code: JWH 
Dated: February 24, 2006 
Received: February 27, 2006 

Dear Mr. Wentworth: 

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been recliissified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class Il (Special Controls) or class Ill (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination docs not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 

\ 
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Page 2- Mr. Steven J. Wentworth 

comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 80 I); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR I 000-l 050. 
This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 I), please 
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its lmternet address http://www.fda.gov/cdrh/dsma/dsmamain.html 

Enclosure 

foAMJ.rv t9 
Mark N. Melkerson 
Director 
Division of General, Restorative 

and Neurological Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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Indications for lise Statement 

510(k) Number (if known): KObC'71'7 

Device Name: DePuy Sigma Knee Femoral Adapter 

Intended Use and Indications: 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement snrs>,ery for 
patients suffering from severe pain and disability due to permanent structural damage rr .•;ulting 
from rheumatoid anhritis, osteoarthritis, post-traumatic arthritis, collagen disorders, pseudogout, 
trauma or failed prior surgical intervention. The PFC Sigma Total Knee Prosthesis is inte>Jded for 
cemented use only. 

Prescription Use 
(Part 21 CFR 801 Subpart D) 

/ 
AND/OR 

Over-The-Counter Use __ _ 
(21 CFR 807 Subpart C) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

~~:;::~·f}_ 
(Diviston gn- . m 
Division of General, Res.ftJfdVf 
and Neurological Devices 

SlO(k) Number Ko~ vSI 5 
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DEPAR'IMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

February 27, 2006 

DEPUY ORTHOPAEDICS, INC. 
700 ORTHOPAEDIC DR. 
P.O. BOX 988 
WARSAW, IN 46581 
ATTN: STEVEN J. WENTWORTH 

Food and Drug Administration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Document Mail Center (HFZ-401) 
9200 Corporate Blvd. 
Rockville, Maryland 20850 

510(k) Number: K060515 
Received: 
Product: 

27-FEB-2006 
DEPUY PFC SIGMA KNEE 
PROSTHESIS 

The Food and Drug Administration (FDA), Center for Devices 
and Radiological Health ':CDRH). has received the Premarket Notification you 
submitted in accordance >~ith Section 510(k) of the Federal Food, Drug, and 
Cosmetic Act(Act) for the above referenced product. We have assigned your 
submission a unique 510(k) number that is cited above. Please refer 
prominently to this SlO(k) number in any futuLe correspondence that relates 
to this submission. We will notify you when the processing of your premarket 
notification has been completed or if any additional information is required. 
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE 
A LETTER FROM FDA ALLOWING YOU TO DO SO. 

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled, 
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions: 
Effect on FDA Review Clock and Performance Assessment 11

• The purpose of this 
document is to assist agency staff and the device industry in understanding 
how various FDA and industry actions that may be taken on 510(k)s should 
affect the review clock for purposes of meeting the Medical Device User Fee 
and Modernization Act. Please review this document at 
http://www.fda.gov/cdrh/mdufma/guidance/1219.html. On August 12, 2005 CDRH 
issued the Guidance for Industry and FDA Staff: Format for Traditional and 
Abbreviated 510(k)s. This guidance can be found at 
http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to this 
guidance for assistance on how to format an original submission for a 
Traditional or Abbreviated 510(k). 

Please remember that all correspondence concerning your submission MUST be 
sent to the Document Mail Center (DMC) (HFZ·401) at the above letterhead address. 
Correspondence sent to any address other than the one above will not be 
considered as part of your official premarket notification submission. Also, 
please note the new Blue 3ook Memorandum regarding Fax and E·mail Policy 
entitled, 11 Fax and E-Mail Communication with Industry about Premarket Files 
Under Review 11

• Please refer to this guidance for information on current fax 
and e-mail practices at www.fda.gov/cdrh/ode/a02·01.html. 

You should be familiar with the regulatory requirements for medical device 
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have 
other procedural or policy questions, or want information on how to check 
on the status of your submission, please contact DSMICA at (3011 443·6597 or 
its toll-free number (BOO;, 638-2041, or at their Internet address 
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594·1190. 

Sincerely yours, 

Marjorie Shulman 
Supervisory Consumer Safety Officer 
Office of Device Evaluation 
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Special 51 O(k): Device Modification 

February 24, 2006 

Food and Drug Administration 
CDRH/ODE 
Document Mail Center (HFZ-40 I) 
9200 Corporate Blvd. 
Rockville, MD 20850 

Reference: DePuy Sigma Femoral Adapter 

Dear Madam/Sir: 

i~~o~ • --
·- y 
:lePuy Orthopaedics, Inc. 

, 'ox ·~me 
:1 Chtt·;JiJlt~d!c Dn .... .:e 
I <I:. :j·.j jl);i81-()988 

DePuy Orthopaedics, Inc. submits the enclosed documentation in duplicate for the DePuy Sigma 
Femoral Adapter, as a Specia!SlO(k): Device Modification. The DePuy Sigma Femoral 
Adapter is a design modification of the DePuy LPS Metaphyseal Sleeve that was cleared under 
K040281. 

The indications for the device have not changed from those cleared in K040281. 

DePuy believes that this modification is eligible for the Special 51 O(k) process since the product 
has the same fundamental scientific technology and intended use as the predicate device. 

Pursuant to 21 CFR 807.95{b ), DePuy considers this 51 O(k) submission to be confidential 
commercial information and requests that FDA treats it as such. DePuy has taken precautions to 
protect the confidentiality of the intent to market these devices. We understand that the 
submission to the governmt:nt of false information is prohibited by 18 U.S.C. 1001 and 21 
u.s.c. 331(q). 

Thank you in advance for your consideration of our application. If there are any questions, please 
feel free to contact the undersigned at (574) 371-4913. 

Sincerely, 

~~~tr 
Steven J. Wentworth 0 
Regulatory Affairs Project Manager 
DePuy Orthopaedics, Inc. 

,, 
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Form Aprro>ed: OMB No 091 1).5[1 ExpJrallon Dale August 31. 2005 See lnstructJOn> for OMB Statement 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
MEDICAL DEVICE USER FEE COVER SHEET 

PAYMENT IDENTIFICATION NUMBER:  
Write the Payment Identification number on your check. 

'1pleted Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken 
)erly submit your application and fee payment: 

_tedronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent. 

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that 
the Payment Identification Number must be written on the check. 

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: In no case 
should payment be submitted with the application.) 

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox 
956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at314-
418-4821 if you have any quesftons concerning courier delivery.) 

5 For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL: 
http://www.fda.gov/cdrh/mdufma/faqs.htm1#3a. You are responsible for paying all fees associated with wire transfer. 

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or 
CDRH Document Mail Center. 

--> 

1. COMPANY NAME AND ADDRESS (include name, street 
address, city state, country, and post office code) 

2. CONTACT NAME 

Andee Tilden 

2.1 E-MAIL ADDRESS 

atilden@dpyus.jnj.com 

2.2 TELEPHONE NUMBER (include Area code) 
DEPUY ORTHOPAEDICS INC 
700 ORTHOPAEDIC DRIVE 
WARSAW IN 46580 
us 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 

352109957 

C~c~~~-445 ,j (FAX) NUMBER (Include Area code) 

574-37 987 

3. TYPE OF PRE MARKET APPLICATION (Select one of the following in each column: if you are unsure, please refer to the application 
descriptions at the following web site: http://www.fda.gov/dc/mdufma 

S..eJe.9! an applicatiQ!1_j~: 
t ,. ~market notification(510(k)); except for third party 

>gics License Application {BLA) 

l , . cmarket Approval Application (PMA) 

I] Modular PMA 

1] Product Development Protocol (PDP) 

I] Pre market Report (PMR) 

3.,__1_ SelecLQn§__Qf_lb_§_tyQ_es below 

{X] Original Application 

SJ,!Qplementiwes: 

I] Efficacy (BLA) 

I] Panel Track (PMA, PMR, PDP) 

I] Real-Time (PMA, PMR, PDP) 

I ]180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? {See the instructions for more information on determining this status) 

[]YES, I meet the small business criteria and have submitted the required [X] NO, I am not a small business 
qualifying documents to FDA 

4.1 If Yes, please enter your Small Business Decision Number: 

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEPTION. 

[] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support 
including any affiliates, parents, and partner firms conditions of use for a pediatric population 

. . . . . . . . . [] The application is submitted by a state or federal 

~!~~~ssb~~f;~c~c~~~~~~a~~ond~c~~~:~~=~ ~~~~~~:~~:~~~~:utr~~gPuus~~~nly ~~~e~~~c~~~~yentity for a device that is not to be distributed 

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A 
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (11 so, the applica1ion is 
subject to the fee that applies for an original premarket approval application (PMA).) 

IJ YES IX] NO 

7. USER FEE PAYMENT AMOUNT SUBMITIED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005) 

 

r ·,Ill (OR/2003) 

Ntndow) 

Print Cover sheet) 
.'-

OOOOCO:t 
\l 

20-Jan-2006 

Page I of 

https ://fdasfinapp8 .fda .gov lOA_ HTML!mdufmaCScdCfgitemsPopup.jsp?vcname=Andee%20Tilden&vc... 1 /20/200 

(b) (4)

(b) (4)
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! r'li\ ... 
· .. ' lli 

Invoice No. Date Ycher Att Gross AMt Discount 

CR12679S8 111505 N67958 Y 
FilA USERFEE/ATILDEN 
3,833.00 

Net Amount 

3,833.00 

COpy 

VISIT OUR WEBSITE· AT WWW.AF'.JNJ.COM 
FOR INVOICING ON THEWEB, 
ELECTRONIC•PAYMENJ"$, AND PAYMENT HISTORY, 
YOUR SUPPLIER NUMBER IS 080485527 
Query? Ca.ll 877-551~4487 or wrih DEPUY ORTHOPAEDICS 

SUPPLIER#: 080485527 SUPPLIER: FOOD AND DRUG ADHINIS 
Please Y~li~ate Tax Id # ==> ElN 00-0000000 

·sox 16524, NEW BRUNSWICK NJ 08906 
TOTAL: 3,833.00 

(b)(4) 
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eDePuy 
O~J..~t:'l'L .. ~U"'I.i'tn\"o' c,i-'•<''•\ 

SPECIAL 510(k): 

DEVICE 
MODIFICATION 

DePuy Sigma Knee Prosthesis 
Femoral Adapter 

(Modification to PFC® Sigma Knee System, K950010) 

700 ORTHOPAEDIC DRIVE WARSAW IN 46581-0988 

0000003 

\'\ 
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Special 510(k): Device Modification 

February 24, 2006 

Food and Drug Administration 
CDRH/ODE 
Document Mai I Center (HFZ-40 I) 
9200 Corporate Blvd. 
Rockville, MD 20850 

Reference: DePuy Sigma Femoral Adapter 

Dear Madam/Sir: 

eDePuy 
DePuy Orthopaedics, Inc. 

i'O Box 988 
: 00 Ortilcpaecl11: DrPte 
\V:11scr· !N 1ri')8i-0988 

I~ -'-1 .b.-+.!~\,73143 
i ;v _._ 1 ::l7J·! :s-r: 4Sl87 

DePuy Orthopaedics, Inc. submits the enclosed documentation in duplicate for the DePuy Sigma 
Femoral Adapter, as a Spedal SlO(k): Device Modification.  

 
 

 

DePuy believes that this modification is eligible for the Special 51 O(k) process since the product 
has the same fundamental scientific technology and intended use as the predicate device. 

Pursuant to 21 CFR 807.95(b), DePuy considers this 510(k) submission to be confidential 
commercial information and requests that FDA treats it as such. DePuy has taken precautions to 
protect the confidentiality of the intent to market these devices. We understand that the 
submission to the government of false information is prohibited by 18 U.S.C. 1001 and 21 
U.S.C. 331(q). 

Thank you in advance for your consideration of our application. If there are any questions, please 
feel free to contact the undersigned at (574) 371-4913. 

Sincerely, 

~ j(j;t;;;t:nl?iD 
Steven J. Wentworth 
Regulatory Affairs Project Manager 
DePuy Orthopaedics, Inc. 

0000004 
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SUMMARY OF SAFETY AND EFFECTIVENESS 

NAME OF FIRM: 

510(K) CONTACT: 

TRADE NAME: 
COMMON NAME: 

CLASSIFICATION: 

DEVICE PRODUCT CODE: 

SUBSTANTIALLY 
EQUIVALENT DEVICES: 

DEVICE DESCRIPTION: 

DePuy Orthopaedics Inc. 
700 Orthopaedic Drive 
Warsaw, Indiana 46581-0988 
EST REG No.: 1818910 

Steve Wentworth 
Regulatory Affairs Manager 
Tel: (574) 371-4913 
Fax: (574) 371-4987 

DePuy PFC® Sigma Knee Prosthesis 
Tricompartmental Knee Prosthesis 

Knee joint patellofemorotibial, polymer/metal/polymer semi­
constrained cemented prosthesis (21 CFR 888.3560), Class II Device 

JWH 

DePuy LPS Metaphyseal Sleeve Component 
(K040281, cleared July 9, 2004) 
Darwin Knee System (TC3) 
(K952830, cleared January 18, 1996) 

The DePuy Sigma Femoral Adapters are a modification to the previously cleared DePuy 
PFC Sigma Femoral Adapters included in K040281. The devices consist of a selection of 
adapters and bolts that attach to Sigma TC3 and C/S femoral components' intracondylar 
boxes. When assembled to a femoral component, they provide a construct for the 
attachment of additional fixation extensions such as metaphyseal sleeves or cemented and 
fluted stem extensions. The Sigma Femoral Adapters are available in five and seven 
degree valgus angle options and + 2 mm, 0 mm, and -2 mm anterior/posterior offset 
options. 

INDICATIONS FOR USE: 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement 
surgery for patients suffering from severe pain and disability due to permanent structural 
damage resulting from rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, 
collagen disorders, pseudogout, trauma or failed prior surgical intervention. The PFC 
Sigma Total Knee Prosthesis is intended for cemented use only. 

0000G06 

Records processed under FOIA Request # 2015-2557; Released by CDRH on 10-06-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



BASIS FOR SUBSTANTIAL EQUIVALENCE: 

The design of the PFC' Sigma Knee Prosthesis Femoral Adapter is substantially equivalent to the 
LPS Metaphyseal Sleeve (K04028l) and the Darwin Knee System (TC'3) (K952830). The 
materials used for the subject device components are identical to those for the predicated devices 
and the design of the a\ltachment mechanism incorporates similar adapter, retaining ring and bolt 
components. The available offset options (2mm anterior, neutral, 2mm posterior) are the same for 
the PFC' Sigma and the predicate devices. Both the PFC Sigma and Darwin Knee systems offer 5° 
and 7° valgus angle components, whereas the LPS system offers only a 5° valgus angle 
component. 

Based upon the similarities in the design, the equivalent materials utilized and the results 
from the mechanical testing of the PFC Sigma Femoral Adapter, DePuy believes this 
device to be substantially equivalent to other commercially available devices. 
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Indications for lise Statement 

510(k) Number (if known): ____ _ 

Device Name: DePuy Sigma Knee Femoral Adapter 

Intended Use and Indications: 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement surgery for 
patients suffering from severe pain and disability due to permanent structural damage resulting 
from rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, collagen disorders, pseudogout, 
trauma or failed prior surgical intervention. The PFC Sigma Total Knee Prosthesis is intended for 
cemented use only. 

Prescription Use ~-­
(Part 21 CFR 801 Subpart D) 

AND/OR 
Over-The-Counter Use __ _ 
(21 CFR 807 Subpart C) 

Concurrenc:e of CDRH, Office of Device Evaluation (ODE) 
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Date:February 24, 2006 

Truthful and Accurate Statement 

In accordance with 21 CFR §807.87 (k), I believe to the best of my knowledge, that all the data and 
information submitted in this premarket notification are truthful and accurate and that no material fact has 
been omitted. 

Steven J. Wentworth 
Regulatory Affairs Project Manager 

DePuy Sigma Knee Femoral Adapter 
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Special510(k) 

Verification 
Activities 

Manufacturing 
Facility 

Declaration of Conformity with Design Controls 

DePuy PFC® Sigma Knee Prosthesis Femoral Adapter 

To the best of my knowledge, the verification activities, as required by the 
risk anallysis, for the modification were performed by the designated 
individual(s) and the results demonstrated that the predetermined 

I! . / 
accept~:~e /crit~~ia wderemet.. / 

~ ' ' ;:, ; _., ,_ .. -1 

/ c~,l/'-- l/1 
~ 

Abe Wright 1. / 
Product Development 
DePuy Orthopaedics, Inc. 

,, ( 
(()(lJ 

Date 

The manufacturing facility, DePuy Orthopaedics, Inc., is in conformance 
with the design control requirements as specified in 21 CFR 820.30 and the 
records are available for review. 

~5/(L,j1 
Quality Systems Engineer 
DePuy Orthopaedics, Inc. 
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SpecialSlO(k) 

Section I 

Pursuant to Section 510(k) of the Federal Food, Drug, and Cosmetic Act and in accordance with subpart E 
of Part 807 of Title 21 of the Code of Federal Regulations, DePuy®, P.O. Box 988,700 Orthopaedic 
Drive, Warsaw IN, 46581-0988, hereby submits the following information as premarket notification for 
the products identified in Section II: 

A. COMpANY INFORMATION 

MANUFACTURER AND SPONSOR OF THE SlO(k) SUBMISSION: 
DePuy Orthopaedics Inc. 
700 Orthopaedic Drive 
P.O. Box 988 
Warsaw, IN 46581-0988 

ESTABLISHMENT REGISTRATION NUMBER: 
1818910 

CONTACT PERSON: 
Steven J. Wentworth 
700 Orthopaedic Drive 
P.O. Box 988 
Warsaw, IN 46581-0988 
Tel: (574) 371-4913 
Fax: (574) 371-4987 

B. DEYICE INFORMA'I:IDN 

PROPRIETARY NAI\fE: 
DePuy Sigma Knee Femoral Adapter 

COMMON NAME: 
T ricompartmental Knee Prosthesis 

CLASSIFICATION NAME AND REFERENCE: 
Knee joint patellofemorotibial, polymer/metal/polymer, 
semi-constrained cemented prosthesis (21 CFR 888.3560), Class II Device 

PANEL AND DEVICE PRODUCT CODE: 
Panel: Orthopedics/87 
Product code: JWH 

C. COMJ>J lANCE WITH SPECIAl CONTROl S 
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Performance standards apply to this class of device. The sponsor, however, is unaware of 
any performance standard regarding this type of device being promulgated as yet by 
FDA. 

D. STFBU TTY AND pArK AGING 

The DePuy PFC® Sigma Knee Prosthesis Femoral Adapter will be packaged in a double 
blister pouch and sterilized by exposure to gamma radiation. The same packaging 
methods and materials utilized for other DePuy knee implant systems will be used for this 
device. 

E. PREDICATE DEYICE INFORMATION 

DePuy LPS Metaphyseal Sleeve Component- K040281, cleared July 9, 2004 
Darwin Knee System (TC3)- K952830, cleared January 18, 1996 

F. INDICATIONS FOB liSE 

The PFC® Sigma Total Knee Prosthesis is intended for use in total knee replacement surgery for 
patients suffering from severe pain and disability due to permanent structural damage resulting 
from rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, collagen disorders, pseudogout, 
trauma or failed prior surgical intervention. 

G. INTENDED ITSF 

The PFC Sigma Total Knee Prosthesis system is intended for cemented use only. 

H. I.ABEI.ING AND ADYEBTISEMENTS 

Final advertising materials have not yet been developed. They will, however, be similar 
in design and contenil to those for other knee systems currently distributed by DePuy. A 
package insert and package labels are included in Exhibit 1. 

I. ENGINEERING DR1\WJNGS AND PART NUMBERS 

Engineering drawings and part numbers for the PFC Sigma Knee Prosthesis Femoral 
Adapter components and compatible components are provided in Exhibit 2. 
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Special SlO(k) 

Section II 

DEVICE DESCRIPTION· 

The DePuy Sigma Femoral Adapters are a modification to the previously cleared DePuy 
PFC Sigma Femoral Adapters included in K04028 I. The devices consist of a selection of 
adapters and bolts that attach to Sigma TC3 and C/S femoral components' intracondylar 
boxes. When assembled to a femoral component, they provide a construct for the 
attachment of additional fixation extensions such as metaphyseal sleeves or cemented and 
fluted stem extensions. The Sigma Femoral Adapters are available in five and seven 
degree valgus angle options and +2 mm, 0 mm, and - 2 mm anterior/posterior offset 
options. 

Figure 1. a) Sigma Femoral Adapter & TC3 Femoral Component assembly, b) PFC 
Sigma Fluted Stem Extension used with the Sigma Femoral Adapter, c) LCS Complete 

Revision Femoral Metaphyseal Sleeve used with the Sigma Femoral Adapter 
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Figure 2. Exploded diagrams of components in Figure 1. 

"--
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The adapter portion of the Sigma Femoral Adapter consists of three components: the 
body, collar, and retaining ring (Figure 3). 

The body is manufactured from  conforming to ASTM F1537. The body's features include a 
morse taper for the attachment of metaphyseal sleeves and a Spiralock threaded hole for the attachment of 
stem extensions (see Exhibit 2 for a complete list of compatible metapahyseal sleeves and stem 
extensions). The exterior surface also has a hex feature for assembly purposes. 

The distal end of the body, retaining ring, collar, and bolts make up the mechanism that 
attaches the adapter to the femoral component. The design of the attachment mechanism 
is similar to the PFC Sigma femoral stems' mechanism (Figure 3), which was cleared in 
K952830 (Darwin Knee System (TC3)). 

Figure 4. Cross Section Comparison of Sigma Femoral Adapter and PFC Sigma Femoral Stems' 
Attachment Mechanisms 

The Sigma Femoral Adapters' collar has an increased footprint and decreased height 
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compared to the PFC Sigma femoral stems' collar. Also, the retaining ring grooves are 
positioned further away from the body/collar interface, and the bolts shank and threads 
have decreased length. All other design features are identical to the PFC Sigma femoral 
stems' attachment mechanism and are summarized below. 

Figure 5. Sigma Femoral Adapter bolts 

SIMU,ARU.JTIES AND DIFFERENCES· 

The similarities and differences between the Sigma Knee Femoral Adapter and the 
predicate devices are listed in Table 1. 
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dCteristics Subject Device Predicate Device # 1 Predicate Device #2 

DePuyLPS J&J Darwin Knee (TC3) 
Device Name DePuy Sigma Femoral Adapters Metaphyseal Sleeve (K952830) 

(K040281). 

Materials 

Morse taper for 

Stem & Sleeve Same features as the previously cleared attachment of sleeves, 

Attachment DePuy PFC Sigma Femoral Adapter Spiralock threads for N!A 
Features (K040281). attachment of stem 

extensions 

Attachment mechanism that is similar to 
that of the DePuyPFC Sigma Femoral 

Solid piece adapter 
Stems (K952830) with the following 

Mechanism for 
differences: the collar has larger 

and bolt mechanism. 
Stem, collar, and bolt attachment 

Attachment to The bolted joint is 
the Femoral 

footprint and decreased height, the 
tightened by applying 

mechanism. The bolted joint is tightened 

Component 
retaining ring grooves are positioned 

torque to the bolt 
by applying torque to the stem. 

further away from the body/collar 
interface, and the bolts shank and threads 

head. 

have decreased length. 
-

Valgus Angle 50, 70 5' 50, 70 
Options 

Anti Post 2mm anterior, neutral, 
2mm anterior, 

2mm anterior, neutral, 
Offset Options 2 mm posterior 

neutral, 
2 mm posterior 

2 mm posterior 

Sterile Method Gamma Radiation Gamma Radiation Gamma Radiation 

Mating 
DePuy PFC Sigma TC3 :md C/S Femoral 

DePuy PFC Sigma 
DePuy PFC Sigma TC3 and CIS Femoral 

Femoral TC3 and C/S Femoral 
Components 

Components 
Components 

Components 

Mating 
Femoral Metaphyseal Sleeves, Cemented Femoral Metaphyseal 
and Fluted Stem Extensions (see Exhibit Sleeves, Cemented 

Fixation 
I for complete list of compatible and Fluted Stem 

N/A 
Extensions 

extensions) Extensions 

Method of 
Manufacture 

TESTING OF THE DEVICE~ 
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Special SlO(k) 

Section III 

SUMMARY OF DESIGN CONTROl ACTIVITIES· 

SlJMMARy OF DESIGN CONTROl ACTIVITIES· 
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Special510(k) 

Section IV 

BASTS FOR SJ!BSIANTIAI EQifiVAJ FNCF· 

The design of the DePuy Sigma Knee Femoral Adapter is a minor design modification of 
and substantially equivalent to those of the predicate devices described in K040281 (LPS 
Metaphyseal Sleeve) fmd K952830 (Darwin Knee System (TC3)). (Refer to Exhibit 4 for 
copies of the premarket notification clearance letters.) The materials used for the subject 
device components are identical to those cleared in K040281 and K952830. Also, the 
design of the attachm,~nt mechanism incorporates similar CoCrMo adapter and bolt 
components to that in K040281 and the same retaining ring found in K952830. The 
Darwin Knee (K952830) utilizes a solid piece adapter integral with the stem component, 
whereas the Sigma Knee Femoral Adapter utilizes a separate adapter component similar 
to that for the DePuy LPS (K040281 ). The design of the Sigma Knee Femoral Adapter 
component differs from that of the Darwin in that the collar has a slightly larger "foot 
print" and slightly decreased overall height. Also, the position of the retaining ring 
groove is slightly more proximal to the body/collar interface in the Sigma Knee Femoral 
Adapter component. The available offset bolt component options (2mm anterior, neutral, 
2mm posterior) are the same for the Sigma and the predicate devices. The overall bolt 
length and the length of the threaded portion of the bolt has been shortened for the Sigma 
device. Both the Sigma and Darwin Knee component systems offer 5° and 7° valgus 

0 angle components, whereas the LPS system offers only a 5 valgus angle component. 

Based upon the similarities in the design, the equivalent materials utilized and the results 
from the mechanical testing of the Sigma Knee Femoral Adapter, DePuy believes this 
device to be substantially equivalent to other commercially available devices. 
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EXHIBIT 1 

Labels and Product Insert 
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FOR THE PERSONAL An£NTION OF THE SURGEON AND 
OPERATING ROOM STAFF 
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ALL'ATTENZIONE DEL CHIRURGO E DEGLI ASSISTENTI Dl SALA OPERATORIA 
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INFORMACIE URl:ENE PRE CHIRURGOV A PERSONAL V OPERAl:NEJ sALE 
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TOTAL OCH UNIKOMPART"EMENTAL 
KNAF'ROTES 

KOKO POLVEN TAl VKSIOSAINEN 
pOLVIPAOrEESI 

UPLNY A UNIKOMPARTMENTOVY KOLENNI 
IMPL.ANTAT 

rOTAl ES UNIKOMPARTMENTAl 15 
TEROPROT£ZlS 

PROTEU. STAWU KOL"'-NOWEGO 
JE0r.t0PRZE0ZIA!.OWA I CAtKOWITA 

TOTALNA A tiASTOtNA KOLENNA PROTf:lA 
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"'"''"'"' English '"'' '""'' """"" Se1te 
CorrtenUB 
Fren~aJs '"' " tndlce 
Italiano Pagina " Contenldo 
Espallol 

""'~ 
P~1na " 

Portugues P<iglna " ntptEJ:Opcvn 
EM11VIKII I&J..loo " lnhoi.Ki 
Nede~ands Pagina " lndhold 
Dansk S1de " ...... 
Svenska Sida '" ..... 
Suom1 Sivu " Obaah 
Cesky "' " TartalomjegyHk 

"""" Oidal "" Spls motel 
Polski Str. "' """'' Stoventina Str. " 

lnterpmtatton of symbols '"' " Bedeutung cler Symbols Seite " Significauon des symboles ...,. " lnterp!etarione dei simboU Pagtna " lnterpretaci6n de simbolos PAgina " lnlerpreta~lo 09 sfmbolos P&gtna " EP!!nvtiaou>l).wv !€/\iOO " Betekenis van de symbolen Paglna " Betydning al symboler Side " FOrklarnlng av ollka symboiars betydelse "" " Symbollen selit)o\<sel Sivu " Vysv~tllvky ,.Yraz(J a symboiU '" " Magyar:.z&l a haszoiiH jelekhez Its kilejl!z8sekhez Oidal " Znacz,nte symboli i temnn6w '" " Vysve11eniEI termtnov a symbolov '" " 
s,Cj 
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INSTRUCTIONS FOR USE 

CAUTION: F..,rallaw IUSA) restncts t~is dev1ce to sale lly .,, "' the ''''"''' 
DEVICE DESCRIPTION 
A Total Kn•a Prosthes.> " L<H»e=>-.eu 1f ""1"'"1-<<-11 ,•<,_K,J-J-·• 
comp<JneNs des1gned ''' rop1oco tho n~tuc«J i>t•cular , . ..<ro,,• 
coomponent rs a metal Implant W<lh or ,,·rthout a pomu' o••ol111 1 
all polyolltylene oompon~nt nr comO<IOed ol a nl!ltall11"81 ,,,,., .,AI• ,., "''''" 
o polyethylen• rnsen and locklflg wrnronents Sorl"' rnd.•l · '"'•ruvnt~ 
and/or modular wooyes. The ~atella <'<Mioo~ec• 'lid' he <•I , ,; ,. • ,.,,,,_,,.," 
metol bad<.ed p'"yathylen~ com~on~11t 
A Un1compartmental Knea Pro,the51'; , cornpo;ed 0 "'d ,, '"dl\ 1,,··ck"•J"d ' 
ntnponents, dosogned to 180I1!Co til<' nawrol oriiCul,lr ·,urtw·· '' '"'~, undW ,,1 ""' >n"'', 

fomoral cotnponent'" metal w1t~ O< w1tlluut a oorous coat.n 1 ""' 'h 'IIJ'd' c.- mu011<'n, '" 1, '" 
~~~ ~~lyethykm• compor~ont or wrnp-r~"O of ,, rnetel '"' ,, It,., ,., <1• , '' ,;,., " , , , 
o polyath)'1ens 1nsert and locking <Oom~one<lb 
fltann•m and polyethylene componen" are comwat;l.e w1l'• '•""' '• 
Coba" chrome components mny •nt~rl<·'·' w•th '''~ qu.Jhl·;' '.II' 
tNTENDal USE/INDICATIONS 
rntal or un'1compartmenM kn~e allhrnpi.,•Ay '' mtcnd•·cll,, ;,, ''C'"''•"j ,,,,,,, 
reOucoo pam ~Y rnplac1ng the dama<iM kn<>et"'"' ortiClllot·,' "1'"'""'0 "''"" '" 
''' •uH'1c1ent >001\d bone lo seal and suppt>rt the Gf)nlponent• 

' IN iiiE Us THIS PiJRoiJs COAT£o COMPONENT liAS SEEN CLEARED F0P 
CEMENTED USE ONLY. 

ANY NON· POROUS COATED COMPOfliE~T 1$ INTENDED FOR CEMENTED USl ONLY 

~.~~~a~~~~~ ~~~a~~~~n~~~~~~~~·;::::,~~ ~:~~~;,';;'~"~;"~~"':' ,,, ',' ,,, , ';, ;'" .:.·; 
meumatOid arthtltr>. or o tad~d pro,ouo •rnplant 1.1 '"""11;1"'"" "n" "'"''"'1111<'"'·' "" -< 
arthroplasty_ ooty one "de of ihe 1010t (tlw med1al or lote'al , ornnorto1enr•, ,c, ;<II• r v< -"'"' 
•nlcampartmental knoe "'placement ma1• be conSidefl"U IO' .,,unger na11ents ,, n ·h~ ''>"""' 
Ill~ surgeon. an uneQuivocal md•cat1011 fo, total urHco.np.1~"'""'"1 kn~e •epl.tc~n ""' ''"'""'")"' •l•c 
nsks as"oc1ated wrth the age of the pahenl, and'' hmMO Jamat~di' •~qaro1nq 0d1v1t\ ~110 '"o<' '""" 
loodi'IQ can he assured Thr; lllCiud~s sewrety crippled P"''""''· W'lh ''";ltple I'""' "'''''"''%"! f,., 
wMrn a garn "' knee mobility rllay l~acf ''·' ,rn "'P~ct"t,on 0' <·•J" ,., '"" ' r.ro.P''""' 1 
Ollhelr IJV<>S 

CONTRAINDICATIONS 
T11P folloWing OOndillons ate contra1o~'"·""'''" ''" toto' 

1 Act•v• local or sy•tem.c ,,facwn 
'! Loos ot bone or nrusculatu•~ o<leoporoSis """'"""''•\.old< ompro~""'' ul .. ' 

def<e•ency 1n th~ affect eO l1rnll '" suffrtrenl degree t0 reo,ief the proredtue U'>l" ·'''"'·'" 
absence ol musculof1garnento<Js suppo~1ng "ructures. ;o1n' oeurOPdlhYI 
Severe JfiS18billty ..,cr:mdarv to adv"ntod lu"' of o,+eoc'"""1c,d clr "''"'' ' '"· _,r 
collateraiiJgarnent ,~tB!)'IIY 
Un1compartmema1 I. nee replac~II><W ~onlre•n•Jio" "'' ,,, I'''"'"''' ._,,,, 
1"00 valgus or"""'" deformtty 

NOTEt D1abetas, at pre...,nt, has not been ~orabi~Shod as,, cor·l•olnJ""""" Hnw~'''' 
the mcraas<>d nsk for compi>Cahon6 S<Kil os ,nfoction, 6>ow ,ou<YJ I~<Yollllg. etc, l"o 
should careh.JIIy cons1der the advrsabll•lv of'""" •<•plac,e<wnt "' 'I•~ ,,·v~rHy dJ-1111>11 
WARNINGS AND PRECAUTIONS 
CAUTION: 

Implants and tnat DOmponent• from dtfferent manufaoluroro or unplant syo<em• sho<~l<l 
neV11r be uH<t together 

• l(nee prosthesis component!. should "e""' be •e•mplrinle~- c.~" thnuq" th< ''"";"'" 
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~~.the lmpl1ntmayhan denloped rnicro.w:oplc I~DMwllich 
could lud to, ....... 
AI...,.. ... I 11"1111 proe!Miislgr 11"1111 purpoMI. Tlilllllhould not N _,bled with ~ 
componento in- lor pM'IYI-nl lmplanta11on. Triala mua1 t>av• IIIII same 
c0flllgur"a1ion ell,. u the c~ componenta to N permanently Implanted. 
Do not aiW or modify impiMtl In eny way. 
Avoid do1111ng mulltpioo pin -In the l)f'(lxlmalllbilo which mill' .rr.ct the com~ 
.-.gth of the 1111111. 

CAUTION: The followong cond~ions. s1ngularty or concurrently, teM to 1mpose severe lOading on 
tile affected extremity thereby plooing the patient at hogher risk oflailure of the ~nee replooement 

1 Obesity o.- excessive patient we1ght 
2 Manual Labor. 
3 Active sports partlc1pat.on 
4. H1gh levels of patlelll actiVIt)'. 
5. L1~e'hood of falls 
6. Ak:ohol 0< dr~>g addiction 
7 Other disabjttoes. as approp11ate 

i11 &ddoUon to the above. t11e fo~owing physocal conditions. singularly or concurrently. tend to 
adversely affect the ~-a~on of knee replacemant omplants-

1 Marked osleopom$is or poor bone otoc~. 
2. Metabohc dlsor<!efs or Systemic pharmacological treatments l,..d1ng to pr<>gress1ve 

daterlonlllon ol solid bone supportf<)l" the tmplant 
(e.g. diabe\ea mallttus. steroid therapies. 1mmunosuppressovetherap1es. etc.) 

3. History of general or toocal infactlons 
4. Se'iere delorm1tiesleeding to 1mpalnld fixation or lmf>'Oper pos1t1on•ng of the 1mptant 
5. Tumors of the supporting bone sttuc:tures. 
6. Allergic reactions to 1mptant mater~aO. (e.g. bone oemenl. metal. polyethylene). 
7. T1ssue mac:tK>ns to •mplant corros1on or Implant wear detlns 
6. Disabilities of other joints (I.e .. hipa or an~les) 

A higher Incidence of implant failure has been raport&d 1n paraplll<)ocs and on patHlnts With co,bral 
Palsy or Parkinson 01sease 
WI-lEN THE SURGEON DETERMINES THAT KNEE REPLACEMENT IS THE BEST MEOICAL 
Ol'TION AVAILABLE ANO DECIDES TO USE THIS PROSTHESIS IN A PATIENT WHO HAS NI.Y OF 
Tl-IE ABOVE OONOIHONS OR WHO 1$ SIMPLY YOUNG ANO ACTWE. IT IS IMPERATIVE THAT Tl-IE 
PAllEt-IT BE INSTRUCTED A60IJT THE STRENGTH LIMITATIONS OF n;E MATERIALS USED IN 
THE DEVICE AN0 FOR FIXATKIN ANO THE RESUlTANT N'EEO TO SUBSTANTIAI..LY REDUCE OR 
EliMINATE ANY OF THE ABOVE CONDITIONS. 
fhe SUIJIICBI and postopera~vo m&""90ment of the pat1ent must be earned CMJI with due 
oons.,.ratiDn lor all exist1ng conditions. Mental annudes or disorders resulting In " pat1enrs fail..., 
to ed~ere to the sufiJBOn's orders may delay postoperative recovery andfor 1ncreaas the r1sk of 
adverse effects Including implant or 1mplafll fixation failure. 
Excessive physioel ootrmy or trauma. to the r<Oplaced joint may conlr~tH.Jte to pr<Omature failure of tho 
'<noo "'placement by causing a change in position. fracture. andfor w- of the implants. The 
fUnctl- tlhl ,._ctency olpi'Mihetlc- irnplentllo, et pnaent not dMrly -oiled. 
Tho patK!nt should be 1nlormed that factors such a• we~Qht and activity lev~s may stgnilloentty 
ilflectwear 
INFORMATION FOR USE -THE SURGEON SHOULD OSCUSS AI..L PHYSICAl. AND MENTAL LIMITATIONS PARTICULAR TO 
Tl-IE PATIENT NI.D All ASPECTS OF THE SURGERY AND TJ;E PROSTHESES WITl-1 n;E PATIENT 
BEFORE SURGERY. The discUSSion sti<>Uid onclude tne llmJiatlons and possible conseq...,r>ees of 
jOint replacement. and tho necesolty to follow tna surgeon"s lnslru"l10ns postoperatively. particularly 
in regard to patient actMI)' and weight. 
The precperatove planning and surgical technoques for Implantation of these total or 
unlcompartmenlal knee reptal:<!n.,nt oornpon11!1t• evolved from the surgical expenll!lce ga1ned 
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tlurmg the <levelopment ul '"any tvtal ut uc,lcomportmentdl kll~" pmstltese•, !oe~rgee,,' t 

1:>eg1n tho cl1n1cal US<J of any kne• wostilas1s before they have lhorouuhly lam111anz~tl 'hem• ''"'" 
w1th 110 opec1fiC lmplantatton tedmrgue Certam methods may cnange with lln•e as f<,rn•er •.+r·,, 
e,perienoe ~~ 901ned Cr!11ci0 appraiSals or such changes arc presented at regularlY s;)t~uu·t 

;urg1cal mstrucl1on coursos lor which t>enndtc atfen<lance "adv"Pd Surg-col t<X.Im "" ''"' • 
aM v1doos ara available from O.,Puy 
SpecrfJC wereQu1s1tes for to!al m un1con•~ortmental knee •eplacecHml t•J<tl n ,•,t ht• _,, -I· I, 
tndud~ 

1 S1gn1tocant arthrot1c diSease of tho 1tboo-temnral a11G.'or ~o•r•ll0 '<'IT '"I., 
Stable o• re<Xlnstructable collaterdlllgaments 

<. PhysiologiC or corroctable a«al al,gnr11ent 
·I ln1act quadnceps and f>amsttlnq moe han"''"'' 
' It ,, patefld compooe•·t ''' tn i'e '""'d thH '"'tePo It"',, ' ,.,- '" tt-<1•1·· -" ,, 

patella oompotwnt 
Intraoperative 
I! '" recommerl<Jec! that exlro •mplanl•· I" "'•lllaiJie ,,I '"~' '"'~"' ttellJJ "9 
,nafler than those expPcted to~" used 
Propor handl,ng of 11nplarrts '" matddlory Tl".ese p<Osthese> ol10ul<l '"''' u~ han<ilr•(J '·''i '"" -, '•' 
weanng 'ter~le surgocal gloves_ Do not alluw contact of any component w<th hard ohJeCI> [)., ~nl 
.JIInw porouo surfaces to come"' contact w1111 cloth or other fiiJer •eleasmg matenals Pnor ''' '"r­
d VISUal 1nspect1on of each IMplant compo~ant lor possible Imperfections •l1o~ld b<- ""''"'"I' 
performed oamage or alterations to any •mptant com~onent may prnduce >lresO<'' _m.J·_, • 
defects wh1ch could become the focal po1nl for omplant fall~ro 
Tho use 01 certa1n specidl surg•cal H<>truments " suggested "' the pedormacce ul 'it", 
R~·,ew o! the liSe and handling of 1hese 1nstru01ents 13 <mpot1dt~l, T11e ahg'"llelll and 
sl<oltld b~ cllecked pnor lo s~rqery Sent or damaged 1nstr<Jm~'"' may l~a·J tc- l'npn>P• 
poSition and result 1n llllplant fa•lure 
Proper ciAAnFI>g and preparat<on of 1M Uons surfaCE';, 1mpor1ant lor ohtamong pro,,tl~<'''' xolt01l 
Bone exctSion should be limite-d to tho amount necessary to accommodate th~ llnplanlo_ '"'"'""" 
hone removal or u;e of multiple pm< to secure mstruments may result tn mechanical OI%Jrbdrtt.'" 
and l'one resorptiOn w1th subsequonl flliiUte ol tM procMu•e du" to .oosenmg o< detO<oWIO• ut 
the 1rnplant When prnpann<) bon~ ,urtace' and jXlS~Ionlrtg ~<e ,omprmentf,_ prn"''' -ilgn·n·'' 1 
must be ensured 
Pnor to cloS<trO, the surgocal Slle sl1o"l<i be thomughly ~leansod ut IJr;n~ chip,, ectop1< '""'" nc11e 
cemont, ate. Forotgn pa~•cles a1 the rnetallplas!IC art1cular ,ntertace may caus~ o'cess1v~ """' 
~ctopic lxlno ana/or bono •purs may load to dtsl<>ea1!0n"' paintul and restnct8d rl\ot.on Ronqe of 
"'ut•on should l>e thoroughly ch~cke<J tor 1m prope-r ma11ng, 1nstaL1I1ty 01 llnP'Il(}~meo' and ' ""'""''' 
"' appropnate 
Pa91operatllffl 
stnct adt1erenco by tile pat1ent to the oJrgeon'> ,nstrucll<>ns anrl Wd<11or1g' os "'lrem~ly ntp0rt>llt 
Accept en pract1ces should be follow«<~ tn postoparat1vecam Po,toperabvaty. the pallant >l•oula b>' 
C<lUtlonod to govern h1s/her act1vtty level to protect the fllplaced (Oint from unmasona~•e stm3Seo 
Tha pat1ent shouta be releasoo from 1he hospttaf With complete wntten ,nstrcr<;tions ano w«'mngs 
reg~rd1ng exerciSes and therapies and any lomttat1ons 011 h1Sih<3r actiVillec, Penodte tultow-e>p 
oncludtng x-rays are recommended for close ct<mpanson w~h PfllVOOUs post-op condrt1ono to detez;t 
long-term evoll<mce of changgs 1n p<>Sitlon, loosen<ng, bandmg. or crack•ng of ~-""'.ponunt' If 
ovodetlce of one or more of these conditions,; diS<Xlvere<J. patients should 1:>e closely ni>Wrved. tM 
possob<l1t1es of lurth.,- deterioration evaluated. and t11e h~nM•I' ol ~arl' 'ev•Simt con"''~''" I 
ADVERSE EVENTS ANO COMPLICATIONS 
Tha followmg are generally me most frequently .,ncounter<>d o<i·.-~' " ,,,,cnt 3 a11J ,o, ., 

total or lJOICornportmental knoa arthroptost\' 
General 

1 Early or late looSt>r11ng, 1tblal >uL<·denc#. bend1ng. ctoCkllt9, froqu•e. deformaltott. u """'" •o' 
une or more of tho prosthet•c components. often related to lactoro ltstod "nder WARNINGS 
AND PR~CAUTIDNS Loosen.nu "ldY also occur due to '"""ope' ''"t'C"Il or fY"''''' 
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2. Early or late infe<:tton whtch may r<lQUir<l r<lmoval of the omplant and a subsequent arthrodesiS 
3 Patn, dlsbcatoon, sublu•at•on, ftex10<1 contracture, decr<lased range ot motiOn. or lengthemng 

or shortemng of the leg, caused by tmpropar posltoomng, looseness or wear of co!JII)OIKlnts 
4 Excessi\fe wear of the polyatl1y""" components due to intraoperative damage to the temOfal 

component, loose cement and/or bOne fragments, and/or high patten! activ•l}' lewts or 

~'" 5 Fractur<ls oJ the tib•a or lemur. lntrae>peratilfe fractures are usually assoctated with revl$lon 
surgery, detorm~y ""'/or severe ostooparosls. P<Jstoperat'"" fractures ""' usually stress 
fractures. Fractures can be the resun of defects •n the corte• due to ...,~pte ptn holes, prior 
S<;rew holes, msdor<lcled reaming, and/or inadequate or maldistnbulion ol bone cement 

6 Cardiovascular disorders ar>d thrOmboemboltc dosease. tnch.odlng venous thrombosis, ar>d 
pulmonary eml>olus, and heart attack. 

7 Tissue rea<: Ions. osteolySiS. and/or tmplant loosen1ng caused by melalic corrosion, allergy or 
w..ar deb<IS or loose cament partocles 

8. Myos~IS OSSillcans, espemally in males w<th Oyportr<l!lh"' arthritiS, limtted proOperaltw range 
of molten and/or prevtoos myosms. Th& tncidence of myosotts ossil.,ans,. increased with a 
htsta<y ol prior surgery and 1n cases of infection 

9. PossibJa peroneal nerve palsy aflar lateral unicompartmental knee arthroplasty_ 
Ea"Y~ve 

1. Hematoma 
2- Delay«! wound healing or wound dehiScence 
3. varus-valgus deformity. 
4 &lbstdence asso<'ated w~h ali poly components 
Late~.,.. 

t Inadequate range ol malton doe to 1mproper se"ctoon 0< pos1tionmg of components, 
tmpingement and/or penartlcular calcillcatoon 

2. PeriartiGUkar cafctflcal1on 0< OSSIIicatLOn, wim 0< wotMut Impediment to joint mobility_ 
3- Patellar tracture as a resun of excess t""sion"" inactwrtent intraope<atlve weak..,mg 
4 Awavated pro!>lems ol the a"ected lomb or contralateral extremny caused by leg length 

dis...,pancy 
Tha lncltlenefl and oevertty ol compllclltlonaln total and unlcompt~rtmet'ttlll knee repl.ocament 
are IIAIIally 9""'tllr In revlotons U... primmy optrallons. Common problems include placement 
of lnGISI0<1 and lack ol bone alock. Increased oparatlve t1me ar>d Increased incidence of infection. 
pulmonary embolism and wound hematoma can be expected with revis1011 procedures 
HOW SUPPLIED 
Total and un1compartmental knee components are tndwidually pact<.aged and "'4'Pllrod STERI~E All 
metal components are sler1ltzed USing radiatoon Po4yethy1ene components may be storilized w1th 
gas plasma or radtatoon. as mdicated.,., me outer package label. Remove from the package using 
accepted asepto; technique only after the correct size has b<ten determtned. For metal 
componentll only: 11 tile - implant Is dalennlnar:l to be ...,.ntcally COfni>I"O'IIIMd bul still 
acee¢8ble lor lnte- uee baNd on phyoioi•n detan'nlnlltl011, !he Implant muel boo o1nHd 
and $1r>o111zad t)o'lor to imptantll\lon according to the lollowtng lntllnrc;Uons. 
Ultra H9h Molecular Weoght Polyethyier>e (UHMWPE) liblsl ar>d patell,.. components are ir>di.,dually 
packaged and supplied STERILE Remove from the package using accepted sterile techniqoe only 
after me correct size ha• been dotermlned Poiyatl1ylotne com~ IOI>ould not boo ,.. 
ttterililed. F.,- potye11rylane components: DO NOT USE IF THE snAILE PACKAGE APPEARS 
TO BE DAMAGED. 
RINSINQ/CI..EANINO 
Use steriiB room temperature water or phystoiogtc:al saltne to soak tl"oa •mplant Soak me Implant 
tor a mommum ol5 minutes. Immediately dry the product Inspect the1mp1ant pnor to stenltUUion 
STERILIZATION (matrol componronta ~ 
II steniOtatlon IS necessary, the lollowtng paramelers are recommended as lhrty na"e been "altdatr>d 
for a Stenl!ly Assurance Level (SAL) of 1 o-o; 

•rs 
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Method 
Stearn 

Cycle 
Pr~ Y~CLJLJrl' 

Temperature 
NWF!r:vc 

Expooure lll<o" 
111•JI 

~Oll fl1e aooquaq• of atly me"ll.:allun procOOure must"" ou,:ab,) '">!e<l II , 
oppropnate process parameters 00 vat1datod tor each fac•llty s oler•I<?,Ollo• ''<f,.IIJI'-"" 
product/load GOnflgoraiiOn by r>arsons whn have traon1ng and expert"e '" stonllcdllllll 1"0U"•'· 
'-Jbslanllate the process ar>d Its rel1abllrty and reprodUC.bihl) Fl"oh sten'•latl(·n ""') r-., ' 
11 •ppl,cable, acC<Jfdmg to the specol1c heallh care fac1ltty's p<¥' 
CAUTION: Do not rft-&ertl!H po'Yrothytene components 

4111111*1~ GEBRAUCHSANWEISUNG 

lfORSICHT; BundeegHitlz IUSA) l>esch.-an~t dreses G<lr~t .mt den Verk"uf ''d"' 
'hlrortlnung dUrch einen Arzt. 
SESCHFIEIBUNC DEFI IIOru!ICHTUNG 
D<e Kn1etot"lprothe"" ;etzt "'"" auo e~tJLeln verpac"'"" lco·"""en 1•bldlen """ P•''""""." 
Koro,ponenten <usamm~n. d1e zum Eroat? <iat rlalurl,chen Galenktlacne des Kn•eg~lenk~s beot,mmt 
""'1. Do• Femurkomportunle 1St om Metallomplantat mil bzw olme JXlfO'elr) Be>tillchtc•rl~ Dl' 
f1h1akomponente kann VOIIS10nd1q aiJc. Polyethy1en angatert1qt sem od<>r 01ch aus n1nern llhJaolole'LJ 
aus Molal, m1t bzw ohroe p0'0Sslrl Beochlchtung unU emem Polyethylane~r,;ol? 
Vernsgelungskomponant~n zusamntensotl~ro M•ncloe Melollknmponenten toabfln 
Schalte Die Patellakornponante kann •Jcjl<;lantl•g ""' Pol·1otto·11en orl~' >'OlikG"""" 
Jberl<l~1detem Potyothylerl onge!a~1gt sem 
D1e Un>kompM•mooi·K•"eprotho;e som '"'" "u> "'"'""' veroac•ten to1~0rale" """ "~'''"' 
Komponenlen zusammen, d1e zum Ersat< <Jpr natUrl1chen Gelonkll~cno "'"e' KMUy~· d .. , 
Kn,eg~enks bOSI1mrtt srnd 01e femurl<ompmenoe beslaht "''" Metali 'Olit udN onroe nO<OOWI 
Resch1chlung. und dieTiboakmnponente kann volls!Md1q aus Potyelhylen angetarl1gt '""' rxle1 o'"'' 
ous emem T1b1aplateau aus Motall m1t oder ohne potnselrj Besctllchi<·'Y ·•·i 
PoJyothyleroelnSatz und Vamegetungskomponenten zusammensetzon 
D1e T•t•n· und Polyethylenl<omponomen smd cur kernspinmmograph•>Ct1on Dar;te•I1Jrl" 11·AI'I] 
qse,gnet. D1e Kobalt-Chrom-Komponenteo kon~•~ die Blldqllalll•t rter MRT hee'"'"'""~u·· 
ANWENDUNGSOEBIETE 
!lure~ Ersatz dar geschM1gten Kn1eg~1enk•rtrkulatoon tragi ''"" Knlelotalarrllfonlau<K '·"'' 
UnikOmpartlment-Knieprothese zur verbesser1an BeweglrchkM und Schme"l'n<J~r"nu c~· 

Pet>enten be1, sole<n noch genUgend gMUnder Knochon (,,. '""'' ilert•kte PallfN''' 
St(Jilu'"<l der Komponenkm vorhanden rst 

. ti\i DEN VE'R.etN!ofEN ST.V.fEN.wuf:ti:iE-0!ESE PoAOii!EsCHICHTETE KOMPONENTE 
IWA F{)A EINU.TZ MIT ZEMENT ZUillliU8SEN. 

JEGLtCHE NICHT· POR0s BESCHICHTETE KOMPOI'IENTE DARF NUR MIT ZEMENT 
~E!'IWE!'I~I?f W~.PEN. 

