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SUMMARY OF SAFETY AND EFFECTIVENESS

NAME OF FIRM: DePuy Orthopaedics Inc.
700 Orthopaedic Drive
Warsaw, Indiana 46581-0988
EST REG No.: 1818910
510(K) CONTACT: Steve Wentworth
Regulatory Affairs Manager
Tel: (574) 371-4913
Fax: (574) 371-4987
TRADE NAME: DePuy PFC® Sigma Knee Prosthesis
COMMON NAME: Tricompartmental Knee Prosthesis
CLASSIFICATION: Knee joint patellofemorotibial, polymer/metal/polymer semi-
constrained cemented prosthesis (21 CFR 888.3560), Ciass II Device
DEVICE PRODUCT CODE: JWH
SUBSTANTIALLY
EQUIVALENT DEVICES: DePuy LPS Metaphyseal Sleeve Component
(K040281, cleared July 9, 2004)
Darwin Knee System (TC3)
(K952830, cleared January 18, 1996)
DEVICE DESCRIPTION:

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.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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
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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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR 2 3 2006

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
Trade/Device Name: DePuy Sigma Knee Femoral Adapter

Regulation Number: 21 CFR §88.3560
Regulation Name: Knee joint patellofemorotibial polymer/metal/polymer semi-constrained

cemented prosthesis
Regulatory Class: 11
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 1s 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 1s classified (see above) into either class II (Special Controls) or class 11 (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 'DA’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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 801); good manufacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation contro! provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(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 801), 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/dsma/dsmamain.htm|

Sincerely vours,

&)
Mark N, Melkerson
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indicati for Lise S
510(k) Number (if known): _ Kocc5ts
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 / AND/OR Over-The-Counter Use _
(Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

Concurrence of CDRH, Office of Device Evaiuation (ODE)

by
(Division Sign-Of)
Division of General, Resvedvt
and Neurological Devices

510(k) Number L0l 03/5

c0000608

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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—/@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR £ 3 2006

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

Trade/Device Name: DePuy Sigma Knee Femoral Adapter

Regulation Number: Z1 CFR 888.3560

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

Regulatory Class: 1

Product Code: JWH

Dated: February 24, 2006

Recetved: 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) fo 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 I1I (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, TDA 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 deterrnination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8\1 18
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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 801); 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 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(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 801), 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/dsma/dsmamain.html

Sincerely yours,

%
Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301796-8118
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Indicati for Lse Stat l
510(k) Number (if known): _ Ko& (515
Device Name: DePuy Sigma Knee Femoral Adapter

Intended Use and Indications:
The PFC® Sigma Total Knee Prosthesis 1s intended for use in total knee replacement siwroery 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 / AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)

b
(Division Sign-OfY)
Division of General, Restorzlive
and Neurological Devices

510(k) Number L0405/ 5

c000008

| S
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

February 27, 2006 Rockville, Maryland 20850
DEPUY ORTHOPAEDICS, INC. 510{k}) Number: K060515

700 CORTHOPAEDIC DR. Received: 27-FEBR-2006

P.0O. BOX 988 Product: DEPUY PFC SIGMA KNEE
WARSAW, IN 46581 PROSTHESIS

ATTN: STEVEN J. WENTWCRTH

The Food and Drug Administration (FDA), Center for Devices

and Radiological Health (CDRH), has received the Premarket Notification you
submitted in acccrdance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act (Act) for the above referenced product. We have assigned your
submission a unigue 51C (k) number that is c¢ited above., Please refer
prominently to thig 510(k) number in any future 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 ig required.
YOU MAY NOT PLACE THIS DEVICE INTG COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO S0O.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Tndustry Acticons on Premarket Notification (510(k}} Submigsions:
Effect cn FDA Review Clock and Performance Assessment". The purpose of this
document 1is te 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/121% . 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 submigsion for a
Traditional or Abbreviated 510 (k}.

Please remember that all corregpondence 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 nctification submission. Also,
please note the new Blue 3ock Memorandum regarding Fax and E-mail Policy
entitled, "Fax and E-Mail Communication with Industry about Premarket Files
Under Review", 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 informaticn on how to check

on the status of your submigsion, please contact DSMICA at (301} 443-6597 or
its toll-free number (B00} £38-2041, or at theilr 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

-

=

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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iePuy Orthopaedics, Inc.
oy 98k
L Orrapaedic Dnve
A R dns51-0038
Special 510(k): Device Modification 15T 26T 9143
ST RTE I 4987

February 24, 2006

Food and Drug Administration
CDRH/ODE

Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Reference: DePuy Sigma Femoral Adapter

Dear Madam/Sir:

DePuy Orthopaedics, Inc. submits the enclosed documentation in duplicate for the DePuy Sigma
Femoral Adapter, as a Special 510(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 510(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,

~

Steven J. Wentworth v
Regulatory Affairs Project Manager
DePuy Orthopaedics, Inc.

\ ’L/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301- 796 81 1_&\/
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Form Approved: OMB No. 0910-511 Expiraton Date: August 31, 2005 See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES .
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER: [O)@)

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.
pleted Cover Sheet must accompany each criginal application or supplement subject to fees. The following actions must be taken
serly submit your application and fee payment:
_tectronically 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 an¢ 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 at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http:/fwww fda.govicdrh/mdufmalfags.htmi#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 Decument Mail Center.

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

2.1 E-MAIL ADDRESS

DEPUY ORTHOPAEDICS INC atilaen@dpyus nj.com

700 ORTHOPAEDIC DRIVE 2.2 TELEPHONE NUMBER |nclude Area code)

WARSAW IN 46580 1-4845

us FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 4-37

352109957

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

Select an application type; 3.1_Select gne of the types below
" =market notification(510(k)); except for third party {X] Original Application

»gics License Applicalion {BLA) Supplement Types:
1, .emarket Approval Application (PMA) [ ] Efficacy (BLA)
[ ] Modular PMA [ 1 Panel Track (FMA, PMR, PDP)
[1 Product Development Protacol (PDP) [] Real-Time (PMA, PMR, PDP)
[] Premarket Report (PMR) [] 180-day (PMA, PMR, PDP)

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

[1YES, | meet the small business criteria and have submitted the required {X] NO, | am not a small business
qualifying documents to FDA

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

5. 1S 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 pariner firms conditions of use for a pediatric population

[ ] The application is submitted by a state or federal
government entity for a device that is not to be distributed
commaercially

[ ] This biotogics application is submitted under secion 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

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? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA}.)

[]1YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
(b) (4) 20-Jan-2006
T “U1 (0R/2003) .
W mdow) \C;\O
- . y)
Print Cover shee1) - é,." \/}D
e - H
G0004G01 \
1L

https://fdasfinappiedtiorgncomadiADAIC DRHOEE/ BT Gf gDRE POpepATL B @ildat=Agod a3 0 Tl &1&8.c...  1/20/200
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NBER] 4993433

Involce MNo. Date Vcher Att Gross Amt Discount Net Amount

B " FDA USERFEE/ATILDEN
CR1267958 -111505 N67958 Y~ 3,833.00 3,833.00

510K)
cs;m IO MOl 20594133

{> LM% jl ey \<‘h o (P ‘\eQ ..

Qﬁ ’L\Aﬁu\
COPY

VISIT OUR: WEBSITE AT WWW.AP.JNJ. COM

‘FOR INVOICING ON THE WEB,
"ELECTRONIC: PAYMENTS, AND PAYMENT HISTORY

YOUR SUPPLIER NUM BEFI 1S:080485527
Query? Call 877-557-4487 or write DEPUY ORTHOPAEDICS . “Box 16524, NEW BRUNSWICK NJ 08906
SUPPLEER#: 080485527 ~ SUPPLIER: FODOD AND DRUG ADMINIS TOTAL: 3,833.00

_Please Validate Tax Id # ==> EIN 00-0000000
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@ DePuy

A ﬁu&mm-l‘uﬁw« Srnay

SPECIAL 510(Kk):

DEVICE
MODIFICATION

DePuy Sigma Knee Prosthesis

Femoral Adapter
(Modification to PFC® Sigma Knee System, K950010)

000000000000000000000000000000000000

6660063
!

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

a gwevwmquu-ﬁwuvu company

DePuy Drthopaedics, Inc.

"0 Box 988
04 Qrthepaedic Crive
Warsaw, IN 46581-(1988
. . . R HER
Special 510(k): Device Modification Lt ih 4 00T 2143

Paw, «1 03743 371 4087

February 24, 2006

Food and Drug Administration
CDRH/ODE

Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Reference: DePuy Sigma Femoral Adapter

Dear Madam/Sir;

DePuy Orthopaedics, Inc. submits the enclosed documentation in duplicate for the DePuy Sigma

Femoral Adapter, as a Special 510(k): Device Modification. [DIE)
- //////00_0_/"]
(b)(4) .

(b)(4)

DePuy believes that this modification is eligible for the Special 510(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 1t 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,

" ;
THTO b
Steven J. Wentworth

Regulatory Affairs Project Manager

DePuy Orthopaedics, Inc.

Fam)
ey
<
&
N
et
&
"
po-de

D
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SUMMARY OF SAFETY AND EFFECTIVENESS

NAME OF FIRM: DePuy Orthopaedics Inc.

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

510(K) CONTACT: Steve Wentworth

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

TRADE NAME: DePuy PFC® Sigma Knee Prosthesis
COMMON NAME: Tricompartmental Knee Prosthesis
CLASSIFICATION: Knee joint patellofemorotibial, polymer/metal/polymer semi-
constrained cemented prosthesis (21 CFR 888.3560), Class I Device
DEVICE PRODUCT CODE: JWH
SUBSTANTIALLY
EQUIVALENT DEVICES: DePuy LPS Metaphyseal Sleeve Component
(K040281, cleared July 9, 2004)
Darwin Knee System (TC3)
(K952830, cleared January 18, 1996)
DEVICE DESCRIPTION:

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.

C000C06 X
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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°
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.

006GOCO7 _
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Indicati for Lise S
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, ostcoarthritis, post-traumatic arthritis, collagen disorders, pseudogout,
trauma or failed prior surgical intervention. The PFC Sigma Total Knee Prosthesis is intended for
cemented use only.

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

Prescription Use

(Part 21 CFR 801 Subpart D) AND/OR

Concurrence of CDRH, Office of Device Evaluation (ODE)

6660008
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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.

§7) /mﬁmﬁw 2/3 7/04

Steven J. Wentworth
Regulatory Affairs Project Manager

DePuy Sigma Knee Femoral Adapter

0000609 Le
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Special 510(k)

Declaration of Conformity with Design Controls

DePuy PFC® Sigma Knee Prosthesis Femoral Adapter

Verification To the best of my knowledge, the verification activities, as required by the

Activities risk analysis, for the modification were performed by the designated
individual(s) and the results demonstrated that the predetermined
acceptance critg;;ia were met.

el a
</
Gy .

—

Abe Wright £ Date
Product Development
DePuy Orthopaedics, Inc.

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

/éwﬁt JZI}/‘/{ 2l el . 200 6

Rud'y Dia#” ) Date
Quality Systems Engineer
DePuy Orthopaedics, Inc.

6600G10
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Special 510(k)

Section 1

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 Secticn II:

A. COMPANY INFORMATION

MANUFACTURER AND SPONSOR OF THE 510(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. DEVICE INFORMATTION

PROPRIETARY NAME:
DePuy Sigma Knee Femoral Adapter

COMMON NAME:
Tricompartmental Knee Prosthesis

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

PANEL AND DEVICE PRODUCT CODE:

Panel: Orthopedics/87
Product code: TWH

C.  COMPLIANCE WITH SPECIAL CONTROLS

0000011 L2
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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.

STERILITY AND PACKAGING

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.

PREDICATE DEVICE INFORMATION

DePuy LPS Metaphyseal Sleeve Component- K040281, cleared July 9, 2004

Darwin Knee System (TC3)- K952830, cleared January 18, 1996
INDICATIONS FOR LUSE

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.

INTENDED USE

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

LABELING AND ADVERTISEMENTS

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

ENGINEERING DRAWINGS 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.

c0000C12
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Special 510(k)

Section 11

DEVICE DESCRIPTION:

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.

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

i
i
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Figure 2. Exploded diagrams of components in Figure 1.

00000 2
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The adapter portion of the Sigma Femoral Adapter consists of three components: the
body, collar, and retaining ring (Figure 3).

(b)(4)

The body is manufactured from [l 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

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

. A%
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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.

(b)(4)

Figure 5. Sigma Femoral Adapter bolts

SIMILARILITIES AND DIFFERENCES:

The similarities and differences between the Sigma Knee Femoral Adapter and the
predicate devices are listed in Table 1.

Questions? Contact FDAICDRHIOCE/DIV A EBRIEDE TATUS @fda.hhs.gbv or 301-796-8118
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Materials

Stem & Sleeve
Attachment
Features

Same features as the previously cleared
DePuy PFC Sigma Femoral Adapter
(K040281).

Morse taper for
attachment of sleeves,
Spiralock threads for
attachment of stem
extensions

4dcteristics Subject Device Predicate Device #1 Predicate Device #2
. DePuy LPS 1&] Darwin Knee (TC3)
Device Name DePuy Sigma Femoral Adapters Metaphyseal Sleeve (K952830)
(K040281).

N/A

Mechanism for

Attachment mechanism that is similar to
that of the DePuy PFC Sigma Femoral
Stems (K952830) with the following
differences: the collar has larger

Solid piece adapter
and bolt mechanism.

Stem, collar, and bolt attachment

Attachment to footprint and decreased height, the _The bolted joint is mechanism. The bolted joint is tightened
the Femoral SR o tightened by applying .
retaining ring grooves are positioned by applying torque to the stem.
Component torque to the bolt
further away from the body/collar head
interface, and the bolts shank and threads ’
have decreased length.
Valgus Angle o 40 a 0 40
Options 3.7 > 5,7
5 :
Ant/ Post 2mm anterior, neutral, <mm antenor, 2mm anterior, neutral,
) . neutral, .
Offset Options 2 mm posterior . 2 mm posterior
2 mm posterior
Sterile Method Gamma Radiation (Gamma Radiation Gamma Radiation
Mating DePuy PFC Sigma TC3 and C/S Femoral DePuy PFC Sigma DePuy PFC Sigma TC3 and C/S Femoral
Femoral TC3 and C/8 Femoral
Components Components
Components Components
Matin Femoral Metaphyseal Sleeves, Cemented Femoral Metaphyseal
o & and Fluted Stem Extensions (see Exhibit Sleeves, Cemented
Fixation . . N/A
. 1 for complete list of compatible and Fluted Stem
Extensions ; .
extensions) Extensions
Method of
Manufacture

6000617
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(b)(4)
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Special 510(k)

Section 111

SUMMARY OF DESTGN CONTROI, ACTIVITIES:

SUMMARY OF DESIGN CONTROI ACTIVITIES:

(b) (4)
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Special 510(k)

Section IV

BASIS FOR SUBSTANTIAL EQUIVALENCE:

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) and 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 attachment 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 1s 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
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.

60006ZO =
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EXHIBIT 1

Labels and Product Insert
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INSTRUCTIONS FOR USE
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all polyethyens componsm or comprisad of W metal titsa, ry w
a polyathylena insert and locking somponents
Titanium and polysthylens companants are compai i wit
Cobalt chrome componants may interfess with fhe qually
INTENDED USEANDICATIONS
Tatal or unicomparimantal knee arthrplasty is ntendd o o
reducad pain by replacing the damagsc knae joint articulatien o Patents afere £
o1 sufficient sound bona o seat and support the conponents
! IN THE US THIS POROUS COATED COMPONENT HAS BEEN CLEARED FOR
GEMENTED USE ONLY,
ANY NON-POROUS COATED COMPONENT IS INTENDED FOR CEMENTED USE ONLY.

Candidates for tatal or unicompartmenta! knge replacement munsds sdderly pRIBALL w811 S e
painful and/or severely disabled ot resulting frem osteasithehs, nosl fraumale, 201
rheumatond arthrits, of @ falea previous mplant. Mocandiedares for unicompeiimenty e
arthroplasty. naty one side of the jont (the medial or iateral campatsent o dteced "ol o
.micampartmental knae replacement may be considersy 107 yeunger natents 11 1 the spnion
thér Surgeon, an uneguivacal indicarion for tolal unicorfpartentl knee eplacen s nlweigns e
ri5ks agsociated with the age af the patient, and f imitet damands tegarting actvity and hnec omr
loading can he assuer. THis ncludes severefy crippled panenss with okt gl 1aoleement b
wharm a gam i knee mobiity may lead 40 an expectaton of spnetvanl preesmen’ e e,

of their lives,

CONTRAINDICATIONS

The foliowing conditions are contramccaminng (or atal s L soens e il s (e
1 Active 10cal or systemic infaction
7. Loss of hon® or Nwsgulatule  0SIGODOIOSIE, NdlmnUsEuldr SOMProm e

deficiency in the affectad finh u suficiant dsgree 1o render the procediue U
absencs of musculohgamantous SUPPCMING SITUCIUFES. joInt Neoropathy).

3. Gevere instability secondary to advanced luss O ostecchrndzal sb
collateral ligament integrity.
4. Unicomparimental knes replacernont + senlraindicalize w |ments «

fixed valgus or varus deformuty.
NOVE: Diabetss, at present, has aot been sstablishad as a corlrandicalion. Howsver o
the ingreasaed rsk for complications such as infection, siow wound heuting, etc., 1oy
should carefully consider the advsabilily of knee seplacemeant it fhe rely thahof
WARNINGS AND PRECAUTIONS
CAUTION:
* Implantg and trial components from differant manufaciyrers o implant systent
never be used togothar,
* HKaae presthesis compeonents should néver be rermplanten. Even though the anmiaect

ntact FDA/CDRH/OCE/DID at CDRH-FOISLIATUS@fda.hhs.gov or
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- Alummluhlpmcmniﬂnrmlpumm Trisis should not be assembled with any
Trials must hava tha sams
slze s l!\o o iy 10 b par
* Do not alter or mody implants in any way.
¢ Avoid dedlling multipls pin holes in the praxial tois which may affact the compreasive
of the tibla.

CAUTION: Tha following conditions, singularty or concurently, tend to impose severs lnading on
the affected extramity thereby placing the patiant at higher risk of failure of the knee raplacement:
Obesity or excassive patisnt waight
Manual Labar.
Active sports pari(cipation.
High levels of patient activity.
Likekhood of falls,
Alcohol or drug addiclion
Qther disabilities, as appropriate.
In addition to the above, ihe fallowing physicel conditions, singularly or concurrently, tend Lo
adversely affect the Rxation of knee replacement implants:

1. Marked cstedporosis OF PoOT bona stack.

2. Metabolic disorders or systemic pharmacological treatmants leading 1o prograssive
datertoration of solid bone support for the implant
(a.g. diabeles maliitus, steroid tharapies, immuncsuppressive therapies, etc.}
History of genaral or local mlactions.
Severe deformities leading 1o impaired flxation or impraper positioning of the implant.
Tumeors of tha supporting bone structures.
Allergic raactions to implant materials (8.9 bone comant. metal, polyathylane),
Tissua mactions 1o implant corrosicn or Implant wear debris.
Disabilities of gther joints (i.e,, hips or ankies).
A higher incidence of implant fallurs has been réportad in paraplegics and in patients with carebral
paisy or Parkinson Disease.
WHEN THE SURGEON DETERMINES THAT KNEE REPLACEMENT IS THE BEST MEDICAL
QFTION AVAILABLE ANC DECIDES TO USE THIS PROSTHESIS IN A PATIENT WHO HAS ANY OF
THE ABCVE CONDITHONS CR WHQ IS SIMPLY YOUNG AND ACTIVE, IT IS IMPERATIVE THAT THE
PATIENT BE INSTRUCTED ABOUT THE STRENGTH LIMITATIONS OF THE MATERIALS USED IN
THE DEVICE AND FOR FIXATION AND THE RESULTANT NEED TO SUBSTANTIALLY REDUCE OR
ELIMINATE ANY OF THE ABOVE CONDITIONS.
The surgical and postoperative management of the patient must be carriad out with due
oNsidaration for )l existing conditions. Mantal 2itiudes or disordars resulting In a patient's failure
¢ adhere to the surgaon's orders may delay postoperative recovery and/er increass the risk of
adversa effects Including implamt or implant fication fallure,
Excessive physical activity of lrauma to the replaced joint may contributa to prematura failurs of the
Hnes mplacement by causing a changa in poshion, fractura, and/or wear of the implants. The

ko implants |v, at presant, not clearly satablished.

he patlem sh::uld be informed that factors such as weight and activity levels may significantly
affect wai
INFORMATION FOR USE

Nmo W

LT IUE)

THE SURGEON SHOULD DISCUSS ALL PHYSICAL AND MENTAL LIMITATIONS PARTICULAR TO
THE PATIENT AND ALL ASPECTS OF THE SURGERY AND THE PROSTHESES WITH THE PATIENT
BEFCRE SURGERY. The discusslon should include the limitations. and possible consaquencas of
joint repiacement, ang tha necesslty to follow the sungacn's instructions postoperatlvely, particuiarly
in regard to patnt actwty and welght.

The precperative planhing and surgical techniques for iMpiantation of these total of
u ental ke ts avolved from the surgical experience gained

ntact FDA/CDRH/OCE/D_#I? at CORH-FOISTATUS@fda.hhs.gov or
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e
begin the clinical usa of any knea prosthesis before they have |hgmugmy familiarized hermes
with its specific implantation technigue. Certamn methads may chiange with line as furter
expafionce s gained. Crticd apprasals of such changes are presented at regularly Sohuscu
surgical instruction cowrses for which perindic attendance is advised Surgical fachnagn: S,
ant videos are available from DaPuy,

Speciic prerequisites ko total or uniconpartmental knes mplacerion| that must he stn sl -,
incfude:

1. Signmcant arthrtic disease of the libo-lemoral aneson patullo-emars sk

2. Stable or racansiructable coliateral ligaments.
1, Physialogic or correctable axial alignment.
. Inagt quadriceps and hamsiring machansms.
U It a patella companert 1 1 be used. the patela hoee e B sababils S st o
patells comprnent
Intraoperative
It 15 recommended thal exlra implants b available at time ol suqees, nuudog e e s

srnaller than those expected 1o be uzed
Fropar handling of im plarts is mandatory. These prostheses should enly be haneied gy e s
wearing sterile surgical gioves. Do nat allow contact of any component with hard ohyscls. Do aal
alivw parsus surfaces to came i contact with cloth or olher fiber releasing materials. Pricr to use.
a vizual inspection of sach implant compansnt for possible mperfaclions should e rogingly
performed. Dantage or altgralions ta any implant CoMponent May praduce stresses At ase
refects which could become the focal point for implant failure
The use of certain specidl surgical mstruments is suggestad in the perlormance ol the
Review of the use and handling of these instruments is mportant, The aligirment and cult m: ||g~
should be checkad prior 1o surgery. Bent or damaged insiruments may 184 fe imprope: iaplant
position and result in impfant failure
Praper cleaning and preparation of the bona surfaces s important {ar ohrainng prosthes s xaticn
Hone excision should be imited to tha aAmount necessary o accommodate the implanis. Exsswive
buane rerraval of use of multiple pins to secure instruments may result n machanical gisturbances
and bone resorplion with subsequant failure of tha pracedure due 1o ipesening o detarmation of
1he rmpians. When proparing bone surtdces and positioning thie companents. pragss algnmsnl
musk be ensured.
Priar lo clasirg, the surgeedl site shouk! be thoroughly vleansed of bune chips, sclopic booe, Dune
cemant, otc, Fereign particles at the metalplastc articular intertace may Cause AKCESENR wRdr
Fctopic bans andior bona spurs may I6ad to disiocation or painful and restricted moton. Aangs of
motion shouid be tharmughly checked for improper fating. instability or im@ingemanT and e arracing
as appropriate.
Postoparative
Strigt adherence by Ihe patiant 1o the Surgeon’s NStrUCHiDNS NG warnmMgs 15 Bxlremaly Mo
Acteptad practices should be followed in postopsiative cam. Postoperatwely, the patiant should b
cautionsd to govern his/her activity level to protect the replaced yeink from upraasonabie siresses.
The patient shouid be released rom the hospital with complete writisn instructions. a0 wanings
ragarding exercises and therapies and any lmitations on histher activities, Penodic tuliow-up
including x-rays are recommended far lase comparson with previous post-op condtions 1o dategt
fong-term evidsnce of changes in positian, loesening, benting, or cracking of camponsnts. If
avidence of ora or more of these conditions is discavered, patients should be Closely nhsarved, the
possibilitiss of turther deterioration evaluated, and the henefits ol early revasion conmiters!
ADVERSE EVENTS AND COMPLICATIONS
Tt foliowing are ganerally the most frequently sncountersd adverss events and o
total or unicomparimental knes arthropiesty.
General
1. Early ur late Inogening, tbial subsidence, bending, sracking, fraciure, daformalion, t wesr !
une or more of the prosthetic gomponents, often relatett fo factors listad under WARNNGS
AND PRECAUTIONS. i_oosening rmay also nétur due fo improper fixalion ar pasi

ntact FDA/CDRH/OCE/DID at CDRﬁI‘-]|,7£OISTATUS@fda.hhs.gov or
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or shortening of the feg, caused by improper poaltioning, looseness or wear of componants,
Excessive wear of the polyetfylane components due to intraoperative damage to the femoral
component, loose Cement and/or bone ragmants, andior high patient activity levels o

i

wight.
Fractutes of the tibia or femur, intraoperativa fractures are usually associated with revigion
Surgery, deformity and/ov Sovere oSteopwrosls. Postoperalive fractures are usually Stress
fracturas. Fractures can be the result of defects in tha cortex dua to multiple pin holes, prior
sGrew holes, misdirected raaming, and/or inadequate or maldisiribution of bone cament,
Gardiovascular disorders and thromboambolic disease. including venous thrombasis, and
pulmonacy smbalus, and heart attack.
Tissue reactions. asteclysis, andior implant loosening caused by metallic cofrosion, allergy ar
waar debris or 10ose cement particles.
Myuasitis ossificans, sspecially in males with hypertrophic arthritis, limited preaperative range
af motion and/or pravious myositis. The incidence of myosilis ossificans is increased with a
histary of prior surgery and in cases af infection.
Possibla peroneal nerve palsy after [ataral unicoMpartrmental knee arthroplasty.

ve

4

@

bl

Earty
3. Hematoma.
2. Delayed wound healing or wound dehiscencs.
3. Varus-valgus deformity.
4. Subsidenca assaciated with alt poly components.

L] ve
1. Inadequate range of motion dua tc improper selection or positioning of componants,
impingarnant and/or periarticular caleiflcation.

Perianticular cafcification or ossification, with or without impadiment to joint mokility.

Patollar Tacture as a result of excess tension of inadvertant intraoperative weakening.
Aggravated problems of lhe affectad timb or contralateral extremity caused by leg length
discrapancy,
The i and sevarity of in total ard uni kriag
are usually graatar in revisions than primary operations. Common problems inchude placament
of Incision and lack of bone stock. Increased operative time and increased incidence of infaction,
pulmonary embolism and wound hematoma can be expected with revision procedures.

IPPLI

B@n

Total and unicompartmental knee cormponents are individually packaged and supplisd STERILE. All
metal components are sterilized using radiation. Polysthylene componems may ba stenlizod with
gas plasma or radiation, as indicated on the outer package label, Remeve from the package using
accepted aseptic technique only after the comect snze nas baen delermmed For matal

companents ohly: If the aterke implant is but atill
acceptable for intanded usa based on pmllolan duhrminlt!nn. the implant Mmust be Ansed
and prdorto i

Uttra High Molacular Weight Polyethytena (UHMWPE)nbmand pa\eilar components are individually
packaged and supplied STEFILE. Remove from the package usmg acceptad sterile tachnique only

after the comect slze has been determined. Polysthylne components should not be -
sterilizad, Far polysthylane components: O NOT USE IF THE STERILE PACKAGE APPEARS
TO BE DAMAGED.

RINSING/CLEANING

Use sterila room tamperature watar or physidiogical saline 1o 50ak the implant. Soak the implam
for a minimum of 5 minutes, immed|ataly dry the product. Inspect the implant prior to starilization.
STERILIZATION [metal companents only]
if steritization is macassary, the following parameters ara recommendad as they nave peen validated
for a Sterility Assurance Level (SAL) of 104

ntact FDA/CDRH/OCE/DID %}gD?RH-FOISTATUS@fda.hhs.gov or

L RS e A L



scessed under FQIA Request# 2015-2054. Relg,ageg by CDRH on

Sleam Pra.yavuun: AIOCF A

il

NOTE: The adequacy of any sierilizatien procedure must pe swabiy tested. 11 o 5
appropriate process paramelers be validated for each facdity 5 sterdizzi i

subslantiate the process and Its reiiabilty and reprociucibility. Flash sterifization may t
it applicable, atcording to the specilic health care facility's polcy
CAUTION: Do not ra-sterilize polyethylangd components.

GEBRAUCHSANWEISUNG

VORSBICHT: Bundesgedetz (USA} beschranut diases Gerdl aut den Verkau! oder cin
Varprdnung durch sinen Arzt.
BESCHREIBUNG DER VORRIGHTUNG
Die Knetotaprothese setzt sich aus minZeln verpackien lemhralen. Tbalen und poaeanen
Kemponenten Zusammen, die zum Ersatz der natirlichen Gelenktachs des Kniegolenkas bestimmi
sinid, Dia Ferurkompontente ot en Metafimplantat mit brw. ohne pardsej] Beschichiung. Ty
Tihizkermponants kann vollstdndig aus Polyethylan angafertigt sein adar 5ich dus sinem Tiaslatey
aus Maetalk mit bzw. chne porbsalrl Beschichtung und emem Polyethylanginsat? un
Verragslungskomponanten zusammensatzen. Manche Melallkomponentan naban mothlie:
“chafte. Die Patailakomponents kamn woilstandig aus Palyethylen ocder vollkcime: mul Metl
sibarklzidetemn Folyathylen angatertigt sein
Die Urekompartmant.Kesprotiigse Salze Sicn aus SINZewm Verpacklen femeraken o o
Komponenten zusammen, die zum Ersatz der nalirichan Galankilicne einer Kondye e
Kniagelenks bestimmt sind. Die Femurkampanenie besteht aus Metall mit ader orne nouosein
Reschichtung, und die Tibiakompanente kann voilstindig aus Poivethylen angefertigt sein mler sich
dus einem Tibiaplateau aws Matalt mit oder ohne porgsetr; Beschichbisg .ad or
Pmysthylaneinsatz und Vemagsiungskomponentan zusammensstzan,
Cie Ttan- und Polyathylenkomponenien sind sur kemspintoimographischen Darsteduny k130
geeignet, Die Kobalt-Chrom-Komponenten kanasa die Bitdgualitat ter MAT heantiacntioe
ANWENDLUNGSQEBIETE
Durch Ersatz der geschiéuigten Kriegsienkartkulabin mragh die Knigtotalartimplashis wie,
Unikompartimant-Knieprothgse zur verbesserlsn Bawsgirchies! und Schmeizlinder i
Pateren bei, sofern noch genugend gasunder Knhochon Fur cine perfakte Palifrem
Swuung dar Kcmponenlen worhanden rst

IN DEN VEREINIGTEN STAATEN WUFRDE DIESE PORGS BESCHIGHTETE KOMPONENTE H

R FUR EINSATZ MIT ZEMENT ZUGELASSEN. H
JEGLICHE NICHT- Ponﬁs BESCHICHTETE KOMPONENTE DARF NUR MIT ZEMENT
L VERWENDET WERDEN,

7u Fallanlen chg als Anwdrter fisr sinen Knigfotalersalz ader gine Unikompartiment-Kmeprthess in
Frageé kommen, zdhlen dltsre Pabemen mit stark schmerzenden und schwergracig krankhaft
veriiderten Gelanken aulgrund van Ostmcarhrose, postraumabsched Arthioss, rheumatuider
Asthritis {progracienter chronischer Pulyarihatis) oder bed Versagen mines friheran implaniates. Re
Anwirtarn fQr aina Unikompaniment-Keprolhese st nur eine Gelenkseits (mediales oder |aterales
Kompartment] betroffan. Der Knistotalarsalz oger Unikampartment-Knisersatz sann aach
l:rmerssen des Opera(sur’s auch bei |ungeran Patienten in Batracht gazogen wenden, sofare gine

g fur sinen oder Unikompattiment-Kpieersatz iz mit
dsm Alter des Patiantan verbundenen Rigiken: iiberwlsgt und sotsrn in bazug aut die AkgivIar g
dig Kriegelenkd g dimitierie gewsdhrleistel warden kinngn. Mierss zah

schwargradig behinderte Patienton rmt mahrfacher Gelenkbetailyung. ber denen eine Verbeseonon
der Knisbaweqiichkeit 2u emer signifikarien Yerbessering dee Letensaquaitat lGhren ke

ntact FDA/CDRH/OCE/DID at CDR‘J?‘-}:OISTATUS@fda.hhs.gov or
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Bei Vorliegen tolgender Erkrankungen bzw. Stérungen isl dsr Knietotalgrsatz bzw. eln
Unikompartiment-Kniaersalz nicht angazeigt:

1. Bed aktivar, lokallsierter oder sysiemischer infektion.

2. Bsi Knochen- oder Muskeischwund, Osteoporcse, neurornuskuliirer Baeintrichtigung oder
vaskullirer Defizienz in der erkrankien Extremhat in ausreichendem Grad, um das Verfahren
ungerachifertigt zu machen (wig zum Baisplel Fahien muskukligamentirer Stifzstrukturen
und Geienkneuropathie}.

3. Schwergradige instapilitét als Folga das tongeschrittenan Verlustes osteochondraier Struktur
oder Fehlan eines intakten Kollateralbandes
{Lig. collaterala).

4. Ein Unikompartiment-Kawersatz ist bai Patienten mit schwerer {iiber 30 Grad) Valgus- oder
Varus-Deformitiil kontraindiziert.

HINWEIS: Dighates ghit zur Zail nicht als eine Gegenanzaige. Der Arz! solne jedoch autgrund des
erhohten Komplikationartsikos, wie zum Beispil durch
badingt, sahr sorgfiltig Oberlegen, ot ein bel an Diabates.
Patientan angezelgt |st.

WARNMINWEISE UND VORSIGHTBMASSNAHMEN

VORSCHT:
. und sines oder ciirfen nicht
Zusammen mit deten sines andaensn oder
whardein.
. dorfen nicht waerdan. Saibst wenn das

Implantat unbeachidigt aussisht, kBnnen unter Umstinden mikroskopische
Schadstallen entstanden sein, dis zum Versagen tilwen kineen.

Testprothesen  dirfen nur i Testzwacke  verwsndet  werden.
Testprothwssnkomponemien dilten nicht mit Komponsnten zusammengefigt warden.
dle 2ur #ind, Sie mOsaen die gloichs Grisoe wis
diw din warden sollen.
Impiantate diefen nicht verlindert oder modifiziert werdan.

+ Dan Bohren mehrere Btift-Lacher In der proximaben Tikde sollte vermisden waeden, da

der Tibia kann.

diss die .
VORSICHT: Dia foigandan Erkrankungen bzw. Stirungen, die einzein oder gleichzaitig vorliegan
konnen, Oban elne hachgradige Belastung auf die betrotfene Extremitét aus. Bai diesen Patientan
bestsht folglich ein haheres Risiko, dafi der Knisgetenkersalz versagt:
Adipositas oder Obergewichi des Patianten.
Korparliche Arbelt.
Teilnahme an Leistungssport
Unverniinflige Aktivitit des Patienten,
Neigunyg zu Stirzen.
Alkghol- und DrogenauBbrauch.
Gegabenanfalls andera Bshinderungan
Zusatzllch zu den awigeflhran Zustanden neigen die folgenden Erkrankungen bzw. SiSrungen,
ainzeln odar glmmzsmg. dazu, sich ungUnstig auf die Fixation der Impiantats ausruwirken:
oder unz ook

Slme:nse\swrungen oder sysiemische medlkamantﬁse Buhundlungeﬂ dia zu ainer

ogressiven Verschiechtarung der festan Knochenstiitze Ilr das Implantat fihren (wie zum
Baispisl Dlabetes mallitus, Stam»dlherap»en und Therapien mit Immunsupprassiva).
Anamnestisch aligemeina ader
Schwargradige Deformititen, die zu einer beaintrichtigten Fixation oder inkomekten
Positignierung ges implantatas fihren.

