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READ BEFORE USE
THIS GRAFT IS DERIVED FROM HUMAN TISSUE WHICH WAS GENEROUSLY DONATED SO THAT OTHERS MAY BENEFIT.
EACH UNITIS INTENDED FOR SINGLE PATIENT, SINGLE USE ONLY.
CAUTION: RESTRICTED TO USE BY A PHYSICIAN OR DENTIST.
NO ADDITIONAL STERILIZATION STEPS ARE TO BE PERFORMED BY THE USER.

DESCRIPTION

GRAFTON® DBM and GRAFTON PLUS® DBM contain demineralized human bone tissue combined with an inert additive to yield
a demineralized bone matrix (DBM) allograft product having a particular physical form and/or handling property. GRAFTON®
DBM Gel and GRAFTON PLUS® DBM Paste are produced from a powder form of DBM, while GRAFTON® DBM Flex (which includes
A-FLEX®), Putty, Matrix, CRUNCH® and Orthoblend are produced from a fiber form of DBM. GRAFTON® DBM CRUNCH also contains
demineralized bone chips/cubes, while GRAFTON® DBM Orthoblend contains non-demineralized cancellous bone chipsin addition
to the DBM. GRAFTON® DBM and GRAFTON PLUS® DBM products are malleable or pliable and can be molded or cut into various
sizes and shapes according to the intended implant site.

This DBM allograft product was prepared from human bone tissue recovered from a cadaveric donor using aseptic surgical techniques
and microbiologically tested during recovery. The tissue was further processed under aseptic conditions and was treated with
antibiotics (gentamicin), cleaned using 70% alcohol, processed with a surfactant, washed with purified water, and sonicated.
Subsequent demineralization of the bone tissue (using the D-MIN® proprietary demineralization process) to produce the DBM in
this product was performed so that the resulting bone matrix has a calcium phosphate content level that meets current American
Association of Tissue Bank (AATB) standards. The demineralized bone matrix (along with the cancellous bone chips for GRAFTON®
DBM Orthoblend) was combined with USP anhydrous glycerol (GRAFTON® DBM allografts) or a starch carrier (GRAFTON PLUS®
DBM allografts) to form the final allograft product. The final product in packaged form was tested for sterility according to the
procedures in the current U.S. Pharmacopoeia and for endotoxins using a qualified test method.

GRAFTON® DBM and GRAFTON PLUS® DBM are demineralized bone allograft products that are osteoconductive as well as
osteoinductive in an athymic rat assay.

GRAFTON® DBM and GRAFTON PLUS® DBM are prepared via a proprietary processing method of Medtronic that has been validated
to consistently produce DBM that is osteoinductive in an athymic rat assay. Product and process consistency are confirmed via
ongoing testing of GRAFTON® DBM and GRAFTON PLUS® DBM finished product for osteoinductivity in this validated athymic rat
assay utilizing a five-point linear scale (0,1,2,3,4) to score bone formation at 28 days post implantation*. This bone forming
activity exhibited by GRAFTON® DBM and GRAFTON PLUS® DBM in this athymic rat surrogate assay should not be interpreted as
a predictor of clinical performance.

*Edwards, J.T,, PhD, Diegmann, M.H., MS, Scarborough, N.L., PhD.: Osteoinduction of Human Demineralized Bone: Charac
in a Rat Model. Clinical Orthopaedics, December, 1998, Vol 357.

GRAFTON® DBM and GRAFTON PLUS® DBM are packaged in ready-to-use form in single patient use containers. The lot number,
expiration date, product code, quantity (volume or size), and additional information are listed on the package label.

CAUTION: Federal law (U.S.A.) restricts this product to sale by or on the order of a physician or dentist.

VIRAL INACTIVATION PROCEDURES

The DBM in GRAFTON® DBM and GRAFTON PLUS® DBM is produced by a proprietary production process that has been validated
to inactivate viruses including: HIV-1; hepatitis B virus (duck hepatitis virus as model); hepatitis C virus (bovine diarrhea virus as
model), CMV; and Polio virus.t Testing was performed according to the current concepts and study design elements for process
validation studies for the removal and/or inactivation of viruses in the production of biopharmaceutical products recommended
by the Food and Drug Administration’s (FDA) Center for Biologics Evaluation and Research 1, 2, 3 and the European community
4,5,6,7. All studies were performed in certified conformity with Good Laboratory Practice for Nonclinical Laboratory Studies
requlations stated in the Code of Federal Regulations (21 CFR § 58).

These viral inactivation procedures were used to further reduce the risk of disease transmission via the use of GRAFTON® DBM and
GRAFTON PLUS® DBM allografts beyond the protection provided by donor testing and screening procedures.

The process used to produce the non-demineralized cancellous bone chips in GRAFTON® DBM Orthoblend does not afford the
same degree of viral inactivation as the process used to produce the DBM. However, the risk of disease transmission with this
tissue component remains low due to multiple safeguards that are rigorously employed, including donor screening, laboratory
testing, and material processing.

tData on file at Medtronic

INDICATIONS FOR USE

GRAFTON® DBM and GRAFTON PLUS® DBM are intended for use as a bone graft extender, bone graft substitute, and bone void filler
in bony voids or gaps of the skeletal system (i.e., spine, pelvis, and extremities) not intrinsic to the stability of the bony structure.
The voids or gaps may be surgically created defects or defects created by traumatic injury to the bone.

GRAFTON® DBM (excluding the Orthoblend form) and GRAFTON PLUS® DBM are also intended to be packed into bony voids or
gaps to fill and/or augment dental intraosseous, oral, and cranio-/maxillofacial defects. These defects may be surgically created
osseous defects or osseous defects created from traumatic injury to the bone, including periodontal/infrabony defects; alveolar
ridge augmentation (sinusotomy, osteotomy, cystectomy); dental extraction sites (ridge maintenance, implant preparation/
placement); sinus lifts; cystic defects; craniofacial augmentation. GRAFTON® DBM and GRAFTON PLUS® DBM may be used alone
in a manner comparable to autogenous hone chips or allograft hone particulate (demineralized freeze dried bone), or they may
be mixed with either allograft or autograft bone or bone marrow as a bone graft extender. GRAFTON® DBM and GRAFTON PLUS®
DBM are indicated only for bony voids or gaps that are not intrinsic to the stability of the bony structure.

GRAFTON® DBM and GRAFTON PLUS® DBM are absorbed/remodeled and replaced by host bone during the healing process.

Note: The user should consider the fact that GRAFTON® DBM CRUNCH contains demineralized bone chips approximately 3 mm
(1 mm) in determining the appropriateness of this allograft for use in small defects.

CONTRAINDICATIONS
The following are contraindications for the use of GRAFTON® DBM and GRAFTON PLUS® DBM:

« The presence of infection at the transplantation site.
«Treatment of spinal insufficiency fractures.