;'u Pallentero_ doe als Anw~rter fur e1ner1 Kn1~tOidlersat> Oder ome UrHkonJ~drtlm"n1·Killopmtt""'' 
<rage kummen. Zllhlen altere Paloemen mit stark ""hmerzenden und schwergrad•g krankhdll 
ve•Mdenen Ge;,nken aulgrund von Osteo•rtl1mse, pusHraumat~Sche< Arlhroso, rheuma!u•Uer 
Arlhrllrs {pro!Tedoenter ,joron,.,Mr Potyarthn!IS) odor beo Versagen omes lruheren Implant ales R~' 
Anwarlern fur eme UrtlkOmpMiment-Knoeprolh""e ost nur e~roe GelerokseiiO {<ned1ales ooer tater "e' 
Komparlmsnt) bWoften. Der Kn,atotalersatz oder Unlkompartoment·Knlearsotz ""~" '>arh 
Ermessen des OperatOOJr; auch be1 tung<oren Pat1enten 1n Betracht gatog~n weroen, solw• """ 
n•n:Jeuhga lndlkallon>stellung lur eonen Kn>atolalersatz oder Un1kompart1ment-Kn1eersat7 ,,,,. rn.t 
~~m Alter des Pa~&nten l'<lrbundenen RJsoken uberwlegt und sotorn 10 bezug aut d«' 1\kt•v•lot u"<! 
(Jia Kr,.egelenkbelastur>g l1m1Mrte AnfO<darungen gew~hrle1stet women kllnnan HI~''" lah•e 
ochwargradi~ ll(lh1ndorte Pat1ent~n m1t me~rlaoher Galenkb001adrgung he1 dene11 e~r<e Vorbe,>'' n. 
a~r Kn1ebe~·eql1chkM zu orne' ;,gnlflkO'IIen <1.-..twsoenmn d,.-le,Jerooquo,,tJt tui"''" < ., , 

'11 
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KONTRAINDIKAnONEN 
Be< Vorl1egen tolgender Erkrankungan bzw St&ungen lSI der Knoetotalar.<atz bzw_ eln 
Unikompartoment-Kniii<II'S&t2 noel>! angeze<gt: 

1 Sa< aktover. KM<atlsoerter oder systemoscr-.er lnfeki!On 
Z Sa< Knochen- oder Musk.Oschwund, Osteopoorose, neuromusl<ufamr Bee;ntrActmgung oder 

vasl<ull!rer Defizlenz in der erkrankten Exttemttat In ausre1chendem Grad, um das Verfahren 
ung....,hlfert'l!l ZlJ machen (w;e zum Beispiel FerHen muskukllig.amMII!rer St(ltzslrul<turen 
und Gelenkne<JropatrHe) 

3. Schworgrsdige lnstabditat als Folga des tortgBSChrl!!eMn Vet1ustes osteoct>ondraler Struktur 
oder Fehllm eines intakten Kollateralbandes 
(l1g. collaterale) 

4. E•n Undwmpartiment·Kn~ ist t>ai Patlenten m1t schwer<~r (Llber 30 Grad) Valgus- oder 
VBrus·Oelormillt kontraindiziert 

HINWEIS: [);abetf!S g~t zur Zeit nicht als 01ne Gegenanzeige. Der Arzt sot~e jedoch aufgrund des 
erhOhten Komplll<a!""'srlslkos. wie zum BeiSI> .. durch tnfektionen und tongsame Wundl1eltung 
bedlngt, ser.- sorgUut1g Oberlegen, ob "'" Kn1egelenker-.atz tiel an schwerem Dlabetf!S leiclenden 
Patienten angezelgt 1st. 
WAFINHINMISE UNO VORSICHTSMAsstiAHMEN 
YORSICHT: 

lmplanlllle undte.tkomponenllln ..... ~a<Mrlmpla~dllrfen nicllt 
zuMm,_ mit dtMn Ill"" ·- Herstatte .. odor lmptantateysteme verwendltt -· ~-l<omponoonten dO"-rl filch! reimplantMrt werdltn. s.t•t wenn des 
lmplantflt un'-"ehldlgt au•ollohl, kO,...n untar Umsllnden mlki'OOikopi•eh<o 
Sr:lwdlltallen en-ndlln utn, <Ito zum v.._ !Uinon k!"Jnnen. 
Te.tp..,__, dDrfen nur ltlr TMUWteke Mrwtondet -n. 
TeslprotlleMnl<omponenltn dilrfen nleht mit Komponent.n zusammengef(lgl werdltn, 
die -~ Implantation -belchllgllllnd. Sie mDsun <Ito glelchs Gr6sH wle 
die entaprec:henden Komponoonten ..-....,, die fM'nnanent implantlert _....., oollen. 
lm~dllrftnnleht~odllrmodlllzlert--. 
Da Bohren mehNN llllfi-L.Od!er In - prcWmalen Tibllo tolllll _,_ -•n, da 
- ,.. Kompreulonatlrl<e dltr Tibito beelnlrtcl'lllgan kenn. 

VOFSCHT: Ole !cH(Iel'lden Erl<rllnkungen bzw. S!Orungen. die einz .. n o<ler gle~ehze1tog vorlleljom 
k!innen, Oben elne he>chgradlge Belastung auf die betrolfene ExtremitAt aus_ Bai diesen Pa~enten 
b""teht loigiK:~ eln Mr.e"'s FII!Oko. da6 der Knoegelenkersat: V<!rsagt· 

1 Ad1positas oder Obergewicht des Patienten 
Z Korperllche Arbelt. 
3 Te~nahme an Leistvngssport 
4. Unverntlnft1ge Akl1vrtat des Pa~""ten. 
5. Ne~gung ZU StUrzM 
6- Alkohol- und DroganmiBbrauch 
7, Geget>eMnlalls ande"' Bel>inderu.-.gen 

zus~ll:lich :<U dM aufgelunren Zustenden neigen dia lolgenden Eo1<rankungen bzw. StOrungen. 
einzeln oder gl"'ohzait1g. dazu, !Mch ungOnst1g auf d,. F~>a~on der tmpjantate ou$ZUwirkon 

t 1\uSlfepragte O..teoporosl! oder unzurf!IChendes Knod1engewebe 
2 StoflwechselstOrungen odor systemoscho meddtamentOoe Behandtungen, die zu einer 

progress1ven VerscNechterung dar festen KnoohenstOtze tor das lmpjantat !Ohren (Wie zum 
Beispoal Diabetes mellitus. SternKitherap,.n und Therapien m1t lmmunsuppr<~osiva) 

3 Anamnest1sch allgemeine oder tokahsierte ln!ektlonen. 
Schwergradlge De!ormotllten, doe zu eiMr t>eeontr;tchhgten Fi•811on oder 1nkOmlkten 
Poeition.,.ung des lmplanta!es !Ohren. 
Tumoren des KnoohenstUtzgewet>os 
Allergische Reaktionen auf lmplantatmalerlalien lwie zum BeiSfll .. Knrx:twon:uoment. Metall 
Potyethylen) 

7 Gewebs..,aktoonen au! lmplantatkorrOS<on odor vom lmplantat stammende Abriebpartikel 
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~ lMimd.,lmgen anderm GPir•nk~ iWIC """ 8a1sp1el Hl'ffe 1.11d Knodle! I 
E1ne hOhere lnzodenz deo lmplantatver,.gens wurde bel Quarschnlttsgelahmten sow1e be· F'e11~n1~·~ 
rn.t Cerebralparese ur>d der Parlm•on·Krankhelt berichtet 
WENN DER OPERATEUR DER ANSICHT 1ST, DASS EIN KNIEERSATZ IM l!ESIIo~ 
MEDIZINfSCHEN INTERESSE DES PATIENTEN 1ST UNO SICH OAZU ENTSCHEIDn DIESE 
PROTHESE BEl EINEM PATIENTEN ZU VERWENDEN, D£R AN EINER DER OBEN ANGF.GEBENF~ 
ERKRANKUNGEN LEIDET Bl'N. DER JUNG UNO AKnV 1ST. 1ST ES UNERLJisSLICH, DASS DEH 
BETREFFENOE PATIENT UBER DIE LIMITATIONEN DER BELASTUNGSFAHIGKEIT DER IN D£R 
VORRICHTUNG UNO FUR DIE FIXATION VEAWENDETEN MATERIALIEN UNO OER S1CH DARAUS 
ERGEBENDEN NOTWENDIGKEIT. DIE OBEN AUFGELISTETEN ERKAANKUNGEN BZW 
STCRUNGEN SO WFITGFHFND WIF Mr)GLICH ZU RWIJZIEREN DOER ELIMINIER!-" 
AUFGEKLARr WIAO 
Da< onerat1oe und P'-JSto~erdllve Mcinayernent de; Pdtlerlten "'"~ unter Benlck51chllgung .1•1•·· 
vori<Sgenden Erkrank1mgen bzw StOrungen durchgefuhrt werden. Doe psych.sche Varfassun~ u~'. 
Pat1enten Wer G8isteskra~kherlen konnen dazu be1tragen. dall om Patient d1e Anwo,.ungeo ctm 
Ooerateurs n1cht balolgen kann_ N1chtbefolgung der 8rztl1chen Anwoosungeo kan,· ,jw 
po<1operatlve Genesung vefZe>gern und das Ros1ko fUr unerwuoscllle WHkungen erh61>en_ w'.'"'", 
lUm Versagen des lmplontat' odoc d<'f lmplanta111Mallon kommen kane. 
Ubarm~B~ge phys1kaloscne Belastung odor Trauma d"" batreffanden G.Oenkers•lze,, ""0 r,.r rhh 
vo.--z~1t1ge Versagen d~s Kn1egelenkersat<es aufgrund von Posi"'nsandeo-uo_>jlen, Errnudur>golraklul 
und vermehrtan Abneb des lmplantatos veranlw<lrtl1ch zu machon. Uber die funktionelle 
Leb&rlse"""rtung protfletiachar Kn~~lmplantate liegan 2ur Ze~ noch keine scl>liiosigen 
Datenvor. Dar Patient muB daruber ontorm1ert women. daB Fal<toren w1e Gew,ch\ und "'''"'''' ''" 
Verschlel6 S1gnlflkant Deeinflusson kMne•1 
GEBRAUCHSINFORMAnON 
Pr!I0$>8111Uv 
DER OPERATEUR SOLll~ VOA DEA OPERATION Mil Ot;M PATI~NT~N All~, tlE50NOEf!S 
ABER DIE SIGH AUF DEN PATIENTEN AUSWIRKENDEN PHYSIKALISCHEN UNO PSYCHISCH~N 
UMITATIONEN SOWlE ALLE ASPEKTE DER OPERATION UNO DIESI':R PROTHESf 
BESPRECHEN WOhrer>d d1c•es Gesp~ches sollte auch auf doe UmMIIOnen e1oos Gelonko<OaW·, 
und die fol-gen hmgewiesen worden, d1e soch aus diesen L1m1tabon011 orQ"ben konnan 
Farner ;sl auch darauf aufmerksam 1u machen, da6 die AnweiSungen des Operateurs tur d'e ze,t 
nach Oer Operat1on. besond..-s ab..- 1m H1nbl1ck auf clan du<eh d1a Ai<t1v1t~t und das Gew,chl de> 
Pat1enten l>edingtan BelastungSgrad l>efol~ warden mussen D1e prOoperat1ve Pldnun~ ,;n,i 
Operat1onstechn1k tur d1e Implantation d1eser Kntetotalersatz- oder Unlkompafllmenr­
Knoeersaltkomponenten s.nd aus de< ch~rurg~>then Erlahrung heovorge\J"ngen, d1e w~hreM <le< 
Entw•c"ung VIAI9f Knlatotalprotha>an oder un;kompart•mant-Knlepr<>thesen gewonr>en wu.-den 
Die Operateure sollten KmO(lrothesen erst verwenden, wenn Sle s.ch m1t diEI:'ler spezifische11 
lmplanta110nstechnlk grundl1ch v<!rtfaut qemaol11 hab""- Besllmmte Verfahreo kMnen s•cl1 'o' l d'Jie 
der Ze.t .lnderr•. da talllend we.tere ~lln.sc~e Erlahrungen hlnZl>gewonn<m warden Knl1scl><' 
Eloufto•lungan d1asor Andorung•n worden 'm Rahmo" oon 'n regelmaBigen At>Stande" 
o~rans1a11e1en Wonarblldtmgsku.,~n fUf Operataura vorgenomme" Es Wl'd zu emer r.oge1ma61gc•r~ 
Teilnah,.le an diesen Kursen gerdten Broschuren zur Oporahonstechn1k und VIdeo> sm~ ''on DaPu1· 
erhallllr.h 
Zu S>"'ZIOIIen Voraussellur>gen. dre lur ~en Knlelotalersdlz bLW lln•kompartlmeni-K"'""'''" 
unbodmgt zu t>afolgon sond. goh~ren folger>de 

I Slgmfokaote arthntlsche Erkrankung Uer 11b1u-fe11>Urdle' u"dloJer pot~Ho-le""" ol< .. 
Ot>erlliichen 

? Stabile oder rekonstrulerbore Se1tenbamJer 
3 PhySIOIC>QISChe Mer korrigierbare ""'""' Ausrlclllung 
4 lntakta Quadnzops· ""d Kn1esehnenmeol1an1smen 
0 Bel VerwemJung arner Patelta-Komponente. E1gnung de; Poiella"''""""'" Lur !lulr~alw e 

Patellakompurlente 
lnlr<>Oper•llv 
7u' Gawahrle.stung aer 'nt•a~pe•ail·~<>n ~ucwdlll e1n~s I• ~~loflldte·_. ~ee1qnete• •)ro'i• 
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empf<lhkln, daB mlnde5tens ein urn.,;,. GrOBe gr<i8eras und em um eine GrOBe kleineres lmplantat 
afs die VOf der Opera\""' t>est1mmte lmplantatgrMe grifft>erart se1n oolite 
Die Mc!>gemliBe Handhabung von lmplantaten ist une~~Siich. [J;ese Prothe5en du~en nur von 
Personalljllhandhabt warden, das ster~le chirurg1sche Handschuhetr~gt. D1e Kompor>enten durten 
n.,hl mil harten Gegenst!nden 10 Be<Ohrung gebracht Wilrden. Porose Obe~llchen s1nd auf ke1nen 
Fall mit T()cC.Orn oder anderen fussetnden Mater1alten in Kontakt ru bnngen Vor der V..rwendung 
bei a1ner Operation ist jede lmptantat-Kompor.ente routlnemlBig e•ner SH:;htprOfung auf 
mOgltcherwe1se vorhandena Schadstellen zu unt..-z"tlan. Beschlldlgungen oder an dem lmplantat 
vorgenomme"" Anderungen kllnnen zu Beanspruci1ur>gen 101\ren oder Defakte r>ervorrufen. die 
schlieBiich ausschlaggl!bend zum Versagen d..- Vort1ci1tung beltragen kOnnen 
Fur die DurchfOhrung dieser Operatton W1rd die Verwendung IJestimmter chlrurg1scMr 
Spe>~alinstrumente empto\'lkm Es 1st w1chtlg, dall die Verwendung und HandMbung d1eser 
l"lStrumente regelm!IBtg Ullerprutt w.rd. Oie Ausrichtung ood Sct>neidelehren sind vor der Operatton 
lU kontrollteren Verbogene odar besch!ldlgte lnstrumenle kOMen zu einer ui'IV<l<SChriffsmMil!"" 
lmplantatposilion und f~glict> zum Versagen des lmpOtntates f(ihroo. 
Zur EMangung eon"' ordnungsgemlBen Prothesenflxation sind doe Knoct.enoberfl~chan 
vO<SChnftsmMig zu re1nigen und vorzubererten Ole Knoci1enexzisl0<1 ist auf die Menge zu 
IJeschr~n~en, die fur die Aufnahme der lmplantate erforderlich 1st. Eine UbermaBiga 
Knochenenl!amung oder die Verwendung mehferer Stille rur Slcherung der lnstrumente kann zu 
1nechamsct1an St()rungen und rur Knochenresorptlon m1t Versagen d .. Verfahfens aufgnmd dar 
l..ock,.ung oo..- Delormat;on de5 lmplantate5 filhren_ Beim Vort:J.....,Iten von KnochanoiJerflact>en 
und de< Posit1on1erung von Ko""4""\enten tsl auf eine ordnungsgemaBa Ausrlchtung zu echten 
Das Operatoonsfeld 1St VOl" dam WundverschluB grUndlich von Knochenspt1ttern. aktopem Knochen 
und Knochllnzement zu reimgen. Fremdk&per an de< Metaii-KunststoH-Gelenkgrenlfl!tehe kOnnen 
zu uberm!UI~ger 8eanspruchuflll !Ohren ~kloper Knochen und Knoct>ensporne k6nnen eine 
Jislokat1on oder "'"" schmerzhatta sowie elngeschrMkte Bewegung bewirken. o,. 
Bewegungsb,.erch >Sl grur>dltch auf elne 1nkorrekte PaB!OITil, lnstab1lttal oder Gegene1nanderretboo 
zu pnilen und 119'- zu kofflgioren --· ~1ne gena"" Beac!ltung der !trzt\H:;hen Anwei•ungen und Warnhonweise durch den Pat1enlon ist 
ii!uBerst Wlchtog Die allgemein gOII1gen Rtcntllnten atnar postoperativen Betreuung Sind zu belolgen 
Der Paltent muB oach der OperatH>n dazu angehalten werdm. seinMfthren Aktlvit!lsgrad 
elnzuschrt!nken, urn den GelenkBrSOtz vor oovemUnt11gen Belastungen zu schutzen. Be1 der 
Enltassung aus dem Krankenhaus mLlssen dem Paltenten eusflihrlictla schnfttiche Anleitungen und 
Warnhonwelse zu Ubungoo und Therapten sow1e zur ElnscMtnkufl\l sooner Akhv11~1 mitgeg-n 
warden. Regelmalllge Kontrotluntersuchungen und ROntgenaufnahmen s1nd zur BereiiStettung 
eines orgmMchigen \JergOIH:;hs mit dem Zustand des Potlenten unmittelber nact> de< OperatiOn 
uneri!BI.,h Unter Umstanden aufgelnotene Verllnderungen k(lrmon auf d1""" Weise nact>gewte5en 
warden. H1erzu gehOren Honweise auf uber eme langere Zeit hmweg aufgelretene 
Pos~tonsllnd,.ungen, lockerung, Vefblegung oder Einre1Ben dar Komponenten. Bel NachweiS 
etner odOI" mehre<er d•eser Ve<anderungen mu6 der Pat1enl engmaschtg tJeobachtet Wilr<!en. d1e 
MOglichkelt einer we~""'n Ver-schlect>terung bewertet und der Vorteol e1ner ve<:2elt1gen Prothese­
Wechseloparatlon 1n Betracht geZQilen Wilrden. 
NUENWIRKUNQEN UNO KOMPLIKAT10NEN 
lm folgenden Wilrden die Mufl~en NebenwirOung"" und Komplll<.atlonon angegeb..,, dte be1 der 
Kmetotalarthroplastlk bzw_ Unikomparliment-Knlearthropla511~ llenchtet wurden 
Allg.....,tn 

1 \lerfl"llhle oder spate 1-ockerurg. T1t;Ma-Senkung. \lerb1egung. ~tnretBen. ErmOdungsfra~tur. 
Deforma11on oder Abrieb bzw. VerschleiB emer oder mehrerer der prothettschen 
Komponenten, die s1ch oft auf dte unter WARNHtNWEISEN UNO VORSICHTSMASSNAHMEN 
angegebonen Faktoren beziehen. lockerung kann auch autgrund unsachgemi!Ber FixatiOn 
oder Posltton•eruflll auftreten 
FrUh· oder Sp!ton!ektiOnen, wetche die Entternung des lmplantales und eine sich 
anschlleBende Arthrodese erlor<!ert1ch machen !<Onnen 

3 Schmerzen, D1s1okat1on. Sublu<al1on. Ftexionol<.ootraktion e1ngeschrankter 
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flewegurlgsbererch oder Wrl"ngorung bzw Verkurzung ~~" fl~mes w"'"''" 
unsachgeml!Be Posrlronrerung lose Pa5<orm nder Abrreb h;w Ve.,chl"rl; der Komr·<> 
hervorgerufen 
Ul>errM.Brger Abneb bzw Verscttlerll der Pulyothylen-KofT'ronenten ~ufgruno rntr,""'"'"'" ,_, 
BescMd'rgung der Femurkomponente, loser Zemenl IJOd Knochenfragrn~"" 
Uberl>ela•tung aufgrund des Akt<v~a~rades und des Gewrcnts des Patrenten 
frakturen dar libra odar des Femur.> Intraoperative Frakturen weraen rm allge~rerne'' rr-11 •J•·r 
Pr<Jihasen-We<;hseloperatron, Oeformrtat und schwerer Ostooporose rn Verbrndung gM•a··-· 
Be• den postoperatwen Frakturen hande~ es "ch rm allgemernen um Bela>lunustr""'"'., 
F-rakturen !<Onnen durch Oefekte d!!S Cofle> aufgrund mehrlacher St'rft-le>eher lruh'"~' 
Schraubent(}(:Mr, mch1 ordnungsgemaB gerrchtetem Bonr~rr rma urrzur<>rchen,t "dec""''' 
ve<terltam Knochenzement verursacht warden 
KardrovaskuiMl Erkrankungen IJnd ThromhoemDol"'n"' '''"'·'-ltlreHI C" v 
und Lungenembolle sowoe Myokardrnfwkt 
Gewol>sreaktronan. Ostoolyss und Luckerung d~s lrnplantares dufgrund vun r,'t.toPI" 
Atlergte odor <!<lr Ansammlung von Abrrebpa~okeln oder 1osen Zementte•lch~n 
Myosot'" ossrfrcarro. besonders ber M~nnern m•t degeneratrver Galenke•·'""'""'"~ 
Mgaschr~oktem pnloperatrvem 8ewegungsbererch s.owre MyoSitis rn ~e< Vo'\)esch,ch:e. l>H• 
lnzidenzvon Myoslt~> ossrfrcans rst bm ••nertruh@r~n Qp~rc,tron rn rte• An.1mnH',e ~;rd rn I""'' 
erner lnfektion erMN 

0 MO!Jitc"" Peronaus·Nervenlahrn"'9 ·"'to'·""'"'"' Unok""'P"''""~"' Knre3'1r•rnn•" ,, 1 
FrUhe postop•rative Phase 

H<lmatorn 
? Verz<lgerte Wundherlunq u"'l Wr.ndr1etii',NI" 
~ Va<u3-Valgus-Oeformrtat 
~ Senkung, dJa ber allen Poly-Komrnrwnterr ""~'"'"' ''""' 

Sp~ltl pcstopet'Mive PNIIM 
I Unangemessene< B@W€gungsborerc" "ulqrund unsoUtgamaaer Auswa~l r Je· ,_,,,._,11Q~'""""l 

von Komponenlen, Gegenernande.-rerl>en und perrartrkularer Verl<alkuny 
Penartrkul~re Verkalkung odor VerknOchorung •nrt orler ohrre 8Mrntra<Or•1•9" '1 .,,., 
GelenkbaweglocnkM 
Pateltafraktur aulgrurlU ubo.-maGr~er Boo~•pruchung odH u"beab"Chlrgtm ,, 
Schw~chung 
Varsclllomme~e Seschwarden an Je< batro~enerr odor knn1ra:ote•al<•n E<lremr(oJ 
DISkrepanz der Bernl~nge •uruckzuluhren rst 

Die tnzfdenz und d•r Sehwenr11r&d von Kompllkalionen beom Knl&totateroat> bzw 
Unlkom~ment-Kni-.,olz afnd in der Refllll 11r<i8ar boot Prottlaoan-w.chseloperatlonen ars 
bel d11n Prlm6roper811,_, Zu dan mrt der Wechseloperation ernOergehenden hauf>ge~ 

Problemen zOblen Sohwierrgkerten beo der ln<ISionspla;zoerung und marrl]!!tndes Koochengewell<• 
lrn alli]!!<nelnan srnd bet Weohsoloperatronen arne l~ni]!!"' Qr:leratlonsdauer, erne erhoht~ lrr!•d~o' 
fur aloe tnlaktron, Lungenembol•e ~nd ern Wu,.dh1l.matom haufrge< zu ~rwdrten 
ltEFERUNG 
Aile Komponenten ~e• Knretotol- urrU Unrko•npartrment·Kn•eprothesen werdsn '' SlERILEf, 
Varpackurlg emz~n verpackt gelretert_ Aile Metallkomponenten wur~en durch Srr•hlung ;terilos.,rl 
Doe Polyethylonkomponenten kl!nnen durch Gas·Piasmao<fer Strahlung sterrlt9oert worden""'"· dro 
tewerloge Methode ost dem Etikett der Umverpackung zr• entnehmon o;e Komponent9<1 srrtd '"""' 
Beachtung zulilssrg ... asepltsct1er Kautelen erst MCII Ermlttlung der korreKten GrMa aus de< 
Verpackung zu roohmen. Nur f!lr Metalll<omponenten: Wenn de< Arzt beflndet, dna da5 81erile 
lmplanlal ~..:11 *'ndcllllgl, - noch fUr den baabolol1tltlten Etnub: zu llfll>rauchen 
fst, mun daa fmp .. nlal abg.spO~ omd •or der tmpfama~on gemAB der folge"<fen 
Anwetsungan oltlrirr-.: warden. 
T<bta- und Patella-KOmponenten aus Polyetrtylen von ultrohohem Molekulargewrcltt rUHM_,;PH 
werden "'"'"'" vsrpackl und STERIL geliefert Erst nach B,..t•mmung dor korrekten nrMe '"'''~ 
Verwandung gebr~uchlrchar aseptrsch•r Techmk aus dar Verpackung ·ettm.on 
Pclyethvlenkcmponemen soltten nrcnt erneut steritiooert werden Fw 
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Polyethyt.nkomponenlen: NICHT VERWENDEN, WENN DIE STERILE VERPACKUNG 
BESCHAOIGT Z\J SEIN SCHEINT. 
ABSPOLENIAEINIOUr.G 
zum Einwa1cl>ao des lmplantats sterolas Wasser (Z<mmertemperatur) odar phys,otog,•cM 
KochsalziOsung verwenden Das IIT)fNanlal mondestens 5 Mtnul"n lang eiOWOICI>an. Das Produkl 
sofort trocl<.nen. Das lmplantat vor der Sterillsat•on insp;,eren 
STEAIUSATION (nur fOr Metallkomponenten) 
lsi eone Sterilisation er!orderllch, so werden d•e fi;Hgsnd"" Parameter emplohlen, d1e auf e1nen 
Stenlitatssicherungsgrad 11<>n tO-' valld1ert worden smd· 

Mathode 
Damp! 

Z~klue 
Pravakuum 

Tempanotur 
132 "C 

Einllrirltun~~UeH 
IOMiOUten 

HINWEIS: o .. EJgnung des vetw<lndaten Steroltsat100svoriahrens muB angemessen getestet 
werdsn. Es "" hieo:tlei kmlsch, daB z.OIIsslge PrweBparlUt'll)ler !Or die StenlisaiK>ns~te der 
)eWelllgen E1nrichtung und die Pmdukt·IBeladungskonfiguraiiOn von in den gang>gen 
Stenllsabonsveriohren ausreiChend ausgeb1ldetem und lachkompetentem Personal validl8rt 
we<den, urn den Pro.zeB sowl8 ""'"" Zuvertassrgken und Reprodullerbar\<an zu t>est~trgen. Eone 
8111>-SteroiiSaiiOn kann, falls anwendbar, entsprechend de< spaZihschen R1chtltn1en der 
GesundheltSeinrichtung durchgetuhrt werOen 
VORSICHT! l'<llyethl'lenkompo-..., dii!fen nlcht ,....tertlloiort -rd<on. 

MOO£ O'EMPLOI 

ATTENTION : 111. toi ~I• amertcalne {USA) autonoe aux HuiB mllideclno 111. vente .,.., 111. 

pnrecri¢ion de "" -.1. 
DESCRIPTION DU PRDOUIT 
Une prothese lolale de genou. composOO d'ltfllments !t\moro-tit:Maux at patiHirures en metal, 
emballt\s ~ndivid...,llemant, est desltn<le au remplacemant total det'antculatlon naturelle du genou 
L'l>ll>mentl<'imoral aS! en miUal, avec ou sans"""'"""'""' poraux. Le composant tibOal peut Mre 
enllllrement en polyetllytene ou compose d'un plateau ~b>al metallique avec ou sans rev;!tement 
poraux. d'un msert en pol~thyWme, et de compos8flls v...-ouillabO.s. Certams composOflls en 
m<!tal ont des t1ges ..Vou des coons modulalres L'IHOment pat<Ota~re pout ~Ire ent•Orement en 
p.ofyllthylltne ou bten en po~thytl!ne avec n~nlorcement m<!lall1que I"Meta~back"l 
Uno proth6s.8 de genou unicompammentaO.. compo.ee d'ltfllments fbmo<eux et libta"" emballlls 
individuellemertt, est destmt\e au remplaCftment de Ia suriace arttcula•re naturetle d'un oondyO. de 
l'art1cutahon du ~nou_ L'ltfllment femoral est en mOlal, avec Ou sans rev;!tement poreux et Ia 
composant t1b1al peut ~Ire enMrement en polybthyllme ou compose d'un plateau llb1al metallique 
avec ou sans revetement pore"". d'un 1nsen en pofyolthyiO!ne, et de composants verrout~ables 
Les compos.ants en t1tane at en polyethyllme sont compatibles avec rtmagene par resonance 
magnOtlque (IRM) L.es elements en chf10me-cobalt pe"""nt altere< Ia quolttB de l'lmage obtenue par 

"M 
lfTILISATlDN PREVUE ET INDICATIONS 
L'arthroplaslle totale ou uniCompart>mentale du genou a pour but d'apporter au patient une plus 
grande mob1l1te et de d1m1nuer ses dooteurs en rempja-.arn l'art<eulatton du genou endommagee, 
lorsqu'on a Ia Preuve qu'll reste suffosammenl d'os sain pour permetlre l'tmplantat>on des 
composants at leur soutlen 

.o.ux USA, ciE-CDMPOSANT AREVETE~ENT POMUX AfTE AGREE POUR 
UTlUSATION UNIQUEMENT AVEC DU CIMEtlf. 

TOUS LES CDMPOSANTS A REYET!MENT NON POREUX SDNT UNIQUaiENT 
L __ DES!I_~S~~__!_l1Till~ AVEC DU CIME!I_!: ____ _ 

Les cand1dats au 'amplecomenl total ou un1compartrnentale du genou mcluont fes patients llgl>s 
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'lu'lll'clr!l~ulatiGfl '"t lros oo<•lou<eu>eet/o~ t'ec hondocapee a'" '"lleJ'une ,trtNosc """" ,.,,1,.,,, 
pmt-traumallque. d'une polyarthnta rhumato1de ou de l'o)choc d'une prem1ere 1mplantahon. Gnez 
le" candidats a l'arthruplast1a un1cornparttmentale du genmo. '"'"I un cilt>\ de l'artrct•lallon ile 
-oompartiOlant mM1an ou lat(>ral) est aHecte La prothl!so totalo O<O un,compartlmentale do genoo 
peut iltra anvH;agee chez les pat1ents plus )eunes Sl le chirurg1en osltme qu'une 1M1catt<>n frant,ho 
tl~ protMs~ totale ou llnocompart1mentate dOpasselas nsques aS:;oc1es ;).l'~ge du patten! et St de' 
effort< l1mrt~" C<Jncernant l'act.vitll et Ia charge darnandOOs :l I'OrtiCulat!on du genou peu,•ertt illre 
"'"'""" Cela onclut les pallenls Ire> harnf1cap!ls, chez l""'!uels plus1eur< artiCUiaUon" '"'"' 
1mpltquSes et pour lesqual~ un gattl 11»mM<at de mob1lrle d•' g"nou peul latsser onv"ag~r ,, 
amlll1oratton stgotftcatove de lo qualtte do ,.1o 
CONTRE-INDICATK)NS 
I~ .-emplacemaoltotal ou urllcu~lpmtlmontal ,;u <)ei10u e>l cot'''" nd''l'"' no,.o '"' • 

1 lntectmn ~oluhvo IO<,d!e ou gi,.Ordle 
Pe<te usseuse ou mu5cula"e. astitoporu;e, altilratton> nsvt'NluSCulorre,, uo , ... ,llff·>·;·, 
va<eulwe dan; le mernbre con earn~. o un dagro§ qu1 rendmtl 1'1nterven11on "'IU5llftol'''' :~· 
dbSence de struclu<es de sout1en rnusculo-logarnenta.res. ""urupathoe art1culatro1 

') lnstabtlotB s<Overe. secondatre a une d""trucl1on avanNJP ,ie sTructures oo\Oocllon1r.'i'' 
une perle d'ontllgntil du ligament lateral 
Lo remplacentent umcompartomental est comre-1nd1qu', o'h"' IC"- ;W,enlS I"'' 
val~us ou un van" 'mpo.-tant (~lu; de 30 "I et dl!f11111il 

NOTE: le dtaMte ~·a_ I<JSqu;). prasenL pas w; recen5<\ oomme c~~ne-~t~tllcallun_ C•T••nd; 
le nsquo elevO de complicat100s. tollos qu'1nfect<on, raler>tissement d~ Ia e~catrrsaiiO•' ~lc 
mMecm do1t ;o1gneusetnent ~""" · ltl<llcalloc .1~ •emplat<'"'e"' ~. q~nou cf1~- 1, ···~"I 
dlabatlque severe 
AVERTISSEMENTS ET PRECAUTIONS 
ATll:NTION 

Le mat6ne1 ~ ompllonler el Kos composants d'esaao de diflllrents fabricants ou oyoH>mos 
prni!Miliqueo ne dolvenl jamaio litre uti- """emble. 
Lea compOBIInle d'une protl>&ae de genou ne doivent Jamalo 6\n> n!implant;os._ M~m& "' 
le ma~el oemble en bon tltat, de microocopiques lmperf<>CIII)no peuvent ~l<e 
apparues, qui condulront il une dMalllance. 
Toujouro utllloer una prothhlo d'-al pour n!alloe.- I'Uoai. L100 prott-llae• d'asoao ne 
dolvenl pas etre a-mbl6es avec des compoeanb desiiMs ~ Ia mlaa en place 
pennanente. La• p....._. d'noal dolventlltre identiq""" en laille au• composanls qui 

""'"'"' implanl6s do mani6re panruo.-18. 
Ne f'l"'ais rwnanlernl madillat""" pro-.... 
Eviler dto lorer des troue de broeh .. multiples dans le ~b;. Pr<>.,mal car cela poun"M 
atrecmr Ia rUiata,. • Ia compnoeolon du tibia. 

1\TIENTION le< affections sutvantes, 1SOH!ment ou sns•m~le, tendan1 io faore peoe< ""~ r.!w~r, 
oxcassova sur le membre attemt c~ ~"' ••rose le pa1ient o on 'IO~Lic pill' el..v~ d ~,-h<>r ·tu 
remplacemant de son gefl<Ju 

' Obi""" ou >U<ehafge purtderal<• rl< pa!l~n1 
Travaol manual 

o AciMtt\ spo.-tovalntan>e 
.; N•v•a<J Olave d'act•v1te elL, ~"t1""' 
0 Proba!Joltte de chuto 
0 Atcool1sma au toxocoonarue 
7 Aotres handicaps pouvant compromettr" le r~sultat de l'lnlet'JOntlor 

En 'upploment a lout ce qu1 pn!cede. los affections su1vanteo :ooll!mont o>J ~""'"'''' 
;'opposer a Ia IMMn de Ia protMse de genou 

1 Ost<ioporosa avanC<!a ou Cdp11al osseux d1mmue 
Trou~las du metdl>ol•sme <lU •ra1\emants rMdocarnerrteux q~nor•ux. con<J"''d"' 
di!Mriorat1on progrossovo du """''"n ooseux de Ia prothos~ (pao '" a,al"''" '"''" <,,, .. , "k 
1mmunosupprassaurs. etc I 
Ante~Ments d'1nfect1ons q"noralo·, O<. lot',,~& 
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4. Deformations 1mportantes nuisant a Ia fixation ou a Ia bonne mise an place de Ia profhiose 
5 Tumeurs des structures de t'os de .outien 
6 Rllacltons allerg1ques au• matolriau• <!e Ia protMse (c1ment, mlltal, polyethyllmel 
7 Rllactmns des tossus a Ia Cl)l'ros.on des Implants ou des dl!bns d'usure 
a Hand1caps 11/ls II d'autres articulations (hanches ou chevtllesl. 

Un taux plus ~~~eve d'8chec d'1mplantat.on de prolhOse a ete rapport.; chez las patients 
parapl1tg1ques at chezles t.M.C. ou las pa<1<1nooniens 
LORSQUE LE CHIRURGIEN PENS€ QUE LA PROTHESE DU GENOU REPRESENTE LA 
MEILLEURE OPT10N Tl-IERAPEUTIQUE DISf'ONIBLE ET DECIDE D'UTIUSER CETTE PROTl-IESE 
CHEZ UN PAT1ENT PRESENTANT L'UNE DES MALJ\[)jES CITEES CI-DESSUS OU SIMPLEMENT 
CHEZ UN PATIENT JEUNE ET ACTIF, IL LUI FAUT ABSOI.UMENT AVERTIR LE PAT1ENT DES 
LIMITES DE RESISTANCE DES MATERIAUX UTILISES POUR LA PROTHESE ET POUR SA 
FIXATION ET, IXJNC, DE LA NECESSITE DE OtMINUER DE FACON IMPORTANTE OU D'ELIMINER 
LES FACTEURS CI·DESSUS MENTIONNES 
La surveillanoo c11~urg1calo et poslopSraloore du pat>ent d011 ~tra menbe en prooant an compte 
!'ensemble des facteurs. Los attitudes mentales ou tes troubles pro~~enant d'une at.senoa 
<!'observance des consognes du ch~rurg'"n par te patient P"'-'vent retarder le rlltabl1sse-ment 
postopSratoi"' et/ou augmenter le risque d'ellets secondaires, y compriS Ia defalllaf\Ce <1e Ia 
~otM"" ou du materiel de fixation. 
IJne actlv<!ll pllySK!UO e•oossove ou un traumat1sme de l'articulat.on remplaclie paul contnbuer II un 
"Che<: prl!coC<l 1;1e l'arthroplaslle totale ou u~icompartomantala par c!l!plaooment, fracture ellou 
<Osure des omplllnts. La durN dot vie lonctionnel .. de Ia ~ du g.anou n· .. ~ ]Uiqu'' 
prNent, pn c~~Nr.ment '"-bli•. II convie11dra d'onformer le patient que des factaurs teO. ~ue to 
pmds et le niveau d'activoiO pauvent consldl!rablemant 1nfluer sur l'usure data proth8sa 
MODE D'EMPLOI 
l'haso pr6op6ratolre 
AVANT l"INTERVENTION, LE CHIRURGIEN DOlT [)jSCUTER AVEC lE PATIENT DE TOUTES LES 
LIMITES PHY~QUES ET MENTALES PI\RTICUUERES 1\U PATIENT ET DE TOUSLES ASPECTS 
DE L'ACTE OPERATOiRE ET DE lA PROTHESE. La diSCuSSIOn dolt onclure les l1m1tes e1 I .. 
~onsbquences possobles d'une prothllse totale ou urncompartomontale etla m\cassite de suivra les 
Instructions du chirurg1en dans Ia phase postopOratoira, part1Culllorement en ce quo conce<ne Ia 
1omltal1on de ractivrte at Ia poids 
La phase prOopSraloor" et Ia technique chorurglcale d'implantatk>n de ces composants de prothOse 
olu genou totala ou unlcompartlmentale ont benetic10 de l'e•pl!nenoo chorurgicata obtenue au coors 
du d<\voloppomont de cella prothllsa at de rarthroplas~a totale ou unocompartomontale du 51<'""" 
on gllollral L'utlllsalton cjmoque <1e touta prolhbso de genou ne d(Oit pas commencer avant que las 
chirurgioos ne se soient OW<-IMmes famollar1slos avec los techn1qu"" spllc1foqu<>S d'1mplanlat1on 
Ce~ames motnooes peuvent changer au COOrS du temps et avec l'acqulslllon d'una plus grande 
oxp<\rianca clinique_ Des oWaluatk>ns cntlquas de ces changements sent prMontOes tors de 
•;9anoos de !ormation chlrurgicale rl!gull<orement programmM at auxquelles ol <>St fortemant 
o;onoe1IIO d'assoster Des brochurss at des vidOos de technique cl1orUrg1cala sont d1spon1bles chez 
DePuy. 
Las pro!requis spo!c111ques ill'1mplantatoon ~·una protholse totale ou un1compart1mentale du genou 
~olvent ~tre stncte-ment observes at comp..,nnant 

1 Atle1nte arthros•que d.,. s..-laces fllmoro-ti~1ale el/ou lllmoro-pat~laore 
2. Stabolitll <los ligaments lateraW< ou possobN~,; de plastie llgaffillnta~re 
3- A>le physiO.,..IQUe extslant ou ro!cupbrabla 
4. lntllgrlte du quadrioops at du tendon popt1te 
5. Rotule naturelte capable d'accepter le comj>OSant palella1re." le cas se jJ<Ilsente. 

PhaM perop6ratolre 
Pour l'1ntarvent10!1, 1t est conse1lhl d'avm une reserve d';mptants. comprenant des tallies 
•upOne • .res at tn!On&Ures 0 cella que l'on prl!vo1t d'ul111ser 
Une manipulation correcla du mater'"l qu1 dolt~ omplante est obt•gat<><re. Ces prothOs"" do•vent 
ollfe manopuiOes li tout momsnt p..- du p1orsonnel muni de gants chirurgocaux stMies. II faut 
absolumant av~ar le contact des composants avec des objets durs. L• contact des surfaces 

5/ 
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6 Trout>les oardlovascula~res et malad1e thromboeml:>ol1quo. comprenanl thromboses 
veoneuses, embcl1e pulmonalm et infarctCLS du myocarda 

7 Ro\achons tissula1res, osteolyse eVou descetlemant de l'i"l>lant provoques par ta corros.on du 
metal, une allerg1e, des d!lbrls d'usllffi ou des .,artlcutes de com&nt Iibras 

s Myos1te oss1f.,nte, en particulier che< tes sutets masculins art11ros1ques, ayant une amplitude 
artocula1re ltm~ee avam !'Intervention evou une myoS>te aott!rieure. Lir'ICI<Ience de myosite 
oss~ISn\e augmente liV<lC '"" entklodonts chorurgicaux et dans les cas d'infaction 

s Para~1e iw&ntuelle du nerl tibial antaneur apr6s artt1roplast1e du ger.ou un1compart1m&ntale 
latarale 

P<mopkaloi,... lmm/J<Iats 
1 H~atome 
2_ Retard de Clca\nsatton ou dl!htscen"" de Ia pta1e 
3_ Varus au valgus 
4 Regression asse>eoSe a tousles composants en polyethylene 

Postop6rli!Oirn lanliflr 
1 Mauva1se amphtude des mouvements, due a """ setectoon, un p<lSIIionnementlncorracts, des 

caiCillcations ~iarllcutaims eVoo un enll•Otement d"" composants 
2_ CalclfOcatlon pOOartiOulalno ou css~ICatoon avec ou sans restroclion <!e Ia mobd1\o\ art10ula~re 
3 Fractum de U. rotule ri>suttant d'une tension exce5sr;e ou O'un affa1bllssement peroperatoore 
4 Aggravation des probllomes du membnl corocerneou du membra C<J<1\rolat8ral, provoqu<oo par 

une doff9nonce de longueur desjamtoes 
L'lnci!HnCl> ott t. ~1<1 du oontplt<::tdions ~ de Ia mloe en plac• d'une prothHe 
tolale ou uniol>mpar'lirMnteloo de ~ ,.onl holbi-.nt plus impo<lolntea lol"ll des 
r-ID<'MI que dons loll~- pr1mlliru. LoS probW.mes courants comprannent le choiX de 
!'emplacement de l'inc•s.on et l.a dimmu\Oon du mat6nelsquelettlque. Au caun< des revos1ons,1l taut 
s'attenc:lre il une "'-'Qm&nla\1on des temps o¢ralo1res eta une plus graoo;le •nc1dence d'mfa<llons 
d'embol1es pulmonaores et d'hematomas au"'"""'-' de Ia ptaie 
CONDITIONNEMENT 
Les comp<>Sants d'une protheoe lotale ou un1compartlrnentale de genou son\ IMOS sous emballage 
indMdue4 STERILE_ Tous las composants 8f1 metal son\ stMIIS<i$ par rnod"'tlon. Las composants 
en pt:Myat~llme peuvoot h-e stefiiiS<'is au plasma gazeux ou par inad1a110n, seton ond1calion porl&e 
sur l'etlquelte de l'amballage exlllfleur Les oortor de leur embaltage an ul1lisent une technique 
d'aseps>a valld6<> et seulement apri>s a•oir determ~ne le bonne ta1lle il u111oser. Pour te• 
compoaant:s on nMtal _..,,. : s'U .-1 <lo>WtmlrM que !'implant rtaque de ne ptuo ttn 
!1!611te m&ls <IU'il est encore acceptable J>OUI 1'- ..,.que! on le dullne d'a~ Ia 
d6te<rrnlnatlon du mjdecin, l'lmpklnt dOlt h'a rinc6 et al6nto.4o 8Qnl implantation, Mlon , .. 
inltnlcliono sui""n-
Les composants ~b1aux et pateltaores en poly&thyllone a po1ds moll>culalm ultra lolevO (UHMWPE) 
sont l1vr$s sous embaiU.I)O 1ndtv1duet STERilE, Les oortor de leur emballage "" utll1&an1 uno 
techn1que d'asepsle vaidOe e\ SO<Jiernent aro<lls avoor dOienni"" U. bonne taOta 8 uiiiiSer, IAe 
composanUo en poly6thyltne ,. doiMnt pn - reo«orrlloH. Pour tall compesanta en 
pol)l6thi'\6M : NE PAS UTIUSEFI Sl L'EMBALLAGE BTEFIILE SEMBLE ABIIoltE. 
RIN~AGEniETTOYAGE 
UtoOser de l'eau ou du serum phys~og1que a Ia tempera"'"' amb1ante pour lalm tremper l'1mpdanl 
Le la1sser tmmper peooant au molns 5 mtnutes. SIIOI1er le pr<><lu• •mmOd1atement lnspecter 
l'1mplant avant dele .terioser. 
STERILISAnON [comp<*lnts en m6tal oeulemenll 
S1 Ia rest0ri11sal10n est n<'lc"""""e. 11 est conse1IIO d'ulll15er "'" parametres su1vants, QUI Oil! 0\o\ 
val1dols pour assurer un nNaau de st<'lnlote (SAL) <!e 10~. 

-~· vapeur 
Tempoltalure 

13~ "C 
~~ 

10 m•nutes 

NOTE : lout processus do s\MIIsa\iOn <lo1t ta1ro l'otllet de tests apprOPflols. II est de Ia pll<S haute 
1mportanca qus los mdiGatoUTS de sl1!"1"e so1ent valides pour chaQue "ni\0 de stbrlhSallon et 
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cont1guratmn produit/chaJg" par <l<>s peroonnes possM""' .o lorn1dl•un 01 1•-'I"Y'''' 
proc<\d<ls do st9ni1Satlon. arm d'Gtablir Ia prO£;ol<iure. sa f1abolotfi "I sa reprodUctlh•lll>l On P"•'' ul-1< 0

• • 

Ia stanllsatmn rajl1de, le cas <ichearlt. conformOment au• model1tes opec1f1ques ;, l'et"l"'"~" 
>ante 
ATTEWION' ne pas re9tltiifo- les oompooants en polyethylene 

ISTRUZIONI PER L'USO 

ATTENZIONE: Ia Lllgoslazione Federate VJ~ente negtl USA ltmlta Ia vendota do questo l'"<lStdou 
eocluoivamente ou -Ciizlone medica 
DESCRIZIONE Del PRotJOno 
Lo prot•s• totale del qmocchlo a corn~o>Oa <Jd component• 1t'nual•. t•Uool, o •oluiO<· • 'GlliMcfl 
HldMdual<. stud1ate appos1lamento per '" soSIIIUZIOne della ouperT>e1e artJcolere natur.Jil• ,-Je• 
~1nocch1o La componente femJ)fale II"" 1mpoanto on metallo. ,:o~ o SHn7a nvest1mento pmmn t_o 
'omponente l<b1ale puol assere oom~etameme 1n polletilen<l oppure o<>ns•slere Uo un p,"lt" t'b'"l" 
'" metallo wn o senza r<VOS!Iri>Bnlo poroso. d'1 un 1nserto 1n pol1el1lene o d1 cnmponent1 ,-1 
blocoaggio Atcune C<;omponentr metall1clle sono dotal• 01 stel1 ala cunei modulan La comrr"'~rlt< 
,zllulea puo ess""' com~etamente 1n P<"l<!!llene oppure on pol,etit•ne con metal-Lack 
La protes1 monocompart1mentala dl g1nocch•o 8 composta dd comp:>nont1 remoral1 t '"""" 
conJw1on1 singole, slu<llate appoSitamente per Ia sostituZ>one delta naturale superl1c1e a<llcolare d• 
un con<1110 tkll gmocch10. Ld C<Jmponente ternorale e in 1ll0ltallo. con o senza rivesllmento po;uoo 
I" componente tibtale puO essere realllzata •nlaramente in pol1elolene oppur~ conSistare d1 un p1alt<• 
tiboale metall•co_ con o s~n?a nve>llmento peroso. d• un '"'pr!o "' rnl"'lllen~ e d1 .;omi"'"''"' "' 
bloccagg1n 
Le ~:omponent1 Ill l1l•n•o e pol•ehlen~ 'onu compat.bilo con 1" '"' n1co d1~ynooi1C" p~> .m'"·'U"" '' 
r.sunanza rTldgnetJca (RM), nl<!ntre quetle 111 cobalto croma ·,Jossonu •nl~rfenre coc, :" >mao;•n•• 
gene•ata con RM 
USO PREVISTO ED INDICAZION! 
L'anroplasllca totale o ~oonooompanlmentdle d• ymocchoo;, 111d1catd ""' ~"" '" w l'dr11colall<·fl' 
cornpromessa debba essere SOiltituota P"' auiTlf!ntare Ia mobilota • ndurre tl duoore. '" p'<';ec>o ,. 
usw sufiiCJentarnenta sano per aocOQI.,ra e sootMere Ia component' 

NEOt1 STATt UNm, OOEiTAcOMPot!ENTE A RrvE8TIMENr0 POiioso E srATA 
APPROIIATA Esct.USIVAMENTE PEFIL'USO CEMENTATO. 

OUAUIIA$1 COMPONENTE CON RIYE9TIMENTO NON POAOSO E INDICATA 
--~~~A"!~~!_t; P~__l:'~ ~r.!EN'!'~· 

'c.>nd1da11 alla sost1tu"one lotale o monocompa~irnentale d1 gmocch10 sono P""""'' """"''' <·" 
a~lcola.mnl motto d<Horose e/o gravemonte compromasse a causa o• osiOIOaft>OSI, artf'le po'' 
lraumatica. an.ooe reumato1de o lalllla p<oi8S..,Za.!oone pregres&a Ne< candodato all'artrnpla8l•cl' 
mooocompammantala dl gonocch 10. il 1nteressato solo un comparto amcolare (m&d1ale o later.lo! 
la protos<uanone lotale o monocompart11»entale dO ginocch1u ne1 ponen!l giOVaJ11 puo """'"' 
conO!derata so 11 ch1rurgo r<l1ooa che Ia ch1ara •rnllcazione a ~dVOfl'l oell'1ntervenlo supe11 r n•ct• 
associat1 all' eta del pazlente, a se 11 possobilegarantors un I!Vallo lmtato d1 anovit.l.ad d canco ''dcrtto 
'ulrartocolallono 1ntersssata. Sono oncluSI 1 ~""""" affett1 da gravo dtsabilotio a carooo d1 P'" 
artlcolaz•oni per 1 quail 11 nacqwsto della moOII~il dell'arlca p"O comportafl"l l'aspaltat~oo <1 
mlgllorametllo SIQrtlllcaiiVI nella q"a111a delta''''" 
cONTROINDICAZIONI 
I 'artroplasloca lotale o mofl(I(;On>partlmenlale d1 g1nocch1o ~ oun!ro•n<iiC&t;, "' pr~"''"-' •I• 

I lnleZIOnl attive locali o s~<lern1ch~ 
Perdita dr tessuto osseo c rnuscolare, osteopC>t"QS>. cumpronllsSIOM fleuromu;cd,,,., '<Jef•r" 
vasc'<llare a canco d'"l"arto i~leressato tale da non Q>usllfocore Ia chlcuf<IIO i"d "'' "'"~""' 
:I ell~ struttur<> muscotolegam.,ntose_ artropat1a neuropa11c") 
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3. G<ave mstab1litO seoondana alia pe<d1ia avanzata della struttur:> osteooornlrale o •ll'aMenza 
d1 1ntegrltltlegaroontosa de1 collaterall 

4 L'artrnplastoca monocompartimentale do gmocchio a contro1nd1cata ne1 paZientl che 
p-resentano grav1 delorm~a ll$$<l 1n valgo o tn varo (ottre 30') 

NOTA: at momenta attuale, 11 diabete non a cons•derato uroa cootroond1cazione. Alia lt>ee del 
maggior risch10 dl complocanze, come mfez1one, guarig1one lenta delta ferita ecc .. 1 mediCI de....,no 
tuttavta valutam attentamentel'opportunlta d• sostitwe l'anca ne1 pazient1affett1 <Ia d1abale grave 
AVY'ERTENZE E PFIECAUZ10NI 
ATTENZIONE: 

Non utilizzare mal a.-. impianti e componenli di prova dl produttori ~ o parte 
di dlstinti slsteml proteeicl. 
Non riutlllzzal'll mel componenti P~'-lcM dl glnoccltio Npiantate; anche se 
all'~nza integre, potrabber<> avar subito dlfatli microscopicl, cepacl di portare al 
lalllmento dell'lmplanlo. 
Ullllzzare oempnl una proteoi di pro.., a fini dl controllo. Non -mblara le prov<t con 
te compon- ~tHo ~n-. Le prove -no-"' della steoeo taglla, daaa 
ste- varalone, ecc. della ~ve oomponenti .-rlnlllve. 
Non altenl,. "' mcdllca,. In ei<Un modo glltmpiantl. 
Evlta,. dl pratl'*" piU Iori per accogllare I pemi nella tibia pn>oslmale per 8'oitan> dt 
comprom.tten Ia lor.ta comPI'lloolve della tibia. 

ATTI;_NZIONE· 1 seguentt fatton descrittl, da soli o in assoc1a.z10ne. tendono ad ....,rc1tare un canco 
ec"esswo sulrarto 1ntaressato e rappresentano quond1 un nsch1o magg1ore do msuccesso 
nel artrnplas~ca dl g1nocch10 

1 Ot>es1ta o sovrappeso del paz<ente 
l.avoro manuale 
ParteClpaziOOe att1va allo sport 
Elevate lwello d1 ~tt1v1ta 
Trascors1 d1 cadute 

(i Alcol.smo o tossocodopendenza 
Altro ttp1 dt dlsabolllil d'" genera. 