M@ maan=

[y

B

5. Tumoren des Knochenstitzgawabas.
6. Allergische Peaktionen aut Impiantatmaterialien twie zum Baispisl Knochanzement, Medall,
Polyethylan).
7. auf fmplar oder vorn Implantat stammende Abriabipartikel.
9
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ORers tnazy wersaganswum rschnittsgelahmter
mit Cerebralparese und der Parkunmn~h(rankhe\| berichret,
WENN DER CPERATEUR DER AMNSICGHT i5T, DASS EIN KNIEERSATZ M BESTEN
WMEDIZINISCHEN INTERESSE DES PATIENTEN IST UND SICH DAZU ENTSCHEIDET. DIESE
PROTHESE BE| EINEM PATIENTEN ZU VERWENDEN, DER AN EINER DER OBEN ANGEQEBENEN
ERKRANKUNGEN LEIDET BZW. DER JUNG UND AKTIV IST, IST ES UNERLASSLICH, DASS DEF
BETREFFENDE PATIENT (BER DIE LIMITATIONEN DER BELASTUNGSFAHIGKEIT DER IN DER
VORRICHTUNG UND FUR DIE FIXATION VERWENDETEN MATERIALIEN UND DER SICH DARALIS
ERGEBENDEN NOTWENDIGKEIT, DIE OBEN AUFGELISTETEN ERKRANKUNGEN BZW.
STORUNGEN S0 WERITGEMEND WIF MOGLICH ZU REDUZIEREN ODER ELIMINIEREDN:
AUFGEKLART wIRD.
Das aperative und postoperative Management des Patienters mwfl unter Bericksichliguny il
vorliagenden Erkrankungen tizw. Stérungen durchgefiinet warden, Dre psychische Verfassury o
Patienten oder Geistoskrankhelen kénnen dazu beitragen, daB ein Patient die Anweisungan o
Ooeratewrs aicht befolgen kann. Nichtbefolgung der arztlichen Anwsisungen kane dis
postoperative Genesung verzdgern und das Risiko fiir unerwinschite Wakungen erhabien. wibe o,
2urn Versagen des Implantats odar der Implantatfikation kommen kann
UbermaBige physhabsche Belastung coer Trauma des bstreffanden Gelenkersatzes sing Hir i,
vorzeitiga Varsagen dss Kniegelankersatzes aufgrund von Positionsinderungen, Ermidungstraktu
unci vermahrtan Atriak das Implantates verantwortlich zu machen. Uber dle Vl.lnkllunutle
tung Hegon zur Zekt noch Keine schid
Dahn var. Dar Patiant mul dar(ber informien werden, dial Faktoren wig Gewichi und Akt
Verschlell} signlfikant besinflussen kdnner
GEBRAUGHSINFORMATION

Prioporatly
DER OPERATEUR SOLLTE YOR DER OPERATION M1 DEM PATIENTEN AlLLE, BESONDERS
ABER DIE SICH AUF DEN PATIENTEN AUSWIRKENDEN PHYSIKALISCHEN UND PSYCHISCHEN
LIMITATIONEN SOWIE ALLE ASPEKTE DER OPERATION UND DIESER PROTHESC
BESPRECHEMN. Wihrend digses Gespraches sallte auch auf die Limitationan einas Getonkarsatss s
uned die Folgen hingswiessn werden, dia sich aus dissen Limitationen srgeben konnan
Farner ist auch darauf aulmerksam zu machan, daf die Anweisungen des Operateurs tir (e Zait
nach dar Operation. besonders aber im Hinblick auf den durch dis Aktivitdt und das Gewichl des
Patienten bedingten Betastungsgrad befolgt werden miissen. Die prioperative Planung wndd
Opsrationstachnik tir dis Implantation  digser Knietotalersatz- oder Unikompartiment-
Knieersats fan sind aus der chirurg 1 Ertahrung hervorgegangen, die whRrena der
kiang vialsr oder Unikempartimenl-Knieprothesen gewonnen wurdsn

D\e Operateure sollten Knigprothesen erst verwenden, wenn sie aich mit dieser spezifischen
Implantationstechnik grindiich vartraut gemac it haben. Bastimmre Yerfahran kannen gciim | aute
der Zeit dndern, da faufend weitere ihmsche Edahrungen hinzugewonnen werden. Kritisnhe
Baurteilungen disser Anderungsn werden 1m Rahmean von in regelmaBigen Abstanden
waranstahetan Waitarbildungskursen fur Qperatoura vorgenommen. Es wird 2u einer regetmadigen
Teitnahme an dissen Kursen geraten. Broschiren zur Operationstechnik und Videns sing ven DaPuy
erhiltlich
Zu speziellen Voraussetzungen, de fur den Knietotalersatz baw. Uirkornpartimeni-Kineersat.:
ushadlingt zu bafolgen sind, gahtiren foigande:

|. Signifikante arthritische Erkrankung der Vibiu-femoraler und/oder pateio-femer tles
Cberfldchen.
Stabile oeer rekonstruierbare Seitenbander
Physiologische oder kamg\emare axiaks Ausr\cntunq
Intakta C
Bel Verwendung emer Pdlelia -Knmpirente; E\gnung des Palellakochens o Aulnzhne e
Fateliakomponente
tntraoperativ
Jur Gewghrleistung der ntravpeativen Auswahl eines lnplanlates geegneter Grofie

e

e
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ts die vor der Operal timrmite Implantatgroi grifoerer sem suine

g von 1 ist L en dirfan nur von
Parsnna\ gahandhab! werden, das sterile chi H kagl Die Kornp 1ten dirfen
nicht mit harten Geganstinden in Berlhrung gebracnt warden. Porgse Oberflachen sind auf keinen
Falt mit Ticharn odér anderan fusselndan Materialien in Kontakt 2u bringen. Yar der Verwendung
bsi ainer Qperation st jede ig einer Sichtprifung auf

llen zU unterzy oder an dem implantat

vwgannmmene Anderungen ktinnen zu Baanspruchungen fihwen oder Defskie hervorrufen, die
schlieBlich ausschlaggebend zum Versagen des Vorrichtung heltragen kéinnen.
Fir die Durchfiibrung dieser Operation wird die Verwsndung bastimmiter chirurgischer
Spezialinstrumenta empfohlen. Es ist wichtlg, daf die Verwendung und Handhabung diessr
Instrurnenta regelmaRig iibemprift wird, Die Ausrichtung und Schnsidalahran sind vor der Operation
zu kontrollieren. Verbogene odar besshidigts Instrumants kénnen zu siner unvorschriftsminigen
Implantatpesition und folglich zum Versagen des tmptamates tilhren,
Zur Erlangung einsr ordnL 1 sind dwe Knochenc
vorsohrifismafig 2u reinigan und volzuberenen Dle Knochenaxzision ist aul dis Menge zu
heschranken, dis fir die Aufnahme der Implantate erforderlich ist. Eine Obermafigs
Knochenenttsmung oder die Veryendyng mehrerer Stifte zur Sicherung dar Instrumente kann zu
mechanischen Stdrungan und zur Knochenresorptlon mit Varsagen des Varfahrens aufgrund der
Locksrung oder Deformation des implantates fibren. Baim Vorberelten von Knochenoberiéichen
und der Pos; 19 von KomgH 1 ist auf sing ordr Austlchtung zu achten.
Das O s ist vor dam Wi LB gringlich von Knochensplittern, ektopem Knachen
ung Knechanzement zu rainigan. Frardkdeper an der Metalt-Kunststof-Galenkgrenzfiache kénnan
u ObermiBiger Beanspruchung fihren. Ektoper Knochan und Knochensporme kdnnen eing
Jiglokation oder eine gchmerzhafta sowie elngeschrénkte Bewegung bewirken. Oer
Bewagungsbataich ist arindtich auf alne inkorrakte Paiform, Instabilitat oder Gegensinandermeiben
zu priifen und ggf. zu Korrigiaran.
Postoperativ

Eine ganaue Beachtung der arztichen Anweisungen und Warnhinweise durch den Patienten ist
auBarst wichtig. Die aligemein glligen Ficmlinien einar postoperativen Betreuung sind zu befolgen,
Der Patient muR nach dar Operation dazu angehalten werden, seinenfihren Akthvitdtsgrad
alnzuschrinken, um den Gelnkersatz vor unverninftigen Belastungen zu schijtzen. Bei dar
Entiassung aus dem Krankenhaus missen dem Patienten ausfuhrichs schriftliche Anleitungen und
Warnhinwelse zu Ubungen und Therapien suwle Zur Einscirankung seiner Aktivitdt mitgegeban

warden, Kantrolk ungen und fnahmen sind zur Bersitstellung
ines engmaschigsn Verglaichs. mit dem Zustand das Patienten unmittelbar nach der Qperation
unerlaBhch. Unter | kinnen auf diesa Wirse nachgewissen

wardan. Hierzu gehtren Hinwaiss aul (ber eine [Bngers Zell hinweg aufgetrstene
Pasitiohsdnderungen, Lockerung, Verblegung oder Einreilien der Komponentan, Bei Nachweis
siner oder mehrerer digser Veriindarungen mul dar Patient engmaschig bechachtat warden, die
Méglichkeit sinar weltaren Verschischienung bewertel und der Vorteil einer vorzeftigen Prathase-
Wachseloparation in Bstracht gezogen wa
NEBENWIRKUNQEN UND KOMPLIKATIONEN

Im folgender wanden dia 1 K gen und Kt i 1, die bei der
Knistolalarihmplastik bzw. Umknmpammant Kniearthroplastik bem:htet wurden:
Allgemsin

1. Verfriinte oder spdte Locketung, Titia-Senkung. Verbiegung, EinveiBen, Ermudungstraktur,
Deformation oder Abriel brw. Verschieil oiner oder mehrarer der prothetischen
Kompananten, dle sich oft auf dis unter WARNHINWEISEN UND VORSICHTSMASSNAHMEN
angegebenen Faklorsn beziehor. Lockerund kann auch aufgrurd unsachgembfer Fixation
oder Posltionisrung auftreten

2. Froh- pder Spitinfektionan, walche dis Enftarnung das implantalas und sine sich

Anhrodese riich machen kannen.
3. Schmerzan,  Disivkalion,  Subluxation.  Flexionskontraktion,  gingeschrénkter
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unsachgaméfe Posiliomerung. Inse Pafiform nder Abrieh brw, Verschleil der Kom
harvorgerufen.
UbermaBigar Abrieb bzw. Verschieilh der Polyathylen-Komponenten aufgrund intracsien e
Beschadigung der Femurkomponente, Ioser Zement und Kaochenfragmenie g
Lihar! ing aufgrund gag Ak und des Gewionts des Patienten,
Frakturan der Titia cder des Femurs. Intrapperative Frakiuren warden im allgeniemen mil dur
Prathesen-Wechsaloperation, Delormitit und schwerar Osteaporsa in Verbindung gebr.
Bei den postopurativen Frakturen handett es sich im aligemeinen um Belastungstrakturs,
Frakiuren konnen durch Defekte das Cortex auigrund mebriacher Sfft-Locher. frheser
Schraubenlicher, nicht ordnungsgemas gerichtetem Bohren tad unzureichend uder s eid
wonteiltem Knochenzemant yerorsasht wergen.
Kardiovaskulre Erkrankungen und Thromboembolsmis  emschisilon Wangmesn: o
und Lungenembolle sowme Myokardinfarkt.
Gewsbsreaktionen, Osteolyse und Lockerung des Implantates aufgrund vun Retaiho
Allergs oder ger Ansammiung von Abnebpartikeln oder josen Zementisdchen,
wyositis ossificans, besopders bai Mdrnern mit degensrativer Galenker: ‘x_ll\uluug
aingaschranktsm pracperativem Bewegungsbsrsich sowie Myasitis in der Morgeschithte. Uic
InZidenz van Myoslts ossificans st ber siner friheren Oparation in ier Anamnese wied n Fal
einer infektian arhdht,

Mégiiche Peronius-Nervenlahinoniy sach [ataralen Unkompaiiment Kiedaomnie |-
the pastoperative Phase

%, Hamatom

2. Verzdgerte Wundheilung wid Wunddetigzeny

3. Varus-Valgus-Deformitat.

4. Senkung, die bei allen Poly-Kamponenten duftraten kinn
Spiite postoperativa Phase

1 Unangemessener Bewegungsbarsich aulgrund uisachgemaBer Auswanl oue: Frumonisrng

voh Kormpenenten, Gegeneinandermeiben und periarikuldrer Varkalkung.

by CDRH on

)

=

@

“. Periartikuldre Verkalkung odnr Verkngcharung it odee ohrie Beentiasntigoay
Gelenkbaweglichksit.
3 aufgrund dbarmar pruchung oder urbeabsichligher et
Schwichung,
4. verschiimmerte N an der | orer ko an Exlrenmtat, i ot e
Diskrapanz der Bawnlinge zuruciuuluh!en 15t
Die Inzidenz und der i beim satz bzw.

Unikompartimeni-Knkesrsatz sind in der mg-c graber bsl Prothessn-Wachseloparationan als
bef den Primdegperstionan. Zu den rmit dsr Wethseloperation einhengehendsn haufigen
Probleman zghlen Schwierigkeiten bei der Inzisionsplazierung und mangaindes Knochengewsbe:
I zligameinan sind bel Wechsaioperationen aine Mngers Operatlansdauer, eine amihte inzidens
fiir elre Infaktion, Lungenembolis wnd sin Wundhamatom faufiger zu erwarten,

LIEFERUNG

Alle Komponenten der Knietotal- urd Unikqmparliment-Knisprothesen  werden in $TEFMEER
Varpackung sinzaln verpackt geliefart. Alla Metallkarmponenten wurden durch Sirahlung sterilisier!.
[he Polyathylenkormpanenten kéinnan durch Qas-Plasima oder Strahivng sterilisiert worden Sein; die
|ewailige Methode ist dem Etikett der Umvarpackung zu anthehmen. Big Komponenten sind wiite
Beachtung zuldssiger aseplischer Kautelen arst nach Ermittlung der komeklen Grtife aus der
Varpackuhg zu nshmen. Nur fir Metaltkompanenten: Wenn der Arzt befindet, dssu dat sterile
Implontat assptisch beainirdchiigt, aber noch fil don Eingatr )

Ist, muss das Implantat abgesplit und vor der Implantation gamak rlﬂr tolgenden
Anwetsungen sierillsiert wardan,

Tibia- und Patella-Kemponenten aus Paiyethylen von ultrahohem Molekulargewicht [UHMEPE:
werden sinzeln verpackl und STERIL geliefert. Erst nach Bestimmuny dar korrekten CraBe iter
Varwenttung  gebruchlicher  aseptischer  Techmk aus  der  Verpackung  eshmen
Polyethyisnhomgonanten sollten nicht erneut sterilisiart werdan. Funy
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ABSPULEN/REIMGUNG

2um Einweichen des Implaniats stenies Wasser (Zimmerternperatur} oder physiclogische
Kochsalzidsung verwenden. Das fmpiantat mindesters 5 Minuten lang einweichen. Das Produkl
sofort tracknen. Das Implantat vor der Sterilisation insptrieren

STERILISATION {swr fr Matallkomponenten)

Ist mine Stenlisation erforderlich, 50 werden die foigenden Parameter empfohlen, die auf einan
Sterilitatssicherungsgrad von 108 validiert wordsn sind:

Mathode Zyklus Temparatur Einwirkungazeit
Dampt Pravakuum 132°C 10 Minuten
HINWEIS: Die Eignung tes fahrens mufs 1 getestet

werden. Es ist higrbei rillsch, ¢aB zuissige szeepmmeter fir die Steriisationsgerdte der
gen Einrichtung und die Produki-/Beladungskonfiguration von in den gangigen

1gvarfahren au d und fachkompetantem Personal vaiidiart
werden, um den Prozel sowia seine Zun ol ki i kel 2u . Eine
Blitz-Sterilisation kann, falls anwandbar, P end  der dar

Gesundhaitseinrichtung durchgeflhrt warden.
VORSICHT: Polyethytenkomponsntan dilrfan nicht reaterillsiert warden.

FRANCAIS MODE D’EMPLO

i ATTENTION : In loi fécérale arvéticaine (UBA} avtorise aux ssuls médecing la venis ou la
. proscription de cu matdel.
DESCRIPTION DU PRCOUIT
Une prothése tolale da genou, composée d'&éments f@morc-tibiaux et patellairas en metal,
' emballés individuallsmean, esl destinée au remplacemant total de Carticulation naturelle du genou.
L'dlément témoral sst en métal, avec ou sans revéternent porelix, Le composant tibial pgeut Atre
entidroment n polyéihyléna cu composs d'un plateau tibial métallique avec ou sans ravétement
poraun, d'un nsert en polydihyldne, et de composants vemouillapkes. Certaing composants. en
métal ont oes tiges et/ou des cons modulalres. L'élément patallairs psut ke anidrement en
palyéthyléne ou Bien en polyéthylane avec rentorcemant matallique ("Wetal-back").
Una prothéss de geaou Lnicomparntimentale, composde d'&éments fémorausx et tibiaux embatiés
individusllsment, ost destinés au remplacament de la sutface articulaire naturslle d'un condyle de
I'articulation du genou. L'éément famoral est en malal, avec ou sans revBtement poreux et le
composant tibial paut Bre entidrement en polyédihyléna ou composeé d'un plateau tibial métalligue
avec ou 5ans ravétemant poraux, d'un insedt an polyéthyléne, ot de 1S vary
Les composanls en titane st en polyéthyléna sant compatibles avec lNmagerie par résonance
magnélique IRM). Les sléments an chrome-cobalt pauvent altérer |2 qualita da |'Image oblenue par
IRM,

UTILISATION PREVUE ET INDICATIONS

Lar tatale ou L du genau a peur bul d'apparer au patient una plus
grands mobilité st de diminuer ses doulsurs an rsmpiagant 'articuition du genou endommageée,
lorsqu'on 3 e preuve quil reste suffisamment d'es sain pour permettrs 'implantation des
camposants at leur soutien.

AUX USA, CE COMPOBANT A REVETEMEMT POREUX A ETE AGREE POUR | !
UTILISATION UNICUEMENT AVEC DU CIMENT.
TCUS LES COMPOBANTS A REYETEMENT NON POREUX SONT UNIQUEMENT
' DESTINES A ETRE UTILISES AVEC DU CIMENT.

Les candidats au remplacament total ou wnicompartmentale du genou incluan las patients Agés

13

ntact FDA/CDRH/OCE/DID af €DRH-FOISTATUS@fda.hhs.gov or



ocessed underFOA-Request#2015-2667Releasedpy CDRH on

past-traumalique 8 rhumatoide ou de | e premiere Implanfatian,

Ins candidats & Ianhmp!ashe anicompartimentale du genay, 5eul un uAtE de Fartulation (e
compartiment médian oy lattral) est aecté. La prothéss torale ow unicompartimentale de genow
fpaut Btre envisagée chez les patients plus jeunes sile chirurgien estima Gu'une isdication fransh;
de prothase totale ou unicompartimentale ddpasse les risques assooias 4 1'Sge du patisnt el &1 dex
effortz limités concernant |'activité et la chargs demandées 4 ['articulation du genou peuvent étre
assurés. Cela inclut fes patients trés handicapés, chez lesquels plusieurs articulatior a0t
impligudes et pour lesquals un gain immédial de mobilite du gancu peut lasser envisagar une
amalioration significative da |y qualité da vin

CONTRE-INDICATIONS

L ramplacer !t total Ou unicompartimantal tu genou sl cor nelicEa NAnS s s e
1. Intection évolutive logak: ou générale,
7 Perte osseuse ou musculaire, ostdoparose, altdrations reutiuscuiares vu rsiuths,

<.
vasculaire dans l& membre concarné, 2 un degré gui renorait Mintervantian imjustifati'e tex
absenee de struciures de soutien musculo-igamentaires, reuropathia articulaire
Instabilith sévére. secondaire 4 une destruction avancén o Strustures ostéochondraice L i
une perte dintégnts du igamen fatdral,
Le ramplacement urnicompartimental est conlre-indique chis [0 panems prosecsigd o
valgus ou un varus important [plus e 30 ") et dafinitif
NOTE : e diabete n'a, jusqu 4 présent. pas 616 racansé comme canmre-rdication, Sependant
le risqua élevd de complications, talles qu'infaction, ralentissement de la cicatrisation =ic
médecin dort soigneusement peser ndicution. de remplacement oL genou ches
diabétique séwbrs
AVERTISSEMENTS ET PRECAUTIONS
ATTENTION :

= Le matariel & implantsr a1 les camposants d'essai de différents fabricants ou sysiemas
prothétinues ne dolvent lamais atre utiaés snaamble.
Les composants d'una prothése de gancu ne doivent Jamais $tre réimplaniéa. Ménme si
| mauﬂal eamhle efl bon otat, de microscopiques Imperfections peuvant 2ire

B une défalll

Toujours "ﬂ“lﬂ' una prethiss d mal pour réaliser ['exsai. Las prathéses ¢'esad ne
dolvent pa3 aire c das destings 4 la mies an placo
parmanente. Lot protivises d’a!lai dulvlm &tre identiques en taills aux composants qui
saront implantés de Manibve permanents.
Ns jamais remanler ni madifisr cas prothdses.
Eviter da forer des trous de hmchll lmﬂ!ipl‘l dans I tibia proximal car cela pourrait
alecter ta réslstans & ' compression cki tibl
ATTENTION : las affactinons sulvantes, isolément ou Ensemble‘ tendsnt 4 fare peses nne charge
oxcassiva sur le membre atteint. ce qUi axpose le patient a wn TqUE plos Sleve echer du
remplacemant de son genou ©
Obasita oU swcharge poniderale: o patient.
Travail manued
Activte: sportive intanse
Nwvaau glgvé d'actvite du patient
Probabilité de chuta
Alcoglisme Qu taxicamanis.
Autres handicaps pouvant comprametirs e résuitat de I'intervantior:
En supplament & 10ut 0 Gui précede, las affactions suivantas. solémont oy enswirie
'opposar 4 fa lixation de la prothése de genou

1 Ostéoporuse avancas ou capital osseux diminue

2. Traubles du métabolisme ou ‘raitements mAdicamenteux QENCrawx, conduisanl g

chétérioration prograssiva du soutien 0sseux de la prothase (pac e diabela sucre, sheaidos
IMMUNOSUPEresseurs, ete.}
4. Antécadents d'infections generals oo localkes

PR ST APt
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5 08
6. Reactions allergiques aux matériaun o la prothésa (ciment, matal, polyéthyléne).
? Feactions des tissus 4 la corresion des implants ou des débris d'usure.
ligs & d'autres ariculations (hanches ou chevilles).

Un laux plus &levé d'échec d'implantation de prothése a été rapponté chez les patients
paraplégiques ot chez les LM.C. ou fes parkingonisns.
LORSQUE LE CHIRURGIEN PENSE QUE LA PROTHESE DU GENOU REPRESENTE LA
MEILLEURE OPTION THERAPEUTIQUE DISPONIBLE €T DECIDE D'UTILISER CETTE PROTHESE
CHEZ UN PATIENT PRESENTANT L'UNE DES MALADIES CITEES CI-DESSUS OU SIMPLEMENT
CHEZ UN PATIENT JEUNE ET ACTIF, iL LUI FAUT ABSOLUMENT AVERTIR LE PATIENT DES
LIMITES DE RESISTANCE DES MATERIAUX UTILISES POUR LA PRQTHESE ET POUR SA
FIXATION ET, DONC, DE LA NECESSITE DE DIMINUER DE FACON IMPORTANTE OU D'ELIMINER
LES FACTEURS CI-DESSUS MENTIONNES.
La surveillance chirurgicale et postopératire du patient doit dtta menda en pranant an compte
l'ensemble des factsurs. Les altitudes mentales ou Igés troublss provanant d'uneé absence
d'nbsarvance des consignes ou chirurgien par ig patient peuvent retarder & rétabiissemant
postopératoire ebiou augmentar le risque deffets socondaires, y compris ta défaillance da la
prathésa ou du materkal de fization.
Une activité physique excessive cu un traumatisma de I'articulation ramplacée paut contribuer 4 un
#chec pracoca o |'arthroplastie totals ou unicompartimentale par déplacement, tracture at/cu
usure des implants. La durés de vie foncticnnelle de la prothkte du genou n'eat, jusqu'h
présant, pas cleiremant dtablie. || conviendra dinformer le patiant que des factews 1ais gue Is
poids et la niveau d'activité pauvent considérablement influer sur I'usure de la prothése.
MODE D'EMPLOI
Phasa préopératoire
AVANT L'INTERVENTION, LE CHIRURGIEN DOIT DHSCUTER AVEG LE PATIENT DE TOUTES LES
LIMITES PHYSIQUES ET MENTALES PARTICULIERES AU PATIENT ET DE TOUS LES ASPECTS
DE L'ACTE OPERATCIRE ET DE LA PROTHESE. La discussion doit inclure les limites & les
conséquencas possibles d'une prothése totale ou unicompartimantale e 1a nécessité de suivre les
instructions du chirurgien dans la phass postopératoire, particulléremant sn ce Ui concerne la
limitation de Factivits at e poids.
Lz phase précpératoira st la technique chirurgleale d'implantation de ces composants de prothése
13U genou totale ou unicompartimentale ont béndficid de I'expériance chirurgicaks abtenue au cours
du développement de cetie prothése et de 'arthroplastie totale ou unicompartimantale du gencu
a0 général. L'utilisation cliniqua de toute prothésa de genou na dolt pas commencer avant gue les
chinurgians ne sa soient 2 avec les d'impiartation.
Cerlaines mathodes peuvent changer au cours du temps at avac ['acquisition d'une plus grande
axpérience chniqus. Das dvaluations ontlques de ces changements sont présentées lors de
séances do formation chirurgicale réguiidrement programmées et auxquellss il ast fortemant
;onseilld d'assister. Des brochurss et das vidéos de lechnigue chrurgicale sont disponibles chez
DePuy.
Les prérequis spéeifiques 4 lmplantation d'ung prothéss tolals ou unicompartimentale du genou
Jolvent 8tre strictemont observés st comprennant -

1. Attsinta arthrosique des surfaces fémoro-titiala st/ou tmorg-patedaire.

2. Stabilité des ligaments lataraux ou possibiite de plastie ligamantaire.

3. Axe physiologiqua axistant ou récupérabla.

4. Intégrité du quadriceps el du tendon poplite,

5. Rotule naturelts capable d’accepter le compasant patallaire, 51 le cas se présante.
Phase peropératoine
Pour I'intervention, il est conseilld d'avor une réserve d'implants, comprenam des tailes
supénieuras et inférieures A cells que |'on prévoit d'utiliser.
Une manipulation corecte du matériel qui doit 8fre implante est obligatoire. Ces prothéses doivernt
étre manipulées 4 tout momant par du parsonnal muni de gacts chirurgicaux stériles, Il faut
absolurnant dviter le contact des composants aves des objels durs. La comact des suscss
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poreuses avec (OUS BESUS ou matéraux pouvant bérer des fibres doit Atre absalument presc:e
Avanl uiilisation, il est nécessaire d'effsctuer une inspection visualle de chague composant pour
recherchar d'éventusdies impsrfactions. Una détérioration ou des modifications de la prothess
peuvent pravogquer des anomalies, qui seront & {'ofigine d'une défzilance.

Nous suggérens l'ulifisation de cerains instruments chinurgicaux spéciaux pour ce Type de
chirurgie. 1l est important de ravoir I'ublisaten et le maniemanl de ces instruments. Las gabasis
d'alignement st de coupe doivent étre verifiés avant {'intervention, Des mstruments laussés ou
shimés pauvant atre A lorigine d'une malposition de |z prothass at entrainer ur dchen e
I'arthroptastis.

Un ban netioyagd ol une préparalion conecte des surtaces asseuses soni essentiels a la bonne
fixatinn de ia prothése. La résetion osseuss doit se iimiter au minimum nécessaire pour Acceqta
la prothése, Line résection osseuse woD impoviante au I'utiksation de broches multipes pasr bien
fixer los instrurnants peut induire des problémes mécahiques &t une résomtion ossause, ayant peur
ennséquence un dehec de Mntervention per dascallsmant ou déformation da Fimplant. Au imement
de ia praparation des surftves osseuses ef de Iz mise en place des composants. werifier jgue
“ahgnemant est correct

Adant de refermar 43 plaie, le site chrurgical doit étre sogneusement débarrassé des parhcules
ossausas, {du ciment résidusl, des $équestres, elc. Des panicutes étrangdms a finterface
métal/plastiue peUVENT Provoquer une Usurd axcassive. SoQuestres atiol becs-de-perroyguet
prauvent provoguer une luxalion, limiter las mouvamants o4 1es rendre doulourayx. L' amplitude ce:
mouvemnents doit &tre Scigneusement verfiés et comigée comme J se doil, atn d'dviter
stellement incormact, una instabrdité cu un empigtament

Postopdratoire
Una observance siricte par 16 patint des instfuctions du chirbrglen &1 de Ses avarlissemmcs oo
extrémemant impodante, || {audra suivee lgs & ta phase 2. Ao

stade, le patient S&ra prévenu qu'it devia gérer son niveau d'activite pour dviter & Fartculatan
remplacée des efforts excessits, La patient sortira de 1'hdpital muni d'instructions acrtes camqlatay
€l averh des précautions A prandre Goncernant los exercices, 1B5 traitements et foutes les
-estnctions d'activita. Il ast iecommandé d'sfiactuer un suivi pénodiqua st des radios pour pouvorr
[aire une aver: I'¢tal immédiat et delecter a long terme dépdacement,
-in descellament, une courbure ou une fdlure des composants. 81 fe zas se présenta, i faul placer
in patignt spus Survellance drate, Avalusr ka possibilite d avalllion de la détérioration ar |
bénéfice d'une révision précoce.

EFFETE INDESIRABLES ET COMPLICATIONS

Las effets indésiraties ef les complications suivants sent ceux gus  on renconin ks s
aver: las prothases totales ou unicompartimentales du genou .

Géndraux.

1. Descsllemenl précoce cu tardif, régression tibiale, infiéchissement, télure, tacture.
déformation ou usure de I'uh ou de pilusieurs des composants prothétigues. sauvent s aux
factours mentionnes gans la rubrlque AYERTISSEMENTS ET PRECAUTIONS, L
descalament paut aussi s& produire 3 12 suite dune maevaiss fixation ou dun postisenemen!
incorract des Gomposants.

Infaction préeoce ou tardive, pouvant nécessiler 'abkalun de Mimolan:.
arthrodése.

Doulsur, luxation, subluxation, contracture 4 la flexion, diminution de la mobilite, alongenseat
gu rancolrrissement de la jambe. provoqués par une mauvaise position, un descsllemant
Ung uSuFe 0es composants.

Usure excessiva des composants en polyéthylana, due & une aiteints du composant termord:,
a das fraghents dea Ciment ou d'os ibras ef/ou A des niveaur d'activité pu un poids dlevie qu
patiant

Fractures du tiia ou o femur Les tractures an cours d intervantion Sont maneuelse nent
associeas & la chirurgie de révision, 2 une déformation at/on & une astéaparose sevéres. Lus
fragtures postopératoires sont géndralement das fractures de fatigus. Les fracturas peuvan
provenir de défauts du cortex, de trous de broches multples, de trous de vis anténaurs o
atgsage MAl cantrd st'ou d° une maivaise répartibnn du ament osseux

s
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veineLsas, ambol\a ul monalra st infarctus du myecards

- Réactions ti lyse eliou de |'implant provoqués par 12 comosion du
meétal, uns allergie, des débris d'usure ou des particulss de ciment libres.
Myosite ossifiante, en particulier chez les sujets masculing arthrosigues, ayant une amplitude
amcu\alre limitéa avant ['imarvention st/ou une myosite antérisure, Lincidente de myosite

@

avec les chirurgicaux et dans les cas d'infection.
2 Paralysie évemuells du ner tibial antérieur aprés arthroplastie du genou unicompartimantate
latéraie,
Postopératcims inmédiats
1. Hématome.

2. Retard de cicatrisation ou déhiscence da 1a plaie.

3. Varus ou valgus

4. Hagrassion associ$e 4 teus les compaosants en polyéthyléns
Postopératoires tardifs
- Mauvaisa amplitude des mouvamants, due 3 une sélection, un positionnement incomacts, des
calcifigations périarlicylaires st/ou un empigtemant des Composants.
Calcification pénartiulaire ou cesification avec ou sans mstn:liun dala mohlllté articulaire.
Fracture de |a rotule résultant d'una tension ou d'ur e,
Aggravation dag problémes du membre Concemé ou du membra oumro&aiéral pruvequés par
une différence de longueur des jambas.
L'incidence et is givicté des complications résultant da |a mine en place d'une prothise
iptale ou unicumpartmsiiale de genou sont habitwellernent plues importantes lors des
révisions que dans las interventiona primeires. Les probimas courants comprannent ks choix de
Templacemeni de I'incision el la diminUtion du matérial squelettique. Au cours des ravisions, il faut
s'atlendra & una augmentation des ternps opératoires et A une plus grande incidencs d'infactons,
d'embolies puimonaires et d'hématomas au niveau de la plaie.
CONDITIONNEMENT
Les gcomposants d'ung prothasa telale ou unicompartimantale de genoy sont livrés sous emballage
indivicdue! STERILE. Tous las composants sn métal sont stédlisés par irradiation. Les composants
an polyéthylsne peuvent bire stérilisés au plasma gazeux ou par inadiation, selon indicalion portés
sur I'aliquette e 'smballage exiérieur. Les sodtir de teur emballage en utlisant une technique
d'asepsié validée et saulemant apréS aveir determing la bonne laile & wliiser. Pour les

bt AN Y que Implant raque de ne plus dtre

smlo mais gu'il gt sncore acceptable pour I‘unqe muquel on ke deatine d'apréa |a
déteymination du miédecin, I'implant doit #tre rincé ot atérifisé avant implantation, sslon les
instructiond suivintes.
Las composants fibiaux et an polydthyl & poids ultra alevé (UHMWFE)
sonl Iviés sous emballage individusl STERILE, Les sortir de leur omballage en utlisamt une
technique d'azepsie valdéa et seylament aprés avoir détermind la bonne (aille & yhliser, Las

suN

composants en polysthylane ne dorvant pat Stre restérilisés. Pour lsa composants en
palyithybéne : NE PAS UTILLSEH- 8] PEMBALLAGE STERILE SEMBLE ABIME.
RINGAGE/NETTOVAGE

Utiliser de |'sau ou gu sérum physicingiqus 4 la température ambiante pour faire tremper Iimplant.
Le laisser remper pendant au molns 5 minutes. Sécher le produit immédiatement. Inspacter
l'implant avart de le stériiser.

STERILISATION [composants an métal saulement)

Si 1a restérilisation est nécessaire, il est conseilld dulilisar les paramétres suivants, qui om &té
validés pour assurdr un nveau de starilité (SAL) da 109

Méthode Cycle Température Durée
vapeur Pré-vide 132 °C 10 mmnutes

NOTE : tout procassus de sténlisation aoit faire I'obiet ge tesls appropeiés, I ast de la plus hauts
1MPorance que 1es indicateurs de stérifite soient validés pour chagus unité de stérilisalion at
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procédés da stérillsation, afin d'établir ia procedure, sa fiabilité ot sa reproguctinilité. Gn peut ulie
la stérilisation rapide, l2 cas dchéant, confarmément aux modalités specifiques 7 'tatiissen
santé,
ATTENTION : ne pas rostériliser les compoBants en polyathylene.

ISTRUZIONI PER L'USQ

ATTENZIONE: la Lagislaziona Federaie vigente negli USA Fmila ia vendita di questo prasidic
osclusivamenta su prescrizione medica.
CESCRIZIONE DEL PRGDOTTO
La protasi fotale gsi ginocchio & composta da component wermorah, tlkak o rolulas. o oconfesen,
individuale, studiate appositamenta per a sostituzions della superficie articolare naturaie ch
yinoechio. La componente femerate & un impianto m matailo, con ¢ senza rivestimento porosa LA
somiponente tibiale pud essera campletama e in polietilene cppure censistere di un prstio tibiale
1 metallo. Ton o senza rivesfimenta poroso. di un inserte 0 poliefilene & O component
blocraggio. Alcune componentt metaliche Sono Jotate di steli /0 cunel modular. La camprnente:
rOtulea pud essere completamante in poletiiene oppure in palietiiane con metal-back
La protesi monocompartimentaie df Gitocehio & coMposta da componsrti famerah & fiuah
confazioni singole, studiate appesitamante per fa sostituzione della naturale superficie anticotare o
un condile tel ginoechia, La components fameraie é in matallo, con o SanZa rivestiments [eroso
la componente tibiale pui essere realizzata interamente in polictilene oppure consistere di N piatts
fihiale metalice. con o senza nvastiments parosa, di un inserta in polktilens o di compeent
bloceaggic.
Le campenanti in Utanio & polietlent sono compatibth Gon 1a toraica diagnostica per Mg 2
risunanza maynetica [RM), nwntre quelle in cobalto croma ossono nterfarire can Siemagne:
grnarata con AM
USO PREVISTS ED INDICAZION:
L'areoplastica telale ¢ monocompartimariae di yinocohie & indicata nel cas m G l'anicolagcon:
cOmMpromessa debba essere sostlLita por aumantare la mobilita e ridurre: 1 dolore, in preserig o
RSO sumcmntamsma sano per ﬂCCUEIFerE 4 s0Stansre B ccmucnant\
NEBL! STATI IJNITI GUE!'I'A WMPONENTE A ﬂNE‘TIMENﬂJ POHOSD £ STATA
APPROVATA EBCLUSIVAMENTE PER L'USO CEMENT
CUALSIAS COMPONENTE CON RIVESTIMENTS NON POROSD E INDICATA
_ESCLUBIVAMENTE PER L'USO CEMENTATC.

i C'md\ﬂd(‘ ala sustltuzaone totale o monocompartimentale di ginacehio Soho pAZient anzeu . ol
artleolazioni molto delorose 8/c gravemamie compromessse a causa O nsteoartrosi, Anrite post
traumatica. artrils revmataide o fallita protesizzasione pregressa. Nei candideti ai'artroplastics
dl ginocchio, 8 50l0 Un comparno aticolare (mediale o [aterale!
La wotegizzazione totals o monacompartimentals di ginocchio nei pazianti giovan pud assare
considerata se il chirurgo riliens che la chiara indicazions a favare dell'intervento supen 1 risch
associali 2l etd del pazlents, 8 $a & POSSidile garantire un lvello lintitato oi altivita ad il carics rdotro
sulfarticolazions intersssata. Song inclusi | pazisnri aftetti da grave disabiltd a canico di piu
articolazioni per 1 quali il nacquisto della Mobilila dellanca pud comportara I'aspettativa o
miglloramenti significativi nella gualitd della vita
CONTROINDICAZION]
L'artroplastica totale o monocompartimentale di ginguchio & controndicata in prasern s <b
1. Infazioni attive locali o sistemiche.
% Pardfta of tessUto 0ss80 O MUsCOiAre, nSteuporasSk Comprofmssione neursiuscoare o def
vascolare 3 carica del'arto interessate tale ds non giustificare 13 chirurgia (3d . Nzt
delle strutture muscoiclegamentose. arropatia neuropatica)

ntact FDA/CDRH/OCE/DID at CDI%}-I FOISTATUS@fda.hhs.gov or
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4. L'artroplastica monocompartimentale di ginocchin & contrgindicata nei pazienti che
presantano gravi deformitd fissa in valgo o in vam joltre 30°}

NCTA: al momento attuale, il diabete non & considsrata una confroindicaziona. Alla iuce del

maggior rischio di complicanze, come infeziona, guarigions lenta della ferits ece., | medici devonc

tyttavia valutare attertaments 'opportunita di sostitvire I'anca nei pazient affsti da diabste grave.

AVVERTENZE E PRECAUZIONI

ATTENZIONE:

* Non utilizzars mai assieme impianti 8 componenti di prova di produttan diversi o parts
di distinti sistemi protesici.

4 Nen mai di i anche se
alPapparanza integre, petrabbero aver subite difetti microscopici, capaci di portans al
falllmente dell'impianto.

+ Utlkazare semprs una protesi di prova a find di controlo. Non aasamblare ls prove con
e componentl protesiche definitive. Le prove devono #usors della stessa taylia, deMa
gtagsa varslone, scc. delle rspattive componanti definidve.

Non aiterare nd modificans in sicun modo gl impilmi

Evitare dl pritlom plh fori par accogllers | pami nalla tibia prossimale per evitere di

dalla tibia.

ATTENZIONE: |saguent| fanurw dascritti, da soli o in associazione, tendono ad esarcitare un Carico

ectossivo sullario interessato @ rfappresentant gqundi un rischio maggiore i insuccesso

nel ‘artroplestica di ginocchio:

1. Obesita o sovrappaso del pazients.

!, Lavoro manuale,

Partecipazions attiva allc spart,

. Elevato livella di attivith,

- Trascorsi di cadute.

- Aleolismo o tosscodipandsnza.

_ Altri tipi di disahilith del genere.

Clire @ fattori summenzionati, la presanza dei seguenti fattori clinici temdena ad incidere

nsjativamente sulla fssazions dalla pratesi:

1. Osteoporosi avanzala o sostan2a gssea insufficiente,

. Turbe del metabolismo & farmacoterapia sistemica che compertana | dateroramanto
progressive del supporto ossac della protesi tad os. diabate melito, torapie sterqidse, terapie
IMMUNOEcppPressive ace.)

3. Anamnesi di Infezicria ganerala o locale,

. Deformita gravi che compromettans la flssazione o il posizionamento corretto dalla protesi.

Tumeri delle struttura assee ponanti.

i. Sensibilita ai materiali protesici (ad gs. cemento ossec, metalio, palislilene),

Rearioni tissutali alla comosione e ai detriti da usura della protesi,

B, Disability di altre anticolazioni {ad es. ginocchia e caviglie).

Si & peservata una maggiore incidenza di falimento dalla pratesi in pazienti paraplegici & in quslli

affatti da paralisi cerebrals o morbo di Parkinson

NEL CASO IN CUI i CHIRURGO ACCERTI CHE LA SOSTITUZIONE DEL GINOCCHIO E LA

MIGLIORE OF2IONE TERAPEUTICA DISFONIBILE € DECIDA DI UTILIZZARE QUESTA PROTESI

IN UN PAZIENTE CHE PRESENTA UNQ CQUALSIASH DEI SUDOETT| FATTORI, OPPURE SE IL

PAZIENTE E GIOVANE ED ATTIVO, E ESSENZIALE INFORMARE I PAZIENTE DEI LIMITI DI

RESISTENZA DEI MATERLALL IN CUI LA PROTESI E REALIZZATA E D4 QUELLI IMPIEGAT] PER LA

SUA FISSAZIONE E DELLA NECESSITA DI RIDURRE NOTEYOLMENTE O DI ELIMINARE

QUALSIASI FATTORE SUMMENZIONATS CHE NE PREGIUDIGHI IL SUCCESSO,

La gestions chirurgica e postogeratoria del paziente deve essers cohdotta valutando attentaments

tutte le condizioni esistenti, Le attitudini od eventuali turbe mentall che potrebbera portare il

pazlente a non aderire alle disposizioni dal chinimo possono ritardare il racupero postoparatoric e

/o aumentare il rischio di effetti awversi, tra cui il fallimento o la mancata fissazione delimpiarta.

e

ntact FDA/CDRH/OCE/DID %tgﬁ)RH-FOISTATUS@fda.hhs.gov or




ocessed under FQILA: @questu# LE15r26564;-Released by.CDRH on

recuc della protes sandnne la migrazione, fratturs afn usura. Al momento non & “stata
delte protes . | pazemile dove essarr

nnfurmaio de fattor che pﬂﬁsunn incidare in mods s\qnmr.aﬂvn iul*‘ﬂsura della pronest auali
e fivelli di aitivith fisica.
INFORMAZIONI PER |'USO
Pracperatoric
PRIMA DELL'INTERVENTO It CHIRURGD DEVE SPIEGARE AL PAZIENTE TUIYTE LE LIMITAZION!
FISICHE E PSICOLOGIGHE E TUTT! G ASPETT! DELL'INTERVENTO CHIRURGICT E DELLA
PROTESI Tale collogue deve coorire (e limitazion dell'artropiastica, le possibill conseglion™:
derivanti da tal limitazion: o 13 necessita di seguire le struzicrn del chirargn el pustaperateng, -
particolare per quanta concerns la limitata attivitd e il pesc.
“a pianficazione precparatoria a fa tecnica chirurgica per I'impianto queste comparet de s
monocompartimentale di ginaechio sono stale perfenionata in base all'sspererzs -hi
acnuesita durants o VPP th numesosa profes: monocorpertimentali. 1l thirurge non de
Iniziare ad uthizzare ls protesi di gmocchio mal comesto clinice fnché non abbia acquisita b

complata conoscenza delia tecnica d'impianto specifica. Alcuns matodiche sone soggette a fuure
1

modifiche in base al'asperienza clica acquisita. Le valtaZiosd crtiche di 1ali modifiche

rresentate durante i corst di forfnazione alla tecnica chirufgéta regolarmenta progeamimat:

consiglia pertanto che il shirurgo frequenti regolarrmente tak ~orsi. Onusco « fimat sille e

chirurgrshs S0na dispaniblil pressa Doy

| requisti specifici da osservare ngudmnenw neslla pratesg tAsene 100 G MOt et

1n| ginposhid crmprendeno:
Patologia aritica slevante o «

o dalle superhor Bt

w b

:.‘ Logamanti seliaterali stabili o neostriabib
3 Alinaamento assiale fisiologico o comeggbie
“ maunupm e meceanismi oa: musColi DOSTERon nedi <OSCA AT
3 i IMDIga LNa COMuONEnte rotales. IASSe rolulen deove eSS MGATTG 001 00,
Lumuunentc
Intra: oria

Si raocomanda di avers 4 deposiaone 11 corso di mterventn component o amena o 1ag
superiora ad inferiare 4 guella stabilita nal praoparatonio . n n:odo da petar seesansrs b tag
correnta duranta l'intarvento.