CAUTION
This allograft may contain trace amounts of antibiotics (gentamicin), surfactant, and other processing solutions. Caution should
be exercised if the patient is allergic to these antibiotics or chemicals.

GRAFTON PLUS® DBM Paste contains starch. Therefore, caution should be exercised in using GRAFTON PLUS® DBM Paste in a patient
with a starch allergy and/or amylase deficiency.

PRECAUTIONS

Extensive donor blood serum testing, medical and social history screening procedures, and tissue microbiological testing have been
used in the qualification of all tissue donors. Despite the viral inactivation and extensive tissue donor selection and qualification
processes used in providing this tissue graft, transmission of an infectious disease through the use of this tissue graft is still
possible. Bacterial infection at the graft site may also occur. Any adverse outcomes potentially attributable to GRAFTON® DBM or
GRAFTON PLUS® DBM must be reported promptly to Medtronic

Adequate fixation should be used to stabilize the implant site during bone formation and healing in bony voids or gaps of the
skeletal system (i.e., spine, pelvis, and extremities).

Ifinjecting GRAFTON® DBM or GRAFTON PLUS® DBM into the defect site, precaution should be taken not to:

« over-pressurize the delivery device, as this may lead to extrusion of the device beyond the site of its intended application and
damage to the surrounding tissues.
over-pressurize the defect site, as this may lead to fat embolization or embolization of the device material into the bloodstream.

When used as a hone graft extender in bony voids or gaps of the skeletal system (i.e., spine, pelvis, and extremities), GRAFTON
PLUS® DBM Paste is intended for use only with autograft, not other allograft. Recommended ratios of GRAFTON PLUS® DBM Paste
to autograft as a bone graft extender are 1:1or 2:1.

DONOR SCREENING AND TESTING

Prior to donation, the donor’s blood, tissues, and medical/social history were screened for medical conditions or disease processes
that would contraindicate the donation of tissues in accordance with current FDA regulations and standards established by the
American Association of Tissue Banks. The donor’s medical/social history was also screened for HIV, Hepatitis, and CJD/vCJD high
risk factors in accordance with current United States Public Health Services Recommendations and FDA Federal Regulations and
Guidance Documents.

Testing of donor blood and tissue samples began at the site of recovery and continued into processing. Donor blood samples
taken at the time of recovery were tested for communicable disease by a laboratory certified to perform such testing on human
specimens under the Clinical Laboratory Improvement Amendments of 1988 (42 U.S.C. 263a) and 42 CFR 493, using FDA licensed
tests including:

« HBsAg (Hepatitis B Surface Antigen)

+ HBc-IgM/IgG (Hepatitis B Total Core Antibody)

« HCV (Hepatitis C Antibody)

« HIV1/2-Ab (Antibody to Human Immunodeficiency Virus Types 1and 2)
« HTLV /Il (Human T-Lymphotropic Virus Types | and II)

« RPR/STS or Equivalent (Syphilis Detection)

In addition to the above tests, donors recovered prior to March 9, 2005, were tested for HIV-1 by p24 antigen testing or DNA
Polymerase Chain Reaction (PCR) or Transcription Mediated Amplification (TMA) Nucleic Acid Amplification Testing (NAT). Donors
recovered after March 9, 2005, were tested using Human Immunodeficiency Virus Type 1/Nucleic Acid Amplification Testing (HIV1
NAT) and Hepatitis C Virus/Nucleic Acid Amplification Testing (HCV NAT).

The results of all the relevant communicable disease tests referenced above were found to be negative.

The communicable disease test results, together with the informed consent, medical history interview, physical assessment,
available medical records (to include previous medical history, laboratory test results, autopsy and coroner reports, if performed),
and information obtained from any source or records which may pertain to donor eligibility have been evaluated. Based on this
evaluation, the donor was determined to meet donor eligibility criteria current at the time of recovery. The donor eligibility
criteria used to screen this donor are in compliance with FDA regulations published in 21 CFR Part 1270 “Human Tissue Intended
for Transplantation” and/or Part 1271“Human Cells, Tissues, and Cellular and Tissue-Based Products’, as applicable.

Donor eligibility was determined by one of the following tissue banks:

American Tissue Services Foundation,
Edmond, 0K 73013

Musculoskeletal Transplant Foundation,
Edison, NJ 08837

Community Tissue Services
Dayton, OH 45402

LifeNet Health
Virginia Beach, VA 23453

RTI Biologics
Alachua, FL 32615

The names and addresses of the testing laboratories, the listing and interpretation of all required communicable disease tests, a
listing of the documents reviewed as part of the relevant medical records, and the name of the person or establishment determining
the eligibility of this human tissue are on file at Medtronic, Eatontown, NJ and are available upon request.

The final tissue allograft product was released by Medtronic based on the initial donor eligibility determination and on a post-
processing review and determination that the product met all processing requirements and specifications.

This tissue allograft product has been released for transplantation.

STERILITY

GRAFTON® DBM and GRAFTON PLUS® DBM tissue allograft products have been aseptically processed and tested for sterility, as
indicated by the package label and as explained below. Do not subject this allograft to additional disinfection or sterilization
procedures.

Tissue allografts labeled as“Aseptically Processed, Passes USP Sterility Tests” or“Sterile” were aseptically processed and then tested
for sterility according to the procedures in the current U.S. Pharmacopeia.

Medtronic may use low dose gamma irradiation as an adjunct to aseptic processing to reduce bioburden. GRAFTON® DBM and
GRAFTON PLUS® DBM package labels containing “Tissue Gamma Irradiated” indicate that low dose (1.0 — 1.8 megarads) gamma
irradiation was used as a means of reducing the bioburden on the donor tissue.

TISSUE TRACKING

Federal (USA) regulations under 21 CFR 1271 establish requirements for the tracking of human tissue products. In accordance with
these regulations, the package label of each GRAFTON® DBM and GRAFTON PLUS® DBM unit distributed by Medtronic bears a lot
number that serves as a distinct identification code that is recorded in Medtronic’s distribution records for purposes of tracking
the tissue to the consignee or user/tissue transplant facility. This lot number should be recorded in the user/tissue transplant
facility's records and in the tissue recipient’s medical record, along with the following information:

1. Description of Tissue 6. Antibiotics Used

2. Lot Number (Donor ID) 7. Description of Procedure

3. Product Code 8. Date and Time of Procedure

4. Expiration Date 9. Surgeon Name

5. Quantity Implanted 10. Any Other Pertinent Information
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If for any reason the tissue allograft is opened and not utilized, it should be disposed of properly or returned to Medtronic.
Document the reason for the tissue not being utilized.

For European Economic Area audience only: These tissue tracking records shall be maintained for 30 years after clinical use. In case
product traceability to recipient s at risk, the customer shall secure the transfer of the records to another entity (preferably a Tissue
Establishment or Organ Bank) in order to secure continued traceability. Medtronic BV shall be informed of such a transfer of records.