OUre ao fallon summenz10nat•. Ia presanza dei seguent1 fallon clmici teodono ad 1nc1dere 
neuatwamente sull<l ffisallone do lie protaSI: 

• Osteoporos1 avanzata o sostanza ossea 1nsuff1c1ente 
Turbo del metabolismo a farmacoterap1a sistem1ca che comportaoo •I deteno<am0<1lO 
progressivo del supporto ossao della protest lad as. d1abote meli110, terapJe steroid..,. t<H11pie 
ommunosoppress1ve ace.) 
Anamnes1 dllnfe7IO"" generals o locale 
Oeforr:>itlt gravt che comprnmettano Ia flssaz1one o 11 pos1z1onamento corre"o della proleSI 
Tumor1 delle strutture ossee POMnto 

li Sens1b•litlo ai matenalo proiOSICIIad es. cemento osseo, metalli>, poi10I1tene) 
Reatoono tossutal1 alia corrns1one a ru detr1t1 da usura della proteSI 

ll Ols.abilotO di altre artloolazioni (ad es. giMcchoa e caviQIIe) 
$1 e """""'ata una maggi""' inoidenza do falltm0<1to della protes1 1n pa;zoent1 peraptegic1 e .n quelll 
affettt da paral1so careb<ale o morbo d• Parkmson 
NEL CASO IN CUI IL CHIRUROO ACCERTI CHE LA. SOSTITUZIONE [}EL GINOCCHIO E LA. 
MIGLIORE OPZIONE TEFlAPEIJHCA DISPONIBILE E [}ECIDA 01 liTtLIZZARE QUESTA PROTESI 
IN UN PAZIENTE CHE PRESENTA UNO OUALSIA$1 DEl SUDOETTI FATTORI. OPPURE SE ll 
PAZIENTE ~ GIOVANE ED ATIIVO, ~ ESSENZIALE INFORMARE IL PAZIENTE DEl LIMITI 01 
RESISTENZA DEl MATERIAU IN CUI LA. PROTESt~ REALIZZATA E 01 QUELLIIMPIEGATI PER LA. 
SI.JA FISSAZtONE E DELIA NECESSITA Dl RIDURRE NOTEVOLMENTE 0 Dl ELIMINARE 
OUALSIASI FATTORE SUMMENZIONATO CHENE PREGIUDICHIIL SUCCESSO 
La gest10ne chirurg•ca & posloperaloria del pru:1enle dove essers condotta valutando att...,tamente 
tulle le condiZiOOI es1stenl1. Le att.tudin1 od eventualt turbo mantall che potrebbero portare il 
pe<lente a non adenre aile dispOSIZoOni del chlrurgo po590no ntardare il racupero postoperatono e 
lo aumentare •I nsch10 d1 eftetti awers1, tra cui 11 fat11mento o Ia mancata fiSS3210ne del1'1mptanto 
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l'dliFVIIO ffSIC" OCCOSSIVa 0 lrdUnl. aiiMICOiamne >o>IIIUI!O f"l03<JnO CU<\Ifi~UI!~ .i t->IIII,Otll 
precoce dolla protest_ causandone Ia m1grazoooe, frattura a/o USLJta . .0.1 momenta non It •tat~ 
stabltlta chiBramente Ia durata luflZionale dell& prote0; di gjnoccNo. 11 oazte<oiP """" essw 
•nformato dOt !alton che possonn lnCidere 111 modo slqM1c.al1v~ "'"'"'"''della"'"'"" .,,,,,, P•" 
e livelli di att1v~il fis1ca 
INFOAMI.ZIONI PER I.'U$0 
Preoperatorto 
PRIMA D~Ll'INTERV~NTO IL CHIRURGO DEVE SPIEGARE 1\l PAZIFNTf TUITC LE UM<TAZtOfJI 
FISICHE E PSICOI..OOICH£ ~ TUTII GLI ASPETII DEll'INTERVENro CHIAURGICO E DELLf­
PAOTESI llOie colk>quoo deve coonre te l•m>laztoni dell'artroplasiFca, le possrM """'"9"~"'• 
deCFvanh da lalt l~m~lal!on•" ta oeCi'ls>lla d1 seguore 1~ "'lr\OltO"•' del ch11orq0 ool P"''"P~'"'"'"' 
part<colare p<lf qoanto cuncerne Ia lmtata at!lvltll e il peso 
'-• poanFfiC!!ZOone preopsratorra e Ia tecnoca ch~rurg•ca per l'lmPI.lfllo quostc c.ilf'lptl"<'"l' J~, '''-''"'" 
rnonocompartFmeotale do gmocch1o SO'l<l stale perfezoonato 1n ha<e all'espe .. er-zo oh~r,rn,r , 
acquosota durante lo svlluppo d1 nurne<os• pmtes• monocon1pariH""ntal1 II tOhtrt,rgc l•cn dh' 
'"'""'" ad utll1zzare le proteSI rt1 gonocchio nal cooleSlo cllntco l•nche non abb1a acq"''''" ' 
complota conoscenu della leCn1ca d'ompoanto specollca_ AIC<Jne OWOdlche SOrlO SO<jgette, r-nur• 
IWXilfiCile lr< base atl'espenenza CIIOICO acqUISIIO le ValulaliOI'I CtTIIChe dl lOll lnodlfiCile OQ'I, 
l)fesemate durante 1 corst d1 lormaztone dlta tecn1ca chFrurg•ca 'egolarmente rrograrrtnat' 
mns.gl•a pertamo che ol Chlfurgo trequenll regolarrnente tal< ~or:; I Oru>CCJll ,, ltlnmll •;-,11(· lee''' 
~h~rurgocl>a sono dispon,blll presso DoPuy 
I requiS<!I specific1 da OS5srvare "Qiddrnento- m•ll• prnlo<-7 '" '''"", 
1~1 gmocchoO comprendGno 

' Potologoa artnt•ca ~levan'e" c,,,,-o delle c-u~~d·c• '''"' • ,,., " 
Logomont• collater.lll >tab111" nco<tnJthlh 

.l All>neamento asSFale ftslolog•co c cO<.,gqobtle 
' OuadrtCOPII' e mecc"n"ml ciS• 11>LISCDII iJO'Ieno!l ""·''' r fMIO 11 OIH 

Se" 1mp1e-ga una conowunenl~ rm·Jh-, I'0%0 rot"'~" dev~ eo,s<>~· o~>ttc ,KI 
cumDonenrc 

lntraopllf'li!Ofio 
s, raccomanda d1 avere ' d<'POSI<t0"<- "' corso d1 1qter•1n~tn c.ornportenl• dt , "9' -
oLJpenoro 00 1nfenore o 4uello sl~lllllla n•l JY<lOp~rato"o ,, ""-Jo <lo ', taq1 
correna durante l'mtervento 
E essenz1ale mantpolare cOI'ellamenla gl• 1mp1antt. Le prote01 devon" """'" mant·~v~~·" ''''" "" 
%clusovamenle da personale munoto di ~uanl1 ch1rurgtc• St (lewt •noltre evttare ~he Ia ~rotes' ve":J" 
a contatto con oggetlt dun_ Part1colare cautela e nchresta nell'ev1tara cho Ia Suf><"f'~'e P""'"" ·.·enq., 
" contatto con tessuto od a!ln mate<~al< ntasc1ant1 lib<~ Pnma dell"u.o ~ <mportan•o pm~e~••c 
oernpre ad un'lspe:ztone I'IS•va ~~ c1ascu" <mptanto, oMe e-scludere Ia Pf<'S<l"'" dt eoerltuo'' 
mpArl0110n1 Dann1 u alloraz.on· degl1 tnlp<anll poosono pmdur<e sollecrlaztont c "'"'''' , 1, 
po\rebbem rapprese-rtlare II magg1or laHore contnbuenta al tallomanto della prutes1 
Nell'~""' u<tOne detl'mlervento so consogloa l'uso dt alcun1 strument• c.I"'""'JK' spectalt E ''"P"''"'·,o, 
una rav1~1one dell'uso e del trattamento d1 queMl strumonll I m'""' a le d1me di r~soZFono ''"""'' 
contrullate pnma dell'lntarvento. Gh strumonl1 danne~•at. D ~elorrnot- ~ossnno ~"''""'"'"'" "''" 
PO"'"'"" scorretta detl'lmplanlo e wovorar"e il fallimento 
E l•nportanto pultre e preparare adeg,.tarnenta le superlfCO Oell'n;su "' '"" della llssa,one dell~ 
p.-oleso_ L'<>SCISS'OIO~ dell'osoo <!Ovr.l. """""' limrtata alia quantotll .,Gess•no p..- I'IOllltanlo deiiH 
pmleSI. Una abtaztone eccess1VB doll'e>sso o l"uso d• ptU pern1 por l'ancoragg10 dallo stn,rnanlor<c 
ouil causate dosturbl me-ccaniCt e 11 nassorb1manto doll'o"so con conse-gu~nt~ 'atllment~ 
dell1ntervanto dovuto a mobtllzza?tone o defom>atlone dcll'tmplanto AI mon·eniD doll" 
D"'l)arallone delle superliCI ~etl'osso e del posiZtonamen•o d~lie CO<IOponenCI ~ . ''""'''''' 
assocumrSt ~he l'all•neamento SFa C{)(mtlo 
Pnma d• procMem alia sutura. Ia 800e cMurgrca de'e <>SSOrfl npo;llla accuralamenlo no !•"'""'"'''' 
O>Sel, osso eclopiCO cem.,>io o8Seo ecc. Ia prasenza d1 paobcelte cstranee suif,ole<l8cc•c 
ort1colaro matalt~-piastoca f>OSSono portat<' all'usura eccess1va deHa ptot8'•- l.'o;so ectao•cn ~"' 
lramment1 ossei possono essew' au<;a d1 d"loc,mon~ n "'"'"'"A -1~·~rosa e 'H"lt\,llo p,.,,, "''" 
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a~enzoone ll nchiesta net controtto dell'escurs1one de< mov\menti per ssciOOere Ia pr~seoza dl 
mancata coogruenzo. delle component! prota5oche, 1nstabolttll o cooMto: se del caso. tal• dde1t• 
devono essem re!11ficati 
F- ...,__,..to~a 
10 essenziale cha ~ paziente Sl attenga scrupotosamoote afO! IS!fl1ll011i ed agio awertomeot• d .. 
c~~urgo. Netl'asMrtanza posto.,e<atona devono essere segu~e praucho app<ovate. Dope 
l'lnt<>rvonto, •I pazoente d""" essere intormato di regotore 11 tivello delle sue attl'litll tn modo da 
tutelare t'artocolazione protesiZZIIIa dB slorzl mgiustlf.:atl. AI momento deia dimossoone, at pazoente 
oovo':"' essere cor<>egnate te deblte t.WUZI<><II o ro.ccomat'ldaz.,nrscrrtle. r~~~Uardant. gli es•''"'-' e 111 
terapoe da seguora. no..:ho\ te •nd.:azoon• suite appropriate llmitazlonl delle attlvttit llsiChe. So 
raccomandano controlli p,..iodic1 comp<endent, esamo rad1ogra~c1, per C0<1frontuli con le 
precetlerm oondilioni pos~Cperatorte per riklvare evidenu a lunge termlne di un'el/9ntuale 
migraztone, mob~iaazlone, c...valura o irocrmatura delle oomponeotl Se s; osservano segn1 d1 uM 
o poLl di quest\ eventlol paz!llnte d""" essere tenuto on stretta osservaz1one. P'"' valutare ie possobilltll 
d• u~eriorl del,..loramanti e 1 t>ene!K:1 di una f9VIsione anl.:ipate 
EVeNT! AWlMI E COMPIJCANZE 
Dl se9Utlo vengono riportall gh evenl OVVIOI'SI o le compt.:anze poU rrequentem.,.,te """""'at' 
nell'artroplast1ca monocom~mentale di ginocch"' ··-1. Mobolizzazione prococe o tarOwa, cedomento llb•ale. curvatura, incrinatura. lrallura, 

delorma2k>ne o usura ~I """ o plu component! pro\8Sich8, speoso correlate 01 !at\Oio elencat• 
1n AWEFtTl'.i'IZE E PRECAUZIONI. Si pu/1 ancM ven!•care Ia mobll~e dowta a mancata 
fissaz""'e o malposi•ionamento. 
lnfe<~One precoce o tardiva cha Pu<'> nch.,dere l'espianto della proteSI e Ia success••• 
artrodes• 

3 Dolore. dLOIOCa .. one, sublussaz•<H1e, contrallure d1 fleso~ene, n~ot!a escursoone dei 
movirnenti. oppura allungamento o accorcoamento dmta gamba •mputabilt a 
malposi•iooamanto, moblltzzazione o usura deo component, 
Usura eccessiva delle componen\l•n poloetllene dovuta a danJ>O operat0<1o alia corrponerne 
t..morale, scollamento del cemento e/o ffamm&ntl ossa• e!o ltvello do at11vM eccesstvo o 
sovrappeso del pazoe<rte. 

5. Frat!ure della tibia o de4 Iamore. Le !failure 1n tase oper>ltona sono d• sol•to assocoate a 
chtrurg'a di revlslone, Oeforn'Otll e!o osteoporos• grave. le frallure postoperatorkl sono, d1 
so lito, fratture da slorro. Le fratture possono essere II risullalo do dlfell• Mila cOrllcale dertvan\1 
da p1U !Oro per p,..ni, preco<lento lon per VIII. mator•entamento dell'alesagg•o e/o a cemonto 
osseo "'sufficiente o mal dlslribuito 
Dosturt:i cardoooascolarl a matalt1e tromboemboliche, tra CUI tromboso venosa, emboloa 
poknooam e onlarto miocardico 

7 Reaziono hssu\all, osteoOso. e/o scoltam""to dell'omp<anto dowlo a corrosmne metalloca, 
real""' alerglc!le "'Pure accumuk> di detril< da usura o d• partocelte d1 cementa l•tJerate 

8 Miosite ossificante, in partico4are net soggettl dl sesso maschole con artnte lperlro~ca. 11mitata 
esctn•one de1 m<>V1m.,..,ll preoperatorla e/o m•osile pregressa L'lnCidenza di mtosite 
os:llllcante aumenta in presenza di anamna51 d1 ch~ufljia pregr$$1la e di ini!IZione 

9 Poss•bile parallsj del nElf'lo f>O'Oneaia successova ad artroplast.ca monocompartimantale 
tat ... ale d1 e•nocch•o 

Fa .. po.toPeratoria 1,........18 
1. Ematoma 
2 Rllardata gwrigoone della !er<ta o deoscen"" 
3- Delormrta '" varo-valgo 
4. Cedimento OSS()Cjato oll'uso <!aile componen11 on PE. 

Fpe poo'-"toria uonlfwa 
I lnadegualil escursoone de• movtmenti der•vante da sele<~one srrata o melpoSI<<OMmento 

de41o componento. conft1t10 elo calc1focazoone peri&Micotoro 
Calcolooaz•one o ossllocazl0t'1e per<artocolore con o senza omped1\a mobtlitlt dell'art•colazK>11e 
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l"rdliura dflllo :DtiJ•d 1"'""' len""' 
nell'mtraoperatono 
Rectudescenza aer wcble"" «rl";olon ,, con• J~ll .1w 
co~lrolaterale mputabilr dlla drscrepan7a nell" lunghoao rlel,";rt o 

L'rncrdenza e Ia gravilll d&lle complieanze nell• protesrzza>wn~ totole 
mon<>cornJIOll1jmentale di glnocchla aano di regola maggiOri nella chirurgra di m\,sron~ Or~ 
rn qua!IB pr1nlOII'ta.l problemr ~U frequent I comprendono· <i'rffrcolta nella >Cella oell.< ,., , J "' ,.,., 
llnoiSIOne) e deficit dr snstanza o""ea. lrr general•. nella ~nrrurg•a dr r~v,"'on•• e r >r-'rrdl" ,. p·· 
•rn rempo operatono pru lungo. un aurnent•ln nsch,c dr rnfrv ""' I'""'"''"''~"' 
ed amatoml" lrvello delld terrta 
CONFEZIONE 
Le cumponantl det srsternd voteSrco tvldiO o "''"WcCih~drlrnwrri·'" 
rorrle<ronat~ rndrvrdualm~nte e tornrle STERILI Tutto le r;omporront' rrr~tnllrrAre '''''" •,tc r r, ,,,, .. I' • 
rrraOratrone. Le componen!l rn polrallrene pos•ona ~"-'"""' <-enHnate m"'Jror-t.· ~""'''' 
rrr.>dtallo~e. rome rMrcoto dal! et•ch•tta aNrssa sulla co"'e<~orw e~l<-'rrr~ L,• . ''"''""'~''' 
11m0>so dalla cotlfezrone ,oguendo lecr.>crte asenrche appmvate onlo dopu """Jet~,,,,,-,,., 
loglra cumttta da rmpregare Sole =mponentl metalllche:"" •• nt\tme cha l'asepsr della proteSr 
sterile sia stata compr(lmes!la, rna rl chlrurgo Ia r1tklna comunc"" rdonea all'uso pro"•sto. 
pnma di prccederu all'lmplanto detergern e sll!rllizzam Ia prot""i conformemer>te aile 
seguenfr iotruzioni. Lo componentr tlbralr m pol•otilene ad dlt""'~'o MS<J IT•OI""'I"'~ IUI'M'."I~I 
•ono conf•.,onate rndiv•dualmente o 1orn1te STt:'Rill. I e r.omPMonlr ''"nrro m• ' ''I 
confazrone saguendo tecniche asett1clre approvate solo do~o ov"r deterrnrnato '"to~ I'" r " did 
'fnp•egare L& comp<>Mnli '" polietllene non va~no risterilizza\8. Solo compo.,ent• 
potletilene: NON USARE SE LA CONFEZIONE NON APPARf !NTfGRA 
DETERSIONf E PUUZIA 

~~;:-:.:2~ ~~~:.~~e~u'~,~~c~~~~~~;:~· ;;,:~;;J,~t~~r:rr~em~~~r,":· ... :. : "' ' :. 
stenllztazrone 
STERIUZZAZIONE (Solo compo-.tr metalliche) 
Se SJ rende rnK:esoaria Ia srerrlrzza,ionn or c0nsrqlro o>>erv;lr" '1"·"-""''' 
oaranrrro urr l•vellod,,terilrta iSALr cJr 1fl 

Melodo 
Vapore 

r<UTA '-"l"' procodJ>ra dr <1enlruamn<· de1•e """"" colldudalo or•de ·,ent.ca•<' cl"- '•' r ,, ''"'' '­
aile rrofJne vr~entr E "'trernamente <mport•nte ch~ personae quahf•coto ~d ~•perle. ""' proc ""' a 
q"nlrZ<aziono convalrdi 1 paramaHI dr qudiJtrcaZions prest<wonale m base orl '"ln' ''polll\l'd 
doJI'opparecchratura p<>r 1a ste<rlrzz"zrone utrl•z;:ala nella strllttum ~ od ognr <'<'."flblrlMh tr• 
drs""s1two m&c!'rcalelcanco, al fino dr convalrdare sra rl procssso cho Ia ;ua affrdahrlrt.> ,, rr1Jdlllll11a 
Se del caso, 8 posSibrle eseg<Jrre Ia steniFzzazrone flash. corrrormeme~t•' ,,, prrrt<wrr•l' ""' 1 ,, 
ospedalre•o spoe~•co 
ATTfNZtONfo n<>n nsl&nlrzzare Ia eomp¢nen~ in polr&li,.mo 

tlllllil'l'l·-11*• lNSTRUCClONES DE EMPLEO 

CUIDAOO: La Ley FO<Ieral (EE.UU.) restrrnge Ia ...,ta de este aparato po1 o a I~ o«l<>n do uo 
madlco. 
DESCRIPClON DEL APARATO 
Una Pr6tes" de RodJIIa Total %1!1 r.o•npuesla de compunonle,, •ol~lw, lrt!I,J ''""'"' 
ompaquelddos ondivrdualmonte drsoiiados pam el resmpla<o d~ ra our>erlicre ortrculor ,,ll,.,,; dr 
"~'culocron d~ Ia ro~rlla El component~ ter1•oml ~' LJC rr'lpl,1nte J•.' n•el" cur. o " 0 

''"''"'" 

., ;, 
~-) u 
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poroso. El c~ente de trbia puede ser un componente comptetamante de polretrleno o puede 
estar formado por una bandeja de libra metalrca oon o S<n revestrmiento poroso y una preza ,,...,.,. 
de polretrleno y componentes de enclavamiento. Algunos cetmponentM matAiicos trenen Wstagos 
y cJf\as moduleres. El componente de r6Ma puede .. r de un diseilo compietamente <1e polre\lleno 
0 puede ...,. un componenta de poliebleno con refuerzo mat;!lico 
Una Pr6tesis de Rodrlla UnJcompartamental esta compuesta de camponentes trl><al y femoral 
ernpaquetados rndivrdualm..,te, drse~ados para el reemplazo de Ia supertrcre articular natural de un 
c6ndrlo de ba artrculacrOn <1e Ia rodrlla El compooente lemo<al es de metal con o sin riWes~miento 
poroso, y et componente til><al puede sar un componente lode r:le polretlleno o compremler una 
bandeja tibrel de metal con o srn revestrm.,nto porOS<l, y un rnserto de polietileno y compor>entes 
de enclave 
Loo componentes de trtanro y pol"'bleno son compatibles coo lmagrrrarla de Aesonancra Magn~ica 
(MAl). LOS componentes de cobalto creme pueden interterrr con Ia calrdad de Ia imagen obtenida 
alll$1lr MAl 
DESTINO DE USOJINDICACIONES 
La artroplastra <1e rodrlla total o unicompartamental esta desbr>eda a aumentar Ia movridad y reducrr 
el dolor del paciente por el ""'mplazo <le Ia artrculacr6n de Ia rodilla darlada en pacrentes en los que 
ha;a <Mdencra de sulk:iente hueso en buen eotado pare asentar y soportar los componentes 

- "_ TE-CoMPONENri: cON AEVEs'r1Hnerro POf!Qso ttA SIOO APftoa.loo.EN LOS J 
EE.UU. SOLO PIUIA SU US0 CEMENTADO. 

TODO COMPONENT£ SIN AEVESTIMIENTO POROSO SE DESTINA A SU USO 
___ ____ CEJIIEN"!"~SOLAMENT~--- ___ _ 

Entre los candidates para al reemplazo de rodilla total o unlcompartamental se rncluy"" a pacienles 
de edad avanzada con una articulacron muy dolorosa y/o incapacrtada severa Cllll$1lda por 
osteoartr1trs, artntls postraum~tlca. artrrtis reumatrca o una lmplantaci6n antano< ffacas.ada. En 
candidates para "' artropl,.tra de rodilla unrcompartamental. s61o un lado de Ia articulac.On (los 
compartlmrentos me<lral o lateral! est"- alectado. La artroplastia de !Odilia total o unrcompartamental 
p~ede ser consH:Ierada para pacientes JOvenes, "'· en Ia op<nl<ln del cirujano, una rndicacrOn 
IMQU'"oca para et reemplazo de Ia rodrlla unicompartamental total conlrapMe los riesgos 
aoocrados con Ia e<lad del paciente. y se d<o por garantlzada una demanda lrmrtada en cuanto a Ia 
actrvidad y carya qua Ia articulaci<ln <1e Ia rodrlla soportare. Esto mcluye a pacientes con 
incapacrdades severas y en mUltiples art<Culaciones para quranes una vMtaja >nme<liata en Ia 
mov>lidad de Ia rodilla resulte en una expectativa de gran realce an Ia calrdad de vida 
OONmAINDICACIONES 
A continuacr6n sedan contramdrcacrones para Ia artroplastra de rOOr~a total o unrcompMamental 

1 lnfecci6n actlva local o Slstemrca 
2 Pil<dida de hueso o musculetura. osleopo<osrs, compromrSo n&Uromuscular o delicrsrrcra 

vascular en el m'"mbro afectado de sufrcrente grado como para que cause qua el 
procedrmrento no sea a<lecuado {pof ejemplo Ia !alta de estructures de soporte de lrgamentos 
musculares, neuropatia <le artrculacrlml 

3 lnestabilrdad secunderra severa deblda a Ia p8rdida avanzada de estructura osteocondral o Ia 
lalla Oe rntegrldad de ligamentos colatera"'s 
El reemplazo de rodllla unrcompartamental esta contraindrcado en pacrentos con valgus frJo 
severo {mils de 30') o <leformrdad -us 

NOTA: Hasta Ia f<rche, Ia diabetes no hasrdo estableckl.a como una contrarndrcaci6n. Srn embargo 
debrdo a que aumenta los rie•gos de complicacrooes tat., como rnfeccrones. crcatrizac•6n lenta de 
hen&s. etc., el mBdrco debe considerar con cuidado sr os aconsejable Ia rmplantacrOn de una 
p«)tosis de rodllla en un pacrente a!ectado gravarnente de drabeleo 
ADYEATENOIAS Y PAECAUCIONES 
CUIDADO: 

LOll componen!H de prOteolrr y enaayo de un labr>cante no <Ieben UN'" nunca con 
aquello& de olro labricante o st....,a de implontaci6n. 
Loro componarrtee de lo pr<lteole de radiHa no - ""nca \!OIIrer a u ... ..-... Aunque el 
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omplante pa,....ca "llacto, pu<>de haber desarroiOodo omperlec'"ones mico oscopma> q<>c 
podrian tennlnar por fallar. 
Para reallzar en!SII)'Oo u,..... "'empra prOt ... lo de e11sayo. Loo en9ayos no deboc 
realluorse con componante9 deatinadoll a una ompiantacl6n permananle. Los eno.ayos 
daben taner Ia misma conli"uraci6n de tamafto, etc., que lo~ eompon~n!e< 
comoopondlente• que .a van a impa.ntar permenentamento 
No contom....,. nl modllle¥ lu pr6!Nis de nlngut'la forma. 
Ellitar Ia pelforaciOn de muttlplae; agujerns e11la ~bO. pto•imal qu~ P<XItoren afo•c1<u '" 
""'lstencla comp,..lllva de Ia tibia. 

CUIOADO: Las cood1c1ones Slgurenle« •nd•VIdualroonte J e" l,eno.r> 
•;a«Ja o~ el n11embrn alectaoo lo 'i"~ :•one ol p>c•enle '"' ll·•· ., ••. ,.,' 
r.odolla lracaso 

1 Obf,s1dad o ~xce•o.,·o "'''•' •J· 1 o•.<.l 
Trabajo manual 
Part1~1pac1nn oUI''d ~" "''1""1•·· 
Alto nrvel de aoi•V1dau dPI oO<•~"I' 
Pos<bllodad de ca1das 
Ad•CCIGn al alcol1ol o >I,% <i•o•JO'' 
Otras rncapacldade;, segun s~a aprop1a~o 

Ane,,.h d• lo anteriD<. las condiciones fls•cas stguoenteo ·1"""1"' ' ,,, ''•'"I• '" ., __ , J 
"d•.wsarnente Ia I•J3CI6n de lo~,mpantesde r<XWa 

· O"eoporo'" marcadd c m"tenal o;eo defiCietlte 
\Je>6rcienes mctaMI1c"'' n lrata""entos farmdcolog•C ' '"·'"'"" 1'" 
•Jat"r~orac•on Plllgre511'a del sopo~e de "ueoo soi1dn pam''" ~~~plantes 'OI rt1oh"h '••·II · 
teo-ap1as de cort~>Ona. <orap1as •nmllnosupre"'"""· etq 
H1storoa de 1ntecc1onos ganaroles o local"s 

D•for!>lacooMS severasqup ""'""" und frjac1nn J~b1l '111" 1""·1"''-'" 1 '' """'" "' 
Tumores do las eslructuras oseas de ooporte 
R•accior~es a!Srg1ca> a motar<ala' deO 1mplante (e, .. ceme .. lc ''"""· JlOiw:.le•'' 
Fleawon~s de tejtM> a Ia CO'IOS1iln n a restduos "" desgaot~ riel ,,npldnlf 
lncapacld3d"" de otra> art1CUiac1or>es ("> ~ecor. caoaras y lObiiiOs) 

Se lid mformado de Ia mayor kecuenc1a ffel lracaso de •mplanteo «n pd<''ent<,, "" •·:o ,, 
""""'ntes que padacen de parltiiS<S cerebral o Ia Emermedad de Parkmson 
GUANDO EL CIRWANO DHERMINE OIJE El REEMPLAZO Of_ RODILLA lOTAL ~$_,,~LIOn 
UPGION MEDICA DISPONIBLE Y flECIDA USAR ~STA PROTCSIS EN UN PACIEHlF OUt 
PADEZCA CUALQUIEAA DE LAS DOLENCIAS ANITDICHAS 0 ~N UN PACIENlE OUF 
SIMPLEMENTE ES JOVEN Y ACTIVO, ES IMPERATIVO DUE SE ~l<PLIQUEN Al PAOENTF WS 
LIMITES DE AESISTENCIA Dt: LOS MATERIALES USADOS EN EL DISPOSIT\V(J Y PAf-<;1 I{, 
FIJACION ASI COMO LA NEC~SIDAO CONSIGUIENTE DE ELIMINAP o) l!!'fli!CIP 
SIJSTANCIALMENTE CUALQUIERA DE LAS CONOICtONES AN1EDICHAS 
El1ratam1entn quorUIJIICO, pnst<JP"'""'o del pdcoenle deOO reahzarse con'" dobono ""'"-IJe<ec,on 
a lodas las condoc•onas exostentes L" acUudes o de>Grden<>-< melltales que •mp•dan 1"e ,,, 
par.1ant• acal~ las lnslrucc•one> ~"' coru1ano podnan retrasar Ia recuporao<on postopor"t'''' )'.'(• 
aumentdr el r~e,go de efecto' o•\v''""'"- 111clusu Ia falla ''" lo prnto''"' ,, Ia talla de lo !>l<tl.·OII ,,, 
11nplant€ 
Una act•v•dnd l•soco cxoes~Va o ·1au11M uue afect~ Ia nuevo ~rtiCuodCion arllf1c1al puedetl """"''"" 
a Ia lalla promatura de Ia pr01esos "' cau';ar un oamb1o de nosocoon. ffactura ylo dasgasto de •o• 
1mplantos Uo vOda Iiiii eoperada de""' pr6te""' de rodilla no .,.IIi claramente eotebleci<la 0. 
momento. So daoe 1nlormar al 11a~•ente oue fact ores to I,-.,; cunoo 'c' n1v~l"" "" p'O'<t' ''"":Joe' 
n"aden rnflu" cons<darablem"ete e" >-1 cJ,,,,qaete 
INFORMACION DE EMPLEO 
P"'openoiclli<> 
ANfES DE LA GIKLJGIA. ~L CIRLJJANO DEBE DtSCUTIR CON EL PACIENTE WOA.':, 
LIMITACtONES FISICAS Y ME~TAt ES PARTICULARES Dfl PACIENTE ASI COMO TflD<X-, i c.h 
ASPECfn~ OF LA CIRUGI,\ ; 111 FSTA f'ROTESIS F" e,t., " ;, r;~l:e·• 
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llmltac1ooes da Ia anroplastia da ia arhcuiaci6n, ias poSibles consBC~JenG1as 01! estas trmtacioo;es y 
Ia necesidad de acatar las onstmccton..s postope<atwas del coru)ano, en part<Cular en lo que se 
n>lien! a una actMdad y i>"SO. 

La pianlllcac10n preoparatNa y ia IOcn•ca qu1nlrgica para ia implantacl6n de estos componentes de 
~= total o unicomportamontal de ia rodllla ha avoloc<Oflado da Ia expener-.::"" qulnlrgica 
odqu~1da durante el desarrollo 01! "''"'"BS P<Oiesos totales o unicompartBmentalee El clfiJjono no 
dobe empezor el """cllmco de """- pr0tes1s de rod Uta hiiSia que Mtll completamllnte tamilillfl<ado 
con Ia tecnica de lmplantac06n especlfoca. Ciertos 11'16!<>dos pueden carnt>ar a to iargo del tiempo 
a medida que se gaM mayor &l<periencia dlnica. Hay cursos progra!Mdos de aMiisls "'"~"'as da 
tales cambios en mrugia que se presentan con regutaridad a los que se aoooseta as<stlr 
perl6dicamente. Tambilm hay foiKitos y videos sobre t<lc:nocas qu,.Urglcos q"" P'-*""' obteoerse de 
~~. 
Los Pf'lfeQuisltos espedlicos para el ~a.o de r<>d1lla total o untcompartamentat q"" se del)on 
segu1r estriclamente mcluyen 

t. Enfllrmedad artntoca signillcativa da las superficies tibia·lomorales y rOtulo-~m"'ates 
2. L1gamentos col!ltllfllleS estableS o reoonstruibles 
3. Alin"""i0<1 BX<BI fislol~ca o corregible 
4. Mecan1smos lntactos da cuadricaps y tendOn del hueso popl~eo 
5 So se usa un compenente rctulou; el hueso de Ia rOtula debe ser adecuado para aceptar el 

compononte de Ia rOtula. 
, __ 
S& recomienda "''"" a mane durante Ia ClllJ9Ia, ad""'"" de los componentes de los tamafios 
astablecidos para Ia prOtesiS, compomentes de tamanos mayores y menores en caso de que se 
neces~en 

Es •mpe<ativo que los componentes de >"6tosis se man•pul"" de ta forma com>eta Las Pf(lteSIS 
•Ieben sar """"'p<e manlpuladas por personal que lteva guantes osi&nles de c~ugla. No permrtir que 
1>1ngun comp011ente haga oontacto oon objelos duros. No permitir que las s~c1es pomsas 
~agan oontacto coo tela u otroe matenales que despmndan lobras. PriiiiK> a su ...so an c""gta. debe 
realizarse una 1nspecciM olsuBI rut.,..-ia de cada componente para comproMr que no hayan 
•mperfecciones en ios m1smos. Si los oomponentes han sldo <lar.ados o contomeados pueden 
P<Odoc~ delectos que pudJeran ser e1 punto focal de Ia llllla de Ia pr6tesls 
S& sug.,re usar cienos 1nstrumentos quwUrgicos espeooales para reatlmr esta c~ugia. Es 1mportan1e 
reo1sar et uso y ta manipul""'i0<1 de estos .,strumentos. Los dlspollitlvos de al1n8$Ci6n y de corte se 
deben oomprobar antes de Ia C"'-'9"'- lnslfumentos lorcidos o daliados puedM ca.....,, una post..-e 
lncom!Cia de Ia pnltosiS y sar causa de que Ia IIYIPiantacKin do ia misma no tonga Ox~o 
Para que Ia f•l!lciOn de Ia prOtesis sea correcta es tmportante limpiar y preparar las superl1cies 
,\seas. La exms!On de h""so del)o l•tlltorse a Ia cantldlOd necesar1a para acoplar Ia pnllesis. Si se 
"''~• dema.slado llJeso o se '"'lllean claVi'as mUltiples para llisr lnstrumentos P'-*""' ocurrir 
problemas mecoinocos y Ia reat>sorcJ6n de h""'so, causando el lalla del procedim~ento debodo al 
desprend~m~ento o Ia deformaci6n de Ia pr6tes1S. AI preparar las superllcles Oseas y pon.,. los 
component"" se daM asegUfar que ta alineemOO sea Ia cormcta 
Antes del cle"" do Ia 01CISi0<1 qulrurgtcs se debe ltmp"'r b10n de astillas 6seas. residues de 
cemento, hueso e<:16poco, etc. Particules exlnllias en e1 interfa. art1cutar de meta~pllistoco pueden 
causar d-esgaste """"''"vo. El hueso e<:l6pico ylo las espuelas de hueso pueden causer dislocaciOn 
·> movlmoerno dotornso y mstrtngido. La amplltud de mov,rn<..,to se debe •erfficar detalladamente 
oara aseg..-er que no haya un acoplamlenlo inc:orre<:lo, oneslabitidad o race y modlficar segUn sea 
Oprop!adO. -0 Es de suma importancia que el pa"""'" acate estriel8mente las ad•ertenclas e ir~Struccmnes del 
c~rujano. Durante el perk>do de e"'dado post<>perativo debon segulrse todos las normos "IIOflles 
Despues da Ia operacl6n se debe corrunlcar ol pac- que oootrote e1 n"'"' de ac1ividad para 
proteger Ia pr6tesls oontra '"""""'as .,.aZO<tobtes. Ames de en"ar at pac,.erne a casa, debe rectb~ 
'nstrucclonO$ y adverter>ciBs par esc:nto relerentes a ""'''""'os. '""'P'"" y cualquier lim~acllln en 
su, ac1Nidades S& recomlenda un peflodo de seguJmianto inclusl\10 de radiograllas para una 
comparaci6n coo las oonclicion"" preoperativas para dete<:lar ev1dencia Bl largo plazo de camb!os ,, 
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"" poo.coofl, desprenlllltllo'nlp cwvolwo ''~" 
Gamt>ro en astas condiCJOrles so deben 
benehooo; de una reVISl6n temprana 
EVENTO$ AD'Jl:RSOS Y COMPUCACIONES 
A contonu•ci6n sa dstallan Ins acontecrmrantos adverws \' cGmpl.cac""'"" q,,. "'~I 
mas lreoumc•a en Ia attwpl~"''" de rodrlla total o "n•cornpdrtamontal 

~-' 
Tanto en""" f&.e ternpmno r.on1u lord'"- ot desprerrdi"""""' '"bo-•de"'"" lrlll•l •'"'"-<'"'·' 
agnetamren!o, lractura, delorrrrac•nn o doogaste de uno o mils compon~ntas de Ia proto>r•, 
lracuentemente relacronado> con 10' tactmes detalladu' ~n <as ADVERTENCIAS v 
PROCAUCIONES El ~~~prendrrnremo t•mb1en puede ,or """""do d<-b'~" ' ,;,cl '•;·"·' 
pootura >ncorr~ctos 
lnfecc•6n lemprana a rard•d que r"q"'~'" r~t"d' '" protc-;r•, '""" orlrodm.r·, f"''•l••• 
Dolor. q,;locacrOn. subluMcron. contractura de fl~<ron rMu~cr6n d•l radro en dit'plrt ,, de; 
,·m· .. noe"lo o alargamre~IO o dcort•mrento de lo prerna c.10"~''' pur Olfld po"'"' 
Jeoprendrrnrento u dosg881A de tcs cumponentas 
O<>sgaste excesrvo de too cumponentes de puiretrlono <'eb•Jo" dano causauu ''"'"'''"I 
opecanOn al wmponento fo•nOrdl. cemonlo <iasprendrdo l''" trogrneNu,, Ue ~LJ<"•<' . ·'"" 
n•veles de actrv.dad o peso d~l pac1ente 
''~'-lcrras de Ia trhra o remu1 L"' frocMOS Uurante 1," nPO•-<L•U"e' 'lomHllmerde ,.,~ ,,,c·' 
on coruqoa de revosroo delomHdad ylo ostecporosrs "'""'~- L'> tractrns postope<d"""'' 

norrnalmente so<o fracturas del>rd&. o tensronas. Ldo lraclura' puedetr oer el rosullaclu 'Je 
<J~I<l'Ctos "" Ia corteza dobooos a mUI!rples agutoros de clavr1as. ugu1eros de torn,llo "'''''""""' 
escanado mal d1ngfdo y/0 drstnhuc<on rnadecuada o oncor•ecto del cEOmento llSec 
D<e<mdene; cardrovasoularas y entermo<1artes lrombocmh<l'""'-'· 'lcluco lmrnll<"•' 
en•h<llrsmo pulmonary at•quo carOrar.o 
Reawones dg los teJrdos. osteoi<SIS y/u u.,.vrendrmlenTo .I~ '" wote51> '""'"'l•l pc 
c.orrn5100 metallca_ r~aocrones atergrcao o Ia acumutacro\n ·i~ '"''uuu,; carnodo;. r ,,, -I 
d••g"ste o particulas do cementa desp.-ondrdas 
Mrosrtrs os~ocarlte. espoc1almente en varones con dr!ntro Crnvnrollcd, ,mrplrtu(' .r•'r,toU« d<' 
01ovrmoento a~tes de Ia operao0.1 y/o rnrosrtrs prevro Ld r1crdencra d~ ""G"I" ""'f''-'"'''' 
aumenta en los poc1entes <.u" hostonales de t>rugia ontoro"r y ''"coso; <W rofpc.c'o' 

\1 Probable para11sosdelnervro poroneo despues dolo artr~pla>t•o Jp radrll,l l''"f,ornpad:"r'' 1 \1 
Posloperatorio T.....,prano 

' Hematoma 
? Crcatntado de herrda """'dMo a ~elliO<OQOc'a •Je "~""" 
J Deformrdad hac•• •fueralhacla de<1tru 

4 Subs1denc1a asoco•da ~en los c-urnpunentes de nofrHrle'l' 
Po<ltO!>B<Btorio Tarde 

1 Amplrtud de movomr~nto' rnadecuads oobro0 o "''-"''"'-'" •~I~'·' ''J'o. 1xrclu•,, 
C<wrponentos o ~~lc•f"·ocoun p.enartrcula• 
Calorfocacrr'on "mrt.Gocr0" peroartrr.<Jier '0" o ore c>t,,,,. <Je lo '''""'"""' 
ort•culacr6n 
Fractura de rotula co;"o reoulta<Jo "" •cnsron excet11v,o n rl• h-l•tocror~ .<<Ocrd~nt.l "'I" 
op.eracron 
Agravamrento de probl~rnas en el rnremlJro afectarlu ,. uxlr"~'"'"<1 ontraldltrel ,M.r·i<l 
dlscrepanc•a de long11u0 entre lao prerna:; 

Normalmente. Ia fno""""cia Y Ia graY<Odad de ~ c.,..,phcacion<os en ln'lpl<mtacoone• do 
pnllellia da rodih total y unlcom,..rtamental ao mayor cuandc oa raallzan cotNCCiOMs qua 
an las OptO....,OnN on~. los problemas rrnis oomuoe; puaden rnclurr dlflcult"d"" •" " 
ubrcaclbn de Ia incosion y Ia falta de matenal Oseo. En general so ruod~ e;porar un '""Y"' l•e'''I>D 
nec"""rin par• Ia operaco6n y mayor mc1danc1a de mfocco(ln, embolr>ma pl)I"'Dnar ; ~wmtc,.,-« "'' 
her>da en procadrmu!ilto:; de '""'"0" 
MODO DE OISTRIBUCION 
Lo•. comoononl~s rJe rudrlla lo1ol 1 " 'P"'I•m~nt.ll m~t.;l·'~·' • "m-noot'"' e;'"" .,, 1 "I, 

'.'(, 
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•ndrvK!ualmente y ESTERIL£S Todos los componentas de metal son estentitados por •rr•d•ac16n 
L<>s componentes de pot<etileno se pueden estenl1<ar pO< gas plasma o irradiaciOn, segUn se 
•Moque en Ia etlqueta axterna del paqueta. Sacar1os del paqueta usando una tOcmca asept•ca 
ar:aptada so~mente cuando se haya deterrnina<!o at tamafto correcto p_. com!l"'*'iftl 
metaiiC<MI ............... sl &10 de- <IIIII Ia esterlll- del impla,_ ut6rtl pere<:e -· 
comp..,...... pero 01 clru.l•no considera quo> Htll.., b,_ condk:i- de.........., pera eu 
uso desttnado, M - llmpilr •I o:lepolonlvo y esterlllzar'lo p!OIIIIo s eu lmplenlllcl6n, eegan 
lis inetruccl- slguienlftl. LOs componenta5 tobial y rotular de Polietileno de Peso Molecular 
Ultra Alto (UHMPWl'E) estan ampaquetados inclbndualmenle y sa d1stribuven EST'ERil.ES. Saca~os 
dal paquete pelf madoo oe una tOcn1ca ester;! acept.ada s61o Oespl.ll'is de heber deterrninado su 
tamaiio correcto. l.ol compo,m.,. de polletlteno no deben Mr .-tertliud<>s. Para '"" 
componentea de polletlleno: NO USARLOI!I 81 EL PAQUETE ESTERIUZADO l'liiRECE ESTAR 
DAfu.DO. 
LIMPIEZA ILAVADO 
IJs.ar ogua an el quor61ano es!ilrll a temperatura amb,ente o satma ~soot6g1ca para moJar at •mplante 
Remojar el el implanta por un """'""'de 5 m1nutos. Saca< el producto de 1nm&d1alo lnspeccK>Oar 
el implanle previo a su estar111Zaci6n. 
ESTEfllltZACION (COMPONENTES METALICOS SOLAMENTe) 
So se necestta r-tenl1zar los componerrtes, los parimetros sogwentes se han validado para un 
Nive4 de Segundad de EstariiiZaciOn (SAL) de tO·' 

Temperalure 
132 'C 

Expootc16n 
10 m<nutos 

NOTA: Debe comprob.arse de forma adscuada Ia 1done1dad de cada proceO•m•anto de 
..ster•lill!CI¢n_ Es asenc1al qua los parilmelros de prooeso apropoa<los P""' cada equipo de 
ester~lo<aoo6n y conl~guraciOn de pro0uctoloa'9a sean valjdados por parsonal cap.aollado y ex>"'rto 
an procesos de esterltizac.On a M de substanoiar et proe<!>O, su fiabllldad y capac1dad de 
-eproducoi6n. La estenli<aOo6n Rellompago puede ser efectuada Sl ataile, segion Ia ~itica san1tar1a 
del establec1m1ento hospltalano. 
CUIOADO: No -~- ntngun componenlll de polietlleno. 

+ij•i;liiJiji!}• INSTRu¢Es DE UTILIZAcAo 

CUiOADO; A Let Fotderal (E.U.A.)IImita e ....,nda deolto dl190sltlvo a um mlkllco ou par ordem 
de um rM<IIco. 
DE&CRM;:AO DO DISPOSITlVO 
Urna P<Otase Total <!o Joelho e composta palos componentos femoral, \lb1al e da rOtuta 
acondoooonaOOS ""''"'dualmonte, que foram coocebidos para sut;Jsmwr a supart1cie arl1cular natural 
da ariiCUiaol"io do toeiM. 0 oomponente femoral lo om 1mplanta met/llooo, com ou sem om 
re~~estimento poroso. 0 compon""le \1bial pode oonsistor num oompor>ente totatmante em 
polietileno ou englobar um prato toboal de metal, com ou ...-n um revastlmento poroso a urn lnserto 
em pollet1teno a componentes oe lil<a<;ao. Algu'"' oomponemes mel$kos t&m roastes modular<'" 
olou cunhas modularos. 0 componente da rOtula pode ser totatmonte coruoebldo em polietilaoo ou 
coosisllr num COOl;OOI"lnle de polietlleno relor<;ado por metal 
Uma Pr6tese Un,compartomental Oe Joelho e composla de compononta5 f....,.a1s e t1ba1> 
acondiCI0<1adOS 1ndividoatmente, para substttuir a superlicle artocular natural de um cOndole da 
artooulaoao do joetho. 0 cof'Tllonente fern:Jra\ 0 metallco com ou sem um r<l\IOSIImento poroso eo 
componente tobial pode cons1stir nom component• totalmerrte am po4iet~ano ou englobar um prato 
tib~l de metal com ou sam revestimento poroso e um i.-.sert e componentas de fo<ao;!io em 
pol•etileno 
Os componentas de t,t~nlco e pol,etllano silo compal'"eiS <;om lmaqoologca Oe Ressonanc•a 
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Magnetic'" (IRMJ_ 0s cornponentes d<' r<>IMIIo con1 lrga <J, rt•_•r• 
da •magem obtlda utOizando IRM 
UTILIZA(:o\o A QUE SE DESTINA I INOICA!;:OES 
A ar~roplastla total "'' uniCOfll!larlirnentoJ do 1o~t>a ""'" ,.:~rradd po.o P'"l1'""'""" "", 
mobfl~ade ao doonte e ffiduztr a dor, subsltluindo uma anrcula~ao do jOelho resarla er' •to,>"h' 
tlCO quars h<i evt<l~ncta de suficiente osso siio para assentar e suportar os <:ompoflBrrteo 

- NOS-EiiiiioS-lfttioos.-EsTE~P-RODt.iroFOJ APnovADo APENAs PAnA 
Ill~ CIMEHTADA 

TODOS OS COMPONENTE8 COM AEVESnMEHTO NAO POROSO ESTAO INOICADOS 
-~~~~u_T!I:J~IJCIM_ENTADA 

Oo ~anOtdatrn; para uma sul:>stilut<;lio total ou unrcompart'lncnla• rJo l"~"•v IIKiuer.· r1c'Uit<" rei ,cu• 
mm 'Jma ar!•Cula<;li<l o<tremamente dolomsa eJou graveme••'e rncwa• rtadd '"" cancoqJoc'" dt 
""t""art"lo. artrito pos-traunllltrca. artrrte reumal6odo ou de""' mp~ntc• d'''"""' e»l.' ucmrd" [~· 
caMrdalos para artroplastra un<:ompartomenlal do IO!liiK•. apt""" ,, '""o "" '"'"·"1,1(0~ ' 
compart•mento medooJ ou lateral) I> afectado A substoluo<;a:o tutol oll u•·r~c•n•ponrmee"ol .JL' p,,;e, 
tYJde ser constderada om doenl"' mars )ovens so, rtd """'rao uo ~rrurgr~o "'''" oird·cd(ilu 
.nequivoca para a subotltui<;Oo total ou unoc<JmPirt•mental do JU~Iho .ustlt";ac oc, "'co' ""''"'''dv 
com a tdaOe do doonle e se puderem "'" ossegur-adas "' nocessrdMe" q«e !11~rtaur d ocrrwloct,• 
~~pore de carga na arlrcula~~o do toolho Estes mcluern <IMnkc. ']'avement~ ""''"·"''' 
onvolvrmento de multrplas artrcula,oa> ~ara "'' quars llm ;tdnho ''" "V•-1Kta1,· t • ,,.,, 
permoltr a eweotatwa ~" ""'" meihon,l s•Qrr''calrvo ·:a''"·' quo'r·lod• I 
CONTFIA-INOICACOES 
As cond•<;OOS sagurnte' 00•"'"·''"" '""" "'""''•·' 
1 1'11COmpartornontal do 10elt1o 

1 1ntec<;ao actova locaF ou "st8mr<A' 
Perdadeosso ou musculatura, osleopoo-oso, comprM'e"-'"'"''' ''"'"urrru',rAolar '" rJe'r• "''"' 
vascular no m<~mbro atoctado oum gralJ su!1crente Q<Je lOrn•• o ~>ooredtmonFO ropnttf.r "'''' 
~x .. auslmcra de estwluras de suporte rnUsculo-l<garnentnoos rwuoupatoa artrcu1,,, 
lnsraorlodade grave secundarra a uma per~a avano;:ado .1c• ·'>lru"'r' 1•Je"' ' 
ausOncoa do rntagridade dos lrgamentos colalera•s 
A substrtwc~o unrcompartrmentaf <to I!Jelf•o Mid,.,, .. 
delormrdado ftxa em valqo ou Vilm grave lsuperro• a :m 

NOTA; ~o sa eS1abetoceu que a dral:>sl•s. se pr"s""te._ ~"'" "~'" '·'"n•a-rn<J,capo (.e> '''"'' 
devr<to ao maror nsoo do coonplooacoos tars como rnf•cQao. crc.atrtZ"-\'ilO lonta <!o lflrrdH No 
mMrco dove ponderar ~urdadosamaote >e '"'" aoonselh>lv>"' rmte<e do '<)e'h~ nc.n• ·JM· 'e 
uma dlabotos g<avo 
ADVErnNCIAS E PAECAUC0E"S 
CUIDA,OO: 

lmplantes e eompon&nteo do prova a.. tabrieomeo ou de siS!em&S ~e omptant<J 
dilenilntee nunct1 '*'-lio .. r utillzaclo. c<lfljunta"""'te 
08 eompo.- Jfe Umtl p<Oteaa do ja.illo nunca daven> ser ""mplantado•· Mesm<o 
qu& o lmplartta n1o - "tar d~nlffe&do, pede !er deoenvolvldo omperfe<Q<'ies 
micro~~<:<lplca• - P<>dM> pn>VOC.Or a aua IIOiha 
Utlllu _,,., """' pr6ttHM de pn>VS P<1f11 ftns de prova. 08 compo<>entes de prova 
nun"" ~ s.r montadoa com nenhum componenle dostinado a implantaQiio 
l*'nt&INH!te. 0.. contponentee de p<OVa devem ter o _,.., tsmanho e configura<;ao 
<los """'f''>.._- correaponcienles ~ vao ""' omplontados permanenternenle 
Nunca anere _, m-odi~ lmptantoos do modo atgum 
hila lazer orftlcloa para mUitlpiOB pinoo na lfbl8 proximal poos •"'es podem al~ctar o 
re!is~ncNI ~ co""""nlio de tibia 

CIJIDADO As LOtldo<;Oes ""9<Hntes_ m~rvrdu.a, nu sronultani•dorl~ll'• 'er-1""' o ""P"' rn' 
r•\!ensa sol>rc o e<tremrdad~ ~tee todd ,;olo< or>do portonlu ,, rto"d '""" "·'·' -•1 '"'d" "' 
noweS>o <ta pr/Jte.'Xl dn tOOFho 

on~srda<t~ nu po.,o ".<ce,·.rvt 

t-' I 
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Trablllho manual 
Partic1pa<;M achva am desportos 
N1ve1s el.,ados de activodade do doonte. 
Probab•Odade de quedes 
Alcool1sroo ou at>uso de drogas 

7. Outras ""'apacodades, conlorme apropr.,do. 
Al6m das ""'"'" menc<Ofladas. es s.,..ulmes COnd1~00s fisicas, ond1V1de>al ou SlnliJRaneamente, 
tandem a afactar adversamente a fiJ<a<;io dos implantes da protese do 1oelho 