E essenziale manipolare correttarmenta gh Impiant, Le protesi devona essan: Manugiats sl =
asviusivamante da personale rurity di guanti chinrgic:. S deve moltre avitars che la areres veoya
a contatto cor eggeth dun. Particolare cautgla & richigsta nell' evitars cha ia superficie porss enga
a confatte ¢on tessuti ad aiti material rilascianti fibee, Prima del’use & importante procedar:
=empre ad Un'ispezicne viswa o ciascun impiamo, onge escludere la presanza i eventuah
-mperfeziens Danni o alterazion. degli impeant possono produrre scflectaziont ¢ afes cla
potrebberc rapprasentars il magyios tattore contribuents at fathrmento della protesi

Mell'asacugone dallintervents st congiglia I'use di aleunt strumanti chirueggi speciall, E imparlante
una revisione dell'use & del trattamento di questi stremanti. 1 minni & e dime di resszione vanne
controliate prima dell'intervento, Gh strumenti danneggiat: 0 deforrmat: possono determinas uis
posizions seorretta dall'impiants e provecarne § fallimenta,

E itnportanite pulira @ preparars adequataments ka superfici dell'osse i tin tella fissazion,: deil
protes. L'escissiona delfosso doved ere limitata alle quantith necessaria per Nimpianto delin
protesi. Lina ablazione eccassiva dall'osso o I'Us0 o pil pernt per 'ancoraggic dalic strimentaric
pud causare disturbi meceanici s i nassorbimanto dell'ossu Lon conseguente iiment:
dall'intervent® 0Ovuto a mobilizzazione o0 deformazione defl impianio. Al momsnto dall
areparazions dells supartici dell'osso & del posizonamenta delie componenti. ~ casEnzaie
assicurars: che l'allineamenta sia corrstte:

Prima i proceders alla sulurz, 18 sede chirurgica deve essard ripulils accuratamente aa fanmens,
cssel, osso eclopics. cemenlo ossen. ecc. la prasenza di parbnela rvslmnea sulfintertacoia
articolara metallo-plastiza possono partare afl'usura eccessiva dela protes. 1'0sso echonizo e

frammenti nssel possonn essere causa <i disiomazone o wobidta docrosa e limitsts, Pasteol

ntact FDA/CDRH/OCE/DID at CEPRI)-I“-FOISTATUS@fda.hhs.gov or



ocessed under.EQIAReGHast#L0]0-2057, Releasad.by CDRH on

mafcata congruenza dalle component! protasiche, instabilith o conflitte: se del case, tali difetti
devono essara rettificati.
Fass postoperatorta
€ easenziale cha I paziante si altenga scrupolosaments alle istruzioni ed agh avvertimenti del
chirurge. Nell'assistanza postoperatoria devono sgsers seguite pratiche approvats. Dopo
I'itervento, il paziente deve essara intormate di regolare il livelio deile sus attivita in modo da
1utelare Iarticolazions protesizzata ga storzi ingiustificatl. Al momenta dela dimissions, at pazients
devonn essere consegnats ke deblie istrnuzioni B raccomandazion! scritte riguardartti gli esercizi e ls
1erapie da sequira, nonché la indicazioni sulle appropriaie limitazioni delle attivith fisiche. Si
raccomandano controlli periodici comprendanti esami radiografici, per confrontarli con le
precadent condizioni postoperatorie per rilevare avidenze a lungo termine di un'sveniuale
migrazipne, mobilizzazione, curvatura o incringtura della componart|. Se si osservana segni di unc
o pil di questi aventi il paziente deve assere tenula in stratia osservaziona, per valulare la possibilita
o utericr| deterloramanti @ | benafici di una revisione anticipata,
EVENTE AVWERS! E COMPLICANZE
D seguits vengone riportat] gli eventi dvversi o | complicanze pil frequeitemente osservati
nell'anreplastica monocompartimentale di ginocchio

generaie

in

. Mobilizzazione precoce o tardiva, cedwnenin lbiale, curvaiura, incrinatura, frattura,
daformaziong o usura di una o plis componantl prolesiche, spesse correlate ai fattori elancati
in AVYWERTENZE € PRECAUZION!. Si pud anche vefificara la mobilizzazions dovuta a mancala
kssazinng o malposizianamento.

2. Infezione precoce o tardiva che pud richiedsre Pespianto della protesi e 12 successiva
artrodesi

3. Dolore, di contyal di flesgiona, ridotta escursione del
mavimenli oppura alLungamﬁnIo o accorcigmento  della gamba imputabili a

18 0 USUra oen i

4. Usura sccessiva delle componenti in polistiiene davuta a danng all o e
femarale, scollamento del cementa afo frammenti ossel e/t Ivello di attivha eccessiva o
soviappeso del pazienta,

5. Fratture defla tibia © del femore. Le fratiure in fase operaona sono di sollo associate a

chirurgia di mvisions, deformith &/ osteoporosi grave. Le frattura postoperatorie sono, di
solitn, fratture da slorxo. Le fratture possona essara il risultalo di difett naila coricale derivanti
da pill fori per parni, pracedant fori per viti, malotientamento dell'alesaggio &/0 a cemanto
03560 insufficienta o mal distribuito.
6. Disturbi card olarl & malattie tr liche, tra cui trombosi venosa, embofia
poiMonare e INfarto Migcardics.
Feazioni tissullli, osteclisi, /o scollamenio dellimpianto dovulo a corrosione metallica,
reazioni glergiche cppura accunalo di detriti da usura o di particella di cernento liberate
Miosite ossificants, in particolare nal soggett! di sesso maschile con artrite |pertrolica, limitata
escursions dei movimenti preoperaterla e/o Micsite Pregressa. Llincidenza di miosite
ossificante aumenta in presenza di anamnes| di chirurgia pregressa e di infeziene.
9. Possibile parailsi del nerve poroneak successwa ad artroplastica monocompartimantale
faterale di ginocchio.
Fase postoperatonia imedats
1. Ematoma.
2. Ritardata guarigions della ferta o descenza
3. Delormith m varo-vaigo
4, Cedimento assoCiato all'uso delle componenti in PE,
Fase postogeratoria tardiva
1. Inadeguala escursione dei movimenti derivante da selazions sMEta o malposizionamanto
della cermponenti. confiitto efo calcificazone periarticolare.
2 G o 18 peri ©On 0 senza impedita mobilita dell'articolazione,

@~
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ne||'intragperatorio
1. Rectudescenza del probleann arbcolan o Sarce dellar
nontrolaterale imputabill alla discrepanza nella omghezsa delfars

L'incidenza e I grawta della complicanze neils protesizzazione  iotle
sono di regola maggiori nella chirurgia di ravisione cie
in quadis primaria. f pmblem\ pli frequenti comprendgno: difficolta nella scelta aslla v
iinzisione) e deficit ol sosianza ossea. In generale, nella chirurgia o (Evisiens B 000
Lrl leMpe GRErateria pitr lungo, us avmentatn rischic di inforont nsargena e s
ed ematgnn a lvelio delka terita,
CONFEZIONE
Ls componsnti def sisterna protesico fulale 0 monocciipartimss
ronfangnate indwidualmante & torrite STERILL Tutta le componients rmetalliutie s
rathazrane, Le Gompomenti m pofietitens posSONG ASSere STenlizzate Medhar:
madiazions, coma indicate dall stichatta aMissa sula contezions esterma Le somponsnt s
rimassa dalla cenfezigne seguendo tecrichs gsettiche appravate snlo dope avor datarmanals i
Laghia corrstta da Salo sa si rittana cha M'asepsi della protes:
statile sia siets comprameasa, ma il chirurgo la ritkne somungee idonea all'use previsto,
prima i pmceuem allimplanic dotergore & stedlizzace la protesi conformementa alle
saguant Le Th tiiali in flene ad altissinio peso malecelin (OHMSPL
sonc confezionate ndivedualmants ¢ fornite STERILL Le componenti wanno o
sonfezigne saguenda tecm::he dsamcha appmuﬁle 5010 dupo avar de[ermmd[c [ERET
Soio

wanno
polietiene: NDN USARE BE LA CONFEZIONE NON APPARE INTEGRA.
DETERSIONE E PULIZLA
Iminergere la protesi in acqua sterile, g lemperatora ambisnt
ahmano 5 mingd, quindi ascaugara anmadetamente wd
sterilizzazione.
STERILIZZAZIONE {Solo comperenti matalliche)
Se 51 rende PEcessana |1 stenlizazionn. 5i CoNGigla H3BEAM . Srd e s
arantirn un vl oi sterilits (SAL) th 10 ¢

SN Tk A
waenala prn: -

A peeco

Metodo Ciely Tomperatura Tompe di esposw v
Yapore: Presuite: 1384 [T
NOTA: oo procadurs d slenlizzazions deve wssens Collaudata orde verar: ¢l s wiatane

alle rionme vigenti. E estrernamente importante che personale qualticata sd esperit ne prosss
stanlizzaziona convalidi | paramettl di qualificazions prestaionale i base ad ugni fpologe
dellapparecchiatura per ia stentizzazione utlizzata ez strutiura e sd ofn eombmazia:me
dispositive medicalafcance, 4l fine i convahdere sia il procasso che ki sua affidability o ripehbiling,
Se del caso, & possibils esequite 1 Sterilfzzazione flash. contormarments & protaco dui
cspedaligre spactico.

ATTENZIONE: ron la in paolietk

INSTRUCCIONES DE EMPLEC
CUIDADC: La Ley Federal (EE.UU.) restrings |2 venta de aste aparato por o a fu orden de um

madico.

DESCRIPCION DEL APARATO
Una Prétesis de Rodilla Total esta rompuesia de compononfes lay b
rmpaquetartos indivimualmante disenadeos para el tesmalaze do ta supericie arreular -
articulanion de |z rodilla. Ef camponents femoml &4 ue implante de it o

¢ famon
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eatar form: ica 0oN 0 $in revastimiaria pOreso y une pieza inser
de polietilano y componsntes de enclavamiento, Algunos componentas metaicos tienan vistagos
y cJftas modutares. El companante de ritula puede sar de un dissio completamente de polietilang
o puade ser un components da pofistilenc con refuerzo metdlice.
Una Prétesis de Redilla Unicompartamental estd compuesta da componentss tibial y femeral
ampaquetados individualiments, diseftados para el reemplazo de [a superficie articutar natural e un
obndilo de la articufacion dea |a rodilfa. EI componerta femoral 8s de metal con o sin revestimiento
pareso, ¥ ¢ componente tikial pueda sar un componenta todo e polietileno ¢ comprender una
bandeja titval de metal con o sin revestimiento perosa, y un inserta de polistieno y componantes
da enclave.
Las componantas de titanio y polietilena san compatibies con Imaginerla da Aesonancia Magnética
{WRI). Los componentss de cobalto crama puaden intarferir con 1a calidad de la imagen obtenida
al usar MR
DESTING DE USOANDICACIONES
La artroplastia da rodilla total o unicompartamental esta destinada a gumantar la moviidad y reducir
al tolor del paciante por @l rearmplazo Ge ka articulacion de la rodilla danada en pacientss en los qua
haya evidancia de suficiante hueso en busn estarlo para asentar y soportar los comporiantes.
ESTE COMPONENTE DON REVESTIMIENTC FORGSS HA 8IDO APROBADO EN LOS
E.UL. PARA SU S0 CEMENTADLD.
TODD COMPONENTE SIN REVESTIMIENTO POROSC SE DESTINA A SU USO
- - __CEMENTADO SOLAMENTE.

Entre las. ::ana.de(os para 34 reemplaza de rodila totat o unlcompartamental se incluyen a pacianles
de adad avanzada con una articulacion muy dolorosa yio incapacitada severa causada por
nsteoartritis, artritls postraumatica, artritis reumatica o una Implantacién antenor fracasada. £n
candidates para la artroplastia de rodilla unicompartamental, sélo un lago de 1 articulacién (los
compartimientos medial © latersl) estd afectado. La artroplastia de rodllla tolal o unicompartamental
pusde Sof considerada para packentes jovenes, si. en la opinldn del cirujand, una indicacién
inaquivoca para ef resmplazc de la rodilla wnicompartamental total confrapese los rissgos
asoriades con la adad del pacients, v 5@ d& por garantizada una demanda limitada en cuantc a la
actwidad y cama que (@ articulacién da la redila soportare. Esto incluye a pacientss con
incapacidades saveras y en miltiples grticulaciones para quienes una ventaja inmediata an la
mavilidad da la rodila nasulte en una expactativa de gran realce an la calidad O vida.
CONTRAINDICACIONES
A continuacién se dan contraindicaciones para la artroplastia de rodilla total o vnicompartameantal;
1. Infeccidn actlva local o sistémica,
2. Pérdida de hueso © musculatura, osleopdfosis, compramiso neuromuscular o deficiancia
vascular en gl miambre afestado de suliciente grade come para Que cause due al
procedimienta nn sea adecuadn {por ejempla ia faita de astructuras de soporta da ligamentos.
Mmusculares, neuropata da articulacion).
. Inastabilidad secundaria sevara deblda a la pérdida avanzada de estructura osteocondral o ba
falta da integridad da ligamentos colaterakss,
4. El reempiazo de redilia unicompanarmantal estd contraindicado en pacientes con valgus fijo
severc {mas de 30%) o deformicad varus.
MNOTA: Hasta la lecha, 12 diabetas no ha sido £0me una ién, Sin embarga,
debido a que aumenta 1os riasgos de complicacionss tales como infacciones, cicairizacidn lenta de
hanidas, elc., ol madico debe considerar con cuidado si es aconsejable la implantacion ds una
prétesis da rodilta an un paciente afectada gravements de diabeles.
ADVERTEMNCIAS Y PRECAUCIONES
CUIDADD :
* Los cOomponentes de prilesis y ensayo de un fabricanis no deben usares nunce ¢on
aquatios de oiro fabricants o sistema de knplantacide.
* Los componsntss oa ta prétesls de radia no debien Aunca volver & usarss, AUnGus el
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odrign terminar por faliar.
. Para mutur #nzsyos user siempre protesis de snsayo. Los ensayas no deber
auna Los ansayos
deben lsnur la misma configuracidn de tamaflo, eic., que fos componentes
ue se van a

No contornsar pi modilcar ia protesis de ninguna forma.
Ewitar la parforacion de miltiples agujoros an la rblal preximal que puthoren afectiy i
reslstencia compresiva de la tibia.
CUIDADO: Las condiciones siguientes. individualmeante o e wnnunle. lose
carga of el membre afectade 10 Jue none al paciente cn mayn:
radilly fracasa:

1. Obesidad o ercesive nese G4l pucients

Trabaja manual.

Participacion airza en cijin s
. Alto revet de acthvidad del pacienle.

Posibilivad de caidas.

Adiceidn al alcohol o a lag dronas

7. Ofras meapacidades, sequn sea apropiado.

Anginds de lo anterior, las condiciines fisicas siguemtes. aingular 3 e canjunie e, -
adversarnente la hjacién de ins implartes de redila

. Dsteoporosis Marcada o material oseo deficiente.

! Uerérdenes matabblicos o wataruentos farmacolog
datenoracion progresiva del sopone de huaso sofida par
teraplas de GOrlisona, tarapias NMUNOSURrEsNGS, £12,)
Histona da inteccionas generates o Inuales,
Drformaciones SAVeras que cAlIsen una fjacion datil o
Tumeares dn 138 eslruchuras Bseas de soporie.
Rsaccionss AMAYIcas = matanaies del impiante s, cemenls vsea, polistien 1
. Reaccionas de tefidos 7 la Cotosian o & rasduos oe desgas el implante

4. Incapacidades ¢8 otras articUiacionss (ms 0oCi, cadaras ¥ Tobillos)

Se b mformado de fa mayor frecuancia del fracaso de implantas an pacsentes oy
nackntes que padecen de paralists cerebral o fa Enfermedad de Parkinson,

GUANDO EL CIRUJANG DETERMINE QUE EL REEMPLAZC DE RODILLA TOTAL €5 A MEJOR
OPGION MEDICA, DISPONIBLE ¥ DECIDA USAR ESTA PROTESIS EN Uk BACIENTE QUE
PADEZCA CUALQUIERA DE LAS DOLENCIAS ANTEDICHAS O EN UN PACIENTE OUF
SIMPLEMENTE ES JOVEN ¥ ACTIVO, ES IMPERATIVO QUE SE EXPLIQUEN AL PACIENTE 0%
LIMITES DE AESISTENCIA DE LOS MATERIALES USADOS EN EL DISPOSITIVO v PARA LA
FIJACION AS| COMO LA NECESIDAD CONSIGWENTE DE ELIMINAR @) REDUCIR
SUSTANCIALMENTE CUSLQIHERA DE LAS CONDICIONES ANTEDICHAS,

El fratarmientn quirdrgice y postoperativo del panienta dabs realizarse con 18 debma cansiderzeion
a 1odas las condicnes existentes. L35 actiudes o desdrdenes mentales que impidan que e
paciants acale |ss instrucoicnes dal cruano padrian retrasar la recupsracion postoparat )
Aumentar 7l riesga e efectos, arkversos, inclusu fa fala de 2 profesis o 14 falla de 1a facon co
nnplants.

Jna actividad Hsica £xcesiva o 1AUNA que afecte la nusva anticuiacion ariificial pusder 2onlriour
A la falla promatura 02 la protesis @i causar yn cambio de Dosicien, fractura y/o desgasie de inx
implantas. La vida il osporada da loy protesis do rodilla no aytd claramama esisbiecida Or
maomanto. St dane intormar al pacients que factores tales como o niveles de pose « a0
nusden milur considaeablemeanis en ol dusgaste

INFORMACION DE EMPLEO

Pre o

ANFES DE LA CIRUGIA, EL CIRUJANO DEBE DISCUTIR CON EL PACIENTE TODAG
LIMITAGIONES FISICAS ¥ MENTALES PARTICULARES DEI PACIENTE AS| COMO TODGS ¢
ASPECTOS DE LA CIRALGIA ¥ 07 F5TA FROTESIS. Fn esta disougon e el

ERLFARRE
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necasidad da acatar las Instrucciones postoperativas dal cirujang, en particular en lo qua se
refigra a una actividad y peso.
La [ ¥ la téemica quinirgica pars la implantacidn de estos componentas de
tota o | de la rodilla hg avolucionado de la expenencia quirargica
adquirida durante al dasarrollo dé muchas prétesis totales o unicompartamentales. El cirujano no
dabe empezar 2t uso clinico de una prétesis de rodlil hasta que estd completamants familiarizado
con la técnica de Implantacitn espachica. Ciertos métodos pueden cambiar 4 |0 large del tiempo
& madida que 30 gana mayor experiencia clinica. Hay cursos programados de anglisis eriticas o
tales cambios en cirugia que se presentan con regularidad a los qua 5 aconseja &St
perlodicamenta. Tambign hay follatos y videos sobre técnicas Guirirgicas que pudden obtenerse de

DePuy.
Los prarequisitos aspecificos para el resmplazs de rodila total © unicompartamental que se deban
Seqguir estrictamante incluyen:

1. Enfermadad ariritice significativa de las superficies tibia-femorales y rétulo-femorales,

2. ngemsmcs colmaralss sslables ] reconsmnb\s
3 axial
4,
5.

. Mecanismas Intacios de cuédncaps y tenddn dal hueso poplitac
. Bi %6 usa un componente rotular el huass de (a rotula debe ser adecuado para aceptar al
componants de |a rotula

Intra
Ba recamienda tener a manc durante |a cirugla, ademis de los componentes de los tarmafios
astablecidos para la prétesis, componentes de tamafios mayores y menores en raso de gue se
necesiten
Es imperativo que los compenentes de prétesis se manipulen de ia forma comecta. Las protesis
tsben ser siempre manipuladas por parsonal que ligve guantes sstériles de airugia. No permii que
ningln components haga contacts con objetos duras, No permitic que as suparficies porosas
hagan contacto con tela u Gtres Materiales qua desprencian fibraz. Previo a su LS en cirugia, debs
salizarss una inspeccion visual rutineria de cada comporents para comprobar qua ne heyan
imperfeccionss en los mismos. Si los componentes han sido danados o contomaedos puaden
producir defectos que pudieran ser el punto focal de (a talia de Ia protesis,
Se sughere usar clertas instrumentos quirdrgicos espaciates para reallzar esta cirugia. Es impertare
revisar &l uso y & manipulackin de ostos instrumentos, Los dispositivos de alineacion y de corte se
daben comprobar antes de la cirugia. Instrumenics torcides o defiades pueden causar Lna postura
incorecia de la protasis y 56r causa de que la implaniacidn de la misma no tenga éxito.
Para que la fijacion de la prétesis saz comecta es importants Gmplar y preparar kas superficies
seas, La excisitn de huaso debs limitarse a |2 cantidad necesaria para acoplar la protesis. Si se
retra demaslado hueso o sa srplsen clavias mditiples pars flisr Instrumentos pusden ocurir
IMoblemas mecanicos y 12 reabsorcidn de hueso, causando 2l fall del procedimiento debido al
desprendimiente o la deformacidn da fa prétesis. Al proparar las superficles Gseas y panef los
cormponentes se deba asagurar que 13 alineaciin sea 1a cormacta.
Antas def clorme de la incisldn duinirgica se debe jimpiar ben de astilas dseas. residuos de
cemento, huest ectépico, etc. Particulas extratas en &l inteda2 articuler de metal/plastico pusden
caysar desgaste excasivo. El huasg ectépice y/o lag aspuelus e hueso pueden causar distocacion

2 movimiento doloroso y restringido. La amplitud ge 5o dabe verificar te
Dara asagural QUE no haya un acoplamientc inctitecto, inestabilidad o roc- y modificar segun sea
apropiado,

Pogtoperatorio

Es da suma importancia que ef pacients acete estrictaments las advertenclas e instrucciones del
cirujano, Duranta al pariodo de cuidedo postoperativo deben sequirse todas las normas vigentes.
Daspués de la operackin se debe comunlcar al paciants que controle &t nivel de activicad para
proteger la prétesis contra tensiones irazorables. Amvias de enviar al pacients a casa, debe recibic
insirucciones y advartencias por ascro referentes o slerticios. terapias y cualquier limitacion eh
sus actividades. Se racnm\snda un paflodc da seguimianto inclusive de radicgrafias para una
cOl ibn eon [as i para datectar evidencia 2l largo plazo de cambics.
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camig en sstas condisionss sh Gehien wdilarse ostrachanients phra deternnar o deleno 2.
beneficics de UNA revisién iamprana.
EVENTOS ADVERSGCS ¥ COMPUGCACIONES
A conbinuacign sa datallan ins acontecimientos AdVersos i comMphCATIUNeS (. SURMEN G IRl
mas frecusna en la artroplastia de rodilla botal 0 unicompartamontal,
General
1. Tarto en uea fase temprana cormo tardia, &l desprendiniiento, sabsidenaia itial, curvaturs.

agrietamiento, fractura, Uaformacon o desgaste de uno O MAs ComponeNTes de la pratesis

lacuentemente relacionados 6on (os tactores detalledos on a5 ADVERTEMCIAS ¥

PRECAUCIONES. El desprendwmiena tambien pusdas sof cRusada debido 2 una fpacioe o

postura ncorecios,

Infecmén 1emprana a rarcha que requitra Mt @ protest v ona sirsdess poehram

Diolor, gislocacion, sublurarion, gontractura de flexian, reducotn dal radio en air

ovirrnerty @ atargarnenta o acortamienio de l pierng causac: por ung posio -

desprandimiants v desgasta de s componantas

Despaste excesivo de los componentes de poietilann dedico  daho causaus uuranlb: 15

uperacitn al componants famoral, cemanta desprendido ¥/ fragmanius de hue I

niveles de actividad o pese del pacients

Fracluras de la fibia a fermu. Lus fraciuras vurante as of@aiones nomislmelle we asc

zon cruga de ravision, deformadad o osteoporosis seuera, Las fracturas postoperativas

normalmente son fracturas debidas o tensiores, Las fracturas pueden ser al rasultado de
wefectos an la corteza datnaos a miliples agujeros de clavias, agueres de larmila artencies
esuanado mal dirgide yo distribucicn natecuada o Nconects tel camento nsec

Diesdrdenes cardiovascolarss y ankermadaces bomboembiinas, neiuse Pombisiz

enibolisme puimenar v ataque camiano.

Reacciones de i6s 1gidos, ostaglisis wu desprandimiente s ' protess causada pre

rorosion metalica, reacciones alrgicas o la ACUMUIECION 40 nenuos causadi Lo

dasgaste o particulas da cemanto desprondidas.,

. Migsitis 0sficante, espocialMents en varones con artritis Sinenrdfica, amphtuc entada de
miovimishla antes de la OpErait yfo Imicsitis previa. La nicidencia de mansils osificirt
alinenta n 1os pacientes con histariales de cirugia antanor y e casos 4o ifdenciorn
@ Probable paralisis del narvio parcnec después de tn anroplasta de rodilla uisomp:

Postoparatorio Temprano
* Hematoma
2. Cicatrizado de herida retardado o ushiseoswa e tens
4. Detformidad hama afusra/hacia dentro
4. Subsidencia aseciada ceh 08 Curmponentes de pofistile:

Postoparatorio Tardio
1. Amplitud de mowmientos inadecuada dobide 8 incueecta selerudn, Pusluta v n e e

curiponentes o calgikeawon periarticular.

Calcifrcacion u osificacion penarticular con o sin ebst

artroulagen

Fractura de retula come resullado do tensidn excedsva 3 detelitacion acaidenta: ol o

operacior:

Agravamiento de problemas en &l rmiembre afectady v walreTicad vonfralateral detikdo 3 1=

discrepancia da langitud entre las pismas,

| A

s

-

nrrel

©oue I3 ki

a ¥ la gl de las compiicac an du
protesis de rodide total y unicompartamental sa mayor cuando se renlizen comeccionss que
en las Los p mas comunes pusden incluit dificultades en i

ubicacién de |4 incision y Ja falta do material $500. En general 58 puade espardr LN Mayon Lempo
necesaria pard Ia operacion y mayor incidencia da nfecciin, smbolisma pulmanar y senatomas e
herida en procedimisntos de revesidn

MODO DE iSTRIBUGION

Loz componamiées e rodilla toral g umcompariamental mer

ST T [E R L [ NTPRT R
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Los componanites de poligtileno se pueden esterilizar por gas plasma o iradiacion, sagun sa
indigue en la atiquela exierna del pagquets, Sacarios dal paguets uSandc una 1ECnice asepiica
aceptada solamente cuando se haya delerminado ¢f tamafio coneclo. Pars componentad
que del implante ssté parsce estur
GomproMetida pero ol clrujnm cnmnd-ra qua nﬂu\ bushas condicionss de #Mpleo para su
usn dastinado, =8 dobe lunpiar 10 previo & su pegdn
Los xlss tipial ¥ mlular de Polietiland de Peso Molecular
U‘tra Alto (UHMPWPE) astan ampaguetados individuaiments y 58 distribuyen ESTERILES. Sacarios
da| paquete por medio de una téchica esténil aceptada stlo despuds de haber daterminado Su
timafio corecto, Loa componeites e polietienc no delban sar resMarlizados. Para loa
componentas de pollstlanc: NO USARLOA 81 EL PAQUETE ESTERILIZADS PARECE ESTAR
DANADO.

LIMPIEZA JLAVADOC

Lsar agua en el quirdtano esténl a temperatura ambients o safina Asicldgica para majar of implante.
FHemejar el 8l implanta por un minimo de 5 minutos. Secar el praducta da inMedialo. inspeccionar
el implanie previo a su estarilizacion.

EBTEWILIZAClON (COMPONENTES METALICOS SOLAMENTE)

5i sa necesita reestarilizar 105 componeantes, 108 pardrmatros siguientes se han validade para un
Mivel de Seguriciad de Esterilizacion (SAL) da 105

Mirtode Gkl Temparatura Expaonicion
apor Pre-vacio 132°C 10 minutos
NOTA: Debe comprobarse de forma la de cada ¥ i de
ss(ermzm:lcn Es menclal qug los pardmetros do Proceso apropiados pard cada aguipe de
¥ G de pt arga sean validadas par personal capacitado y exparts

an pracesos de esterllizacion a fin de substanciar el proceso, su fiablidad y capacided de
“oproduccion. La esterilizacdn Relarpage puede ser afectuada, si atabe, segin Ia poiitica sanitaria
de| establecimiento hospltalario.

CUIDADOC: No il ningun de

USSR ivstRuGHES DE UTILIZAGAD

CLWDADO; A Lel Federal (E.U.AJ limita 8 vanda desta dispnaitive a um Madico ou por ordan
de um midico.
DESCRICAC DO DISPOBITIVO
Uma Protese Total do Joelho € composta pelos componenies femoral tibiel & da rétula
acondicionados individuaiments, qua foram concebidos Para SUDSHWIN a superficie aricular natural
da amculacau do joeiho. O compenenta femoral & um imelanta metalico, com ou sem um
porosa. O comp tibial pode consistit num componente totamente em
polietilanc ol englobar um prata tibial de metal, com ou sem LM revastimentc poroso 8 um Inserto
am polletiena 8 componentes da fixagan. Alguns componentas matsicos tem hastes madulares
aiou cunbas modulares, O compenents da rétula pede ser tolaimanta coneabido am polietilang ou
congistit num componenta da polietileno reforgado por motal.
Uma Prétese Unicompartimental ¢& Joolho & composta d8 componentss femoiais e libigis
acondicipnades individualmante, para substituir & superficie arbcular natural de um cdndila da
afticulaglo do joetha. O corrponente femaral 6 matalica com ou sem um revestimento porasa & o

componenta tibial pode consistir num em Gy anglobar um prata
tibial dg matal com ou sem revestimento porosn @ UM inserl & componentes de hikagho em
polietilena

Os gomponentes da ttdnico e palietilenc s3o compativeis Gom IMagiologia de Ressonancia
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da imggem cbiida yitizando IAM

UTILIZAGAC A QUE $E DESTINA / INDICAGOES

A artroplastlz total Gu unicompartmental do josibo esta indicadd pacs proparcoenar e ¢
mobilidade 20 doents e reguzir a dor, substituindo uma articulagac do joufho iesada e doa
hos quais ha evidénata de suhclanle 0880 SE0 Para asssntar € supoflar 0s LoMponerTes

NO& ESTADCS | UMDOS EaTE PRONJTO FOI APROVADO APENAS PARA
LYl

TOROS 05 COMPONENTES COM REVESTIMENTO Nﬂo POROSO ESTAQ INDIGADOS
_APENAS PARA UTILIZAGAO CIMENTADA.

(o3 .ancildalus para Uma subStituican total ou unsompantmentat do aelhe incluers: duesnte:
com uma amcutagh xtrememente HOIOMSA 6/0U Gravernese INCALRIALE B Cunze
astaoartrits, arlrita pos-trauntica, artrite reumaltida ou de um MRk antanue M sucemde, Em
candidatos para artroplastia unwompartmental do joatho, anenss w0 da arliculighs
compartimenta mediél ou lateral é afectadn. A substituigao 1otal ou uricempariifmetal .
node Ser considerada em doentes mans jovens na oHNEe 0o crlngidn, o reaa
nequivoca para a substituigao total oy gnicompartimenntal do joelng USTHICAr o5 FSLOS A3sOGATeH
com g idage de dognle o s& puderem ser 3ssegurAtas as nocessidades que fimitarm 4 acTvidack
= apoic e parga na articulagdo do jooho. Estes incluem <nentes qravemente audilacks: | min
anvelvimento de midtiplas arficulaghes para oS quais m ganbe ni Moteldade b el
permilir a expactativa te uma melhong sgirticativa ra sus quatte il
CONFRA-INDICAGOES
As condigBes  seguintes Corstuen: oot i, e
HCMpArmantal do joelho

1. Infecgdo actva local ou sistdmici

2. Perda de 0330 OU MUSCUIAtrA, OSIENnOrosa, COmPranelmenic i it s lar o
vascUlar no mambro atactade num grau subiciente que 10rne a Procemlmanta kst aen 4
@, auséneia de esiutucas de suports missculo-igarmentnsas. neuonatia articular.
Instabilidade grave secunddna a uma perda avangada trutura astenc
auséncia de integricade dos ligamentas colaterais
A substitigdo unrcompartmentat do josiho esti o
deformidade fixa sm valgn ou vam grava (superiar = 30
NOTA: Mao se estabelsceu guu a digbeles. s prasete. s LA Contra-iNGCagEn
devido @c mAwr qisto de somplicagdes @S coma mfacgke, ciratrizacda lanta da tengh, e, ¢
madico deve ponderar cuidadusamante se serd aconseihavel 1 protess do Behe num doeste Lun
uma labstes rave.
ADVERTENCIAS E PREGAUGOES
CUIDADO:

- 2 da prova de cu de si de smiplante
difterentas nunca deverio ser utikzados conjuiitamenta.
0% compohentes de UM Protess do jostho Nunca davam ser reimpiantados. Mesma
que o Implaste nfo parsce sstar pode ter Hes
micragedpicas que podem provocar a sua fha.
« Lhilize aipre uma pritese de prova pare fins de prova. Os camponsmu da prava
nrunce devem ser mordados com nenhum
permanante. O= coinponertes de prova devi lar ¢ mearmo tlamanho conﬁgumcao
403 companettis cormedpondenies qua vao ser implantados permanentamente.
Nunca siters sem modifique implantas de modo algum.
Evita farer orificios para maltipios pindd na tbia proximal pors estes podem afectat a
+oslstancia 4 compressdo da thia.
CLIDADD: As condicdes sequintes. ingividua vu simultancarmsn
intsnsa sobre @ exiramidade atectada. colncande portanio < Mo
naucessc da pritese du joatha

* Onesidadn ny pakg exses
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Participagao actva am desportos.
Niveis elevados de actividade do doente,
Pmobabilidade da quedas.
Alcoclisme ou abuso da drogas.
Ouras incapackdades, conforme apropriadg.
Além das acima mencionadas, as saguintes condigdes figicas, individual ou simutaneamenta,
landem a afectar adversamente a fixagdo dos implantes da protesa do jesiho:
. Osteoparose acentuada ou massa 4ssea insuticiente.
2 Doangas. licas oy ic0s qua causam a deteroracin
progressiva do suporte dsseo sdiido para o Implante {p. ax digbates melitus, terapduticas
cam esterdides, terapayticas imunaossupressoras, ete.).
. Antecedentas de infecgbes generalizadas ou localizadas.
. Daformidades gravas qua criginam uma fixagao deficients ou o posicionaments incomecto do
implante.
. Tumores das sstruturas de supore dos os8os,
Reacgdes alsrglcas dos malariais do implanta (ou seje, Gimento osseo, metal, poliatienc).
. Reacgbes tecidulares & comosao do implante ou aos residuos resultanes do desgaste do
implante.
B. Incapacigades de outras articulages (isto 4, ancas ou tornozelos)
A incidancia mais glevada da falha do implante fol comunicada ein paraplégicos @ e doentas com
paralisia carebral o Com doenga de Parkinson,
QUANDO O CIRURGIAC CONCLUIR QUE & SUBSTITUgAO TO JOELHO E A MELHCR OPGAQ
MEDICA CISPONIVEL E DECIDIR UTILIZAR ESTA PR SE NUM DOENTE QUE SOFRE DE
QUALQUER LUIMA DAS CONDIGOES ACIMA MENCIONADAS OU QUE E SIMPLESMENTE JOVEM
E ACTIVO, E INDISPENSAVEL OUE SEJAM DADAS AO DOENTE INSTRUGOES SOBRE AS
LIMITAGOES DA RESISTENCIA DOS MATERIAIS UTILIZADOS NO DISPOSITIVO E RELATIVAS A
FIXACAD € SCBRE A NECESSIDADE RESULTANTE DE REDUZIR SUBSTANCIALMENTE OU
ELIMINAR QUAISQUER DAS CONDIGOES ACIMA MENCIONADAS.
Os cuidados cinirgicos ¢ pus-oparatonos do doente degvemn ser efectuados tormando em devida
consideragao todas as condigDeS existentes. Afitudes ou dosngas mentais que resultam na
incapacidada do doente em aderir as ordens do crruigidio pedem retardar a recuparagio pds-
operatdria a/ou aumentar ¢ Msco de afeltos adversos incluinda falha do implante ow da Sua fixaglo.
A actividade fisica excassiva ou um traumatismo da ariculag3o subsiiida pode contribuiy para ¢
MSUCESS0 prematurd da prétese 30 joelho causands Uma altatacko da posigao, UMa fractura &/
0 desgasle dos i A duracho l doa i oo
10 Toi, a6 & data, claraments satabelecids. O doante deve 5er informada Que factores 1ais
oMo Peso # Nivals de actividade podem afactar significativamants a durabilidade.
INFORMAGOES DE UTILIZAGAO
Pré-uperatérias
O CIRURGIAQ DEVERA EXaMINAR TODAS AS UMITAGOES FISICAS € MENTAIS ESPECIFICAS
DO DOENTE E DISCUTIR TODOS OS ASPECTOS DA CIRUPGIA E DA PROTESE COM O DOENTE
ANTES DA INTERVENGAD CIRURGICA. A discussio deverd moluir as limitagdes e as possiveis
conzeguénmas da prdtese arllcllar ¢ @ necessidade de segur as instrugtes do Cirurgido
respeitantes a0 pés-operatdne, espedclal mante no que respafta & actividade e peso do doente,
@ planeamento pré-operatéric & as técnicas cirlrgicas para implantagio destes componentes de
subsktuigao total ou unicomparlimental do alha svolulram a partic da axpenancia cirirgica abtida
durant® o desenvolvimenlo de Muitas prétases totdis ou unicompartimeniais do joglho. OS
cirwgidiss n30 devem imciar o uso climico de nenhuma protese do joelho sem esterem
perdenamients familiarizados com @ sua tcnica da implantaghe aspeclica. Cerlos métodnas podern
mudar com ¢ tempe a medida que se ganha mais experidneia clinica. As apraciagdes criticas
dostas mudangas s3o apresentadas em cursos de instrugdo cindrgica, programados numa base
reqular. sendo aconselhdvel que sejam seguidos paripdicaments, Brochuras e videos sobre
téemcas cinitgieas estac 4 disposiGao junto de DePuy.
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igorosameante sequdos incluen:

Doenga artritica significativa das superlicies fernoro-fitigl eiony e
Ligamentos colaterals €5tvars au SuSCEPTivER di Saram e
Afinhaments axial fisiclagioe au torrigived

Macanismos ntaclos de guaricipit & ta tossa poplilea

Se um componants darotula for utilzado, o osse da rdils ‘e e
o tomponents rofuliano.

Intra-operatorins

E aconsefhavel que astejam a disposigdt camponentes aol
operagdo, incluindn tamanhon mansras e manores danueles pres
in‘Arvengac,
O manuseamento Lorerto de mplantes 2 ussencial, Estas pr
pessoal que use luvas Ccrugicas estérais Nao permra gue cenhum des canpare:
LOMACtD com objeetns durcs. Mo perinda que a5 Supsities Danasas stz ent sonta:
pane oy tecigos que libartarn outras fras. Antes de utikzan dowe ser elpctuady po
nspecpAa visual de cada tomponente do implante para delectar pusyivers mper e goe:
alteragoes em gualguer um dos comporientes de um imptadte podem proausr o
rausar defeitos que podern vir & congtilur 2 ponto focal para A falha Juimplante.
Recomenda-se & utibzagde de determinados instrumentos crrgicos o5
desta intervgngdo cirirgica. A rowisio da utilizagho & manussamesto de 43
impertante. O alinhamentn @ padrtes of corta devem ser vercaces anfes da
Instrumentos dobrads ou danificados podem conduzir @ pOsAQ iearreeky co aplanks -
a fatha da implante

A limpeza e preparagBo corantas das suptics
da prarese. A excisd0 OSsew gevera hmitarse w quantidade necossdnn pars a
impigntes. UM remogho OSsea excesswa nu 4 atilizaggo de mulbipos inos
INSIruMENtos poderao resultar om peturbagies Mecanicas e rRalsarGao osSea oo & Inhuc:
subsequsnte do procedimento devido ag desprendiments au dafonagho uo implantc. Duranie
oreparagac tas supariicies 0sseas & posicionaments dos componontes dovend asseg rar s
& feita o alinhamenta correcto

Antes d0 encerramento. 2 7ona oberads deve Ser meliculosimests v s e
©Sseas, DSSu ectopica, cimanto ossec, elc. Particulas estranhas na inrertace
mataliplastico podem causar um USRS PO
lixagde ou dor & {ifwtar o moviMento. A amplitude de Piowmeanios deve
verlficada no que respeta 4 companbiidade corecta, mstabildads ey sk
vonfarme apropriad;

Pés—oparatbnas

Aderéincia rigoosa pele doente ds nsiugoes e Adverténcias do Grugids @ axbanamenns
iMportants, devern seguir-se Praticas aprmvadas nos culdades Ros-operatonos, O dovnte dove Lo
arfvarticn apds a gperagac que tem de comyolar o seu nival de schidade para prole
articulagdo substtuida de esforgos excessivos. Deve-se dar alta do husoial un doenle
instrugdes & adverténcia completas por escrito &M relaglo a4 Bxeucicios & (Brapéuaticas
mitagEo na actividade do goente. Recomenda-s& que saja feite o seguimanto periddico, |
axames radiograficos, para se poder fazer uma COMpAragHo Trequente Lom as condIgOEs par:
uperatorias anteriores para detectar Sinais a longo [vaza de alteragdes Na posigia, desprendimenh.
& Curvatura dos componantes ou de formacdc de tendas nos meEsMos. 56 56 dssCODITRM Snar.
e wrna ou mAis das condigdes acima menciomadas, deve wigiars 0 UDente de parle,
avelar-s¢ es Possibiidades ve datenoragdo ulteries £ o i
LreGo0e

ACIDENTES ADVERSOS E COMPLICAGOES

Os seguintes sdo as acldentes advarsos & compliCagdes yue, 1
trequéncia na artroplastia total au unicempartisental do jookn:
Gerais

1. Desprendinenta o

1

5

s de iplani; s
SEOS PRART S0l
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smbalagem estérl se parecer astar nao devern sar
Para de U NAD LITIUZE SE A FMBALAGEM ESTERIL

PAREGER ESTAR DANIFICADA.