INSTRUCTIONS FOR USE

GRAFTON® DBM and GRAFTON PLUS® DBM have been tested for sterility. Do not subject this product to additional disinfection or
sterilization procedures. The contents of an individual GRAFTON® DBM or GRAFTON PLUS® DBM container are intended for single
patient use only. Do not use the contents of any container for multiple patients. Empty or partially used containers should be
disposed of in accordance with recognized procedures for discarding medical waste materials.

Preparation of the bone graft bed is important for graft incorporation and bone formation, as are other factors such as blood
supply, source of marrow elements, loading, stability, and absence of infection at the graft site. The volume of graft material used
in each procedure is determined by the judgment of the clinician.

GRAFTON® DBM (Gel, Putty) and GRAFTON PLUS® DBM may be injected into the defect site (see Precautions and Contraindications).

Before Usage: Examine Product Package — Do Not Use This Product If:

« Any of the package materials or contents appear to be missing, tampered with or damaged;
« The package label or identifying bar code is illegible or missing

« The expiration date shown on the package label has passed

- Ifany of the above conditions exist or are suspected, this allograft should not be used.

NOTE: Once a package seal has been compromised, the tissue should be either transplanted, if appropriate, or otherwise properly
discarded.

Opening Instructions

1. Peel open the outer pouch using proper sterile technique.

2. Pass sterile contents into sterile field.

3. Forsyringe type containers, remove and discard cap prior to use.

GRAFTON® DBM Gel Preparation for Use
KEEP THE SURGICAL SITE AS DRY AS POSSIBLE. Do not irrigate during or after placement of GRAFTON® DBM Gel. Fluids such as
water, saline, or blood may alter the consistency and handling characteristics of GRAFTON® DBM Gel.

If GRAFTON® DBM Gel is used in combination with autologous bone tissues, other forms of allografts or other bone grafting
materials, it is recommended to remove from these graft materials any excess fluids (including rehydration solution) before
the other grafts come into contact with GRAFTON® DBM Gel.

GRAFTON® DBM Putty Preparation for Use

GRAFTON® DBM Putty REQUIRES NO REHYDRATION prior to use. If desired, a small amount of fluid such as blood, sterile water,
or sterile saline may be added to GRAFTON® DBM Putty in order to adjust its consistency or handling characteristics. Also, simply
kneading the GRAFTON® DBM Putty may enhance the pliability and cohesiveness of the product.

GRAFTON® DBM Flex (including A-FLEX) Preparation for Use
GRAFTON® DBM Flex may BE REHYDRATED prior to use to attain porosity and full flexibility. Place in sterile saline or blood until
desired consistency is achieved.

GRAFTON DBM CRUNCH and Orthoblend Preparation for Use

GRAFTON® DBM CRUNCH and Orthoblend REQUIRE NO REHYDRATION prior to use. If desired, a small amount of fluid such as
bone marrow aspirate, blood, sterile water, or sterile saline may be added to GRAFTON® DBM CRUNCH or Orthoblend in order
to adjust the consistency or handling characteristics. Also, simply kneading the GRAFTON® DBM CRUNCH or Orthoblend may
enhance the pliability and cohesiveness of the allograft.

GRAFTON® DBM Matrix Preparation for Use
GRAFTON® DBM Matrix MAY BE REHYDRATED prior to use. If desired, a small amount of fluid such as blood, sterile water, or sterile
saline may be added to GRAFTON® DBM Matrix in order to adjust its consistency and handling characteristics.

GRAFTON PLUS® DBM Paste Preparation for Use

GRAFTON PLUS® DBM Paste REQUIRES NO REHYDRATION prior to use. If desired, a small amount of fluid such as blood, sterile
water, or sterile saline may be added to GRAFTON PLUS® DBM Paste in order to adjust its consistency or handling characteristics.
Also, simply kneading the GRAFTON PLUS® DBM Paste may enhance the pliability and cohesiveness of the product.

Note: GRAFTON PLUS® DBM Paste will turn purple or black in color upon contact with iodine due to the presence of starch in
the product. This color change merely indicates that the product has absorbed some iodine and does not present any safety
issues beyond those associated with the iodine itself. If contact of the product with iodine should occur, the surgeon should
use discretion regarding use of the product just as with any other grafting material that would come into contact with iodine.

STORAGE
Refer to product package label for specific storage conditions. Itis the responsibility of the transplant facility or clinician to maintain
the tissue intended for transplantation in the appropriate recommended storage conditions prior to transplant.

RETURNS
For any product returns to Medtronic, a Return Authorization Number is required prior to returning this product. Refer to
Medtronic’s Return Policy.

For European Economic Area audience only: The customer shall notify serious adverse events (meaning any untoward occurrence
associated with the procurement, testing, processing, storage, and distribution of tissues and cells that might lead to the
transmission of acommunicable disease, to death or life-threatening, disabling or incapacitating conditions for patients or which
might resultin, or prolong, hospitalization or morbidity) or serious adverse reactions (meaning an unintended response, including
a communicable disease, in the donor or in the recipient associated with the procurement or human application of tissues and
cells that is fatal, life-threatening, disabling, incapacitating or which results in, or prolongs, hospitalization or morbidity) within
1 day to their local Medtronic representative.

MRI INFORMATION
GRAFTON® DBM and GRAFTON PLUS® DBM are MR Safe.

GRAFTON® DBM and GRAFTON PLUS® DBM are nonconducting or nonmagnetic items which pose no known hazards in all MR
environments for magnetically induced displacement force and magnetically induced torque. In addition, GRAFTON® DBM and
GRAFTON PLUS® DBM are not susceptible to heating due to RF (radio frequency) fields. As such, GRAFTON® DBM and GRAFTON
PLUS® DBM can justifiably be labeled as MR-Safe per ASTM F2503.

REFERENCES
Standards for Tissue Banking (current version), American Association of Tissue Banks, Arlington, VA.

Current Policies and Procedures of Medtronic, Eatontown, N.J.

21CFR1270 titled “Human Tissue Intended for transplantation”

21CFR1271 titled “Human Cells, Tissues, and Cellular and Tissue-Based Products”

PHS Guidelines for Preventing Transmission of HIV through Transplantation of Human Tissue and Organs, MMWR 1994:43, 1-17.

PHS Guideline for Screening Donors of Blood, Plasma, Organs, Tissue and Semen for Evidence of Hepatitis B and Hepatitis C,
MMWR 1991:40, 1-17.

FDA Recommendations to Blood Establishments for“Deferral of Current and Recent Inmates of Correctional Institutions as Donors
of Whole Blood, Blood Components, Source Leukocytes, and Source Plasma,” 6/8/95.

FDA Recommendations to Blood Establishments for“Precautionary Measures to Further Reduce the Possible Risk of Transmission
of Creutzfeldt-Jakob Disease By Blood and Blood products,” 8/8/95.