1 OsteopOH>se acentuada ou massa 6ssea insuf>C.,nle 
Doon9as metabOiicas ou tratamontos larmacot<'>gocos slstS<-licos que causam a det..,ora;:lio 
progress1va do suporte 6sseo $61.00 para o lmplante {p. e>. .• d1at>e1es me~rtus, terapbullcas 
com ester6ides, t&rapllutlcas imunossupressOras, etc.) 
Antecedentes de inf<lc¢es generallzadas ou looalozadas 
Delormdades graves que origiMm uma l~>a9!o deftoiente ou o Poso:oonamento oncorrecto do 
1mp1ante 
Tumores das estruturas de •uporte dos ossos 
Re<ID;t>es aiOrglcas aos matenaos do 1mplante jou SOfa, C1mento <)ssao, metal, polietlleno) 
Reaco;Oes \e<:ldulotes a CO<fosiJ.o do implante au aos res(duos resuRantes do des~Sie do 
omplante 

B ln:;apacldades do outras ariiCUI"900s j1sto e. oncas ou tornotelos) 
A incidllncta mais elevada de lalha do 1mptante tor comunlcada ern parapl<!g1cos e om doontes com 
paralis1a cerebral au com doen"" de Parkinson 

~~~~ ~$~~~~~ ~~ib\"~~~;:~ S~~TI~~~SE~c~E~~~ ~~~H~Q~ 
QUALOIJER UMA DAS CON~Qi'>ES ACIMA MENCIONAOAS QIJ DUE E SIMPLESMENTEJOIIEM 
E ACTIVO, E IN~SPENsAVEL OIJE SEJAM DADA$ NJ DOENTE INSTI1UQ0ES SOBRE AS 
LIMITAQOES DA RESISTI':NCIA DOS MATERIAlS UTIUZAOOS NO DISPOSITIVO E RELATIVAS A 
FllW;:Ao E SOBRE A NECEs&OADE RESULTANTE DE REDUZIR SUBSTANC!ALMENTE QIJ 
ELIMINAR OUAISOUER OAS CONDIQOES ACIMA MENCJONAOAS 
0s CYidados cirUrgicos e pOs-oporat6nos ~o doente devern ser e!ectuac!os tornondo em dev10a 
consid&ra<;ao to<las as cOndi<;OOS exo:otentes Alltudes ou doon""s menta1s que resuHam na 
incapacw;Jade do doame ern adem as <><dens do corurgl1!o podem retarder a recupera<;l'io p6s­
operi116na a/ou aumentot o nsco de eleltos adverws lr<:luindo folha do implarrte ou da sua tixa<;ao 
A actiVldade flsoca ••cessiva ou um traumatismo da artocula<;io subst~uida pode COII\f1buir para o 
onsucesso prematuru do pr6tese do joelho causaooo uma altera<;l>o da poslr;ao. uma tracturaelou 
o desgaote dos implantes. A duraqt.a funcional p<>tencl•l doo implantu prot .. lco• do joooll>o 
1\lto loi, al6 ~ rlllta, clanunente -~ida. 0 do...,te dave ser m!o<mado QUe factores ta1s 
como peso e novoos de actiV1dade podem alectot Slgndtcatovamente a durabolidade 
INFORMAC;:0eS DE UTI~AO 
Prt-operatiKIMI 
0 CIRURGIAO DEIIEFIA EXAMINAR TODAS AS UMITAQOES FISICAS E MENTAIS ESPECIFICAS 
00 DOENTE E DtSCUTIR TO DOS OS ASPECTOS DA CIRURGIA E DA Pl'l6TESE COM 0 DOENTE 
ANTES DA INTERVENQAO CIRURGICA. A d1scussao deveril onclu~r as ltmota96es e es posslve1s 
consaquOncl1lS da pnltese articular e a neoessidade de segu11 as instru<;Oes do CirurgiAo 
respe1tantes ao p6s-ope<alllr1o, especlalm•mte no que resp&~a 0 ac!IV1dade e peso cto doonte 
0 planeamento prl>-operat6no e as tOcnicas clrUrgicas para 1mplanla(;l'io clastes oompon&ntes de 
substrtuo<;llo total au unicompart;mental do JOOiho ev<>lulram a part~ eta e•pOiillncoa c~rUrg1ca obllda 
durante o deoenvolvomento do muotas pr6\es.,; totrus ou un1comparttmenta1s do Jo&ll'o- 05 
corurgoMs nao devom '"'"'"' o usa dln1co de nenhuma pr6tese do 1oelho sem ... tarem 
perte<lamente faml11arfza<!os com a sua 19cntca de omplanta9A0 especl!lca Certos mlltodOS podem 
mudot cam o tempo a med1da Qua se ganM ma1s &~<pe~1&nc1a clinoca. A!l apredaQOO• crtto:as 
c!eotas mudar><;as s~ apresentadas em curws de instru<;ao Clftlrglca, programados numa base 
r€gula<. sendo acons~l\avel que sejam segu.;os p&rK;Jd1camome Srochuras e vlcleOs sabre 
tOcnocas cirurgocas estao II diSposl<;;;o Junto de DePuy. 
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lh pr~-·~qUJSrlos ospecrhw<, para,, •,,IJ,•.I,trm,oo """ "" 
-.H ,.,goros~menle •egu.dos 'flduen' 

I OQerl<;a artritroa srgmhcatrva doo 'Crperlrcres femoro-trh,dl' '"' ''"''"'" 
l •uamcntos colaterars estSvers ou 3\<Sc~ptrVe'O dF• oerern ''"'"' t '""' 

·, Alrnhamemo a<ral frsonlogrco ou corrrqrvEJ 
" Macanrsmns •ntactoo qo qu~r1rrctprto e d" tossw pnplllo.r 

Se <Jm componante damtula fm utih?J<Iu, oosso da rCwt·· •I-- pr.r 1 
o component~ rotulranu 

tntra-operff!Ori&o 
E acon,.,lhavel que estetarn a ursPQ>r<;"" ""' ''J''"'' ·Je d.; 
rlpera<;!iO. rnr-lurndn tamanhoo m""""' e prc,v '""' 'r,,.,"i ' 
rnwven<;ac 
0 rnanuseanrento 'orrcc.to J~ ·n,ptanJeo ~ rnsencral. ~""' pr<Or~s"·· n I!' if'"' '''"'" 
possuol que use luvas crrurgFcas ~IArers Nao permtta qu~ ''""hu1n <l<>' '""I'Me'''"' 
~cntaeio com obje<:Jos duros Na" P"''""" que as ;,Jpe<frer<·,- uon•c,a'' ~lltnlllr ·• ""''' 
pano ou JecJdO~ que lrb~~""' outras 'rnr&. An[es dH utrl,,a, aow '"' 011·~JuocJo ~n- "''""' ' 
rn,pec<;ilO \'1suaJ{]e cada componente Jo 11nplante para detector ~u;ooce<e ,mperre,yoe,, Dd''"' 
alteraGOes ~m qualquer llm Jo' comporrentes do unt rmploolf> pud''"' pro<lLrN .,,_,,.,,. 
r.aus~r delertos que podern vrr a constoluor o ~onto loco I para J Jall1.1 :tu rmr'""'' 
Recomenda->.€ a utrlrza<;ilo de determll1ddns tr>slnJmerrto' crrLJf9'""'' <'SC'e'""'· I"''",,'"'' 
desla rntervan<;~o crrUrgrca A revrso!o da ulJIIla<;[IO e manuoeal'>e»lo deet~s ' '""'' 
rrnportante 0 alrnhame~to e p~drOr•> de corte de\•em ser ''""''carJoc ante; ,i;, ,.,,,., 
lnstrun>entos dobrados ou danrfrradoc, poJem condLr?ll a n0'''"" '"' ,>rror t,r r•o "''"·'"'' 
a falha <IO rrnplante 
A lrmpeza e pmparay•n ,,orroctdo das sup~rtrcre" o>oeo-' s~" '"'~"''""'~' P"·' '·" "'"''' l ''' "''' 
'Ia pnltese A excrsao os"la aovera t,m,tar-se o quant,dad~ neco"Si\"o """ ·'•'""c<J'•; ~ 
rnrplanteo Uma romocioo osseo excessrva "" a <nrllla~;i0 rJ" 'nullrp.o.s I""'"' u.llc occ 
rnstrurnsntos pode<ao rasuttar am p...-turbayOes mednrcas e rAaiJ>or<;ao '""'".cOil' , rn 
oubsequante do prota<lrmento devido ao dos)fiendJmento ou dolonrro<;ioo uo '"'P'·'""' Ll<•' 
prepar•<;ao lias suparflctes c\sseas e posrcronomento dOS contponcnt~· dov"'" ''"''Q "'" 
e lerto o al>nh>lffiento corracto 
Ante; dO enc~rrarnonto • 7.0na Ol)erodo Jevc- se• metrcuto·'~'""''''' r,-,,,, ,, ... ,, •-'"·"·" .. ,. 
ossoas. osso ect6ptco. crmonto osseo. eJc Part•culos es<ranhas n& rnrerl""" o'"' 
metallpl;\strco podem causar um uosgasta Ooso ocJOpoco ~''"' esporii~c. o"'"'" unCle, .. or•grrr • 
luxa<;ao ou dor e ltmrta< o mnvtmento A amplrtude de ,,,ovomenlo' riel't "" rrqcroo.r~-r· ... 
ve<lficada no que reooerta a oJmpatrbrlldalle correcto. rrr',tnhrhrtaci• .,,,,,,,;0 """'"j,-, 
confomre "propnado 
f'Oa--operat0rl8s 
Ado.-.;nC'" ngnmso pelo dOent~ d> •11!,1rU\'O>lS e "dverl<;llCid!. Ju < '""Y'·" • ,•<t•Oil orn( Ide' 
rMpurtanta. dove~o sogurr-Sf' proltoc.as a orovada~ no; culdados ro;-ope'Atonos. (! do·.,lte d•·v~ • c' 
ddvortldo apo> a opera<;ao que l~rn de controlar o ;eu n'vel rl> oclrv,Jddo r<"r•l pn;I~Y• r • 
art<eula<;:3o subst,tuida de eslor<,'<JS o•cassrvo; 0.-,ve-se do• "'" tlo l1u,;orta1 oQ aoo"k c' 
rnslru¢e5 e advert~ncta completas ro• eocnto em relavao d ex8'~ruos e IE!<ap~~trca•" q_.._,loucr 
l•mrta<;iio na actovrdade do ooente Recomenda·se qu~ seja terto o segurrnonto p<'rr6drcn ''" '""'''' 
exames radrogr<!Jotos, para se poder Iazor uma comp•r:oy<lo fraquente 1.om ,,. cond,Q.)es ,;<J~ 

operatorras anlerrores para detectar stna•s a Iongo j)(azo de altera(,O.,; no posryau. d~'prerrdrrnerrl•' 
e curvatura dos componantes ou de tom,a<;ao de tendas nos mesrnoo So se oescobrom:n ,.,,-, 
de urrra ou mars das condi<;Oes acrmd mencionadas. dave vrqr>'-S>' o <t<Jent~ de pc•rl(• oh"·' 
"vO!rar se as possrbrl;dades de daOerroraGil<l ulla"O< e ''""''de·«• ''" n·''"' ~~-
ore<;oce 
ACtOENTES AOVER$08 E COMPUCAt;:OES 
Os segurntes sl!o os actdentes adversos • complrca<;Oe< ttue •" 
trequ~ncra na artroplastra totO! nu ''"'~Omi>artlll,ental 'io JOolh<' 
Gerais 

1 rl•'Si>reod"'"'""' Drr,;·c,, e <' '·'"II·' oil•' do1 "'"'" 

HI 
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.,,,niCd a:;terll dprooada "'" dePO<> u~ te- '"J" JeiNO'IO.Jrl<> u l""'""'"' ·' .,._c, •. , 
"mbalagam ost1tr1l se parece; g•tar daMicada- Oa componantes <le P<'"'li""'O nilo davem "'" 
""-'ate<lltrado-. P..-. componenleo de pofuotileno: NAo UTiliZE SEA EMSALAGEM ESTEAtl 
PARECER ESTAA DANIFlCADA 
LA\IAQEMIUMPEZA 
Ut'1t"e agua estlinl a temperatura arntJ>Mit€ 
mergulhado durante um m1n1m0 d~ [: '"I""'"" rn lu' 
tmplante antes da estanto<a<;ao 
ESTERILIZA(;A.o (•omente compo"""t"" metllticoa) 
Se a asterillla<;~o for necessi!na. e recn<nendAver os 'P()UI~tr.• 
"''dddn.< pam'"" N1v~lt!<• Gar"<>t1n :le f-or•,,hn1ldo (Sflll ''" 

Mo>todo 
Vortot 

Cicio ranlp&rMura 
1\" 

'JOT~ A aaequa<;ao J6 qua~<tUer t:tnCMimanw d~ estenl""'-'" .I eve ""' reor t·l, jo_ ''"' '" r' 
•dequada- <: cruc•ol que ru; rarimelro; aprop-1ados do prot""''' '"tam '"'dados ·~'""'•ar·lct>t<• _,,, 
~qu.pamenlo de astsrilllaclio aas mmala~O,.s e a contlgura1iiu d<, ,orOdutolcarya I'"' pee<'""' 1"' 
tem uma tormar;ao e expen~nc1a ern orocessos dt• esle<lllla<;<\o oara J0cumenta' ''I'''"''"'" •!• 
e>lsriiJZa<;>io. a sua f1a~1il{fade o f€j}fcdonllj1dade Pode real17~r-,t o eslonluan• I''" 'I,, I 
apiiC!\vol, de ace>rdo com" poiO!ICo osp<tc1frooa das >nst•la~C<•c •J,,• •"•111000•' ch• '•«ll I·· 
CUIDAOO: NAo reesterilize componente• de poliebleM 

NU OtiHriEl: XPHIE!ll 

I!POIOXH. H O~oanovOoalli) vo~oeccin rwv HilA cnt~oA« 'I nWA~on rn~ ouox<un~ ""'"'· vo 
yivua' ~i>va anO 101paU~ !j ~.,;, arro IO>J>l•~ <Vto~~ 
nEPirP.«>H TOY I!POIONTOt 
K ol.••'t nr6oBeOll rovCnou arrorU.cLlGI OIW./;<XwpiGTil ouu,n.uu~cva, ~~i'""u '" .~·mn ea, 
,-~,yovart~t•il. mmxoiu m orro:a tycuv <>x<~oomei yea av"KOTOUTQat] TO<; "'"'"oAnyLK~C: 
apHp,"'l~ <TT<tpilvo.a~ T~<;· il.perwo11~ Tf>U yav6rou To ~~ptaro uTOIX<io oivat ova "'""AA"''' 
<~<i'Ut<~UO ~< ~ xwri~ rt<JpW~~ <mKQI.u<jJ~ Op<a~,;va ~TOMt•il om\i:x~ txau¥ lft~~a"•uu<: 
OT•IA•aU~ K<lll~ T~~~an•t~ o<p~V<~ ro eruyovaTL~"6 motxoio ~nopei va ""'""""'.'ucrot ,-<_ 
ol.o<A~pou an6 nol.ua•BuluovtO ·1 an~ tml<uwBuAtvto ~· tJ<taAI<IK~ unootliptl;n 
H ~OVoT~~~at">i npOa8<a~ rovOtoLJ OTTOToA&itat anil /;<XWP•<rra auo-.uao~tvo ~~p•Olt; '-~I 
'"~~•oia oTotxoin, m onoio i:xou" oxo6toolti yto ovn•m-6omo~ en~ <puOtoAo~t·~~ opep"~~ 
cn<<P<zveLO~ cvO~ KOv~UAou TO'.' yuvOwu TO ~~ptaio OTO<Xtio eivw ~<taMLK6 ~e ~ X<UPI~ 
~opW5~ <TM6I.u<1Jn Km Tn KVtlULaio oTOLX<io ~rrop<i oa 0tva1 e~ ollo•A~rD• an" 
rroAuo<Sul.tvto ~ va onotol.<iT<u ano ~nahl.•"'' '"~~•aio bio•u ~· t'1 ywp;,. nopWO'I 
cn"i<A~<Il~ Kat i:vo tv9<TO KOI ototx<h uo<pilALo~~ an6 noAuataul.i:vto 
To <ITCLX"" HToviou KOI noAua•Buii<YLOLJ oivaL ou~~ota ~· Ane~•i'"'Oll 1'>- l~o'"'"'" 
[oV10VLo~6 (MRI) Ta <ITO,X<La K05oArioc, XP"'IIiOu ~nopec vn o).Ao"~nt>C'V "I' oo1(l:nr•1 •n< 
'<•6va<; TTOU ha~aOvotOL ~· MRI 
1!P0BAE00MENEl; XPHIEIV£~AEI~II 
H OAL<~ ~ ~OVOT~~~OTLK~ ap6pOrtl\fl<IToK~ TOu YOYilTOU iX< UKOnil yO TTQPCX'OI OU<;li~C"I 
"I'~TtKilt~TO (T[CV ootlOY~ KO! VQ ~<t<i>O<I !UV rr0VO <lVTLKOStar<i>VTa~ TO)V KGT!.OTpO~f'"''~ 
ap9pom~ m~v o,;,pepwcr!l mu yovinou oo ac9evitc; a-rou~ onoiou~ u~itexn i·,~tll," 
orrap<oiJ~ UYLOU~ _oot<:!'_!LO H-"_.':_YK0T~CITa":'l_~0< U~_:>~T~P:!;~ rwv <ITOIX<iU)•' 

ITII IIIlA AVTO TO ITOIXEJO ME nOPOtiH EniKMYII'H EXEJ ErKPiaE• riA 
TttMENTOMENH XPHJ:H MONO. 

OI!OIOtiHnoTE ITOIKEIO XOPII nOPO-O.H EniKAhYII'H nPOoPIZETAI fOA 
TtiME~TOMENH XPHIH MONO 
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Me T<>~oAtK!O~ b•mapaxi<; 'I o"UHJ><OliK<C: <pup<Ja,u:,oy '"' "·-<'~·,, 
ILPOO/iOUTLK~ etu~eivW"'l T~<; Jt<P<ti~ OGTLK~<; U~UUT~P</;rl~ lUll C,J,,, '''I•''' 
aaKxapWii~~ liul~~Tn<; aopan<ia ~" mopo<t5il. ovuuo"'''~u- ,;., '"" ~-, "'' 
IITT0pLK6 Y<VI<eU~>'vn~ ~ TOnlK~<; iiOLf<W/;11<; 
Io~apt<; liuo~OP<pio<; nou oOnvoUv oe ol.at<"-1"'""' ,,+;n 
TonoatTllon TOu <~<puT~U~arm: 
DY•m TWV unoa-t~P<"ll•<ilv OUTI<<o" Oo~O,, 
AAf~pyt•t<; OVT~piJo"<; <JTO Ll),IK6 10U Cil<pl'H ·'"ul<'< 
.,hoMo noAuatauAi;vto'• 
Oll,i;<; OVH/ip60et<; mn /hQ~~C·Gil '0" >~4JU1>UIJIIU, ""'' 
,;p<puroupato<; 

0 AVwpaAie<; iJAAwv apapWa'"'' ,11' ·~·""""'"'"'"'" "'. 
1\""~aAic<; aMwv apapwo<wl' lnx '''"""-~'" 
UUXVillt]TO U~UTUXia<; TOO <~<pUHI,III~<O' HJ~'" 
napaAuan ~ vilao T{lu Pork.nson 
Of AN 0 X~I~OYPIOl: AllO<l>ArllEillll HAN riKATN fA!.H ICY ',,~,\iUY f-lrJAI ""'' 
iiiAflEIIMH IATPIKH ANTIMH!llliiH :'[ Al:BE'NK llOY fXCI OllOIAClHTIOTl M1l1 ,,. 
llAPAilANO KATAHAIEII 'H llOY AllAOl EINAI NEOI KAI liPAl:lHPIOr. EINI\1 F:-11 \AK 'I~ 
NA 0080YN OClHT'IH HUN A!8ENH IXETIKA METOYI llfPIOPI~MOYI 1 fHNA~TO\f-'T---,h' 
Y,\IKON llOY XPH!IMQilOIOYNTAI !TO rlPOION KAI ME Til l rAGFPOilOIHl I • 
CM<llYTEYMATOl:. KAI THN KATA lYNHIEIA ANAT'KK TrW ;_t<MWITixr,y rl~F'If 

CAIIEI'I'HI fON llAPAJIANO KAlAl: IAIHlN 

::w~~o,u:,~~~~~~a~A~<vT'/:~'~~~~~0~~=~"~~;:;~6~~~:'"g''';c":".: •: " .. C: ""I 

5tompoxf.c; ~ou txouv W<; anoT<Iwoun Tn• anoTu:•:", :.:::::~:::;;;~;::;,:~:.;,"i <'5~yi<~ Tau H<pouoyoU )<ttopoi va ><o9•mToPnuouv 
uuf,haouv Tov ,iv5uvu av£ruau 1,~twv (vcpyc.wv 
<ll4'111t~pawo ~ 110: araa<portoi~an<. TOt• 
II i. VTOV~ <jlU<Tl''lliPO(H~p<i:tl ~Trl 1\ TUX,)" 'PUI.'IJ<l Tll'-,' ~V l•"l [!'0 I ' 10 cvn<. '<OUp";Qq•; '"'''' 
VI] OJVTOI.to<t arnv np6wpn Q~OTLJXt<l T~~ UVTLKOTLiOTQO~·~ 'UU Yt<V<TTOII npO<UA'"''"' 
IJC!Q~OI-~ T~~ 6ioa~~- "iotuy~a T]-KO> ljl60pQ TU>V <WNTCUI'"''"'' H ~tap.<ln r~<; 
AtlToupyox6Tqta~ TWV npoaBuo•"'• ·~'PUT£U~inwv rou yavarou ~<• ~x•• •o6op•om I" 
oxpljl£10 ~ixP• 01\~•pa. 0 aoao.~~ npinot vu <v~~<PW9<l On nuoi:tnwTf-C: i>nu><: 
~Opo~ •at ~ ~PaOlllP•in~l<l ~TIOP<L va <n~pc,\oouv unpov' "" '1' pllu~'~ 
rl ... HPO<I>OPIEI rJOY AeOPOVN TH XPHlH 
rlpocyX£1pqTI•io 
0 XEIPOYPrOI rlPEnEI NA ;;yzi<IA 01\0YJ: lOY:! ->YIIK();l KAI T.CJIIIIKu':­
fiEPIOPIIMQYl: rrA TO HrKEKPIMENO Al'i')~NH KAI 01\H Tl~ NIQ<.I'Eil: THl' Ellf-MBAlH:C 
KAI fHI llPOOEIHI ME TON -n-rN A!EJH-Jf-1 flPIN AllO THN FnEMrTAlf-1 f-1 aui;~t~an nem• 
vu nopc1><1~~0V<t rou, m;ptopw~oU~ ''" nc. meavi<; auvme>B<; TW; avn•mnara"~' 
i:opapw"'l~ ""' T~v ovayKotOT~TO ·~~ "''~~oP<jlwa~c uo n<; ~oTr\c):<tP~TL•o<; o5t1Y'' 
X~<poupyo[J pc t5tait<p~ iu<+>acrn mov ''<PJMtap6 T~C 5pMF>pt0rnTaC 'Zll '"" [Jrir•'' 
aaarv~ 
0 {l(Jilevn~ npi:11" VO fV~I''~<ilV,lUL 0[1 1\aPGYOVTE<; 00101<; 10 iliJ~OC «H <'' '•1TII<'' 
5pomt]ptoT~rwv 1mopei va ennp«)uouv o~~<tVT!Ki:t r~ 4JBOpG 0 r.oo'VXflC·' """ 
npoypo~puTLa~O~ ,a, n xotpoupyton «X'"'' TnC <IJ(I'Li"-""'l~ uuTWv '"" Olooxd"v oA"'I' 
POYOTpt]~QT,,~<; <lVTl,OTQOTOOll<; TOu Y'JVil,OCI OXOI ci;oA<X9<i Q:lU 1'~ Xf<pO•J OylKn E pnC'II I') 

nou anoKii:tTm "urio Hi 5tiop•<-~ '"~ ovanru!;n~ noJ,AWv oA""' ~ ,,ovo•w1 pot"~' 
nooai:oowv yovinou Otx«POupyoi Oov nptn« vu f.<'woUv ''IV ""'v"n XPtl"'l OflOLU<'~'i'"O'' 
rip09tO~<; TOU yoyQ-mu nptv oa t~OLKflwaoUv ~A~pw<; ~" r~v "'l'i"~ nxv"~ rn<; "!liP I!\ r' -o;,, 
Op<upi:voc· ~Cao5m ~nopoi va pora~A~aouv "" 111v napoOo rou xoovne< ,oaWc ano"'"'" 
~eyn/qjrtpn •ALVLK~ &~TI<tPio K~·TIK~ (l~LOA<ly~a~ OUT,;,v lWV OMayO'V ~Qp0u<JIO<:< T'l 
•aTioM~A<<; O£tptc; •arirpno~<; v•a xo•povpyQu<;. nou npoyPQil~an<:ovtat "' 
liiU<JT~iJ{lt{l OTL~ OTlOit<; OUVLCITi:oTUL n<pto6t<l[ naP<l•oAo[,()ncrn fotval ~mS0Uqto Cl"­
flePuV 0LO<jli<'"Gll<6 u/.1'0 "" ~iv"o "'-OIDOPL<G '"t''""-C "/'''' 
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OUV<&KPL~·.O~ <lrtOlTi,O<t<; YLO T~V O~LKi, il ~OVOT~n~QTIK~ <IV"TOKOT0<m>(lll '{<>V0TOU rtOU 
rtpf.~t va a<o~ouaoi.vTat txouv "'~ a<o~oU9w<; 

1 rn~ovTLL<il apBptttKil vOoo<; '"" KVL~taiwv·~nptoiwv <ooiil eruyovoTL!itKWv-~nptolwv 

"""""""'"'" 2 l"Ta9epoi 11 artOK<l8L<;rroU~vm rt<lp<jn).eupo< oUv~oo~oL 
<l>ua,o.~.ov<•i1 n <nt!isx<'>~<v~ P<~TLWoewc; "~""""i eueuypll~~·an 
Avtru:!(j)OL UTp<lKi<!>(IAot ~U<; L<oL ~nX(IVLO~oi <YVUQKOiJ T£VOV"T0<; 
E(lv rtpi>K£lTQL VQ )(l'n<n~onotn9&i £rtl'{<>VOTLijLK0 <;rT0tX£iO TO O<ITQ Tn~ &ruyOVOTib<J.<; 
nptru:t vo &ivat KaT<!LMnlo.o va !ioxesi TO entyovo·n&K6 <ITooxeio 

AI<YX<IP~rt•il 
!u«<r<ii"TOL va &ivot ~ta9&ot~a OTnv snt~paon &rtLTIAiov "~"'"""~"T" 
OU ~m:ptM~~<lVO~VWV £~'1'UT£U~6.TWV ~£y<:8<iJV ~tya/IUT£PWV K<IL ~LKpi>Tep-wv <lrt6 ClUTil rtOu 
K<l8opi<ITnKaV ytO XPil"'1 EiV<lL "'1~VttK0<; 0 ow<ITI>c: )(£LPL0~0~ TWV £~<pUTOU~UIV AUT~<; 
T<<; npoeta&L<; nptnet va TL<; xeopi~eTa< ~Ova npoowntKO nou <popO. anOOT<tpw~tva 
X<Lp0UPYtK6. y0V"TtO Mnv £TUTpi:T!£t£ T11V OT\Oql~ tWV crtOLXEio>v ~£ oKI..~p<j OV"TLK£i~£V<l Mnv 
entTptn£tt nop<i>!iet<; emq.Ovtt£<; va tp9ouv a& <rt<t<Pil ~· U<poo~a il ~· iiMa <V<i>6n 
L1T!o.\£L~~QTLKil uALKil nptv 0110 Tl1 X£LPQUPVLKil )(pilOfl, nptn<L VQ y\v£TOL, <0<; pOUTiva, omt<O<; 
tAeyXO<; Kt19t <ITOL)(&iou TOU £~<put£iJ~OTD<; Y<O TU)(i>V eAaTTW~aTO Tux6v ~J,t]~n ~ 
~&tOTporn\ OrtOLOuijt\noT£ OTOL)(£ioU TCU E~<!'uT&iJ~OTo<; ~nop<i VO flPOKa.\tO&L T~V £~<P(lVLCJfl 
<VT<i~wv ~-•m vo npm<a/1.0o£L <i.<:tn<it\fOT<l. TO ortoia ~TTOPtt vo anou~>eoouv TOrnKt<; OLTic~ 
£~0oll&Vn011<; TOU £~<1'UT£iJ!l"T0~ 
KoTil T~v £KTiMOfl Tl1~ <n£~~Oarl<; OUVtaT0taL n XPil"'l opto~tvwv tt0tK<i>v X<tpoupyLK<iJv 
epyaJ,tiwv. ~ivot CJf]~OVTLK/1 ~ 0V09&0JP~Cifl T~~ XPilarl~ KOL tOU )(<tpLO~OU (IUTWV TWV 

"""""'"'"'"- 0< o!irjyoi ou9uyp.Q~~t"'1<; ""' •~<; nptnot va &loivxovmt np._ n1v tnoi~~LlOil 
Epya/l.<ia nou <xouv ~UyLOfl<l ~ I)A6.~~ ~nop&t va o!i~v~oouv ~ oKaT<lMn!.n Tonoetn1ar1 Tau 
qLtpUT&<J~OTO<; KOL V<l /;XOUV W~ OT!Od/.tO~O n1V OrtoTU)(iO TOU, ~[VOL Ofi~OVTLKi><; 0 Op66<; 
Ko9apto~i><; KOL tTOLfl<IOia TUIV o<ITtK<ilv &ru<povetWv yta t~v <ITa9eponoi~CJf] t~<; np66£0fl<; H 
<KTO~~ ocrtOU JWim:L VO ntpLopk<TOL 0& I>,TL &iVOL Oru:!paiT!lto YLO t~V £~<pUT<UOfl 
Ynep~OAtKil a<j>olpcon O<IToU il 1) Xl'~arl noM<i>v •op<piOwv yta n1 <IT&ptwon epyo!.tiwv 
~nopci va tx<t we; oru>Tt/l.oa~a ~~xavLKt\ ijtaTapaxt\ Kat onoppi>L1>1l"'l """"" ~· &na•6/l.ouen 
onOTUX~ Tl1<; &<l6LKOOiel; ~byW )(<!MpWOfl~ ~ rt<tpa\(i>p<fJWCJfl~ tOU C~'!'UT&tJ~aTo<; KaT6 Tl)V 
&\'OL~QOLO TWV O<ITLK<iJV £1!\(j)QVtl<iJV KOL T~V T0T!06h1)0n TWV <ITOL)(£iLDV T!p/;rt&L VQ 
cf,oa¢>Mi~toL ope~ eu6uyp.Q~~LOfl. np<v on6 TO !(}o.£iot~o. to XetPOUPYt•i> neOio nptnct va 
Ka9<tpi.:;emt KaAil. a!lO oanKO Opa(Jo~OT<l, <HonO oo-r6. O<ITLK~ ouvO&nK~ ouoia. K~rt- H 
Un"l'~~ ~tvwv ""'~aTtOiwv o-rnv tn!<piw£ta ena<Pli<; ~&Ta~U TWV ~tTolc\«<i>v-n).aanK<itv 
oo9pt•<i>v £rtt<J>0Vtt<i>v ~nop£i vo npo•aAto<t unep~oALK~ '1'0opt't 'EKTono o<ITO 1\-KOL 
av<il~oh<<; O<ITLK!:<; rtpo<~oxt<; ~nopti va o01)y~aouv oc e~OpOpn~a ~ on<ilOuvn ""' 
n<pLop<o~tvn <ivnon. To oUpe<; Til<; •ivnOLl<; np&ru:t vo e/l.i:vxe-ro< n/l.f1pw<; yto tuxOv 
a<oTL'IIc\nAn ouvtvwan, aonl.Beto ~ np<'>oKpouan t<OL va &opS<ilve-roo avt'tAoya 
M~TEYX£tp~TLKit 
EiVOL T!<)}o.(J at)~OVTLK6 VQ Tl1p£i 0 Oo6ev~<; OU<;rrnpil TL<; O!i~yi£~ KOL TL~ rtpOtt00rt0L~0£L~ TOU 
X<tpoupyoU eo nptn&L va a•oAoueoUvTOL npi>Tunec; npaK-r«t~ KatO T'l ~&T&yXOLPWLt<il 
<ppOVTi!ia. MtT<y)(etpl)TLK(\. 0-1) 008cvt\~ rtptrn:t YO T!PO&IOOrtOI&iTOL <iTL rtpim:L VQ rttptopi(,o;L 
TO ettirt£00 ijpOOn1pL0Tl1Til~ TOU·Tn~ LiJ<ITt VQ !Tp0<IT0T£iJ£tOL n OVTLK06t<ITOiJ~£Vn Qp9pW01) 
ani> llOplt/l,oy&<; <vTtloet<; 0 oo6<Vt\<; 8a JWiru:L va q>Uy£! ani> TO voaoKO~£io ~· n/l.i,p<t<; 
yparnt<; o!il)ylc~ KOL npo£t0ottot~oet<; l>oov mpopil aoKliO<t<; KOL 6opanti£~ K(IL TUX6v 
nepLopto~oU<; nou a<popoUv "'~ Opaomp<<'rtnTt~ Tou Iuvu;rrllTat m:ptoo,,~ napot<o/l.oUB~on 
TOU·Tilt; aoOtvoU<; ou~ncptl.a\lllavo~l:vwv Km OKT<voypa<pt<ilv ot onoie<; vo ouy<pivovtat ~· 
"ponvoU~v·~ ~"""VX"'PnTt•t<; <lKTtvovpo<pio<; y<o T<l)(6v on~ola oMavt\<; n1~ Bl:on~. 
~o/l.lipwanc;. NJviCJt.tO"t<><: ~ onoal~aTo<; ""'" crtat)(<iwv Ettv TTopoTnpneoUv OJJ~&ia ~lot; ~ 
n&ptooilT&P"'" TWv ru>ponOvw, o-n ao8ev~<; eo nptnSL va nopo•oAou9<(TOL OT£V6, <it<IT& vo 
<KtL~OiJVTO< TUX0v rt£POL1<pw £~£/..i~£L<; KOL va ~&A£tOiJVTOL TQ nlo.<OVSKT~~OTQ 
move~haon<; 
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ANEn!&YMHTEI ENEPrEIEI KAI Emn"OKEI 
Ot TlLO ouxvt~ av•nt6U~nT<~ evi;pyot<~ '"' cnmecw'c ''1·1 ,,,.,' 
""''"OTcimoan TOu yovmou e~vm ytv"<l 01 tw.PO<UL<e 
I"GVIKiJ 

1 llp0.H~Tl Tl \)ljJLWi xa\c\pwan. K<l9Li;Tl"'l "VTl~lQ,Do AUY<O~<l ll~UOL"' 
'1apa~i>p<Jl'"Oll ~ <jl9apil <Vi>~~ Tl4PIOa6up'"v Tm' O'IOIX<LWV 1'1~ npi>9tOTIC 'll J .'JlJ>'' 

~;~6~~~':-,'~~II"' H n~~~~~:':~ :'~a.i~~;~~~n:~" "~~dv,~?E~e-~:lo~~;-,;,~~' , ,'.'. :\' 
maawonainan~ >\_ a<ali».Anl<n~ Torro9hnan~ "'"" aro<x<iwv 
llpbH~Tl ~ 04J•~n l.oi~w~n. n onoio ~nape· ''" ana''""'' ',,.,, 
£!Hj>uttU~aro~ '"' tlla<i>Aouen apep66ta~ 
116voc;, t~ilpapn~a. n~«~ilp9pn~o. ouo-roA~ liT<; •u~~'l<; ''"'"~"'a'·"~"'_,,,,., 
<Tl<~h•uvan h a~'o.puvan -rou nobtoU, A6vw a"nuAA~MV ,ono~lh•I'-"IC ,,-,),,,,. 
q>Sop0<; T'"V at<lLViWV 
Yncpaolu•~ <jl60pil '"''' OTOLX<iwv a no nol,uateu,i•lo Aovu> iiLCVX"'r'll"'l' bi- '~ 
u~poala ototxcia, xaAap~ ouv6&TU<~ o~aio ~-Kol OOtt<il fioaUouam 
oriuttOo OpaOTT]ptinntac; ~TO piopoc; Tou-TII<; oolkvoLJ~ 
K6ray~o TOU <"Tl~!Oiou ~ ~np<oiou Ev6&YX<•pnn•ci xmOyun< J '"""X' o<o•· 
~· enovaiLo~PavO~evn mi~~aon, rtopo~OpCJJw<m 0 •m oonno•;-, 
oonon6pwon M<T<YX<LPnCL<il •otilVIJ!lTO ouvhRwc; ocpoiAo>rol ''' 
KoTOwora ~nopei &Tli"'l~ vo OLVO, tO onotiAto~u eAanw~imov "'' !,n,,, 
noA~Wv onWv yon KOp<;>iOt~. nponyoU~ovwv anWv VLO ~i5ec; ILovaoa~h"' ' 
l\-•oo avtnop•oUc; l\ lulvaoouevnc: •otovo~l\c; ocrrt•~o uuv6n .. ~<,- ouoi~. 
KopOtovv<<a•tc; 6oataPoxtc; ,a, 6po~aoe~ao1Lt•1 vOoo<; onou n<·o''· 
<pA<~oKl\ 9pilUP"'"Tl TlVtU~OVLKl\ <uPoAl\ KO! KapOL<lKO Oru:tai>~w 
lo-t"<<; ovto6pila&<<;. oo-rti>Auo~ ~-Ka! xaMpwCJll tOU <U(j'UTOUw:noc "" 
on6 TTJ Otio~pwon tou ~<rilAAou, an6 oi.AepyoKt~ av-rtOpiwetc: l\ '"o '" 
'J'OopQ<; ~ ollO xMop6 ow~ot'tO:o cruv6no<~~ ouaia<: 
0<rr£onoo0<; ~uoaito~ tOocit<po oo iovtpe<; ~· u~tPTPO'i'"" apflrtiiOu :r,' "'"''~" 
npoc'f)!C!p~TLKil e,jpo<; Kivna~~ ~-Km ~po~ymjuevn uuooiw; II ""XVm"· 
oo-rcono!oiJ ~uooinOoc; au<,CtveTO! a> un6PJ(« LatOP"~ npoqvoL)prl'~' ,_.,i ,,3·,~--c 
<>< Tl£P<TITW<>tt<; iLm~W~£"'<; J\uea« U&T<YX<LP~T<Kil 
11L8ov~ napOhua~ rou n<pov,aiou voUpou ~orO a no a_, IIU'U' '''lP·' '" ., -,,,,, • 
TOU yovilTO<I 

JI~SOO ~I:T<YX<lPTlT!KO 
I Ao~;,,..,~a 

2 KoGu<rr<pnutv~ mot.hwo~ ~ lioMml;n W<' rpau~Ql<l 
~ napa~ioP't'WCJll ~1\ooooU-pot~oU 
4 KaOil;~"'l !JX<TL,Ouovn ~t DTOLX<iO cl; oAo•/o.)]po .. '"''' nol-un.AuAovLn 

'O'I"~a uncn~:opqnKio 
1 AVtTIOPKi<; cUP<><; •iv~O~<; onO Auvaoa~Ov~ emooyq " ro~oauna~ 

!TpOOKPOVO!l ~-KO! ru:ptap8pLK~ Qt1<lT!TilVWO!l 
lltpoapOpLK~ onotm\.vwa~ ~ ootO'""'~- ~· ~ xwpi<; ··unoOLo '"'iv """""" 
QpOpwonc; 
KilTOWO TO<; £Tl<VOV<Hi~o~ CD<; <>nMthEO~u unopfJOALKII(: f.vt~O!lC ~xc 
<VX'<POnx~~ t~na9tvno~c; 

4 Ent6eivwan TWV npo~An~Otwv TOLl rnnpooi;6~<vou ~ C:tpo~M"('N' aK,'<' 
aov~<j)wvioc; tau ~~•ou~ twv no~LWv 

H ouxvlnnTa kO! n OO~ap6T~TO TO<V £mnloK0.v TTl~ OI.!K~<; kQo UOYOl~~UOT<KTl~ 
aVTn<~Yio<JTGDn~ YOU yovGTOII ~ivoo ouvr\lk.K; U£VOlUr~pt~ Ol!~ <TTOVBA'ITT~!Kt~ nopit OTT<; 
apx••a~ en"''foloo••~· ~wnen npo~A~~om <iva• n Ouo<OIIla OTOv Ka9opto~o TOq Hfanc; ny 
X~LpOupyLKJi~_ TO~Ji~. KOL tiLA&L~~O o':'!KOU uriOA<i~UOTO<; ~n~ or:ovQ/,TlnnKio<; 5H,61KOOL'l' 
nvoo ova~~vou<vo~ u ou<:n~ivo<; xpovo, <n<~~oo~o KQ n ~ul;~~''"' uuxvo"""' "c"•'~<ic 
q nveu~ovtK~ '"~oM"" TO a"tittw~o TO• I <roupmn< 

)l_ 
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IIIA&EIH 
To O"TOI)(Siu oJu<~~ ~01 ~OVOT~~~OTL<~~ np68£"'1~ tiVOL ~S)(wptat0 aYOKSUao~iva <Ot 
6Kni8sVTOL AnOITEIPQMENA. O~a TO ~tto.MU<O atOtXtia Qll(l(l't£tp .. vovtat !"' OKTLVa~o~ia 
Ta atotxeia no~uat&u~tviau ~nOI)OUv V<l ano<m:!p<I)SoUv !"' nM!o~a a£piau ~ o~TLVO~o~ia, 
6110><: £Vi'>£iKIIUT<Il at~V stldT<I Til~ tqDt£plK~~ OUCil\£UOoio<: BVilAT£ TO on6 Til OUCII\SU<Ioio. 
xpno,ll"nollilvta~ il<mnTfl nxvt•/i Oq>OU npWta Ka&apiasn T<l 01o>crr6 ~liys&o~. 1\a ~naUnoG 
arooxda ~Gvo: ooiv uMpxoo a~..Jollo Ocoav a...,..; ·~ aroo,C.T11Ta TOU op..,TIIiiiiiTCJ<; aUG 
..UIJliHOVO pc r~v •pia~ 101.1 oaTpoio t~KolOI.I&oi 1111 me,, ano8CKTG 'f'll t~v rrpoo~n~ 
xllll"'l, TO t,.Unupo npCnco 1111 GT!OOTcopoolol ....,U npti>ra ~cllAII&d ""' ar~ auvtxcoa ...,. 
<H~Unuhi oU~1111 po 11t; oa~yiE(; nou o..,lou8oiov. Mnptaia <Oo ··~~l(lla crrc<xsiu an6 
no~U U'IJ!Vo.OU ~Cp!IIKOio ~lo.pou~ no.Auat&u~iVIO (UHMWPE) tlvoo ~£XWP<at6 <>UOK£UOO~tva 
KOL Ototi&vtal AnOITEIPQMENA. B¥11.!.10 T<1 0116 1Tl aYOK£uQO[o XPnOL!'OT!Ot<ilVTO~ il011mn 
t£XVLKJi. O<POU KOSopiaen TO •o.T<'IM~~o ~ivt&o<;. Tll <>TOIXda nalual&ulniiMI On ntWr•• va 
£M1111nooT£1poiovOVTOI. r\(1 TO OTOII(Cia noluao&uAniov: MHN TA XPHIIMonOII!ITE EAN H 
AnonEIPnMENH IYIKEYA!IA I!XEI VOOlTEI ZHMIA. 
EKnAUHIKA&APIIMOl 
Xpn<III'OT!Oil\<>Tt OJlOC"<£tpO>I!ivo V£p6 0£ 8tp~OKpaaio. &>~atiou Ji q>UOLO~oyL<6 op6 ytO VO 
s~i>amlc.tt£ T<> £~<Pio'T11U!'O. E~~amiat£ 10 £~<PUT<U!'O yta 5 l.£rrr6 toui.Oxoarov. I~ouniat< 
apt<»><: to ·~<PUUU!'O. EnL8£wpL\aro to ·~<PUnu~a nptv onO tnv ancartipo;an 
anOETI!IPnJ:H (Jiuo.\AoH arOI)Icia pOvo) 
EOv anaonitoL anoan:ip"'Oil, OUVtO'Tii>VTOI oo napo<M"' nop0~£1POL OL onois~ txouv 
£nt<Up"'9si yto tva Ao<pa.!.£~ Enint6o AmxrteiploiOil~ (SAL)t"'V 1()-< 

eep~o•paaia 
132"C 

XpOva~ i:deOFK 
10 M:nt<i 

rHMEIOrH nptrwo vo £HVJ(~10L n sn0pK~IO <illle 6ta6tKOoio~ anoat<iPWOil~ Elvat 
Ort<JtlOitnto 01 T!Op0~£tpOL TTl~ KOtiJAAnl.n~ 6L06LKOO[O VO ~KTL~tiiii'TOI VIO tOV t~on/u0~6 
oruxrroiP"'"'l~ ""' 1Tl 6ta~Op'P'"on tou T!ll016vto<;·q>optiou ot •Oe~ <POP£o onO Oto!'O nou 
txouv KotiiMnl.n <•nol6eu01l Kat <~m:<pia atLq 6ta~tKaai£~ anoO"Tsipwan~ War~ vo 
'""~np<Wv«ot n 5<o6t•aolo. n "~'""'""'"' ""' n onaV<I~nnttK6tn..U TT1~ 
Ano<nsip"""l 010\1 toXU .U..ill<>vo at~oU (flash) ~nopsi va 5t<~ox6si, ~Ov am:!L1eltat, aU~""'"" 
~£ TT1V tOKTLKii TOU L6pio!'OT0~ 
nPOIOXH: Mnv Ena¥anaorn:oP<itVue to araox""' nalua.eu~owiatO. 

•NUI#dH.i"'D GEBAUIKSAANWIJZING 

lET OP: Oe -""" wetvonr~ng In de Yerenlgde staten ""~"'~~It dat deH pro- ultalullend 
door <>I "" la•t .. n - art. mBII wcn:1en """'""hL 
BESCHRIJVING VAN liET HULPMIDOEL 
EBn totaiB knl8j)I'Cthese beslaat u~ afzonderli)k verpaktB f&me<llle. \lb<ale en pateUa"" onderdelen 
dte bedoeld zljn tar v.......,ng;ng VM het JI8!UII~Ljl<e gewm:tttsoppervlal< van hot I<J1iegewnch~ Hat 
temorale onderd...,. os &en melalen 1~antW met of zonder poreuze caalmg. Hat tl)iale ooderd&el 
karl &en gell&el uit pcHyethyleen beslaande component Zltn of kan een tiboale meiL!Ioo basosplaat 
met ot zond..- poreuze coating, &en inzii!Siuk van po~y'-'"" t>evestiglll(ISI111ddelen omvatlen 
Somm1ge matalen oodar<lelen hebt>en modulaore stelen en/of modulalre woggen. Hat patella· 
onderdeel kan ge~ '" polyet11ylaen zl(n uotgevoerd of kan een polyethyt""n component met -
b""iSplaat van metaa1 zi(n. 
E$11 unlcompartlmentele knieprothese bestaat u~ afzonderlllk verpakle femorale en tibiale 
on~e<delen die be<!oeK:I ZlJn tor vO<Vanglng van hel rwuurlljke gewnchtoopparvlak """ 6/ln oondytus 
van hat knlegewrlchl. He! lemorale onderdeel is van metaal mel of ZCnder poreuze caating en hat 
!lbiale onderdeel !tan een I)Gheel ULt polyethyteen beslaand component ZJ(n of !<an een t1boale 
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l'lelaler· basroplaat rnet ol tor.<lor pore'"'~ cr,al•llg, , . ., ""' ,,.,,.,""' '·'" 1, ,,.,.,.,,,,..,.n ' 
bevest1gmgsm1dde1en omvanen 
Onderdelen van tjtan1um en polyall1yl""" <lin 1net MRI (magr.ot1c resono,ce 1mag1nQ) '''""Pd!IOe' 
Oro:t<ntelsn van kc:balt-chroom kunnerr de kwalotelt van de rnet hehulp van MRI vc~l<tf'g~n beeld~n 
bemvloeden 
BEOOGOE TOEPASSING/lNDtCATIES 
Het doel van ean totale of umcompanomemele kn1e-artroptast1ek '"verbetenny van de mob1111e1t vm 
de paMnl en v6rmondenng van ue p1jn door het b""chad1gdc kmeg,..,..icht te vctvang~n '" 
pall!!nten bil wie er sprake IS van voldoende gezmde botmassa orn de orlderdere • le """"''" 
,•asthouden en ondersteunan 

- ------
IN DE VS IS DIT POFIEUS GECDATE COMPONENT UITSLUfTEND VFtiJGEGEVEN VOOR 

QECEMI!NTEERD 0!8FtUIK 
ElK NtET.POREUS GECOAT COMPONENT IS UITSLUITENO BEOOELD VOOR 

GECEMENTEERD G!BRUIK. 

Tol kaOdidaten vom """ tolale of un1compatl1onenteja kn1epmthese behoren bojaarde pal1ilnten rnc' 
een '""' pt]nlijk e11 S<nSIIg ge'1nvalodeerd gewncht al$ gevolg van arthrosiS dMormans 
po!ittraumatosche artrrM. '"umatol<l<l artni1S of aen a.m..,. m1slukl 1~•plantaat B•J kaM1daten voor 
oeo unlcomPart•mentete knle-artroplasllak IS slechiS ben Zllde van hat gewrlcht (het med•ale uf het 
loterala dael) aangedaan Jongare patienten kunnan WJUt een Iota~ of un•compartlmenlel•• 
kntBVl!<Vanglng In aanmor1mg koman als naar de man1ng van de chrrurg eon ondubbo1z1nnrge 
,nd1catre vOO< een totale ol un1COmpartnnentele knieprothese zwaarder weegt ~an de 1net de leeftlj<l 
van de pati!int samenhangende risrr.oS en als hel vaststaat dat "' bepsrl<te ersen W('N'den ~estelr' 
wal act•YIIelten en belasting van nat kn•egewr•c!1t belrefL H•artoe WOfden gerekend ..-nstlg IIWOIIdr 
pdllent€n met verscheidene aangetaste gewnchlan b•l wre een yrotere 'TlOh•ll1<•1t ''"" tie '"·•· ,. 
aanZienlttke vertletenng van d~ l<wallle•t van hun Ieven 1<011 tletekenen 
CONTRA·INDICATIES 
De volgende aaMOMinqen vomren C"Jnlra-1nd1cahoo v•"'' ''~" •olak- o• ,., "'I'"'",~,,.~,, 

kniavervang1ng· 
• Een acheve Jokale ol algemene 1nfect1e 

"""""'van bot ol musculatuur. osleoporose. een ne<~romuscu<a•re oluoms ol va•I•JefiCI"':I•e 
,~ de aangsdane ""remllell '" voldoendo mate om de l"(lf""P n1et le rectotvM.-dtgen Jh ' 
ontbreken van ondersteunaooe stnJcturen van spieren on l>aOOen. gewncht•n•.,rapath•el 
Ern ';loge 1nstabilrte11 dt>Or vorgevorderd verl1es van o"'~oohu"d'"'" str,ctuu• ,,, ''"'""~k'" 
de 1ntegnte1t van collaterale ligamentnn 
Un1compan1mentele knoevervangonq IS b,l pall~nt<'O '""' """ "'"sllge 
varushOekstaM gacotltra-rndlcoerrl 

N.D. Hot stoat mornenteel niel vast da\ d1abete• eon contra-•ndrcalle'" Gez1en nat grolere •-srcc 
or compt1calles. zoals 1nfec11e. trage wondiJ"r><lllng ""'. d1ent de arts ec:-ltter zorgvuld•g te 
uverw<H.Jen ol hot raadzaam 1s blf .,.n paMnt met ornst1ge 01abetes !ul vervang1ng van rJe knre <'•tl 
:egaan 
WAARSCHUWINGEN EN VOORZORGSMAATJIEGElEN 
LETOP: 

lmplantatan •n proelonderdelen van ~~lllencle fabrlkanle<! ol Jmplantatlesystomen 
noott .,men gebrulkel>. 
Onde- "'"" knlepmlhe.., mogen nOOil opnieuw worden geimplanleen:l. ZeHo als 
~.t tmplan!NI onbeechadlgd lljkl, kunnen.,. al mlcroSC<>~>I""~" onvolkotnerl!ledlm >iJn 
on!•""'" die tot mlolukklng ~- kunnen Wdlon. 
Maak voor JlfOllfdoeleln,., altljd gebrulk ....., _, pro.lprotheoe. Proelhulpmd<i&len 
mog'"" nlet met voor )Mrmanenta lmplantatle "-..temde onder(lelen wor<len 
gemonteerd. Pro.thutpmt- moat'"" - oonflguratlemaa~ hObben ols de 
o~lllge, pemt.~~tM~~I ta inlphlnM""" Oflderdelen. 
lmpltontalen mooan 0p gen..te1 wljze won;Jen gewiJzlgd of aanii"P""l 
Vermlfd hM boroon Vlln m-re p8<>galen In de proxlmale tibia. Oil l<an <1e drukvaolheid 
van dol tibia befnvlo&den. 
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LET OP' Ond~!Mnde omslllrtdlgheden kunnen aileen o1 ten~men een ernst1ge beiasting van de 
aangetaste <IJ(!mmllert inhouden waardoor ze voor r;le paMnt een grotere kans op moslukklng van 
de ~nievaovanging meebrsngen 

• Obesltas of slerl< Oll<lrgewoch! van de patK!n! 
HandarbeoO. 
Actlev<l s.,ortb&Oefenong 

4_ Een hoge mate van aclt'lllei! van de patoi!n! 
~'- Kans op vallan 
e. Verslaving aan alcohol of dr<>gs 
.'. Ander& relevant• tnvaliditelt 

Naost de \:oolleng""oemde l<unnen de ond&rStaande ltchamehjke aandoenongen aileen of tezamen 
aen ongunstige lnvloed op de fi><atie van v-ervan~nde kni&-omplantalen uitoe!enen: 

I. F~ osteoporose of slechte botstructuur. 
2. Slofwisselingsstoornlssen of systemosche medocamenteuze toehandaltngen dte tot 

prograMieve verslechtering van""" ste\llge botsteun voor heltmp1antaat i<unn"" leldan (b.v 
diabetes melhtus, cortocoslarotdtherapte en ommunosuppresstevtl t!1erapt!M!n). 
Algemene ollokale infecties on de anamnese 
Emstige mlsvormingen die to! een gebrekkige f1xatie of ll<lri<eerde pos~1onenng van net 
implantaat aante1dor>g geven 

5. Tumo<en van de oodersteunende botstructuren 
6 Atlergische raaclles op lrnplanlaatmaMrlalen (b.v. botcemant. metaat, potyeth)'1een) 
7 Weefselreacties op corros1a of slijtogedeellj8S van het ompOmlllat 
8. lnvalid~e~ van andere gawrlchten (d.w.z_ heupen of enkels) 

Er is !)en hogere frequantia van tal"" van implonlaten v..-meld biJ pal1~nt"" met paraplogoe"" met 
paralySIS cerabralls of de Z1ekle van Parkinson 
WANNEER DE CHIRURG BESLIST OAT KNIEVERVANGING DE BESTE MEDISCHE OPTIE IS DIE 
BESCHIKBAAFIIS EN BESLUIT DEZE PAOTHESE TE GEBAUIKEN BIJ EEN PATIENT DIE EEN VAN 
BOVENSTAANDE AANOOENINGEN HEEFT OF GEWOON JONG EN ACTIEF IS. IS HET 
NOODZAKELIJK DAT DE PATlENT VOORGELICHT WORDT OVER DE BEPEAKINGEN VAN DE 
STEAKTE VAN DE IN HET HUlPMIDDEL EN VOOR DE FIXATIE GEBAUIKTE MATERIALEN EN 
OVER DE DAAAUIT VOORTVLOEIENDE NOODZAAI< ELKE VAN BOVENSTAANDE 
OMSTANOIGHEDEN STERK TE BEPERKEN OF ONGEDAAN TE MAKEN 
0.. op..-atlowe en pootoperatieve l>eharoclellng van de patiMt diaflt met de noe!lge aandacht voor aile 
bestaande omstandigheden te worden uitgevoerd. Een psychische hoodong of stoorntssen die tot 
(!flVOig hebben dat de pati~nt ZICh niet aan de 1nstructoes van de ch1rurg houdt. kunnen r.et 
postoperatl""" heretet vertrogen en/of het risloo op biJWert<ingen, waarooa..- mlslukktng van de 
ompWitatte of de omplantaatli•atoe, vergroten 
Buttensporoge lichomelijk$ actlv~elt of trauma van het vervangen gewncht kan aan het voort•,.:tig 
miSiukken van de kniever~~angong bojdragan de>o<- v..-andenng 1n de pesitle. een fracluur an/of 
si'Jiage van de rnplantaten te v-eroorzaken 0.. lunctt- ...._,.cluur v• krol~lloeeen le op 
d~ ogenbllk nl-" duidool~k vuts••I<Ofd. De pallllnt diant te worden meegedeetd dat factoren als 
(!flWoc:hl en mate van activi!e~ de Shjlaga aanzoenltik kunnen b81Miooden 
GEBRUIKSAANWIJZING 
PREOPERATIEI' 
DE CHIAUAG DtENT All.E FYSIEKE EN MENTAL£ BEPEAKINGEN DIE SPECIFIEI< VOOA DE 
PATIENTGEWEN EN ALLE ASPECTEN VAN DE OPERATIE EN DE PROTHESEN MET DE PATIENT 
V66R DE OPERATIE TE BESPREKEN. In he! gesprak moeten ook de tJeperlcongen en eventuate 
cansequentiM van gewrichtsver~~angmg an de noodzaak de aanWi)lingen van de chorurg na de 
operatoe op te volgen, met name wet tterrett de achv1teiten en het gew1cht van de paMnt. oan de 
orde kornen 
De preopera~""" ptanmng "" op..-attelechnl&l<en voor 1mplantatie van de ondardetoo van Oeze 
lolale of untoompart,rro<mtele kn•evarvaroglng zojn de n""rSiag von de tijdens de Ontwtkkel1ng v-en 
ve4e total& en u~ocompartimentele knoeprotheSen opgedane ch~urglsche ervanng cn~urgen dtenen 
~·et tot hot ~''"'sche gel>ru•k van een knleprothose ov"' te gaon voordot ze zlch terdoge met de 
soeciliel<e tmplantatietec!1nlek ervon vertrouwd hebban gemaakt. Bepaalda n>elhoden kunnen 

1'5 
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rnatte<I>Jd voranderen naarmate """'r l<lrn.sche ervarmg wordt rmgedaan Kntr%ne '-""'"" I~I"'U'·r 
'Jan dergelitl<e verallderongen worden qepresenteera o~ r"!Jeilllatrg georganrseoYdr• 
t'arnongsoursussen voor ctlrrurgen. p<lrrodreke btrwonrng daarvan word! aanbevol~n Bt• D~P·"· 1" 
brochures en vooeobanden met operatretochnteken verkrt)gDaar_ 
lot de >pecrfteke vererston voor lolale ot un•cornportrmentele """'''r;rvdr grog "' 
"ami moot wutaen gehouden. benorerr 

1 Du.delitke artrtlts van de trOrofemo•dl~ erwf patellotomnr""' OPI'"'""~ken 
2 Stabrele r>f reconsuuee<l>are collate<ale togomenten 
') Fysrologosche ol corngeerbare a<rale wlrrCiltrnq 
-1 tntacle quadrrceps- en MmoJrrngmechanrsrnen 
0 AI• ~on palellaonderdeel wonJt go~<utkt. moe• ,,,., p;otellobo· qe"; """' 

patellaondardeel op lo nemen 
lnlra_.-atle! 
Gaadvr<ooro worat len trtde """ d<· operot'e exira rmplantatell b11 <i• ''""" te h<·b'" 
wotar• en klein""' matell dan dra welke waar<;C~t)nlo)k gebrwk: lullen wmd~.n 
f-let ts essentteet dat op da IUISle worze malrrnplantaten word! omgegaan Dezo pMrreoe," tPCU< '' 
<~llaen worden gehantee.d door persoo8f!l dat steriele operalrehandschQenerl draagt G'*'" on~< I 
van oc o~derdeten mag met harde voorwarpon rn oanrok•ng kumen l_aat geen "'"'''"'" 
cppervlakkan on contact komar> met sto~ac of andere otalenalec· 1re vezels afg•ve~ \'oor ,,,,, 
gabrutk moots II< onderdeel van hal rrt!plantaal sletselrnatrg vrsueel op mogeltjl<e onvolkQrntl"~rede• 
worden gecontroleerd. Beschadlgtng uf WIJZ<grngan van walk rmplanlaatonde<deel <><lk kon·•e" 
'Pdnnrngen afl/ol gebrel<en V<ltOOilakan dre de aanletdmg lot falen vall het rmplantaal "'Jr""'" '-'1" 
Vooc de urtvosnng van d~ze operatro wordt hot gobn;rk van bepMide specral~ c~"urqrsch< 
rnstrume~tan aant>evolen Controle op hl!l gebrurl< van on de omgang mel doe rns!rrrm~nter• ,, 
balangrrJI< De rrcht- an boorblokken moeten prsoparattef wnrdon geconlroloerd V.'boqen l'f 
beschadrgda rnstrumenten kunnen tot veri<eerda p'aatsrng van h,. •mrla•llaat oanle•rltllG •w-'eo o• 
rn Iaten van hel rmplantaat resutwen 
Om ttxatte van de prot~ese te oereri<en 1~ hel belangrrjk oat Oe l:>atoppervlakkan "JC><Xi wordHr 
yerernogd en voor-berotd. Oe b<Jtexcrsre moet beperkt blijven lot de hoovaalhetd dre 110~1~ room n,, 
rmplanlalan te kunnao oanb""'g"" Excessoove l>otverwrJdenng of het gebrn•k vao mMrden 
oennen voor ~el v•stzeUen van rnslrumenten kan mechanrsche stonngen on botresorpbe tRn 
govotge r>Bbben mel als rosulta"t mrslukkmg van de procer:lufll door loslating o! vervormroq '"'" het 
rmplantaat. Blj het prepareren v~n botoDoervtakken en het j)OSitro~o.-.n van de ooOor<l,!e· "'0<' 

voor goode uitrooh{rng worden go<orgd 
Alvorens de oporatooplaats wor<lt geslotan. moet dre grondrg worden or>tdaon var, WI>CI,Iterc, 
~ctoptscll bo!, botcemen! etc vroemde deolltes bl) de gewrrchtsov..-gang tussen rnataal o~ plasl•c 
kunnen l>ovenmatrgo slr~age veroo<>al<en. Ecloposch bot en/of oxostose" kunnen lot d,stoc•fre of 
pr,nltjke en beperkte bawegrng letden Hel bewegong•berelk rnoe1 nauwkeurlq worde· 
gacoolroleerd op onturste passrng. mstabtltteil of beklemrnrnq "~ de aanqewo?oc cW<eJer~nd< 
stappM rnooten worden gonomen 
P<>otoJ>tOratlel 
Hot rs crlterst belangn)k dal do patrent :.rch stnkl aan Je rnstruct'"" en waarschuwr~ge·· '"' 0<' 
ohrrur!l houdt \loor de postoperalreve nazorg dtanl de gebll)rkeltjke prald<Jk te worden g<tVOigd. '-1• 
de op..-alre rnoet do paliMt wordsn gewaa<Schuwd dai ~IV>rt Z<Jnlhaar nrvaau von actrv~etten rn d£ 
~and hoodl om ~el V<lrvangan gewrK:ht tao;ren onredelljke belaslrng la beschermen. Oe pato!ml mosT 
u;t hat zrek&nhu•s worden onlslagen mel volledrge Mhri!t'"•JI<• lnstructles en waatschuwrngen nve' 
oefening<On en therapoe en over de eventuele Mperkingen van >tjnlllaar activllerten Penodr~ke 
nacontrole met mbeg!lp van r6ntgenfoto's wordt aartbevoten met r>Bi oog op een nauwgezetre 
vetgelt)kiog met de eerc!Are postoporalteve sltualre om aanw;jzrn~en von afwitklnqen op ;ange 
termrtn rn de stand, •vent<>ele looraktng, verl>uNJrng o! ba.-ste~ van de ol'lderdelen te f<unnor 
ontdekken Als er aanwiJZ'r>gen van aen of meer van rulke om.,and•ghedon women gev0nrlnn 
moet do paMnl nauwtettend worden geobservoerd, moaterr de rnogeiiJkhMec v~n ve<dero• 
ocht..-u•tgang nad~r worden q""valueerd on de voorUelon ''"" ~en trjdrgo ., .. ,,,,,_ worolc 