LAVAQEM/LIMPEZA

Urilize agua 8stén! & termperatusa Artsfe our Sure Ksigyico i r R <

mergulhado durante um minina de & minuns. Seque medalaeiann gy -

implanta antgs ta asterilizagas

ESTERILIZAGAQ (somaitte componentss matalicos)

Se a asterlizagln 1or nECAsSAna, € recOMENdAVEl 08 SAQUINES JHRA1-Tnrs vl o -0 o §1

validadas parn um Nivel the Garartia < Estaribomdn (AL s T

Msgtoda Cicle Tomperatura Tempo de exposicas

vanor I*rit Wit T RRTYER

NOTA A adequagan da QUAKIUET BmcsIMAantn de estarleagae Jeve sel (estpld o

adequada. £ crucial qus 0 pardmetos apropHadas Jo rocess Sefam validades rlal

enuipamento de esteriliza¢io das nstalagies € 4 conflguragdu de aroduto/carua o peass

t&m uma formagdo & experiénma emn arocessos de esterilizagio para du:umenld' LIRS

estarilizago. a sua fiabilidade o reprodutblidade Pode realizarse o estentlizaghn e el e
aplicdual, de acordo com A politica aspecifica das mstalaghes dusk Caltaoos He .-

CUIDADO: N&o reeatgrilize componantes de poiistiena

GAHTIEEZ XPHEEQGE

NPFOZOXH: H Opoonavdigxd vopoledio rwy HITA emBaie i nuAqon 118 Svokewng eutis, va
YIVETOr HBVS aRd 1GTH00E 1) ETH G0 1aTpIeA Eviohn.
MEPHPA®H TOY NPOIONTOE
H ohwkf| Npdedzon FovaTou areTeheiial dind. EEXWEITTI QUUR ELOTHE VA, JYNIILL Ky iRl ke
sreyovamIBIG dTOKEla 10 ohoio Exouv oxESROTE via GvTkatdoTaat TS GuGIAtyInG
apBpikig EMpAYELng TNG ApBRWoNg TOU yovdTow. To unpaic oToikElo Biven £va perails)
ERPUTELLG. U8 T) Xuwpin Topwdn mkdAuln. Opapiva PETAARIRG OTEAEXT EXOUY THRPATIAGUE
OFEIAEOUE KAUT THRLATIKES apiivec, TO ENYyOVATIHKG CTOIXEID UNCPE YO KATQOKE LUCTR <L
ohorAfpou ard MeAugiBuieno 1 ond oiuaBuAivie e peTakhikl o thpgn
H povmynuumn Npoodean Fovatoy OMoTeASiTar ARG EeXtorartl GUOREUTAOUEVA Pt ka1l
wnwmu OTOXEID, TQ OMOID YTy oxs.hmcnm b} qumnmﬂmcn ™ma PUDONDY KA upepmnq
EMWAVEIQS £vAE KovBUAOL TOL yovarou To unpiic oTenEln Bival PETGAAKS pE f Xupie
ropddn ETukahugn k&t To kvnuaio owixeie pnoptl ve tvar 6F odoxkipos ana
nohutiburévio B ova anotehETal GNO peTEAMS Kunpalo Bioko ps i ywpic mopwln
SAKANUI, KOL VG EVBETS K1 GTDILEID aDpaAong and nosuaiBuigv
Ta oTokia vTaviou mal noAuniBuAeviau Eval GupBain pz ATEIROVIEN pE MowviTike
Euvtoviodd (MR, Ta oToeixtio KoBaATiow yewliow Popel ver aRAGILIeLY Tije mOIGTTd il
p\xbvaq Tou Agppdveral e MR
T XPHEELLENAEIZE]
H ohiar I JOovaTUUaTIRg apBpOnAQaTk, Tou yovaTol EXE. gKOMO O MOREXT! Auimafv
KIWTIKOTNTE OTOV OQBEVA KOL vQ SEWGOE! iUy MAVD QvTIKGBLOTENWVTIG Ty KOTECTROHUE YT
apBpwan oy blflpﬂp(um] vou yovarou os oaBEVElg oTOuUL oTloUg UTNGEXEL BT
EMBPKODE VYL DBTOU Y18 T EYKATAATAOT) £0; UTOTARIEN Twy STOXESY
ETIE KA AYTO TO ITOIXEID ME [IOPNAH EMKAAYWH EXEI ETKPIGE A
TEIIMENTOMENH XPHEH MOND.
ONGIOAHNOTE XTOIXEIO XRPLE fICPOAH EMIKAAYWH NPCOPIZETAI MA
TEIMENTOMENH XPHIH MONO.
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ETOUS UNOYAPLOUE V1O GAKE i HOVOTHTINATIKT avTKATAgTOON TOU yovaTaU MEpAAPBAVOVTAL
mAKwpEYe: agBevelg we 0oBaph emwduvi N-kal JoBapd avormpia Tng NPooBERANMEVNG
GPBPLETG ADYL OTTECAPSPITISES, pevnaTonBodc apBpitibac, LETATRGUEATIEAS IpBpiTdas
f| GNOTUXIOL MpoNYOUPENTS ERQUTEUOTS. ZTOUG UTOWAPIOUS IO HOVOTUnLaTIA
apBpomAacTiedy Tou YVoveTou, povo N o TAEURd TNG ApEpweMS (To EcwTepikd [ To
cEwtEpkd TwANE) elval TMpogPEPAnuEVn. H GARR 7| HOVETUMATKY OVTXGTATTAOT Tou
yovartou wmopel va psheTnBei Cf vEQpolC ooBEVEIS EQv, OUNPWVG UE TN YVGURL ToU
YELPOURYOY, MO avappoPrTn AvBEIEN OAKAG LOVOTUNHGTIKAG QUTIKCTACTAONS Tou
VOVATOU DVTIOTABLTEL Toug KIvBOVOUS Tiou UTEPXOUY 0 AuTh Tv nAwia kal sEaopahitoval
i GNITOULEY Ol IEMICHLOROL OXETIRG pE Tn SpaaTneIdTRTa KAl T8 goptle T Apfpwong tou
yowdtou. EBQ repihaupaveyTal agfeveis pe 00Bapi avantipla €L e Quppetoxr] nohhaniay
apBpowcewy. gToUg DNOloUE N EniTeukn KynTIKGTNTAG Tou yovdTou unopel va BudE eANideg
yia gofaph BehTiwor me noOMTAg Jwig Toug,
ANTENAEIZEIX
h avrevBeifeld Mg oMKAC T HOVOTHNUOTIKAG GpBROTIAGOTIKAG TOu YOYATOU Eivdl Ol
axdhouBEs:

1. EVEPYSHG TOMA f quOTmpatkd AoipwEn,

2. AM@BAEIQ 0UTOU I TOY HUGV, OOTEONSpWON, VEUpOLtk) BAGRN 1 ayysiaxh avENapreid

cTo npooBefinuEye dkpo oz Baud nou va kaBoToly T Slofikacia aBikDIcAGYN T (X
<nouala PuIKOCUYBEOUIK DY UNOSTNRIKTIGY Sopay, YeupendBeln Te apBatozwa).

3 Zofaph uoTaSeid SeuTEponadag O L& OMUBAEIL OOTE Bpikiiq Bowufig N
oY arnoUcia NAPAnAEupnG ouvBeopis auvexelas,
4. H povoTuniaTIky apBporiadTiky Tou YovaTOU avTEyBEikvuTaL o aoBevelc pe fapd

{mavew ond 30 poipeg) oTatepr paBamta A BAawbdTnTa
SHMEKIIH: D BuBime, npos 10 napdv. SEv Gnotehei aviévBedn. QoTaos, Adyw Tou
auEruévou KivBivou EMimhOwdv. Smwg uGAUVON, ApyR ENOUAWGN TOU TpADLATOT, K AN, 0
yaipog ipgnel vo sEETAlE pe Tipogoxn Ty okompdThTa e evTikaTdoiadng Taw <n<~:o=
ae agBevei PE aoPapd Biapih.
APCEIAGNOHEEZ KAI TPOSYAASEIE
NPOEQXH.
* To EpQUTEUpED Koi TO GAKINEOTIHG OToiyEl ané n.ngﬁﬂ_nﬂ_n xatapEsugoTic f
ouaTipota spQuicuphTey Siv npinzi va -u_._o.___u..e_!_in_ woti pad.
Erolgcic THG =¢onmnn._n TOU yivaTou BEv wiptne NOTE v0 EQvOCUPUTEDDYTAL AKdpn
Kal Oy 10 GPPdTEPn aivETal G8IKTO, pnopel vo ExE1 GVAITIOEL EIKpaGKIMING
£haTTGpaTa Ta anoia propel va nn=<-_np=: ot groTuyi.
uvau_:gu.n:n N TeTE pia yia Soxip i n_sa.u:n o
Somipic BEY NPEMTE) ¥R EXVEAGUVION it q:o&::aq» OTaxEio mow MPo oRLETSl Yia povipn
epgiTeuan. Ta Soayagymé wpinol va Exauv v 1B Bioydpgaon, péyedog pe ro
avTiaToryt oroveia paving u_.i.:._ai

+

.

* MMV HZTGPAAAETE 1 0 HE 0 Tpbno.
* Amogedysre T SigvaiEn =e.$a=z§_ WY YO Kapipideg QE LYYUS KVIEWia Tiou
va my oK Tou KN
:noucxz,o_ dhoufeg waTaoTddew, £ am tauTdxpova, .E<oc< va aokelv oofdprh

enfdpuvem oTo nucamnmir?c axpo kGl ETol. Balouv TOV-TTv acBevi ce WWnAGTEpo

_3<m.zo AnoTVHIAg TG OVTIKUTAGTAONS TOU YOov&TOU,

Naxigapkac 1| uRipfape agdevis

XeipuwvarTier epyacio.

Tuppstoxh ¢t aBhipata Splong

Yymhd eruneda P acmpléT1ag Tou-Tng dgBevols

MBavaTTa nhoswy.

ESwiHag 010 ahnddh 1) 08 vapkuTIka.

AMASS viUgAES, QVOASYISG

Extée and Tig Nopamivw, of akdhoubes KaTAITANS, EEXWPIOTA i LEHOVWHEYS, TEWOUY va

emdpouv duopevig OTn oTABEPGNOINN Twv £uEUTEUPATYY a¥TkaTAoTQONG ToU YovaTou:
1. ZoPupr COTEOTOAWOT T PTwxd UNoAsINa oaTod

A

NowsL
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uuncﬁaunm cmﬁewm:m NG <ePElg OOTIRAS LROUTAMENS tuu
oakxupmﬁr]g BOBRTNS. BEpanEid KE TEROELSF, QLUUOLLIE
IGTOPIKG YEV IKEULEYNC A} TOTIKTG AoipswEng

ToPapss Buopompiet. Mov o8myaly ds SACTiwpm s
TOMOBETNON TOU ZHQUTELLATOS,

5 OYKOL TWY UNQOTNEKTIKDY QUTIKWY SO4iv

SRz

6 AMERVRES QuTIBRACEC 070 UAIKE Fou BlGpUTEINOT (N0 sEfes i v
HETaMO. MoAUGIBUAEIO

7 ooTikég avadpdoec aif BAApLAa Tou SREUISONMIDG 1 Rehaip Lt B
elpuTEiNaTog

B AveUOAIES GAAWY ApBpETRGY (1 ¥ i K G pidyes

Avpahies ardey IpBpLoEWY [TT¥  WIY-50 KO DOTRAAAN Bk eaums
QUEVATHTA AROTURIOE TOU SUPUTEDILIGE OF TRRAIANYIKONT 2 i 1085l b
THPGAUAN 1) vdoa T0u Parkinson

QOTAN O XEIROYPTOT AMHORAZIZED O 11 H AN TERATAS TAZH TOY 1 OMATDY RIRAL A iU
AIAGEIIMH IATPIKH ANTIMETONZH IE AIBENH MOy DXL ONQIAHNOTE Al 11
MAPANAND KATAZTAZEIZ 'H NQY ANAQE EINAI NEOE KAl APAZTHPIGE, EINAL FUINAK Ik
NA A0BOYN DAHIIET TTON AXOENH EXETHKA ME TOYE NEPIORIZMOYE 3 THN ANTCXE T
YAIKON ROY XPHEIIMOMNOIOYNTA| ITO (IPQION KAl ME TH FTAGERONOMIN i
EMBYTEYMATOZ, KAl THN KATA LYNEFEIA ANATKH TOY ZHRAAMTIKCY TIFRICP: b
ETAAEMNHE TON NAPANAND KATAZTAZENN

H X2lpOupylk Kau LETEYXSWONIKS ayTIHEtQman tou quBavaut ipila v v v o
OwT ERTINEN Ghly TWY UTGEXOVTWY KOTOOTAOEWY [} TpENUL GKERNE (| 18 st hinG

Siarapaxse nay EXoUv we ONOTEAEOUD TNY GRATUXID 10w QEEVOHL va SUPLOppwL I
wdnyleq Tou Xewpoudyol popel va x08ugTePhoouy 12] PETR YRS IR Audpparan s
AUENGOUY Tov KIVBUVS QVENIBULM Y EVERYEGIN. Cu il DIAIAVCUEYRG TR anm i
EHQUTECLATRE T TG TTABEEONDINTNL ToU

H EvTovh guoledg m:aampnolmn N TUxe TRECHA TG Ay TR T DV CoBR0iaN b

W0 GyWTEAGGEL OTHY TIRG@ET) (AOTUXA TNG AYTIKATOATIONS SOU YOvaTay AAGKOAL
PsTaBaAl TG BEONG, AQraypa Tkl pEORA Twy EHGitelpdrmy. H Stapkom g
ALiToug¥inGTNTaG Ty TPOTBETIRWY EUQUTEVPGTWY Tou yOovareu Sev £xer koBapoin po
onpife péxpt odpepd. O 0oSEvAQ MPEnsl va EVMuep el GTUNODAYIVTES (uid ' i e
Bhpog Kal 1 BpamTAISTNIA HAOPEL v, ETNPe ooy ampaw ied my plud

AHPOSOPIEL NOY ACOPOYN TH XPHEH

NpoeykepnTing

0 XEIPOYPIOI MPENEl WA EYZHTA QAOYZ 1OYE dvIIKOTE  KAL Rl KD
{IEPIOPIZMOYZ MATO ZYTKEKPIMEND ATBENH Kal DAEZ TIS ANOWEIZ THY ENFMBASHE
KAl THE MPOBEEHT ME TON -THN AZ2ENH FIPIN ATQ THM FNEMBAXH H qugfithon Tpemk:
va TepthapBhyel TOLG TEpopiopols ko Tie TBavES OUVETIRES TG avTkaTRoTanm L
BPOPWOTE XD Ty AVEYKADTIIG TN TUMREAPRATC UE TS, LeTRYRELONTIES B3NV (aa
¥EIPOUOYOD, ME 1B TEDN £ IPaoT It MEQIORITUE THE SPANTHpIOIMTAS Kl iU Pho- .
QoBevn

O oBEVAG TRENEL Y EVIINEPAVELGL O napayovTES drwt 1o Ripes kau T st
SPOTTHPIATATRY PTMORSE ¥d EMNCEAUOUY OMUAYTIRG Th pACPEE (b ROOEYXEIRT Ind ™
TR YPEUPATIONO KAI N XELDOUSYIRA CEXVKT TN BUPUIERONG auTy [wv oToElwy OMKTL 1
Movunmuunmz QYTIKATAdTAONG Tou vovatou Exel theuxBel ond xmuuuovlm EMMER
MoU AMoKTATAlL watd IH h\upnid NG avArmTUERS NohAmy ohaow T povOLps TG Y
NGOBZOEWY YOURTOU. DLXE\DUPYD DEV TENTL Vil EEKIVOLY T1IW A IVIKR XPADT GROIaDRa™
fpOB2UNE Tou yavatou RoW Vo sEomeinBoly MARRWS P Ty CIEKT) TEXWKG M6 BHPOTE 1051,
Opuopeves pEAoliolL pNopsl va pETABATALOY pE MY Ndpoda Tou xpovou kafwe aneks ATl
LEYOAGTEQT KAVIKA r.ur(;mm KpATIRG QEIoADYNON Qurwy Tow GhAnyuy AapouIaieT. or
KQTAAATIAEL OEHRES KUTARTIONG YN KEIQGUAYOUS., NBU_ MPOYPAUMUTIIOVIG: Uy 7
AigTHata. 0T cnom: FuvIOTHTOL MEModIKl naptroAtiEnan. kival Susauu i H
PEFUY BAGINTIONRS  AAKS il RIVIED 0VOROPIKD CLAMGUEYIREE KRR s

o
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APENEL Ya AROACUBOUVTAN £X0U¥ WG aroAaUs wg:

Frlovek ApBpTIKh va00G Twy LAIDV-pPNIaiey Kavl] £ryovaTdiry-pnpiainy
EMPavEIDY,

Zroeepol i AroKaBIKITGHUEVOL AAPANAEUDOL TUVEETUOL

Pumohoyieh i erBexducvn BEATIOOBKG DEcwviKA EUBLYPapLON

AvErapol TETPAKEPAAGL UG Kal unxuvlouoi ryvuakal ti:vormg

Edv npuKE.le VO Xprawencinsl smyovonbu(o gToElD. TO 00T THE ETIyovOTISaS
TipEnel va slval kardhinho va Sex@el o eruyovaniBikd oTemeio

AILYEEWPNFING

Iungr@rar  vo givan muan‘.aluq oy ETMépfocn  EMAAZow nuwurzﬁuum
OUNERMUBAVO VLY EPQUTEUHATLY UEYEBEN PEVRALTEPWY KGL MIKPOTE LIV OIS QLUTA MOU
xaBoploThrav yia xprian. Eivol onuavrikés o ownatds x:nmmmn T EH‘PUTEUWW AuTeg
TG npon’cl: TPETIEL ¥O T XEipifeTar pévu ﬁpnommm mou @opd anootepwpdva
NELPOUPYIKG ymvﬂu Mny mnp:m:rc THY ENAPA TWY OTOIXEWY g uxhnpﬁ avikeiueva. Mnv
sTpiNETE NOpBAEK emgaveles va épBouv o Emagn we uwuuu N WE Ghho wibdn
UMOASIPLATIKS VAKS Npw and m xenpuupvmn XPNOT, MPETEL ¥a YiveTaL we pouTiva, orm&m;
£AEYXOG KABE OToEIOU TOU :umureuumuq ¥ Tuxéy Elatrépata. Tuxdy BAABn #
pgmtponﬁ hinets oToixEioy Tou = urwpst VO MPOKQAETEL TAY cu:vﬂwan
EVTHOLWY 1l-KAl ¥Q PCKOAEOEL EATTTEHAATA, 1A OTIGIQ PMOPEL Y0 GnoTEALa0LY TOMKES QUTE
cannﬂsvﬂoﬂc TOU EPpUTEDNATOG,

Kard v snm\zm mG Enéufacnt ouvioTdral N XPAON opIOREvwy ELBIWY xexpoup\um»v
epyahtluy, Eivdl onpavTich 0 avaBspnon e XPARENG KO TOU XELMOUOU QuTdY Twy
epvaheiwy. Ot odryol EUSUYPAUHIONG KAt Kondg TpEne vO shéyxovTal npvy v enfpfaan
Epyaheia nou éxouv Miyioua i PMAPr urtopEl va clnviaouv oe aKurﬁMnhn TonoBETon Tou
ENPUTEIPATOS Kal va EXOUY WG AMOTEASOHA TV anotuxia Tou, Eival onpaviidg o opBig
quupmpoq Kat :m\wnlu Ty OCTIKEY ETWPAVE LIV vig v muacpcnomoq ™me npcsamq H
EXTON DoTol MPEMEL va MEpWOPIfETAL OF &.TL Eival ONGPaiTIo Yid TNV ZppUTEucm
YnepBohuwd apalpeon 0oTol | # xpmm ToAAGY Kippiday ya m r.n-sptmcm :pym\nmv
ProgEl va BXEL W EAEaua blurupu)m Kat 101 CoToU WE BT

anaTuyia e auhmmu; hdyw ‘, ong A L e ToU 0 Kath Ty
£YOIMOGIA TWY OOTIKEY ETUPQVEIGY KaL TNV TOTIGRETHON Towv mmx:uuv npEnEL v
EX000AMTETON 00BA EUBUYPAUUIET. Mpw and To mlmun 10 XEPOUPYIRG nedlo nném:\ va
kabapileral kahd amd ooTIkA Bpaiapata, EKTGNG 00T, OOTIKA OUVEETIRG ougia, KA. H
Unapth Eévwy Mwuandiwv omy enpdvéin enadfc petafl Twy pEraAMrdv-nhacnkey
naBplmu ETHMPAVELDY UNopel va npumléou unnppommﬁ pBopd. ExTono ogvé frral
auisHaAET DaTIEG meosEaybs wnopel ve oBnyfmouv of EF4cBpmia A EmbBuwn o
nzploppdvn mncn To edpog me Kiviong npr‘.m:l ¥ euvxx:rm MApwE Yo TUXOV
QraTAhAnAr O 1. AoTadela 1 npé 1 kal va & tta Ovakoyd
MeTEYXE(pRTING

Eivay oAl onpaviikd va Tpel o aghevig QuaTnpa Tic oBnYIEg kal TI TposiBOTIRGELS Tou
xslpoupyol. Ba npEnel va akohoUBAUVTOL NEOTUNEG TIPasTIKEG KaTE TN PETEYXEIRTITIKA
PPOVTIST. METEYNELPNTIRA, 0-1) €0BEwhS Npéner vl MPozBongieint 6T NPEMEL YO NERIONITEL
10 EMINEGO BpacTNpbMTég TOU-TNG MOTE ¥a TpoaTarsleTal N ovikabwraopeyn dpdpwon
and mmmvxc £vidoeg. O acBevc Ba TPENCI ¥a UYEL AT TO VOOOKOMELD Le TR
ypantéq odAyles kal npoedonofoe; doov agepd auxioBic kal Bepontieq kau TUXGV
TIEQIORIGPOURE MU aQDPCUY TIG SPAOTIPAITNTER Tou. ZUWICTATA NEpodu nopakoroiBnan
TOU-TIg aul MayBavopbvay Kal YPOPWIY 0L OTIGIEG ¥a OuYRplvovTal e
NPONYOUUEVES LETEYXEIPTTINES OKTVOYPARIER el Tuxdv onuelo ahkayhs g ai,cmq
xohbpwons, Auviopdroe 7 onaglbares Twv otoixiny. E4v Mopatipndody onpsia plag 1
rrspluuu'fspu:v Tuv mapandve, -1 agBEviG Ba NPENS, va TOPAKCACUOEITRL TTEVA, WOTE va
exTwolvTOL TuXov TEPaTEpw EEEASEIG kQL vo ueheTolvial T@ TIAEOVERTRMATA
enaveEETaang.

Ly
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Oi Mo Qu¥vEQ averuBUMNTES EVEQYEIEE Kal SMMtAURES iy Sk
QvTIKATATTAm Tou YOudrou Eival vevika Ol TRAKG L

Mevika

Mpguun A ogipn XQAGPWEN, KABNON r¥Mute, AUVMOHD 0ROl *
viapapeppwon N $lopa £vag ) NEPINDOTEPWY TwY TTOKEIWY ML NpABEaNE Tt
arofifoven 08 NOpAYOVTEQ TIOU MERLYPaENKAY oTic [TPOEMOMOHY
MPOBYAAZEIL. H xaAApwon WRopel ENIONG vD LupavioTed ABve awrlan
agrafcpanalinan i akatBRANATG TOMEBETNONG Twy GTopElwY

Apwwn 7 ogipn AoileEn, n onola propei Vo anoiTang o - .
nuwumuuqtoq Lul] sr:oum)muan apBpddeon

ﬂcw:. sEapangu NueEapBRNUY, CUSTOM] 1N SOG{MG. PEIWKEVD BIR0C = 16T
srupfiRuven | opikpuvar Tou nodlal, ASvw akaTaARTAG TONOBRTIONG. ¥ilhs

pHoPdC Ty aTOXEIWY

YrepPolkn) pBOPE Ty AToENY ANd NeAlmBUAEvIo hovi Bieyxeipeilikne a0y ot
unmeala oroxsla, quupi] aqUVBETHA ouoia A-kal BOTKE BDAUOPATI 5 K N
enineda SpaompidTTag T 10 Bapes Tou-Tg aofeval

Kazayua Teu kvruaiou it pnpaisy. EvBEyxeanmikd nuTcs\lu(u 2 DUIRE LB T i
pe  gnovaiopBavopevh  enéufoon, Tapaudpdwon  foral aplopfy O
QOTEAROPWAN. METEYXNEPN(IRG KATAYHATY OuVIBWE OEEihgyTal 0BG :vIaodk:
quyuum unOpEI emﬂﬂc va give, T anmskwuu :Aqr‘muunuv a LAE Ay

e
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AP BpopBwon. TvevHowIkn SRBOA K ROpGIaKS ELNEIm O,
lotnés avnBpaceis, oGTEAAUGY T-ROl XAAAPWET TOU ERGUTEBLATOC 1,
and ™ SIEBPWEN Tou LETAARGU, ANG GAABRYIKES OWTIBPAOELS 1 ano To
PBopag 71 and xahapd owpatiia CurleTkAg cuaiac
Corsonowe pucding, Bwitepo 08 dvtpeq HE URERTPOPIKT GOAR 1B i1a)
npoenznpnmé EUDOg Kivr\anq A-kaw mpanyaiuesn pusolnie. Hoouxvar
CUTEONAGY LUOOITENEG QUEGVETAN OV UNAPKEL LOTEPIKG NOGIVOILEVAC £
O nepiTrRoeLg AotpiEews. ALECA LETEYXEPNTING
FliBavh Napdiudn Tou nEROVIAioU YEJPOU LETH G Bk (10w 01N ks
TOU yOVATOY
ANEOQ HETZYKEIPNTING

p A

2. KoBuoTepnévn EMadAwon it Sivailn Tou Tpalpa1og

3 Napoudppuon Bhaicau-paifol

4. KaBignem u'xsnlém:vn W DToIEla X oAprhNpC. i nohum AuAEvio
Unwuu HETEYXERNTIKE
AVENUAKES LOPOG kiwmong ang )\avaunucvn EMARYA 11 TEROBETRON Twe ATz,
APOOKEOUEN f-KaL MEPITPE KA QNOTITAV WO,
MNepapBph arOTITAvedn | coTéwon. HE T ywpld SunGaIe |1y KN koT

-1

@

w

BTSN

i

ApBpwana

3 Karaypa tng EMyovaTiGoy we JnaTERETWu UTEREDMKIL Evidans @ widal,
EYXEONTIKAG EEADBEVNONG.

4 Emudeivwon Twv npoBinpitwy 10U Ernpealfucvol A £1epemifopon GKAGE, Aove ne

A0UEPWVIIG TOU WAKAUS Ty nodldy
H ouxvdrnra ka n SofopdTRia TWY EmMNAOK&Y TNG OMKRG Ral HOVOTPAHGTIKAK
o¥TIKGTagTUONG Touw Yovatou fival cuWlbusg WEYOAUTEPES OTig EMOVOAITTIKES nOpE OTIg
ap)ikes entpfdoes. Suvian Taofhfuata sival 1 Guokehia oTov kaBopiokd T AEaNG Ty
XEIPOUPYIKTC TOUNG. Kel SAAEUA 00TIKOU UnohEipuarog. E11q ETOVAANMTKES Snbikasis:
zival avauevopsvog © auENPEYeS XpOvos ENEPRoanc ko N aubrHEvh ouywdi v uthivime.
1 MeEupovIkl] EpBoAf kol To Al tpa TOU 1 AarEaT o
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Ta oTonsio OAKAG Kai HOVOTUNUGTIKAG T
aTigsvtal AMOITEIPOMENA, 0Aa 10 prtakiika cn-mx:m umdtsnpuvr.mm HE qxnvoBuMu
Ta ctayeia nohvalBukevios prepoy va K& Mhiopa acpioy i aktvopolia,
Sitwe pvdeikvuTal arny EnxdTa TG Eaﬂrzpmnq QuareLAGieg. BYGATE Ta ang I ouckeuaaid
Xnﬂdxunrtmmvmr; donm TEXviKh mpou mpiTa meupmnx 0 GgTd pEyeboc. Mo perakhicd
oToixcin pova: cav umdpxcs appifokio doav npopd Tn oTEIRdTIR TOU CpQUTEGaTOS ARG
cUppuva us TNV xpion Tou laTpol cEaxoioudri va Eivar anodtxTd yia TNV mpooplauevR
XPion, To cpeUTEUNa NpENE! va grooTeipwdel apol npara EEniydel xor aTn ouvEXE va
EppuTEuti oUpava p TG adnyieg mow axokouBoly. Mnpwia kgl kencla oToyEia and
nokj yynhol popiakou Pdpous NokuaBuiévio [UHMWPE) Elvar Eexwpiota guoxevasiéva
ke Blatigevra ANOITEIFDMENA. BydATe Ta and T guoxeuacla xpnowonaiyTag aonnty
TEXYIKF, ol KaBopoeTe T¢ kaTdMANAD pivedos. Ta oToiKeia nokualuicviou Sev npdre va
emvanaorsip@vovral, Na T4 aTeieia noAvauicviou: MEN TA XPHEIMONOIEITE EAN H
ANOETEIPIMENH IYEKEYATIA EXE) YIIOITEI ZHMIA.

EKNAYEHKASAPIIMD

vepd ot i Swjiatiou iy puaiohoyus opd yia va
sufonTiceTe To cupUTeuua, EfarTtioTe To EHGITEULG Yia 5 ALrté ToukdyoTov. ErourioTe
aptowe To EugUTEURD. Emaer.npﬁat: 10 ERPUTEUNG TP and TV anooTEipwon.
ANQETEIPOIH (peToAANG OTORCia pdva)

E4v anaitsiTa,_ anocTeipwmon, ouvaTdviar ol napakdrio MAPEUETEO! oL ONoleq Exouw
ETUpwEEi yio Eva Acgaidq Eninelo Ancareipwong (SAL) Twy 10

MéBodos Kihog Seppoxpaoia Xpbwnq ExBeone
ATHOG Kevd 132°C AETITA
ZHMEIQIH: Npénst va ehéy kG Babiagi ipaome. Elval

anagaitTe of NAPALETPOL TG Kurﬁ?\)m)mq Siasiaoia va zlmumnm ia Tov EROThonD
GnoCTeipwang Kkai m Suopdppuol tou npoldvTog- -ogTiou o KAfe :pop{:u and moun oU
Exouv KuranM exnaldeuoh Kal cpmewpic oTid HIABIKAOIES amooTEipwong MmOTE va
TERUNpuEDvETaL 1) BieBkaola, i uEIomu'nu Lo mavaknrlmnmm

AnGoTeipwam aTov TOxD khiBave atpou (flash) unopei va SieEoxBer, acw aneTETay, OUppuva
LIS Ty TOKTIKT TOU 1BpULOTES.

NPCEOXNH: Mnv T4 OTOIYEND

NEDERLANDS GEBRUIKSAANWHIZING

LET OP: De federale wetgaving In de Verenigde Staten bepaalt dat deze prothese uitsiuftand
Soor of ap last vah s aris msg worden virkacht.

BESCHRWYING VAN HET HULPMIDDEL

Ean iotale knieprothase Destaal wit stzonderilk varpakia 'smorals, fibiale en pataliske onderdalen
die bedoeld zijn ter ging van het viak van het Het
temorale onderdaed is sen metaten implastaat mal ol zonder poreuzs coating. Het tibials aaderdes|
kan sen geheal Lit poiysthyleen bestaande component Zin Gf kan Ben ﬂb:ﬂle metalen basisplaat

et of zonder poreuze coating, sen inzetstuk van paty 1 ommvatten,
Sommige metalen ondardelen hebben muuulama sea\sn en.’al modula\m wiggen, Hel patella-
onderdeal kan gehesl in potyethylsen zijn Ui of kan gen it met een

basispiaat van mataal zin.

Een unicompartimantele knieprothese bestaat uit afzonderljk verpakie femoraie an tibiale
onderdelan die bedoaid zijn ter vervanging van het natuurijke gewricttsopoarviak van 6n condylus
van het knisgawrichl. Hat ‘emorala onderdeel is van metaal met of zonder poreuze caating en het
tibiale ondardesl kan oen gehoel it polyethyieen bestaand component ajn of kan een tibiale
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bavastigingsmiddelen omyatter

Onderdelen van titanium en poiyalhylsen Ziin met MA imagretic resonance imaging; comnpatibe,

Ondardeien van kcbalt-chroom kunnen de kwalteit vanh de met behuip van MR verkragen beelden

bsinvioedan.

BEQOGOE TOEPASSING/ANDICATIES

Het doel van ean totale of unicompartimantela knie-artroplastiek 15 verbatering van de mitritet var:

de patiént en vermindering van e pin door her beachadigde knisgewricht te wenvangen In

patianten bil wie er sprake is van voldoende gezonds botmassa mm de ondardeses 18 wunnen

vasthoudan en cndersteunen.

IN OE VB 1S OIT | POHEUB GEGDATE OOMPONENT UITSLU!TEND VRIJGEGEVEN YOOR
QECEMENTEERD G
LK NIET-PORELS GECOAT COMPONENT IS UITSLUITENS BEDOELD VOOR

H GECEMENTEERD GEBRUIK.

Tot kandidaten wonr Ben fotale of unicompartimentele knisprthese beharen bajaarde palisnten mo!
een zear phinljk en emstig geinvaidesrd gewricht gevolg van arthrosis deformans,
poﬁumumausche artritis, roumatoida atnilis of sen asrder Misluk! implantaat. Bij keadidaten vor
LELN knie-ar is slochla één zijde van hat gewrlcht (hat mediate uf het
laterale deel) aangedaan. Jongere paliénten Kunpen vour een tofake of wricompartimentets:
knrevervanging in aanmerking komen als naar ge mening van de chirurg een ondobbazinnige
indicatie vonr 28N totale of unicompartimantele knieprathese zwaarder weegt dan de Mt ve lsettid
van de patiént samenhangende risico's en als het vaststazst dal er beparkie sisan worden gesteld
wat activiteiten en belasting van kriagewricht belrefl. Hartos worden gerskend ernstig invalide:
patiénten met verscheidene aangataste yewrichten hij wie gen groters modulitert van e kne

aanzionlijke verbetering van de kwalitet van hun teven kan patekenen
GCONTRA-INDICATIES
Da volgends aandoaningen vormen cuatie-indicabes vulc wen Totale of wnicuriatimentel
kmawrvangmg
Esn actisve iokale ol aigamane nfectie.

> Verlias van bot of MuscuiatuLr, CSIEOPOTGSe, 88N NeWCMUSCLIBIE SIDOrIE of vaaIdElitn e
in de aangadane exiremiteit ol voldoanda male om de ngreap nist te rechtvaardigen (k.
untbreken van ondersteunands structuren van apieren &n bandan, gewrichtsneurapathe)
Ernstige instabilitait dopr vergevorderd verliss van gsteochontraie SraCtul vl authrekir vl
de integriteit van callatarale ligamentarn.

. Unicompartinentele kneveranging 15 by pabientn nel een ercstige {. W g ol
varushoakstana gecontra-indicaard.

N.B.: Hat sraat momentesl nist vast dat diabstes esn contra-ndicalie 5. Gezien ngt gralere rEic

ap complicalres, zosls infectie, rage wondgenezing enz. dient de arfs echter zorgvuldig fe

overwagen of hat raadzaam is bij een patient mat ernstige diabetes tof vervanging van e kit

»

*e gaan.
WAARSCHUWINGEN EN VOORZORGSMAATREGELEN
LET OF:
. an p ten van af implar
noolt smen gebrulken.

‘Ondardelen van knisprothesen mogen nooit opnieuw worden geimplantsard, Zelfs als
het implantagt onbeschadigd Njkt, kunnen er al ndcroscopischa cnyolkomenhaden zijn
ontataan dis tot mislukking zouden kunnen leiden.

Waak voor prostdoslainden #ttiit gebrulk van een prowfarathese. Proemulpmiiddslen
maogen nist met voor ‘wordan
gsmontesrd. Prosthulpmiddelen mosten dezelda conflgurstismaat, habben sis de

[ ]
Implantater mom op generiel wilze mrdnn mijzigd of aangepast.
het horen van tibia. Dit kan de drukvestheid
van da fibia betnvioeden.
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aangetasta extremited inhouden waardoor 2 ¥oor de patiént sen grotere Kans op mislukking van
de kmwmnglng meabrangan:

. Obaslias of sterk ovargewicht van de patiént.
¥, Mandarbeid.

3. Actieve sportheoefening

. Een hoge mata van actlvllew van da patiént

4. Wans op vallen,

Verslaving aan alcohol of drugs,

Andens relsvente invaliditelt.

Naasgt de boy hunnen de or lichamelijke a2ndgeningen allean of tazamen
8en engunstige inviced ap de fxatie van ver de kni i

1. Forea nstecporose of slechta botstructuur.

2. nissen  of uze bahandelingen die tot
prograssieve versiechtering van aen steviga botsteun voor het implantaat kunnen lalden (b.v.
diabatas mellitus, cor pie en immungs.

Algamene of lokala infecties in e anarmnase.
Emstige misvormingen die tol een gebrekki
implantaat aanieiding geven.
Tumoren van de ondersteunanda batstructuran,

i reacties op lalen {b.v. botcament, metaal, potyathylgen].
Weelsalreactios op corrusie of slijtagedeeitjes van het implartaat,
Invaliditait van andere gewtlchten (d.w.z. helpen of enkels).
Er is esn hogera frequentie van falen van implantaten vermeld bij patignten meat paraplegia en mst
paralysis cerabratls of de ziekie van Parkinson.
WANNEER DE CHIRURG BESLIST DAT KNIEVERVANGING DE BESTE MEDISCHE OPTIE IS DIE
BESCHIKBAAR IS £N BESLUIT DEZE PROTHESE TE GEBRUIKEN BLJ EEN PATIENT DIE EEN VAN
BOVENSTAANDE AANDOENINGEN HEEFT OF GEWOON JONG EN ACTIEF )18, 18 HET
NOODZAKELWK DAT DE PATIENT YOORGELICHT WORCT OVER DE BEPERKINGEN VAN DE
STERKTE VAN GE N HET HULPMIDDEL EN VOOR DE FiXATIE GEBRUIKTE MATERIALEN EN
OVER DE DAARUIT VOORTVLOEIENDE NOODZAAK ELKE VAN BOVENSTAANDE
OMSTMDIGHEDEN STERK TE BEPERKEN OF ONGEDAAN TE MAKEN,

@ van de patiént dient met de nodige aandacht voar alla
bastaanda amstendigheden te worden uitg d. Een psychi houding of die tot
ghvelg hebben dat de patiént zich niet aan de instructios van da chirurg houdt, kunnen het
postoperatieve herstel vertragen envof het rislco op bijwerkingen, waaronder misiykking ven de
implantatie of de implantaatfixatie, vergroten.