Notes

1. Centerfor Biologics Evaluation and Research, “Points to Consider in the Characterization of Cell Lines Used to Produce Biologicals
(Food and Drug Administration) 1993.

2. (enter for Biologics Evaluation and Research, “Points to Consider in the Manufacture and Testing of Monoclonal Antibody
Products for Human Use” (Food and Drug Administration) 1994.

3. Kozak RW. Viral Removal and Inactivation Issues for Biological Products. Proceedings of the 1991 Technical Program
Pharmaceutical and Cosmetic Industries Exposition and Conference. 1991: 253-260.

4. Committee for Proprietary Medicinal Products: Ad Hoc Working Party on Biotechnology/Pharmacy and Working Party on Safety
Medicines, Note for Guidance: “Validation of Virus Removal and Inactivation Procedures”, Biologicals 1991; 19-247-251.

5. Committee for Proprietary Medicinal Products: EEC Council Directive 89/381:“Medicinal Products Derived from Human Plasma”
(Revised Draft 1995).

6. Committee for Proprietary Medicinal Products: 1995 Revised CPMP Guidelines. Virus Validation Studies: The design, contribution,
and interpretation of studies validating the inactivation and removal of viruses (revised).

7. ICHViral Safety Document Draft April 1995: Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human
or Animal Origin.

GRAFTON®, GRAFTON PLUS®, D-MIN®, CRUNCH®, A-FLEX®, ADVANCING OSTEOBIOLOGIC SCIENCES® and MEDTRONIC® are registered
trademarks of Medtronic, Inc.

Covered by one ormore of U.S. Patent Nos. 5,314,476; 5,484,601; 5,507,813; 5,607,269; 5,676,146 (2;and 7,163,691, and foreign
patents. Other U.S. and foreign patents pending.

"

©2013 Medtronic Sofamor Danek USA, Inc. All rights reserved.
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GRAFTON® VE GRAFTON® PLUS MINERALLERDEN
ARINDIRILMI$ KEMIK MATRIKSI (DBM)

TURKGE

KULLANMADAN ONCE OKUYUN

BU GREFT, BASKA INSANLARIN YARARLANABILMES| AMACIYLA COMERTCE BAGISLANAN INSAN DOKUSUNDAN ELDE EDILMISTIR.
HER PARCA MUNFERIT HASTA KULLANIMI CIN OLUP SADECE TEK KULLANIMLIKTIR.

DIKKAT: TIP HEKIMININ VEYA Di$ HEKIMININ KULLANIMIYLA SINIRLANDIRILMISTIR.

KULLANICI TARAFINDAN HERHANGI BIR STERILIZASYON ISLEMININ YAPILMASI GEREKMEMEKTEDIR.

iskelet sisteminde (6rn. omurga, pelvis ve ekstremiteler) bulunan kemiksi hacimler veya bosluklarda, kemik olusum ve iyilesme
siireci sirasinda, implant bdlgesinin stabilize hale gelmesi icin uygun sabitleme islemi uygulanmalidir.

GRAFTON® DBM veya GRAFTON PLUS® DBM defekt bdlgesine enjekte ediliyorsa, sunlarin olusmamasi igin 6nlem alinmalidir:

+ uygulama cihazina asin basing uygulanmasl; bu durum, hedeflenen uygulama bdlgesinin diginda cihazin ekstriizyonuna yol
acabilir ve gevre dokulara zarar verebilir.
defekt bdlgesine agin basing uygulanmasi; bu durum, yag embolizasyonuna veya cihaz malzemesinin kan dolasiminda
embolizasyon olusturmasina yol acabilir.

Iskelet sisteminde (6. omurga, pelvis ve ekstremiteler) bulunan kemiksi hacimler veya bosluklarda kemik grefti uzaticisi olarak
kullanildiginda, GRAFTON PLUS® DBM Macunu bagka bir allogreft ile degil sadece otogreft ile kullanilir. GRAFTON PLUS® DBM

TANIMI

GRAFTON® DBM ve GRAFTON PLUS® DBM, dzel fiziksel forma ve/veya islenme ozelliklerine sahip, bir minerallerden anndinimig
kemik matriksi (DBM) allogreft iiriinii elde etmek icin, etkisiz bir katki maddesiyle kombine edilmis minerallerden anndinimis
insan kemik dokusu icerir. GRAFTON® DBM Jel ve GRAFTON PLUS® DBM Macun, toz halindeki DBM‘den iretilirken; GRAFTON®
DBM Fleks (A-FLEKS®iiriiniinii igerir), Macun, Matriks, CRUNCH® ve Orthoblend, lif halindeki DBMden iiretilir. GRAFTON® DBM
CRUNCH ayni zamanda minerallerden arindinimis kemik cipleri/kiipleri icerirken, GRAFTON® DBM Orthoblend, DBM'nin yani sira,
minerallerden arindinlmamis siingerimsi kemik cipleri icerir. GRAFTON® DBM ve GRAFTON PLUS® DBM iiriinleri, kolay islenebilir
veya esnetilebilir, ve ilgili implant bolgesine bagli olarak farkli boyutlarda ve sekillerde kaliplanabilir veya kesilebilir iriinlerdir.

Bu DBM allogreft iiriinii, aseptik cerrahi teknikler kullanilarak dondriin kadavrasindan geri kazanilan insan kemik dokusundan
hazirlanmig ve bu islem sirasinda mikrobiyolojik testten gegirilmistir. Doku, aseptik kosullar altinda bagka islemlere tabi tutulmus
ve antibiyotiklerle (gentamisin) kullanilir hale getirilmis; %70 alkol kullanilarak temizlenmis, yiizey aktif madde kullanilarak
islemden gecirilmis, saflagtinlmis suyla yikanmis ve ultrasonik banyoda tutulmustur. Ardindan, bu iriinde DBM olusturmak icin
gerceklestirilen kemik dokusunu minerallerden arindirmaislemi (D-MIN® tescillenmis minerallerden arindirmaislemi kullanilarak)
yapilarak, olusan kemik matrisindeki kalsiyum fosfat ierigi diizeyinin gecerli Amerikan Doku Bankasi Birligi (AATB) standartlarinda
olmasi saglanmistir. Minerallerden anindinimis kemik matriksi (GRAFTON® DBM Orthoblende ydnelik siingerimsi kemik cipleriyle
birlikte), USP susuz gliserol (GRAFTON® DBM allogreftleri) veya bir nisasta tasiyicisi (GRAFTON PLUS® DBM allogreftleri) ile son
allogreft iiriiniinii olusturmak iizere kombine edilmistir. Ambalajlanan son iiriin, gecerli ABD Farmakopesinde yer alan prosediirlere
gore sterilite testine tabi tutulmus ve uygun bir test yontemi kullanilarak endotoksinlere yonelik olarak testten gegirilmistir.