nverwe>gen 

I (I 
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BIJWERKINGEN Etl COMPLICATIES 
De volgende zijn over het algemeen de tr.>quentst optmdende bijw..rklngen en compl>eaties von_, 
totale ol un•comparttmemllla lulie-Mroplastiok -1 vroega ollate losnlkmg, ~biale shntong, vert:luig1ng, barsten, br1111k, vervormmg ol slljtage van 

een of meer von de pmtheseood&rdelen, vaa~ ""rband r.c>udend met on<!ef 
WAAASCHUWINGEN EN VOOAZORGSMAATREGa.EN '""""'ida lactoten. Losroklng kan 
oo1<. plaatsvinden als ~~"""~ von oojuista llxa.he of pOISitlonaring. 

2 'Woege of late 1nfeelo& dM! viii'MjC!&r'ing """ hat •mptentaat en - latem artm(lese r>Od<g kan 
moken. 

~ Pijn, dislo<:Btie, subluxatie, fl&xJacontractuU", """'"nderde t>eweeglitkt>&id of Wll1""1!infl or 
veM<orting van het been ""roorzaakt c1oor verk...roa pesitionerlng, tomitten of st~tage van 
onderdlllen. 
BovtiMIIIIige afijtage van de ooclerdelen van potyethyteen door •ntraoperatleve bescl'ladig1ng 
van de lemurc<:lmponeJTI, los cement enlol botfragrnomen en/of een hoge mate van aCiivlteit 
of een hoog Q8W1Cht """ de patlllnt. 
Fraclur$\ van t•bl8 ollem~,r. lntraoperetiev<l fracturen hangfln gawoonli)k samen met reVISie­
operntioe, rnisvormlng"" en/of ernst.ll" OSt&Op<>mse. Postoperet1eve lracturen belrelfen 
..-sial blllastlngfracturen. Fracturen kunnan het gevoiQ zl)n van defeclen In de coflex <1001' 
~""' pengeten, vroegere sclm)lllgaten, lcutiel uitruimen en/of on_.,.doende ol ongelltke 
""rdollngvani)OICemont 

6 Gar<liovasculalre aanc!ol.lningen en trombo--embot1sche zlokten, waaronder """""'"' trombose 
en longembotus, en een hartaanval. 

7 Weefselreaclles, osteotyse er\lotlcsrekl.._ van het lmplantaet door metaalcorr~e. allerg'" ol 
slt~agedeell)es of tosse cementd88ttjes 

6 Myosltos ass•licans. vooral b~ mannen met arthntls deformans, een beperkt prnoperat•et 
beweg•ngsberelk enlol """ vroegere myositis. De •ncK!anlie van myositis oesifioans IS btj een 
onarmese van een vroegere <>!>'lraloe en in gevalton van inlactoe verllOOgd 

9. Mogelljke perooeale z&Ouwporatyse"" laterola unicompartlmeotela knie-artroplastiak 

~ ... --1. Homatoom 
2. Vertre.agde wondganezing ol wondd..,iatentle. 
3 varuo-valgusdetormlt<Mt. 
4. Sltnlung •n Verband mat volledig van polyester gemaakte componenten 

~-~ 1 Ontoereikend beweglngsbere,~ door cntu•sta keuze of Pos•~onllling van onderdele-o, 
t>e1<temm1ng ert/ol per1articulaire calcihcalte 

2 Perlertlcula<re calciflcatlo of ossrfi~e, met of zonder blliemrnonng •an de beweegtijkhOt<l van 
het gewrlcht. 

3 PateiOifractuur ofs gev<>g van $X1rll spanning ol ongawilde •ntraopar~tM!ve verzweldt:ing. 
4. Verergenng van de ~emon van de aonl1"tute extram~elt of contraiaterate extremllelt 

veroonaakt door beenM!ngt"""""'h<I­
Bij......,ale<l<lcrgMnaiii>..Unn-llogeN~ .. n.....ttg.,.~ .. n ..... 
!<>!ale en untcomportl,_.. ...........,nglng ...., b1J po-tmaf,. --. Veal voorkomende 
problemen zl)n ond..- andere de plaats van de lncosOo an hel onlbrel<en v11r1 bot'ltructwr. In gevat 
van rev'"'eproced,..... zi)n een langere operattetijd en &lin vemoogde lnCidenlia van <nleclle, 
JongembO[M! en wondhematomen te verwacnten. 
VEAPAKKING 
Totale en unic:omport•menlei<! knle-cnderdelan Z<]n alzondar1ijk verpakt en worden !>TEAIEL 
gel~ Alto metaM!n cnderdtlkln zljn door mtddel van SlniUng gestooilloeertl- a.-rdeJen van 
pofyeth)'&en kunnen mat gasplasma o1 strallng worden g$S18rlllseerd, zeals op hel ebkel •an de 
l>wf!enverpakking ungegeven_ N&en'l ze urt de varpal<king met on8Chtnern0ng van d& g&bruikel~ke 
.. eplioche tecl'<1iel< an pu nadat de juiste maat '" vaatgesteld. ~ """' ..,...len 
on~: ala de aleftlltall.., het tmpltl- [leCOmpooo ~n••d blljkt te l!ljn, meer ,_ het 

oan!Ht van de - - -- Ia '1001' - gebnltk, mOM het irnp1M11aM -
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Fmplantalie afgespoeld en ges!Mioseera wcrtlen volgens de volgende jnstructieo. IFll.,Fi<· •' 
patella•re compooenten van polyethyleen met u~rahoog mole<:ulaor gew1cht IUHMWPEI worUer 
FrFdFvFdueel verpakt en STERIEL gelevertl. Neem ze pas met behulp van de gebn.Jikelljke steFFele 
techn1ek u1t da verpakkFng nadal 15 vastgasteld dat de maat correct IS. Poty.thyhMmcomponenten 
mogen ntet warden geateo1U~. Voor poiy9th)'leencomponenten; NIET GEBRUIKEN ALS 
DE STEFUELE VERPAKKING &ESCHAOIGD BLIJKT TE ZIJN 
SPOEl.EN I AEINIGING 
Gebru1~ ;tenel wa!Sf op karnerternperdluur ol fySFOIOQFS<-IFe cmJtorlo'"'"Y urn h!)t proUucl or,<l · 
dompelen. Laat hot •mplantaat mm•maal 0 mmuten 1n de OpiOsOFng l1ggen Ma.t• h<-1 """'''' 
onmlddelliJk droog. lnspecteer het Fmplantoat vooralgaaml aon "eniFSol•" 
STERILISATIE luitslulfend m&tlllen Olldwd81enj 
Fndien he.,te<<IFSalie nodFQ lS, worden onderstaaMe param"'"'' dOFF I" «>l<•n o<FFdd<:' ,. '' 
lcJ~nl,ty ""'""'"nee Ieveii van 10' gevdhOeerd 7FJn 

Cyelu5 

P"'"'"'""' 
Temperatuur 

tJ:> ( 
E•posiMduur 

111 '"'""'' 

N B. Op cle IU•ste Wll'" moPt worden !Jec<Nroleerd Gt eon 'tenl•sat•eprocedure vuld,et • 1<•1 
ussenlleal daf van elke fabnek de stenllsat•e-apparatuur en clfl prOOuC11lOO<ngcontFguratte ,Jd'• <lc 
hand van de tutslo procesparametero worden gevalldeertl dOOr deskund1gen met een ople,dtnq I' 

ste<FIFsatleprocessan om het proceo_ de batrouwbaarttsFd ~n de reoroduceerbaa,heFJ ervan qo<lrllc 
kaumn Flash·slefliiSBlle kan, Fnd•en toepasbaor, worden "'tgcvnPrd ·10lgens het t-,eie"J ,·,;n <le 
'POCifFe~e qczondheldS>OrgFnstollmg 
LET OPe Onclertlel&n •an polyethvteen n;et herslefi!iS&t'9" 

EIRUGSANVISNING 

ADVAIIBE:L' Lovgivningan (USAI b"9""""'" Oenne komponent ~I s•lg of otter ef!ec "" l<ngos 
anlll•nlng. 
ANORDN!NGSBESKRIVELSE 
En komplat kn,.,protese basta.- ot enkoltvFSI ,.\dpakkeoe f~'"'" I'IJFa- og patelto•om('O~e·>•or -lcr ~' 
b"'e{jnet t1l ar ersla!!e kn,.,loddals natt>rltge arttkul""" ovsrtlade Fen>urkomponont''" "' t•' 
motal•mp!antat med eli"' uden en pores belmgmng TFblakomponenten kan bestil hell at 
polyethylen eller b"st~ af nn melal trb1abakkc med eller uden pO<es bejmgnlng. polyethyle« ,.,d~IFk 
ag fastlasn.nqskomponenter. Nogto metal!<omponenter har modU!I>lre skafter og /eller FF'O<:IUiffil"' 
k1ler Pate~okomponenten kan ""'re lld!Orrnet he~' polyethylen eiiNVaJr" en polyet~ylenkumr""'""' 
med matatbagkl,;tmng 
En enseklloners knmpmtase bestlio- at enke~v1st Fndpakkodef~muF· ng IFDFakompon~nfar l.>erogFFe! 
''I m erstaHe don natu~lge artFkul"''" ovofilade pit den eno koMYIF ~niiFieddet Famur~omponontcn 
sr at metal mad eller udoo en poroo betoogn,ng, og tFblakomponen!en kan besl~ hell a! P<llyethylen 
eller best~ al en metal t'b•abdkke med oiler uden poms beF'<>gniFty. po!yothyiPn FFHJStFk og 
fastl~sningskomponenter 

Titan- og polye1hytenkomponenterne er 1oranef1ge med Mf11 K,>boltl<romkomr:<nwn:e' "" ka1 
FndVFrke pA bill&dkv!!lilet~n ved brug af MRI 
ANVENDELSEBFORMAL I !NDIKATIONER 
Hens1gten mad komplet e~e• ensalcttone" kn..,artroplast. or al y1ve "9~' pallentrnolJFIFtet og 
reducere smarter vea at erS!atle den besl<ad!IJedo kn,.,Oldsar!Fkula!Fon hos pa!Fenler. hvor d"' e< 
bev, .. r for, at de har tFIStr""'kellgt med sund kn"(lletil atfastgoore og uMerst<>tte komponenterne 

,-uSA-ER DENNE KoMI>O~ENT-MED PORii8 Bi:i..iGNINii-GOoKENDTAiENE FoR -
Cl!MENlHIET BRUQ. 

ALLE KDMPONENTER MED tKKE-POAeS BELEQNINQ ER BEREGNET ALENE Ttl 
CEMENTl!RET BRUG. 
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1\andidaler 111 komplet eller ense1<110ners kmoorstalmng indbelatler "'ldr& pat.e11ter mad mege! 
smertelulde ted, ostetler led der lungarer megel d~rli~ p~ grund at osteoarthritis, poo;ttraurnatlsk 
arthrotos, reumatoid arthritis e4ter et tidlogere omplanla1, dar tw sv~glet. For kandidaler t; ensel<lioners 
kn,...rtroptasti er alene den ene side at leddel (del mediate elter lalerale rum) angrebet KompO.I 
eller ensektioners kfla!ef!llatning ken overve)eS for yngre pal1entar, hvis tmgen vl.O'derer, at 
1ndikatio<1erne for kna~erstatning, opve)er de risici, clef er fortlundet med pahentens alder, og 
rorodsal at der kun stifles begfa!1sede krav til ak11vitet <:>g kMIIedsbetastning_ Delle 1ndbelatter 
svtllrt forkroblede l"'tlenter, hVO< adskllflge led er involver&!, og for hvem del at garwonde 
""'"'moboloteten ken torventes at fer& til en -ntlog fortoednng af 11vs1<valitet 
KONTRAINDIKATIONER 
f olgende tilstande er kontmlndokaiK>ner for kompfet eller enseklioners knmerstatnong 

1 Aktlv lokol alter systemosk 1nfek11on. 
2 Tab at mus.kutatur, neuromuskulaort komptomos eller vaskul""e mangler 1 den beroorte 

legemsdel (f_ei<S, fl"avtllf af understatlende struktllf$r at muskelllgamenter, neuropa\1 1 
leddene) 

3 Kraltig mangel pA stablltlet ellerfalgende lrernskredent tab at den osteokondrale strul<tur otter 
ln!v"'r af tlflli>rende ligamentintegr~81 

4. EnoektK>ners knleerstatnlng kontraindlkeres lor j>atienter mad en alvr;>rlig (over 30°) fast 
valgus- ellervarus-<loiOftTIItet 

BEM.EAK: PI nuv..,.ende tldspunkt er diabetes 1kke blevt!l fastsat oom en konlraind1kation_ Loegen 
nor 1n11dlartld omhygget1gt vurdera om del er tttradet1gt at udfore en kn""""tatning pil en patient rned 
•tvoriQ dtebetes, plgrund afeget nsoko for komplikMIC>nlll: sbom infel<tion, langsom sAmeting osv. 
ADVARSLER 0G FORSIGTIOHEDSREGLER 
ADVARSEL: 

lmplontotoor og pravHompo<Wr~toor fnlfo.-.kelflge lltve<anderar- implontoteyotemer 
m6 afdrtg bruget eamrnen. 
Kn•protftp;omponentor mi aldrig II'Onfmplan~o. Setvom Implant•'-! ..,, 
ubM~ 11<1, """ det hllve udvfkl.t mfkroakopiltkll t.Jf, eom kiln !are Ill .. rgt. 
~ aftld ~ Iff p.-.velorm,f. Prewtprotner b<fr lkkll .....,lu mod 
koml><lfiOIMr, der or beNognet II perm8l*>l fmplant.lion. ~ skol ha,. 
Hmme konflguratfon..U....hoe, eom dol tffo,.rende komponentar, der ellallmplantaru 
pefmllnenl. 
fmplantater m6 lkke ....:INa afler modlflce'" pi nogen mide. 
Undg• at bore "",. eatthullar I P<Odmaftfblll, da dat kan p.Avfrl<e tfbia..-.o 
oammenlfylcnlngttkraft. 

ADVARSEL; F~lgende tilstande. enkei\Vls alter sammenfaldendo, hor en tendens 111 at udsartte 
•JI<slrem1tetoo for ekstrom t>olastning, og de kan derved udsoetta patlenten for"" st0rre f1S1Ko lor 
w.gt 1 l<n"'erstalmngen 

1 Fedme eller for SIO< patientvmgt 
2. FySISkl!ft>o)de 

Aktiv sportsdeltagelse 
4 Hejl aktovitetsn1veau. 
5. Sandsynl1ghed f<>r fOld. 
S. Alkohol- eller narkollkaafh...,gigMd 
7. Mdre lognende svaghe<ler. 

Foruden ovenntllVnte harltolgende fysi•ke t1lstanda, enkeltvos elter sammenfald...,de, en tendons til 
at pav~ke knmerstatningslm~antaters fiksering pA en negat1v mAde 

1 Udtalt osteoporose eller dlorlig M<:>glemasse 
2. Melaboliske forstyrrelser eller systemiske farmakol<:>glslce t>ohandlir.ger, der l~rer Ill progress1v 

nadbf}'dn~ng at implantatets knogtest~tle tl.eks. diabetes mellrtus, steroldterap1er, 
1mmunosuppress1ve terap1er, osv.). 

3. Fo<tid mad l)llnaralle eiiOI"Iokale 1nfektioner 
Svtllre de!orm1le\er, der farer til svoel<ket fiksering eller lorlcert placenng af omplantatet 
Svulster p6 de understettaOO.. knoglestrukturer. 
Allergoske maktioner ovet1or implantatets rnatenater ~.eks- kn<:>glecement, metal, polyethyl<tn) 

Records processed under FOIA Request # 2015-2557; Released by CDRH on 10-06-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Vaovsreakttonar <lltilrtur omplantatkon-osroo eller slltagere>!t•r 
a Svagheder 1 andre led (dvs. hofter og ankler) 

Darer bl"""t rappO<te<el at st~rre antallmplantatsvogt V<ld par"plsq1 og ~n~ pat>enl~• "'~'' •'f<>'b~l 
parase alter Parkinsons sygdom 
i'IAR KIRURGEN AFQOO, AT KNIEERST!ITNING ER OET BEDSTE MEDICINSKE ALTERNATIV, OG 
SESLUTTER AT AN\IENDE PROTESEN p,l, P!\TIENTER, DER HAR NOGLE AF OVENSTAENDE 
TILST!INDE ELLER ER UNG 00 AKTI" sA ER DET VIGTIGT, AT P!\TIENTEN INFORMEFIES OM 
BELASTNINGSBEGR!ENSNINGER, SOM DE ANVENDTE MATERIALER HAR. SAMT OM 
FIKSERING OG 8EHO\IET FOR WESONTUGT AT REDUCER~;" ELLER ELIMINERf NOGEN Af-
01/ENST.!.ENOE TllSTANDE 
Potoentans korurgiska behan<111ng og e~arbehandlmg skat gennontl0fes mod nod,e<Odlg 
Oensyntagen til aile eksosterande tilstarnis Mentale holdningar oiler lorstyrre~r. dar gm p•toontero 
ude af stand tll at f0lge l"'9ens ordrer !<an forslnka helt>redolse after opmat1ona11 oglelie< fo"~<l" 
riSkoon tor b1vorkn1nger, 1nkluderet implantatsv~gt etler flk.senngssv.gt 
Udo..,ttes del e<slllnede led for ovardreven tysosk aktiVIIOI ella< tra.,mo, kai\ de< '"'mmo 
ko~tatnmgens tor tidl1ge svigt ved at forArsage ptacenngs..,ndnng, knoglebrud og/ellar 
1mplantatslf!aga. Denlorvotnlede tunkllonsdygtige tevatld tor an kmtpro- ar polnuv...,nde 
tld*Punkt lkke klan f11atlogt. Pat1enten b<>r onform""'" om. at lakto•e• som t eks pat1enten' ,.,.,~! 
og aktov~atsnM!au kon pilvirke sl~ago batydeltgt 
INFORMATlON 1/EDRI!IREND£ ANIIENDELSE --KIR.UAGEN SKAL DR0FTE ALLE FYSISKE 0G MENTALE BEGR!f:NSNINGER I FOOHOUJ fll 
PATIENTEN SAMT AllE ASPEKTER VF.D OPERATIONEN 00 PROTESEN MED PATIE'NTEN F0/1 
OPER!ITIONEN Denne samtale bor •nl<lude<e begra>nsn1ngar og mulige l<ansokV<lnse• "ed 
lodO<Siatnongen, sarnt n<><lve<>dlgheden at net• at l<llge k~urgan~ •nstrukser ~Iter opo<ai>On~n. F,,.,, 
med ~ensyn tot patoentens aktovotet og v"'gt 
Pr"'oPI!flllov planl"'9ning og lorurgosk teknik for Implantation at d•S>e komptotto o~ en"ekt1oroer; 
kMlO<Siatningskompor.enter, &r resu~at at den klrurgiske erloring, d.,. blev mdsamfet ""'f~r 
udvokl1ng af mange komptatte eller ensektloners kn_,;tatnlnger_ Kirurg.,. skal haW! lndg~end~ 
kendskabt1t kn"'P"'~SOIIS spec<fikke >mplantatoonsteknik, fur den !ages • bfug. N<>gle me!odor '-•" 
""'dres rned ~e. afterhAnden som de< tndsamtes me<e l<linlsk erlanng KniiSke vurd...,nger ol 
s.lidanne pr,.,senteres vad regetm,_,.gt planlagle klrurgiske onstrukllonskurser, sorr1 del !1lr~d"" " 
ovorv..,re jarvntlgt. Brochu"" og vodooer om kirurg1ok t&kmk kan sl<.affes Ira DePuy 
Spectfikke forudsao\n1nge< lor komplel oiler ensekt1oners ~n,.,<Nslatmng, •om <kal t~lga,, 'tn'nqo 
•ndbofatl6< 

1 V"'sentlog arthnhs ar de tlb1ofemorale oglolle< patellofemoralo overtlaOA• 
Stabole, rekonstruerb...., k<Hiate"'le t1gamenter. 

"i Fysool<>g1Sk otter korr1gert>ar aks.all1nootolpasn1ng 
4 lntakt quadnceps- og hase .. nemekanlsmer. 
'> HV<s dar skat anV<Pndes en pa!<>'l•'<amponont, skat pate11a<nu4lero va>re ogne1 t•l .-tl "cce"'"" 

pataiOokomp:>nenten 
Peropenottvt 
Fl""' sto.-.11serede sl0r<elser al ~rnplantatet OOr v-~ 111 radoghed uMer operatoonen f)"l ""l>etol~s. 
ot dotto onkludare< an st.,.,.,lse st~..-. og ~n <Wrelsa m1ndre and dan •l0'folsa. der blov b()&t~m• ro, 
operat1oooo 
lmplantaternes k<>rrekte Mndte<1ng er oblo~atonsk. D1sse protaser m~ kun handleres at personate 
d&r or n~rt sterile operatoonshandsker. Tltlad ikke at n<>gan 1<ompon011t kommer 1 kontakt med hArd~ 
goostande lad 1kke por~se OV<lrliHder komme ' kontokl rned kiOBdo eller andre stoff<tr, der afgiver 
tobre Fer klfurglsk anoendelse sl<al ~ver kompoMnt lnsp<"'""" VISUelt for aventuelle leJI 
Seskadfll"lser eller amdrlnger at at 1mplantat kan for~rsage OOiastn•nger <>g delekter. der s&n8'e •an 
bl1ve oogangspo.mkto! for l!tlptantatov1gl 
Allvondolsa at bastomte speclelle k~ur{liSke mstrumanter foresiAs til udt<Jrel•en at denn~ operot1or, 
Del er vigtogt at gonnemgll bmgon og hAndter1ngen at disse 1notrumente<. linoehlpasnongs "9 
skalfOflf'SV!'lndlngsv,..k!eJ skal etterkontrolleres f<lr operat•onen. ~- alter Mskad1gede 
nstrumenter k"n l0rA til an bkerl omp<ant:rtpO"Ihon og fool.rsage lmplantatsv<gt 
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Knogleovertla<lernas korrekto reng0mg og forbe..,dolse er "11119 for at opm\ bk-lng a! protesen 
Knoglauc!skL<ormg boor begfaonses tillige d&l, (lor er ned"endillflor at give pl&ts til•mplantatet Hvis 
der fjemes for meget knogterna .... ell&r anvend"" for mang& stifter hi at ~kllam lnst<umenterne, kan 
dot resulte"' ' mel<aniSke forstyrretsar og knoglaresorption mad etterlalg&nde tndgl'fii>Mvigl som 
IIJige af lesniog oiler <leformering af i~antatet. Den korreki<J llnlafi:ortng skal sokres. nllr 
knogieoverlla<lerne forlleredes og ~nenterne iXISittes i stllllog 
For der lukkes, skal dat kirurgiske omr!de rengores omhyggellllflor knoglespllnter, ektoplsk knogle. 
koogtecement, """ Fremmedlegamer W)d den a.rtiku_.e grmnsellade al metal/plasTIC kan 
l<>r!r$age for stor stltage. El<toplsk knogie ogleller knoglata;o;>er !<an !em 111 lornkydn>ng alter 
smerteluld og begr..,.,sat bevmgetlgtu•d. Bevmgetses\Oinketen skal ~undogt underseges for 
f<>jlsammenpasnlng, mangjende statMirtet el"r begr,.,....,inger, og retlelser la<etages otter behov 
Po&IO!MraiM 
Del er yderst vlgtigl, at patlenton neje ovtlft>oOjer kJrurgens lnstrukser og advarsler. Acoopteret 
praksos skal lalges 1 '""'"" eller operaiiOnen. Ener operat1onen skal pal1enlen advares om at 
kontmllere s1t akt<vnetsniv<lau Ia< at beskytte <let erstattoda led ffa "'1mel1ge belastmnger. Pat1enten 
skal udsknves ffa hospitlllet med grund1ge sknltllga lnslruldioner og advarnler vodnorendo 
reMbll~erlngsi'Mllser og ~ri!P'er sam! bogratnsnlnger 1 pabentens ai<tlv~etsnoveau. PenoO•sk 
oplelgningskontrol, •nkluslve rMtg&nfolografel'lnger anbefales lor nQje at sammenlogne med 
tljligere tistande etter operation lor at spore longs1gtodetegn pil atndringor 1 ~boo, lasnvelse, 
b~jning eller revner 1 komponenler. Opd~es der togn pA disse tilstande, sl<al pationterne naje 
obServe<es, mulighed""'e tor ydlll1igere nedbr)'dnlng skal I'JValueres, og lordelene ""d lld~g rettelse 
t•ges op til ovOIVfljejse 
BMI'IKNINQER OQ KOMPI.IKATIONER 
De mest almlr.dellga blwknonger og komplli<lllloner ved komplet '"'"r ensek11oners knwartroplaslok 
inkluderer 
Gen•n>lt 

1 Tldl•g '"'"'sen 1~sr1volse, lob1asv1nd. bojn1ng, rovner, brud, deformenng eller sl1tage pa en oiler 
!lere a! prolesekomj>OOarrteme, ofta 1 1orb•r-.Jelso med fektorer nawnt under ADVARSLER OG 
FORSIGTIGHEDSREGLER. L0sning kan ogsA lorekomm& som 101ge al lorkert llk•erlng eller 
plaC<Onng 

2 Tidl19 eller sen 1nlektion. som kan MdVMdigg""' implantatljernelse og eftert01gende 
anmdese 

3 Smarter, lorskydn1ng, subluxallo, llaksionskonlral<tlon, !a<mlndsket bev..,gelsosvonkel eller 
IOii""'fl'llse '"''" lor1<ortelse al benet, der er lorl!rsaget altorkert plaooring. kOmponenters 
10SI1ed oiler slllage 
Fe." •tort slkj pil polyethylenkomponenler pA grund al lemufi<omporoentt>eskadigetse ur-.Jer 
operallonen, les oem&nt ogletier knoglefragmenler ogletler he~ pal1enlai<INL1etsr11Veau eller 
-v!I>QI 

5 Knoglebrud at l>b1a· oiler lemurknoglen. Knoglebrod under operal1onen IO<Okomm&r som regal 
1 fort>r.delse m&d rev1sionsl<lrurgi, delormltet ogleller •v...- osteoporose. Knoglet>rud alter 
operatoonen er som "'901 betastnlngsbrud. Knoglebmd kan skyk!os lejl 1 oortex, der skyldes 
mango stllthuller. lldhgere skruehuller, le)lrettet t1lpasn1r>g ogleller utilstrml<kelig eller lejlfordetl 
knoglecemenl 

5 Kardiovaskul""" lorstyrntlser og tromboemlmli sygdom. mklus1ve V<lnes trombose saml 
pulmo"'"'r embolus og hJerteonlald 

7 Vawsn.aldioner. ost,.,lyse ogtelkor 1mplantall~snvelse lorltrsagot af mrrtalkorrns1011. aHergt 
oiler slllageaffald oiler lase cementpart1kler. 
Myositis ossilikans, 1saor hos """nd mad hypertrofiSk arthnt~&, bog.,.nsat bevmgetsesvinkel 
l~r operallonen ogleller lldl1gere myositiS. Forekomsten al myoSitis ossllll<an• lor<>ges mad en 
arlllmnese allldllgere k1rurQi og lnlakllonsll"tBida. 

9 Evt per0<1eal nervetamrnelse ell..- lateral enset<11oners kn..,..rtroplasll 
~avt-kontld-. ,,_ 

2 Forsmkot sArtwl•ng etler sAr, der spmger op 
3 Varus· valgus OOiormltet 
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4 Sv1rtd tilknyltet aile polykump<men:rr 
PootOI*llllvt - l•ng•re tid efler 

1 Utllstr(llkkelig b&Vlegalseovinkel, der sl<yldes forkerT udvalg e1ler place""'l d[ kur11p 
~rnpongemant 09/'allar panart1kut....- fori<ali<nong 
Pe<1artikulrer forkalkning ella.- oSSIIIkallon, mod eller <Jden forh111dnng lor leddeto IWJIJIIIIcll 

J Patellaert knoglebrud. der skylde' for 'tor sp,.,ndmg nll~r utliSIQT~t wrekkel>> 
op&rationen 

4 forvOOtl'ede problemeo' de" ber0rle le~terns<Jel el'er koorrralate"''" nk.,fJ'mrret. rl" c,f_,lrh 
fo;>rskel 1 t>enlamgde 

Kompllkatlonaantal og -sv•rn.dllgr&d Wid komplet eller enoektioners knEersta1Mng er sam 
rewet 51en'e Wid revl81oner end i de grun__.,.. operatloner. Almmdel1ge problemer kor 
v<ere at IOlgge dot krrUn.JISke omJsnrl pA ngt1g sled ellar mangler>da knogtemas.se_ ~r>rlren~el 
operat1onsM, og flere lnfekliOnslor"kOfmler. pulrnonaor ernbol1 oq ,,~rh,'Tla•onl Kan onr-.,<nlo·o ' 
revos1onspr<Xedurer 
HVORDAN LEYERES D-EN 
Komplette og ensel<tronars kna>komponanter pakKas enkelt·M oy leveres SICkiLC •\lie 
metalkomponanter sterihoeres ved beslr~1ng Polyethylen>:om~onontor kan Slonlrsere, <'lee• 
gaspla•ma ellar bestralrng, sam angovet p~atrKa!lan p~ den yderste emb"II31J8 Tag dem torsi Lld at 
lndpaknin1J8n v..O hjOllp at accepteret aseptrsk teknok, otter at den l<orrei<te st<melse e-r ooevel 
b""temt. Metalltomponenter: Hvl• dat "terile implantat vioe.- oig ikke t•ngere at .,..., slero~. 
menolaclg--llordentlltoankle brug baeretp.i en l•gesvurdutng, slcallmplantltlal 
renllflr<oS og at•rlliu..,. !...- lmplantatioo i OY11nK>flatemrn.tse mild falgende envlsninll"". 
T1b1a- og patellakompo<1anter af pol)fllth0en mad ullrabej molekylav!egl (UHMWPE) •mb•lloro" 
ankeltv1s og leV<Ores STERILE 0.. m~ f0rst tages ud ar emballagen 1nM en anerke"m aseplrsk 
·netode. n~ det er konslaterot at stmrolsen ar den retto Polyroll>yl&nkomponenter m6 ikke 
reoteriUoe,..s. Palyrothylenkamponentero MA IKKE ANVENDES HVIS DEN STERILE 
EMEIAI..l..AG!: SER UD TIL AT WERE BESKADIGET. 
SKYI.NINOIRENGiil'AII+G 
8rug deatille<el, va.rmt vand {stueternperatur) llll~lcd...,tnmy at mplantalel L""Jimplannr,•t, bk,,· 
'mlndsl5 m1nutt..- T~rstraks produl<tet Underwg 1mplantatet fer 'W1hsenn~ 
STER1LI9ERING {g.ltlder kun maltllkomporoenlel") 
S~fromt restoni~SerJng blivor r>e<tvend1g. anbefaleo f~lg~nd~ parOl"""~· d,J c)> ''' "•'"'·'"' qo··h 
en olenloletssikringsgrad (sterility assurance level= SAL! p! 1Q 

Metode 
Damp 

Cyklus 
PraavaktH)ofl 

Temperalur 
13?Y 

Eksposi~onstod )Min.) 
"'Jmrrr•JIIH 

BEMJERK Aile stenlrserrngsprocedllrers agneth<><i s•al afprcves p~ pa%ende v•s Deter '-'191•W ,11 
stedelo steflllserrngsudstyr samt produktlb,.astn1ngskonf1guratton godkendss af porsoner oor e• 
opl<!lrt 1 og har akspertrse rnoenlor ster;tsenngsprocessar. lor at oekroofte processen og •Jew 
p!lideloghM, og gantagellgt>ed. Flarrunester1trsering kart udfcre;_ tw1o relevant 1 overen.st~n•n'"'''" 
med de g1vne pOl,.facolitat<>r.< pol1ilk 
ADVARSEL: Komponenter a1 potyeth)lle<1 m~ rkl<e rosteriliseres 

BRUK$ANVISNING 

OBSl Amerlkenok t.d•f8t lag lbrbjr.Jder liirdljmng av denna arlik&! annal an genom lakare 
eller pllllulrel lnrtdan. 
B~SKRIVNING AV ANORDNING~N 
En total kn~proteo b.,.t!lr av indoviduelfl pake1erada temoralo och trboala kom1>em~n1nr ·;arol 
patotlarkomponent&r, utvecklado f~r a11 ~.,.ana dgn na1ur11ga artol<ulara~de ytan ' knato<)~n 

femordtkomponenten dr ell '""lall"nprantaL med e>ler uldn porOo betagqn1nq T1b1al'<omw"e'''"' 

"' 
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kan antongen vara llllverkad h<)lt av polyeten aller besiA av en tobi<llb<lcka av metall, mod eller ortan 
po<lls be~ggnong, ocl1 en polyet)oierunsats och lbkomponenter. Vmsa metallkomponenter hat 
modulllra skalt ochlaller modul!ra Kanter. Patellarkomponenten kan an~ngen vara ti!veM<ad hen 1 
polyeten aller besta av en polyetenkomponent mod bakOel"" metal I 
~n unlkompartemental kn!lprotes bes!Ar av enskolt lOrpackade lemorala och tiboala komponente<, 
Jtvecklade fOr att ersalla den naturloga tedytan pA en kondyl 1 kMieden. Femoralkomponenten ~r 
av metall, med al~r ortan por(ls tlet!lggn1ng, och tibialkomponenten kan ant1n,;,en vara tlllverkad halt 
av polyeten .-tor bastA av en t1bialbr1cka av metall, mod elle< utan po<lls belllggning. och en 
ootyetylen1nsats och lllskomponente<. 
Tolan- och p<Jjy&tylankomponente< uppf)lller kraven 10< magnetresonansavbildning (MagnetiC 
Rasonanca Imaging (MRI)). Koboltl<romkomponenter ken p.'tverka bddkvolrteten vid anvandnrng av 

"' AVSEDD ANII.\NoNUtGIINOIKATIONER 
Total och unokompartamental knaartroptastlk g~rs I& att mmska smMa och torb~ttra patientens 
rMighet genom all ersatta den skadade kn~leden 1 pat1enter mod ldlrAcktig rnllngd frisk! ben lOr all 
satta fast och sl()d]a komponentema 

I USA HARDEN "li.i.R ~~~NGGD.I.VI~Q~~=G~DAST GODK.i.NrifORl 

EV'ENTIJELLA KOMPONENTER MED ICKE-POROS BEIJ.ooNtNG Afl END.I.ST AVSEDD.I. : 
FOR CEMENTERtNG. 

Kand1dater lOr total ellar unokomparternental knae<sllttning 1nkiUde<ar ~ldre pal•enter mod svArt 
sm~rtande ochleller r<lretsel1ondrad knaled orsakad av Mteoartrll, reumat1sk artnt, postreumatosk 
artr~t eller ett fallerande bdlgllfe 1nsall ~mplantat PA kandidater I& un•kompart.....,ntal kn~ers!!nnmg 
berors endast ena SlOan av knaleden, den med1ala etler den taterala delan. Total eller 
unikomparternental knaerslftning kan vara aktuell tor yngre patient"' om k<rurgen """'" att 
ondlkatoonerna tor total knaers!tllning oM!tydlgt uppvag..,. de rtsker som ar lbrkn1ppada med 
pat1entens ~kler, och om man kan torsll.kra s1g om all protesen enda.st kommer an uts!tttas ll:ir 
begransad aktivitat och bela.stmng. Detta 1nkluderar svM rorelseh1ndrade pali""!er mod problem 1 
muHipla lede< fOr Vllka omodelbart fOrv!lrv av r&loghet 1 kn!tt kan lOrvantas innebara en avsS'Il!rd 
6knlng ov livskvalrteten 
KONTftAltiDIKATIONER 
F(lt)Onde tillslllnd ~r kootramdikation"' I& total och unlkompartemental knilartroplastok 

1 Al<lw tokal ell"' systemosk inlektion. 
Ben- slier muskulaturf&lust, ostooporos. neuromuskul!lf komprom•ss eller vaskular 
bf•stlilltighet , den akl""lla Iemmen 1111 sllclan grad all f'!'Oceduren mte kan ans"" IOrsvarl19 (I 
ex brlst pA swnar>da musktllli!Jamentstrukturer och ledneuropat1) 

3 Sv!rtartad instatMIItet tilt l(ltjd av lramsknden 10r1ust av c.steokondralstruktur eller avsaknad av 
koltateral l•gamentmtegritet. 
Umkomparternental knllers~ttn•ng kontra1nd1keras p.ll paMoter med svAr (Over 3!l'l och last 
valgus- eller vat1.1Sdelormetion. 

ANM: D4abetes har lOr n!lrvarande 1nte laststallts som en kontramd1kal1on K1ru'1Jen Mr dock 
noggrant tanka •genom tillrAdllgheten 1 ott uttOra en ar~gsers~llnong p~ en svArt dlabetessjuk 

e:~:;.icil~Rd~~~~:=;=~~Rsllsom •nfekt<oner, l&ngsam s!trlakning mm. 

~' 
lmpli!nrtat och -komponenler frlin oUka ~-.,.., etler lmplenleteyatem !llr •i 
anvlncllls -•mnNins. 
KnlproteekornP<>'*'*' Mr lldr>g 6t""'nvllndoe ....,. implant.'"" 6nyo . .i.ven i do IIIII 
lmplantat.t f_l.., a.kadod •• kan mlkroakoptoka - ha uppsdtt eom kan toda 
tlttatt-flltlerar. 
Anvlnd alltkt .., t.MtPn>tM tor -ndam61. T...tkompone-..na filr oj &ilttu 11>op ,_ 
kompon-r....., 1r.-11tt anvllndoslott .,.......,..,llmplltntat. Telllulrvstnlngen 
mAate ha _,...,. ltontlgurallonnlorMic sam ct. kompo""nt,.. aom eke lmplanlera. ... ..,.,..nt. 
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• D•na omplantat fllr inte pi1 nigot olltt iin<lrao .. ler modifi•ras 
• Undvlk .U bomo """' llllfth61 I doHo proximal" tibl.,, ett......,m d&tla O;an polo&rka liboas 

kom-oionlholllfllatn.t 
01>5~ FOijande omst~ndogheter, ensk1lda eller 1 samverl<an. tenderdr att h•lasta oe" p.lo·n>oci•' 
~xtremltelen lill den grad att pai1enteno knaanroplaslil< topar st/lrnl nsk ~It tallera 

1 $juklog latma oiler overv1kt 
Kroppsligl arbete 
Akt1vt spo<tande 

l Hdg aktrv1latsgrad 
0 Stor ""nnolokllet att pa!lentor· koo orPer >lt f~lla 
f, Alkohol- allor dr<>gmossbruk 
· AnOra handokapp som kan p~verko sotumoonen 

>orutorn uvans13.ende tend~ror IOIJ•nde tv>~ska tiii,~Md err,,kllel',, e_ll,_r 1 ·;~•me'""' "' "·""''• 
mplantat~!s 11xenng negat1vl 

· Framsl<ridan osiSOP<><OS eller benmalonal av t~g kvalltet 
Metaboloska stormngar oiler systernrska farmakologrsk• bahan<llongar sorn 'Bder "" P'"4'""" 
n..Ubrytmng av det sollda benstOdat for I'Tlp!Ontatot il "' dlabete" m'"l•lu<, ste<a.dbena• dl1e9 
oiler •mmunosuppressova terapoer) 
Upprewde gaoerelia oiler lokala ,nfe~looner 
Allvarl1go m•ssboldnlnQdr soon Ieder 1111 IOrovagmf 11'~'" ; """' '"'0r1ok• '" 
oonptantatet 
Tumi>rer p~ ~€n stotland~ benstr~kluren 
Allergoska reakl1<>ner mot 1mplantatets matenal(l ex ben cement, "lel~ll. po>yeten• 
Vavnadsreakl•oner mot korromon av •'11plantatat ~ller d~ tragn!<>nt •;om hlld"< ""' ,,,. ''"-1 -h 
omplantatel 

n ROrelsestOrnlngar ' oMra Ieder 1dvs noft ~ller "nke., 
Rappo<ter VJSar att rmplantalet oftaro lallerar ho; paraplegoke• nd• oJI"•'""r mecl .oe·eO•dl 
-"lor Parkonsons SJukOom 
I DE FAI.l KIRURGEN ANSER ATT KNAEA$ATTNING Af~ DET BASTA M~DICINSKA 
ALTERNATIVET OCH BESTAMMER SIG FbR ATT ANVANDA DENNA PAOTES PA EN PATI~NT 
SOM TILLHOO EN A\1 0\/ANSTAENDE KATEGORiER. ELLER pA EN PATIENT SOM AR UNG OCH 
AKTlV. AR 08 AV YTTERSTA VIKT ATT PI(!"IENTEN AR INFOAMERAD OM ATT STYAKAN HOS 
PAOTESENS MATERIAL OCH DESS FIXERING AR BEGRANSAD, SAMT OM oEN DI\RAV 
F0LJANDE VIKTEN A\1 ATT AVSEVI\RT MINSKA El.l.ER ELIMINERA OVANSTA~NDC 
OMSTANOIGHETEA ELlER TILLSTAND 
Den komrgoska och pMtoperat'"a v!rden av palienten maste utrooas rned hansyn tagen 1111 -"'" 

~XIsterande omstAnd1gho1er. Mentala attolyder oiler siOrningar ;om IOOar 1111 all pa\1<!11len '"'" t~IJ~r 
Murgens l(irflruinon(ISOfder kan l<lr!ena postoperat1vt tillfrtsknand€ och/eller l>ko rosko• lor 
ogynnsamma effeider t a< funktoonMvbrott hos omplantatat altar du.;s ''"'""9· Diskussronon bo• 
1nkludera begr~nsnrngor, m<ljl1ga konsakvenser av armbligsersattning och n11<tvar>dlg,.ten •• "'' 
folia i<orurgens postoperal•va onstrui<honer. spec•ellt med avseoodo p~ rato~rllens akl1votetsgr"" ""'' 
Vii<! 
Dvordnvel hoga n1viw "' fysosl<. akliVIIel oiler 1rauma mot dO!l ersatta laden kall bldm "" aH 
kMorsB.tlningon fallerer fOr Mogt genom a" dass poSITion artdras <>k!r atl 1mplantat&t skadas 
ochleller slits. Doon lunklion•lla llvaliingoHn 16r llnlprolaaer ilrlltr .....,randa lm• lldll f-.gd. 
Patoentan tKlr •nlorm"ras om att faktorer 'am v•kt ach aktivotetsn>v!l• v;tsentll<] utstrackn1nQ p~v""'"' 
slltag•t 
BAUKSANVISNING 
Preopano~vt 
KIRUROEN BDR DISKUTERA AL.LA PATIENTSPECIFIKA !-YSISKA QCf-1 MENTALA 
BEGAANSNINGAR OCH ALLA ASPEKTER AV OPERATIONEN OCH DENNA PROTIOS MED 
PATIHITEN FORE OPERATIDNEN Den preoparatova planemgen oth do k•rurg<Ska teknlkern.> 100' 
lmplanlo<uog av dessa kn~<J<S<ItloingskOmponsnter har vuxit fram ur den Xorurgoska erlarenl1o1•i" 
ICrvll!vad vid utvecl<longen av ett fl•rtaJiatala oc" unii<ondyl;l"' kn~proleser 
Korcrger bor "I p<\tx\'Ja kl1nosk om·andn·nq a·; e•• k~~Drol~s '"""" cj~ :lr \'al f(Jnroqne ·n~<l ' 
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spaciloka implantatlonsl<>l<nik V1ssa meto<ter kan variBfa med IIC!en aiHeftersom ytter,gare ktinisk 
erfarenhet ...t1Alles. KrTt1Sk v!lrdll<IJIQ av sMana 1\ndringar presentll(as koollnuerl1gt ~t<d k"urglska 
instruktionsku,.er, och reg'"bunde\ d'"tagande 1 dessa rekommendaras_ Broschyrer och v1deor om 
kirurg"'kll lekn•ka< kiln ert.lllas frAn DePuy. 
S~>&ci!ikll f&ut.attn•ngar ttl< total eller un1l<ompartemental kn!ler..attn•ng som rnAste efterfo~as 
mkluderai 

1 Markant arl1t pA 11bio-femorala ochletlor patetlo-temorale ytor 
2 Slab1la e~e< ml<ooslruertwa kotlaterala ligament 
3 Fys<ologisk ellll< komgoarbar ax~lll inriktniJIQ 
4. lntakta mekamsmer klr q""dric$9S och knlsona 
5. Om en patellakomponent skatl anvandas. mhste patellabanet passa •hop med 

patellakomponenten ·-v. rekommendemr ell extra lmrHantat finns tlllganghga vid operabonan. 1nklus1Ve implantat av andre 
s'Orlei<arlbAcla mlndre OCh stOrre)iln da man f()rvarnat S1Q anvl!nda 
VoderbOrllg hant11<01g av delta 1mpl811tat 11r objigatonsk. Dessa prot"'"" 1>0r anOast hanteras av 
p..-sonal som bllr st..-ila l<lrur9'Skll hondsi<ar. Ut inle komponenterna komma 1 l<ootal<t med ~rda 
~..-amllt. lAt 1nta porOsa ytor l<omrna i kOnlakt mod tyg eller andra material som kan avge ~be< En 
rut1nmassig lnS!><IIrtion a., Vall& •mplantat bOr uttoras 1nnan prot&sen 811VMds s.§ all eventuella 
detelrter upptacks Sklldor p& aile< !Orandnngar av l<ompon&nterna kiln orsaka pMrsstninl)&r pa 
protesen och/eller skapa de!el<te< som sedan l<an bli utQI!ngspur>kten !01" lunktlo,...vbron. 
~mandande av speclola klrurgiska instrument !Orest.as v<d utfb<ande av danna operallon. Detar 
vokllgt att k~rurg&n gil< igenom och repeterar hur man llandskas med och anvMder dessa 
mstrumerrt. GUider fOr "'"ktn1ng och kapning bOr "'"P""-teras tore oparaiiOnen BO,cl eller pA a<1MI 
salt skadade Instrument kiln orsakll inkorrelrt poS~10ner1ng av 1mpoamatet och lec!e loll all pro!esen 
fatlorar 
Noggrann rengor.ng och preparer1ng av b""yto<na (If av stor Y<i<t for all protesen s1<a kunna IIJ<eras 
ordenthgt Baroexc1s•on bOr Oegrllnsas till den m!IJIQd som 11r nOdvMd>g lOr all •mplantatet ska 
r·assa Avlllgsnande av lOr mycket toen etlor anvandning av flora strtt tOr all sllkra lnSII"umenten kiln 
t"da 1111 mekar\iska storn•ng..- och l>enresorption mad misstyckad p<ocedur o"'akad ov tossn1ng oiler 
deformering som IO~d Vld preparenng av l>enylorna och pos•t1oner1ng av komponenterna mAste 
god inrllrtn1ng saker:ltllllas 
lnnon det Oppnada OO"I"ddet stangs bOr det rengoras ooggrant ocn IIIIa ben!IISOI", OVersl<onscemem. 
och ektopiskt ben avllgsnas. Frllmmonde parbklar VJd den arlikuterande metlll~ast--g<~nsytan kan 
orsal<a Okat Sl1tage Ei<toplskt ben ochlelter tJensporror kan orsaka diSIOkat<on alter bagr!nsad 
rMighet sam ar torenad med sm!lrta. AOretse!riheteo bOr kOntroll..-as ganomg~nde av...,nde 
passn1ng. lnstab•l•tet siler stOtar meUan komponenterna och v1d bahov Atgardas 
Po.toperattvt 
Del lr axtremt vokt1gt att pat~en\<ln IOtjer k1rurgens lnStruktlon..- ocn wm1nga1. Vedartagna mstoder 
I!Or J alia ansklida IIlii anvi\ndas under dan postoperat"'a vArden, Vid utsl<nvn~ng bOr patl&nlan 
rnedsk~eklls fllllsl<1ndi!}O och sknftliga inotrutrt•oner och varn1ngor avseenc!e fysiska ovmngar och 
terap1er och .. entueltabegrai"IS!1~rg,.. avseanda han&tt>eonas a1rt1vnete<. Patlenten bOr fOrmanas all 
reglera s;n postoperativa aktl\llletsnivl klr all sllydda doo ersatta laden lr'n klr hf>ga pMreslfungar. 
Aegelbundna Ateo"t>esbk och rontgenunde<WI<ningar re~<ornn>anderas da noggrann [llmloretse med 
lillstAndet d~rel<t elte< opemtionen gOr del rr<ljligl all datalrtera om protesens position !lndras etler 
nm protesan lossnar. b¢)$ elklr spricker otter IArlgllda amrllndning, t de !all en e~..- flora av dessa 
IOI"!Indringar uppt!t<:ks bCr pal<en!M hltlas under noggrann Ui>PS'kt. Dessutom bOr risk..-na fOr 
Vldore IOrsllmrlngar och ....,.,nwa~ta IOrdelar mod t1d1garetagd "'""''on utvarderas 
OGYNNSAMMA OMSTAND!oHEnR OOH !lOMPUKAnoNEfl 
Nedan ar an hS!a OVer de mest ffekvent fOrekQmmande ogynnsamma !Orhlltlanden och 
komplokatloner som uppstAr v•d total och unokompartememall<n:lartroptasbk -1. T1dog etler sen lossn•ng. t•tMasubsiClens. spr~ekbldnmg. !raktur. datormem-.g ello• utstllnlng av 

en eller fl..-a proteskOmpOnenter, ofla "'laterade till de taktorer som tJeskriVS under 
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VAANINGAR OCH FCIRSIKTIGHE!SATGAROFR lnWIIr'<l kl '" ,,,J LJPO ·'·' 
foxe~ng aller pos1tronenng 
T•drg eller ""'" •nfeO<t•on '/llkct kcll> "odvandrggora dll .rnptort-r• • 'll•l,<w;• 
art rude' 

l Srnarta, drslnkatton >utoluxatton fbHJnskontraktur rnrrnkarl ""'.-""' 
fnrkortniny ov h~"'" or;akdd~ "' ·"karrekt ro"''"""r·•-q -II•• · ,. , ,, 
komponenterna 
Markant slrtage ~~ polyN~n•u•rrpo,,emBrJ pga ""raoperotov s'all" pa tcmnralk'>F•I'•>, 
IO,; uemont oc~Jetler IO;a bontragment. ochi~ler hOg aklrvrtotsnrv:\ eller ~atrentv•k• 
frakTur pA lrbra ellnr femur. lntraoperattva trakturer "' ofta fOrknrppade '""" revr;rur,·-1"'" <'• 
Ueformarrng octl!eller •v~rartad ocleoporos. Posto~erato>a fra><t.or~r ar ofta" str~e-,lr~k;<t'• 
rrak\urer kan nrsakas av aefol<tar 1 corte• pga lor manga Sllflh~l. t>drgare >'•·"vh,11 'r•l"''" 
brotochnrny och/ellar orrllr~cO<Iry m"ngd bancernenl ccllor 111kOtte~l lordolnrcg .,._, .l·rrr •11<'1 
Hrartk~rl•ru<domar o~h tmmboornbolr;ka c,lukdomat •rrkluc,".~ h.crlp"'P" t• 
o<h hr~rtaltack 
Vovnadsraaktroner. mteOI)> o~hlellnr roosnrrry dV Hnplantatel ''""'"· 
allergr, fragment som b•ldas 'ird rrotnrng ell.,- I Gsa ceonentpart.k•" 
Myos.tr> ossrfrcans. sP•crellt 1 "'~" rned hypertroprsk ·'"'''· heyran>od p·. ,,,.,,,,' 
mrels<trllet ochleller trdtgare myosrtts. FOrekomst"" a•.- ,-, 1.,--," c,,,,•,-,\,. 
upprepade Mrgar.. operatroner ocl1 Vld rnfekttort 

'J MOjltg peroneal nervpare> effer late•o• u"rkomr•rtR·llerrl-•1 fru.t•tr·rrdo-lr> 
Tidiijl postoperatlva 

I Hem•tom 
Ung,_,m s~rlakmny eller "PP'f"•"''''"~ "v '~ro1 

l Varus-vdlgus deformrtet 
1 F~rsv•gnrng lmpplat 1111 """ pc•r,,o•nt"' 

Sent pootope"'b•a 
' Olrllr<lcl<ltg rOrelsotrrhet or.Jdkad ,, ,nkoHekt Vdl etlnr pc"'''"""'"'4 ,,, 

"kavande l<ompo~6fller och/ell'" p..-rartokular f11rkalknrng 
Perrartrkul<lr !Orkalknrng Pller ossr!ikatron med ellar uton tort11rrdrrr•g ~v le<lrorol'e '"" 1"11 ' 

< Pateltarrr.rctur till f61Jd av hrlg ansp~nn,ng ellsr """"'ktlrg ontraoperatrv fOOvagn•ng 
4 Forvarrade prnblom meri oi~n aO<tuella Iommen eller den kontral~teralo extrem•'r'lr·r·' · 

av benl~ngdsdtsl<repans 
Komplll<etlonerna5 fnokve~s och sYirigl>eiSgtad vod total och umkomparlemenlal 
~nlersilttnlng 8r oft& hOQAO vld revieioner Jlo1 vld primtirtt~ration.,, Vanlrgt fbrekomma~de 
pro-blem~' svArlghetor v•d placering av smrtet och brrSI p~ benrruota~al Ol<ad opolatron<l"' q._. '' 
•o11> fOrekomst av rnfekhOoer lunqamhol· och hematom kan Wv~t>\ao 
LEVERANS 
Tolala ocn unrkomparteo.,rrtdl knakomponeo>ler l€verera' ~r>drvrduelll uch ST~RilT 10rp"<.k""' 
Samtlrga metallkompansnter staniJS'"as genom bestrlilnrng Polyetylenkamponanler "'""lrSer>s 
med anttngen gasplasma aller bestr!ilnrng enllgt uppgiff pA f6rpatktling@n_ Taut kon>potl~nla<na '" 
f1\rpackmngan m h a vaderlagda asepttska tel<nikor ach endast eftar det att karrekt srorl»t< 
faslstlil~s. Om del atertte 11111Pient8!101 anne vare ~ltkl r>ive<kat, men ii<ld6, """gtllkanons 
be<HMnnlng, llr godlagban!Or ·- -'lndnlng, o~alltmpl""t-1 al«<l)ae oc!l 9tarif•"""'" 
anliijl nedenltllende lnetn11111onet to,. lnplanlarlng. 
Trbra- och pal~lakomponenter av polyetylen mert uRrahOg onotekyfvrkt {UHMWPEJ torpac><ac, 
wparat och levererM STEAilA. Ta lJf kamponentarna ur !1\rpaelmongen meo rt<Jitnal asopttSk t"knrk 
fOrst a~e< f.!StSI~IIaf'ode av k<>rtekt stortsk P<ltyatylenkomponentw ll!r rnte stonltsoras ~m. AHViNO 
INTE POLYETYLENKOMPONENTER OM DEN STERILA F!'JRPACKN!HGEN AR SRUTEN 
ELLER VERKAR SKADAO. 
SKOWNINQIAENG!'JRING 