Buitensporige lichamelijla activhelt of trauma van het vervangen gewricht kan aan het voortijiig
mislukken van oe kniavarvanging bijragen door een verandering in de pnsitle 20N fractuur m‘ol
sljtage van de implantaten te ) is 0
dit oganbllk nist duidelk vastgesteld. Da paliént dien ts worden maegeasad dat factoren als
gowicht én mats van activiteit de slitage sanzienlijk kunnen beinviosden.
GEPRUIKSAANWLIZING

PREOPERATIEF

DOE CHIRURG DIENT ALLE FYSIEKE EN MENTALE BEPERKINGEN DIE SPECIFIEK VOOR DE
PATIENT GELDEN EN ALLE ASPECTEN VAN DE OPERATIE EN DE PROTHESEN MET DE PATIENT
VOOR DE OPERATIE TE BESPREKEN, ln het gasprek moeten ook de beparkingen en evantuels
conseguentias van gewrict n Ga de aanwijzingen van de chirurg na de
optcratie op te valgen, mel nama wat betneft de activiteiten en het gewicht van de pafiént, aan de
orda komart,

De pr Planning sn i NOOT e van de 1 van geze
tnta\e of unicompartimeniele knisvervanging zijn de nesrslag var de tijdans de Ontwikkeling van
vele igtale an unicompartimanels knieprothesen apgedane chirurglsche ervaning. Chirurgen dianen
et tot hat klivische gebruik van eon knleprothese over te gaan voorcat ze zich lardage met de
specificka implantatietachniek ervan vevtrouwd habben gemaak!. Bepaaida methoden kunnan

e

s

fixatie of verkearda positionering van het

@ m o
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wan dergelike veranderngen worden geprassnteerd op  regalimatig  gaoeganisasrcds
traimngseUrsLssen woor chirurgen; periodieks bijwoning daarvan wordt aanbevolen. Bi DePuy xi1
brochures &n vigeobanden met operstistechnicken verkrijgpaar.
Tot de specifieke vereistan voor iotale ot urcompartimantale kMiewervarging w,
“and moel wordan gehoudan, beberar:

1. Dudeiijke artritis van de tibiofemarale envof pateliotemoram: cpperviakken

2. Stabiele nf reconstrueerbare collaterale kgamenten

3 Fysiologische of corrigearhare axiale utrichiing.

4. IMacte quadricaps- en hamstringmechanismen.

5 Als een patellaonderdes| wordt genruikt, moer bel nivellabor e

patellaandardesl op ta nemen

Intracperatie!
Geadviseard wardl ter. tijda war: de operats extra implantaten by de and te hebhe: oz
grotara en kleinere mateh dan die welke waarschijnlik gebruiki zullen wordan
Hat is essenticel dat op de juiste wize mat implantaten wordt omgegaan, Deza prathessr megen
aligen worden gehanleend door personaal dat steriele operatishandschoenen draage. Geen ankel
van de onderdelsn mag et harde voorwerpsn in aanralng komen. LAat geen porees
oppervigikkan in contact koman met stoffer of andere matenaier die vezels afgaven Woor
gabruik mest alk andefdee! van hat implantaat stalselmatig visueel op mogatike onvolkoriehede
worden gecortmlesrd, Baschadiging of wan welk | aesl gk kurte:
spanningsn an/of gebreken varoorzaken die de aanleiding tot falen van het implantaat kannen gn
Woor de Litvpgrmg van deze operatio wordt het gebruk van bepaalde spaciale criurgische
instrurmenten aanbavoksn. Controle op het gebruik van en de omgang met die instrumenten
talangrijk. O richt- en bourblokken moeten precperatief wordsn gecentrolosrd. Verbagen o
baschadigde instrumantan kunnan tat varkesrds plaatsing van hat inplantaat sanlecng yeven i
in falen van het implantaat resulersn
Om tixatie van ds prothess te bereiksen 1s hat belangrjk gat te botopgendakkan good worden
yereinigd an voorbersid. De botexcisie most beperkt biijven tot de hoeveelhsid die nodly s om da
implaniater: te kunned sanbrengen. Excessieve botverwjdering of het gabridk wan mesrdarce
Dernen voor hel vastzetten vart mstrumenten kan mechanische storingen en bomesorple tan
govolge hebihen mat als resultans miskikking van de procerurs door koslating of vervorming van fist
implantaat. Blj het preparersn van botopperviaklien en het positioraran van de ondordeke:
voaor geede witnchiing worden gezorgd.
Alyorens de operanepiaats wordt gesioten, moet dis grandig worden eitdaan wan bolschilters
actopisch bot, hotcement atc. vreemde desitias bij de gawrichisovergang tussen metaal en plasts.
kunnen bovenmatige siifage verooizeken, Ectopisch bot en/af exostosen kunnen tat dislocetie of
pijplike en beperkte beweging leiden. Hel bewegingsberelk moet nauwkeurly wordes
yacontroleard op onjuiste passing, mstabiliteit of beklemming an de aangewazen cormzgerande:
stappen mosten worden ganomen
Pontoparatiet
Hat i uiterst belangtijk dat de patient rich strikt aan de inSIUCTias en waarschuwingss «an de
hirur houdh. Voor de postaperatieve nazorg dienl de gabryikeljke praktijk ts worden gavelgd. Ma
de apsralie mast de palignt warden gewaarschuwd dal Nigzii zjrvhaar nivaéu van activiteiten in de
hand houdt em het vervarigen gewricht tagen onredalljke belasting te bescharmean, Ds patigm mest
uit het ziskenhuis worden ontslagar met vellsdige schriftelike nsiructiss an waarschuwingen aver
cateningsn en therapie en aver de aveniuele boperkingen van zinfaar activiteitan. Penodiska
naconirole met inbegrp van réntgenfoto's wordt aanbeveien mel Mt pog Op @en nauwgezette
vergeliking met de serore postoperatisve situatie om aznwizingan van afwikingen op angs
tarmijn in dis stand, eventusle losraking, wertuiging of barstan van ds osdardelan le kunnar
antdekken. Als ar aanwizingen van gen of mesr van zulke omStandighedan worgen gevendan
meet da patidnt nauwtettend wordan geobserveerd, moaten de mogelfkhadar van wardere
achtevuilyang nader worden geivaluserd on da voordelen wan sen tidige wedsic wordes
veraogen.

g
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Do volganda zijn over het algemieon ds frequentst optredends bijwerkingen en complicatias van sen
totals af unicompartimantisie kni-artroplastisk:

Algamesn
. Vroage of late losraking, tibiale slinking, verbuiging, terstan, bieuk, vervorming of sliitage van
een of meéer van dé prothessonderdeien, vaak varband houdenc met onder
WAARSCHUWINGEN EN VOORZORGSMASTREGELEN vermaide factoren. Losraking kan
ook plaatgvinden als gevoly van onjuista foiatie of positionaring.

. Vroega of late infectia dia verwiidering van het implantaat en eon latere artrodegse nodig kan

rrugkan.

Plin, dislocatia, sublixatia, fisecontractuur, i ljkheid of ol

verkorting van hel baen verocizaskt door werkeerde positionering, loszitton of slijtage van

anderdelen.

4. Bo ige sijtage van de ikt door

van de femurcomponent, ios camant um‘uf bomagmeman an/of een hoge mate van aclivieit

of a8n hoog gewicht van da patisnt.

Fracturen van tibia of famur. Intraoperatievs fracturen hangen gawoanlijk saman met revisie-

operatiss, misvermingen enie! ernsfige osieoporose. Postaperatieve fracturen betrefien

messtal belastingiracturen. Fracturen kurinan het gevoly 2iin van defectsn In de cortex dooe
mesrdens pangaten, vmegere schroafgaten, foutie! uittuimen esn/of covoldoende of angelljke
vardelmg van botcement.

Jtairs trambs riekten, e venauze trombose

&n langembolys, en ean hurtaarwal

Weefselreacties, osteclyse anvol losraking van het Implantaal door metaslcorasle, atlergia of

slitagedasities of lassa cemaenidaeites.

. Myosltis ossificans, vooral by mannen met arthritls deformans, een beperkt weaperatiet
bewegingsherelk ar/of ean vroagere myositis. De incidentie van myositis ossificans is bij een
ANAMNESS VEN AN vroeqera oparatie an in gevallen van infactie verhoogd.

9. Mogeslike paroneala zenuwparalyse na [aterale unicompartimentsle knla-artroplastiak.
Vroeg postoperatisf
1. Hsrnatoem
2, g of wor iscentie,
3 Vhrus vajgusdsrormualt
4, Blinking in varbanu mat volledig van polyester gemaakte componentan
Laat

o

@

w

= N

1, Omoereikand Lewsgingsberaik, door onjuiste keuze of positionsring van onderdelen,
beklammmg ensof peﬂarhculau ificatie.

2 met of zoncar ing van da i van
hat gewrlcht.

3. Patellafractuur als gevolg van exira spanning of ilde infraoparatiave

4, Verergenng van de probleman van de sangetaste exiremitedt of contralaterale extremileit

varoorzaakt door beenkangteverschil.
Bij revisles i doorgeans sprake v-n-nmon Incidentla van ematiger compHcatien van sen

totele on g dan bl] prmaime oparaties. Veel voorkomende
probiemen #liin onder andere de plasts van ue Incisia en het ontbreken van batstructuur, In gaval
van revisisprocedures ziin een langare on ean " van infectie,
longemtbiclie #n wondnamatormen 1e verwachten.

VERPAKKING

Totals an uni Knlg- zijn ik varpakt sn worden STERIEL

gelaverd. Alle metllen cnderdelen zijn door middal van straling gestaclisserd. Ondardelen van
polyathylean kunnen met gasplasma of straling worden qssmr\llsurd ml& np het tiket van de
triterrverpakking dangegeven. Neam ze uit de an de

aseptische techniek en pas nadst de juiste mut ig vamgss!alu Llinlulum matalen
onderdaisn: ais de  pterilitelt van het Implantast gecompremitbesnd biljict te zijn, masr nasr et
oovdes] von e arts wel acceptabel Is voor bedoeld gebrulk, most het implantast vodr
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patsilaire componentsn van polysthytasn met ultrahoog molscuiar gewicht IUHMWPE) wonder
mdividugel verpakt en STERIEL gelsverd, Neem ze pas met behulp van da gebruikelike steriele
techniek uit de verpakking nadal is vastgesteld det da maar correct 1s. Polyethylesncomponenten

mogen nist wordan e, Voor NIET GEBRUIKEN ALS
DE STERIELE VERPAKKING BEECH.ID!GD BLIJKT TE ZIJN.
SPOELEN / REINIGING

Gabruik steriel watsr op kamertemperaluur ol fysiclogische zouteplussing om het produc! sk
dompelen, Laat het wmplantaat minimaal 5 minuten in de oplessing liggen. Maaic hel nrndus

anmiddetlijk 4roog. inspecteer het il aan lisatis:,
STERILISATIE juitslultond metsian onderdelen)
indien harsterilisatie nodig 15, wordan nnderstaands paramaler s dantasilm omd
roberility assurance levell van 105 gavalineard 7ijn.
Methode Cyclus Tamperatuar Expositieduur
stanm presacuun ARERH 10

N.B. Op da |lista wize maet worden geconrrolserd of ean stenlisapaprocedurs wolduet, w101+
ussenticsd dal van efke fabriek de stenlisate-apparatuur on da productiad.ngeonfigurate waw do
hand van de fuiste procesparameters worden gevalideerd door deskundigen met een opleiding e
starilisatieprocessan om het proces. de batrou &n de rsprmou arvan qoar &
keuren. Flash ke, inchen t worden wlgevaer: volgens het belaic
spacifeke gezandheidszarginstolling

LET OP: Onderdelen van polyethyleen niet hersiwriliseran

BRUGSANVISNING

ADVARSEL: Lovgivni wsa) denne p til seig af ellar aftar an l@gos
anvisning.

ANMORDNINGSBESKRIVELSE

En kompiet knaeprotase Dastdr at enkalnis) wdpakkese femur. tiia- og patellaxamponersor, der s
bersgret til af erstatte knemleddars naturhgs artikulgere overfladge. Femurkomponsnkar: = el
matalimplantat mad slier uden en pores belagning. Tibiakomponenten kan besta halt ar
polyathylen elfer bestd af an metal tibiabakke mad aller uden pores belaegnlag. polyethyler: idstik
aqg Fastiasrmgskomponenter, Nogla metalkompenanter har modulasre skafter og /eller rmocutears
kiler. Patellakomponsnten kan vaare udformet helt § polyethylen eller vasre en polyethylenkamprnent
mag matalbagklaEdning, .
En ensektionsrs knaprotase DeSTAr at enkeltvist indpakkede 1emun- g libikamponentar, bersgnet
7il 4t erstatte TN natunige artikulmrs overflads pé den ana kondyl | knaleddat. Fenwrkompaonenten
&r af metal med eller uden en pores belegning, og tibiakomporanten kan besid helt af palvethylen
efler besta af en metal tib@abakke med sller uden pores bskegning, polyathylen nostik og
fastidsningskomponenter.

Titan- b pDIye\hylunknmpDnemElne = forenefige med MHAL Kaboltkromkomprnentarse kal:
indvirka p4 billadkvaiitatan ved brug af

ANVENDELSESFORMAL / INDIKATIONER

Hensigten med komplet elier ensskticners kneeartroplast or al give oget patienfrmobitet og
raducera smertar ved at erstalie den beskadigeds knasledsarikulation hos patianter, hvar der er
bewser for, at de har ulstrskkeilgl mad sund knogle til & fastgare og understette kcmponememc

I'USa ER DENNE KOMPONENT MED POR®S BELEGNING GODKENDT ALENE FOR
CEMENTERET BRUQ.

ALLE XOMPONENTER MED IKKE-POR2S BELEGNING ER BEREGNET ALENE TIL
CEMENTERET BRUG.
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smertefulde led, og/aller bad der fungarer meget dérligh p4 grund &t ostecarthrits, posttraumatisk
arthritis, reunatcid arthritis eller e tidfigara implaniat, Sar har svigtet. Far kandidater ti ensektioners.
knasartroplasti er alene den ena side af lsddet (det mediale eller iaierale rumj angrabel. Komplat
eller ensektionars knaerstatning kan overvejes for yngre patienter, hvis l@gen vurderar, at
indikationerhe far knaserstatning, cpvejer de risici, der er forbundet med patianiens akder, ag
forudsat at der kun stilles begraenseda krav til antivitst og knledsbelastning. Detie indbefattar
s forkrobleds patlenter, hvor adskilige led er involveret, og for hwvers det at genvinds
knesmobilitaten kan forveries at fere 1l &n veesentlig forbodring af livskvalitat.
KONTRAINDIKATIONER
Folgende tilstande er 0 for komplet eller ensekti ing:

1. Alktly lok) eller systermisk infektion.

2. Tab af muskulatur, neuromuskulsrt kompromis elier vaskuissre mangler 1 dan berarie

\agemsdsl {f.eks. fraver af undlerstertende strukturer af muskeligamenter, neuropati i
eddene)

3. Kramg mangal p4 stabilitet efterfalgende fremskredent tab al den osteckendrale struktur sller
ravaar al tHherends ligamentintagritet,
4. Ensektioners knaersiatning kontraindlkeres for patienter med en alvordig {over 307 fast

wvalgus- sller yarys—atormitet.
BEMERK: P nuvesrende tidspunkt er diabates ikke blevet fasisat som sn kontraindikation. Lzegen
ber imidlentid omhyggeligt vurdera orn dat er tirddeligt at udface #n kneeerstatning pé on patient med
ahvonky diabetes, pAgrund af aget risko for kormplikationar, s&som infektion, langsom sirhaling osv.
ACDYARSLER QG FORBIGTIGHEDSREGLER

ADVARSEL:

. of pr fra oler i
mé aldrg brugas sammean.

+ Knmprotesskomponenter mé  akdrig ol
ubeskackget ud, kan dat have udvikist mikroskopiske hll ‘som knn f'ra til gvigt

- Apvend altid p il p ber ikka samias mad

dar ar ol skal have
samms k sum de k der skal )
rmanent.

Implantater ma ikke mddrea eller modificeres pd nogen mide,
Undgd at bors flare stifthuller i proximaltibia, da det kan pdvirke tibiasna
sammentrykningskraft.
ADVAHSE'L: legsnda tilstande, enkeltvis gller sammenfaldends, har en tendens til at udsatie
whstremiteten for ekstrem belastning, g de kan dervad udsestte patienten for en stare risika far
swigt | knamerstatningean:
Fedme eller for stor patientvasgl,
Fysisk srbejde
Aktiv spornsdeltagalse.
Haijt aktivitstspiveau.
Sandsynlighed far fald.
Alkohal- elle¥ narkotikaathangighed.
Andre lignende svagheder.
udan avennesvite har falgende fysiske tilstande, enkeltvis eller sammaenfaldendsa, en tendens til
Avr naserstatningsimplantaters fiksenng 4 en nagativ made:
Udtalt astecparose eller diriig kntglamasse.
2. Metaboliske forstyrmalser aller systemiske farmakologiske behandlinger, der farar til progressiv
nodbrydning af impiantatets knoglestatte (f.eks. dlabetes mallitus, steroldterapier,
imrmuncsUppressive terapier, osv).
Fortid med ganarelle eler lokale infaktioner,
Sveere deformiteter, der farer til sueskkat fiksering eilar forkent placering af implantatet,
Svulster pé de understettance knoglestruidurer.
Allgrgisk i overfar ir {f.eks. knoglecemant, metal, polyethylan).
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8. Svagheder i andre ted (dvs. hofter og ankler).

Der sr blevat rapporterel st starra antal implantatsvigt ved paraplag) og n0s panenter irieal ~erehral

parsse elier Parkinsons sygaom.

NAR KIRURGEN AFGER, AT KNAERSTATHING EF OET BEDSTE MEDICINSKE ALTERNATIY, G

BESLUTTER AT ANVENDE PROTESEN PA PATIENTER, DER HAR NOGLE AF OVENSTAENDE

TILSTANDE ELLER ER UNG OG AKTH, SA ER DET VIGTIGT, AT PATIENTEN INFORMERES QM

BELASTNINGSBEGRENSNINGER, SOM DE ANVENDTE MATERIALER HAR, SAMT DM

FIKSERING OG BEHOVET FOR vAESENTLIGT AT REDUCERE ELLER ELIMINERE NOGEM AR

OVENSTAENDE TILSTANDE

Patienlans  kirurgiska bshandhng og efterbehanding skal gennuniores mod nodvendig

hensyntagen il alle eksisterande tiistanca. Mentale holdninger siler forstyrrelsar, der ger patiantarn

ude af stand 1 at folge saegens ordrer kan favs\nks hatbradeise efier oparatanen ogleker furage

nskoen far k inkiudarat i sllar

td: g5 det erstalteds led for overdreven fysisk aknvnal el!an trauma, kan det fremne

knesacstatringens for tidkige swgl ved at rorarsage placaringsmendring, knoglebrud og/eller
Den levatid for an knmprotess or pd nuvmrande

tidspunkt ikke klart fastiagt. Patianten bor infarmsres om, at faktorer som feks. patiantens vasyt

g aktivietsniveau kan phvirks slitags betydeligl

INFORMATION VEDRORENDE ANVENDELSE

Presoparativt

KIRURGEN SKAL DROFTE ALLE FYSISKE GG MENTALE BEGRAENSNINGER | FORHOLD THL

PATIENTEN SAMT ALLE ASPEKTER VED OPERATIONEN OG PROTESEN MED PATIENTEN FGA

QOPERATIONEN. Denne samtale ber nkludere b of mulige wed
1gen, samt g 1 af noja at falge kiLrgens Nstrukser afar oparatonen, mar

med hensyn til patkntens akiivitet og vagt.

Prasoperativ planiseghing og kirurgisk leknik for implantation 4f chsse kompistte oy ensekboners

kneserstainingSkompaonenter, ef resuftat af dan Mmrgisks erfaring, der blev indsamiet wuridear

ughakling af mange eller Kirurger skal hava indgiende

kendskab til kneprotesens spectfikke »mplamaﬂunslekmk for den tages i brug. Nogle metoder kar

@ndres med drene, aftethanden som der indsamias mere klinlsk erfaring. Knitiske vurderinger ai

shdanne praasantares vod regelmmssigt planiagha Kirargiske instruktionskurser, st det tirdder 2

ovarvare j@vnllgt. Brochurer og videoer om kirurgisk teknik kan skaffes e DaPuy.

Specifikke forudsatninger for komplet afler ensektioners knaerstating, som skal lvlgas streng

ndbsiattar:

Vaesanihg arthritis af de tibiofamorale ogleiler patellofemorale ovarflager

Skabile, rakonstrusrbars koilatarals ligamenter.

Fysiclogisk aller korrigeroar aksiat finiatiipasning.

Htakt -G ner.

Hurs der skal anvendas en patelakomponnn?, skal patellaknoglan vare sgnet hi Al dcLeptsi:

patelakomponanten,

Paroparativ

Flare sterilisereas starrelser af implantatel bar vasrs til ridighad under operationen. Dal anbetalss,

at datta inklugerer en stomelse starms og en starrelse mindre snd den starrelse, der blav bestamt far

Operationan.

lnplartaternes korrekta handtering er obligatorisk, Disse proteser mA kun hindiares at personale

der er #art starle operationshandsker, Tillad ikke at nogen kamponent kommer | kontakt med hirde

genstande. L ad kke porese overflader kuomma i kontakt med kiseda eller andre stoffar, der afgiver

tibre. Far kirurglsk anvendalse skal hver Komponant inspiceres visuelt for evantusle fejl

Beskadigelser sller mndringer af ot implantat kan fordrsage belastminger og defakrer, der sensre kan

bive udgangspunkist for implantatsvigt.

Anvendeise af bestemte speclelie kirurdiske mstrumenter foreslds il utferelsen af denn Operation

Det ar vigtigt at gennamgd brugen og handievingen af dissa instrumenter, Linietiipasnings. og

kta] skal ater for operaticnen. Bojeds sller heskadigede
nstrumenter kan fiars £ an forker mp g fordreage

[EPRECI
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Knogheudskaering ber begraanses il iige det, dar e nedvendigt for at give plads til mplantatet. Hvis
der fiernes for meget knoglemasss eller anvendas for mange stlrtar til at fiksers Instrumanterne, kan
det resuiters i mekaniske fo og knogl igi som
folge af lesning eller deformering af implanlale( Den kurram linigfgring skal sikras, nar
knogleoverfiaderns forberedes og komponsnterns satles | sl\llmg

Forger \ukkes shal det irurgiska omride rangenss ektoplsk knogle,
Koy Dsv. vad den artkulers grmnsaﬂade a! metal/plastic kan
forirsage mr slnr smage Ektoplsk knogle og/alier kan fore til allar
smertefuld og begreenset Al skal grundigt . for
follsammenpasning, mangianda stabilitet eller bagraensninger, og retislsar foretages efter bahov.
Fostopsrativt

Dat er yderst vigtigt, at patlenten naje overholder kirwgens Instrukser og advarsler. Acoapterat
praksis skal faiges | pisjen alter opsrationen. Efter operalionsn skai patienten advares om at
Ksntroliere sit aktivilelsnivaau for at beskytte det erstattecs led fra urimelige belastninger. Patienten
skal udsirives fra hospitalet med grundige skriftlige mstrulmnner og advarsier vedrersnds

rehabliiteringsevelser og —terapier samt beg) .. Periadisk
opfealgnir inkiuslve rof Ingar for neje at sammenligne med
tizlligera thatande efter operation for at spore langsigtada tegn pd @ndringer | position, lasrivelse,

bajning ellar revner | komponanter, Opdages der tegn pé dissa tiistande, skal patismtarna naje
obgervaras, mulighetame for yderligera nedbrydning skal evaluerss, og fordelena ved tidlig rettelsa
inges op til overvejeise,

BIIRKNINGER OO KOMPLIKATIONER

Ce mest aimindaliga bivirkninger og kemplikationer vad komplel elier ensektioners knaeartroplastik
inkludarer:

Generait

. Tmug am:r sen lasrivelsa, nmasvmd m,mng. revner, brud, deformenng eller slitage pd en eller
flare entame, med faktorer naavnt under ADVARSLER OG
FORSIGTLGHEDSHEGLEH Lesnmg kan ogsa forekomme som falge af forkart fiksering eller
placaring.

Tidlg ellar sen infaktion, som kan nodvendiggers implantatflernalse og afterfolgende
artrodese.

Smerter, forshydning, subluxatic, fleksionskontraktion, formindsket bavesgelsesvinkal eller
farlaengelse eller forkortelse af benet, der er fordrsagel af forkert placering. komponanters
leshad eller slitage.

g

il

4, For storl slid pa polyethylenkompaonenter p8 grund af femurkomponenibaskadigeise under
upsm(lunen les cemant og/elier lenter og/sller hejt patier liveau sller
5 Knoglebmc! al trbwa- ellarfemurknoglen Krnoglebrud under oparationen forekommer som reget
og/elier sveer Knoglebrud after
1 @I S0mM kan skyides fejl | cortex, der skyldes
rrange stifthuiler, udhgare 5kruehurler. fe;\rmm( tilpasning ogfeller Ltilstraskkalig elter fejifardedt
knoglecament.
6. e forsty og sall sygdorm, mklusive vanas trombose samt
puimoneer embolus og hjerteantald,
7. Vawsreaklionar. osteolysa agieller af . atergi
oller sii eller losa

. Myositis pssifikans, ismr hos msnd mad hypsrtroﬁsk arthritis, begranset bavamgelsesvinkal
far operationan og/eller tidligene myositis. Forekomsten at myasitls osslifikans forages mad an
anamnese af tidigere kirurgi og infektionstilie/de.

9. Ewi. peronsal nervelammetss sfter lateral snsektioners knaariroplasti

Fostoperativt - kort tid efter
1. Haernatom.

2. Forsinkat sérheling aller s&r, dar spnger op.

A, Varus-valgus caformitet

45
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- lmngera tid efter
Uthslrmkkehg bevisgelsasvinkel, der skyldes forkert udvalg eler placeniig Ar Kongonsnt
impingermant og/elter periartikulssr forkalkning.
Petiartikulzer forkalkning aller ossiftkation, med eller uden forhingring for leddets mealbililal
Patelien knoglebrud, der skyldes for stor spanding aller utisigier svaskkelsa e
operationan,
Forvaerede problemer 1 den bererte legernsdel elfer kontralater:
forskal | banlzngda

e

e akstoemital, S skdries

og wd wad kompist sllar ansaktionars knmerstatang or som
raget sterre ved end | de g Alrmindelige problemer kar
veere al lmgye dat kirurgiske indsnit ué niglig sted ellsr manglenda knoglemasse. Firlanyel
operationstid, og flere infeklionsiarakomstern, pulmonar embel oy s&rh@mmatom kan torwntes
revisiansprocedurer.

HYORDAN LEYERES DEN

Komplatte og ensekticners kn@komponenter pakkas enkeltyis og leveres SIEKILE. Alle
metalkomponanter stecilisares vad hbastrding mpongater kan L
gaspiasma eller bestraling, som angivet pi atikettan pA den ydersts emballags. Tag derm tarst ud at
indpakningen ved hjslp al accepleret aseplisk teknik, efter at den korrekie storrelse e Dievel
besternt, Motakemponentaer: Hyis dot awrile implantat viser sig ikke lmngere at vere steriit,

akal

et

men lutigamphbeltnr den tiiisenkte htuq h lagas
rengearas og mad falgands gnvisninger.
Tibia- ng \entar af p yen mad ultrahaj malekyl {UHMWPE) srmbaiarcs

ankaltvis 0g lavares STERILE. De m farst tages ud af embaliagen mad en anerkend! aseptisk
retode. nér det er konstaterat at sterraisen er den rette. Polywihylenkomponenter mé ikke
IKKE ANVENDES HVIS DEN STERILE
EMBALLAGE S8ER UD TIL AT VAERE BESKADIGET.

SKYLNINGRENGRRING

Brug destilleret, varr vand {stusternparatur) il ibledseztrung at 'mplantatel. Leeg implantatet i Blac
1 mindst 5 minutter. Ter siraks produktst. Undersag implantater fer sterilisering

STERILISERING (gmider kun matalkemponaen

SAframt rasterilisering bliver nadvendig, anbefales falgende pammnrc i e reeel Gontlieadl o
en stanhtetssitring sgrad (sterility assurance lavel = SAL) pd 1t

Metode Cyklus Temparatur Ekspositionstic {Min.)
Damp Prasvakuin 132 °C 41 mirtle

BEM/ERK: Alle sterilisaringsprocedurers agnethed skal afpreves ph passende ws Det e wigngt. ot
stedets slerihseringsudslyr samt produkt/belastningskonfiguration godkendas af parsoner. der e
oplart | 6g har ekspertise indenfor ster ior at vekrasfte p g s

itisering kan udferes. Iwis refevant . | overensstemm

og g e
mad de pivna plejsfacilteters Dot
ADVARSEL: K at ma ikke liseres

BRUKSANVISNING

OBS! Amarikanak federal lag forbjuder fGrsilining av denna artiket annat an genom likare
oller pd [Bkarod Inridan.

BESKRIVNING AY ANORDNINGEN

En tolal kndprotes bestr av individuel paketerade femnorala och tibals kampanentsr saral
palallarkomponenter, utvecklada ftir att rsafta dan naturliga arikulerande yian i kedlacden
Fermoratkomponenten dr etd metalimplantal. Med eler utan pords belaggrng. Tibakomponester
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ports belggning, och an polyetylsninsats och Kskemponenter, Vissa metallkompanent

modulira skaft ccheller moduliéra kanter, Patellarkorponenten kan antingen vara tiflverkad helt |
solyeten eller basts av an polyatenkomponent med bakdal av metall,

£n unikompartemantal kniprotes bestdr av enskilt forpackade femaorala och tibiala komponenter,
Jtvecklade for att eradtta den naturliga fedytan pad e kandyl | knijeden. Femaralkampanenten B
av matall, med sikér tan porss baliggning, cch tibialkamponanten kan antingen vara tilverkad heit
av polysten eller bestd av en tbialbricka av metall, med aller utan pords belfggning. och en
oolyetyleninsats och [3skomponenter.

Tilan- och polyétylankomponenter uppfyller kraven for i savixldning
Aasonanca Imaging (MRS, ponarniter kan paverka 1 vid anvandning av

RL

MRIL

AVSEDD ANVANDNING/INDIKATIONER

Total ach unikompartemental knaartroplastlk gbrs for att minska smarta ach forbittra patientans
rivrdighet genom ati ersitta den skadada kndleden | patienter med Hilrackiiq mangd friskt ben for att
satta fast och stddia komponenterna.

TUSA HAR DEN HAR PORGST BELAGDA KOMPOMENTEN ENDAST GODKANTS FOR |

ANVANDNING ¥iD CEMENTERING. H

EVENTUELLA KOMPONENTER “,3,',“5 -PORDS BELAGGNING A ENDAST AVSEDDA |
CEMENT

Kandidater fir total eller unikompartemental knagrsttning inkludeear 4idre palleﬂlaf med svirt
smirtande cchielier réretsehindrad kndled orsekad av osteoartrit, reumnatisk artnt, poatreumausk
artrit eller ett fallerande tidigare insatt implantat. Pa i for

berors endast ena sidan av knaleden, den mediala eller dan iaterala delen, Total el\er

unikompartemental knaerséftning kan vara aktusll t3r yngre patienter om kirurgen ansar att

ndikationsrna 3 total kn¥ersiftning otvatydigt uppviger de risker som Ar frknippacde med
patientens Sider, ooh om man kan firsakra sig om att protesen andast kommer att Lisdtias for

begransad akthvitat och belastning. Detta inkluderar svan riralsehindrade patienter med problern i

multipla lacer 18 vilka omedelbart rvary av rieighet | kndt kan {dniintas innabara en avsevard

tkning av livskvalitetan

KONTRANDIKATIONER

Fmpma tillstAnd 4r kontreindikationer f#r total cch unlkompartemental knartroplastik:

« Aktiv lokal eller systemizk infektion.

. Ben- siler muskulalurfériust, osteoporos, neuromuskuldr kompromiss ellar vaskuldr
Irigtfallighet | den aktuetla lemmen 1ill sédan grad att proceduren inte kan anses férsvarlig (t
ex brist pA sonange muskslligamentstrukturer och ledneuropati).

. Svartartad instablitet tl {4 av framskniden forust av osteckondraistruktur sller avsaknad av
kollateral ligamentimegritet.

4. Unikompartemental knaersiftning kontraindikeras ph paweter med svir (buar 30°) och fast
valgus- eller varusdeformation.

ANM: Diabates har fir adrverande inte faststallts som on kontraindikation. Kirurgen bor dock

noggrant tinka igenom tillvd i att utféra en pé en svir

patient, pga den Skade risken fér komplikatloner sasom infekticner, 13ngsam sriakning mm.

VARMINGAR OCH FORSIKTIGH| \TGARDER

W

w

oBS!
- ach fréin clika allor tir s
anvindas tHsammans.
. thr ol i dnyo. Aven i de fall

tnplantatet fGrefaller mk.d-d -l kan mikroakoplaka defekter ha uppstiti som kan leda
till att proteson fallerar.

« Anvnd slitkd sn testp ! na tir of siittss hop med
komgonenter som Irlvl-dﬁ att fatt
méste ha samma som de uoi ske
parmanent
a7
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stifthdl | den proximala tibla, eftersom dettm kan péverka tibias

#ompregsionshalfasthet.
88 Follande omsténdigheter, enskida efler | samverkan, tenderar att belasta gen paverkac
1 tilt den grad att kn ik 1Bpar seirre risk att fallara;

1. Sjukiig fetma aller guerviit
2. Kroppsiigt arbote.
d. Aktivt sportande.
1 Mg aktwitetsgrad.
5. Stor sannalikhet att patientar. karimer 3t fallg,
i Alkohol- alier drogmissbruk
. Andra handikapp sam kan phverks situadionen,
Forutern ovanstaende tenderar foljande tysiska tillssand . enskids rllar | sarmerker W DAk,
‘rplantatéats fixering negativi:
Framsksiden osteoporos eller benmatarial av g kvalitet
i Metaboliska sirmingar ailer systartiska farmakologiska bshandbngar sorm isder il prograssn:
nedbrytring av dat sollda banstdast for mplantatat it ex didbetes mellitus, steroidbenardling
allar iMmunosupprassiva lerapier)
i Upprepade genaralia sller Igkala infakhoner
1 Adivarliga missbildoingar som leder fill férsvagad figetizg Hlist nkerok:
implantatet
s, Tumbrer pA den stottande bensirakluren
4 Alergiska reaktioner mot implantatets material (f ex bancement, melall, poweten:
7 Vavnadsraaktioner mot korroskan av implantatet aler de fagnkerd som hildas wi naly
implantatst
& Réralsestbmingar | andra keder idus hoft aller ankes;
Rappacter visar alt implantatet oftare talierar hos paraplegiker ach oatsentar mes
allar Parkinsons sjukogm.
} DE FALL KIRURGEN AMSER ATT KNAEASATTNING AR DET BASTA MEDICINSKA
ALTERNATIVET OCH BESTAMMER SIG FOR ATT ANVANDA DENNA PROTES PA EN PATIENT
S0M TILLHOR EN AV DVANSTAENDE KATEGORIER, ELLER PA EN PATIENT SOM AR UNG OCH
AKTIV, AR DET AV YTTERSTA VIKT ATT PATIENTEN AR INFORMERAD OM ATT STYRKAN HOS
PAOTESENS MATERIAL OCH DESS FIXEAING AR BEGRAMSAD, SAMT OM OEN DARAv
FOLJANDE VIKTEN Ay ATT AYSEVART MINSKA ELEER ELIMINERA OvANSTAENDE
OMSTANDIGHETER ELLER TILLSTAND.
Dean kirurgiska Och postoperativa vérden av patientgn maste utforas med hansyn tagen nil iz
existerande omstandighater. Mentala attityder eller strningar som lader fill alt patienten inta filjer
kiturgens torhdfiningsordar kan férsana postoperativi tilifrisknanide och/etler tka risker tor
ogynnsamma effekier t ax funktonsavbrott hos implantatet eliar dess fixering. Diskussionan bor
inkluidara begransningar, mijliga kansekvenser av armblgsarsaitning och nbdvandigheten ad it
1éa kirvrgens postoperativa instruktioner, specielll med avsesnde pA patientens aktivitetsgrad nch
ikt

au

@Al Durich

Overdrivel hoga nvder av fysisk aktivilal allar trauma mot gen srsatta leden kan bidea il ait
knaersattningon falerar for Lidigr genom at dess pasition andras eller art \mplan(atﬂf skadas
och/eller slits, Dan 1br B filr

Patientan bar nformeras.om att faktorer Som vikl och aktivitetsniv | viisentil utstrickning uavmﬁr
sitagat

BRUKSANVISNING

Praoparativt

KIRURGEN BOR DISKUTERA ALLA PATIENTSPECIFIKA FYSISKA OOH  MENTALA
BEGAANSNINGAR OCH ALLA ASPEKTER AV OPERATIONEN QCH DENNA PROTES MED
PATIENTEN FORE OPERATIONEN. Den preoperativa planeringsh oth de kinurgiska tekrikarna fir
implantaring gy dessa kKndersdnningskomponanter har vuxit fram ur den Kirurgiska erfarenheton
torvirvad vid Utvecklingen av stt flsrtal totala och Unikandyl3r knéproteser

Kirurger biv oy pAbdrja kinisk ame@ndnng av eo kndprotes mnan de 3r vl forragna el
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erfarenhet echdlles, Kritisk virdering av shdana dndringar presenteras Kontinuerigt wid Kirungiska
instruktionskurser, och regefbundet deltagande | dessa rakommendaras. Broschyrer och videor om
kirurgiska tekniker kan erhdllas frin DePuy.
Specifika forutsatiningar for total eller unikompartemental kngersaiining Som mists efterfolas
inkluderar:

1. Markant artit p 1ibio-famorala ochveller patello-ternorala ytor.

2. Stabila aler rekonstruerbara kollaterala ligament

3. Fysinlogisk eller komrigarbar axial inriktning.

4. Intakta mekanismer fér quadriceps och knisena.

5 Om en patellakomponent skall anvindas. méste patellabanet passa ihop med

patsllakamponentsn.