GRAFTON® DBM ve GRAFTON PLUS® DBM, atimik sigan testinde osteoindiiktif zelliklerin yani sira osteokondiiktif dzellikler gosteren
minerallerden arindinlmig kemik allogreft iiriinleri icermektedir.

GRAFTON® DBM ve GRAFTON PLUS® DBM, atimik sican testinde osteoindiiktif zellikler gsteren DBM'nin siirekli olarak diretildiginin
dogrulandigi, Medtronic adina tescillenmis yontemler kullanilarak hazirlanmistir. Bu dogrulanmis atimik sican testinde, iiriin ve
isleme biitiinliig, siire giden GRAFTON® DBM ve GRAFTON PLUS® DBM son iiriin testleriyle, implantasyon sonrasindaki 28 giinde
kemik olusumunu puanlamak iizere bir 5 puanlik dogrusal 6lcek (0,1,2,3,4) kullanilarak, osteoindiiktiviteye yonelik olarak teyit
edilmigtir*. GRAFTON® DBM ve GRAFTON PLUS® DBM kullanilarak bu atimik sican vekil testinde ortaya konulan bu kemik olusumu
aktivitesi, bir klinik performans belirteci olarak yorumlanmamalidir.

*Fdwards, J.T,, PhD, Diegmann, M.H., MS, Scarborough, N.L., PhD.: Osteoinduction of Human Demineralized Bone: Characterization
in a Rat Model. Clinical Orthopaedics, Aralik, 1998, Sayi 357.

GRAFTON® DBM ve GRAFTON PLUS® DBM miinferit hastalar icin, tek kullanimlik konteynerlerde kullanima hazir olacak sekilde
ambalajlanmigtir. Lot numarasi, son kullanma tarihi, iiriin kodu, miktari (hacmi veya boyutu) ve ilave bilgiler ambalaj etiketinde
listelenmistir.

DIKKAT: Federal yasalara (ABD) gére bu iiriin yalnizca bir hekim veya dis hekimi tarafindan veya onun izniyle satilabilir.

VIRAL INAKTIVASYON PROSEDURLERI

GRAFTON® DBM ve GRAFTON PLUS® DBM iiriinlerindeki DBM, viriisleri inaktive ettigi dogrulanan asagidaki tescillenmis iiretim
islemi yoluyla diretilmistir: HIV-1; hepatit B viriisii (model olarak drdekteki hepatit viriisii); hepatit C viriisii (model olarak bovine
diarrhea), CMV ve Cocuk Felci viriisii.t Test, Amerikan Gida ve Ilag Dairesi (FDA) Biyolojik Uriinleri Degerlendirilme ve Arastirma
Merkezi 1,2, 3 ve Avrupa toplulugu 4, 5, 6, 7 tarafindan nerilen, biyofarmakolojik iiriinlerin iiretiminde viriislerin giderilmesi ve/
veyainaktivasyonu icin gerceklestirilen islem dogrulama calismalarina yonelik mevcut kavram ve calisma tasanmi unsurlarina uygun
sekilde gerceklestirilmistir. Tiim calismalar, calismalarin Federal Diizenlemeler ile lgili Kanunda (21 CFR § 58) belirtilen Klinik Dist
Laboratuar Galismalari diizenlemelerine ydnelik Iyi Laboratuar Uygulamalarina uygun oldugu belgelendirilerek gerceklestirilmistir.

Bu viral inaktivasyon prosediirleri, dondr testi ve tarama prosediirleri ile saglanan korumanin disinda, hastaliklarin GRAFTON®
DBM ve GRAFTON PLUS® DBM allogreftleri yoluyla bulasma riskini daha da azaltmak icin kullanilmigtir.

GRAFTON® DBM Orthoblend iiriiniindeki minerallerden anindinlmamis siingerimsi kemik ciplerinin iiretilmesinde kullanilan iglem,
DBM iiretiminde kullanilan islem ile ayni diizeyde viral inaktivasyon saglamaz. Ancak, hastaliklarin bu doku bilegeni vasitasiyla
bulagma riski, titizlikle uygulanan ve dondr taramas|, laboratuar testleri ve malzeme islemlerinin de dahil oldugu bircok koruyucu
onlem nedeniyle diisiik diizeyde kalmaktadir.

tMedtronic'te dosyalanan veriler

ENDIKASYONLARI

GRAFTON® DBM ve GRAFTON PLUS® DBM; kemik yapisinin stabilitesine dahil olmayan iskelet sistemindeki kemiksi hacimlerde
veya bosluklarda (6. omurga, pelvis ve ekstremiteler), kemik grefti uzatici, kemik grefti yedegi ve kemik hacmi dolgusu olarak
kullanilir. Bu hacimler veya bosluklar, cerrahi olarak olusturulan veya kemikte travmatik yaralanma sonucu olusmus defektler olabilir.

GRAFTON® DBM (Orthoblend formu disinda) ve GRAFTON PLUS® DBM, ayni zamanda dental intraoseoz, oral ve kraniyofasiyal/
maksilofasiyal defektleri doldurmak ve/veya genisletmek igin kemik hacimlerine veya bosluklarina doldurulmak iizere kullanilir. Bu
defektler, periodontal/kemik alt: defektler; dis cukuru takviyesi (siniisotomi, osteotomi, kistektomi); dental ekstraksiyon bolgeleri
(dis cukurlarinin korunmasi, implant hazirlama/yerlegtirme); siniis kaldirmalari; kistik defektler; kraniyofasiyal genisletme gibi
defektler de dahil olmak iizere cerrahi olarak yaratiimis oseoz defektler veya kemikte travmatik yaralanmayla yaratilmig oseoz

Macununun, bir kemik grefti uzaticisi olarak kullanilan otogrefte oraninin 1:1 veya 2:1 olmasi tavsiye edilmektedir.

DONOR TARAMASI VE TESTI

Bags yapilmadan 6nce, dondriin kani, dokulan ve tibbi/sosyal gecmisi; gecerli FDA diizenlemeleri ve Amerikan Doku Bankalari
Birligi tarafindan belirlenen standartlara gre gerceklestirilen doku bagisina uygun olmayan tibbi durum veya hastalik siireclerine
yonelik olarak taranmistir. Dondriin tibbi/sosyal gegmisi ayrica; gecerli Birlesik Devletler Halk Sagligi Hizmetleri Tavsiyeleri, FDA
Federal Diizenlemeleri ve Kilavuz Belgelere uygun olacak sekilde, HIV, Hepatit ve CJD/vCID gibi yiiksek risk faktdrlerine yonelik
olarak da taranmistir.