~~~~~~t~~~~~~:~e~1~1'~~~erv~;,',~';, •;~~ ~'~~~i!~re;~,~~ ~::: .. : .. •:.:•:::•,;:,:::••.::.•• ..... ';:• 
rm,.lantalet roro "~rrlrwrrng 

Records processed under FOIA Request # 2015-2557; Released by CDRH on 10-06-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



STERtLISERING (METALLKOMPONENTER) 
Orn ornsteril•sennQ av !tr nOdv~ndOg skall ffltjande val1derade pararnatrar anvllndas tOr an It en 
ster1l1tetsnivA (SAL, S!Bnl1ty Assurance Levet) t>A 10-6 

Metod 
Anga 

Cyket 
Prevakuurn 

T~~mperatur 
132 "C 

Ell)Onelingstid 
tOm1nuter 

ANM: Aeproducerbarheten 1<11 en stertttser~ng.s..,ooedur mbte testas t>A passande .att. Detar av 
knttsk Vll<t att passande processparametrar laststalts tor varte ansk1ld tnrattnongs 
:rtenloseringsutrustmng och produkVlastkonliguratton av personer som ar trl!nade exporter t>A 
st..-tltsering.sprocesser lor att processen >Av!!l som dess ttlllorl~li111et <>dl repr<>duoerbamet sk.a 
kunn~ bestyrkas Ljussteriltsenng kan eventuettt anvandas, under Wutsattntng att 
Mlsov~rdsmyndigheten gOOk<inflllr r:lelta. 
OBSI Omete<tH-.. tnte polyetenkomponenter. 

9''·1M KAYTTOOHJEET 

HUOMAUTUS: USA:n tlltlovalt;on Jaki rajoittaa niiden vlll,.iden myyn~li ntln, a!U nlldan 
l'lllnkl<tmlnen on aattlttua vain llllklretlte )a mutlle l>enkllllille lilltklrin mllriyl<oestll. 
lAITTEEN KUVAUS 
Koko polven protees• koostuu yks11ta1spakatuista reostluun, s!!anluun I" ~lv1lump10n oststa, jotka on 
suunnotenu kmvaamaan pojVIn•vakln tuannollisen novetpinnan. Reisiluuosa on melalll-lm;>IOilUI, 
tossa vo1 otla huoko1nen plnno~e ta• ei_ SllariluUOila vo1 otla kokonaan po'Yetyleenist~ valmistettu 
ta1 Stihen ""' kuulua metallinOll sit!lnluun tar)OI•n, taka on ta1 e1 ole pmnollettu huoi<.OISetla 
p1nnaotteella, potyetyleentsl~ valmtstetut upotus- ta lukltusosat, Jolssam metallios•ssa on 
mO<tulaaflsat rungot PoiVIIumpto·osa voi alia kokonaan polyetyleenlst~ valmtstettu tal 
metallivahVisteinen polyetyteen•asa. 
Yks<asamen protees1 koostuu ykslt\lllspakatusta rets.luun I" sitarituun oststa, tatka on suunntte~u 
kO<Vaamaan polvontvelan yhden niveinastan luonnolllSen n""'tp1nnan Aets.luuosa on metall1a, J<>SSa 
vo'1 olla huokomen pinnoite tal e1. SMnluuosa ""' alia kokonaan polyetytoontsta valmisteHu ta• Sllhen 
voi kuulua metalllnan salmtuun I"'JOIJn, Jok.a on tal ei ole ponnoitettu huokoisella ptnnoitteeila. 
rolyetyleenista valm1statut uPCIIIJS· ta lukitusasat 
Tllaani-JO poiyetytean10SOa vooclaan kuvata magneettlkuvauksella (MRI)_ Koboltt1kroomsat saattaval 
va•kunaa magoneett•kuvauksen kuvauslaatuun 
K.i.YTT0TARKOITUSIINDIKAATIOT 
Koko tao yksie>saisen polvm1velen n-...okkausleokkauksoo tarl<olluksana an anta.a poltlaalle enemman 
lllkkuwutta ta vahentM kipua i<.of"vaamalla vahingoittunut pof<lntvel pohlallle. ioolla on jaltetla 
n•ttavasti tervetta tuL.ta os1en asettamtsla ja tuk"""sta varten. 

~- YHDYSY~~~A~~ ':~a;:~;;~~~~~: ~N:!~KSvrrv --~ 
I -~KKtNE~~~~~fr~O:...oNts~E~~:~~~~~- I 

Koko tai yksiosa<r>en potvmivet voidaan korvata vanhamm1Ha potil.ailta, JOIIIa on mvalflkon. traumasta 
JOhllNJI n1veltulettduksen. reumaattt.en nweltutehduksen tal aoamman rmplantm nl<.koontumosen 
aoheuttama entt(!Jn kivu~as taltal""'"""" vammautunut nivel. Ykaiosatsen polven kor)Suslel<.kausta 
taiVItS""'IIa aonoestaan nlvelen yksl puol1 {mediaaJinen tai lateraalonen) on vahingoottunut. Koi<o tal 
ykaJos<l•""n polven k<><vaam•sta proteesllta voldaan hark~a myOs nuoremmilkl rot•la1ll<!, JOS 
yk.,osalsen patvan kiistaton tndik.aabo on k~urg1n m.elesUI suuremp1 kUin le1kkaukseen lilttyvat rtsi<it 
poblaan tk~ huomioon oltaen. ta JOS vo1daan otla varmoja. ett~ potolaan alctJIVISUUtoon ta polvmwelen 
kuorm1tukseen llill)'Vat ratoOiusvaabmukset vo1daan tayttM. Tahan kuuluvat my<>s vaJkeast• 
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l"kunndlllsa51r vornr'>aUILJr•eel ~OI1Iaot 10111" 0'' use<le ;ourro•tuMrto n,v.,l•,, ld I' 
l10kkuvuuden paranem•nen saartaa parantaa elamanlaatua h"on,attava;tr 
KONTRAINDIKAATIOT 
'3eumavat blat oval koko powe" tar yhden nrvelnosta" koc•3ov"n prow~'"' •ontr,, '"''' ,,., ·, • 

1 Al<ttrvinen paikall•nen tar systoeminoo tulehdus 
Luun tar lrhasten vahyys. ""'teoparoo..,, hennosto~ JS llhasto" he1kko kun\'c 10 "'"'I"" 
vensuonet kysersesM raa)assa, ett~ toomenplteen suoottamonen e1 ole puolusteMvr;-sa oesrro 
·u~evien lrhas- JO Sodekudosrakentoidon puuttumonen tar nrvelen neuropatral 
Luu-rusto·rakenleoo prtk~lla eclonneen hiovi~m1san tar oi\•Ust1erden helkon kun"'' , '"'"'"11"'"" 
varkea epavakau" 
YI<S•osatson polven kortauslerkksu; on koNraltld•korlu pnn~rllo, 10rl'> "• •)II <' 
pysyv3 ulos- tar SiS1anpolinkMntymmen 

liUOMAA: O.a!>BtBsta ar ole tmota•soksr katsmtu kontramdrk<tatroksr KDsi<a dlaOOtc>ta corm>tddl.< 
•h<ni$ell~ komplll<aatrmdan, kuten luiohdustall, haavan hr!aan p~ranemoson 110e rrskr on s~uwmpr 
•1\dkann un hdf•rttova lorkkoan. •<>rko po"rorot~eS<!l '"o<rt~lt" ""'"Poa <irabeh'c.t" '"" "',"'' "'I' 
'~"n1salla 
VAilOtTUKSET JA VAilOTOIMENPITEET 
HUOMAUTUS: 

En valrnlatajien tat err implantlljli~estelmun kuuluvra omplantteta lat koeo51~ e< saa 
koel<aan kilyttll~ sa"""""kal-i. 
Pol111protaall!n oela el sea kOfli<aan aoentaa uudelleen. Veikka implant!! nilyttaa 
moilteattomalta, •ltna saattaa oHa mikroskooppisoa vokoja. jotka sarrttavat iohtaa nn 
pettii<ni ........ 
KilyUi koeprotee&e!S ama vain koetarkortukoiln. K<>&~>roteeeeja eo saa koota yhleen 
PYSY"'Ien omplantin oaien k.onssa. Koetmplsrottion koko jne. On oltava •ama ku;n 
PraYVbti u""nettav"" lm""'ntin. 
lmplantlooja.,;""" muuttaa tai muuntaa mil!ll~n tsvalla 
Uoeldan tapln relklen poraaml81& proksirnao'llls...., ~biaan to!ytyy vdlttaa, 311la M saatta~ 
valkuttaa 5illtituun putistusv<>moaan. 

>-IUOMAUTUS: Seuraavat trial yhdasso tar eroks""" kuu•mr11ova1 "V"""ta ra'l"·' ~· I""· ,, !reM··' 
potrlaarl rosl<ra menan~• polvlp<<Mesr 

1 L.rkalr~•vuus tar p<Jtolaan 111~" ''""'' parm. 
F\uurmlllrnen tyD 
Akllwrnen osallosluorllor"n uri'~"'' 
Potrlaan korkea akt11vrsuusta•,c 
Kaatumrstor:tanni!l<o•syyo 
Alkohnlo tao huumerllppt.V<II•c 
Muut vdmmat. tolanteon mu'raor 

Ylla ooarntttUien Lrsll.ksr seuraavrlla fyysosllla trlorlla ~r 'ltld""·'" ur eo.ko•wro ""'I"' "'·1" '"''""'''' 
hartalllsesto potv•a kmvaavan rmplantrn k11nMykseen 

1 Selva osteoporoos, tar ha•kko luua1nes 
Alnaenvai~OunnolllSet h11rn0t tal syst.,.rrrosat IMkrrorral"s•t lloidot. 1otkd J~htc.,at "'"""v""" 
mplarohn k11nte~n luutuen heikkenemoseen (asrrn. dra~"te; '~"l'auo e,lmOidrh'>ld01 
rnmuunovaSioen herkannl"'11ordol Jn•) 
AMisemmat yle1set tao palkallosst tulehdukSel 

Varkoat epl!muodoswmat.JO•clan seurau•sena "'"'"''\''• on '"l"''""'e" lor"' P'-'"' ''"""·'"'"'''' 
asenamrnen va•k•aa 
Tukovan luurakenteen kawarn>el 
lrnplanton valmrsto"materraalrero &rMrtnarnal .<llerq,set r,,akt.ot :~''"' l~u»orrron·•·. ""•1ol, 
polyetyteenr) 
tmplantin syopym<ser. arhcuttarrrc\1 kudu;reaktro1 lor 11n~lanlrn k"l"mrt.est' '''" <>11,·1 
oolukku 

b Murden '""elton varnrnautur'>rs"t (osrm. >onkat tar r,llo.a<i 
lrnrlorrlrn asonnuksen on tu<iAttrt epaonnrstlJvarr "'"""'"'"' P"l•l•rll,, c.rll,, ""' q •ll& .. c,ll 
'd'""r.o tar Por.,n<>Onrr' '"'"'' 
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KUN KIRURGI MAARITIELEE. ETIA POLVEN KORVAAVA LEIKKAUS ON PARAS 
lAAKtNNALLINEN SAATI\VILLI\ OLEYl\ VI\IHTOEHTO. Jl\ PAATTM KAYTTAA TAT I\ PROTEESII\ 
SELLI\~LLE POT11..AALLE. JOLLA ON JOKU YLLA MAINITUISTI\ T1LOISTI\ TAl JOKI\ ON 
YKgjNKERTI\ISESTI NUORI JA 1\KTIIVINEN, ON EHDOTIOMAN TAFIKEAA, ETTA POTII..JV\LLE 
KERROTAAN LI\ITTEEN VI\LMISTUKSESSA JA KIINNITYKSESSio. KAYTETT AVIEN MI\TERIAALIEN 
VI\HVUUDEN R.'JOITUKSISTI\ JA ~ITA JOHTUVI\STI\ TARPEESTI\ VAHENTAA TAl POISTAA 
JOKIN YLLA MAINiiUISTI\ TILOISTA. 
Pot1laan klrurgiSiln "' leikkausta seuraavan hoK!on 011 tacahduttava min, ell~ otetOlln hoom1oon 
kaokki olemassa olevat tilat Potilaan asenteet tao vaunot, totka johtavat hanen 
l<ykenemltMmyyteensll novdanaa klrurgin ohjeita, saattavat hldastaa lelkkauksen Jllkeista 
toopumista ~ lisata haottavaiku!usten r~skia, mukaan luk"'n 1mptantin tai omptantln ktlnmtykoen 
~misan. 
Lliatlinen fyysonen akhlvisuus tai ni~lean kohdostuva trauma voo a1hoottaa polven korvaavan 
1mplantin Iotan nopeon pettamisen, koska 1mplanton asento saattaa muuttua tai se saanaa murtua 
)altai kulua. PoM~Ien t~nnlk61atl klytt6lkU ~ tiRI hellcelll ~ tunnel:ll. 
Potolaatle 011 kerrottava. eM telujlll, kuten pa<no 1• al<toivisuustaso .. attavat merl<ilt~v!lsll va1kuttaa 
kulumiseen 
KAYTTOOHJE 
Ennan lelkl<auatll 
KIRURGIN ON ENNEN LEIKIV\USTA KESKUSTELTAVA POTILAI\N KI\NSSA IV\IKISTA 
POrtl..JV\LLE 1\IHEUTUVISTA FYYSISISTI\ JA PSYYKKISlSTA R.'JOITUKSISTA JA KAIKISTI\ 
LEIKKAUKSEEN JA PROTEESEIHIN LIITTVVISTA SEIKOISTA. Koskustelus'" on tuotava esolle 
nivelimplanM asentamosesta aiheutuvat r3J01tukoel )a mahdolliset muut oeurauksot I" tarve 
nmoda!taa k1rurgon pol1iaalte antamia ohje1ta loikkauksen flllkeen. Urn~ l<oskee varsinkin potolaan 
akti1Visuu1een ja pamoon lilt!yvl~ ohjelta 
N~ld<H1 koko tao ykslosa1sen polven kOrvaavlen proteesios1en le1kkausta edolt~v~ suunmttelu ja 
lel~kaustal<nill<ka oval tulosta useKI<m koko ta1 yksiosaisen poMm protees1en kahit!elyty~n a1kana 
saadusta leikkauskokamuksBSta. K1rurgo er saa alolttaa m1nk1U!n polviproteeson klllnistll k~yt!(lll 
ennen kuln Mn oo Mustunut huoletta ;uun kysois""" implanttiin llitt)'lllllln leikkauslekn.,kkaan 
T1etyt menetetmat saaltavat muuttua a;an mukana, kun k,;nonen l<ol<emus kart!uu. Tarkeimml!l 
muutokset O$itat!llln Sll!lnnOIIosoll~ klrurgeille tarl<ol!etullla kurssellla, JOLlie on suooote~vaa osallis!ua 
sl!annOnmukaosest,. Leikkausteknllkoita koskavia esone•ta ja vKleoita saa OePuy:stl! 
Koko tao ykslosalsen pcMven ko~auslelkkauksen yksitUI1Sia sh<!Ottoman tarlcas!1 noudatetta\Ola 
edallytyksl~ oval .. uraavat 

1 Merkllt~va n1velsa1raus s!llln-Ja re;siluun tal reos11uun ;a polvllump,on ponno1lla 
;·- Vakaat ta< korjattavissa olevat SM . ..,teet 
3_ FysloklgoMn tao kor;attavissa oleva aksiaalnen lontaus 
<.. H)'VIIss!l kunnossa olovat Ml1pa,se1 reislhhas· ja kinner;annemekanosmlt 
5- Setlainen poiVIIuu, ;ohon polvilumpio-osa voidaan asentaa 

Leikkauk8an alkana 
On suoslteltavaa, etlllleikkaul<sen alkane on saatavllla ylomiU!raosi~ omplantte;a, JOika oval kooltaan 
suuremp1e ;a p"'nemp<a ku1n kaytettav~ksl suunnotehu 1mplantt1 
lmplanttlen olkaa k!lsittely on eh<!Ottoman v!tttamattlnta. Vain steroilej~ kirurg1s1a hanS<kkalla 
kayrulva henkl10st0 saa k!lslletla nM! proteese;a. Protees1 "' soa koskenaa kovoo esinerta. Protaesin 
huoko1stoo ponto;en kosketusta on o!Utetlllv~ kankaan tai rnuo~en vastaao1en materiaalien l<anssa 
Jokrunen omptan11n oo;a on """"" sen k.'lynoa tark1stettava silrn:lml!araosesto, ;otta kalkki viat 
IOyl\f\1~1. lmplanton osan VIOIIIumonen tao !rKJutokse1 saattavat aoh-euttaa ras1tusta jallao a1heuttaa 
viko1a, jotka myOhemmm aiheuttavat implanlon rikkoontum1sen 
On suosoteltavaa k~ytt~a tiettyja lelkkauslnstrumantte;a tam~n lal~kauksen suoritta1111seon 
Kyseosten 1nslrumonlllan kl!ytM ja kasmetyn kertaus on t!lrke!ll!. Lonjaus- ;a leokkausoh;aomet on 
oa.-ostettava ennen l<'likkausta. Ta•puneet tao vah1"9"1tluneet inotrllment~ voovat a1heuttaa omplanton 
vMriln asennon tai johtae omplantin rikl<oontum""""' 
Lu•monloJen asianmukainen puhdiSiam1ne11 Ja vatmistelu on Ulrkaa~ proteos1n kl01nllyk5en kannalta 
L-uon poiS!OiaikkalJSta on r3JOIIettava vam omplantin SOV1Mm•seee oarpeelhseen maaraan. Luun 
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ll'olltncn po•sramtnen '"' "">'<del• ta~~tcfl kaytto vahr~etd~n 1ukenu>eefl .,, 
hairiOthm 1• luun ltukenemtseen ja St!Ui seuraavaan "npl•nttrt p<'ltanliSe€" 10tltt u • 
l~y"tymosesta tat epamuodostumtsesta Kun luuptr>tu1a valmtstellaa" 1a tmplantm ""'to"", 
paokotlleer1, on huolehd~tava ookaasta rm,auksosta 
Ennen letl<kaushaavan sulkamtst• letkkauskohta or1 puhd<stet<dv" larka,tt lcun>t"Jt>Lt ''"'"'•v•, 
patkassa olevasta luusta, luusemenltsta 1ne Metalltwn/muovtsen ntvelplnnan ko«~<etusl<nMt·~., 

olevat vteraal htul<l<aset saattaval atheunaa tmplanton nopeaa kulun11•ta ja va~ra.1 >lfOtttumtsl.' 
ep~vakautta ja konoostota V!!ar~ss~ patka;s.a oleva '""Jill! at luu-ulolike•t votvat 1orrtaa ·mpl~nlt 
:;t~rtym'"""" !at ktvuloa<Stin Ja taJOIItunetSttll 111kksos11n Utkeldld on tarktstettava l)uulella 1-1 k'"J'""' 
larpeen mukaan larkasto_ 10t1a valtet1lan O>ten huonoo yllleen;up"''"'tta. epa•dkdutl•• '"' , .. , '" 1 
Lel~kauk""" jiolke&n 
Poltla<'n on ehaottomaslt r~uuJat~ltav" k"urQII\ hanel'o antortlkt '"'"""'LJ~C-t" 
>oskevta vamtlukso" ja oh)stla_ Le•kkau•sen ,alkeen pottloalle on •rtutsMotmva t-a••o" 
P1dettava akiiiV>SUuSidSonsa alhatsena, JO\ta korvatluun ~lveleero et ""11d•stu kollltJutoroJ,, '""'"'-: 
Pol•laallo o~ kolluttarnisen yhtaydes>11 annotlava tllydelloset "'"""'""' ollJ""' ,a varott 'k'"' J'!"k,· 
ko,kevat potolaan harjo•M<Sta, hottoa I" 11anen •"'""'""'"~nsa 111ttwo '·'""'"'''·' 
'-Aaar~atkao;seuraota rontgenlulkomuk>rno~n on suOSite~avaJ JOlla ''O•d3dfl "'"''"''' ·"""'"'rn~''' 
IPtkkauksen Jabtsoa ttloja ludt5tlmt~n soarr,>eks• p•tkalla wkavatt11d o""'" "'onnvtl ""'"'"""", 
loyslyrnr>ssta, tatpumoseota til murtumJSesta. Jos morkkeja yhdeota !at "'"am mas"' ,.,,, rmtnttu·,r; 
ltlas!a todotaan, potilasta on tari<katltava IJuolellt..,S!t, huonone,llstoclonnako"'''' ''t·tl 
•uunnlleltua a<kaissmman korjau""'kkauksan atuja on poMtttovn 
HAlTTAVAlKUTUKSET JA KOMPLIKAATIOT 
KokO tat yksrosaosen polven muo•Jous>eikkauksen !avail'" I'"' tutt.,.,.,.,,IJtukot,> 1, , ' ,,. , ,, 
ovat yler<eolt 
Yleisesli 

1 Vornamen tot my~hatnon yhd~n tot ""ean proto~''"""" lo;'>i)"TIInen_ "'""''"'" 
taopurntnen. nkl<Oulu!ll1nan. mur!umonon, ej>tomuodostumtnen tat kulumtne,._ oka 
kohdassa VAROITUKSIA JA VAROTOIMENPITEITA lue!el!utl'.trl setkkothtn 
!apahtua myt>s vorhwll.sen k11Mtlyks.an tat SljOittan>tsefl vunkot 
Varhatrlefl tat myohatnan tulelldus. 10k~ '"anaa vaal <a '""Pianttn rut<!"""'''·' 1 • 
r11velen '1ayktslarntsta leO;kauksnllo 
Ktpu, s11rtymtnan. oslltaonen OtJOtltoanmano, kouk,tukson pyktS1y•mflert, ~•en,,-'\ ''' '"'~rol.• 
s~aren pttenemtnen tat lyher1erntnen O'!en vailr~" ollotttrrmrs~" ''1"Y'I'I''" ,., '"' 
vuok>~ 

Pulyelylee<IIOS!Cn lltalltrlefl kuoumtnec rotstOSOJl valt~ngottt,ornt"en vuokst l<+tkK&U'"""" ""''"·' 
toysan •ementotnntn Jail"' luuo"'"" Ja/tat polilaan lllalltsen akt11vtsuustason tat I'"''""' vu<>k•,t 
~a.:!n- tao retstluun murtumat ~ookkauksen atkana syntyval n1urtum." 1Jtttyvd1 
•or,ausl~tl<kauksrtn_ epamuodostumotn ja/101 vatkaaan o>teoporooo.11n Letkkaukson 
"'houruneet murturnal JOhto.vat tavalltSesto ras•h•kse"A Murtumat ''oovrrt "''" <,eurd~ctc 
u~etdert tapm re•k•ert. dternpten ruuvmretkten, vilann suunnrrtun va,ennyopo.,uhe,• _,,,, 
soptn>alloman tat vaann 1aetun •uussmentm a<hetlltarntsta kuonkftrrnkS<"n v<utSlo 
Kardtovaskulaanset h3>n0! ld vsn!ukostulpoa. rnukaan luktal1 '"'"'"'"'"""' '· n' 
keuhkOI'llrisuonttukos seka syd~rtkohtaus 
Kudosreaklto!,luun ltukenerntnen jil/ta~ <mplanlln IOySIY"""e" m~t•lltn ku•rou>~·"' -'''''"!''"' '"' 
kulurntsesta atheutuvan kuolleen solukon ta1 trtonatslen sementtthoukkastan JOil~u"t" 
Llhaksan luutumtSmwtos Yarsrnktn ntieholl$., jOtlla on ltokakasvutnen ntveltulehduo, raJOII'LJ""' 
l11kerota ennen lookkausta JO!tal atempt letkka<.tSta adellava l11kemdan raJOiltunetwus ta'ta 
atempt lthaSiulehdus_ lthaksen luutumtsmuutoks<on """''Ymtstodenna"Orsw•. ''"'-'"·' 
pottlaalle on aternrnrn lehty leokkaus. saka tulehdus!apauks<s.a 
Laleraaltsen ykStOSaocen polvon muovatJsleokkaul<sen [OI~~tn"ll '".,ttclcl.lll ,, ""';t"'• 
11armohalvaus 

Helo lel~~aukoen j61keen 
HPmrrto""'" 

'/o 
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~- V10v~styn haavan paranominen Ia. haavan ammottam1nen 
',\, Uios- ta ls!l~npaioka~ntymonen 

4_ Kaokkolr >OJ)'<!Iyjaooiosjon liol!yv~ painum1nen 
MyO!oemil'ir lllildtaui<Pn Jill<ean 

1 Os1en v!iilr!in val1nnan tai sJtolttamosen. eroosoon i~o nll•eltS ymp!lro'lovan kliCoksen 
kaikk• ;umPsen aihellt!arna vdra li1kerata 

2. Nlvel ym~~n kudoksoo kalkkiutumonen ta1 luutuminen, /(lka vaokultaB tao eo vaikuta 
nove tl1iklruvuuteen. 

3 Pol· .ump1on rnurtuma li1an t!lnnltteeo tai OCiottamattoman l"'kkaul<:s<ln alkana tapahtuven 
heikkenomioeo seurauksana 

4 K)'lleosen tal vastakkaiSen rs.ajan pahenevat ongelmat.;otka jo/llu-r.tt raa~ojen pku~­
Kollo ja yklllo&IIIMII JIG'-' pi'Oteft.lln llttlyo<l kt>mpllku~ Mlin~lnen ja -.us ont 
la..uleimpla uwlnlalelk~ kutn enatrrunllstl. IUN\M t.trtlwWt lelldalu.t.ln yh~. 
TavaliOSiln ongeim<tn kuuluvat v011ion sljaont1 ia luuaineksen puute. Korjausleikkauksissa on 
to:>deonakOiSIS pdempo 1-elkkausaika 1• tulehdusten, keuh~ituiPP~en ja haavavtOMnpurkaumlen 
!odenMkllisyy!l 
TOIMITUSTAPA 
Koko )a yksi0$11Psen peNven osat on )lkStltii!P<tkattu JO toimltmaan STEAIIL~INA. Kail<ko metai~osat 
on S1entoitu silleilytlltm!lllit_ Poiyetyl..,nle.M~I vo1daan st..-llo1da kaasuPtasmalla tao S31eiyttl!oll\all~ 

l<uten pal<kauksen ulkopuolalla oo ilmQIIettu PO<sta pakkaus h\'I'Sksyttya asaptlsta l&l<noikka 
noliC:.ttaen ;a vesta lrun implant•n O<k;la koko on mUritetty . .lllnoaeta.tn m.ta111oeat: 1o1t llten«<ll 
imPiantti& IIi oko~...,U...U. mutt. oe on lliolt...,..ln~olfUI<oe.n lmplarlttn 
i'yyU!rtn ~ten mulaaioe.tl, tmplantU t1ytw huut"'-'la ja •terilolda ennen aoennuatB 
""""""'laoltjell.anOIIi:lllltDIHI. 
Ukrasu,..imolekyylisa.t/1 po>~""'"'"t!t (UHMWPE) valmistetut Sltl!ri· ra polvilumpoo-osat oo 
yksJtt~lspakattu ;a ne to,mitetaan STE"AIIl.f:INA Polsta pakkaus hyv~"-ytYn stemlln tekn10kan 

~~":='tl~~~J~~~';r·~:=~~"7'NG~~~~n-
11LIUliTEl OiJ'\JittiiS11J 
K~yta star"'a h""""en161tmp01Stll vettll '"' lysoolog1sta sU<llai,uos!e •mplantin l•otui<Saen. Loota 
•mplanttoa v~hinta!ln 5 mlnuuUia Kuivaa vattltomasto r• tarkistaim,::lantto ennen steriloontoa 
STEAILOIHTI (aln0bt8111\ll"lfiUo!lloul) 
JoS stenlotnto on tarpeen, on suooiteltavaa k~ytta.!l seuraa111a h)Nilksyttyr~ sten(iySVaalimuS1ason 
arvoja(SAU1CI-< 

Ko'llltlelyalka 
tO monuutt1a 

HUOMAunJS: Kai!<k1en stenlotntot<>meno~e,den sop1vuus on o~av.a as1anm>ll<a•sesto testattu On 
utfl<a.lla, stta l<unk1n tano"-en <!<'nan S1eri10inlllaolteiston ;a tuotwentl<uorman aootusten mukaiSet 
prosesslafV<>t atvooidaan l\rv1olnnin saavat teMa ""'" sellaoset henl<iiOt. 1oila on 
steoiiOinltpro...,.seihln li1ttyva koulut"" ia ~anto.mtemu.. Ia heid~n on ltSlll<sJ vahv<Stettava 
sterilolnnp"""'""'· sen luotettavuus ;a toistettavuus. Loei<I<Jstertloontia V{lldaan tarvtlt>UOSsa kayttaa 
as1anmuka•soo ~huokola~oksan Ohj,.dan mukalsesll 
HUOMAUTUS: ~aenlo.la el8108 s'-t1loldll u..--. 

3#-i$ tiAVOO I( POU.~ITI 

Vo\ROVANI: Podle fedntnlclt itlikonU (USA) mU& b!it Iento zdravotnk:l<)- pro-dak p<o<!an 
-16kart ,_no """i'oi<Y ~pis 
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POPIS IMPLANTATlJ 
,Jplnv denn1 1mplantal "' oklad" l jerlno•JIV<) ba1enetemoraln1, l1b1illn, o patalllrnl k<lm~or,en1y ,, ,,, 

(-en' ""'""dO pf1rocenC klouon1 plochy kolennl~o kk>ubu FemorSJni i<omponenta I" ~ovov~ o 
'"'~""' bvt pokryta pofflznl povrcholt{)u vr$1vOU T1blaln1 komponenta mille o)'t oe~<l : 

nebo se mute skiMat z kovove tlt>.Oinl mt'ky s por<!znl povrcl1ovou vrstvou a n~bo 
, j,ulyethvlerlove vlotky a Z8il~lovacicl"t komponent. N~kter<! I<QVOVI! l;omponenty mal' 

'" )(lu.o"" df'k) d/MbO moduiOm• <11ny Patelllrni \<Omponenta mute t>yt t<Onstruovi!tna pnu?e 7 
pnlv~t••ylenL,, nebo s~ mUZe jednal o polyethylenovmJ kompo!lllrllu s kovovou vy;ctut<>u 
In kcropartr~>•ntovy kolenn( 1<T'plantlll .., sl<tMB 1. je<lnotliv9 balene lemoralnl a lltHIIInl kompO.,~n'Y 
' ''"-"''· \ ~.ihraM piirozane klounni ploc~y jednoho Kondytu lo:olenn1ho ktoub<J ~emor1ll~· 
"""'~''""''"" 1~ l<.oYova mute a nemu•i by! pokryta por&n< povrd1ovou vrstvou T1b18ln1 
"'"'P"~~nta mule byl cell• z polye\11ylenu, nebo se mum skladatz kOV()ve Ubr!l.lni misky s p01ezr, 
'·''''·""''nu v~>NOU a net;.o t>ez rl t polyeth\'1enove vlofky a zati~tovaclch kOmj>OOanl Titanow;" 
,.U·fetnyleoove komponenty JSOu sluMatne s magnet1cl<ou rezonand {Magnetic Resonanc_e 
'·nc.y;llg, Mkl'l KornponenN 1 KO!l8IIL_, ~ chromu moMu naru~ov"l Kv"i<UJ sn1mkl' pi• t.'RI "YS<lll~n' 
POUltTIIINOIKACE 
'\'II·" '"'bO u11fKompartmentovil l<.olerrn, artroptast1Ka "" prOvc9dl" c11em ">'I'~" P01tybi<VG81 d "'"ill 
'""~oh<>Sl kO>uoe" poc,entL\ kte~l prokazateln.; map doslateWe zd.-ave Mst• k ''sa7e~• 3 upe"n,;,, 

q'"'l"'"""' 
KOMP0NENTY i:; PoREiNi P0YttciiOVCiu i:iPAAvciJ Jsiju-v USAlJR{;ENV 

PRO POUtlTi BEl. CEUENTU. 
VESKERE KOt.IPONENTY S NEPOREZNI POVA'COOVOU VRSTVOU JSOlJ URtENY K 

POUtlTi POUZE S CEMENTEt.\. 

~c ,,<,d~<iotun' n~ uplrt<>LJ """" un1koropartmentov<JU ~anradu kolan111t10 Klouou pa\il '""""" 
•Y'd"'Y"'' boleslm• omebo se zilva~rrou p0ruclou hylmos\1 Kloubu v d<islea~u usteoartro;y 
;'L"'''''"""'I'cM artro?y, <evrnaiO<dni artfll<ty ~ net;.o po •eiMnl !unkce pred~hozoh" •mp\orr\81,. 
'\.mJIJ8ty ns <Jfllkompartmentovou kolenn• ar'\!oplas\Lku JSOU nem"""i s po~kozanlm pouza je(lrt~ 
I''"'" klnubLJ tmedl:llnll>o nebo lale!alnlho l<.ompartmentu) Uplnou neoo uml<.ompa~mentovou 

'"'I"'"" kolenn•ho klouuu l;o "va;!tt 1 p!lpe>rle mlad~ich nenoocny<Oh, iOsll•!e die nilzoru operal€>a 
~~·h1Je801'~ •nd•kaoe uplnl> nBbO un1~ompartmonlovt l<olano, nlltrrady plav.Zute oa riz.ky 
'I'''I"''Y"'' '• •r§Kem pa<:1ellta. o ,estlt<e lze larutit ~n1±enl narokU na ailtMtu a <:Me± kolenmt"' 
"u'lll>ll Tyl;a ;~to invalrdn'c~ pac1entu s mnohotetn)'m kiOubnlm posh!enLm. u k'eryc:h by zvv>ao: 
;!"'·fbi"""' kolenn•hiJ <1''""" '"ohio v<lst k vyznamm'>mlJ 7l~ptec .• kval1ty iiV<Hc1 
KONTRAINDII<.ACE 
'"'""~llldl\c;ce,n; \lp'n~ ""~" .• r,k.ompartmentove ooh'M\' l<.olelln1nco Kloull" 100u "'" '""''''-"" 

1\J< I''"'' lokalo• •wll•J ;yste~'<>V~ '"'"'"" 
clhyi~K koSin' neba svalove tkSn~ oste<>poroza. ne,-...ovil.,svalove 1""'-'"'Y l)>'bO """' 
clelielenc~ Y oblasti post1ZoM l<ontel•ny, a to ""'o\'K z3vatne, le t1nf ope<aCn1 vyko11 
"''"nosnym lnapr absence svalovycll a ~lachovych podp(lmich strukiU<. \<loubn1 nauropallei 
•iy>_namn!l "'kund,hnl nestabiMa pl• po1<.!06il~m LJbvtku ostaochondr:;.ln•cil otruktu1 ""~' 
• lw\ll>n1 •ntegnty llolale<Binlch vazu 
l"" Kompa!lmentova nil~rarla kolannlho 1\loubu ,e 1\onlra,nJ,I<ovana u ne,lLUC"V". >e """'""'J" 
I'"'" valq(lzo, nebo varOm1 (le!orm•tou (pl<lvy~'1·icL 30"j 

POZNAMKA.. Dtab•tas mellitUs nen1 v ooutasne dob<'i povazoviln '" kun~alncll\<aLi 

'i!hlectem 1\e '~""'"" "'-'"" >nn•pl1kac1 typu 1n!e<ce. tpOmalen(lho ltol"n' ;ar, apo<l 
, h:l\yn> d1al>e1em mus, ~I<M prospMnost Mi"trady kolenn,ho I<.IO<JbLJ peCI'''" .,,.~;_, 
UPOZORNENIA SEV'EtNOSTNI OPAT!\ENI 
VAROVANI 

tmplantaty a •kullebnL komponenty odnl•nYch vyrobcU by nlkdy nemllly byl pouiwany 
souCaonLI 
Kamponenty ni.hr•dy k<>lenntho kl<>ubu nelze reimplon!O'Iat. I kdyt so tdO implantat 
11epoikaun.j. mohlo u n~j dojlt ko vzniku mtl\rosl\opick)ich po!ko••n• \<tere by mohty 
•p•lsObr\)eho nbledno solhonL 
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Zkuiebnl lmplant.lt Yidy poullvaJ'- pn> auiebnl Ufely. Zkulebnl komponenl,- by 
nem61y" bjt nlkdy komblllOdny •• t.idnjml kompon•ntaml, urt&njml k trv•t• 
lmplanta~l. Zlcutebnl komponenty musl mit s111jnou konllgura~l 1 vellko•t jako 
odpovldlljk:l kOmponiH!ty" urfeni k lrvlli lmplantacl. 
lmpl1ot*y Udn~ :rp~.abem ne""""- lnl fiiiiPI"IIvu)ta. 
Vyvarulia M vrttnr tetnych otwril do proxlm,lnl fi.U llble - molllo by dojll k omeunl 
lllkovt pevnotti ~ble. 

VAROVANI: NasledUJicl stavy. a! <d sa vysl<ytuJI )l!dnoUilt<\ nebo souWnA. vedoo k ,.Yznamne 
zatlitl POSI1ieno! koo~etiny a nlislednoli<e zyyllenl ril:ika seiMnl fun~ kolennll"lo 1mplantaru 

Obe.z1ta Mbo nad""m;l hmOinost paclenla 
2 Manu;ljni prilce 
3 Aklivnl oi)Ottovno ~innost 
4 Nadm~rnli ak~vita pSC<enta 
~- Pravd6podobnost p!\du 
f zavoslcost na alkoholu nebo drog;lch 
7. J"'lll hMd1capy. 

Na.;ledujicl <:horobne otavy. at <d se V)ISI<)'tuJ• jedt'l<l~ill<l nabo oootH!!nol. ovliviiuJI navlc neUdouclm 
zpUSObem AA;,co l<olennl<:h ol'njllanlllt(J 

1 Zlvatna osleopol6za nebo nlzlc;l l<vaila l<ostnlil<ion~ 
< Metabolickt\ poruchy nebo sys!amova farmakoterapoe s n!!slo<Jnym progrMuJ•c•m 

zhoMvanlm opory lmplanto!tu ze strany oo41dni i<osti (napr. dlab<otes mellitus. ib~ba steroi(ly. 
imunosuprssovnl I""' poe ald.) 