Wi rekommendenar ett extra Impiantat finns tilgdngliga vid operationen, inkhisive implantat av andra
sioriekar (bade mindre och stirre) 4n da man firudnial sig anvinda,
Voderodrilg hantering av defta impiantat 4r obiigatorisk, Dessa proteser biw andast hanteras ay
personal som bir sterila kirurgiska handskar, |t inte komponanterna komma i kartakt med ndrda
feverndl. Lat inte porsa ytor %ormma | kontakt med tyg eller andra malerial som kan avge fiksr, En
rutinmiissig inspaxtion ay varje implantat bdr ulidras innan prolesen anvinds 4 att eventuella
dafakter upptdcks. Skador pd afier fdrindringar av komponenterna kan orsaka pfrestningar pd
protesan och/slier skapa defekter som sadan kan bi ytgangspunktan f¢ funktionsavbrott.
Anvandande av spechelia kirurgiska instrument fdresids wid utiwande av danna operabion. Det &
vikligt att kirurgen g&r igenom och rapeterar hur man handskas med och anvinder dessa
instrumsnt. Guider fr inektiing och kapning bér inspekteras fire oparationan. Bajd eller pd annat
st skadade instrument kan orsaka inkorrekt posiionering av impuniatet och leda till att protasen
taliarar
Nogarann rangdring och praparering av benylorna &r au stor viKt for att protesen ska kunna fixeras
ordentligl. Banaxcision bér begransas till den mangd som ar nGdvandig f5r att implantatel ska
passa. Avlagsnande av fr mycket ban efler anviindning av flera Stift fr att sitkra Instrumenten kan
Izdia 1ill makaniska storningar ach benresorption med misslyckad pracadur orsakad av Ksshing slier
deformering som b Vid prapararing av benytorna och positioneting av kemponenterna maste
qod inrdkining sikerstallas,
\nnan det Sppnada omrddet stings bdr det rangdras noggrant och alia benflisor, dvarskottscement,
och ektopiskt ben aviigenas, Friimmanda partiklar vid den artikulerande metall/piast-grénsytan kan
orsaka Skat stitage. Ektopiskt hen och/eller bensporrar kan orsaka dislokation eller begrénsad
riyriighet som & forenad med smirta, Rorelselriheten bidr kontrolleras ganomglende avseende
passning. Instabilitet sller stinar mallan komponenterna och vid betov Algardas.
Postoparativt
Det 4r axtrerm viktigt att patienten fidier kirurgens instruktioner och warningar. Yedartagna matodar
hiir | alla ensiulda fall anvandas under den postoperativa virden, Vid utsirivhing bir patienten
redskickas fullslandiga och skriftliga instrukdioner goh vamingar avseende fysigka dyringar och
terapier och evantua lia begr ansning & avseende hans/hennes aktiviteter. Patlanien bér fonmanas att
Iegiera sin postooeratlva aktlvitetsniva for att skydds den ersatta ledan fran for hoga phfrestningar,
0K oGh rtir ringar as dd noggrann j4n med
YilistAndet d\rek! efter bparationen gor det mamgl alt detsktera om protesens position Andras ehar
M protasen iassnar, béjs alkor spricker after 1Angtida amindning. | de fali en Slier fera av dessa
tirdndringar uppticks bdr patienten hillas under noggrann uppsiki. Dessutom bor riskerna for
vvdm (brsamringar och gvantuella idrielar med lidigareland revision utvardaras,
OGH KOMPLIKATIONER
Nedan &r pn hista tver de mesl frakvenl fivekommande Ogynnsamnmma forhéllanden och
komplikationer sam uppstdr vid tatal oCh unikompartemantal kniarroplastis;
Ganereila

1. Tidig silar san lossning, tibk . fraktur, ing eller uislitning av
en allgr flera proteskomponeniar, ofta re\alerade Wl de (aklofe( S0m Leskrivs Undgr
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fxerng alier positionsang
. Tudig eller sen nfekbon it ket nodvindiggora sl anpictaze
artrodas
Srnarta, dislokation, subhuxation. flexanskontrakiue, minakar rorelseishio: i
firkortning v benat orsakade av okomekt positidnseey oasnenng <lee
komponenterma
Markant Slilage pd polyetenkompasenen pga miraoperaty Sxava pé temarako
et pement ochyatier 10sa bentragment, ochielter hag aktvitstsnivd elier patientuk:
Frakiur pa tibia elisr femur, Intracperativa frakturer dr ofta forknippade e ravisi
detormaring ochiglier sullrartad ostenporos. Pastoperatwa frakturer ar oftast siressirakoe
Fraklurer kan orsakas av defekier i contex pga fér manga stfthal, tdigare Suuvhdl, il
brotschaing oeh/eliar ofiflfackirg mangd bancernent aller INKottekd [ordaining A ermemet
Hiartkarisjukdomar ach tromboamboliska sjukdomar, nklsie Buepopn 1t
ach hjgHaltack
. Vavnadstaaktioner, asteclys ochieliar IBSSMiNg av impRANtalel orsalke: e
allangi, fragment som bildas vid nitning aller 185a cementpartkrar
Myositis ossificans, specielt | man med hynernopmk artit, bagransad
rorelsefvhat och/eller tidigars myosifis. Fi av
upprepade tdigare operationer ueh wa infekior
Mzl peransal nervpares after laterar urikompartamenlal ket e
Tndnm oostoparativa
1. Hematom
7 LAngsam s3riaknmg efler Lppspaiaring Sy SAm
A Varus-valgus defarmiter
4. Firsvagning kopplat titl alia pehsomise e ten
Sem pottoperativa
Otilledckhg réreisafringt orsakad av nkomekl val et POSTIINERINY i A0
skavande kampansnter och/ellet panartiiuldr ivkalkring
. Periartikular torkaikning eller ossifikation med aller utan térhindring ay ledrdrelse son it
Pateltartraktur il Btjdl av hig anspanning ellsr oavsiktixg Mtraoperativ fircsvagning
Forvarvade probism mad den aktuefia [Bmmen eller den kantralatarala extremittie rewiuc
av hanigngdsdiskrepans.
Kamplikationernas frakvans och sv&nsbeaurad wid tntal och  unikompartamental
knbarsitining &r ofta higre vid #n vid p) , Vanligl trekommanite
prrbler 4r syirighstar wd placaring v srittet och brist 3 henmatanal (kad operationsint 4zl
som férekomst av intektioner. kingembl: nch Fematom kan forvanias

oetitl

e

Bons

LEVERANS
Totala ogh unikompartenental knakomponentsr }everem% individusill och STERRT tormrackack:
Samtliga marallkomponantar sterilisstas ganom ponenter

maed antingen gasplasma aller bestréining entigt uppgit pi mraackwngsn Ta ut Kemponentasna i

trpackingen m b a voderlagda aseptiska tekniker ach endast efter dot att korrekt srardea

faslstilts, Om det aterila implantatst ansas vara asegtiskt phverkat, men dndd, enligt Iakarens
Ar t fér uvudd ing, skall skiijan och ateriisaras

aigt ) lire

Tiwa- och patellakomponenter av polyetyleﬂ maﬂ uhrancg inalekylvikt {UHMWPE] thrpacias

separat och levereras STERILA, Ta ur kompmaﬂlsma ur tpackningsn mac normal asepusk teknik

itbirst after Faststdllande av korrekl storsk. P onenter #ar inte orn. ANVAND
iNTE POLYETYLENKOMPONENTER OM DEN BTERILA FORPACKNINGEN AR BRUTEN
ELLER VERKAR SKADAD.
SHOLINING/AENGORING

Biotlagg implantatet + stert vallen mea rumstemperatus allar 1 feainlogisk saltloscang 14T
implantatet 4igga | bist uader minst fom minuter.  Torka priciukien omedatban  Inspekton
implantatst fore sterilissrng
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QOm omstarilisening av ar ndduan iy skall fdljange validerade pararmetrar dnvandas Tor att 4 o
sterifitetsniva {SAL, Stenlity Assurance Level) pd 108,

Metod Cykel Tamporatur Expaoneringstid
Anga Prevakuum 132 °C 10 minuter

ANM: Reproducerbarhaten Y en steriliseringsprocedur mista testas pd passande saft. Det 4r av
kritisk vikt att passand@ processparametrar fastsidlls for varje enskid inratinings
sterifiseringsutrusining och produkilastkontiguration av personer som & trénade sxparter pd
teriligeri o att p sdvél som dess tilferltlighet och reproducearbarhet ska
kunna bestyrkas. Ljussterilisering kan averituellt amvéindas, under forutsatining att
hélsovardsmyndighetan godkdnner dstta.

aBg! O inte paly

pR—

HUOMALITUS: USa:n littovaltion laki rajoittaa ndiden vlllnoldan mwnui nlin, attli niidan

henkkiminan on sallittua vain |a mullle

LAITTEEN KUVALS

Koko polven proteesi koostuu yksitliispakatuists redsiluun, s88riuun ja polvilumpion csista, jotka on

suunnitehy korvaamazn podvinivelan uonncllisan nivelpinnan, Reisiusosa on metalli-implanit,

jossa voi olla huokoinen plancite tai ei. S3driluucsa voi olla kokonaan polyetyleanistd valmiststiu

tai sihan vor kuulua metallinen sanluun tarjonn, joka on tai ei ole pinnoiteftu huokoissila
P upotus- ja lukitusosat, Jolssain metalicsissa on

modylaanset ryngot. Polvilumpin-psa vai olla kokonaan polysiyleenisty valmistettu tal

metalfivahvisteinen polyetylgeniosa.

‘isicsanen proteas koostul yksittdispakatusta reisiuun ja S4srituun osista, jotka on suunnitelu

korvgamaan polvinivelen yhden niveinastan luennollisen nivelpinnan. Aeisituucsa on metallia, jossa

vei gila huokeinen pinrioite tal ei. Sddriluuosa voi olia kakenaan polyetyleenista vaimistettu tat siihen

voi kuulua mslamnen saamuun mm:mn Joka on lat 2 ola pinnoitettu huokeisalla pinnoittesia,

POtUS- ja

Titaani- je poiystyleeniosia vcldﬂan kuvata magnee(tlkuvauksu\la {MRI). Kobaolttkromiosat saattaval

vaikutiaa mageneettikuvauksen kuvauslaatuun.

KAVTI’ﬁTARKOITU&'INDIKMTIOT

Koko tai i inivelen muokkaushat 13 oh antaa pofiiaalle anemman

fikkuvuutia ja vahentia kipua korvaamalia vanmgomum: polvinivel potitaille, oifla on jElsla

riittavist tervetty Juuta osien asettanista ja tukemista varten.

I YHOYSVALLOSSA TAME HUGKOSMNNOITTEINEN O8A ON HYVAKSYTTY |
WAYTETTAVAKSI AINOASTAAN SEMENTOINNIN KANSSA.

KAIKKI NE ORAT, JOISSA EI OLE HUOKOMTA PINNOITETTA, ON TARKOITETTY

| KAYTETTAVAKS| AINGASTAAN SEMENTOINNIN KANSSA. A

Koko tal yksiosainen palvinivel vaidaan korvata vanhemmilia p
iohtivar niveltulshcuksen, raumaattisen nivedtulshduksen tai aismman mmplantin rikkoontumisen
ahauttama arittdin kivukas ja’tai salvisti nut nivel. Y| polven ko) rsla
tarvitsevifla aincastann pivelen yks! puoli (mediaafinen tai lateraalinen) on vahingaitiunut. Koko tai
yksiospisen polven korvaamista proteeslila voldaan harkita myds nucremmille poblailie, jos
yksiosalsen polven kiistaton indikaatio on kirurgin Miskestd sulrempi kuin loikkaukseen lityvat riskit
potilaan ikd huomioon oftaen, ja jos vo.ﬁaan alla varmoja, etta potilaan aktiivisuutean ja polviniveisn

Tyt rajol voigaan tayttdd. Tahan kuoluvat myts vaikeast

4, joilla on nivelrikon, traumasta
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likkuvuuden paraneminen saattaa parantad @dmanlaatua huomattauasti
KONTRAINDIKAATIOT

Seuraaval tilar ovat koke poswern tan yhden nivelnastar: koreamwan pateess kontrdika
Aktivinen paikallingn tal systeeminen tulandus

Luun tai lihasten vahyys, DStenparoosi, hernoston ja Ihastan hekka kUt 1a: -ie neher
verisuanet kyseisesss raajassa, ettl tormanpileen syontiaminen e ok puolusiefavissa @snm.
‘Ukevien lihas- & Sidekudosrakenteiden puutturminen fai nivelen neurapstial
Luu-rusto-rakemasn pitkalla edennesn havismisen ta sivusiteiden halkon kunnan Aiheuls
vaikea epdvakaus
A

4

paiven ikkaus on oty patibnlle, ol g
pysyva uios- tai sisianpainkadntyminen
HUOMAA: Diabatestd of cle towslaisaksi katsottu kontrandikuatioks:. Koska diabetesta sarastavalla
ihmiseld komplikaatiodan, kuten tuehdustan, haavan hitaan paranermsen ne skl 00 Souempl,
Bikden un harkitava larkkaan, wiiko pohiprotessis soestels vaixeaa diabetests swrasiaie
hmisalle.
VARQITUKSET JA VAROTOIMENPITEET
HUOMAUTUS:

+ En vak 1ai eri i

koskaan kiyital samanaikalsesti.
Polviproteasin osia oi sea koskaan asontaa uudellesn. Vaikka implants niyttda
moitteattomalta, slind saatiaa ofla mikroskeoppisia vikoja, jotka sapttavat iohtaa sen
pattémisaen.
Kéyth kooproteesaja aina vain kostarkoituksiin, Kosproteassia & saa koota yhteen
pysyvien implentin casen kanssa. Kosimplanttion koko jne. On oitava sama Huin
pyeyviati swenrattavan implantin.
Implantteja od san muuktas tai muuntaa milkisn tavalla
Useiden tapin reikion poraamista proksimaaliseen tibiaan taytyy véltuis, sila so saattaa

sl

kuuluvia tai koeosia ai saa

HUOMAUTUS: Seuragvat tilat yhdassi tai etksern kutmmtaval Kyseistd radima palion a huament
potilaan fiskia manoitdd polviproteas:

1. Lilkalihayoys tai povlaan fian s paine

7. Ruurniillingn tya,

3 Akfiwingn osalisturminen uheinne

4 Petiaan korkea aktivisusstase

L Kaatumigtodannkoisyys

b Alkaholi tas huumarippuvins,

/ Whiut vammat, bintesn mukaar.

¥lla mainittujen lisaksi seuraavilla Fyysisild tioila or vhaes:
haatiisest polvea korvaavan implantin kimnityksaen

1. Selva ostegparoos: tai haikko luuaines.

i A ihdunnalliset hairidt tal i hoidot, jotka juhtavat sienevaan
implantn kiintedn juuteen heikkenemiseen (esim. diabstes malkus. sioradihnidel,
.mmuunwastean haikennyshoidat jne.}.

5 aikaisemmat yleiset tai palkalisat tubehdukset

4 Valkeat epsmUOCGSIIMEt. Oitan SBLIAUKSANE KM, 1 vHgEvainen | it pakallsen
asahtarminen vaikasa

4. Tukeven luurakenteen Kasvainw)

K. Implantin valmistusmateriaalien whaifamal Alargsel reaktiol jesidn usemenh, melal
polyetylgeni

¢ Ymplantin syopymizen ahcutarmat kudosreaktiol e implantin kulumisest aincatie sk
soluiko.

& Muiden nuvedtan vanmautuiriget (esim., wnkat tan milar,

Implaritin asepnuksen on 1wdafty spaonnistuvan usesmmin pehlala, cillz slaaa)ha
wnmia tai Parnansanin tant,

3131 ar KSR Tanpancita wishaitlad

s XTI — R
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LAAKINNALLINEN SAATAYILLA OLEVA VAIHTOEHTO. JA PARTTAA KAYTTAA TATA PROTEESIA
SELLAISELLE POTILAALLE. JOLLA ON JOKU YLLA MAINITUISTA TILOISTA TAI JOKA ON
YKSINKERTAISESTI NUORI JA AKTIVINEN, ON EHDOTTOMAN TARKEAA, ETTA POTILAALLE
KERROTAAN LAITTEEN VALMISTUKSESSA JA KINNITYKSESSA KAYTETTAVIEN MATERIAALIEN
VAHVUUDEN RAJOITUKSISTA JA SITA JOHTUVASTA TARPEESTA VAHENTAA TAl POISTAA
JOKIN YLLA MAINITUISTA TILOISTA.

Petilagn kirurgisen ja leikkausta sewaavan hoidon on tapahduttava niin, ettd otstaan huomioon
kaikki olemassz clevat tiat. Potilzan asenteet tai wvauriot, jotka johtavat hanen
kykengmittémyyleensd ncudattan kirurgin ohjeita, saattavat Nidastaa lelkkauksen jéikeistd
toipUrnista ja/tai liSAtA haittavaik.tustan riskid, mukaan lukian implantia tai implantin kinnityksen
patdmisan.

Liiallinen fyysinen akfiivisuus tai nivsleon Kohdistuva trauma vai aiheuttaa polven korvaavan
imglentin lilan nopean pettamisen, koska implantin asento sasttaa muuttua tal se saatiaa murtua
jatal kulua, Polviprotessien todannhkdistE kiyttdikdd o thiid hotkelld tarkalissn tunnete.
Potilaafie on kerottava. ettd tekiit, kuten paino ja akhivisuustaso saattavat merkittiviisti vaikuttaa

Efingh loikkausta
KIRURGIN OGN ENNEN LEIKKAUSTA KESKUSTELTAVA POTILAAN KANSSA KAIKISTA
POTILAALLE AIHEUTUVISTA FYYSISISTA JA PSYYKKISISTA RAJOITUKSISTA JA KAIKISTA
LEIKKAUKSEEN JA PROTEESEIHIN LETTYVISTA SEIKOISTA. Keskustelussa on tuclave esille
nivelimplantin asentamisesta aiheutyval rajoitukset ja mahdolisel muul seurauksst ja tarve
noudattaa kirurgin potilaalte antamia ohjeita leikkauksen jaikeen. TAMH koskes varsinkin patilaan
aktivisuuteen ja paincon fittyvid ohjaita,
MNaden koko 1al y polven I ingian |aikk edeltava suunnme\u ja
leikkaustakniikka ovat tulosta useiien koko tai yksiosaisen polven p: aikana
saadusta laikkauskokemuksesta, Kirurgi ei ssa alolttaa minkd&n pulmpmleasm khmlma kayttod
ennen kuln hin on tutustunut huolela juun kyseiseen implanttin littyvidn leikkaustekniikkaan.
Tietyt menstelrmat saattavat muutiua ajan mukana, kun khininen kokemus karttuu, Tarkeirmemiat
muulukss& esitataan sidnndilisild K\mvgawlle tarkaitatuila kursseilla, jaille on svositohavaa osallistus
Jkaisesti. L niikpitg koskevia asmena ja videoita saz DaPuy:sta,

Koko 1 1 poiven isié shdottornan tarkasti noudatettavia
datlytyksid ovat sauraavat:
3. Merkittdva nivelsairaus s&ri- ja reisiluun tai ressiluun ja polvilumpion pinnoilia,

¢ Vakaal tai kivjattavissa olevat Sivusiteel

3. Fyslokoginen tai korjattavissa oleava aksizalinen finjaus.

4. Hyvhssd kunnossa oleval nalipliset reisilinas- ja kinnarjéinnemakanismit

5. Sellainen polvituu, johon polvilumpio-osa voidaan asentaa.
Luikkaukasn alkana
On suositeltavaa, ettd leikkauksen aikana on szatavilla yimEardisia implanttaja, jotka ovat keoltaan
Suurempia ja pianempid kuin kaytetaviks) suunniteliy implantti
Implanttien clkea kisittely on ahdoltorman vAltAmMESNt. Vain sterils|d kirurgisia hansikkaita
kaytidvl henkidstt saa kisitall nAitd proteeseja. Proteasi ei saa koskattan kovia esineitd. Protaesin
huckoisten pintojen kosketusta on Viltetidvi kankaen tai muitlen vastaavien materiaalien kanssa.
Jokainen implantin osa on ennan sen kiyhoi tarkistetiave simamidriisesti, jotta kaikki viat
ltrytyvit. implantin osan vioittuminer ta muutoksel sasttavat aiheultaa rasitusta jadai aiheuttaa
vikaja, Jotka myshemmin aiheuttaval implantin rikkconturmisen
On sucsiteltavaa kilyltéd tiettyjd lalkkausinstrumentieja teman lelkkauksen suorittamisesn.
Kyseisten instrumenthen kiyldn ja kisittelyn kertaus on tarkeasi. Linjaus- ja leikkausohjaimet on
tarkiztettava annen leikkausta. Taipuneal tai vahingoittuneet INSTIUMAntit vaivat aiheutiaa implantin
wiirdn asenncn tai johlaa implantin rikkoontumisesn.
Lucpintojan asianmukainen puhdistaminen ja valmistelu on Wrkaad proteesin kinnityksen kannalta,
Luyun poistoleikkausta on rajoitettava vain impkantin sovittamiseer tarpealisasn maraan, Luun
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hairiciten 1 enemisoan a sidd seuragvaan nphantin pettdmiseen, mikd onnd o
I8ystymisestd tai ep&muodostumisesta. Kun upintoa valmistebaan ja implanttia asrte:
pakoilleen, on huolehdittava cikeasta njauksesta.
Ennen leikkaushaavan sulkemista leikkauskohts on puhdisietsava Garkash lounginaste. vdcss
paikassa olevasta fuusta, kusementists jne. MUGVISEN nivekinman kasketuska
alevat wiaraat hivkkaset saattavat aiheuttaa implantin nopeaz kulimista ja vagrad sgoitumis
epavakautis ja konoosiota. Vadrdssa paikassa olava luu jafan luu-ulokkest vovat johtaa mplann
stirtyrmesean tal Kivuliasiin ja rajoittuneisin hikkesiin. Likerata an tarkistettava nuolala 1 koejatis
Tarpeen mukaan \arkast. jotia valtetan vsien huenoa yhisensoprata, apavaRauta ton
Loikkauksan jilkson
Patilagn on shdottomast noudatettasa kirurge: hanelin antania iemkaukene plhesta oo
koskevia varcituksia Ja oheita. Lekkauksen jalkeen poliladlle un ernuistutatiava, =06 15
pidettévi akdilvisUuslasonsa alhaisend, jolta korvatiuyn aivelesr: e kohdisty kohtuutonts ssitied,
Potilaallz o kolluttamisen yhteydessd annattava thydelhset mirjaliset ohjeet o varoitsksel, otk
koskaval potilaan  harjoituksia, hoitoa ja  hanen akriivisuuteensa littwad  rabituks:
Madir i rantgentL noan st ot wonddaan verrata akaisem
Ieikkauksen Ekeisid tioja lodistuston saarmseks: pdikalla sikavatita osen asennon munloksist
luystyrsastd, taipurmisesta tai murtumisesta, Jos merkkeja yhdests lai usaammasta v manitusra
hlasta todstaan, potilasts on tarkkailtava huoleliisesti, huononemistedannakosyys (i awerliva j1
suunniteltua aikaisemman korjauskeikkauksen etuja on pohdittavn
HAITTAVAIKUTUKSET JA KOMPLIKAATIOT
Kok tai polven mugval 1 tavailanaras bt
avar yleisest:
Ylsisaati
Varhainen Lai mytihainan yhden tar usean protocsiosdn yslyminen. sagnlin jonu
taipuminen, rikkautumingn, murturminen, epdmuodostuminen tai kylurniser. oka kit s
kohdassa VAROITUKSIA JAa VAROTORMENPITEITA |lueteltuitin seikkahin, | destymista
rapahtua mybs virheallisen kinnityksan tai sijoittannisen vuoks.
Marhainen tai mydhainen tulehdus, [0ka saanaa vaatia irplanhn poisi
rivelen [AyKIstAmist lekkaukselia
Kigu, sirtyminen, osittanen sioftaanmano, koukistukssn fykistyromen, prearyiy|
saaren pitenemninen ta lyhenaminan o3ien vaardn sioithamnisen, wysyysden @ ki
vuoks!
Folyetyleaniasion liallinen kuUMInes roisiosan vangotumisen vuoksi leikiel ks i
loysin $8Menteianin jastai luuasien jatai potiiaan tiallisen akhivisuustason tai PRt vuoks
b Hadri- tan reisiluun muortumat. Lekkauksen sikana syntyvat surtumat Littywd! Javaltsest
worfausleikkauksin, spamuodoStUMAN j@tai vaikezan 0S1GoporGosIE, Lekkauksen [keen
aihoutuneet murtumat johtuvat tavailisest rasduksesta. Mortumat vovat 0ha seurausts
useidet! AN rekeetr, ARMPIBI FUUVINERIKISN , VAERN SHUNAATUN vAjeNAySpOrALkann @i
sopimaltoman tai vadnn jaetun uussmentin aihouamista kuorikerroksen viorsla
Kardiovaskulaariset haingt |2 vartukosmipoa, mokaan ukian laghimuotikhesn
kauhkoveriaLonitukos sekd sydarkohtaus.
Kudasreaktiot, luun likeneminen jtai Implantia 10yStyTinen metalin koerooson, kg ti
kuiiymisesla aineutuvan kuplleen solzkon tai ifonaisten sementtihiukkastar: johiosts
Lihaksen fuutumismuyutos varsiokin mishild, joia o ikakasvuinan niveftulehdus, roniusul
liikarata ennen iskkausta ja/rai aiempi leikkagsta egeltava likeradan rajoimuneisuls wta:
aiempi fihastulehdus. Lihaksen luutumismuutaksisn esiiniymistodennaidisyys kaswaa
potilaalle an aiemmin (enty laikkaus. sekd tulshdustapauksissa

G L lisen polven muavar 1 jalieinen

hermohaheaus.

Heti laikkauksen jélkeen

“. Hematoon
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o

rabskinner sy

ntact FDA/CDRH/OCE/DID at CDI%‘IEi-FOISTATUS@fda.hhs.gov or
o

RV




ocessed undert OlheReauest-#2@15-2557; Released by CDRH on

4. Kaikiitr solyetylgeniosiin littyv# painurminen.
MyShemmit laikkaukpen Jlkesn
1. Osiert vAéirn valinnan tai sijoittamisen, ergosion jaftai niveity ymp#raivin kugdoksen
kalkki umisen alhouttama viing iiikerata.

2. Nivet  ympaedivan kudoksen kalkkivtuminer tai luutumingn, joka vaikurtaa tai & vaikuta
ave 1 likkuvuiteen.
3 Pgh umpion fhurtuma fian j& i k 1 akana tapahtuvan
heikkenemisen seurauksena.
4. Kyssisen tal vastakkaisen rsajan pahenevat angelmat, jotka fohtuvat ragjojen pltuusercsia.
Koko Ja polven likttyva. . i ien fa valkaus ovat
kuin wirisa h
Tavaligiin ongemiin kuuluvat vilion shainti ja luuameksen puLte. Kor;aus\erkkauqussa on
todenndkdistd piderpi letkkausaika ja tulehdustar, keu irmion
todenngkéisyys.
TOIMITUSTAPA
Koko ja polven osat on yksitt) ) ja toi STERILEINA. Kaikkr metaifiosat

an steriioitu sileflyttaméls. Polyetylsaniosat voidaan sterlloida kaasuplasmalla tai seteivwamalla
Kutsn pakkauksen ulkopuolslia on imaitettu. Poista pakkaus hyvaksyttyd aseplista teknikka
nuud'maen Ja vasta kun implantin oikea koko on medritetty, AMogsiadn metibosat: jos storitE

o ole khshelty mutia se on viels lnpivu ﬂwwmmnlmkmn implantin
fyysistan chlldritysten mulwuni. implantt! tayty da snnen
seuriavis chjsita noudnitagn.

Uttrasuwimoighyylisastd  polyetyleenistd (UHMWPE) valmistetul S#liri- ja polilumpio-osat on
yksitidfapakatu jz re toimitetazn STEHHLEFN)X Pu\sta pakkaus hyvaksytyn steiilln tekniikan
mukalsest| vasta sitten, kun oikea kiako of
Pouuﬂmnﬂa nhdvri. JOB STERI'LI PAKKAUSN“’I’I’H VAHINGOI TUNEELTA.

H TELUPUHDISTUS

Kiyta sterfilit npdistd vettd tai fy implartin fotuksesn, Liota
implanttia vhintagn 5 minuuttla. Kuivas vAiRtdmEst: ja tarkista implantti snnen stenlointia.
STERILCINTI (mincastass metalio

Jos stenilainti on tarpesn, on sucsitellavaa kiyttad Seurasvia hyviksyttyrd sterilysvaatimustason
arvola (SALI 04,

Meretebnd Prossasi Lampiiia Kaaltelyaika
Haey Esityhjit 132 °C 10 minuutha

HUDMAUTUS: Kaikkien slenlnmvrmmsnpnelden SOpivuLs on oltave asianmukaisest testativ. On
tirkeld, atta kunkin faftoksen gman & Ofman eserusten Mukaisst
prosessiaryot  arvoidaan. Arvielnnin  saavat tehdd vain sellaisat hankildt, jolia on
steriointiprosesssinin iiittyvll koulutus je aslanturtemus, ja feiddn an lisaksi vahvistettava
sterilointiprosassi, sen luoteftavuys ja toistettawes, Liskkistertiomtia voidaan tarvittaessa kityitas
asianmykaisen terveydanhucltolaiteksan oheiden mukalsesti.

HUOMAUTUS: s gpa

NAVOD K PoUZIT

VAROVAN: Podle feaeriinich zékonG (USA) mdke by bonto zdravotnicky prostfedek peadin
pouzs ISkaf seiou ne lékafwky pRedpis

55

ntact FDA/CDRH/QC_E/MQC@ ‘at CDRH-FOISTATUS@fda.hhs.gov or



ocessed under FQIARequest # 2015-2557; Released by CDRH on

lp\m kalenni implantat e sklada ¢ jednotivé bamnefemmélm tibidln 2 patalamn| kamponenty & (¢
n % nahiradd plirozené klounni plochy kolennino Kigubu Femormm komponenia je kovova a
[k o1 semusT byl pokrta pomeznl pavrchovdu wrstvou. Tiblaini kompananta mize oyt ceid o
ailyrinylenu. neba se MiZe skladat 7 kovové Libi@lni misky s porézni powrchovou vrstvou a nebo
I + pilyethvienove viotky a zsjslovacich komponent. Nkiaré kovové komgonenty maji
nluiarm diiky ainebo modukdeni kliny. Pateldmni kemponenta mi2e byt kanstruovana pouze 7
polyetoyieny, nebe se maZe jgdnat o pob ylnovou ROmponat 5 kavovol vyztdhou.
Jnkerpartmanvy kelenni mplantdl so skidds 2 jednotivg balend femordinl & toring kormpansnty
A e wrien b ndlradé péirazené kioupni plochy jednoho kondyls kolerning Koubu, Femorai
ROMPONeNES e kovova, mize a nemusi byl pokryta poréeni povechovoy wisteoyu. Tikidin
wImpanE muge Byt celd 2 polyeibyleny, nebo s mile skisdalz kovové UDAING misky 5 porzni
AUVICRGVOR WTSTYOu 8 nabo bez |, 2 polyethylenové victky a zajistovacich komponent, Titanove A
Janyetnylanove komponenly jsou slugileing 5 magnelickou rezonanc {Magnetic Resonance
iagng, MRIL Komponenty 7 kobalis a chromu mahou naru§oval kvalt snimkd pfi MRI vyiaden:
POUZITHINDIKACE
A b unkomparTmentova kolenn ariopiastika se provadi 5 cllem zuySn pohyblvest 8 smzil
CaaslenS1 KU DU U pacianti, ktefl prokazatelng maj doslatedng zovava kost K 1IsaTent 3 upsvngnl
aumpGrent
KOMPOMENTY & ponizul POVRCHOVOU UPRAVOL! JSQU ¥ USA URGENY
PRO POURITI BEZ CEMENTU
VESKERE KOMPONENTY S NEPOREZN| POVRCHOVOL VRSTVDU JSOU URCENY K
POUNTI POUZE S CEMENTEM.

fe ka8t na Dpleol etk SniKompatmemevou AahrEdy kolennihe Klounu paif semor -
wyraznyni bolestmi smebo se zévainou peruchou hybnosli Klowbu v disledku ostecartrosy
pretraumalicke arrozy, revinaloided arritdy @ nebo po selhdni funko pledehozing implantaty,
wandiddty na unikpmparmentovou kolenni arroplastiky jseu Nemocni s poSkozenlm pouze jednd
Alrans koubu (medidginino nebo latergining kompartmeni). Upinou nebo umkompartmantovou
neshiadin kolenmig Kioub 128 uvadit | pfipedd miaddich nemaceych, [aatlize die ndzory operatet
jediosnazna indikace Uping mebo unikompartmsniové alanni nafrady plevaZuie na rziky
SEOIEMTL 5 veKem pacienta, @ jesllize Ize zarudit snizenl NAOKG ne aXtivite o zHEE kolenmia
aigubn, Tyka se 10 invalidnich pacient s mmehosatnym kloubnim postitenim. u kteryuh by zvySen:
POttt kotleniig Kioubu moklo w8st e vyznamngmy zlepdent kvatity Zvola
KONTRAINDIRACE

wantsindikacemi upine nena ankempatmentovi: adhrady kolerning kloubu [sou Tvis sromotie
ol

meliem [okalid nebn systémyya nfakce
ilbylek kosini neba svalowe KENE. GELBUROIGZA. mervove-Svalové WiruCly HADG v
deflicience v oblast postifené kongeting 2 to natohik zdwainé, e ool opevalni vykon
nelinosaym {napf. 3bsence svalovych a Sachorpch podparnyeh strukiur, Koubni neuropatie)
wWyznamna sekunddrmi nestspilita pfi pokeofilem Obytku osteochondrdlmich struktur nebs
shynéni ntegrity kolaterdinich vazu
4 Lnfkompanmentova ndhrata kolenalho koubu & kontraind kovand u Nematnycis se 2anteian
lixni vakatzni nebo vardeni deformitow {plevy Eulici 307
POZNAMKA; Diabeles melitus neni v soucasnd dobd povarovan sa kunkaindkaw Awsar
wHnledem ke :q‘u&ez\ernunzmu romiplikac typu infekce, 2pomaligného hogeni san apocl u neni gl
5 léEnym diabetem musi Kkal prospddnast nahrady kolenniho kicubu pedlivé ovazil
UPQZORNEN! 2 BEZPECNOSTNI OPATRENI

VAROVANI
- implantaty a zkuSelni komponenty od Tazaych vyrobel by nikdy nemély byt pouzivany
souiasnd.
- nahrady Woubu nelze ref ) wdy¥ se add implantat

neposkozeny. monlau ndj dojit ke vzniku mikroskopickych podkozeni, kters Dy mobly
zpusobit jeno ndsledna selfani.

ntact FDA/CDRH/OCE/DID at CDRH-!]‘-*Ol?f_ATUS@fda.hhs.gov or




bcessed undezcuEQiL(a\Beﬂmi##Qw. m&.ﬁwﬁaﬁgd by CDRH on

nesmdly byt nhd
mw mil “g]nnu konfiguracl a velikost jako
odpovidajicl komponenty uréend k trvalé implantacl
+ Implantity Zhdnym zpGsobem nemdiive ani naupravujte.
anm]u [T vuinl ums«m otvorll da proxindini Sistl tibie — mohlo by dojit k omazeni

VAROVANI Néslsdujml suavy af ué se vyskylujl jednotlivd nebo soubdZng, vedou k vyznamné
zalé!\ postifend kondetiny a ndskedné ke zvy$en rizika selhan! funkea kolenniho implantélu;
Cbezita nabo nadmérma hmotnost packenta.
Mununi prace.
Akiivni sportovni Zinnost
Nadmémd akivita pacienta
Pravdépodobnost padu.
Zdwislost na alkaholu nebe drogdch,
Jind handicapy.
Néasledujici chorabné alavy., 3l uk se Vyakytup;ednuuwé nebo soubiEnd, oviiviiyjl navic netadoucin
2pisobam fixaci kelennich implantald:

1. Zdvalna osteoporsza nebo nlrjcs kyalita kustnI Ikéné

2. Matabolické poruchy nebo sy
zhoriowdnim npory Implantatu ze strany suirdnl kost (napf, mabsnes raalitus, \él’.‘ba ne-ouay,
imunosupresivil terape afd.).
Ansmnéza calkové nebo lokainl infekce.
TE2ké deformity vedoud! k Tecace nebo nespr P implantatu,
Nadorova onemocnén nesnyeh kostnich rukmur.
Alsrgicke ragkce na matenély jmplantdiu (nap?. na kostnl cemant, kov. pohyethylen].
Thafovd reakee na korozi implantdty nebe drf vznikiol jaho opotfsbenim
Fostizenl jinych kiaubd {napf, kylf nebo hlazna).
Vy$sl vyskyt selhan! funkee implantétu byl popsan u paraplegikd, u namacnych § mozkovou ebrnou
@ ParkinSonnvou nemodi.
JESTUI2E OPERATER UREI, ZE NAHRADA KOLENNIHO KLOUBU JE PRO PACIENTA
NEJLEPSIM MOZNYM RESENM A JESTLIZE SE ROZHODNE PRO IMPLANTACI U
NEMOCNEHO S VYSKYTEM NEKTEREHO Z VYSE ZMINENYCH STAV( A NEBO JEDNODUSE
U MLADE A AKTIVNI OS08Y, JE NAPROSTO NEZBYTNE POUCIT NEMOCNEHO O
OMEZENICH STABILITY MATERIALL, POUZIVANYCH V IMPLANTATU A PRO FIXACI A JEJI
DOBRY VYSLEDEK Z TOHQ VYPLYVA NUTNOST PODSTATNEHO OMEZEN! A NEBO
ODSTRANENI KTEREHOKOLIV Z WYSE UVEDENYCH STAVD.
Chirrgicka & pooparadni péls o pacienta musi byt provAdéna s patlicngm zohledngnim vésch
axisi|lcich stavi. Psychické Stavy nebo poruthy vedouti k toMu, Ze paclent nedodrf doporudani
ghirurga, mohou prodiouZil rekonvaiescend po oparati afhebo Zvysit rizike neZidoucich reakci
uiatné salhan Implanttu nebo jehn fixaca.
K praditasnému selhéni funkee implantaiu mize pRispdl nadméma fyzickd aktivils nebo poranéni
nahrazensho kloubu, & to ndsledkem 2meny polohy, fraktury afnebo opnlfebem impianu!lu v
soudasns dobd neni né urdena doba
Implantati. Facient by mél byt informovén o tam, 2e faklory bypu télesné hmolnosti neba stupné
fyzické aktivity mohou wyznarmnym rplsobem aviivait opotfebavan! impantébu.
NAVOD K POUZIT
Pied opsraci
CHIRURG BY MEL S PACIENTEM PRED OPERACI PRODISKUTOVAT JEHO VSECHNA
TELESNA I PSYCHICKA OMEZEN! A VSECHNY ASPEKTY TYKaJCl SE OPERACE A
IMPLANTATU. Rozhovor by ss ma{ tykal amazen( a mo2nyeh oistedkl naarady kloubu a nulnosti
dodrZovén( doparutaného refimu po operaci, Zejména s chiedem na akfivity 2 hmotnast pacienta
Padoperatini pldnovéni a opacadnl techniky implantace tachio apinych mebe unikom parimentovich
komponem nihrad kalenniha kloubu ay\y vyvinUty na zaklads operacnh:h zkulanosti 2 vivor
mnoha Uplinyeh rebe ur g . Chifurg by nemil phstoupil ke

e
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rietodnu implantace. Ngkteré metody & mohou dasem Zménit im, jak jsou zisk&vany da15i Rhaické

zhuSenosti. Kritické zhodnoseni takowych zmén je prezentovano Na@ pravideing poradanycn

erirargickych instrukiaznich kurzech, jejishi pravidalnow ndvatévu daporudujerne. Broury o viden

rururgickym technikami jsou dostupné ve spotednosti Defuy.

Ke 7yl&Stnim a nazbybwm podminkam (piné nebo unikompartmentowé nahrady Knienstao kuny

hlcré e nutno piisng dodrzoval. patti:

Vyenamna pstecartrdza tibig-femorainlhg aineho patelo-femosaliis Koubning g h

‘Stabilni nebo rekenstruovatalngé postrannt vazy.

Fy7iologicka nebo kongowaleing 0sava poloha Kioubu

Intakini m.qusdriceps A Ostroi knlenne Slachy,

lesflife bude poud it pateldm, kompanenla wosl ce:

pnEty

Peroperaém

Voprubttu operace se o doporatue ol ko dspoficn @ A% eplanidly, VEnmE vetdi

wel kst ve srovndn 5 vekkosti zarmy Slareho implartaty.

Powirra je Harna manipuiace s jmplantaty. 5 implamaty py mél manipulovat poue personal ve

sterinich chirurgickyeh rukavicich, Zabradle kontaklu viech komponenl s hrdymi predméty.

Zaprarile kontahiu peréznich povichu s tkaninami nebo & jinymi matendly uvolfujicimi viakna. Pieq

pouziin e vady feba viechny komponenty implantétu prohiédnout s ohlsden na moing 7avady

Paskoien nebo vady klerdkoly somponenty mplantatn by se mohiy 513t pfidecn sellan;

MpEAntaL,

171 proveadénd daného chinuigickétn vykony se doporudule pouti uititpch spoacitnich skyih

nasteiu. Je dileiie pleszkousel s pouzill a manipulac s temile nastroji. Pled chirurickim vykanen

|6 thatia zkontrolovat zaméfovaci nastioje a fezaci blokky. Ohnute nebio patkozend nastom riahni

wesl bonespraviémy umisiéni a nasledndmu selhani funkee implantate

K. dissazeni fixace snplantat je: die2ie pedlive ofisténi = pfiprava kostricn povichy Resekoes Kesh

by méla pyt provedena v rozsahy nezbytném pro ymisténi implantatd, PFIiEna odstrandni kost &

Nty pouziti mnohs Wb K jiSteni nastrop mize vést K- mechanichym poruchéim a k ressipci kosi

& nsletdngm Selhanin 7 ddvodu uvolngni nehe deformace implantdtu. P priprové kosinich

favichll a pled Usazenim komponent @ b zabezpedit jelich Fadné 7ardwdni

Ohperatni misto je teba pedlivi: pied uzavienim ofistit od kostnick dlomku, ektopicke kosli kostnihr:

camentn sld Cizovode téstice mohou zpusobit nadmémé oporabeni kovowyohiplastowych

Klouknich povicha. Extopicks kust a/nebo kosini dstrubry Mohou vést k dislokaci nabo k- Dolestivim

A omezenyn pohyblm. Je teba peflivg zkontolovat rozsah pohybu & ohlades re Nesprivng

2apugléni, nestabiliu nebo impingament a proves| vhodng Opravy

Paoperacni

Je edréning duleiig, aby pacen presné dodroval instriukee @ upozoréni chirurga, ¥ o0peradn;

pec by Malo byt poudito osvaddenych postupl. Po operaci je tfeba 7arudn, aby paciont nastaal

irneil svi fyzicks aktivity 1ak, aby byla kkoubni nARrada chranéna prot bezdlvodng zAtEd. Pacient

Iy mét byt pii propu&teni 2 nemacmice vybaven pisemnym névodem & upozarnénim ohladné cviten:

@ lerapie a o wiech omeZenich jdho fyzicka aktivity. Deporuteno |e pravideiné provadéni kantrolnich

vygelfeni véetné rentgenovych, 8 pedivym srowndnim s predchozimi pooperadnim nalezy, aby byly

sachveeny pfipadng zemdny pelohy, uvalnani, ohiuti nebo prasknuti kamponsnt. Pakite js nalezen

jedan nebe vicein z {&chio stava, je treba nemocného petlivé sledewvat  wyhodnotit

pravdépodobnos! daldino zhordovan| a uvaZit moiny pings sosné revize.

NEZADOUC! UCINKY A HOMPLIKACE

K abecod nejlastdiEim nezddoucim Odinkorn A koinplikaci Uplng Rebo il ngrrimestoe

Aghrady patii

beune
1 Gasna nebo posdni uvolnéni. ubiding pokles, obnul, prasknuli, Zomenl, detomace neto

wpotieben! jedid nets vics komponent implantaty. co¥ Sasto souvisl 5 faktory Uvedenymi ¢
bodé UPOZORNENE A BEZPECNOSTNI OPATRENI. K avalnéni muze dojil 162 naslerke
nespravne Axace nehn umistfne.
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Bolest, dislokace, subluxace. flekénl kontraktura, ShiZeny rozsah pehybu, prodiouZeni nebo
zkracenl dolni konfetiny nasledkam nesprévného umistdni, uvolndnl nebo opotiabeni
kompenent.