Dondr kan ve doku dreklerinin test edilmesi, doku geri kazanma siirecinde baglamig ve isleme siirecinde devam etmistir. Geri
kazanma sirasinda alinan dondr kan drnekleri, bu testleri insan numuneleri izerinde gerceklestirme yetkisi bulunan bir laboratuar
tarafindan, 1988 (42 U.S.C. 263a) ve 42 CFR 493 sayili Klinik Laboratuar lyilestirme Kanun Degisiklikleri cercevesinde, asagidaki
FDA lisansl testler kullanilarak bulagici hastaliklara yonelik olarak test edilmistir:

+ HBsAg (Hepatit B Yiizey Antijeni)
+ HBc-IgM/IgG (Hepatit B Total Cekirdek Antikoru)
+ HCV (Hepatit C Antikoru)
« HIV 1/2-Ab (insan immiin Yetmezlidi Viriisii Tip 1 ve 2 Antikoru)
« HTLV /1l (insan T-Lenfotropik Viriisii Tip | ve Il)
RPR/STS veya Esdeger (Sifilis Tespiti)

Yukaridaki testlere ek olarak, 9 Mart 2005 tarihinden dnce iyilesen dondrler; p24 antijen testi veya DNA Polimeraz Zincir Reaksiyonu
(PCR) ya daTranskripsiyon Aracili Amplifikasyon (TMA) teknigiyle Niikleik Asit Amplifikasyon Testleriyle (NAT) HIV-1 viriisiine yonelik
olarak testten gegtiler. 9 Mart 2005'ten sonra iyilesen donérler; Insan immiin Yetmezlik Viriisii Tip 1/Niikleik Asit Amplifikasyon
Testi (HIV1 NAT) ve Hepatit C Viriisii/Niikleik Asit Amplifikasyon Testi (HCV NAT) kullanilarak test edildiler.

Yukarida adi gecen tiim ilgili bulasici hastalik testlerinin sonuglari negatif bulundu.

Bulasici hastaliklailgili testlerin sonuglar; bilgilendirilmis olur, tibbi gegmisle lgili goriismeler, fiziksel degerlendirme, mevcut tibbi
kayrtlar (daha dnceki tibbi gegmisini, eger gerceklestirilmigse laboratuar test sonuglarini, otopsi ve koroner raporlan igerecek sekilde)
ve dondr uygunluguna dair herhangi bir kaynak veya kayittan elde edilen bilgilerile birlikte degerlendirilmistir. Bu degerlendirmeye
dayanilarak, dondriin gegerliiyilesme siiresinde dondr uygunlugu kriterlerini karsiladigi belirlenmistir. Bu dondriin taranmasinda
kullanilan donér uygunlugu kriterleri, gegerli oldugu iizere, 21 CFR Béliim 1270 “Transplantasyon gin Kullanilan Insan Dokulan”
ve/veya Boliim 1271“insan Hiicreleri, Dokulari ve Doku Bazli Uriinler” kisimlarinda yayml FDA diizenlemelerine uyg

Dondr uygunlugu, asagidaki doku bankalarindan biri kullanilarak belirlenmistir:

American Tissue Services Foundation,
Edmond, 0K73013

Musculoskeletal Transplant Foundation,
Edison, NJ 08837

Community Tissue Services
Dayton, OH 45402

LifeNet Health
Virginia Beach, VA 23453

RTI Biologics
Alachua, FL 32615

Test laboratuarlarinin isimleri ve adresleri, gerekli tiim bulagici hastalik testlerinin listesi ve bunlarla ilgili yorumlar, ilgili tibbi
kayitlarin bir parcasi olarak gdzden gegirilen belgelerin listesi ve insan dokusuna olan uygunlugu belirleyen kisi ya da kurumun
adi Medtronic, Eatontown, NJ adresinde dosyalanmistir ve talep dogrultusunda temin edilebilir.

Son doku allogreft iiriinii, dondr uygunlugunun ilk belirlenme islemine ve islem sonrasi incelemeye, ayrica iiriiniin tiim isleme
gerekliliklerini ve spesifikasyonlarini karsiladiginin belirlenmesine bagli olarak Medtronic tarafindan piyasaya siiriilmiistir.

Bu doku allogreft iiriinii transplantasyon amali olarak piyasaya siiriimiistir.

STERILITE

GRAFTON® DBM ve GRAFTON PLUS® DBM doku allogreft iiriinleri, ambalaj etiketinde gosterildigi ve asagida da agiklandig iizere,
aseptik olarak islenmis ve sterilite testinden gegirilmistir. Bu allogrefti, ilave dezenfeksiyon veya sterilizasyon prosediirlerine
tabi tutmayin.

“Aseptik Olarak islenmis, USP Sterilite Testlerinden Gegmis”veya“Steril” olarak etiketlenen doku allogreftleri, aseptik olarak islenmis
ve sonrasinda gegerli ABD Farmakopesinde yer alan prosediirlere gore sterilite testinden gegirilmistir.

Medtronic, biyolojik yiikii azaltmak icin, aseptik islemeye yardima olmasi amaciyla, diisiik doz gama isinlamasi kullanabilir.
GRAFTON® DBM ve GRAFTON PLUS® DBM ambalaji iizerindeki “Gama Isinlamasindan Geirilmis Doku” isaretli etiketler, dondr

defektler olabilir. GRAFTON® DBM ve GRAFTON PLUS® DBM, otojen kemik ciplerine veya allogreft kemik parcaciklarina (minerallerden

dok daki biyolojik yiikiin azaltilmas icin diisiik doz (1,0 ila 1,8 megarad) gama 1sinlamasinin kullanildigina isaret eder.

anindinimis dondurularak kurutulmus kemik) benzer bir sekilde tek basina kullanilabilir ya da bir kemik grefti uzaticisi olarak
allogreft veya otogreft kemik ile veyahut kemik iligiyle karigtinlabilir. GRAFTON® DBM ve GRAFTON PLUS® DBM, sadece kemik
yapisinin stabilitesine dahil olmayan kemik hacimlerinde veya bosluklarinda endikedir.

GRAFTON® DBM ve GRAFTON PLUS® DBM, emilir/yeniden modellenir ve iyilesme siirecinde konak kemikle dedistirilir.

Not: Kullanici, GRAFTON® DBM CRUNCH iiriiniiniin, bu allogreftin kiiciik defektlerde kullanilmak icin uygun olup olmadigini
belirlemek iizere, yaklagtk 3 mm (1 mm) uzunlukta minerallerden arindirilmis kemik cipleri icerdigini goz Gniine almalidir.

KONTRENDIKASYONLARI
Asagidakiler, GRAFTON® DBM ve GRAFTON PLUS® DBM iiriiniiniin kullanimuyla iliskili kontrendikasyonlardir:

« Transplantasyon bdlgesinde enfeksiyon bulunmasi.
- Omurga yetersizlik kirklarinin tedavisi.

DIKKAT
Bu allogreft, eser diizeyde antibiyotik (gentamisin), yiizey aktif madde ve baska isleme cozeltileri icerebilir. Hastanin bu
antibiyotiklere veya kimyasallara kars! alerjisi varsa, tiriin dikkatle kullanilmalidir.