J Anamn<!za cell<ovlo noobo lokiolnllnfel<ce. 
THI«\ deformity vedoucllc po!kozenl llxace nel)o nespr-Ovnamu poslaV<!m 1mplantatu 
Nlodornvio onemocnolnl nosnY,:h i<ostnlch st<uktur. 
Aiergld<e real<ce na materialy Jmplantatu (napf na i<nstnl oement. kov. polyethylen) 
TkMovtl reakce na kor<~zi omplantatu nebo drf vzn1lclou jeho opotrsooorm 

a Pos11Z9nl Jin)ich kloubillnapt. kyell nebc hlezna) 
Vyt.SI v)iokyt seiMnii<Klkce 1mplant~u byl pops;!n u paraplegilcU. u ,.mocnycto s mozkovou obrnou 
a Park1nsonovou namocl 
JESTli.?:E OPERATER URCI • .ZE NAHRAOA KOLENN(HO KLOUBU JE PRO PACIENTA 
NEJLEPSIM MO!NYM ~ESENIM A JESTLI.ZE SE ROZHOONE PRO IMPLANTACI U 
NEMOCNEHO S vYSKYTEM NEKTEREHOZ vl'SE ZMINENYCH STAVOANEBO JEONODUSE 
U MI..ADE A AKTIVNI OSOBY. JE NAPROSTO NEZBYTNE POUCIT NEMOCNEHO 0 
OMF.ZENICH STABII..ITY MATERIAI..O. POU.ZIVANYCH V IMPLANTATU A PRO FIXACI A JEJJ 
DOBRY VYSLEOEK Z TOHO VYPL'i'VA NUTNDST PODSTATNEHO OMEZENI A NEBO 
ODSTRANENI KTEREHOKOI..IV Z VYSE UVEDENYCH STAVO 
C11irurg1cM a poopeOO!I pete o peCI&nla musl t>yt provtld<ina s PatiiCnYm zohledno\flom v!ec~ 
exis1u]lclch stavil Ps)l<:hicke stavy nebc poruchy V<!c!ouci ~ tomu. Ze paclent nedodril dopo~ooi 
chlrufga. mohou prodlouZII rei<onvelescencl po cperac1 alnebo ;zvy§~ nzoko netad<>uclch reakco 
vtetnol seiMf"/ lmplantlltu nebc jeho fixace 
K pr«i~asno!omu seiMm funi<ce omplantatu mUte pl'is~ nadmt\ma fyzickio el<tl"ta nebc pcoranolnl 
nahrazenBho kloubu. • to nOsledkem zmeny polohy. lraktury alnebc opolfeb<om •mplantatU. V 
IHiut••n6 doW nenl jedn-ni urt•n• pledpoli"cton~ della lunktno•ti ko!Mnlch 
lmplantitU. Pae~ent by m~l b'i1 inlormovibl o tom. ze laklory typu ttlesM hmotnost1 nebo stupne 
fyz1ckb ai<IIVI!y mohou V)>znamnym zpilsobem ovl1vnit opotfebov;lni omplant.<ltu 
NAVOD K POU.!:ITI 
Pled operacl 
CHIRURG BY MEL S PACIENTEM PA:EO OPERAC( PRODISKUTOVAT JEHO VSECHNA 
TEI..fSNA I PSYCHICKA OMEZENI A VSECHNY ASPEKTY TYKAJIC( SE OPERACE A 
IMPLANTATU Roztlovor by se ""I tjkat cmozenl a matnYch dt'.osledl<ll nat>rady kloubu a nutnost1 
dodr.!ovanr doporutenolho ret.mu po operaci. zejmt\na s ohledem na al<!ivltu a tvnotncost pacoenta 
Pfed<>p8fa~ni pl:lnovlino a operabol technoky implantaoe 1<\cii!O Upln'f<;to nebc unokompa1meriOV)'ch 
i<omp.onem nlihrad l<olennlhO ~loobu byly vyv1nuty na :Uoklad~ oparatnlch zk~nostl l l"iVo)e 
mnoha Uplnych nebo unokompanrnenlovY<:h kolenn1ch omptantatU. Ch•rurg bY nen1~1 p~stoopJI ke 
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r'krorn., uZ•Ir iadneho kolen" Ito .mpl'lrllalu drive. doktKI se duk;adnci lesezn>imr >e .<j>eclf"'h 
r1etodo" 11nplantace Nlll<tare melody sa mnhoo ¢asem zm~M 11m, 1ak jS<lLJ zosk;)v,Lmy daiS1 khn•c\:•• 
?kuSeno"t' K"t•ckO zhodnoceno t"kovych zmOn 1e prezentovanu na pra>11dsln<l ~ofodan~ctl 
'""r.org1ck)'ch '""lruktaln•ch kU"'<J'th. tetlchZ prav•dalnou nOv~t~vu do~orui!uteme !Jrdu.-y n "den 

PHurglckyrn teclmlkam•tsou d"'tupne ve spofeCnosll DePuy 
K~ 7 vla!itnom a ""zbytnym podm1nkl1111 Llplne nebo urllkompdrl!nentove n~hradv kn""'"·"n 
hlr•rO 1e '"'lno pfisnli dodr:Zoval pan1 

1 Vycnamn~ ostaoartr()za t•biu-lemor"lnlho a1nebo P"l~lo-'c'''"'''l'"t" """MihP 1 
t,tab1ln1 nebo r,.onstruovatelne pOStranno vazy 
Fy71oluqlc1m nebo koogovateln>'i owva poloha kiOliD<r 

1 lnl'"inl m qu"<incep; n ustro1• kolcnru ;l~chy 
"'lllie l'llrlo pou.'rla ~"le'Orr,. kc><n[hol'eniA ;ool C~'-k-.- r '"" j,;t .·l10rlne I~' •''"" • 1,•, 

'"rr,porrf•~ty 

Peropera¢no 
V pul'"''" op~race oe !Jopur<rf<r;O !'Ill k d.>pOliCI L iJ;>\' lll;l·<lli,H1 Jfotn~ '-'''" 
'"lr'<G>I' ve smvnllrll s velokost• zamYSI<JM\10 omplanliliP 
Povm"8 J< Cddna man•puloce o 1mplantaty S HOplanlllly r~dnlpulovat pOuir ~·oorral '" 
"enloLJcll chonlfgiekych Nkavrcl<:l• ZaiJrao\le kontakllJ lmmpone.nl s IV<d)'n\1 pfedlll<\ly 
Zabmo\le kontaklu porhn<Ch povrchu > lkanonarn1 nebo s Jlnym• rnatan81y uvolo\UJICirnl ;lakrr" Pf% 
pout•l11n 1~ vZdy trcha vS"chny kompunen•y implantatu prohlednoul o ohladern na mo:>nA 7~v"dy 
Poiikoteo, 11~bo v~dy ktere~ol1v <Omp<ln€nty 1m~lantO•u by ,e 'l10hiy stot P'''-""'" oellr,ln, 
•rnplar.t,il" 
1,, p1ovi>deno <laneho ohrruiQIC,,elro ry<o11u se doporuCute pouZot1 ufC<tydt sp<Jc•illn,;h Llll'lii[I'Ckycl, 
11aWo1u J~dilleZLt!> pteckouSel "' pou.':11i a man1pUiac•s tem<lo nastroJI Pied chirU.-qlc\;y!ll vykanen· 
I'' tHr~ >kun~olovat ;amMovaoi m\;l•nw a lelaC< blotky Ohnuta nebo poSkotene rHS1COJ~ r·wtrn•• 
vee' f neopriwn~mu umiSII>rll a naslednomu selh;m, funkce 1mpl~ntatu 
K ''""''""' IIXace .,nplantalu 1c dUiel<te pOCIIve o~l~t~ni a pllprava koslnkh povr'-1111 Hoso;>;"'' k<16lr 
''Y m~la Dyt provedend v rozsahu netbytnem pro umlst6n1 1mplantatU. Pflli~ne odstran!>tll 1<0S1L ~ 
nebo rmJ±ill mnoh" hfobu K JIWin• .. astrolu mUlevl>sl" mechamckYm porucllilm a k •e~o1pcr kos11 
' '""led~ym selh!ln1m 7 dUvodu uvoiMn1 oebo delorma<.e rmplaolatu P~ pfipr.w•• ko;.tnlch 
pov1Chll o plad usazen•m komponent w treM zattezpeC•t Je]ICh lildnO 7arovn.ln1 
OpmoLnr m1slo 1e !feb" peCI1ve pled uzavran1m OC>silt od koslnichUbmku, aklopiCk~ l<.osl• knotr~il" 
''""'~"!" old CiZO!OdB tas11ce mol1ou lpOsobit oarlm~mll opotlebenl kovov)'ch/plestov~cll 
klo,brllel\ povrLh(r Ektoplc)<.> kost olnebo koSini ostruhy mohou vast k doslokao nobo k boleslrvym 
• or.,~?enym p<>hyMm Je ttaba p<JClovb Ll<ontrolo>~ol rozsah pohybu o ohlocler<r "~>rr•vne 

copu<lli>111, nost,.bdrhJ nebo 1mp111Qnmertl a provO&! >~hodne upraw 
Pooperatm 
Je extc<,moe duleil\o, al>,< pac.el11 presoil OodrZMallnSinJkce o upozorn~n1 cl11rtr•go ., j'Onperotr, 
ret1 IJy ml>lo byt poulilo rn;vlidC<ln)'ch paotupU Po ope<ac1 J" tf€ba <arubl, aby p.~c•ont nast""' 
urnv~li ovil lyz•cl<ll akbv1ty lak. aby byla kloobni rt~nrada Chrionbna prob bezOLlvodne zlllilZ1 Pac1ent 
by mill toyt pit pfOI>uSiilni' ne•nocn1ce vybaven p1semnym navodem a upozorn<lnim ohlerlr>!i cv<te"' 
o tora~1e a o v~ch on>elen1ci1Jeho fyz1ckl> aki!V<Iy Ooporuteno te pravodelnl> provii<Jilni konlrulnloh 
vySeilen• v~el<l£ rentganov)'cn, • pe<':ltvym srovn~nlm s predchollmi poop<JraCnim, nale.:y, abybyly 
lncl•y~eny pfipa<lm\ .:meny polnhy. uvolnilnl, ohnu11 nebo pmsl<null komponem Pai<l<!e je Mle1en 
1e~en nebo v•cero z l~chto stavU, je treba nemocno\ho peCiive sledtwot 'Yhodnolll 
pravdolpodubno•l daiSiho thortov~nl a uva~•l motny plmos C<>Sne rev1ze 
NEtADOUCI UCINKY A KOtiiPLIKACE 
K 0be<M nej(a•t61ilir'1 neZ;ldm>cln. "~111ku11• o kUinpl1l<ac"r uplne nebo nku nf'.'HWle0'1C.«• 
'>dhfcHiy pdlil 
Dbe<:ne 

1 Co>nn nebo pocdn1 uvul11~111 \1b1aln1 pokles. ohr1\JI1, prdskroulr ?ion•~'"· deto,~ace "~bn 
,opotlebenl Jedro9 nebo v1ce komponenl lmPiaotatu cot CaSJo souv1si s lal<torj uvertenym1 , 
bod~ UPOZORN~NI A B~Zp~(:NOSTNI OPATI'l~NI K ··"o'n~nr mule riOJ•IlM oO~I~r"en, 
rw>prevne r"""'" nebo un11S11in• 
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2 Casnll nebo pozdni 11lfakce. kler.l mlde byt d(Nodem nezbylni!ho odstranMi impjant.atu a 
n~sJ!>dne artrodezy 

J Bolest. d'1slol<ace, subluxaoo. fle~Cnl kontraklura, sno~eny roz>ah pohybu, prodlou!eni netJO 
zkr<icenl dolni konCaMy n!lsled~em nespravnl!ho umlst6ni, uvoln~nl nabo e>poUebeni 
komponent 

4 Nadm~rn<! opotrebeni polyethylenovych komponent v dUsledku po~kozenl femorlllnl 
komponool}' v pnJt.'ihu operace, UvQin<!nl ""mootu atnet>o kostnie/1 tragmentil alnetJO z 
dilvodu vyaoi<O f)'Zicl<e akbvrty nebo nad>dlhy pacienta 
Fraktury Ubie nebo femuru Peropar<~O:Oitrai<tury /SOU obvykle sPoreny s revizn'm' op&raCniml 
yYkony. delorm1tamr alr>ebo zavafnou osteopor6zou POOj)erao:nr hictury jsou obv;~<le_ 
nllmat1o,Ym1 zl"""'n1nalrW. Fraklury mohou vznikat n<!sledkem defeldO v kortlklllno Mst1 kOS!r 
s mnohOOetnymo vrtan)imr otvory, s ot.oory pro ~rouby, fleSprllvn& zam&ten)im trezovanrm 
kosti atnebo z dilvodu nevtlodno!ho nebo """P'Svffi rozmisttino!ho kostnlho C$mentu 

6 Kard,ovaskulamr poruchy a rromboemboliol<a nemoc. vtetne !iln1 trombOzy a plocnl emllolre, 
infarl<tmyol<ardu 

7 TI<Move reai<ce. osteo'Yze alnet>o uvoln~nl 1mplant8tu v dirsl!>dku koroze kovu. alergie a 
netJO piltomnostl drt6 ¢i uvoln&n)ich Mste&lk oomentu 

8 Myos1t1s ossifrc:ans. zermena u muZir s kosrni hypMrofil, s pledopela()nim omezenlm 
pohybi>V<lSt'l a1net>o s myos1tidou v anamn"-"e vyskyt myositiS oss,fioans se zvyture. m3-lr 
pament v anamnlize operac1 a v plipadeoh v)iskytu onfel<ce 

9 MoZM C>bma n perooeus po latero!lni un11<ompartmantovo! kolenni a'<>plashce 
taan6 pooperaCnl 

1 Hematom 
2 Zpomalenll ho,eni rany ne!lo dellrscence ro!ny 
3 \18r6znl - valg6>-nr deform1ta 
4 Poldes spojoo)i se vmr polyetl\ylanov)iml komponentam• 

Po.tdnl pooperaCnl 
t NB<Iostete¢ny rozsah pohy~u v d~ol!idl<u nesp111vn8ho vyt>enr natJO umist~nl l<omponent 

nllr<~zU a/nebo periartrkul~rno kalcifil<aoe 
2 Penartil<ularni kalolfi"'ce nebo oslfrl<ace s poruchou hybnostl kloubu a netJO bez nl 
3. Patell1rn1 fr;,krura v dirsl!>di<u nap<!ll ne!lo n""myslnrOho paropereo:tltho OSiabenl 
4 Zhorienl obtill v post1!eno! nebo opOOlrO kono!etono! z dolvodu rozdrlno dlilky kontetrn 

~·kyt a z.Ovafnost kompllllar:l Uplno! JMbo unlkompertmentov• nillrady kolennllro kklubu 
jsou obvykla vytil u ""'lznk:h .,Ykonir ne;t u prlmimich operacl. K obvyklym r:moremUm pali'i 
umlsteni lezu a chyMnl kOStni hmoty_ U rev1znlct1 vykor>ir nelze vylo0C1t prodlou<eni doby trvam 
operace a vyMi vjo'si<yt rnfei<co, pl1cni emtl~ie a lle<natom v moslo! operaCnl r.lny 
ZP0SOB DODANJ . 
Upln8 a unokompartmootov!O kolennl l<omponenl}' fSOU baleno! redno~rv.'i a dod.i!vajl se STERILNI 
Viie<My kovov@ komponenty rsou st..-lli>Ovllny z!lrenfm_ Polyelhylerrovol komponency rnol>ou bYI 
st&l'll1zOVi!ny plynr>Ou plazmou nebo zlifenlm. ootje uveder>O na iitlll<u vnolj§lho obalu. Kompon&nl}' 
vyr>d~v"J!e z obalu fKluze uzrr.evanYm asepljok)im zpUsobem a ptlll<e po stanovenl spravne 
veOkosb- Pou•e pro ~ovov• komponiMity: ]Millie byll porul- slerlllla lmplo..utu, liter}' je 
viii~ ""<liiedl$ poaou;zenl181<ofe vhodnj- k zantj~u poutrtl, je plad pouiltlm n-ytnO 
lmp,.,nt6t opl6chnout a ste~ltzovat dkr nUiadujlcfch pokynO. 
Ti~1alnl a patelilml komponenl}' z palyetl\ylen<J s ultra vy&e~cou molekt>arnl hmornostr (UH"' High 
Molecular Weigh! Polyelhylene. UHMWPE) )SOu balen<! jedno~lv<l e dodavajr •e STERILNI 
Komponenl}' vyndaverte z obalu pouze LllnSvanYm """oiK:kYm zpUsobem a PO!JZ& po •lanoveni 
spr~vn<! vel•~ostr. Polyethylenov8 komponenty net.e opakov•n• sterlllzovat. Pro 
:r~~'~e kom~nenl)r: NEPOU.tfVEJTE, JE-Ll STERILNJ 08AL PoaKOZEN. 

K namoOOm im;:lact.llu pou1/~e stenln• vodu netJO fy<:o~ogrcf<Y roztok o pokoJov@ teolotlt lmplantar 
nam<*le na do~u n11n1m;IIM 5 m1nut V)irobek pa~ okam!11o! us~te Pled stenlizacl lmplan!ai 
prohiO<fn<!te 
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rno>Q!lssl'lrult bete~kre vonatkozlk. alc•knek t<ibb ozula1uk erontett, Its ai<lk sz~mera a terd 
MObll~llsanak n6vekedtlse az 61etmin0s8g J&lonttls JBVui~s;lOOz 1$Zelne 
KON'TRAINDIKAciOK 
A to~l vagy unikompartrnenUilos tltrdProlells beU!tetllsltnek a lcovetkoz<l ellenjevallatao vannak 

t Aldov r.elyl vagy szlsztemAs infekd6 
2 Jeleottls rr>ertekll osont~llomo!ny-hi~ny vegy ozomgyengesllg, osteoporosos. neuro.....,SCIJiaros 

betegsllg va51Y vasculans el!lorAs az enntett alsO vllgtsgban a be.aVIIII<oz8s ellenJ"vallatal 
kltpezo (PI izom los szalag to!maszt6rendszer hi;!nya. iziileto neU<oJI!IIhiaj 

3 SUiycs instabolotos az osteochondr!IIIS struktUra eiOrehaladott gyengesllge vagy az 
<>dalszalagok holnya moati. 

4 Az unikompattmenlllllls teroprotezos beU~etlls koolratnd1klin azon betegeknel, aloknek &UIY<>ll 
(30'felettl) Wn valgus vagy varus detormiU\suk van 

MEGJEGVZJ!:S: Jelen osmeretsk szerint a doabetss nem jelenl kMiramdllulciOI Ugyenakkor a 
lel'le1sllges sz&;OdFTU!nyek. mint pltld!lut a fertllzlts, tassusebgyc)gyuills stb. megas kcx:lulza1a m1aH 
az orvosnak alaposan ~~meg kell fontoln"' a tllrd~oteziS beUitetes javallatat sUiyosan diabetese$ 
betegnet 
FIGYElMEZTETUoEK U OVlNTElKEDi!:SEK 
FIGYEL.EM: 

KiiiOnbii.zli gyllrtOk lmplant•tumall H prOIIakomponenealt, vagy a kUI6nb616 
lmplantalum "'ndaul'flket IOha'"' haznliljo egyQII. 
A terd""""=l• kompone....,.el 10hl ne Olhl .. e be lljra. M'U ha u lmplantitum 'pnek 
t~nlk Ia, klalakulhattak banne mlkrt>szkoplkua hlb,k, amalyak el6gt&lens6ghe• 
vuet"--. 
Mlndlg hazn"Jon pr6bakomponenaeket a klpr(Jb.iliia c6J,I,,.. A Pf'6bllkomponenae~et 
soha na p.ar,.itsa a v~leg" lmplallt4ilum eamelylk komponene..,el. A 
l>ffiblkompo...,neM mliretalr>el< meg kellegyuniUk a ..ag~eg .. lmplanWum megt.llll6 
komponen....,k mHetetvel. 
Semmllyen m6don "" "'1-.aon, vagy m6d,.bon az Jmplantitumon. 
Kerlllja a t<lbb,..llrila c"pueglyuk fllriilt a tibia prt>xlm,lla rHdbe, mart u 
befolytaolhllljo a tibia nyomUlull.irdNgiit 

FIGYELEM; A ki'lvetkez5. al<ar onilMan, ak~ "''J)IJU$Sell fenn!\116 <!llapotok az o!nnteH vol-gtag 
lokozott lerhelliset Jelentik, es lgy a beteget a tO<dprotezi~beUiteles ek!gtelensill)ffi<tl< ma-gasabb 
kocko!zab CS<Jpo<lj<!ba helyezok 

1 Obe<~tas vagy a bet'".J jelent6s teslslllya 
2 Fiz11<ai munka 
3 Al<tlv spo<tolas 
4 A t>eteg )elenttlo aktiV1t.<lsa 
'i Val6szfn(lslthetcl estlsek 
6. AlkohoiJZmlJS vegy drogfuggOsl!g 
1- Eg)/Eb ·,~ vonalkozO ma-gt>ete~des 

A 1ent1eken tul az alilbbi akl!r Onall6an. aMr egyUtiesen lenn<!IIO fizikal OllapOtok befotyasolha!Jili< 
I<Ooooan a terdprot&zls rcigzlteset 

1 Kofejazett osteopOIO!IIs vagy gyenge monlll.col-gO Cllontilllomany 
Az 1mplantetum rilgzcleset ~sltll 16 Clloot.<l~om!\ny progress.zlv kilrosodasa anyaga~ere­
betagOOg vagy sziSZtilmils gyc)gysze"'" kezek!s k6vaik8Zlolben 
(po!ldaul doabete5 tnell1tus. sztero1d kezel&s, lmmunszuwresszlv tetap1a. S!b) 
Az anamno!z1sbe<1 s.>:erepiO gener<~IIZ<\~ vegy lcl<all• intekcicl 
Sulyos delormito!sck. melyelc az 1mPao1!aJum hibas rb-gzotasenez vagy helytelen 
pozicoooalaSilhoz vezetnel< 
A rOgzUI<!st blz!oslt<'t csontszarl<ezet daganata 
Az 1mplentatum anyagalra adotl alle<gols reakciO (pltld~ul csonte&mentre. Mmre, polo&thlll!nr&) 
Az omptanllltum Komlz10j:!ra V85JY az omplankltum kop~ll<irmel&keore at;lott sz1\vet1 "''*dO 

8 Mas lzUietel< betegso>Qe1 (pi cslpllk vegy bolulk) 
Az 1mplentlltum el1!9telenso!-g8,.,1< gyakoobb ejOfordulasllt telezl6k paraplol-gei<n-51, Lonle- k¢ros vagy 
pariOnoonos belegeklll!l 
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mMo>kU csonteUIIItoiMs vagy a mU,..erek rogzit~s~hez tobb csapszeg hesznl!.lata modlanokao 
zavarokat ~. csomtelszlv6d11st alcozhat, az 1mptenthtum l<dE!Zulllsa vagy deform816dllsa mJatt ~ 
mOtel kllvetkezml!nyes elel!lelensti(IOVl!l jam~t. A csontleiS<In el~kmrrese es a kompooensek 
pnzlCIOMio\sa sorlln megfeteiO teogelyi!jla$1 kell biztMitano 
Sabzaras el6tt a mOtllll ten.i.,tet ataposan meg ketl b&Zliten1 a csonutormetllktOI. eid6piils csontt61 
csontcemen"Ot, slb ldegentestel< a fhll m0any8;l ""ntkez(!si letszlnen tUtzotl kopast 
erodmOOyezhetnel<. A2. e1<t6p1Ss csont '""vagy csontkonovM diszlokt!CIOI, vegy ftiJdalmas Os 
t>ea<O!<ull mozgllst eredmoinyezhet A mozg;istartomSny atapos etfen6rzl!st igolnyel. ennak 
megilltaplta.ara, h<>gy nii'ICS-<0 1lleszl<edllor h1ba. irl$tabil1tas vegy be<slpl'>dlos_ Elten!s esatOn 
rnegleleltlkorrekciO klvlle.,zendil 
Poeztoper.tlv Utmutat6 
tv orvos artet eiOort ulaslu.&ok es figyetmeztet<!sek b&teg iottalo ozigoru b&larto\sa nagy relentOseggel 
bir. A poutoperatov llpolios i<lllszakilban az elfoga.dott gyakortat ozennt jaoj""k el A befegef 
figyetm&ztetni kell, hogy a mU!Mat I<OVelOen 112 al<t1votaB1 ozintjllt kori<!tozza a p6toh lzUiet tUlzotl 
1genyb~tettol val6 vl!delm& llrdeiUib&n ~lbocsalas ei6H a bete9')1 irasD&ro utesitassal es 
ligyelmezteU~oset ketl elloitnl, amety tartalmatta az elvl>gzendO gyekortatokat. lhel\\plllka! l!s 
akt•voto!<suk Mrmely korllltoziosat. A rendsze<es utllnk6vtiles )aVasalt, belelortve a rontgen kontrollokat 
IS. hogy a kol\\b01 posztoperatov <!llapotokkal szoros llsszehasonlilil•ra legyen leheWs&g a 
komponoosek pozlciOJanak megvtlltoziosanak. kltazultlstlnak, ell1ajt~nalt vafli megrepa(t~nelt 
hooszu J;!ovU jaleit vizsg<llva. Ha a lentl artapotol< kllz(Jl egy- vagy iObbnak a).-elt !Bdeuuk lei. a 
beteg szorosan koveteMO, a \ov!!bbi ar~apotromra. t..netOseget fat l<etl becsiJin•, <!sat kell gm.Oolm 
a loora1 revlz10 ek'lny~d 
sz0v6DMENY1i10; Es KDMP~tKACt610; 
A1: al<lbb lalrtak a leggyakoribb szovlldmllnyek bs kompllk>!Oilik, amelyel< a total vagy 
un•kompertment<!lis l<lrd arthfO!lle•ttikion<ll eiOfordulnak 
Altol6nos ut~Y6dm•nyft; 

1 A koral vagy kese1 k1tazutOs, a bbo<!lis bewllyedlls, meghaJIIIs, reped<ls. tor<!s. deformlillldils 
vegy egy vagy lObO pro«!zis kompooens l<op<!sa gyakran azon tenyezOitne!< koozc'>nh<;!ttl, 
matyek a FlGY~LMEZTET~SEIO; ts 0VINT~ZK~DtS~IO; rloszOen lall!lha!Ok felsorolva 
K1lazutl!s llitrejtlhet nem megfelatO riigzltM vegy pozlcioo81>!s moatt '" 

< Korai vagy kes.OI lertOzlls, mely az omplantOtum el!ilvolotOst!t bs I<Ovetkezmlmyesen 
arltlrodesist teS< szuksologesse 
F<ljdalom. lu><\ci6, szublux0co6, fl&xolos kontraktura, az ozlllet1 mozg<ls<>k beszukult.se vagy az 
als6 vllgtag hossz:abtlodllsa vagy r<ivldUiolse a helytelen po.zloion•lllos, kitazul;!s >agy a 
komponensak kopasa moaU alakuthat k1 
A poioet,IOn ltomponens relootols kopasa a femoralis komponens lntraopo.-at•v sGrulo!se, kilazult 
cement· o!slvagy cs.ont-lragmentumok (!s/vegy a beteg magas a<tiv1t8s• szlntie m••tt 
)elentkezhet 
A t1b1a vagy a f<omur t6rllse1: lntraoperatov tOn§.sek <lllalllban re.ozoOs miitl!tel<, deformil>lsol< 
Oslvagy sutyos osteoporosis telariln JOnnek l&tre. A posztoperatlv ton§.sek artelliban stressz· 
tOrl!sek. A tBrBoek leMtnok a kO<t1killlis delel<tusanak &redmeny"' is, tilbbszoros csapozeQ· 
lyukak. kor;)bbl csavar lyukak. I'OsS1: •r;)nyU csonlmar!!s o!Si\iagy nem mellfeleltl vagy ross.zul 
ei<SZiolt csontcement moatt 

t Sziv a. <!rreMSZBn kOroscodBo OS tl1romboemb6Ms megb&tegedM, beleo!rtve a vl!nio> 
thrombosis!, a tudllembliMt a. a sz•v•nfarl<tust 
S.Z6vet1 reakc16. Ooteoi)ISIS <!slvagy az omplant>l1um kllawllisa, metyet a f<lm korr6Zl6ja, alte-rgoa 
vagy loopils• tormelo!k vagy k1lazult cement darebok okoznek 

e Myositis oss1ficans. koilon65en hypertrophiBo arthnUsben szeohWO, mutl!t ei6H retent6s"" 
mozg:!sltorllltozoH eslvagy kor<lbbl my<Js•~sen o!tesett fertiaknOI A myos111s os•dicans 
gyakonsllga nO azoo eselekben. am11<or az anamM21sben l<or<!~bl miltet s.zerepet, val))' 
fert<'llo!sese1$n 

9 Aperonoos ldeg blonullisa lehet.ages laler:!IIS unikompartmaniHIIs t$rd Mhouplasztoka ul>ln 
Korol poszU>P•rativ u6v6dm8nyak 

1 Vl!rilml<!ny_ 
2 ~lhUzOd6 sebgy6gyuras vagy sebszo!tvlolils 
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l Vdrus --valgus delmm•tas 
4 TeiJeS polyalt\II.On i<omponensei< (all-poly! besullyede'~ 

Kilo61 poBZtoperattv v6¥6dm•nyek 
I Nem f118gfelel6 mozgastartomllny a ~<Omponen""k helytelen kl"ill•szl.asa vagy poll, orulil>,, 

becsip5des esNagy ponartikulllrls ka1CIIik<id6 m1att 
Pe~arl1kuiOns kaiCifikacl(l vagy csontosod!" az 1zulet• mozg>)' dkodltlyomta;,)v 'I 'd!J>' 
anelkul 
Patella tO<es " tulwtt feSlu<O' vagy a petella nem szandei<o> mute\ alall1 meygyeng.tes~ 1~1~1: 
A? enntett vagy at e>lenoldal1 v<lgtag sul\'{lsb0d6 belegs!)ga, melyet vegtaghnssz ku<Onb,oc, 
okoL 

A tolil •a untkomp.artmentlllla tt.rdprotaUUtaa 110r~n jelenti<UO kompllkiciOk el6f<>rdutasa es 
sUiyouiga ookkol nagy- r<~VIIliOo matttek .. ett.n, mint a p~mer operllciO kapcHn 
Al!aiOnos problllm>!k koz1)1 megemlltMd6 a b5rmets>l!s poZICtoMOisa ~sa csont:lllom8ny hli\oyo 
MegnyUII mtltillt•dO IJs az •nfekc16 megn6tt gyakonsilga, t<Jdllemtxlli!8e<O. ""bhematoma '"'"h"t6 ,, 
revizl6s beavaHmz8sok ;o,an 
KISZERELI!:S 
A lo!ill <ls un,kompartmenliiiiS tl!'d komponensek egyedtletJ osomagolta•, ~s STER>L k•s.:cr~ler.ue< 
M1nden fern komponens sugim<telihzilliison esatl ill A poltetlil>n komponensek " kulso 
c.omagolilson talalhat6 fellra1 szennt stenlizolthat<lk g2zstenloz810saao vagy suga~tantiLillilssat 
Csak a megfeleOl meret meghalilroLilsa ulan. a megtelel6 aszept1kus techmki!oval t:!voliWUk el ~ 
c;omagotOst Csak f...,kompOn&nHkre vonatlt<>zOan: lis a starll lmpt.antttum stertlltln•a 
"'"llk~r<IG)elezhet6, <Ill az orva. megil&lllfle ozerfnt a kiv&nt cOira rMg '-11\oszn .. hllt<l, akkor 
az implantl\t>Jmot o felhaoznOIOs el6tt meg kelt mosni 8s 11tarfii:UIIn• a kiiv&tkez<i <rtosltioi<Ok 
szerfnt. 
A nagy mo,ekcdasuly" pot1elll8n (UHMWPEt libt;lbs ~• patalllu>> mmponen>e• e~y~a''"~ 
,,,nma\l(lltak <lS STERIL kiSzere•llSLiek Csak a megfalalo merat meghatt.rozas• utan. a megfelalll 
Sleril tect.ntkavat tilvolltsuk el a csomagoiSst_ A polietilen kamponan•ek r>am ste~lll;llhat6k UJ'" 
Pol1el>l$n komponansekre vonati\ozoan NE tiASZNALJA. HA A STERIL CSOMAGOLAS 
SERLiLTNEI< lATSZII< 
M08AsfTI5Zl"ITAS 
AL tmplant:!tum M>!ztatasahoz ha>tr>i\tJOO "enl szo~ah6m~'sekletu VILe\, vagy flzloiOgi,b o<l<) ,j,,.,,. 
A>tassa az 1mplantatumot legaiOllb S porc1g Azonnal >7fintoa mea a term~kel Stenlll<ll"' ~lh;t 
o<LSgillla meg az <mplantatum01 
STERILIZALAs (CSAI< FI!:MKOMPONENSEK) 
ra a stenl•zatas szUkseges, akkor a kuvelk•zii pammetere• hao/ll~l"'' JdVdS'JII '"''~I"""' .,.,,,,,,, 
10' ~rtekli stenW•s• val6sz1nust\getiSALJ biZIOsltanak 

M6dszor 
(,Q, 

Ctklus 
Pre-v;lk<J<JI1' 

Hi>mBrse~let 
t:l2 'C 

Expczocil>s ido 
10 r,~,-,-

MCGJ~GYZES Bllrm1lye" steni!ZOio mods.>er alkalmassOg~t megfoleiOen VILS9al'·l kcl· ''"""' 
''ogy a m"'lleleiO elj(orilso~ parametare1 mmdan egyseg steniiZ<llo felsLeretl!se '" 
termBII~onltgorOCI<'>ta szllm>!ra val•dlllllsra i<eruljenok azon szakambarek Ottal, ak1k a stet1lll31a>• 
ettarasokban kep.zettek es lapaszlalattal rend~lka•nak, i!s II;IBIDitllk az etjaras megbizr.atos.>gal i» 
•eproduk;llhat6si!gi!t G6zs\enliz>!c•6 alkalmazhato. h9 az a doll eqi!szsegugy1 mt<lnoeny •o'inys've 
ezt megeng&dik 
FIGYELEM: Ne sterllizalja Ujra o poliel1l8n komponenaeket 

INSTRUKCJA Ui:YWANIA 

UWAGA: Prawo Fedaralne (USA) stanowo. i:e nlniejszy prod<1kt mo.>c bye spoZ<ldawany 
wyl<t<znt& przezlub z przepi!lu lekar>:a 

joe 
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OPIS IMPLANTU 
Catl<owila protaz.a slawu kcHenowe.,o sklade so~ z osobno z.apakowany<oh alement6w ud""'YCh. 
poszczelowych oraz rzepkowyoh przaznaczonyoh do plastyko naluralnej pow~erzohno •tawcwet slaW« 
kolanowe.,o. Elemenl udowy test 1mp~ntem mellllowym pokrytym pov.4oka, >'OfOWIIIll_ lub baz lak"'l 
p<Jwloki. Element piszczelowy mo~e bye w caloSo wykof'lany z p<Jioetylenu lub moze skladat s;~ z 
metalowet tado piSZCZ81oW<l! pokrytl!j porowalll, powto~ b.oi,dt tet bez lllklet powtok1, a lllkte z 
polietylenowego wl<ladu oraz element¢w rygluj'l")'d1- N~t6re !Oementy metajowe wyposa~one Si! 
w mo<lulame trzony orull<.>b modulame klill)l. Element rzepkowy mote bye wyk0<1anY z poloetylenu 
tub mMe byC wykonany z po~etylenu wzmocn1ooe.,o metelem 
JOOnoprz&dzoatowa prote2a stawu kolenowe.,o sklada •i~ z osobno zepakowanych element6w 
udowych i poszczelowyoh przeznaczonych do ptastyi<J naturalnet pCI'Wiel20hrW stawcW<!j J&dn&go 
klyl<ae stawu kolanow&go Element ud<lwy zostal wykonany z metalu pokrytego paruw~powlokll, 
lub bez pawlok1. Elemenl p'rozczetowy mote w caloSci bye wykooany z paloefylenu lub lilt mote 
sl<lad..C s~ z mellllowej lacl<t poszcza4owet pokrylaj powtoka, porowalll, lub bez powlokl ora,: 
pcHielylenOW<!g<> wkladu I elemet6w rygluj!IC)'Cil 
Elementy wylconane z tylllnu 1 pcHietylenu Si! zgodne z Wjlmogaml diagr>OStyk• Ollrazowanra 
Rezonansem Magnetycrnym (MRI). Eleme<1ty kobaHowo-chromD"We mog"- wplywaC na takoSC 
otJrazewan1a z W)lk(lr:eySian1em teohnilu MRI 
PIU:EZNACZENI£/WSKAZANIA 
Zastaw do cali<ow1tat tub tednoPIZedZialowet ptastyk1 stawu kolanowego wskezeny )eSt do 
stosowan1a w celu zwo~kszen1a mobtlnOOci pscjanla, a lakte do zmnoejszenoe b61u poprzez wymlan~ 
pow<erzcl1ni Slllwowt!J stawu kOianowego u pocjent<iw, u ktllrych tako$CI kOOcl )llSI wystarczaw» 
d•>bra, aby utrzymac wazczep1one .oementy 

-- WSTANACH-ZJEilNOCZONYCH ELEMENTY l: Pi:iWI.OKA. POR0wAT~ 81\ -
DOPUSZCZONE DO STOSOWANIA WYU,CZNIE W Tl:CHNICE CEMENTOWEJ 

I - WS.ZELKIE ELEMENTY B~c"Ho..:;:;E~~I NALEZY STOSOWAO::: w 

C.oN<owola lub jednoprzedZialowa ptastyl<a stawu <olar>OWI!{IO powmna byC wykonywana u pactent6w 
w wieku podeszlym odczuwaj<tC')'CI1 znaczne <lolegiMOOci b61owa stawu kolanowego lub z m"""'o 
upoSiedz0<1~ czynnoSC"\ tego stawu Wywolafl!l zapalenlam ke>ki i staw6w. poura<D'WY11'1 zepalemam 
staWI'iw. reumato1dalnym zepalanoam staw6w lub teZ u pacJil"'llw, u ktc\orydl wczelin•etsza pta•tyl<a 
ruv..,o kolano\0/<lgo zakol'icz~le si~ n"'powo<lzenoem U pscjentllw z uszko<lzanlem tylko Jednej 
wony stawu (przedzial przySrodkowy lub boczny) powinno s•~ przeprowadzot plastyke 
JednOI)rzedZtaiD'W!l_ Oparacj~ calkowil"' lub jednoprz<Kizlalowe) ptastykl stawu kolanowego naleZy 
owwatye u mlodszych psctenll'lw, tylko Wllwczas ,.,.,, wedlug lekarza op&I'UJI'.C<IQO koa)'Sc1 
~~>Yn•k•t'l.ce z lak1eg0 zebosgu )adn0Z11e>czmo przewytszej~ ryzyko ZWO"-"'"" z WJ9klem pacjanta ora> 
jeSI1 pac]'9nt ma "!1an1czor.e pctrzeb)' ZWI¥9M z aklywnot;cla. ruct>ow~ 1 slaw kolan""'Y n1e bQ<Iz"' 
przeciii,Zany_ Dotyczy 10 ozczelj6inle dtzko upoSiedzony<oh pscjenl6w z zat~tyml wleloma stawami 
dla kl¢rych uzys1<an1e ruchomoSc1 stawu kOianowego mo1e prowadzl¢ do znacza.caj poprawyjakOOcl 
lye"' 
PIU:ECIWWSKAZANIA 
Wymlenione ponrZ<lJ czynn1k1 S'l, paeCIWWSI<azamamr do calkowlt&J lub tednoprzedZialo\0/<li plastykl 
st"wu kolaoowego 

1 Czynna zakaten1e ml<ljSCowe lub uog¢1n1one 
2 U1mtatkank1 koslllej lub mllj$niOwe), osteoporoza, choroby neuro-m1~Sniuwe lub nlewydolnoSC 

n.aczyn1owa w >ajetet kOI'lczynia mog'I,OO negatywma wptyn<tC na cerowoot przaprowadzen1a 
zaboegu (np brak nt"'Oni""'YCh struklurWSplerat'I,Cych wl~adla, neuropaloa slawolw) 

J Znacz~ n1eslllb<lnoot wyw01ana prz"' zaawansowa"'' utrat~ otruktur chrz~stno-kostnycl11ub 
przez zerwan1e W"'Zedel p<;>b<>CZnych 
Pte•tyl<a tednoprzedzoelowa s1awu kolanowego paeciwwsl<azana ]'9SI u psctentDw. u M¢rycn 
slwlerdza S"! znaczn'l utrwalo"'' k~awoot (powyZet 30·) lub s.zpolllwoSt 

UWAGA: W chwill Ol)e<;net cukl'zyca ""'test paeclwwo.l<azanoem Jednak z powodu zw""szonego 
ry>yl<a pow1klan pod postaco~ zak~en. wolnego gotenia .,~ ran 1IP, lekarz po1011n1an dol<ladn1e 

00 
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"'""N)•' '"'"d"""'' pfl~IHO\Vddce'"" ""'re4u ~lastykr ,-,,·.vll k"'""'"'"go ~oc]U""'•' , '~'' • 
cuiulycq_. 
OSnttillNIA I SROOKI OSTROZNOSCI 
UWAGA: 

l~anty craz elementy prObne poChe<W\co ad r<'>:!.o>ych producentcw nigdy me powinny 
byl: wykorzystywane razem 
Elomen!Ow prote2y stllwu kolanowego nlgdy nle nalezy wazc>eplal: powt6rnle. tlawel 
jrilt lmplent Wydlje sl' byl: nleuszltodrony. to mog11. w nim pojaw!l: •ill mikrookopojne 
wady prowadZii.CG do uszkodzenla protezy. 
W celu dopaoowanla pro!Hy, nwsze nal.ty utywac elomentow prObnych. Elementcw 
pr<'>bnych nlgdy niH n&laty wow:aplal: fll.czn" z "lementami pneznaczonymi do 
..,..C1Gplenla na stale. Elemonly prot>ne powlnny mleC takot som~ kontlgumcw rovniar" 
jak odpowladaJII.ce lm lmplanly de wszczeplanla na stale 
lmplantilw nle nlllety przerablat. ani modyflkowaC 
Nalety unlkaC wi.....,enla wielu otworow p~Uznaczonych dla gwotdz• ~ostnych w 
bliion] ez<!$c, plszczeli. gdyz moio to nogotywnro wplywaC na wytrrymalosc ko•cr 
plszczelowej. 

UWAGA Nrnre1s>e czyncrt<r ·azern lub Q<;otmo •no-g<~_n"dmre""e ot>rr<~_l•c <a~tq kunuyn~ pr!l'< .,, 
)OCJ~nc: r.rmr doli<nrQcr zna1dUJ't "Ow q•up•e 7wr~k,zor>eqo 'Y'Y'-" "re;>(J"'O<l7~n1o '""'"'''' t'IY.iV' 

1 OtylosC I lib nadrnrema maso erato 

! c;,~zl<a prnca ~"-""'""' 
AklywnoSc sportnwa 

Duzy pollom aktywr>uSo '"Y'·'""' 
Prawdopadob,el\stwo upadk6w 
"oduiywan•a alkoholu •ub 1nnych suboldnCJ• psychooKtywr.y<.l• 
lnne·.Jpo51Mlonra 

f'nnodto Clynmkr wymr~nrone ~on,l<>< ro.!er•r lub ' o;obllo '"0~~ negotyw··, "~'>··w, 
,ognreld±enre sr~ rmplanlu 

I Zoawansowana osteopomza lub ;laba J•kaSC koScca 
Zabur.:er11a met"bol>c.zne lub lec•enre farmakologrczne o dbaian•u uktadowym pra"d'1<C•C>' o, 
macznej ulraty tkan., kostne1 konreczne1 do li\r?ymonro r--nplantu ;n~ ""'?yeo l~k' 
>le')'dowe, lekr omm<mosupresyjne rip,) 
Zakalerlla ffi"ljscowe lub uog61nrone w wywradzre 
Dute zn<ei<oztalcenra prowsdzape do nrew!aScrwego """;uwar"8 lllh •;rnrel''-·'""'~'"'- ·1 ,,:o,r\u 
Gu7y tkankl l<ostn•J u!r<ymoj<~_CaJ p-role>~ 
Reakqe nadwrallrwoscr ne malenaly z ktilrycll wy>on~rro '"'~""" rnp cerr•e'l' > ,, ,.1. • '"''" 
pol>elylen) 
Reakqe tl<ankowe "" •orOZJ~ rrllpldn\u lub cra\a obce powsla>e ·., o'<rtek zui.)C'•' '"'''""'" 
Uposl8dzenre rnnych slaw6w (rlP- 01odro lub slaw •koilowyJ 

Czqstsze "'e)>OW<ldzenra LabregDw rakonstrul<cJr >tawu kolanowego obsornu1e sr~ ·• poe e11".u>-< 
,,,a.-pr<~_cych o\d poralsnre kunczyn OolnyGil, pe><a;i:&nrem rn6zgowym oraz ~noroba f'arkrn>on,l 
JE3U t £:KARl OPERUJA,CY UZNA. ;':E REKONSTRUKCJA STAWU KOlANOWEGO JEST 
1-<AJLEPSZVM ROZWIA,ZANIEM I LDECYDUJE Sll; WSZCZERC IMPLANT PACJI::NTOWI, U 
I<.TOR~GO WYR02NIC M02NA KT6RY3 Z WY2EJ WYMIENIONYCH CZYNNIK6W LUB, KT0RY 
JESf MlODY I AKT'!'WNY FIZYCZNI~, W6WCZJ>S NALE.i:Y BEZ\III'ZGLI;DNIE TAKJ\. OSOBE 
POINFORMOWAC 0 OGRANICZENIACH ZWI¥ANYCH Z WYTRZYMA!:.O$CII\. MATER1Al6W 
U2YT'!'CH W PROTEZIE ORAZ MATERIAlOW U2YTYCH DO JEJ WSZCZEPIENIA TAKI 
PACoENT POWINIEN ZNACZP,CO £MNIEJSZYC LUB WYELIMINOWAC ClYNNIK RYZYKA 
P<KJeN w trakcre oparaqr oraz w okrosre pooperacyjnyrn powmran byC prowodwny w 'po;(]U 
wtoscrwy dla SW<lJ"90 obecnego stanu 1 ol<olrczno<co Postawa psychiccns pacjanta ooaz zaburlariiO 
zwr~lane z mepr~ostrze9amem •alecer'l lel<arza mog~ op6inrC rek011wal~srenq~ ora?IU 
zwr~ksl)'c prawdopodob>er\stwo powrklar'l wl'ICLilt'IC oozkodzente protezy lub J81 obluzowa11re 
Nadmreme ak\ywnoScr ijzy<:>:na lub urazy rekonstruowanego stawu m<>g'l, wpiyn'l,c "" 1eg" 
pr?edwczesne uszi<odzeme. jl{lnrawal moga_ spowWowat tmran~ umre)scowrsnra 'mPI"nl<J. J"'JO 
"""""C/en·o lub Pu•dwczeslle "->vcr~ W chwm obecnel przowidywalna dlugoSC o~r•~" 

GG 
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funtcjonowanla lmplantow nl& zo•tala okrelitonR. Nala:!y pomformowaC paqanta o tym. ie takle 
czynniiO jak waga omz poz1om aktywnoSc111zyczneJ zna<ZJ.co wplywaJ~ na iywolnoS<:11mplantu 
INFORMACJE OOTYCZ-ftCE u!Y"CIA 
Pnedope111CVJnle 
PRZEO OPERACJI\ LEKARZ OPERUJI\CY POWINIEN PRZEDYSKUTOWAC Z PACJENTEM 
WSZYSTKIE OGRANICZENIA PSYCHICZNE I FIZYCZNE. KTCRYM PA.CJENT MUS I SPROSTAC 
ORAl WSZYSTKIE OGRANICZENIA ZABIEGU OPERACYJNEGO I IMPLANTU R01:mowa 
pow1nna dotyczy<: ogrnnoczei\ 1 moZiiwy<:oh konsel<we<>Cji ral<orostru!<cjl stawu kolanowego oraz 
kooieczno&oo przastrzegan1a wskaz6wek lekarza w okres1a I)OOpef8CYJnym. szczag61me tych 
dotyu'ICY"h akt~ f<zycZne11 wegl aala 
Planowan1e przedoperacy)ne oraz techniki opef8Cy)ne wszczepian"' nlnt<ljszych elarTWlnt<'lw 
calkowoteJ lub jednoprzedzialoweJ protezy stawu kolanowego ewoluowaly na baz"' doSwiadczenla 
klinicznego uzyskane(P w CI'IQU rOtw<lJU w1elu system:lw re1<onstrukcj"1 calkow~e) 1 
Jednoprzad~•aloweJ slawu kolartOWago. Lekarz operuJII.CY n1e pow•n•en przy~powa¢ do zablegu 
zan 1m dokladn1e nie zapoma Sl~ z technlk't wszczep!ama ocaz jej ogran1czen1ami Pewne melOdy 
me>g~. si~ z czasem zmien1.C w ZWIII_Zku z no")'m do&wladczeniem i<llnlcznym. Deena l<lmlczna 
laklcll zmian jeol regutern"' pozedstaw.,na podczas kurn6w szkolenl<l'o\OYCh. w kt6rych okresowe 
ucze"li11Ctwo jest zaleeane. 6roszury oraz filmy z technlkami t>peracy)nym• dost~pns "'! w lokalnym 
pr:zeostawic:lelstoMe ~rmY DePuy 
Warunlu. I<!Orych nale:!;' SC!Sie pr:zestr:zoga¢ w celu przeprowadzen•• zaboogu calkowitet tub 
jednoprzedzlalowej rekooslrukCJI stawu kolanowogo obejmujet. 

1 Zaawensowana choroba Slaw<)w w obrQble k<>ScJ p1szczeloW"J 1 udowej 1/lub pow.erzchnl 
rzepk1 1 k<>ScJ ud<>wej 

2 Stabilne lub nadajS.C& Sl~ do rekcr!Strukcji WI\IZOdla pot>oc.:ne 
J. FIZ)Oiogiczna lub moilrwe do skorygowanJa ulo~en•e OSIOW<l 
4. N1euszlcodzony mec:han1zm ml~n.a czwQrglowego i SC1~gna podllolanowago 
5 Jrilt komecz.ne jest u±;oc1e elamentu rzepkOWIIQO. w6wczas kosO r:zepko muso nadawaC "'~do 

wszczap•enia lak1ego alemenh.o 
~1~..-..r::yjnle 
Zalec:a si~. aby w trake1e operaqi pod"'"& znaJdOWaly s•~ dodatkowe implanty. takte o rozm1arze 
~kszym 1 mmejszym nit te. ktllre planu)O SrQ wylcorzysta¢ 

~~:~~m~~!\'~y~:-=~.~~zc~~~~~;,c!~1a~i~ eU~e~~!;':,"~";;n,P~~!o"::~;~~ 
przedm•otaml. Porowatych powier:zchni nie nelety nara;t..C na kontakt z tkanlnet lub mnym1 
materoetamo. z l<tllrych mo.te uwaln1aC Sl~ wlo'ikno Rutynowo prze<l l<aZdym zabieg1em operacy)nym 
nalety wzrokowo ocenit elementy •mplentu. czy nie sa. wedliwa lub uszl<odzone Uszlcodzen1a tub 
zm•my w elementaoh lmplantu moga. bye przy<;zyna. nadm1emych obc:i~~en Takle uszkodzen1a 
mog11_ doprowadzoC do moszczen1a calego implantu 
W celu paeprowMzema zab1egu zaleca s.~ otosowanle odpow"ldnlch 1rS!rument6w ch~rurglcznych 
IS!otno! )eSt. aby lal<arz operuja_cy zapoznel SIQ zza<s.adam• obohodzan1a SIQ z tak1f'll1 1nstrumentem1 
Ulo!enoeoraz pr:zyrz'tdydo CI~Cia powlnny bye sprawdzone f'"Z"d operaCJet lnstn.omenty wypaczone 
ll.lb uszlcodzone mog~ prowedzlt do n1ewtaSc1WajlO uloZenia 1mplentu 1 uszkodzenla prntezy 
W oelu uzyskan•a wieSclw<agO m~wania protezy nalety <)dpow.,dnlo C>CZ)'WC i przygotowaC 
pow1erzchnl<) koSco Wy<:II/Cie kok1 pow1nno byO n>o.tlow1e male lak. aby pozwalalo na wszczap1en1e 
1mplar~6w Nadm1em"' wyci@Cie tkank1 kosln8] lub zbyl duia llczba otworl)w w kottcu mote 
wywolac zaburzema rnechank:.tne oraz resorpcj~ l<oSc:i. co w rezultac18 mote nagalywn•e wplyn<tC 
na W'l"" operacJ• z powodu obluzowan1a lub znlekGZtalcenoa 1mplantu. W trakc1e przygotowywan1a 
powierzchno l<oSc1 ornz pozyqonowan•a elementllw nale:!y zapewn.C odpowtednie ulotenoe 
Przed zamkn1~01en>. moejsce operacti nalal::Y. dok!adn1e oczySciC z odlamk6w kostnych. 
przem.,~zczonyc~ k<>$c1. cementu kostnogo ~p. C1ala obce w metalowej lub pla5tlkOW11f przeotrzen. 
stawowe1 f'll"9'1 powodowaC nadm1erne J<lJ zu:tycoe Przem<es.z<:rone koSCIIUM ostrog< l<ostne m<>g11_ 
POWodowaC ZW>Chn><!cia lub bolesny 1 ogf8n<czony zak""' ruch6w Zakres ruchu nate1y dokladnle 
sprawdnC w celu ")'kluczenia nlawtaSclwego spasowan•a. niestabllnoSCI lub przeszkOd Wszelk•e 
olepra"Nidlowotoo naleZy odpow1edn.o skorygowa¢ 
Paoperocy)nlfl 
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f<rezwykle 1stotne testtc. ooy paqenl przest'l•gol z"te-cer lekaf7a W upoew poopem<'Y!'"'I 1\dte" 
post~ pow at zgodnoe z PfZYt~lymo standardaml W Ok,..,51e pooperacyjnym nateZy 1)0\.>C.Zyf. pacwntOw 
o ogcan1c7amu aktywnoScl. ohy cllrOOIC st"w przed nadmoernym nbcra,ten1em Paotent" moln~ 
zwolnrc <e stprtata do doll'u udc1ei8J'!C mu wycrerpUJ<tcych 1nstrukq1 ora7 pelnych ostrzel:e~ w 
focmoe Prsemnet dotycz'lcych cw1e2en oraz tectenia, a ta>ze ugremczan aktywnoSCI fozyc<ne, 
late-co so~ n<res.owe wocyty kontrolne wta_czat<;C doagnos!'jk~ rentgeno-.sk'l w ca\u dokladnego 
rozpoznanoa stanu stawu or8l w dluts.zet perspektywre w cetu wykry<:1a tmran w uloZen1u 1 ks.ztalc1e 
olemen\6w lub 1ch p~k0!1'C W p"ypadku wyl<rycra ktoregoS z opiSanych stonow. paqent" noleJy 
do~ladnre obserwuwac w celu wykryc1a dal•t pos~PUi'IC<lJ rleqe~eracp • ewentu~•neq•' •ocwazHrH,< 
operact• rewiZy)ne) 
OZIAtANIA NIEf'OZ.\OANE I PQWlJ(lANIA 
llo naJOZ~soet spotyl<anych az•alan nlepoZ~donych' pow•f<loe -,olkowller 1J' 
ploo\~01 stawo• kolanowego naloza 
Ogctno 

' Wr:zewe lub pocne uDtuLowanw ubsuni~CIP. "~ kO>C• P">.czeluweJ 'Cl'~'-" p~kn•('' • 
clamanoe, defomodCJd lub zuZyc1e tednego z olemerltow protazy oz~sto ZWI~?ane,: Cly~n•karn• 
up•sanym1 w punkcre OSTRZEZENtA I SRODKt OSTROZNOSCt Obluzowdn•~ n•oz~ IP> 
<akZe wywolane n1owtaSc1wyon >omocowantem tuO utoZen1em elemcntnw 
Wcze.rle tub pOzne takaienra kt<>re 'l10g~ wymaqaC IISIIOICCid prni~7Y 'll,·e ""''" 
prowddL1C do usztywnrenra stawu 
Bo! przemreszczen1e. podwochn1~c1e. przykurr,z zg1~C1owy ogrdnlccony '~"'" ruciKl" '"'' 
wyd!uZenoe ~tOO skrOc~nl~ kuric<vr•y wywotane "'"'"t"'"""'YI'I u!oZen1~m uDiu;owa'"~'" ' 
lub zuZyc1em elem~~tow 
'ladm1er"e zuiyc1e etementaw poloetytenowych spowodowane u;zlludc~ol~"'' et~n•e·\l<'-> 
"dnwych w trakc1e op~raq lutne fragmenty c~Oient\0 m><nsqo 1~uh fragme10ly ''"'·''''''"''I·'' 
1uty poz1o11' aklywno$cl pacter>la I>JO nadmosro" waga c'ala 
Zlomama p1S>czell tub •<>Sc• <J<lowet Mo!)dzyoperac.ylrle Llamon1a z oeguty wyst~""'" w !rok<" 
cob,sgOW rewozyJI1Ych. u paqent6w z defo<maotamrlub zaawansowana osteoporoz~_ Llarn""''' 
pooperacyjoe. to z regllly ztam.ao1a wywolane pr:zez ot>o•~len,e konczy"y Zlaman1a '"Qg~ bye 
w)'Wolane uo.zkO<lzaniam1 koscr korowet w wynik<J n"dmoern~J l1qby utworOW pod ywozM•e 
'ostrte. wc;>e$noeJ""" olwory na $ruby tub noewtaSc•w1e poprowad.:on~ kor,oly 'ub.'l n•~wlasc1we 
•utt ni""Y"I"rczat~Ce uloZen•e cemarrtu kuslrtago 
laburlanra <;ercowo-naczyn1owe oraz chorob• t.dlu•owo-z"krcepuwo. w~~tzoro• 'c'''"'!'l~' 
Zylo~, zator pie~Cny 1 zawdl serc.;o 
Reakote t•ankowe, ost~oi<Za 1/lub oblu?owanre .mpla01lu wywolono 
r•adwraZIIWOSCia_ tub fragrnentam1 odlamkOW powstaty"" w """'k .:ukyG"' 
•uznego cemantu kostnego 
Zapalen1e •n<~""' koslmeta_ce. 57czr;g6tn1e u m~iczyD• l ronostowym Lapalflrlem "'"wow 
ugranoczooym prred operaq~ z~kresem ruc~OW lubl• wueSn1eJS1Ym zap.Bt<m<am mr~'"' 
Ct~sto~C zapatenra mL~Sn1 kostn•at~cego zwot)ksza ><e" pr1)'padku I>UeSnla!"''ch oL>"<aq: 
ora.: .:a!<aZar\ w wywoadZI€ 
Mo.tlrwe poraien1e nerwu 'trmlkoweqo w wyn1ku ''"'"'"I wdnop;zerl/ 1lowr" •<>knn'""'CI· 
stawu l<olanoweqo 

w~ .... sne pooperacyjne 
• Krwoak 

OpjZniUO" (IOJenoe o·~ !cllli>Jllldl ru"t~p 
Szpolowo5C-ko6tawnSc 

4 Zapadatloe •'I' ZWI<\1'-an~' z""tuoowao1em w;zy>lk<~'l1 (·len•enk>w po11C·Iyle z,·,,., I• 
Plline pooperacyjne 

' N•e<t~tataczny zakras rucl1u wywotany nieodpowo<:<>nll!o lluiJO"'I~ lub ••Uer,'" 
przeszkody tu\JII zwapnren•e okolostawowe 
Zwapnoenoe lub skostn•en1e okOiOStawowe, lub hez ogmP1<.Le~1a ruchorno'lc• """"" 
Zlaman1e rzepk1 w wy11•k>1 nodrn1ern~go nocosku l11b •1I07amle•e<•.,~qo o'l"b""''" w -, "''" 
<'PflrOCJ' 

tiH 
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4 P<>gorszanie "" innych problem6w w za)~I&J k01\czyn1e lub pr>eciwla(JI<!J kor'lczyms ")'Wt>>ane 
przez r6blice w dlu~ci ~onczyn 