Nadmémé npoifebani polyethylenovych komponent v disledku podkozenf femorainf
komponsnly v prubshu operace, Lvoingnl camentu a/neba kostnich fragmentd ainebo z
divedu vysoke fyzicke aklivity nebo nadvéhy pacienta.

Fraktury Ubie nebe femuru. Peroperaéni fraktury jsou obvykle spojeny s reviznimi operainimi
vykony, deformitami a/nebo zévalnou osteoporfzou. Peoperatni fraktury jsou obwkle
nédmahovirmi ziomeninami. Fraklury mohou vznikat ndskdkem defoktl v kortikdini Casti kosti
s mnohodeingmi vrianymi ofvory, S otvary pro $rouby, nespravnd zam@fenym frézovanim
kosti arneba z divedu nevhodného nebo respravng razmisténsho kogtnlho camentu

-

s

@

6. Kardiovaskulaml poruchy a rembosmbolickd nemoc, ietné 2iini trombozy & plicn! embolie,
infarkt myokardu
7. Tkahové reakce. osteolyza a/neba uvolnénl implantétu v dasledku koroze kovu, alergie a

nebo piftomampsti dné &i uvoindnyeh Sastedak comentu.
Myosms ussmcans talmena u muzﬁ s kostni hyperrofil, s pledoperadnim omazenim
pohy (i ainebn g my Vyskyt myositis ossificans se zvySuje, mé-i
packent v anamnéza operaci a v pl‘\padm:h vyskylu infakce,
MozZné otrma n.peroneus po latersini unikomparimeniové kotenri atoplastice,
Casné poopetacni

1. Hernatom

2. Zpomalend hopni Ainy nebo detiscence rény.

3 vardzni ~ valgdzni deformita.

4 Poklgs spujeny se vésmi polyethylanovymi komponentami
Pozdni pooperaéni

1. Nedoststeény rozsah pohybu v disledku Aespravieho wibafy nebo uimisténl kOmpanent.

ndrazl afmneba periartikularni kalcifkace.

2. Perianikularni kalcifikace nebo osifikace s poruchou hybnosti kloubu & nebo bez ni.

3. Patelarni frakiura v disledku napéll nebe negmyslného perppetadnino nslabeni

4. Zhardenl obti3) v postifané neba opatng kondeting z divedu mzdﬂne délky knnwm
Viakyt a uping nebo # nihrady Kkoubu
jsou Obvykle vyddi u reviznich vykomi nat u primérnich operaci. K obvykim problémim patfi
urnistdni fezu & chybdnl kostni hmoty. U feviznieh vykond nelze vyloudit prodiowseni doby tredni
operace a vwisi vskyt infekci, plicni Bmbolie 3 bematem v mislé operatnl rany.
ZPUSGB DODANI
Uplné a unikamparimentavé kolenni kemponenty jsou balend jeanolivg a dodévajl se STERILNG.
Viechny kovove komponenty jsou sterilizoviny réfenim. Folysthylenové komponenty mohou byt
stevifizovdny plynnou plazmou nebo z4fenim, cok Je uvedena na &titku vadj&ino ohalu. Komponenty
vyndavejte z obslu pouze uzndvanym aseptickym zplscbenm a pouze po stanoweni Spravné
weiikosti. Pouze pro kovavé Juatitio byla =torilita Ktary jo
vilak nadéle dle poaou:mi Yikafe vhodnr k :ammeu pouﬂll o pfad pouditim nexbytni

&

Tibialnl 2 patakimi kDmpuﬂBnly z polyulhy\snu s ultra vysnkau molekuiarnl hmotnosti (Uhra High
Molecular Weight Polyethylene, UHMWPE) jsou balend jednotivd e doddvaji se STERILNIL
Komponenty vyndavajte z obaly pouze uznavanjm esaptvckym zpliscbem 8 pouZe po stanovani
spravné  velikosti. stertlizovat. Pro
puly-mgunwé kafponenty: NEPOUZIVEITE, JELI s‘rERILNf OBAL POSKOZEN.

K namodeni implantatu pouditte steriini yodu nebo kyziologicky roztok o pokojové teploté. Implantal
namotts na dubu minimainé 5 minct Vitobek pak okamfitd usuSte. Ped stefilizacl Implantat
prohisdnéta.
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STERILIZACE [POUZE PRO KOYOVE KOMPONENTY)
Je-li nazpytrd Stenlizace, doporuduisme tyto parametry huonucene die St
(SAL jako 107

ity Mgy,

Metoda Cyklus Teplata &as expozice
Péra Pre-vakuum 132°C 10 minut

POINAMKA. Dostatetna Uroved jakéhokali stetilizaéniho procesu musi byl vhodnym
zpisobem tesiovdna, Je zasadni, aby byly piislu$né procesni parametry u kaidého
sterlizadniho pfistroje v dandrm zafizen( wéetng konfigurace vykonu ovéfeny osnbami, ktere
afni postupy, 2 aby byl postup podioken vietne jehc
osti a reprodukovalelnosti. Mize byl provedena bleskova stenilizace, Je-li dostupna. v
ravislosti na specifickych pravidiech jednotiivych zdravotnickych zaflzeni

WYSTRAHA: Polyethylenove komponenty nesterilizujte opakovand:

HASZNALATI UTMUTATO

FIGYELEM: Az Egyesiilt Allamok t6rvényel alapjdn ozen eszkibz Csak orvosnak vegy arvosi
megrendelésre adhatd el.

ESZKUZISMERTETO

A totél térd prolézis r:,o: csomagult temuralis, 1

ponensakidi all, melyaket 4
komponens fem implant&tum
pord7us bevanatel, vagy anélkdl A bbldlis kermnponens kesziihel acomm: polistilénbal, vagy Rt
ey fém tibkdhis ralcfpol pordrus Dovonatial vagy angl [
komponensekbdl. Egyes fdm kamponensekhez moduldns szérak s/ vagy Modulars ékek
csatlakoztathaldak. A patedla komponeny kesz(Net lelesen polstilénbal, vagy dllhat fe Ll
paliathénosl
Az umikompartmantalis tnd vaﬁmam kilon csomagoll wmﬂu_m_ &5 tihigus komponensekbdl all
Melyeket a Wrdizllet agyik ko
rompenans #m anyagy, porézus bevonatal vagy aséhul, a tibi
tejzsen polietlénbd! vagy dlihat agy fém i téloahal pordzus havonatial vagy a
u atitén hetéthd| &s z4rd kemponengakbdl
n a5 polieklén komponensek kompati ek 3 magnesas rezonancia képslkote wrsgalattl
(?_m: A koball- krom kompenensak ronthiaték az MRI soran elért kep mindsége:
FELHABZNALASI JAVALLATOK/NNDIKACIOK
A Iotal vagy unikompartmantalis lérd arthioplasziika céha, hogy bizlosiisa a beteg mobiilasanak
novekedssdl 45 5 fajdalom o azéhal, hogy 8 térdizilsti felszinekel polola
aZon betegekndl, akiknal biZzonyltolian elegendd ¢p csont van a komponansex belitetésdhez oy
aogwanmammjou

AZ EQYESULT ALLAMOKBAN EZ A PORGZUS BEVONATL) KOMPONENS CSAK
CEMENTES IMPLANTACIORA HASENALHATO.
BARMELY NEM POROZUS BEVONATU KDMPONENS CBAK CEMENTES
IMPLANTACIORA HABZNALHA

Tetal vagy g_._inaumn:._m:s:m 18rd protézis bedletes idds Delageknek javasoll. akikndk
ostecartng postraunias aghrins, theumss arthritis vagy egy koclbbi implantatum c_oa.m_mambn
latajan kislgkult, kfsjezetten faldaimas, esivagy silyos A

wan. Az unikomparimentalis ¥egd arihroplasziikéra szoruldknal c58k az (Zilel mE._x u_nw_m {a medilis
vagy a lateralis kompanment) érintett. Totdl vagy unikompanmentalis tardprotézis belflelss finta
betegek esstén megfontolands, ha a sabisz vélsménye szerint a totdl vagy unkomparmentalis
noa_u-o"m is belitotés ogyérielmi indikdewia forwsabb a korbol adddd rzikdfaktorokndl és ha o
e terdizyleti terhelds komatocdsa bidosithatd. Bz wzon sotyosan

kul &5 ogy
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rrobllitdsdnak n&vekgdeee az életmindség jelantds jsvulisahoz vezetne
10K

KONTRANDIKAG
A totdl vagy ur dj i k a kivetkszd I yannak:
1. AKliv helyl vagy szisztémas infekcid,
2. Jelentbs mértéki -hidny vagy izomg) g, nay
botegseg vagy vasculara olérés az érintett alsd 8
képezi (pl szom 65 szalag tdmaszidrendszer hidnya, |zu\et| neumpmhna)
3. Sulyos strukitra gy ¥agy az
mdalsza‘aguk hidnya mlalt
4. Az tmentalls betitetés. azon L akiknek slilyos

(30' feleltl) fixat vaigus vagy varus deformitasuk van
MEGIEGYZES: Jalen ismeralak szerint a diabetes nem jelenl konlraindikacict Ugyanakker a
lehatedges azbvadmanyek, mint példaul a ferttzés, lassy sabgydgyulds stb. magas kookdzets miatt
az orvosnak alapasan 4t mag kell fontolnia a térdprotézts bedltetés jaVaIlal.ﬂl $llyosan disbetases

bategnél.
FIGYELMEZTETESEK ES OVINTEZKEDESEK

FIGYELEM:
- Kildnb%2d gyarék b & pr vagy a killsnbéag
woha na 3
= A térdprotézis komponensaket soha ne OMesse be djra. Még ha az iImplantitum épnek
tinik s, banne hibkk, amelysk elégtalenséghez
vazethetnek.

Mindig haszniljon prébakomponsnpeket a kiprobdlks céllara. A probakomponansaket
#oha #a parositsa a végleges implantitum semelylk Womponensével. A
prébakomponensek mmam meg kell agysanliik a vagleges Implantitum megfeisls
kcmpanlnl‘mk Miiateivel
. Middon no

Kerlije & tdbbazdros unpumlyuk flirin a tlbla proximélis réazébe, mert az

befolyksolhat]a a tihia nyomési szithrdwigit.
FIGYELEM: A kivetkezf, akdr ondlidan, akér sgyltiesen fanndlld dlapotok az érintett végtag
fokozott larhelését jelontik, &5 Igy a betegat a térdprotézis-beditelds elglelanbégdnes Magasabl
kockézali csaportjaba helyezi:
Cbezilas vagy a bateg jelentss lastsilya
Fizikai munka
Aitly sportolas.
A betag jelenttis aklivithsa
Valgszinlislthetd esések.
Alkohglizmus vagy umgmggaseg
Egyéb ide vonaltkazé magbatage:
A tentioken tul a2 sidbbi akér bnarloan skar egylttesen fannalid fizikai dlapotok bafolydsothatiak
ké&vosan a Wrdprotézls rogzitésst
Kifejazett ostecporesils vagy gyenge minfiségo caontilomany.
Az implantstum régzidésal biziositd jo csonlatomany progressziv karosotldsa anyagosere-
belegseg vagy sziszidmis gydgyszeres kezelds kiveikazigben
[példaul diabetes mellitus, szteroid kezelds, Immunszuppresszy tarapia, sto.).
Az anamnézisban szarapld generalizalt vagy lokélls intekeid.
Sdlyos deformitasok, melyek az impantalum hibas rbgzitbsénsz vagy helytslen
puziciondldsdhoz vezetnek,
A réigziitst biztosltt csontszerkezel daganata,
Az implantatum anyageim aduﬂ allergids raakcno(peldaul csontcemantre, fémre, polisthilénre)
Az implantdtum gy az impl asl sqolt szdvet) reakit.
Mis (zllatak hmagségal {pl. ulpﬁk vagy Dokak).
Az implantatum elégtsiensépanek gyakonbb oltfordulisdt jelazigk paraplégekns, Little- koros vagy
parkingonos betegekné

e e

o
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kA A SEBESZ UGY HATARDZ HOGY A TERDPROTEZIS BEULTETESE A LEGJOBE ELERHE [0
GYOGYMOD, ES UGY OONT, HOGY EZT A PROTEZIST OLYAN BETEG ESETEN HASZNAL.A
ARINEL & FENTI TENYEZOK VALAMELYIKE FENNALL, VAGY AKI EGYSZERUEN CSAK FIaTAL
ES AKYlY, KOTELEZO A BETEGET FELVILAGOSITANI AZ IMPLANTATUM £S ANNAK
ROGZITESERE HASZNALT ANYAGOK KORLATOZOTT TEHERBIRASARGL. ES FaBOL
ADODOAN  BARMELY FENTI ALLAPOT MEGSZUNTETEBENEK VAGY JEVENTOS
CSOKKENTESENEK SZUKSEGESSEGERCL.

par gondos figyelermbeviteéer
koll végezni. A mentalis hozzadllds <m9 mentélls bategsbgek, malyek az arvasi Utasitésok be nem
tartasat ared gyogyuidst &sivagy novelik a szvdim,
kockazatil, belagrtve az implantatum ;E az Implantatum g 2 t6sanek slaglelansge!,
Jelentds .@r i aklivitds vagy a _Bss iziletel ért trauma a terdprotézis korei edgtelonségenes
wezethet az i haly & m . 18rés galvagy a7 implaridtum kopdsa altal. A
varhatd ie gtattartama _a_o.,.rn nem tisztlzott. A beteget tajkostat
kell arrdt, npgy bizonyos @ryezdk. ggymint a tastsily eér o fizikai aklivitds |
befolydsolhatiak a kopast
HASZNALATI UTMUTATS
Preoperativ R .
/ SEBESZNEK A MUTET ELOTT MEG KELL BESZELNIE A BETEGGEL A2 D85IES HA
VONATKOZO EGYENE FIZIKAI ES MENTALIS KORLATOZAST A MUTET £5 A PROTEZIS
OSSZES ASPEKTUSAT! A megbaszéléenek tartaimaznia kell a korlilozasokat &s az izllst potas
Iehelséges kivelkezménysil, &5 az orvosi Liasilasok posttuperativ kdvetésanek sziikseqességat,
kiilinBgen ami A beleg akiivitdsal &5 sulydt illati

A total vagy unikompartmentalis (ér it precperativ g5t B A |
fechnikak a20n sabészi lapasztatatokbsl slakutak ki, amsax sz4mos total vagy unikompartmentatis
Idaprotezic soréin A technika alapos

megismerdsa alitt tilos belekazdenie birmely Wrdprotézis
az idik soran véfiozhatnak, hiszen a klinkai tapasztaiatoh Lvabb gydinek. Az ian vdlkzasck
kritikai dszrevdtsl rendszares vmamﬁm: tovabbkép2ésshen adidk el
wds7akosen részt wenni Bios
beszerpzheldek
A tolal vagy unikompart
chiletélelek a kivatkezdk

1. Abbe-famordls dsi vagy patello- femaorshs felsznak jue

? Siabit vagy rekonstruglhatt oldalszalagok
Fiznlogias vagy kormigahatt lengelyeiléres.
Ep quadnceps 8s lérdhajtifa mechanizmus.
n patella komponenst haszral, akkor @ patellatadk skamageak ke

koripanens helngadasara

Intracparativ
wasult, hogy tebl implaldkm legyen ele
kisabh mbratiekey s
Az implantstumck meglelels kereWse slengedhetetion. Ezen protezisskel csak ste
keszlyit viseld személyzel kezelhet. Ne angedie, hegy bérmely konponenshaz kemény S.Eﬁ.;
hozzdérenek. Na engedje, hogy e pordzus felszin w_.__.;xwummg kerliljdn ruhdval vagy mas szdv
szalakgt kiboesdtg anyagokkal. A sabészi f mindsn
kompanenst rutinszerien szemugyre kel venm a _mzosmnmm hibdkat kerosve. Az mmplantatum
barmely komponensenek Sérilése vagy modosuidsal tiherhelds) eredményezhetnex, 05! vagy
kropoodsokat ohozhatnak. ami az implantétum elégtelenséganek kindulds oka lshot
Bizronyes specilis sabészi mimzersk hasznglala javasolt m miliét végrehajlasahoz Ezan m cw..m: h
lasznalalanak és kezelestnek sttekintése fontos. A tengely it miszerekel és a3
miitel sibtt ellendrizni kell. A Bow«mﬁr ethajldsa vagy serllése as _Su_m:_m_c_g hepyelan
SN_nuzw,»eu]n.N <m~w.33 &5 vz A2 2lbgeanségét ared
A prolézis rogezitess a gsontialszinek Tetigztilisa m.m eldkeszitése tontos A
rsontelavnlitast az implantaium befogadasdhor a sziksétes mérékre kel korlatozni A wlentis

dpretezis beliltetésher sz

Uit 4 mOtEL alats, belegrtve: a lervezal
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Zavarokat és csol nzhal az implenkéun
mital jarhat, A In 15ek
poziciona!ésa soran megfelsld tengalyailést kell birlasilani.
Sebzdras eldtt 3 mitét! teniletet alaposan meg kels iszlitani a csonllérmetktd, skidpids csonttdl,
csontcementtdl, stb. |degantestek 2 fém/ mianysg énmhszéSI felszinen uizott kopast

aredményezhetnek. Az akmp\és cson| ésivagy e vagy fajdal L]
Deszikilt mozgést er et A mény alzpas elfendrzés! iganyel. annak
hogy nincs-e ést hiba, i vagy Eltérés asatén
magleleks korrekcid kivilekazendd,
ratly Otmutate

Az orvos altal eldint Ltesliasok ¢s figyelmezietések betég dltal szigory belartisa nagy jelembsaggel
bir. A poszicperativ Apolds idfszakdban az elfogadott gyakordat szernt Jdunk el A belege!
figyelmegztetni kell, hogy a mdlsis; kivelten az akiivithsi szintjét koridlozza a potolt izilet tlzott
igenybevétalldl vald védelme érdekébon. Elocsalas elsht @ belaget irdsbeli utasitissal és
figyeimazietéssel kell ellstni, amely tariaimazza az eivégzendd gyekoriatokat, Lherdpidkat és
aklivitasuk banmely korlAtozésdl, Arendszeves utdnkavatss javascit, haleértve a rontgen kontraliokat
is. hegy a korabeu sznm & \agyen G @

hosszi Yavy jeleit vnngawa Ha a fent] allapotok kGzll egynek uagy lbbhnak a |eia\l fedezzik fal. a
beteg szorossn k(wmenﬂﬁ a lovabbi 3llapotromiss Ishetiségét f=l kall becsiilni, &5 at kell gandgn
@ korai reyizio okinysil
WVODMENYEK Ee HOMPLIKACIGK
Az alabb tafrtak a Ieggyakurrbb szavﬁdméayel\ és komplikécidk, amelysk a totdl vagy
térd

luultmn ax8vadmen
1. A korai vagy késel kilazulés, a inialis beslly ., repedas, lords,
vagy eqy vagy 1abb protézis kompONens kopase gyakran azon tenyazSknek koszonheid,
melyek 8 FIGYELMEZTETESEK £ES OVINTEZKEDESEK részben taldlhatok felsarolva.
Kilazuigs létrajihet nem megfelsls rogaités vagy poziciondlas miztt is
Korai vagy késSi fertdzds, mely 2z implantétum eltAvenitisst és kdvetkezmanyesan
arthrodesist tesz sziiks!
. Fajdalom, luxaci, szub\uxaab ﬂexlbs kcnlraklura az izliet mnzgasok beszikllése vagy az
alsd véglag vagy a helytelan kilazulds vagy a
komponensek kopasa miztl alakulhat ki.

~

w

4. A poiretilén komponens jelentds kopasa a femoralis komponens intraoperativ Sériléss, kilazuil
cament- ésfvagy csont-fragmentumok ésivagy @ beleg magas aktivitdsi szinte mialt
Ieientkazhet,

&, A fibia vagy a femur tdrései: Infraoperativ {rések altalaban revizids mitétek, deformitasok
dsivagy sUlyos ostenporosis talajan jSnnek ltre, A paszicperativ trések 4llaliban siressz-
thrasek, A tdrések lohetnak a korikdlis defektusanak eredménysi is, Wbbszords csapszeg-
iyukak, kordbbi csavar lyukek, rossz irdnyi cennimarés ésivagy nem maghelel vagy rosszul
&zt csonteement niatt.

€ Sziv és émendszen karosodds é5 tromboembdiids megbstogedés, beleérve a wénas
thrombaosist, a tlddembaliat 65 a szivinfarktust.

7. Szfveti raakcio, éshvagy az melyet a fém korrdzidja, allergia
vagy kopdsi tnmelék vagy kilazult cement darsbok okoznak

2. Myositis ogsificans, killéndsen hyperrophids arthilisben szenvedd, mitst elétt jelenldsen
mozgashorlatazott §sivagy kordbbl myositisen #tesett férfiaknal. A myositis ossificans
gyakorisdga nb aron esetekben, amikor a2z anamnézisben kOrabbi mitél srerepal, vagy
farndzés asetén,

8. A peroreus [deg bénylAsa | lataralis unikomp: térd ont utan

Korul pouztoperativ szividmények

1. Vérdrmkany.

2 Elhozgde sebaytigyulas vagy sebszétvalas.

ntact FDA/CDRH/OCE/DIDq}_? CSE)RH-FOISTATUS@fda.hhs.gov or
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4. Teljas polysthilér komponensek (all-paly; besillyedase
Kiséi posztoperativ szévidminyak
Nern megfelslt mozgéstartamany a komponensak helytelen Kivalasziasa vagy posinionalass,
becsipfdés ésivagy penartikuléris kalcifikacis miatl.
Peniariikuiéns kelcifikacio vagy csonosodds az izulet mozgds akadyoltatassval vagy

anelki.
4 Parelia 6rés s tlzott fesz0iés vagy a palella nam szandékos miile: alatti it
1 Az énntett vagy a7 etlanoidali v&gtaq sulvosbodd belegssga, malyet vagtaghnssz kuldnbrig
okoe
Atoldl s =oran jel ik
silyossiga sokkal nagyobh mlﬂés mum:h asathn, mint a pdmtr operacid ﬁ-pcasn
Altaldngs kdzdl ¥ hlamya,

Magnyiikt mitéti idd &s az mrekcué megnﬁtt gyakorisaga, tudesammuza:sn wbhematom; Jarm(m
revizlos beavarkozasok soran
KISTERELES
A tolsl &8 unikompartmentdlis térd kompanensek egyedilen csomagoltak, £3 STER:L kiszerelesiies,
Minden fem komponens sugdrsterlizalison esatl L A polistilén kumponensek a kiilsd
csomagolascn talalhatt fellcal szennt i 442S1ar] wagy 28l as3al
gt utan, a i technikéval tavolilsuk el 4
Ha a starll

da i orvos ] szerint a kivant célra még felhaszndihatd, akkor
ar |mplantﬁmmol a felhasznilas alétt mag kell mosni 42 stenlizaini a kévetkazs utasitasok
szernt.
A nagy motehulasilyy polietilen [UHMWPE) bbidlis és pateldns komponenser egyeatey
rsomagatiak. #s STERIL kiszerswsiek. Csak a megfeleld maret meghatarczasa Ltan, a megfelels
sieril tachnikaval tévollisuk el a csomagoldst. A polietilén kamponsnsek nam stedtizaltatdk ojra
Poligtilén komponensekre vonathozéan: NE HASZNALJA, HA A STERIL CSOMAGOLAS
SERULTHEK LATSZH,
MOBASITISZTITAS
Az implantitum bedztatasahoz hasznalon Steril szobahbéméisekletd vizel, vagy fiziologias suidamt
Aztassa az inplamatumat Iegaiéhb 5 percly, Azonnal 57ATitsa meq A termeket Sterilzalds pldn
virsgaljé meg az smplantétum
STERILIZALAS (CSAK FEMKOMFONENSEK]
Ha a sterilizglas szl akkor a ek has nalala javasol imwel eoek b alnl
106 ertekil steriiitasi valdsziniséget (SAL) biztosianak

Maodszer Cikius Homirséklet Expozicios idd
Gaz Pra-vikuum 1HE2°c 10 pere.

MEGJEGYZES Banmilyen slerlizalo modszer atkalmasséuat megfeielden vissgals kek *omus
hogy & msgfe}e\o aljarasox paramétprei minden egység Sterlizalo felscersiése os

terr szaméra Ker(ljgnek azon ahal, akik a

képzetiek s &s igazoliak a2 eljéras meghizhatisdgal s
reprodukathatésagst. G izAcis o azhats, ha az adott egé Igyi ntézmeny TAnyaive:
ezl megengadik.
FIGYELEM: Ne i ajra a

INSTRUKGJA UZYWANIA

UWAGA: Prawa Federaine (USA) stanowi. ie ninigjszy produkt more byc sprzodawany
wylacznie prrez lub & przepisu lekarza

ntact FDA/CDRH/OCE/DID at CDRH -[l’:d ISTATUS@fda.hhs.gov or
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Cathowila proteza slawu kolanowego skiada sie z osobno aapaunwanycn alermnantdw
piszCIelowyeh oraz rzepkowych przeznaczonych do plestyki naturaingj powierzohni stamwe] stawu
kolanowago. Elarnanl udowy jest imptantem metalowyrn pokrytym powtoky porowata lub bez takiej
pawioki, Element piszczeiowy mole byt w calosol wykonany z polietylenu luly moze skiadad sig z
rnatalowe tacki piszczelowe] poknytel porowatq powioka, bads tez bez takla) powioki, & lak?s 7
polistienow ego whindu oraz elementdw ryglujacych. Niekidre elementy metalowe wypasazone sg
w madilame trzony orazfub modulame kliny. Element rzepkawy moze byé wykonany z polistylany
iub mo2e byé wykonany z polistylenu wzmacnionege metslem.

Jadnoprredzistowa pmtaza slawu kolanowago skiada sig 2 psobno zapakowanych elemantiw
udewych i pj do plastyki o stawowe] jednego
khykoia stawy kalannwngo Elemant udawy zostal wykonany z metalu pokryiego poroweta powloks
lub baz pawloki, Elament pezczelowy moe w calodcl byé wykonany I poietylenu fub 18 mode
skiadat sig z melalowsj tacki pisToreiows| pokryls) powioka porowata !ub bez powikl oraz
polietylancawego wiiady | slametiw ryglujgeych
Elemanty wykonane 2 tylanu i polletylenu sg zgodne z wymogami diagnostyki Dtrazowania
Reronansem Magnetycznym (MRI). Elersnly kobaliowo-chromows mogs wplywad na jakosé
obrazowBnia I wykirzystanism techniki MR,
PRZEZNACZENIEMBKAZANIA
Zoslaw <o catkowilej Iub jedropizedzialowe] plastyki stawu kolanowago wskazany jest do
SIOSOwaNIa w celu Zwigkszania motinoded pacjsnta, a lakze do zmnisjszenia bolu poprzez wymlang
powierzehni stawowsj Stawu kalanowego u pacientdw, U Kidrych jakodci koscl jast wystarczajaco
dubm sby uuzymaé elemanty
W STANACH ZJEDNOCZONYCH ELEMENTY Z POWLOKA POROWATA S4
DOPUSZCZONE DO STOSCWANLA WYLACINIE W TECHNICE CEMENTOWE.
WSZELKIE ELEMENTY BEZ PORGWATE.) POWLOKI NALEZY STOSOWAC W ]

o _TECHNICE CEMENTOWE.. _
Ca&owﬂa Iumsdnoplzedaebwa plastyka stawu kc\anowego powanna byc Wykomywana u pacientdw
w wisku ich mmaczne bélowe stawu kolanowege lub z mogno
uposladzong Scig tego stawu wy 1 kodcl i stawdw: pourazowym zapaienism
stawdw, reumalgidainym z.spalemem shawbw lub te u pacentdw, u kidrych wezadnisjsza plestyka
stawy kolanowsgn u z e tylka jednej
stroNy stawu [przedziat pr;ysmdkowy Iub bcczny} pawmnu sig przeprowadzic plastyke
jednap! , Cperacie Iub j plastyki slawy kolanowego nalezy

U miodscych pacientdw, tylko wowcras jesli wedhg lekarza openygeege korzyAd
wynikejgee 2 lakiego zabiegu jednozniezria przewyszejs ryzyko zwiazana z wiekiem pacjanta oraz
jedli pacjent ma ograniczone pelrzeby Zwiazane z aktywnosclq ruchowd | staw Kolanewy nie bedzie
prrecigrany. Dotyczy to szczegoinle cigzka upotledzonych pacpenlbw z zs]e(ym\ wleloma stawami,

dia kiorych stawu g0 mole HCE] POPrawy jakosci
2ycia

PRZECIWWSKAZANIA

Wymleniona ponizej cZynaiki g iami do j iub e plastyki

stawl kolanawego.
1. Czynne zaka2erie misjscows lub vogéinione.
2. Uirata tkanki kostag] lub choraby naul i & Iub Niewydalnosé
naczyniowa w zajgie] kohczynie mogace negalywnis wphynat na celowodt przeprowadzenia
zlhoegu {ng. brak migénlowych Strukiur wspierajacych wigzadia, neuropatia slawow),

3 niastabilnose przez utratg Strukiur chrzestno-kosinych lub
przez zerwania whzadel pobocznych,
4. Plastyka jednoprz: stawu jest u pacjentow. U Kidrysh

Stwiardza sig ZNaCNg UtwAIDNA, kudlawoit (Powy2e] 30') 1ub SZpOlEwOsE.
UWAGA: W chwill obacne] cukizyca rig jest przeciwwskazanien. Jednak z powodu 2wigkszonego
ryzyka powiklan pod postacia zakalen, wolnege gojenia sig ran ifp., lekarz powinien dokiadnie

ntact FDA/CDRH/OCE/DID at/g?RH-FOISTATUS@fda.hhs.gov or
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CUREZYGE,
TR?.EZENIA 1 SRODKI OSTROZNOSCH

U

. Ivmunty oraz Y probne h od rodhych pred nigdy nis powiney
by¢ wykorzystywans razem.

- Elsmentdw protezy stawu kolanowego nigdy nlé najezy wazceepia¢ powtornis. Nawet
jedlt Implant wydaje slg byé nlouszkotzony, 10 moga w nim pojawid sip mikroskopijne
wady prowadzace do uszkodzenis protazy.

* W celu dopasowania profazy, zawsze naleky utyvuc aigmentow probnych. E;ementﬂw
probnych nigdy nia nataty i
warczoplonia na stale. Elemanty pribne powinny mlac taky safng konﬂgumcw rozmiari:
juk odpawladajage Im implanty do wezezeplenla na state.

. nly naleky anl

+ Malaky unikaé wiercenla wielu otworow din gwozdzi yoh w
blizsze] czedci piszczeli, gdyz mote o negaty wplywat na wytroy & kOSTI
plszczalowe).

UWAGA: Ninigisze czyneiki ;azein lub asobino mogg nadmisrcie abriRad zajely kuncryng pr
oacjenc simi dotknign znapdljg Sio w geuee Zwigkszonego fyzyka meptrwodzena zabed, plasivi
1 Otyhost lub nadimierma masa ciats
2 Uigfka praca fizecina
S AktywenoSt sportows
1 Dusy poziom aktywnose fizyzne)
' Prawdapodotvenstwe upadkow
& Noduzywania alkoholu b innych substancyi psychoaklywnycl.
¢ Inne upodledzania
Ponadio czynmki wymieniong ponizer razem lub 2 0schnd ogg negalywei weiewss w
caghipzdzenie Sig Implantu,
1 Zaawahsowana osteopornzZa |ub $1aba jakadé koddéca
¢ Zaburzenm metaboliczne lub keczeme farmakologiczne o gziaiany UKEAoWYN prawalzace b
raczne) uiraty tkanks kostnej koniecznej do uirzymama implanty gnp ukezyoa ek
slerydowe, leki immunosupresyine ip..)
2 Zakaenia Migiscowe Jub Upgdiniene w wywiadzie
4. Dule znieksralcenia prowsdzace do niewasciwen Mocowaia L wmic suewmen
5 Gury tkanki kostnej ulrzymujacea) proleze
# Reakcje nadwratiiwoici na matedaly 7 kforyeh wykonana nplant (Np cement kisay, e
polietylen).
7. Reakgje tkankowe na korozZig implacie lub cigla oboe powslake @ S¥atek Zuzycii inglaty
B. Uposledzenie innych stawdw [nf. biodro luby staw skokowy).
C2qstsze niepowndzenia zabiegow rekansirukeji stawu knlanowego obEsrwus sig .1 pacenan
ciarpigoych ny porazenie konczyn dolmych, porazeniem mbZgowym oraz vhoradg Parkinsona,
JESUI EKARZ OPERUJACY UZNA, 7E REKONSTRUKCJA STAWU KOLANOWEGD JEST
NAJLEPSZYM ROZWIAZANIEM | ZDECYDUJE SIE WSZCZERC IMPLANT PACJENTOW!, U
KTOREGO WYRDZMIG MOZNAKTORYS Z WYZEJ WYMIENIONYGH CZYNNIKOW LUB, KTORY
JESE MLODY | AKTYWNY FIZYCZNIE, WOWCZAS NALEZY BEZWZGLEDME TAKa OSOBE
POINFORMOWAL O QGRANICZENIACH ZWIAZANYCH Z Wy TRZYMALOSCIA MATERIALOW
UZYTYCH W PROTEZIE ORAZ MATERIALOW UZYTYCH DO JEJ WSZCZEPIENIA TAK
FACJENT POWINIEN ZNACZACO ¢MNIEJSZYS LUB WYELIMINOWAC CZYNNIK RYZYRA
Pacjent w trakcie operacyi otaz w okresie popperscyjnym powinien by prowadzony wo sposib
wiasciwy dia swoGo obacnega stany | okoliczrnga. Poslawa psychiczns pacienta Oraz zaburzenia
cwigzane z meprzsrstlzegamem zalecer lekarza muga opoznié rekonwalescencig orazikit:
zwigkszyd prawd powikiaf dzenin protezy lub yo obluzowanie
Nadmierns eklywnosci bzyczna lub urazy reknnstruawansgn stawu moga wplynae e (eqo
wrradwezesne usZkodzenie, poniawa moga Spowadowad smiane uMiejscowiania mplanl, [Bgo
uszkoasenia lub preoedwezesne qoycie W ochwill obecne| przewidywalna diugosé okresi

ST
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Iki |ak waga oraz poziom al nogci fizyczne] Zraczace wplywaja Na Zywolnodei implantu
INFORMAC.JE DOTYCZACE UZY'
Pryadoperacyjnie
PRZED OPERACJA LEKARZ OPERUJACY POWINIEN PRZEDYSKUTOWAC Z PACJENTEM
WSZYSTKIE CGRANICZENIA PSYCHICZNE | FIZYGZNE, KTORYM PACJENT MUSI SPROSTAG
ORAZ WSZYSTKIE OGRANICZENIA ZABIEGU OPERACYJNEGG | IMPLANTU. Rozmowa
powinna dotyeryé ogr ji stawyu kolanowego ofaz
koniecznodei preastrzegania wskazéwek \akama w okfeswa pooperacyinym. szeyegdine fych
dalyczacych aktywnoda flzyczne] i wagl ciata,
Planowania przedoperacyjne oraz techniki i 1 alemantow
eatkowits] lub jednaprzedzialows] protezy stawu Kolanowega wc\uowafy na bazie dodwiadczenia
klinicznege uzyskanego w ciagu rozwoju wiele systemdw rekonstrukc)i calkowite) 1
go. Lekarz operujacy nie powiner do zabiegu
2anim dokkadnie n»e raplng siQ z tsdmlkq wsZCZBpiania oraz jgj ograniczeriami. Pewne metody
moge sig z czasem zmieniaé w Zwiazku r nowym doswiadezeniem klinicznym. Ocena Kliniczna
takich zrnign jest regularii pizedstawiana podceas kurstw szkoleniowych, w kidrych okresowe
uezestnictwo jest zakicans. Broszury oraz Himy 2 techrikami operacyjnymi dostgpna sq w lokaknym
przegstawiclelstwis firmy DePuy.

Warunki, Kioryeh nalely scisle w celu przapr 2abisgu itej lub
jednoprzedziatowej rekonstrukcji stawu kolanowego cbejmLis;
1. Zaawansowana choroba stawow w obrgble kedci 1 udowej iflub

rzapki i kodc udowej
Stabilng lub nadajace sig do rexenstrukeji wigzadia poboczna.

Firjologiczna lub moHme do skarygowania wo2enis osiowe

Nieuszkedzony mechanizm migdnia czwirgioweno i §ciagna podhclanowego.

Jedii kanieczne jest uzytie elamentu rzegkowego. wowezas kost rzepki must nadawad sig da
wazczepignia takiegn slementy,

Migdzyopavacyjnie

2Zaieca sig, aby w trakcie operacji pod rgka znajdowaty sig dodatkowe implanty, takle o rozmiarze
wigkszym | mniejszym i te, kidre planuje sie wykorzystad,

Impiznty naleXy odpowsdnio przencsid. Protezy moga by¢ przendszone przez personal
Zatoroaymi jalowyntl rekawiczkami chirurgleznymi. Zadnych elamentaw nie wolno dolykae twardym|
przedmictami. Porowatych powierzchni nig nelefy naraza¢ nz kentakt z tkaning lub mnymi
matergiami, Z kidrych moze uwsiniad sig widkno. Rutynowo preed kazdym zabiegiem operacyjnym
nalety warokowo ocenit elementy implantu, ezy nie 53 wadliwe lub uszkodzone. Uszkodzenia ILb
zmiany w slementach Implasiu mag byé przytzyng, nadmiemych obciazen. Takie uszkodzenia
moga doprowadzic do Znis2czenia calego implanbu.

N

W celu prreprowadzenia zabiegu Taleca sig d nich chirurgleznych.
Istotng jesl, aby lskarz lacy zapoznet sig z sig 7 takini instrumentami.
Uinzenia oraz przyrzady do cigcia powlnny by sprawdzone przad operacis, Instrumenty wypaczons
I L e magg p do uhotenia implantu | uszkodzenla pratery.