GRAFTON PLUS® DBM Macunu nisasta icerir. Bu nedenle, GRAFTON PLUS® DBM Macunu, nisastaya alerjisi ve/veya amilaz eksikligi
olan hastalarda dikkatli kullanilmalidir.

ONLEMLER

Tiim doku dondrlerinin secilmesinde, kapsamli dondr kan serumu testi, tibbi ve sosyal gegmis tarama prosediirleri ve mikrobiyolojik
doku testleri kullanilmistir. Bu doku greftinin elde edilmesinde kullanilan viral etkisizlestirme ve kapsamli doku dondrii segimi ve
yeterliligi siireglerine ragmen, ilgili doku greftinin kullanimi sonucu enfeksiydz bir hastaligin bulasma olasiligi hala mevcuttur. Greft
bdlgesinde bakteriyel enfeksiyon da olusabilir. GRAFTON® DBM veya GRAFTON PLUS® DBM le potansiyel olarak iliskilendirilebilecek
her advers sonucun derhal Medtronic®e bildirilmesi gerekir.

DOKU iZLEME

21 CFR 1271 sayili kanunda yer alan Federal (ABD) diizenlemeler, insan dokusu iriinlerinin izlenmesine yonelik gereklilikleri
belirler. Bu diizenlemelere uygun olacak sekilde, Medtronic tarafindan dagrtilan her bir GRAFTON® DBM ve GRAFTON PLUS®
DBM iinitesinin ambalaj etiketi, dokunun konsinyeye veya kullaniciya/doku transplantasyon merkezine ulasana kadar izlenmesi
amaciyla Medtronic dagitim kayitlarina gegirilmis, bagimsiz kimlik kodu islevi gdren bir lot numaras tasir. Bu lot numarasi,
asagidaki bilgilerle birlikte, kullanici/doku transplantasyon merkezi kayitlarina ve doku alicinin tibbi kayitianna islenmelidir:

1. Doku Tanimi 6. Kullanilan Antibiyotikler

2. Lot Numarasi (Dondr Kimligi) 7. Prosediir Tanimi

3. Uriin Kodu 8. Prosediir Tarihi ve Zamani

4. Son Kullanma Tarihi 9. Cerrahin Adi

5. Implante Edilen Miktar 10. Diger lgili Bilgiler

Herhangi bir nedenle doku allogrefti agilirsa ve kullanilmazsa, iirin uygun sekilde bertaraf edilmeli veya Medtronic'e iade
edilmelidir. Dokunun kullanilmama nedenini belgelendirin.

Sadece Avrupa Ekonomik Bdlgesindeki kisiler icin: Bu doku izleme kayitlan, klinik kullanimdan sonra 30 sene boyunca korunacaktir.
Alianin ulasacak diriiniin izlenebilirliginin risk altinda oldugu durumlarda, izlenebilirliligin siirekliligini giivence altina almak
icin, misteri kayitlarin baska bir kurulusa (tercihen bir Doku Kurulusu veya Organ Bankasi) giivenli bir sekilde transfer edilmesini
saglayacaktir. Medtronic BV bunun gibi kayit transferi islemleriyle ilgili olarak bilgilendirilecektir.
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KULLANIM TALIMATLARI

GRAFTON® DBM ve GRAFTON PLUS® DBM sterilite testinden gegirilmistir. Bu iiriinj, ilave dezenfeksiyon veya sterilizasyon
prosediirlerine tabi tutmaymn. Tek bir GRAFTON® DBM veya GRAFTON PLUS® DBM konteynerindeki ierik, sadece tek bir hastanin
kullanimina yoneliktir. Konteynericerigini birden fazla hastada kullanmayin. Bog veya kismen kullaniimis olan konteynerler, tibbi
atik maddelerinin atilmasina yonelik olarak kabul edilmis prosediirlere uygun olarak bertaraf edilmelidir.

Kemik grefti yataginin hazirlanmasi, greftin kaynasmasi ve kemik olusumu kadar; kan akisi, kemik iligi maddesi kaynag, yiikleme,
stabilite ve greft bolgesinde enfeksiyonun olmamasi gibi baska faktdrler agisindan da dnemlidir. Her bir prosediirde kullanilan
greft maddesinin hacmi klinisyenin karariyla belirlenir.

GRAFTON® DBM (Jel, Macun) ve GRAFTON PLUS® DBM, defekt bélgesine enjekte edilebilir (bkz. Onlemler ve Kontrendikasyonlar).
Kullanimdan Once: Uriin Ambalajini Inceleyin — Asagidaki Durumlar Mevcutsa Bu Uriini Kullanmayin:

« Ambalajdaki malzemelerden herhangi biri veya ambalajin igerigi eksikse, kurcalanmigsa veya zarar gormiigse,

« Ambalaj etiketi veya kimlik barkodu okunakli degilse veya yoksa,

« Ambalaj etiketi iizerinde gdsterilen son kullanma tarihi gecmisse,

« Yukandaki durumlardan herhangi biri mevcutsa veya bunlardan siipheleniliyorsa, bu allogreft kullaniimamalidir.

NOT: Ambalajin biitiinliigi bozulmussa, uygunsa doku transplantasyonu gerceklestirilmeli, aksi halde doku uygun bir sekilde
bertaraf edilmelidir.
Uriin Agma Talimatlani

1. Uygun steril teknigi kullanarak distaki torbayi siyirarak agin.
2. Steril igeridi steril ortama aktarin.
3. Sinnga tipi konteynerlerde kullanimdan dnce kapagi ¢ikarin ve atin.

GRAFTON® DBM Jelinin Kullanima Hazirlanmasi
CERRAHI BOLGEYI MUMKUN OLDUGUNCA KURU TUTUN. GRAFTON® DBM Jelinin yerletirilmesi sirasinda veya sonrasinda yikamg
perceklestirmeyin. Su, tiikiiriik veya kan gibi sivilar, GRAFTON® DBM Jelinin biitiinligiinii ve ilenme dzelliklerini degistirebilir.

GRAFTON® DBM Jeli, otolog kemik dokulari, diger allogreft formlari ya da diger kemik greft maddeleriyle birlikte kullanildiginda
azla sivilanin (rehidrasyon ¢ozeltisi dahil), diger greftler GRAFTON® DBM Jeliile temas etmeden dnce ilgili greft malzemelerinder
tikanimasi tavsiye edilir.

GRAFTON® DBM Macununun Kullanima Hazirlanmasi

GRAFTON® DBM Macununun kullanimdan dnce REHIDRASYON ISLEMINE TABI TUTULMASI GEREKMEZ. Uriin biitiinliigiinii vey
slenme ozelliklerini uygun hale getirmek icin, GRAFTON® DBM Macununa, istendiginde kan, steril su veya steril salin gibi
bivilardan az miktarda eklenebilir. Bununla birlikte, GRAFTON® DBM Macununun basitce yogrulmasi da iiriiniin esnekligini ve
japiskanligini artirabilir.

