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iSLETME YANIT FORMU
URON: Stryker System G® El Aletleri

19/06/2017
1. Ekteki Geri Cagirma Bildirimini hemen inceleyin.
2. System G el aletlerinin Bakim Talimatlarinin revize edilmis versiyonunu ilgili kisi veya departmana iletin.
3. Daha once dagitilan tiim System G elcek Bakim Talimatlarini ortadan kaldirin ve atin.
4. System G elceklerini dagitmaya devam ettiyseniz, liitfen Bildirimi ve bu isletme Yanit Formunu (BRF)

durumdan etkilenen tiim konumlara iletin. Litfen ilgili konumlardan her birini asagida belirtin.
5. Tamamlanan ve imzalanan isletme Yanit Formunu Stryker’a su adresten iletin:
duygu.sahin@stryker.com

Not: Isletme Yanit Formu izerindeki imzaniz, Bildirimi aldiginiz ve anladiginizi, bununla birlikte Bildirim
kapsamindaki talimatlari izlediginizi belirtir.

Miisteri Adu: Miisteri No.:

ShipTo2

Yazih Miisteri Ad1 Miisteri Unvani

iletisim Kurulacak Kisinin Telefon Numarasi Miisteri Imzas Tarih
E-posta Adresi Faks Numarasi

Etkilenen cihazlar1 dagitmaya devam ettiyseniz litfen cihazlari dagittiginiz kisileri asagida belirtin:

iletisim Kurulacak Kisi Tesis Adi

Adres Ulke

Stryker Corporation veya bagh sirketleri, asagidaki ticari markalara veya hizmet markalarina sahiptir, bu markalan kullanmaktadir ya da bu
markalar i¢in basvuru yapmistir: System G, Stryker. Diger tiim ticari markalar, ilgili sahiplerine aittir.
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BUSINESS REPLY FORM
PRODUCT: Stryker System G® handpieces

1. Immediately review the enclosed Recall Notification.

2. Distribute the revised version of the System G handpiece Care Instructions to the appropriate person or
department.

Remove and discard any previously distributed System G handpiece Care Instructions.

4. Ifyou have further distributed the System G handpieces, please forward the Notification and this
Business Reply Form (BRF) to all affected locations. Please indicate each location below.

5. Return the completed, signed BRF to Stryker <Duygu.sahin@styrker.com>.

Note: Your signature on the BRF indicates that you received and understand the Notification and have followed the
instructions in the Notification.

Account Name: Account #:

Print Customer Name Customer Title

Contact Phone Number Customer Signature Date
Email Address Fax Number

If you have further distributed any affected devices, please indicate to whom below:

Contact Person Facility Name

Address Country

Stryker Corporation or its affiliates own, use, or have applied for the following trademarks or service marks: System G, Stryker. All other
trademarks are trademarks of their respective owners or holders.
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URGENT MEDICAL DEVICE RECALL NOTIFICATION
PRODUCT: Stryker System G® handpieces

ATTN: Risk Manager, Operating Room Director, Materials Manager

The purpose of this notification is to advise you that Stryker Instruments is voluntarily recalling
the Care Instructions (7300-001-700) packaged with the following System G handpieces:

Product Numbers Dates of Distribution
7308-001-000 Sagittal Saw Devices distributed between
7306-001-000 Reciprocating Saw August 17,2016 and
7305-001-000 Rotary Drill May 4, 2017
Product Description:

The Stryker System G handpieces are surgical battery-powered instruments intended for use
during a variety of orthopedic and trauma procedures, in conjunction with various accessories
and/or attachments.

Reason for the Voluntary Recall:
Information has been updated in the Care Instructions to reflect that the recommended
Ethylene Oxide (EO) Sterilization time should be 80 minutes, up from 60 minutes previously.

Risk to Health:

There is a potential risk of soft-tissue infection to the patient if a non-sterile System G
Sagittal Saw is used. There is no risk associated with the System G Rotary Drill or System G
Reciprocating Saw related to this recall.

Actions to be taken by the Customer/User:

1. Immediately review this Recall Notification.

2. Enclosed is a revised version of the System G handpiece Care Instructions. Please
distribute the revised version to the appropriate person or department.