CztatMC I n"llenle powlkle~ w pl .. tyce calkowlhlj Jub J•dnopr..edzlalowej •tawu 
kolanow.110 JHI wl~kB%.11 w Oj)llfl(:pch rwwlzyjnycll, nli w pie<wotnych. Cz<ptymi problemami 
"''wyb6< rndjaca wy<:lteia tub brak tlumkl kOIIInej. w przypadku aperaq1 rew<ZyJnych naleiy 
spo<!z1ewat ·~ wydiu!onego czasu trwanra ub1egu, w1~~szego r)IZ)Oca zal<aZ'"""· zaton'lw p/ucnych 
lub krw'"k6w 
SPOS08 DOSTRACZENIA 
Elementy do plastykl call<owiiBJ 1 J&dnop<;!edzialoweJ slawu kolanowego dostarc>one •'l w sJanie 
ja«Jwym w osobnych opakowaniach Wszyslkle elementy metalowe S't sterylozowane 
promlenlowantam Elamenly pollelylenowe motna sterylizowaC plazm't gazcw'l lub 
prom~en1owan1em tak. )Ok zaznaczoM na opakowan1u zewn@lrznym. Elementy naO>!y wy)l\t z 
opal<owan'" slosUJ'tC ""1 do standardowej p<ae&dury asep!yczneJ, tylko wlrwczas, gdy '"''""I" 
pewno&C, co do wymag11!1ego rozmOiru_ ~ wylrri;lnlo elernen«<w metalowych: ...,.ll 
element jlliowy utagnlo :tlt~lu, ltcz w opinllleltlrz~ nachoje ~ do dalozego utyllu, 
takl Implant nelety oplukae I wyoneryttaowa<: pn:od wazczepionlem zgodnle z ponl:tsz~ 
ln!drukcJ~. 
Element}' prs.zczakwle 1 rzepkowe wykonane z UHMWPE Oil. pakowane osobno w stan1e Jalowym 
Elementy nalety "'Yi'l" z opakowan1a stosUJ'tC siQ do standarno""'l f"CC6dury aseptycznej, tyll<o 
WO"'<:Zas. gdy lotnieje pewnoSC. co clo wymag.ar.ego rozmoaru Etement6w polretyleoowych ""' 
nalety ste<ylrzowac ponownoa. Dotyc:zy element¢w polietyjenowych: NIE WOLNO Utl'WAC, JE!LI 
OPAKOWANIE JALOWE WYDAJE Slfii ElY¢ USZKOD.ZONE. 
PtUKANIE/ClYSZCZENIE 
W •:elu nemoczenra implantu nalety ul:ywae wody destylowane1 lub sol• lizjologiCZne) w 
lemperatur:ze poi<ojowej. lmplanl nalaty zanurzyC na co najmnt<lJ 5 m1nul. Pr<><lukt nalety­
natychmiast osuszyC. Przed steryll:<aCJ'I Implant nale~y dokiar;lnre obejrzeC 
STERYUZACJA (dotyczy W)'hl.o;mlt element6w m.tlllowy<:h) 
Je<U steryhz.acja jesl wymagana, w6wczas zoleca "'~ nas~PUI'\ce parametry zgodne l noom'l 
Pollomu Wyjalowienia SAL (Stenlrty Assurance Level) 10-0 

Metoda 
Para "" Przed-prt>tn1owy 

Ttmp!lraiUno 
132 ·c 

Cns akepozyc:JI 
10minut 

UWAGI\: Nale~y sprawdziC kal:d'l procedur~ sleryll!acyjn<~, ~jest or:tpowiednra Bardzo wa±ne 
JOSt to, aby O<lpowlednro przeszkolony r doSwoadczony w t&chnrkact\ steryl1zacyjnych personal 
sprawdzal parame!ry pmcesu w l<atdym ur'U1_dzan1u steryiiZacyjnym oraz w konf>guracjr rM:nych 
obGO¥en !ak. aby zapewnit procesow1 sterylizocji wrary(!OdnoSC i powJarzalno!.C JeSI1 or:tpow1ednra 
przep1sy zezwaiSJ't. mo.tna przeprowadziC sterylizaqe blysj<ow~ 
UWAGA: Elamant6w pollotylenowych nle nalaiy aterylitowat ponownle 

NAVOD NA POUtJnE 

UPOZORNENlE: F-Ine :tikony iUSAJ ob,_u)ll molnosti pradaja hljto pom6cky lbo na 
lekeno •lebo no lekenol<y predpls. 
OPIS POIIIOCKY 
Tctalne endoprotrlza kolfma sa sl<leda zo samootatne balenltho lemonllneho, tlbtliln&ho a 
palelarnel>c kornponentu. Tlelo komponenty sU urt:enol na ni!hraclu pnrodzen&!lc artlkuh!meho 
povrchu I<Oiennaho kltJu_ Femm<llny l<omponant JB 1<.0vovy 1mplanUI! s port>:znym povlal<orn olebo bez 
povt:oku. Tibtalny komponent mMe byl' eisto pctyetyl~no,Y l<omponent. prlpedoo so mMa skladal z 
kowv6ho uboalneno Ulsot~nlka s poroznym povtakom alebo bez povlaku, pelyatyl8noveJ vlotky a 
lixatnych ltomponentov Noelctonl kovovr\ l<ompcnenty maJU mor:lul<lroo dneky alebo modul8me kliny 
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Patetarny komponent t~oz~ byr ''""oen1 Crsto L poly~1y•e11~· ~tH,u to ·n6Jt llyl '"~"" ,., 
polyelylimoYy komponent 
Protilza Castt kolena Untcompo<lmentol Sd skladilzo sdr"ostalne balenr!ho fem<Jmlnehu ,, ltbtalne<t•, 
komponentu, ktOfe su urCer.il na ni!hradu prtrodzeneho arlikuli!rnaho poorchu •ondylu kolenr.il~u 
klbu. femon!lny komponent je kovovy s por6znym povlakom afebo bez povlal<u_ Ttbti!lny komponHnt 
mMe byf tislO z polyetyllmu alebo sa mMe skladal z kovov<\ho tibt:!lneho tiisobnii<a' ror67ny•p 
pov<akom atabo bez pov1aku. polyetylerl<JveJ vlotl<y a r,.atnych llomponentov 
lltanovO o polyetyl<\nove kompnnenty s" knmpatthrln<i ' moiM~" >ntmko"a""' l'""""""";lvc"' 
rnagnettclcet rezonanote iMRI) Komponenty obS"hutuce kobHII " chr6m •nM11 i<.vai•''J '"lmh 
71SI!anet me\odou magnettckaj r~wnanc•~ naruM 
POU.tiTIE A INDIKACIE 
lot81nou alebo ~tastoenou artropla,ltkO\J kolona '" nahoadza poSkocteny kolnnny klb, ''~' '"' ··;y-\r •J' 
rnobilota " ,ni;1uje bol€stivo;t u lycPt pd<.ientov, ktooich doslaloCne zdrave ko>lnP I'·'"''" .hi·• 
prectpoi<lad na spnivne osa<Jen1e a stabtlllu tmplantovanych i<omponentov. 

SPOJENi!: !iT A TY POVOLILI POU.tiTIE TOHTO KOMPONENTU S POROZNYM 
POVLAKOM LEN NA CEMENTOVANO FIXACIU. 

V~ETKY KOMPONENTY S NEPOR6ZNYM POVU.KOM 50 UR(':ENE l8A NA 
CEM~-~-~y~fl_ ~J~CIU 

Skuptn<J C_akatelov n~ tWlinu alebo CtastoCnu n:ih.-adu kole~a tvona starS• pacrentr ' ,., ·' 
holesttvym alebo tatko postthnutym klbom mlslOOimm oste-oann11dy. post-traumattckej ~nnMy 
reumalotdnej artritidy alebo zlyhanta prOOch~dza1Uceho tmplantiotu Cakatalta "" Ct~stotn 
.1rtroplastiku kolana maJU poshhnutu ,rn, Jedn~ stranu kibtJ (madiillnu alabo lataralnll /-'Os() ~ 
celtmvou alebo Ctasto~~ou n8h<adou kolena sa u oniOO~ich pactentuv nl<lte uva2oval ok p<>•l'n 
~ozoru c.horurgov prevO?o wonoznaCna tndt"''\cta omplant:le<e tot:llne1 alebo Cta'11oCnnJ 111ihrady kole~.l 
oad nzokamt spoJenymt s vek<>m pacoanta a mllZu sa splntl obmodzujuce poZtadav•y tykoJUW '" 
akltvtty a za!alovanta koleonbho klbu Patrta sem poctenlt ra~ko poslthnutl rozstahlym ochore.w• 
klt>oveho USirOJen.,va, pre klorych zlep~ento hybnoslt kolenn~hn klbu mMe "'"'f k nf:;>kavan~m' 

yYzoamnl>mu zle¢eniu kvHiity ±Not" 
KONTRAINOIKACIE 
Celkova alebo CtasloCna nanraqo sa kontrarndhr)e ~ "'"'"''"-"!"'" '' P"IJM•rc 1 

' Akutna loktllna alebo rnlknva tnfekcta 
Ubytok kostn€ho tkantva alebu >volstva. 'lSieopur6,a. tok) s:u~e' ''"'''~'"" 
n~uromuskularneho alaho oaskul:irneho st.avu v postthnutej kontattnc, k"c''Y vedoe ' 
n~opodsta!nenoslt prucedUry (r~opn~lad chyba)Uce >volove d vaktvove podpurr"' lkd•wc oleiJ•­
neuropatta klbul 
t a.Zka nestabtlt!a n:lste<f•orn pokroLtiS!lc Ubytl<u ooteucnot '""''"el ~~~.klury "'eb'- ""' <-IIS!v·.>ol 
kotateraoneho """'"" 

4 CtastOCnli nilhr"da Sd kuntrdtndrf<uJ~ u pdctentov , tctlke>c illdtl 30"1 """' J<-'"""''" 

PO~x:;~:~ 1~u~~~av~c:n~:~_..,,.~1 ~ob« stat~ nopuva/UI~ '" konLrarndrkrl<ru h.o,crk / dO.c•rh 
tvy~nltho nztka kompl•k<lcri, ako naprlklad •nfe~cte, ponlille ho1ente ran aw ~"'"' teka• 
poctenlov • !oZkou cukrovkou slarll!!lltvo zvll:tt!. t1 ,Ymenu k<>lenneh<J klbu odporu6 
UPOlORNENIAA PREVENTIVNE OPATRENtA 
UPOZORNENtE 

Nlkdy oa naomO komblnoval implan!My a testovaeia komponenty od riiznych v-,irobcov 
impl•nto~nj-ch sywttlmov. 
Komponenty endoprotcy kolena sa nlkdy neOlllu re!mplantoval. AJ h<l' "" lmplanut 
javi ako n•p<>likod•nY. mOie mal mikf011koplckB kazy, klorfi 1>y mohli vies!' k jeho 
zlyhanlu 
Testovoclu pro!Ou poui~o d<ly ibo na testovacla ~<:ely. T88tovacio protky nlkdy 
neamU obuhovaf tladne ~omponenty urten6 no trvaiO lmplantiH:Iu. THtovacle protky 
musla mel til latll konflgun><lntl vark<>OI ako ~odpovadaJU<:e komponanty, klorfi sa budU 
!Nate tmpt•ntovaf 
NljakYm sp6sobom r-.eupravujte a neprlsp6sobuite lmplantlrty 
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• llyhnlte ta navrtlvanlu nodme""ho poftu otvorov pre ~IInce v oblasU proxlmilnej h'bl., 
pretote 1(1 mMe osld>lf Jlj komp,...lvnu sllu. 

UPOZORNENIE: Nasledu1<lce podmoenky, bud osobolne alebo sUbefne. prispo&vajU ~ 
nepnaznlvamu zalal!ovaniu postonnutej ~oneatony, ~lm sa pacoent vystavu)<l zvy.Jen~mu rizoku 
~lyhanoa n<!hrady kolenneho klbu 

1 na<N;iha alebo abez1!a pacoen!a, 
2 lyzicka pr.ica, 
3 aktivne !portovan1e. 
4 vyso~y stupen akiMty pacoenta. 
5 pravdepodobnosl po!dov. 
8 alkOhr:Nozmus alebo drogova zavisiM!. 
7 "'" prlpadn~ zdravotnl! poottmutte 

Okrem vy.l§i& wedeneho motu, )<ldnoHovo alebo sUbeZne, nepnamvo ovplyvnll ~xloc1u omplant;ltov 
kolennej Mhrady aj nasledut(K:e tyzick<l podmlenky 

1 Pokro618 osteopor6za a lebo slaM kvalita kostr>eho lkanwa 
2 Poruchy metabol1zmu alebo systematicka larmakologictca I10Cba. ktor<! vadU k progresovnemu 

zl>ooiovaniu opory kompaldnejl<osti pre implant;lt (napr. d1abe!aS mstlitus, tietba stero1dm1 
omunoti<lpre•lvami al(l' ) 

3 Casto opal<ovane oelkoV<I aklllo to<atne 1nlekc1e 
tatke delormJty vedUce 1< naruSeoiu fix!lcle alei>O r>espravner poklhe rmptantatu 
NM~>ry v Strukt!lrach podpomaj l<osto 
Alergld<~ reakcoe na motenat im~antatov (na..,.lklad kOSin)' cement. kov, polyetyl+ln) 
Reakc1a olcoli!aho tkaniva na konlZIU mplantatu alei>O reho UlomkY no!stadkom opoln!ban•a 

8 Pootihnube onydl klbov (l. j. badier aklllo eteokov) 
1/'yMI V))skyt z~hama 1mptantaw sa vykazuje u paraplegikov a pa01entov s oelebratnym ochmullm 
alebo Parlcmoonovou chorOOou 
POKtl\t CHIRURG STI\NOVI NAt-IRAOU KOLENNEHO KlsU AKO NAJlEF'SIU DOSTUPN(i 
MOtNclSf LIE¢SY A ROZHODNE SA PRE POuttTIE TEJTO ENDOPROltZY U PACIENTA. 
KTOR'i' SPLNA NIEKTOR(i Z VYSSIE UVEDENVCH PODMIENOK ALEBO U MLADSHO A 
AKT[VNEHO PACIENTA, JE NEVYHNUTNE. ABY PACIENTA OBOZNAMIL S TYM, 2:E 
MATERIAI.Y POU!ITE PRE T(iTO ZDRAVOTNICKU POMl'>CKU A JEJ FlxACIU MI\JO UR¢1TE 
MEDZE PEVNOSTI A PRETO BUDE POTREBf'E. ABY PACIENT PODSTATNE ZREDUKOVAL 
ALE60 EUMINOVAL KTOROKO~VEK Z VYSSIE UVEDENYCH PODMtENOK 
Chmorgock<! a pooperafn~ starostlovasf o pacienla sa muai vykon;lvaf s palri~nYm ohlaclom na 
v!etky exl•tujUce podmoenl<y, Psychlcl<li fafto!di al<obo poruchy, ktore u pac1entov vadU k 
nedodr.!laveniu prikazov leka.,, m6tu pred"'n ob<lobi& pooperatner rekonvalescenc"' alei>O zv)lSI! 
rlzoko rN!pnazn1v$ho ~&dku 'if>llariO ~lyhania implantalll atebo reho fixac•e 
Nadmema ly;zmke ak~v~a atabo vystavoo"' nlihradn~ho klbu otrasom mMu spO•obil zmenu polohy, 
zlomeninu alebo opo1rebol'an0. kr:Nennej niohrady, a lak prlspiaf k )<lj predC..snllmu zlyhaniu V 
eU~asnOI!Iti nle je presne •'-noven• predpolcladamo dllt<e throlnooti protatiekjdllrnpt•ntMov 
~olenn6ho klbu. Pacoent b)' mal byt' rntormovan)' o rom, te fal<lory ako talosnO hmotJJOs! a Urove~ 
fyzlcket ald1'1ily m01u V"Yznamne ov~yvnlf opotrebovanoe implantatu 
POKYNY A INFORMACIE 
P.-..:1 oporolclou 
CHIRURG BY MAl.. S KA2D"i"M PACIENTOM E~TE PRED OPERACIOU PREBRAt VSETKY 
SOVJStACE FYZICKE A PSYCf!ICKS OBMEDZENIA A 1\SPEKTY T"i"KAJUCE SA 
CHIRURGICKEHO zAKROKU A PROTr;zy (PROTIO.z). Rozllovor by sa mat tYI<a! obmad.z!Hll a 
motnych n&sledl<ov Spcl!en)ich s 1mplantllclou n~hrady klbu a potreby riad~ "" pnkazml chorurga po 
oper3cil, narma s ohladom na pac1entovu aktMtu a hmotnos! 
Predop&ratn<! ptMovan1e a operaen& techniky omplantac•e komponentov t8jlo celkovej alebo 
c .. sto~:ner n>lhrady kolenn...,o klbu sa vypracoval1 na tilklad& si<Usem>sto chlrurgoekej praxe 
zlskan)'<;h v pnebehu ,Y.oja verl<llho po&o cel~ovYch alebo ~lasto~n)'<;h protez koklna Chirurgov•a 
""""'" zatal klinld<y pou~ovat protez.u kr:Nennill1o klbu, poklal sa dOklad"" neoi>OzMmilo s 
konk'l!tnou t!!<:hnokou omptentovania Niektor$ melOdy sa mOtu ~m a nadobur:lnutfml klinick)'Jm 
s~usonosfamo meno( Krl~cl;o! posudzovanle tak)lchto zmoen sa prnzentuje na prav•delne 
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~la~ovany~h <n5trukti'otnych ';kolenraclr ci11'Ur9cv. odporUta sa pravrdclna utost ''" n·c" ~r•.'L·" ,., ' 
vtdeonahnlv~y 5 operai::nymo toohnikarnr poskyluje spoloCnos! DePuy 
Musra sa prrsno sled ova! nasledu!u<>e nevvhnutroe predpoklady pre totolnu elobo nu ''·'"'"''' 
kolennOhokibl• 

Ziivazne artntrc•~ ochUJenre lrl!ru le,lOJ81neho alebo ~otewno f~mQr<lln..t , p,• 
? Stabrlne aletlo rokonStrukc.re schJlpne kolater.l•r~e ''"'"'" 
< FytroOJgrck;l a lebo obnovrtoln;l •uosO'I 
4 Neporu~ene mechanizrny ~lvnrhldveho a l0k01enneh·0 •;·,ol<. 

Ak sa plllnu1e pout« TJatetomy knmponent_ P"te!Orrw ke>ol """ ,,,, 
patelafl'aho l:ompon""''' 

Potas operllcoe 
0Liporuta sa aby oolr pota' opera<.re k dropu<rcll dolsre '"'l'lor•taty '''a'"'" ,.; .. 
velkoo;tlv pomvnani s rmplarHatmr. ktate sa r~aJll poo.o7rt 
Je po,rrrn<l ;pr3vna manrpul~kra s rmplantatmr S tymrto prote<drr.r r·roi:e r'lWlipliiOo,1\ rc•• P~""'"'·'' 
., ,.hrrurgtckycl1 rukavrcoacl1. Zoaony komponent sa ne5rtJie dostal do konlaktu s tvrdYmr P"'dn1e•m 
Poroma povrchy nesmu prrst tkJ korotatku s tkantnamt aleOo rnyrnr malerrlllmr uv<>r1u1u<:<mr vlakn~ 
Ka7fly rmplanlov"ny knmporlerll sa pred pou!thm musr Oeine pohladorn skontroooval, ab) sa /rstrlr 
prrp>ldne kazy P~Skodente alabo 1meny akllhokoiY<lk rmptaotovaneho komponentll mr-Zu sp<Ssobr 
Zdl'dZenre alebo defekty, k\o<4 by >a mohlr star hlavnou pnCrnou llyhaota rmplo~l;\tu 
Pn vyknc.e t"J\Q operOcre"" odporuta pou!ltte uot•t:ic~ <fpacrOinych chrrurgrckYth r,aUrOJO'I ,, 
<fOioirte. at>y oa preskil!iata manopuiOc<a s tymtto n;i:olrojm1 a rch pouloloa Nilstroje n,1 lO<Oienrc 
orr€ntiocre a ''"" >a rnusra skoolrolovat eSle prad oper:Ociou Ohnute alebo po~mctene n,"l"'lc 
mOZu v'ss! k nesprSvnemu osa<le~•u rmplan!Mu a Jeho nils<M~ernu llyhamu 
Pre <Josrahn""~ dostatoCn"f fixOcro proll>zy Je dOie;!rte, ab) sa povrchy kootr j<\kld<lr,c 0cr>lrl, , 
pnpcavoh Malo hy •a odstramt le~ take mnol:slvo kostr •tore 1~ nevyhnutno na urJre;ln~r'"' 
rmplantiltov Nadmarnl> odstranenre kostr al<lbO poub~e ;oyooCna volkeho poCtu "vonek. ~~~ 
"P~vnenre n:ls!roJOV mriZe v>es! k mechan,c•amu nopanu o resorpcu kcn;\1 " nt.sledn~'~" >.lyi'"'',ILJ 
celej procedury l d~vodu uvolllema aletlo deformilcre tmplan\atll Prr prrprave pu'ldic·' koSI• " 
umrestllovani llompment<JV sa mus11abezpetor sprovne sn,erovarl'e 
?red uMvretim sa musr operovanlo mres\o storostlivo otostrt o~ LJiomtmv ~oslr. ekloprckeJ '""' 
~epotrebno!tho kostneho cenlenlu otd Cudzte Castrce na styCneJ artokult.rne1 pioche >owplast mOZu 
;pOsobt! 1"1 nadmerne opo!rebenre_ Ektopicllll kosi atalloostre v)itnetky kostim~Zu vrest' k dr\lokac·r 
pnpadne Ml..,.t>V<lmu a obmadzenllmu pohybu Kontmlou pohyboveno rozsanu oy s;, malu odh~l11 
" v propede potreby napravrt nespn\vno p<lrovanie. nestabtlrfa alebo nar:\Zan1e rmpl.urliJLu 
Po operloc!l 
Je enorrnne d61e.!ote aby pacoeno dodr:Zroval pollyny " upolornen•o svojho clirrurg" p,,v~e'd'·"~ 
>tarostlovos! sa must rradr! pnjatymo pustupml Pooper;lcor sa mu•i pacrent up01.omrt na IO, oby •vOir 
uchrane nahradenl>ho klbu prod tbytOCnYm zafa~ovanrm reguiD"<al Mupei\ SYOJej fy<rcl<ej aklovrt) 
Pac;,ent by mal prr prepustenr < nernocorce obdr!a! kompletne prsomo<O pokyny a upoz~rrrenra 
tykajuce .,. cvr~enr. terapre d akYGhkoiVek obmeW:an• svoJiCI\ aktlvll OdporuCaju s~ nOsiMPe 
~er><xt>ckrl kontroly vr:!tane mntgenovych vy~atranl, ~by w vd'aka storostlovernu poru,m.lvaor .. ' 
prodchildzaJuc•m pooperaCoym stavom mohtr ziskal' diMdoM Udaje o zman~ch v polotoe 
Jvomovant, ollybanr alebo prasllrouti kornponentov. Prr O<l~oteni nrektoreho L \yC'1t0 stavov by '-.1 
.,.,; pac•an~ starostlovoslodovat a malr by sa p<:>SUM mWnosh d'aiSraho zhorSovanra olavu" vyhod,· 
vCasnajmvizie 
'-IEPRiAZNM V'i'SLEDKV A KOMPLIKACt~ 
V celk~vel aleoo CtasloCneJ artrOjllastrke kolennetoo 'it>" '~ ""'""'"~IS•~ vyoky\UJ' ,.,,~ eduJ,, c• 
napnazmvlt vysiedky a kompl•kacr~ 
\lteobecntlntorm..,lo 

1 Prad~asne alebo nasl<orSoa uvol'nenre. tib•<llny pokl~s onnulro praskrrulre Llun•enrrrb 
defmm!le<a atallo opotrebovante mekto.-.jho z prutelr~kYd1 komponento' Ca•tc. suvrsr~e o 
laklormr vymenovanymo v ~asto UPOZORNENIAA PREVENTIVNE OPATRCNrA ~' >loonr~ ·--' 
mOZe vyskytnU! dJ nasfadkom nesprt.vnej frx:!cre alebo umoastnan•o 
PoOratoCnil alet>o pokro~rlil •nle•vo, ktora sr mOZo '..-v±radal od;tr<lnenr~ '"'I' a• 'rr~<ledn 
orl'lrdetu 

!~' 
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1 Bole$ti•osl, d.slokOae. sublux0C1a, kontraldUra ~e>~e. znltene rozp<ihe pohybu, predltM,e 
alebo sl<r8tenoe konte~ny sp!\sobene nespril•nym umoestnenlm, uvornenim alebo 
opotretlovanim komponento• 

4 Nadmemo! opotraben1e polyetyllmo•Ych komponanto• z dOIIOdu poSkmlema femor8tneno 
komponentu potas openlcie, UIIOfnenych Coastoeiek cemenlu. pnpadne kosti alebo z dlwodu 
pacoento""i ")'MkeJ f)o2ooket akt1wty a hmotnost1 

S Ztornenlny tible alebo f!lllluru. Zlomeniny potas operllc1e sa ob•ykle sp3iaJU s ra.iznou 
chirurgiou, deform1tou alebo pokroblou osteoporOzou. Zlomenony po operkii sU obrylde 
<torneniny z llnovy kostl. Zklmemny motu vznlkn(d nilsKKikom defel<tov • kortexe z dOvodu 
•!aleho pottu otvorov pre klince, predcMdnjUc:lch olll<lro• po sl<rutk8ch, nespnlme 
nasmercwano!ho rog,rovan1a otvoru, pnpadne """lootatoeneno alebo zi.Oho rozmiestnenoe 
ke>stneno cementu 

e Kardoovaskulilme a tromboembolicke ochorenoa •rntane tromb<lzy Zily, pr.Jcnej embOioe aO.bo 
inlerl<tumyol<ardu 

7 Reakcoe okolilllho tkanwa, osteotyu aN!bo u•olnen" implantatu spOsobenlo kor6ziou ko•u 
alerg1ou alebo opotrelxwan)'n11 Utornkem1, prlpedne u•ornen)'m' t.astotkami cementu 

S OS~IkUtUca myoz1lida. zviMI u mufov s hyper1rollckou arlriMou, obm&dzenym 
predopemtn)'m rozpetlm pohybu alebo predr:>§lou myoz~idou Vyst<yt ooifikutUcet myozit1dy sa 
zvy!u)e pn C.stom opakO'Ianl predcN!dzatOOch oper.i<:ll a v prlpede 1nfekc11 

g MoZnoof nervO'Iej pataiY,:y tyti<a po a<troplasbke lateolllnej ~asti kolena 
vt .. ne po operlocll 

I Hemat6m 
2 Pomali! hOJen•a reny elebo 1"1 ol\torenoe 
3 Deforrmla- vy!x>Cen1e alebo •botenie 
4 Pokles s.po)en)' so •~etkym1 potykompo11entm1 

Neskbrpooperi.cll 
1 Nedostato~ne rozpatie pohybu z d6vo0u ne<~priivnehO v)'Mru propadne um1estnema 

komponentov, naratan1a atebo periMikuliimej kalolfik~c1e 
2. Pena~ii<ut;!oma katc~Ucia alebo os1fik~c1a s moZn)'m prekaian1m • pohybli'IOSb klbu 
J_ Pate18ma zloman1na ako nasledok nadmem8ho napolt1a alebo m1movolnbho oslabenia potas 

operilcie 
4. Zhor!.en1e problemov s posbhnutou alebo kontralataolllnou k0<1~atlnou spOsobooO rozd•elom v 

dl:tke nOh 
IO;omplliLJiele sp.,_. • lmplantlicl"" celkovej a tt .. totnej nahrody kolenn,ho klbu I>YY•JU 
¢osrej1Je o zivatnojAie pn novlznych oko ptlmi.rnych oper*<:141eh. ~ betn)'m problllrmm patro 
umlestnen" rezu a slab<! k•alita kostneho tl<an'""- Pri revlznych pootupoch so predpoklada dlh~o 
o~mtn)i Cas, "}i~1e nzlko onfekcoe. piUenet emb61" alebo hematomu • olllas~ rany 
SP0sOB DODANlA 
Komponenty tolillnej a ~lasto~n&J nahtady i<olennllho klbu su balenol .. mostatne a sU dodllvaM 
STERILNE. V!>etky kO'iov<! komponenty sa .WrilozutU otarn•anlm Polyll!yli!nov<! komponenty sa 
mOZu sleniiZ<rnd pjazmov)'m plynom alebo o1arO'Iaolm podia pokynov u•eden)'m na etbte obalu 
Obal odstra~te pn)al)lm stenln)'m po$1upom ttl po tom. /":o sa star>cwola spr.lvna ""rl<os! komponantu 
L"" pn kovori komponenty: ak .., zl.tt. ;te ster111.., implontitu .1* osl....,,, .Wale podfa 
rozt>odnutlo tet<ara je implantoit - otile Yhodn~ no f''nov•nt pouttae, mu.l .. prwd 
lmplanticlou dtlkl ... ne opltcllnul a otenttzoval v sU141de 1 n*"'<<ujUelml pokynml: 
Tib1a1ne a pateli!me ilompooenly z vysokomolekulo!meho polyetyl8nu IUHMWPE) sio balerul 
samostatne a sU dodavane STERILNE. Obal odslr81\1a pojacym S!anln)'m postupom at po tom, ~o 
sa stanov1la spnOvna ""l'kosl komponentu. Polyatyl6novt kom_..ty- p nesmU znovu 

~~~~:~~.PK~Po~~~~~~~'ffv~~ty· AK SA ZDA BYf STERILNE BALENIE 

0Pt.A.CHNUTIE A OCtSTENIE 
ln-plant:!t namoete do slerllnej •ody alebo lyziologieMho roztoOw IZbO>'OJ Mploly lmpjantat mus1 byt 
nor1'10b!n)i min1m~lne 5 mtnut Bezpros\redne po rybrall Implant;!( osu§le. Prad samotr10u 
stO<IIIZat:IOU omplantOt poz<Jme sk<>ntrolujle 
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STERIUZACIA (LEN KOVOVE: KOMPONEIIITY) 
Ilk 10 r<Jirebn;\ s\enl,z:lcia odporU~ajU '" oosiOO<JVn~ poramelre pratne ~re """"" ,lr·PIII.-
1'1" 

Cyklus 
Pod\lak 

Teplota 
132 'C 

Cas expo.,coe 
10 rmnu! 

POZNAMKA Muso "" pnmcrana o<l,kuSat dos!iltotnost d"n<\ho puotupu steniiZacr~ L db•orh 
zabezpeten1a opodstetnenostr. >polato\rvos\r a reprodukovalelnosll poslupu sterilr.taw, 1e 
rozl1odUJUCa, aby prrslu~ne parametre postupu pre kaZM fe!Jno stenlrzaCne >anndenre 
konllgur<lc•u produWd&vka posudrlr a potvrd•l• osoby, ktonl su ~kolene d kvalof•kov~M pre procesy 
;tenl•z:!Cle Podl'a potreby sa m~le vykonal stenlrLoluo c-yklunr f'LIISH v sulado ''' "PPCIIV,k)'' 
z~sedamr oclnny zdravr~ 
UPOZORNENIE: Polye!ylo!nove komponenty znovu ne~terillZUjt<• 

Records processed under FOIA Request # 2015-2557; Released by CDRH on 10-06-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



INTERPRETATION OF SYMBOLS 

BEDEUTUNG DER SYMBOLE 

SIGNIFICATION DES SYMBOLES 

INTERPRETAZIONE DEl SIMBOLI 

INTERPRETACION DE SIMBOLOS 

INTERPRETAc;Ao DE SfMBOLOS 

EPMHNEIA IVMBOMN 

BETEKENIS VAN DE SVMBOLEN 

BETYDNING AF SYMBOLER 

F0RKLARNING AV OLIKA SYMBOLERS BETYDELSE 

SYMBOLIEN SELITYKSET 

VYSV~TLIVKY vYRAZ(S A SYMBOLO 

MAGYARAzAT A HASZNALT JELEKHEZ ES KIFEJEZE:SEKHEZ 

ZNACZENIE SYMBOLII TERMIN6W 

VYSVETLENIE TERMINOV A SYMBOLOV 

Ill 
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0/DP 
oePuy l~c 

Malena! 
Matenal 

Matimau 
Mater1~1e 

Mate<ial 

Material 

YAtKO 

Matenaal 
Matenale 
Malena I 
Mate<iaali 

Matanal 
Alapanyag 

Material 
Material 

I('L 
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Sterile GP 

JI:S 

Quantity 

Quantitat 

Ouantltl! 

Quantile 

Cantidad 

Quantldade 

noa6TfJTO 

Aantal 

Kvantum 

Kvantitet 

Lukumlllirll. 

Mnofstvl 

Mennyoseg 

llotc 
Moofstvo 

Sterile Gas Plasma 

Staroi<IS Gas-Plasma 

Plasma 9E'J'9UX sterile 

Ster1le, plasma gassoso 
Esteril Gas Plasma 

Plasma de Glls Esterll 
AnoOTtiPWIJEVo l.!t n~OOIJO Aeplou 
Stalial gasplasma 

Steril gasplasma 

Steril gasplasma 

Kaasupll>!lmalla stelillso~u 

Starilov~no plynnou plazmou 
Steril gazplazma 

Wyjalowione plazmq gazowq 

Starilna plynna plazma 
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MFG:/ 
Manufactured By: 

Manutactured ljy 

Hersteller 

Fal>nqw.l par 

Pmdotto da 

I abncado por 
F!lbnt:ado por 

flUpl1ClKUJCH5Tr']< 

I Size/Sz I 
Srze, srze 

GroBe, greBe 
Tallie, taolle 

Fabnkant 

ldlvmktm 

VOIIl'ISlaja 

Vyroi>G<' 

Gy<ir1o 
WyprQdukowdne pue~ 

Drmensoonr, domensronr 

Tamano, tamatlo 
Tamanho, tamanho 
Mi;yE60<;, ~i;y~Bo~ 
Maat. maat 

Stenelse, storret"'' 
Stor1ek, stom.k 

Koko, koko 
Velikosl vel 

MBret, meret 
Rozm1ar, rozmrar 

Vell<os!. vefl<:osl 
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c 

T 

Cobalt Chrome 
Kobalt Chrom 
Chrome Cobalt 
Cromo Caballo 
Cromo Caballo 
Cromo CobaRo 

XpW>'iO KOJl6.htO 
Kobalt Chroom 

Kobail Krom 
Kobolt Krom 
Kob~tl1kromi 

Kobalt Chrom 
Kobei!-Kr6m 

Kobalt!Chrom 
Kobalt chr6m 

T1tanoum 

""" Tltane 

Tltan•o 
Titania 
TI!AniO 
Tml,VlO 

Titanoum 

Titanium 
Titanium 
Trtaan1 

litan 
Titanium 
Tytan 
T~o 
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PE Polyethylene 

l'nlyethylen 

l'oly<ithylene 

Polietllenc' 
PoiLatLIAnO 

Pnhetdeno 

llaAUULEiuA£VLO 

PolyethyiH•>n 

l'olvetylen 

Polyelhylen~ 

1-'oly.,tOHrll 

Pnlyethylen 

Polwlll<w 

Poltetyten 
p,Jiyetyl~n 

t~emov<' after tray tmpactlor· 

Nach Schalenkondensatton entfemen 

Oter april$ l'rmpaction du plateau 

Rtmuovere dopo aver tmpattato Ll p1atto 

Retirar daspu9s de tmpactar Ia bandeJa 

Remover ap6s tmpa~ao do prato 
A<jlC!Lp£ou TO >!€10. tr)V &Vo<pfrvwo~ roo l>ioKO" 

Verw.jdem11 na plateau-ompactie 
Fternes after bal<kesammanpresnong 
Avl!lgsnas alter br1ckans ontorande 

Poista tar]ottirnan asennuksen J!dkeen 

Po zaklln61li misky odstranot 
Tavolltsa el a tal<:a betlleuteset kovetOen 

WYJ&t po o.adzeniu tack1 
OdstrMtle po stla~eni platnLtky 
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DO NOT USE IF PACKAGE IS DAMAGED 

NIGHT VERWENDEN, WENN VERPACKUNG 
BESCHADIGT 
NE PAS UTILISER Sl L'EMBALLAGE EST ENDOMMAGE 

NON UllLIZZARE SE IL CONFEZIONAMENTO NON E 
INTEGRO 
NO EMPLEAR Sl EL PAOUETE ESTA DANADO 

NAo UTILIZAR SEA EMBALAGEM ESTIVER 
DANIFICADA 
NA MHN XPH!IMOnOIEITAI EAN H !Y!KEYA!IA 
EXEI YnOHEI ZHMIA 
NIET GEBRUIKEN INDIEN DE VERPAKKING 
BESCHADIGD IS 
MA IKKE ANVENDES, HVIS EMBALLAGEN ER 
BESKADIGET 
FAR EJ ANVi\NDAS OM F0RPACKNINGEN AR 
SKADAD 
El SAA KiiYTTAA, JOS PAKKAUS ON 
VAHINGOITTUNUT 
NEPOU!IVAT. JE-Ll OBAL POSKOZEN 
NE HASZNALJA, HAA CSOMAGOlAS SEROLT 

NIE Ut:YwAC. JESLI OPAKOWANIE JEST 
USZKODZONE 
NEPOU!IVAJTE, AK .JE BALENIE POSKODENE 

111 
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EXHIBIT 2 

List of Part Numbers, Descriptions 
And Engineering Drawings 
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List of Part Numbers and Descriptions 
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Sigma Femoral 
Adanters 

Product Code Descrintiou 
96-0781 Sigma Femoral Adapter 5° 
96-0782 Sigma Femoral Adapter 7° 
96-0783 Si=a Femoral Adapter Bolt Neutral 
96-0784 Sigma Femoral Adapter Bolt 2mm Offset 

0000028 
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REPRESENTATIVE ATTACHING COMPONENT PARTS 

0000029 

(b) (4)
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Engineering Drawings 

0000034 
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EXHIBIT 3 

Test Reports 
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DEPARTMENT OF HEAtTH &. HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Roc~ville MD 20850 

JAN I ~ 1996 

Mr. John D. Ferros 
.Regulatory .Affairs specialist 
Johnson & Johnso~ 
325 Paramount Drive 
Raynham, Massachusetts 02767-0350 

RECEIVED 

.. 20111 
Re: 1<952830 

Darwin I<nee System (TC3, Stabilized) 
Regulatory Class: II 

REGULATORY AFFAIRS 
Product Code: JWH 
Dated: October 10, 1995 
Received: October 12, 1995 

Dear Mr. Ferros: 

We have reviewed your Section 510(k) notification of intent to 
market the device referenced above and we have determined the 
device is substantially equivalent to devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date 
of the Medical Device Amendments or to devices that have been 
reclassified in accordance with the provisions of the Federal 
Food, Drug, and Cosmetic Act (Act). •rhis decision is based on 
this device being equivalent QDly to similar devices labeled 
and intended to be fixed within bone with acrylic "bone 
cement." You may, therefore; market your device subject to 
the general controls provisions of the Act and the following 
limitations: 

1. The thinnest tibial insert available is the nominal size 
2 insert, which has a minimum polyethylene thickness 
under the condyles of 8.0 mm. The thinnest all­
polyethylene tibial component available is the nominal 
size 2 component, which has a minimum polyethylene 
thickness under the condyles of 8.0 mm. 

2. This device may not be labeled or promoted for 
non-cemented use. 

3. All labe1Ln9 for this device, including package 
label and liabeling included within the package, must 
prominently state that the device is intended for 
cemented use only. 

4. Any non-cemented fixation of this device is 
considered :investigational and may only be 
investigated as a·significant risk device in \.lCi 
accordance with the investigational device exemption z,, 
(IDE) regulation under 21 CFR, Part 812. All usersn0001.54 
of the device for non-cemented fixation must recei~ 
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approval from their respective institutional review 
boards (IREs) and the Food and Drug Administration (FDA) 
to conduct the investigation. 

The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good 
manufacturing practices, labeling, and prohibitions against 
misbranding and adulteration. 

If your device is classified (see above) into either class II 
(Special Controls) or class III (Premarket Approval) it may be 
subject to such additional controls. Existing major 
regulations affecting your device can be found in the Code of 
Federal Regulations (CFR), Title 21, Parts 800 to 895. A 
substantially eq·uivalent determination assumes compliance with 
the Good Manufacturing Practices (GMP) for Medical Devices: 
General GMP regulation (21 CFR Part 820) and that, through 
periodic GMP inspections, the Food and Drug Administration 
{FDA) will verify such assumptions. In addition, FDA may 
publish further announcements concerning your device in the 
Federal Register. Please note: this response to your 
premarket notifi,::ation submission does not affect any 
obligation you might have under sections 531 through 542 of 
the Act for devil::es under the Electronic Product Radiation 
Control provisiol'ls, or other Federal laws or regulations. 

This letter immediately will allow you to begin marketing your 
device as described in your 510(k) premarket notification. An 
FDA finding of substantial equivalence of your device to a 
legally marketed predicate ~evice results in a classification 
for your device and permits your device to proceed to the 
market, but it dc)es not mean that FDA approves your device. 
Therefore, you may not promote or in any way represent your 
device or its labeling as being approved by FDA. If you 
desire specific ndvice regarding labeling for your device in 
accordance with :!1 CFR Part 8.01, promotion, or advertising 
please contact the Office of Compliance, Promotion and 
Advertising Polic:y staff (HFZ-302) at (301) 594-4639. Other 
general informatJlon on your responsibilities under the Act may 
be obtained from the Division of Small Manufac:tucers 
Assistance at the!ir toll free number (800) 638-2041 or at 
(301) 443-6597. 

'ill 002 

SinEcely you~ .11 /) ;;:. 

cCJJJJ+!!Y-
~imbe c. Richter, M.D. 

Acting Director 
Division of General and. 

Restorative Devices 
Office of Device Evaluation 2¥5° 
Center for Devices and. 

Radiological Health 0000155 
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FDA CDRH ODE POS 1{1] 001 

DEPARTMENTOPHEAl:Ili &HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Roekllille MD 20850 

Re: K040281 
Trade/Device Name: LPS Metaphyseal Sleeve 
Regulation Number: 21 CFR 888.3560 
Regulation Name: Kne'e joint patellofemorotibial polymer/metal/polymer semi-

constrained cemented prosthesis 
Regulatory Class: II 
Product Code: JWH 
Dated: June l, 2004 
Received: June 3, 2004 

Dear Ms. Weissman: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions ofthe Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be fow1d in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further annotmceme:nts concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a detem~ination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's re:quirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (2 l CFR Part 801); good manufacturing practice requirements as set 

0000156 
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Page 2- Dina L. Weissman, J.D. 

forth in the quality systems (QS) regulation (21 CPR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CPR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device rc!sults in a classification for yom device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CPR Part 801), please 
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled, 
"Misbrnnding by reference to premarket notification" (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its Inte:rnet address http://www.fda.gov/cdrhldsma!dsmamain.html 

Enclosure 

Sifre7urs, ' d!, 

~tten,~D. 
Director 
Division of General, Restorative 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 

0000157 
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hom: 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
Food and Drug Administration 

Memorandum 

Rc,ic\\cr(s)- 0Jamc(s) __ Jt()(-IJ\Cf __ SMs -~!76_ __ _ 

Subject: 510(k) Numhcr_j::' Qk}Q~-- ---··· 
To: The Record- It is my recommendation that the subject 51 O(k) Notification: 

D Refused to accept. 

DRequircs additional information (other than refuse to accept). 

l;lfus substantially equivalent to marketed devices. 

DNOT substantially equivalent to marketed devices. 

0 Other (e.g., exempt by regulation, not a device, duplicate, etc.) 

. Is this device subject to Section 522 Postmarket Surveillance? 

Is this device subject to the Tracking Regulation? 

Was clinical data necessary to support the review of this 510(k)? 

Is this a prescription device? 

Was this 510(k) reviewed by a Third Party? 

Special5IO(k)? 

Abbreviated 51 O(k)? Please fill out fom1 on H Drive 51 Ok/boilers 

Truthful and Accurate Statement DRequested ::KJ Enclosed 

filA 510(k) summary OR DA 510(k) statement 

D The required certification and summary for class Ill devices \'l.il. 

G2J The indication for use form 

DYES 

DYES 

DYES 

0-YES 

DYES 

(2gyEs 

DYES 

~NO 
lEI NO 

~NO 
D NO 

D:(l NO 

D NO 

0NO 

Combination Product Category (Please see algorithm on H drive 51 Ok/Boilers) __ __c_lJ ___ _ 

Animal Tissue Source DYES ~NO Material of Biological Origin DYES EJNO 

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs): 

D No Confidentiality t;ZJ Confidentiality for 90 days D Continued Confidentiality exceeding 90 days 

Revised:4/2/03 

Final Review: 
--;::-:--· 

(Division Director) 
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"S lP E C I A L" 5 1 0 (k) M E M 0 RAN D U M 

TO: K06-0515 

FROM: Hoi lace Saas Rhodes, Biomedical Engineer < ,~ 
ODE/DGRND/Orthopedic Devices Branch J1( 

DATE: 

SUBJ: 

March 22, 2006 

PFC Sigma Knee Prosthesis Femoral Adapter 
Product Code: 87-JWH, Class II (21 CFR 8883560, Knee joint patellofemorotibial 

polymer/metal/polymer semi-constrained cemented prosthesis) 

Steve Wentworth, DePuy Orthopedics hK 
(574)371-4913 

Recommendation: 

This document was reviewed as a "Special 51 O(k)" using the DePuy LPS Metaphyseal Sleeve 
(K04-0281) as the predicate device for the subject device, Differences between the subject device 
and predicate device do not affect the substantial equivalence of PFC Sigma Knee Prosthesis 
Femoral AdapteL Therefore, 1 recommend that the subject device be found substantially equivalent 
to legally marketed devices, 

Review: 

1. Predicate Devices: 
DePuy LPS Metaphyseal] Sleeve (K04-0281 ); and 
Darwin Knee System (K95-2830), 

2. Device description: 
PFC Sigma Knee Prosthesis Femoral Adapter 
The devices consist of a selection of adapters and bolts that attach to Sigma TC3 and C/S femoral 
components' intracondylar boxes. When assembled to a femoral component, they provide a 
construct for the attachment of additional fixation extensions such as metaphyseal sleeves or 
cemented and fluted stem extensions.  

 

 
. 

A table describing similarities and differences between the subject and predicate devices is provided 
on page 17. 

(b)(4) Test Data

(b)(4) 
(b)(4) 
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K06-0515- Page 2 of 3 

Differences from Predicate: 
• The method of attachment between the PFC Sigma Femoral Adapter (subject device) and the 

femoral component of a total knee is nearly identical to the method of attachment between the 
PFC Sigma Femoral Stems (K95-2830) and the femoral component of a total knee. See figures 
on page 15. 

The sponsor states in the cover letter that the fundamental scientific technology of the modified 
device has not changed. 

3. Intended Use: 
The PFC Sigma Total Knee Prosthesis is intended for use in total knee replacement surgery for 
patients suffering from severe pain and disability due to permanent structural damage resulting from 
rheumatoid arthritis, osteoarthritis, post-traumatic arthritis, collagen disorders, pseudogout, trauma or 
failed prior surgical intervention. The PFC Sigma Total Knee Prosthesis is intended for cemented 
use only. 

Differences from Predkate: 
• The "Indications for Use" Form for the DePuy LPS Metaphyseal Sleeve (K04-0281) included 

indications for three different knee systems (i.e., the PFC Sigma Knee, the S-ROM Knee and the 
Limb Preservation System (LPS)). 

• There is no "Indications for Use" Form for the Darwin Knee System (K95-2830) because the 
51 O(k) pre-dates the requirement for "Indications for Use" Form~. 

• The subject "Indications for Use" Form is limited to the PFC Sigma Total Knee Prosthesis. 
• There are no difference in indications for the PFC Sigma Knee with the exception of minor 

editorial changes. 

The sponsor states in the cover letter that the intended use of the modified device has not changed. 

4. Labeling: 
See pages 22-25 and the booklet provided after page 25. 

Differences from Predicate: 
• The predicate (K04-0281) included device-specific instruction for use. The subject package 

insert is generic for total knee replacements. 

5. Design Control Activities: 
Page 19 of the submission contains DePuy's Design Control Activities Summary. The table 
describes the modifications made to the femoral stem relative to the predicate stem, the risks 
resulting from this modification. verification activities, acceptance criteria, and results of the 
verification activity. 

(b)(4) Test Data

(b)(4) Test Data
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K06-0515- Page 3 of 3 

6. Declaration of Conformity with Design Controls: 
a. The sponsor provided a statement that all verification activities, as required by the risk 

analysis, were performed and the results demonstrated that the predetermined acceptance 
criteria were met. It was signed by Abe Wright. 

b. The sponsor provided a statement that the manufacturing facility is in conformance with the 
design control requirements as specified in 21 CFR 820.30 and the records are available for 
review. It was signed by Rudy Diaz. 

7. Contact History/Requ.,sts for More Information: 
None. 

8. Decision-Making Rationale: 

I 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

II. 

This document was reviewed as a "Special 51 O(k)" using the DePuy LPS Metaphyseal Sleeve 
(K04-0281) as the predicate device for the subject device. Differences between the subject device 
and predicate device do not affect the substantial equivalence of PFC Sigma Knee Prosthesis 
Femoral Adapter. Therefore. I recommend that the subject device be found substantially equivalent 
to legally marketed devices. 

YES NO 

Is Product A Device Yes If NO~ Stop 

Is Device Subject To 51 O(k)O Yes If NO~ Stop 

Same Indication Statement? Yes If YES~ Go To 5 

Do Differences Alter The Effect Or Raise New Issues of If YES~ Stop NE 
Safety Or Effectiveness" 

Same Technological Characteristics? Yes If YES~ Go To 7 

Could The New Characteristics Affect Safety Or If YES~ Go To 8 
Effectiveness? 

Descriptive Characteristics Precise Enough? Yes If NO~ Go To 10 
If YES~ Stop SE 

New Types Of Safety Or Effectiveness Questions? If YES~ Stop NE 

Accepted Scientitic Methods Exist0 If NO~ Stop NE 

Performance Data Available? If NO~ Request Data 

Data Demonstrate Equivalence? Final Decision: SE 
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Internal Administrative Form 

YES NO 
1. Did the firm request expedited review? \( 

2. Did we grant expedited review? X 
3. Have you verified that the Document is labeled Class Ill for GMP - I--

purposes? 
4. If, not, has POS been notified? - f--

5. Is the product a device? y 
6. Is the device exempt from 510(k) by regulation or policy? 1/ 
7. Is the device subject to review by CDRH? 'y:_ 

------
8. Are you aware that this device has been the subject of a prev1ous NSE 

decision? x 
9. If yes, does this new 510(k) address the NSE issue(s}, (e.g., 

- I--performance data)? 
1 O.Are you aware of the submitter being the subject of an integrity •-( 

investigation? 
11.1f, yes, consult the ODE Integrity Officer. 
12. Has the ODE Integrity Officer given permission to proceed with the 

review? (Blue Book Memo #191-2 and Federal Register 90N0332, - --
September 10, 1991. 
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510(k) "SUBSTANTIAL EQUIVALENO:" 
DECISION-MAKING PROCESS 

r 
Dcscripti\'e lnfonn;l!IOII 

about New or Marketed 

'\.l'\\ Dn'llt: 1\ Comp:ucd to 

0 
\l;,,~d lkmc' 

Dncs New Device !!;we Same 

Indication Statement 
Device Reque~ted as Needed _l 

,., YES 

New Device Has Same Intended 

NO 

Usc and May he ''Substantially Equivalent" 

Does Qevlave Same 

NO 

YES 

Do the Oillcrcnccs Aller the lnterided 

Therapeutic/Oiagnosticlctc_ Lllect YES 
t"-i.QL'i~~<:!J1!Blli' 

Equivalent Determination 

New Device Has 
New Intended Usc 

Assessing Effects of NO 
the New Characteristics? 

G lYES 

0 

Performance 
Data Required 

Arc Pcr!Ormance Data Available 
To Assess Effects of New 

NO 

.. 

... 

Performance Data Demonstrate 

'""F. 
ToG) 

YES 

1 stantially Equivalcn(' 
Determination 

Characteristics? • • • 

!YES 

Perfomtanee Data Demonstrate 
Equivalence? 

YES 

l 
NO 

To G) 

51 O(k) Submissions compare new devices to marketed devices. FDA requests additi('lllal information if the relationship between 
marketed and '·predicate'' (pre-Amendments or reclassified post-Amendments) devices is unclear 

ll1is decision is normally based on descriptive information alone, but limited testing information is sometimes required 

Data ma)rbc in the 510(k), mher 510(k)s, the Centcr.'s classification files, or the literature. 
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