W oelu uzyskania windciwego mocowania protezy nalery odpowiednid oczydeid i przygotowat
powiarzchnig kogo,. Wyciecle kodci powinng byS matiiwis mae tak, by poTwalato na wszczapienie
implantdw. Nadmiermm wycigcie tkanki kestne] lub zbyt duza liczba otwordw w Kodéeu moze
wywolat zaburzenia mechaniczne araz resompcig kotei, co w rezullacia meie negalywnie wpiynad
Na wy ik pperacji 2 pewodu Obluzowania lub znieksZtalcenia implantu, W rakcie przygotowywania
powiarzehni kofcl oraz pozycjanowania alementow naiely zapewnit odpawiednie uiozenie,

Przod zamknigoiem, misjsce operacji nalely doklsdnie oczydclé z odtamkéw kostnych,
przemieszczonych kosci, comentu kestnego itp, Cisla obce w melalowaj lub plastikowej przestrzent
stawowe] mogs powodowad nadmisrne joj zuycie. Przemieszizane kogci lub/i ostrogi Kostne mogs
powadowac zwichnigcia fub bolesny | agraniczony zakres nichéw. Zakres ruchu nakszy dektadnie

sprawd2ié w celu wykluczenia spasowania, ni ub Wszellie
nieprawidhowodai nalezy odpowiednio skurygowac
Paoperacy)nia
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pestepowac zgodnie 2 przyjalym: standardami. W nkresie pooperacy)nym naley powczyt pacjentow
o ograniczenu aktywnosg,, aby chronic staw przed nadmiemym nbcrazeniem. Pacienta mnogna
zwolnit g szpilala do domu udzielajgc mu wyczerpujacych mstrukcii oraz petnych oswzeleds w
formie pisemney dotyczgeych cwiczen oraz leczenis, a takie ugreniczen akiywnosti fizyczne,
Zalete sig nkresowe wizyty kontrolne wiaczajac dagnostyke renigenowska w dokiagnegu
rozpoznania stanu stawu araz w dtuzsze] perspektywie w celu wykrycia zmian w ulodeniu i ksztaioie
clementéw lub ich pgknige. W preypadiy wykrycia kioregas z apisanych standw. pacients raely
dokladiia obsermowad w nelu wykrycia dalai postepuiace) denaneracii | ewentuaheg? Mrwazenis
operacii rewizyjnej
DZIALANLA NIEPGZADANE | POWIKEANIA
o najtzgsciej spotykaryeh dzigtan mieporadanyen | powkas cithowite) lb 2 ee e
phastyki Stawy kolanowega naleza
Cgélng
. Wezesne Iub pazne acie S8 kool sgmiE. pekmgon
Zziamane, daformacia lub Zutycie jednego 7 elemeniow protezy c2¢Sto zwiazant £ Czyanikam
apsanymi w punkeie OSTRZEZENIA | 3RODK| OSTROZNOSC! Obluzowame maze b
akie wywotane tiewtasciwym zamocowariam IUb ukozeniem elomentow.
Wrzesne lub poZne zakaZenia kidre Moga wymagad LSRRG prieTy o kire nooga
Prowad2ié 4o usztywnienia stawl
Bol, przemieszczenie, podwiChnIgGe, prZyKUIL2 Igigciowy DOfNiczony FaRMes TULhow o
wydluzenis aibo skrdcenia konueyny wywolane mewlasciwyin ulozeniom. sulusawanien: sis
ks zuzyciem elementow
Nadmierne zugycie elsmentow polistylenowych spowodowane Uszkodesniaimi elamenlor
wiowych w lrakcie operacy. luzne fragmenty cement kostnago uh fragmenty kosci arazilig
4uzy poziom aklywnosci pacienta lub nadmisrna waga ciaia.
Ziamama piszczeli lub kosei wdiowe). Migdzyoperacyine samania z 1equly wySigRoid w trakun
zubisgtw rewizyinych, u pacjemdw z deformaciami lub zaswansowang ostedporoza. Zamania
PoOperatyjis, 10 2 reguly Hamania wywolane przez aboialenis kodczyny. Ziamania maoga bye
wywolans uszkodzZeniami knsci korowe) w wyniku nadmiemne] liczby otwortw pad gwozazie
#ostne, wezesniejsze olwory na sruby lub niewlascwie poprowadzene kanaly 'UbA mewlascive
iubr niewystarczajace wozeme GeManty kustnego.
Zaburzenia SBrcowo-NACZyniowe oraz choroba Zaloowe-FAKLZEDIWG, WALZAIHI 7 ahrapgi
2ylng, 2ater plucny | zawal serca.
Raskoje tkankowe, ostacliza iflub obuzowanle wmplartu wywolane kuo?jg metaiu
radwrazliwestia Iub fragmentami odiarmkdw powstatym w sKutek zubyga lub Tragientos
Wiznege vementu Kostnego
Zapalenia migHi kastisEUe, s7Czegdinie u Mgtazyzn 2 o7rostowym sapalarien stawiw
ogramiczonym przed operacig zakresern ruchdw lubi wozesnigjszym zapafeniam miesm
Czesladt zapalenia migsni kostnisfgoegn zwighsza sie w prrynadky wizeshieiRayoh openach
Oraz ZEkaZsh W wWywiadzia
Moiwe poraZenie nerwu sirzatowsyo w wyniku bocsnn) ednoprzerssbowe ekons: gk
stawy kolanawego
We2080e pooperatying
1 Krwiak
2. Dpazniong gajene s ran lub ich rassign.
2. Szpntawod-hoslawase
4 Zapadamis sie zwigzane 7 zastosowanier wezysth clentemiw poictylens
Pézne popperacyine
1M zakras ruchu wywolany ni ot Ik We2ene:m e e

o

=

Wy

lubii
2. Zwapnienis lub skostnianie okolostawowe 2 lub hez ogramitzenia ruchomuic siaw
3. Zlemanie rzepki w wyisku nadmiemago nacsku Lib ninzarmierzonegn osiabvti w ke
apearacy
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przaz rimice w dhugodci konczy!
Czgatodé | naslionie powikiah w pln!yc- ) lub | stawu
kolanowage Jost wighkara w nkk w Czestymi pi
82 wybdv nisjsca wyclecia lubs Brak tkanki kn-tnu] W przypadku nparaql rewizynych naledy
spodziewad sig wydlu2enago czasu trwania zabiegu, wigkszego ryzyka zekarenia, zatordw pucnych
Iub krwiakow.
SPOSOB DOSTRACZENIA
Elementy do plastyki catkowitaj | jednoprzedzistowej stawu kolanowego dostarczone sa w stanie
jahowym w osobnych opakowaniach Ws2ysikle elementy metaiowe sa sterylizowane
promien e, E\emanty y motng  sterylizowad plazma  gazowa lub
na opakowaniu zewngtrznym. Elemanty naledy wyjaé z
opakowania smsuﬁc sne do standardowsj procedury aseptycane], ty\lm wowczas, gdy istrejs
pewnose, co do wymagenego rozmians Dotyczy Jebll
slement jatowy ulagnis zanisczyszczeniu, lscz w opinil Iskarza nadaje siy do dalsrage ubytku,
tukl smplant nalety oplukat | wystarylizowsS przed wszczepleniem zgodnle z ponlisza
instrukcla.
Elerenty i rzepkowe z UHMWPE B3 osobno w starie jatowym.
Elementy nalery wyjac z opakowania stosujac slg do slandardcwa] procedury aseptyczne], !ylb«:
wowczas, gdy Istnigje pewnost, oo do
naluzy sterylizowat ponownie. Cotyczy slementéw pustyianuwym NIE WOLNG UZYWAC, JEsLl
OPAKOWANIE JALOWE WYDAJE SI£ BY¢ USZKODZONE.
PLUKANIE/CTYSICZENIE
W el namoczemia implanly nalely ulywat wody destylowaney lub soli fizjologicznej w
lemperaiurze pokojowe]. Implant nalety zanurzyd na co najmnie 5 minut Produkt nalezy
natyehmiast osuszyé. Przed sterylizacia implanl nala2y dokladnie obejrzed
STERYLIZACJA (dotyczy wylacznle elementéw matalowych)
Jedl sterylizacia jest wymagana, wowezas zaleca sig naslgpuiace paremetry zgodne £ nonng
Poziomu Wyjatowieniz SAL {Sterility Assurance Level) 10-

Metoda Cykl Temparatura Cias akepozyc)!
Para Przed-prodniowy 132°C 10 minut
UWAGA: Nale2y spfawdz\é kadg pnx;edurg sleryuzacwnq <zy jest odpawiednia. Bardzo waine
jest to, aby persenel
Sprawdzed paramatry procesu w kazdym oraz w ji ed2nych

abcigker lak. aby zapawnié procesowi sierylizagi wmrygndnnsc i powtarzalnods. Jedl odpw\edrue
przapisy zezwalaja, mo2na przeprowadzié sierylizacie byskowa,
UWAGA: Elamantéw polietylenowych nle natety aterylizowad ponownia

SLOVENCINA NAVOD Na POUATIE

UPQZORNENIE: Faderhing rdkony (USA) prodaja te|to ha na

lekra alabo na lekirsiy predpls.

OPI3 POMGGKY

Totalna endoprotéze kolena sa skiedd Zo samosialne balensho femoraineho, tibidinsho 2

pateldrneha komponenty. Tielo komponenly S0 urdené na nahradu prirodzenshe arbkuldmeho

povichu ketennehe klsu, Famardiny komponent je kovovy implantat s pordznym poviakom alebo bez

poviaky. Tibidlny kompanent méde byt Listo polystyldnovy komponent, pripadne sa mé2a skladat z
5 PONOZNYm alebo bor poviaky, polyetyldnove] vie2ky a

fixatnych tov. Miektons k L maji drieky aleba r Kliny.
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polvetylénovy komponent.
Protéza gasti kolena Unicompartmental sa skladd zo samostelne balensho femaralneho  tibi@nens
kompenentu, kioré su urend ne nabradu prirodzeného artikularmeho povichu kondylu kolennéby
klbu, Fernorainy kamponent je kovovy s pordznym poviakom alebo bez poviaku. Tibesny kempansnt
mitide byt gisto z polyetylénu slebo sa méke skladat > kovového thidingho zisohnika & porGzmym
poviskom alebo bez povsku, poiyatylénove] via2ky a fixsénjch homponentay.
Titanové a polyatyléncva komponenty si = metadon W prostradnistven
magnetickej rezonancie (MRI). Komponenty obsabujice kobalt & chrfim mdan kvalty snlmbey
zigkane] metodow magneticks] reFanancis narudif
POUZITIE A INDIKACIE
totainou alebo diastoénou artroplastikou knlena sa nahrarza poskodeny katenny kib, Zim 55 ~vysure
mobilila @ znizuje bolestivost u tycht pacientuv. kiorjeh dostatodne zdravé kostng teanwo dév.
pradpoklad na saravne osadenie a stabiliu |mp\antﬂvanycn koemponantov.
: SPOJENE STATY POVOLILI POUZITIE TOHTO KOMPONENTY S PORGZNYM
POVLAKOM LEN NA CEMENTGVANU FIXACIU.
VEETKY KOMPONENTY § NEPOROZNYM POVLAKOM 51 URCENE IBA NA
GEMENTOVANL FIXACIU.

Skupmu Cakatelow na totalnu alehu ciastoénu nahradu kaotena tvoria slardi pacient so sioe
alsbo tafko postib kibom r osteoariiticy. pust-traumaticke] Ariit

reumataidnaj artritidy alebo z\ynann pracchadzaiceno implanétu. Cakataha ma Giastoe

artroplastiku kolena maji postihnutu sba jednu stranu Kby {madiaiu alebo lateratn fasf). S

celkovou alebo dastodnouw ndhradou ko\ena sa u mhadiich pacientoy md2e evaZoval. ak podia

~azoru chirurgoy prevas jedneznaéna indikacia implantacie totainej alebo Siastonej nahrady kolena

nad rizkami spojenymi s vekom pacienla a moZu sa spinif obmodzujlice poiadaviy lykajice sa

aklvity a zaraZovania kolenného klbu. Patria sem pacienti tasko posthnull rozsiahtyim othoreniin

kibouého Usirojenstva, pre kiorych riepdenie hybnosti kolenneho kiou maze viest k afiakavanem:

wiznamnému zlapsaniu kvality Zwota

KONTRAINOIKACIE

Celkovd alebo giastotng nanrada a kontramckuye v nagieteucn prpéadicl

Akiitna ipkalna aieho celkova infekcia

2 Ubylok kostndho tkaniva alebo  svalslva, oslecpordza, lahy  siupet  slnrdsinm
nouromuskulameho alsha vaskdidmeho s@vu v postihnule] kondatine, kiny vedie &
neopoedstatnenost procedlry (napriklad chybajuce svalové a vazivove podporng thermr: aleln:
neurogatia klbul.

3. Tazka nestabilita nasledrom pokroéiihe byt ostenchond e, Sroktury sebe necelistost.
kolaterdineho vaziva

4 Grstolnd ndhieds sa kontaindkupe o pacentoy s fadkoe (nad 307 v defomnlu,

vyboZenim alebo vbozenim

POZNAMKA: Cukrovka 58 v a0dasngt dobe stale nepuvaiue o3 konlraindikdon, Avsak 2 ddvon
avySendho ozika komplikdci, ako napriklad nfekcie, pomale hopenie rdn ale.. musi lekdr
pacieniov s fazkou cukrovkou starostive zvazit, £ wymsnu kolenneho klbu oporudi
UPQZORNENIA A PREVENTIVNE QPATRENIA

UPQZORNENIE:
+  Nikdy sa neama i a i K od réznych vy
implantadnych systdmoy.
. Kamporlemy enﬂnprutezy kolana sa nlkdy nesmu - A ko? Ba
javi ako Ak ¢, mdie maf kazy, ktoré by mobli viest k jaho
zlyhaniu.

Testovecls protézu poudite vidy iba na testovacle Gtaly. Testovacie protézy nikdy
neamy ohsahovaf Eiadne Komponenty uréend na tryail Implanthciu, Testovacle protézy
musia mat ti iatld konfiguraZni valkost ako zodpovadalice komponenty, ktoré sa budi
trvale implantovaf

* Nljakym jre a
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UPOZDRNENIE Nasiadujuce podmienky, bud osobitne alebo subefne, prispievajl %
nepriaznivémyu zalaovaniv postionutej konZaliny, &im sa pacient vysiavuje zvyfendmu riziky
Zlyhania nahrady katennsho klby:
nadviaha alebo obezita paciknta,
fyzickd praca,
aktivne dpertovanie,
wysoky slupen aklivily pacienta,
pravdepodobriost padoy,
alkahoiizmuys alebo drogovs zavislost,
iné prigadné zdravotné postinutie.
Okrem vyEfie vvedangho modu, jadnotivo alebo subezne, nepriazniva ovpiywnit fdciu implantatoy
%olanne] nahrady aj nasiecujooe fyzickd podmienky:

1. Pokrodild ostecpordza alebo siabé KVBMB kostndho lkamva

2. poruchy | alebo lie2ba, kloré vedi k progresivnemu
Zhorkovaniu opory kompakine] koSl pre implantat (napr. diabatas mellitus, lieéha steroidmi,
imunosuprestvami atd.).
Casto ppakované celkavé alebo Iokalne infekcie.
Tazke detormity vadiice k narugeniu fixdcle alabo nesprawvne] polohe implantatu.
Nédory v Struktirach podpomsj kasti.
Alergleka reakcie na material impiantatay (naprikiad kostny cemant. kov, polyetylan).
Reakcia okalitéha tkaniva na korszil mplantdiu alabo jeho alemky ndsledkom opalrebenia.
Postihnutis inych klbow (1. j. bedier alebo Zlenkov).
Wy32[ wpskyt zlyhaniz i s vykazule u ikov 2 pacientov 8 celebrélaym ochmutlm
alebo Parkinsonovou choroboy,
POKIAL CHIRURG STANOVI NAHRADU KOLENNEHO KLBU AKQ NAJLEPSIL DOSTUPNU
MOZNDST LIEGBY A ROZHODNE SA PRE POUZITIE TEJTO ENDOPROTEZY U PACIENTA.
KTORY SPLRA NIEKTORU Z VYSSIE UVEDENYCH PODMIENOK ALEBC U MLADEHO A
AKTIVNEHD PACIENTA, JE NEVYHNUTNE, ABY PACIENTA OBOZNAMIL S T'?M, 2E
MATERIALY POUZITE PRE TUTO ZDRAVOTNICKU POMOCKU A JE) FIXACIU MAJU URGITE
WEDZE PEVNOSTI A PRETD BUDE POTREBME. ABY PACIENT PODSTATME ZREDUKOVAL
ALES0 ELIMINOVAL KTORUKOLVEK 2 VYSSIE UVECENYCH PODMIENOK.
Chinirgickd a paoperatnd stamstiivos! 0 pacienia sa musi vykonaval € patrignym ohfadom na
vaetky exlsiljice podmienky. Psychické (a2kosti alebo peruchy, KIoré u pacientov vedo k
nedodr2lavaniu prikazav ekara, ma2u prediiit obdobie pooparaine) rekonvalescenci alebo gl
rziku nepriaznivehe vysiedku vralana ziyhania implantsty alebo jeho fixacie
Naumermd fyzicks aktivita alebo vystavenie ndhradniho kibu oirasom me2u spésabif zmenu polony,
Zlomening alaba opotrebovanke kolenne] néhrady, a lak pnspm'r k jei pnadcasnernu 2Zlyhaniu. ¥
aiéasnost nle je prasne
kolenmého klbu. Pecient by mal byt informavany o Iom o fakmry ako lakasnd himotnos 8 oroved
fyzicke] aktivity md2u wznamne ovplywnil opotrebovanie implantaty.
POKYNY A INFORMACIE
Prad apariciou
CHIRURG BY MAL S KAZDYM PACIENTOM ESTE PRED OPERACIOU PREBRAT VBETKY
SUVISIACE FYZICKE A PSYCHICKE OBMEDZENIA A ASPEKTY TYKAJUCE SA
CHIRURGICKEHO ZAKROKU A PROTEZY (PROTEZ). Rozhovar by 53 mal tykal obmedzeni a
motnych nasledkoy spojenych s implantaclou nahrady klbu a potreby riadit sa prikazmi chirurge po
operdcii, ngjma s ohfadom na paciantovy aktivilu a hmolnost
Predoperainé plénovanie a operainé lechniky implantacie kompononlov teito celkove| aisbo
giastolnej néhrady kolennsno Kby sa na zakiade praze
2iskanyeh v prisbenu vivala valkého poliu celkavych alabo lastefnych protéz kolana Chlmgawa
nesmi zalal klinlcky pouzival protézu kolenného klbu, poklal sa ddkladne neoboznamili s
konknéinau technikou implantovania. Nisktord metédy so métu dasom a nagobudnutym| klinickymi
skusenosfamt menil. Kriické posudzovanle takyehto zmien sa prezentuja na pravidelne
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videonahrivky s operatnym technikany poskytuje spoloénosi BePuy.

Musia sa prisne sledovat nasleduice nevyhnuing predpoklady pre totalau Alabo ¢

kalernéno klbu

Zavagng artriticke ochacenie tbne femordneho alebo putearmo-femoralneh pisr .

Stabilng aleo rekondtrukeig schupné kolaterdine vizrd

Fyziologicha alebo obnovitelna suosost

Neponusend mechanizmy SivoMlavého a Zakolennéhy

Ak sg pldnuge poudd patetdry komponent, patelarmy kval gt Iyt

patelamgho komponont:

Potas operacie

Cudporuda sa. aby ball pocas cperacie Kk dispesicii dd\:.we implactaty vrEkane v

velkosti v poravnani s mplantatm, klo sa majll pou

Je povinna spriveg nanipuldcia s implantétri. 5 tyrmtn Profezan reze manipuloval ivis persaos:

v chirurgickych rukaviciach. Zracny komponent sa nesmie dostal do kontaktu s turdgmi pradmenn

Porgznae povrchy nesma prist do kontatku & tkaninami alebg ingrmi materislim wvoliulcn vlaknes

Kazddy implaniovany knmponent sa pred pouitm musi beZng pohiadorm skontioiovar, aby sa cistii

pripadné kazy. Pogkadenie alebo zmeny akshokolvek Implantovanéha KomMponantu mezu spasobr

zufarenie slebo defekly, klor by sa mohli stal hlavnou priginey zlyhania implastatu

Pri vykore tgjin operdcie sa odporuda poudilie Uritych Epecisinych chiurgickych nastinjow

dBloZite. aby sa preskidata manipuldcia s lymito nastrojmi s ich poulite - Nastroje na Frstenic

arientécie A rezu 54 musia skoptrclovat edte pred operdciou. Chnutd slebo podkodens nastrop:

mozu west k nespravnernu osadaniu implantdty a jeho nastednainu ¢lyhanu

Pie dosiahnutie dostatodne) fixdcre protézy je dblefitd, aby sa povichy kosti dokladne afisth «

pripravili Malo by 3 odstrani len také mnorstyo kosl kioed je nevyhnutne no umiestners

implentdicy. Nadmem# oostranenie kosti alebd pouibe chylofns velkeho potlu wverek na

npevnenie nastrojov mize viest k mechanickému napatiu 4 raserpen kostl 8 nédsledném zlyhanu

celej procadiry 7 dvodu uvolnenia aleba deformacie impigntatn Pri priprave povichce koslé o

umiestAovani kemponentoy 5a mus| 2abazpadit SPrAVIE SMmErovarit

red udavretim sa musi cperovang miesio starcstlive olistit ad (lomkov kosti, eklopicke] kush

Agpotrebnano kostnélo cementu ad. Cudzie 2astica na styfnej artikubare] plochs kaviplast mozu

spbsobit je] nadmerné opolrabenie. Tklopickd kos! alebo astré vylnalky kostl mé2u viest k dislokdc:

pripadne bolestivamu a nbmedzenamu pohybu. Kontrolou pohybového razsanu by sa mele adhali

a v pripade potreby napravit nespravae provanie, nestabilila alebo nardzanie mplanldin

Po operacii

Je snormne ddledné. aby paciant dodrziaval pokyny 8 upozornema svojho chirurga. Pooperaing

starosllivost sa musi riadi{ pnjatymi postupmi. Po operacii $2 musk pacient upuzomit na to, aby kol

uchrane nahradaného klbu pred zbytofnym zafalovanim reguivat stupen svoje] fyzicke] akbuty.

Pacignt by mal pri prepusteni 7z nemocnice obd2al kompietné pisomngd pokyay 2 upuzermnEnis

tekajice sa cvizeni, lerapie o akychkofvek syojich aktlelt. O i1 52 nislaare

penndicke kontraly vratane rantgenowych vylstrend, aby sa viaka starostivemu porow is

predchédzajiom pooperalngm slavom mohli ziskal dihodobé Udaje o zmenach v polofe,

svolfiovani, nhybari aiebo praskiuti kompenentov, Pri odhateni niektorého £ Heino stavov by ~a

mali pacients starostiivn stedovat o mali by sa posidit moFnask dakisho zharsovania stav a wyhody

véasnej revizia

NEPRIAZNIVE VVSLEDKY A KOMPLIKACIE B

W celkove| alobo Ciasloinej artroplastice kolenmého Wb <a anjdaneise wRhptu o slUga e

napriaznivé vystadky 8 komplikacie

veobacng informacts

1. Prediasné alebo naskorsis wvolnenie, tibding pokles. onnutie, prasknutie. konenna

daformécia alebo opolrebovanie niekiorého z protetickych kemponentow {aste suvisiace s
falktormi vymenavanymi v dasti UPOZORNENIA A PREVENTIVNE OPATRENIA Lualngnie =i
mize wyskytnlt aj naskedkom nespravne] fixicie alabo umisstnenss
Poliatoéna alebo pokrodila nfekc, klara si mdde wwZiadal odstrdnenie imp-
aArtrodésu

ntact FDA/CDRH/OCE/DID at CDRHEFOI@T;;&TUS@fda.hhs.gov or
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alebo skritenie konEeliny spdsobené nesprdvnym umiestnenim, uvolnenim alabo

opotrebgvanim komponentay.

Nadmemé opotrabanie polystylénovych komponentow z ddvadu poSkodsnia femoraineha

kpmponentu potas operécie, uvofnenych Eiastotiak comentu. pripadne kosti alebo z divedu
pacismousj vysoke] fyzickej aktivity 8 hmotnosti.

ZIomenlny tibie alebo femuru. Zlomeniny pofas operacie sa obvykle spajajd s reviznou

akebo pekrodilon Gsleoperizou, Zmeniny po operdcii S0 obwykle
zlomeniny Z Unavy kostl. Ziomeniny méku vzniknal naskdkom defekiov v kortexe z ddvodu
viliiohe poftu otvorov pre klince, predchédzsjocich ofvorov po skrutkdch, nesprawne
nasmergvandho roz&irovania ofvoru, pripadng nadostatodnéno alebo Zlého rozmiastmenia
kostného cemantu

Kardipvaskularne a tromboembolickd ochorenia vratane tombdzy iy, piicnej embolie akebo

infarkiu myokardu.

. Reakcle okolitého tkaniva, osteohiza alabo uvofnenie implantatu spbscbend kerdziou kowu,
alergiou alebo opotrebovanymi vlemkami, pripadne uvclaenymi tiastodiami cemantu.
Osifikujica myozitida, zwid8l u mulov s hypertrofickou arlitidou, obmedzenym
predoperatnym rozpatim pohybu alebo predodlou myozitidou. Viskyl osifikujice; myozitidy sa
ZvyiLje pri Eastom opakovan| pradchédzapscich operacil a v pripade infekdii.

9. MoEnoat nervove] paralyzy ttka po arroplastike laterains 2asti kalena

VEasne po operaci
1. Hematém
2 Pomald hajenis rany alsbo jej otvorenie.

3. Deformita — vybocenie alebo vbodenie.
4. Pokles spojeny so vietkymi palykompanentmi
Neakér po operaci
. Nedostaiolné rozpétie pohybu z ddvodu nespravnenc vyberu pripadne umiestnenia
kemponentoy, nardzania alebo periartikuldmey kalclfikacie.

b

=

W o~

2. Perianikutéma kalciikacia alebo osiflkdcia s moZnym prekazanim v pohyblivosh lbu
3. Palglama zlomenina sko nasladok nadmemého nepitia elebo mimovolného oslabenia pofas
oparacia.
4. Zhoriania p s | glebo vou kandatinou ¥
alZke noh,
apcjend 3 calkove] @ nahrady klbu byvaju
caste)din a pri rych ako K beznym 1 patri

umlesinanie rezu a staba kvalita kostn$ho tkaniva. Pri revlznych postupoch sa predpoklads dingi
operatny tas, vyddie rizlko infakeie, plliens] emboie alebo hematdmu v chlask rany.
SPOSOB DODANIA

Kompenanty loline] a Slasiodnej nahrady kolennaho kibu si baiend samostatne a si dodavand
STERILNE. Véetky kovové komponenty sa steriizuja afarovan(m. Polyetynove komponenty sa3
mazu slerilzoval plazmavym plynemn alebo m podla pokynov ym na atikete ohaiu
Obal odstrafite priatym sterilngm postupam a2 po tam, & sa slanovila speauna velkos! komponentu
Len pre kovovk komponanty: ak sa zisti, ie steriiita implantitu je oslabend, aviak podfa
rozhodnutia lekira je implantit -in stila vhodni nn plinovand poufitle, mus sa prad

¢ v silade &

Tibiging a pateldme komponenty ysoknmmekulémaho polyatyldnu (UHMWFE) si baland
samostatne a s dodévené STER\LNE Oba! odstrante prijatyrn starilagm pcsmpom a¥ po 1om, &o
58 stanovila sprévna vefkast komponeniu. Pelyetylfnove komponenty sa movia
sterilizovat. Pra polyatyléncvé kom) nenly AK SA ZDA BYT sTEalLNE BALENIE
POSKODENE, KOMPONENTY NEPOLIZP
OPLACHNUTIE A OCISTENIE
I plantét namodte do sterlinej vody aiabo tyziologického roztoku zbove teploty. Implantat musi byl
namodany minimaine 5 minul. Bezprostredne po vybrali implantdl osufte. Prad samotnou
storilizagiou implantat pozome skorinchute,

ntact FDA/CDRH/O?;_&]DID at CDRH-FOISTATUS@fda.hhs.gov or
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Ak e polrebnd steriliZéca. odponidajd sa nesledovne paramelre piamé pre urven slenite” =0
1
Metida Cyklus Teplota Cas expozicie
Para Podttak 1320 10 minkst

POZNAMKA. Musi sa primerane adskiSar dostatofnost deného postupu stenlizace. Z déwodu
zrabezpadenia spofanli i 2 reprodul osti posiupt sterilizdce e
rozhodujuca, ahy prisiudné parametre postupu pre kadé jedno swerilizadng zariadenis
konfigurdew produktdavks posudili a patwrdil osoby, kioré su Skolené & kvalifikovang pre procesy
stenlizacie. Podla potraby $a mdfe wykonal stedizacrs cyklom FLASH v sdlade s speciticky:
zésadami ochrany zdravia

UPDZORNENIE: Poiyety komp

znovu nasterifizujte.

ntact FDA/CDRH/OCE/DID at CDRﬁ-FO}?;ATUS@fda.hhs.gov or
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BEDEUTUNG DER SYMBOLE

SIGNIFICATION DES SYMBOLES
INTERPRETAZIONE DEI SIMBOLI

INTERPRETACION DE SIMEOLOS

INTERPRETAGAO DE SIMBOLOS

EPMHNEIA SYMBOAQN

BETEKENIS VAN DE SYMBOLEN

BETYDNING AF SYMBOLER

FORKLARNING AV OLIKA S5YMBOLERS BETYDELSE
SYMBOLIEN SEL{TYKSET

VYSVETLIVKY VYRAZ( A SYMBOLU

MAGYARAZAT A HASZNALT JELEKHEZ ES KIFEJEZESEKHEZ
ZNAGZENIE SYMBOLI | TERMINOW

VYSVETLENIE TERMINOV A SYMBOLOV

ntact FDA/CDRH/OCE/I?}I? at CORH-FOISTATUS@fda.hhs.gov or
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Material
M ATL Material
Matérian
Materiale
Material
Material
Y KO
Materigal
WMateriale
Matenal
Mateviaali
Matarial
Alapanyag
Materiat
Material

ntact FDA/CDRH/OCE/DID at CDRHEFOIﬁ@TUS@fda.hhs.gov or
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QTY Quantitat
Quantité
Quantita
Cantidad
Quantidade
Mogotrra
Aantal
Kvantum
Kvantitst
Lukurnérad
MnoZstvi
Mennyiség
Hodé
MnoZstvo

o Sterile Gas Plasma
Sterile | GP Sterles Gas-Plasme

Plasma gazeux sterlle
Sterile, plasma gassoso
Estédl Gas Plasma
Plasma de Gés Estén|
ANoOTEPWLEVD Le MNAdapa Aeplou
Sterlel gasplasma
Steril gesplasma
Steril gasplasma
Kaasuplasmalla sterlisoitu
Sterilovéne plynnou plazmou
Steril gdzplazma
Wyjalowiona plazma gazowsg
Steriing plynind plazma

ntact FDA/CDRH/OCE/}RED at CDRH-FOISTATUS@fda.hhs.gov or

,,,,,, PG R b R A ek - e



bcessed underﬁ?h\ I?equest # 2015-2554,;-Released by CDRH on

Hersteller
Fabricue prar
Manufactured By: o=
. |- abricado por:
Fabricado por
flapaure s
Fabrikant,
Fremnstilles af:
Tillwerkirz
wvalmistaja
Wyrohe
Gyano:
wWyprodukowane przes
wyroherie

- Size, size
s'ze I sz GroBe, grofe

Taille, taille
Dimensiani, dimensioni
Tamnafo, tamafio
Tamanto, tamanho
MéyeBog, pEyedog
Maat, maat
Storrelse, storratse
Storlek, starlek
Kaoko, kokn
Valikost, vei
Réret, méret
Rozmiar, rozmiar
Welkost, veTxost

ntact FDA/CDRH/OCE/DID at CDRH- FOISWUS@fda hhs.gov or
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Kobalt Chrom
Chrome Cobalt
Cromo Cobalto
Cromo Cobalto
Cromo Cebalto
Xpapo Kopaine
Kobalt Chroom
Kobalt Krom
Kobolt Krom
Kobotttikrami
Kabalt Chrorm
Kobalt-Krom
Kobal/Chrom
Kobalt chrém

T Titaniurm
Titan

Titane
Thanic
Titanio
TitAnia
Tirgwe
Titaniurn
Titaniurm
Titanium
Taani
Titan
Titanium
Tytan
Titan

ntact FDA/CDRH/OCE/DIH% CBRH-FOISTATUS@fda.hhs.gov or




YIENE
Palyethiylen
Falvéthyléne
Poligtilen:
Poliatilena
Poligtileno
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NaiuaBuhévio
Folyathylsen
Polyetylen
Polyethylens
Polyatoeni
Palyethylen
Polietiler:
Polietylen
Prbypiykan

Remaove after tray impaction

Nach Schalenkondensation antfernen
Otar aprés I'impaction du plataaw

i Rimuovers dopo aver IMpattato # piatto

: Retirar después de impactar la handeja
Ramovar apos impaceia do prato
AparpECTE TO WETA TY EVOPAVIGN Tou Siakon
Verwijderen na plateau-impactie

Fjarnes efter bakkesammeanpresning
Avlagsnas efter brickans inférande
Poista tarjottimen asennuksen jalkesn

Pa zaklingni misky odstranit

Tavetitsa el a talca beillesziéset kovetden
Wylat po osadzeniu tacki

Odstratte po stlaleni plamicky

ntact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or
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NICHT VERWENDEN, WENN VERPACKUNG
BESCHADIGT
NE PAS UTILISER S| | EMBALLAGE EST ENDOMMAGE
NON UTILIZZARE SE IL CONFEZIONAMENTO NON E
INTEGRO
NO EMPLEAR S) EL PAQUETE ESTA DANADD
NAD UTILIZAR SE A EMBALAGEM ESTIVER
DANIFICADA
NA MHN XPHIIMOTIOIEITA EAN H IYEKEYASIA
EXEIYTCETE! ZHMIA
NIET GEBRUIKEN INDIEN DE VERPAKKING
BESCHADIGD 1S
MA IKKE ANVENDES, HVIS EMBALLAGEN ER
BESKADIGET
FAR EJ ANVANDAS OM FORPACKNINGEN AR
SKADAD
EI SAA KAYTTAA, JOS PAKKAUS ON
VAHINGOITTUNUT
NEPOUZIVAT. JE-LI OBAL POSKOZEN
NE HASZNALJA, HA A CSOMAGOLAS SERULT
NIE UZYwAG, JESLI OPAKOWANIE JEST
USZKODZONE
NEPQUZIVAJTE, AK JE BALENIE POSKODENE

ntact FDA/CDRH/OCE/D'L'I)Tt CORH-FOISTATUS@fda.hhs.gov or
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EXHIBIT 2

List of Part Numbers, Descriptions
And Engineering Drawings

Ce00026
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796:4118
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List of Part Numbers and Descriptions
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79’@&148
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Sigma Femoral
Adapters

Product Code Description
96-0781 Sigma Femoral Adapter, 5
96-0782 Sigma Femoral Adapter, 7"
96-0783 Sigma Femoral Adapter Bolt, Neutral
96-0784 Sigma Femoral Adapter Bolt, 2mm Offset

GCU000Zs
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79d4é171>8
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REPRESENTATIVE ATTACHING COMPONENT PARTS
(b) (4)

GO00GR3 ) 4]
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-99’;-\81 18
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(b) (4)

CU0OGS

1270
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)

000031 m
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)

CU00G32 _
11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)

0000633 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Engineering Drawings

0000034 124
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
9200 Corporate Boulevard
Rockviile MD 20850

JAN 18 1996

Mr. John D. Ferros
Regulatory Affairs Specialist

Johnson & Johnsci |

325 Paramount Drive RECEWED
JN 2 0 1988

Re: K952830

Raynham, Massachusetts 02767-0350
Darwin Knee System (TC3, Stabilized) LREGULATORY AFFAIRS
Regulatory Class: II
Product Code: JWH
Dated: October 10, 1995
Recelved: 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). This decision is based on
this device being equivalent only 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 labeling for this device, including package
label and labeling 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 .\{1
accordance with the investigational device exemption Z
(IDE) regulation under 21 CFR, Part 812. All users 00154
of the device for non-cemented fixation must receivg()
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. John D. Ferros

approval from thelr respective institutional review
boards (IRBs) 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 BOO to 895. A
substantially equivalent 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 anncuncements concerning your device in the
Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, 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 device results in a classification
for your device and permits your device to proceed to the
market, but it does not mean that FDA approves your device.
Therefore, you may not promote or in any way represent your
device or its labeling as being apbroved by FDA. If you
desire specific advice regarding labeling for your device in
accordance with 21 CFR Part 8§01, promotion, or advertising
please contact the 0ffice of Compliance, Promotion and
Advertising Policy staff (HFZ-302) at (301) 594-4633%. Other
general information on your responsibilities under the Act may
be obtained from the Divisicn of Small Manufacturers
Assistance at their tell free number (800) 638-2041 or at
(301) 443-6597.

Sincerely yours,

C &

«(A-Kimbe C. Richter, M.D.
Acting Director
Division of General and

Restorative Devices

Office of Device Evaluation 2707
Center for Devices and
Radiological Health 0000155

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

dooil

Rockville MD 20850

Dina L. Weissman, 1.D.
Legal Consultant, Regulatory
DePuy, Inc.

700 Orthopaedic Drive
Warsaw, Indiana 46581

Re: K040281
Trade/Device Name: LPS Mectaphyseal Sleeve
Regulation Number; 21 CFR 888.3560
Regulation Name: Knee joint patellofernorotibial polymer/metal/polymer semi-
constrained cemented prosthesis
Regulatory Class: 11
Product Code: TWH
Dated: June 1, 2004
Received: June 3, 2004

Dear Ms. Weissman:

We bave 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
gencral controls provisions of the Act include requirernents for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classificd (see above) into either class II (Special Controls) or class IIl (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 conceming 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
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

0000156 27

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
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forth in the quality systems (QS) regulation (21 CFR Part 820); and 1f applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(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 801), please
contact the Office of Compliance at (301) 594-4659. 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/dsma/dsmamain himl

Sincerely yours,

" Witten, Ph.D.,
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

D.

Enclosure

0000157 sy
yags

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



Records processed under FOIA Request # 2015-2557; Released by CDRH on 1b—06—2015

DEPARTMENT OF HEALTH & HUMAN SERVICES

_ Hotu\ce >AA$ RH’DPL/Q

Public Health Service ,
Food and Drug Administration
Memorandum

From: Reviewer(s) - Name(s) o
1/ 051¢

Subject:  510(k) Number__ OQ) g .

To: The Record - It is my recommendation that the subject 510(k) Notification:

CIRefused to accept.

DRequires additional information (other than refuse to accept).
BALs substantially equivalent to marketed devices.

[CINOT substantially equivatent to marketed devices.

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

[ No Confidentiality E Confidentiality for 90 days

Predicate Product Code with class:

. Is this device subject to Section 522 Postmarket Surveillance? DYES NO
Is this device subject to the Tracking Regulation? Oves NO
Was clinical data necessary to support the review of this 510(k)? CIves b No
Is this a prescription device? MvEs O No
Was this 510(k) reviewed by a Third Party? Oves &4 no
Special 510(k)? KAvEs O No
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Oves & no

Truthful and Accurate Statement DRequestedK] Enclosed
B A 510k) summary OR [JA 510(k) statement
L] The required certification and summary for class Il devices V4.

lﬂ The indication for use form

N

Combination Product Category (Please see algorithm on H drive 5 lOk/Boiler§)

Animal Tissue Source 1 YES ElNo Material of Biological Origin  [] YES

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

Additional Product Code(s) with panet (optional):

81 Twd, Cu\r-c T ?ﬁ b

Revised:4/2/03

jeview. < VT OTDR 3 /2 L/oL

{Branch Chief) / 1T _ {Brayich Code} {(Da e)
Final Review: ;)!_pﬁji
(Division Dircctor)’ (Date) -

L_\

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

Kl no

[ Continued Confidentiality exceeding 90 days
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“SPECIAL” 510(kf MEMORANDUM

TO:

FROM:  Hollace Saas Rhodes, Biomedical Engineer -+

K06-0515

ODE/DGRND/Orthopedic Devices Branch

DATE: March 22, 2006

SUBJ: PFC Sigma Knee Prosthesis Femoral Adapter

Product Code: 87-JWH, Class 11 (21 CFR 888.3560, Knee joint patellofemorotibial
polymer/metal/polymer semi-constrained cemented prosthesis)

Steve Wentworth, DePuy Orthopedics Inc.
(574)371-4913

Recommendation:

This document was reviewed as a “Special 510(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.

Review:

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

Device description:

PEC 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. [QI@REERPEE

b)(4)
b)(4)

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

&

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

e 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.
(b)(4) Test Data

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

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 Predicate:

¢ 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 SSROM Knee and the
Limb Preservation System (LPS)).

o There is no “Indications for Use” Form for the Darwin Knee System (K95-2830) because the
510(k} pre-dates the requirement for “Indications for Use” Forms.

e The subject “Indications for Use™ Form is limited to the PFC Sigma Total Knee Prosthesis.

e 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.

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

Differences from Predicate:
e The predicate (K04-0281) included device-specific instruction for use. The subject package
insert is generic for total knee replacements,

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

jf

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

Contact History/Requests for More Information:
None.

Decision-Making Rationale:

This document was reviewed as a “Special 510(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, 1 recommend that the subject device be found substantially equivalent
to legally marketed devices.

YES NO

[s Product A Device Yes If NO = Stop
Is Device Subject To 510(k)? Yes If NO = Stop
Same Indication Statement? Yes IfFYES=GoTo5
Do Ditferences Alter The Effect Or Raise New Issues of If YES = Stop NE
Safety Or Effectiveness?
Same Technological Characteristics? Yes IFYES=GoTo?7
Could The New Characteristics Affect Safety Or IfYES=Go To 8
Effectiveness?
Descriptive Characteristics Precise Enough? Yes IfNO=GoTo 10

IFYES = Stop SE
New Types Of Safety Or Effectiveness Questions? If YES = Stop NE
Accepted Scientific Methods Exist? [f NO = Stop NE
Performance Data Available? If NO = Request Data
Data Demonstrate Equivalence? Final Decision: SE

¥

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

YES NO

1. Did the firm request expedited review? e
2. Did we grant expedited review? e
3. Have you verified that the Document is labeled Class il for GMP -

purposes?
4. If, not, has POS been notified? —
5. |s the product a device? YW
6. Is the device exempt from 510(k) by regulation or policy? 4
7. ls the device subject to review by CDRH? b
8. Are you aware that this device has been the subject of a previous NSE

decision? X
9. If yes, does this new £10(k) address the NSE issue(s), (e.9.,

performance data)? [
10.Are you aware of the submitter being the subject of an integrity v

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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S10(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

SN

New Device s Compared o A )

Aarketed Device * o -
() 4 (4)

Drescriptive Information Does New Device Have Same NO - Do the Ditlerences Alter the Interided Nat Substantiatly
about New or Marketed Indication Staterment? > Therapeutic/Diagnosticfetc. Effect YES Lquivalest Detenmination
Device Requested as Needed (in Deciding, May Consider limpact on

P YES Safety and Effectiveness)?**
New Device Has Same Intended NO
Use and May be “Substantially Equivalent” ‘ _ . »
New Device Has O
@ @ New Intended Use
Does New Device Have Same @
Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? ———— (Characteristics Do the New Characieristics
YES Alfect Safety or —» Raise New Types of Safety YES »O
@ Effectiveness? or Effecliveness Questions?
A
NO Are the Descriptive NO
Characteristics Precise Enough NO
to Ensure Equivalence? @
NO
Airc Performance Data Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for |
Assessing Effects of NO
{ the New Characteristics?
YES
ol
Performance Arc Performance Data Available NO

Data Required To Assess Effects of New

Characteristics? ** ¢
YES
»  performance Data Demonstrate Performance Data Demonstrate
Equivalence? ——»{) O < Equivalence? — 4-——
YES YES NO

NO

thstantially Equivalent” @
Determination To

310{k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is uaclear.

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

Data maybe in the 310(k), other 510{k)s, the Center’s classification fifes, or the literature.

s

"

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