GRAFTON® DBM Fleks Uriiniiniin (A-FLEXdahil) Kullanima Hazirlanmas
GRAFTON® DBM Fleks, iiriine gozeneklilik ve tam anlamda esneklik kazandirmak icin kullanimdan énce REHIDRASYON ISLEMINA
TABI TUTULABILIR. istenen biitiinliigi elde edinceye kadar iiriinii steril saline veya kana koyun.

GRAFTON® DBM CRUNCH ve Orthoblend iiriinlerinin Kullanima Hazirlanmasi

GRAFTON® DBM CRUNCH ve Orthoblend iiriinlerinin kullanimdan énce REHIDRASYON iSLEMINE TABI TUTULMASI GEREKMEZ. Uriin
biitiinligiini veyaislenme ozelliklerini uygun hale getirmekicin, GRAFTON® DBM CRUNCH veya Orthoblend iiriiniine, istendiginde
emikilii aspirati, kan, steril su veya steril salin gibi sivilardan az miktarda eklenebilir. Bununla birlikte, GRAFTON® DBM CRUNCH
eya Orthoblend iiriiniiniin basitce yogrulmasi da allogreftin esnekligini ve yapiskanligini artirabilir.

GRAFTON® DBM Matriksinin Kullanima Hazirlanmasi

GRAFTON® DBM Matriks, kullanimdan 6nce REHIDRASYON iSLEMINE TABI TUTULABILIR. Uriin biltiinliigiinii veya islenme
bzelliklerini uygun hale getirmek icin, GRAFTON® DBM Matriks iiriiniine, istendiginde kan, steril su veya steril salin gibi sivilardary
z miktarda eklenebilir.

GRAFTON PLUS® DBM iiriiniiniin Kullanima Hazirlanmasi

GRAFTON PLUS® DBM Macununun kullanimdan énce REHIDRASYON ISLEMINE TABI TUTULMAS| GEREKMEZ. Uriin biltiinliigiinj
eya islenme dzelliklerini uygun hale getirmek icin, GRAFTON PLUS® DBM Macununa, istendiginde kan, steril su veya steril salin
pibi sivilardan az miktarda eklenebilir. Bununla birlikte, GRAFTON® DBM Macununun basitce yogrulmasi da Giriiniin esnekligini
e yapiskanligini artirabilir.

ot: Uriin nisasta icerdiginden, GRAFTON PLUS® DBM Macunun rengi iyotla temas ettiginde mora veya siyaha ddner. Bu renk
Hedisikligi, sadece dirtiniin bir miktar iyot absorbe ettidini ve iyotla ilgili olanlarin disinda baska hicbir giivenlik sorununa yol
hemadigini gosterir. Uriinii iyotla temas ettirmek gerekiyorsa, tipki iyotla temas eden baska herhangi bir greft maddesi in gegerl
pldugu gibi, tiriiniin kullanilmasi yine cerrahin kendi takdirine bagl olmalidir.

SAKLAMA
0zel saklama kogullar icin diriin ambalaj etiketine bakin. Transplantasyonu yapilacak ilgili dokunun, transplantasyondan énce
onerilen uygun saklama kosullarinda k dair luluk, transplantasyon merkezine veya Klinisyene aittir.

iADE EDILEN URUNLER
Medtronic'e iade edilen her iriin icin, ilgili iiriin iade edilmeden 6nce birlade Yetki N
iade Edilen Uriin ilkelerine bakin.

alinmasi gerekmektedir. Medtronic

Sadece Avrupa Ekonomik Bdlgesindeki kisiler icin: Miisteri, ciddi advers olaylari (hastalarda bulasici hastaliklarin bulagsmasina,
dliime veya yasami tehdit eden durumlara, sakatlida ya da kisiyi is yapamaz hale getirecek durumlara yol acabilecek veya kisinin
hastaneye kaldinimasina ya da hastanede kalma siiresinin uzamasina veyahut morbiditeye neden olabilecek hiicrelerin ve

gelir) veya ciddi advers reaksiyonlar (6limciil, yasami tehdit eden, sakat birakan ya da kisiyi is yapamaz hale getiren veya
kisinin hastaneye kaldinimasina ya da hastanede kalma siiresinin uzamasina, veyahut morbiditeye neden olabilecek doku ve
hiicrelerin temin edilmesi veya insandaki uygulamalari ile iliskili, bulagici hastalik gibi dondrde ya da alicida gelisen istenmeyen
yanit anlamina gelir) yerel Medtronic temsilcilerine 1 giin icerisinde bildirmeleri gerekmektedir.

MRI BILGILERI
GRAFTON® DBM ve GRAFTON® PLUS DBM MR Korumalidir.

GRAFTON® DBM ve GRAFTON® PLUS DBM, tiim MR kosullarinda, manyetik olarak uyarilan yer degistirici kuvvetlere ve manyetik
olarak uyarilan torka karsi bilinen hicbir tehlike olusturmayan, yalitkan veya manyetik olmayan maddelerdir. Ayrica, GRAFTON®
DBM ve GRAFTON® PLUS DBM, RF (radyofrekans) alanlari nedeniyle olusan isiya karsi duyarli degildir. Buna bagli olarak, GRAFTON®
DBM ve GRAFTON® PLUS DBM, ASTM F2503 uyarinca MR Korumali olarak etiketlenebilir.
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GRAFTON®, GRAFTON PLUS®, D-MIN®, CRUNCH®, A-FLEX®, ADVANCING OSTEOBIOLOGIC SCIENCES® ve MEDTRONIC®, Medtronic,
Inc. sirketinin tescilli ticari iriinleridir.

5,314,476; 5,484,601;5,507,813; 5,607,269; 5,676,146 (2 ve 7,163,691 numarali ABD Patentlerinin ve yabanci menseli patenlerin
birini veya birden fazlasini icermektedir. Diger ABD ve yabanci menseli patentler beklemededir.

©2013 Medtronic Sofamor Danek. Tiim haklari saklidir.
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EXPLANATION OF SYMBOLS

R only

mle

LOT

REF

30°C

15°C
15°C to 30°C

STERILE [A]

MR
SN

CAUTION: Federal law (USA) restricts these devices to sale by or on the order of a physician
Federal yasalara (A.B.D.) gdre bu cihaz yalnizca bir hekim tarafindan veya onun izniyle satilabilir

Consult instructions for use
Kullanim talimatlarina basvurun

Do not reuse
Yeniden kullanmayin

Use-by date
Son kullanma tarihi

Batch code
Parti kodu

Catalogue number
Katalog Numarasl

Temperature limit
Sicaklik sinin

Sterile using aseptic processing techniques
Aseptik isleme teknikleri kullanilarak sterilize edilmistir

Manufacturer

Uretici

Do not use if package is damaged
Ambalaj zarar gérmiisse kullanmayin

MR safe
MR Korumalr.

Serial number
Seri numarasi
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