3. Remove and discard any previously distributed System G handpiece Care Instructions.

4. Please complete and sign the enclosed Business Reply Form (BRF), acknowledging your
receipt and understanding of this Notification.

5. Return the completed BRF to <Duygu.sahin@stryker.com >.

We apologize for any inconvenience this action may cause your facility. Please forward a copy
of this letter to any other personnel within your facility that you deem appropriate.

Report any serious adverse events or product quality problems to Stryker Instruments: 1-800-253-3210

Health care professionals and consumers may report serious adverse events (side effects) or product quality problems with the use
of this product to the FDA's MedWatch Adverse Event Reporting program either online, or by fax or phone.

Online: www.fda.gov/Safety /MedWatch/HowToReport/def 1tm Fax: (800) FDA-0178 Phone: (800) FDA-1088

Stryker Corporation or its affiliates own, use, or have applied for the following trademarks or service marks: System G, Stryker. All other
trademarks are trademarks of their respective owners or holders.

4100 E Milham Road, Kalamazoo, MI 49001 USA | P 269 323 7700 | F 866 521 2762
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Internet adresi: www.fda.gov/Safety/MedWatch, port; ! Faks: (800) FDA-0178 Telefon: (800) FDA-1088
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TIBBI CIHAZ ACIL GERI CACIRMA BILDIRIMI
URUN: Stryker System G® El Aletleri

DIKKAT: Risk Miidiirti, Ameliyathane Direktorii, Malzeme Miidiirii

Bu bildirimin amaci, asagidaki System G el aletlerinin ambalajinda saglanan Bakim
Talimatlarinin (7300-001-700) Stryker Instruments tarafindan goniillii olarak geri ¢agrildig
konusunda sizi bilgilendirmektir:

Uriin Numaralari Dagitim Tarihleri
7308-001-000 Sagittal Testere 17 Agustos 2016 -
7306-001-000 Karsilikli Testere 4 Mayis 2017 tarihleri arasinda
7305-001-000 Doner Matkap dagitilan cihazlar

Uriin Agiklamasi:

Stryker System G el aletlerinin, farkli ortopedik ve travma prosediirleri sirasinda gesitli
aksesuarlarla ve/veya pargalarla birlikte kullanilmak lizere tasarlanmus, pille ¢alisan cerrahi
aletlerdir.

Goniillii Geri Cagirmanin Nedeni:
Bakim Talimatlarinda daha 6nce 60 dakika olarak belirtilen dnerilen Etilen Oksit (EO)

Sterilizasyonu stiresi 80 dakika olarak giincellenmistir.

Saglik Riski:

Steril olmayan bir System G Sagittal Testerenin kullanilmasi durumunda, hastada yumusak
doku enfeksiyonu olusmasi yoniinde potansiyel risk vardir. Bu geri ¢agirma bildirimine
istinaden, System G Doner Matkap veya System G Karsilikli Testere ile iligkili herhangi bir risk
yoktur.

Miisteri/Kullanmici tarafindan yapilacak islemler:

1. Bu Geri Cagirma Bildirimini hemen inceleyin.

2. System G el aletlerinin Bakim Talimatlarinin revize edilmis versiyonunu ekte
bulabilirsiniz. Liitfen revize edilmis versiyonu ilgili kisi veya departmana iletin.

3. Daha dnce dagitilan tiim System G el aletlerinin Bakim Talimatlarini ortadan kaldirin ve
atin.

4. Liitfen ekte yer alan ve bu Bildirimi okuyup anladigimzi onaylayan isletme Yanit Formunu
(BRF) tamamlay1p imzalayin.

5. Tamamladiiniz isletme Yamt Formunu su adresten bize gonderin:
duygu.sahin@stryker.com

Bu durumun neden olabilecegi her tiirlii rahatsizliktan dolay: 6ziir dileriz. Liitfen bu mektubun
bir kopyasini, tesisiniz biinyesinde ¢alisan, ilgili oldugunu disiindigiiniz diger personelle de
paylasin.

Tiim ciddi advers olaylar (yan etkileri) veya uriiniin kalitesiyle ilgili sorunlan Stryker Instruments’a su telefon numarasi iizerinden
bildirin: 1-800-253-3210

Saghk hizmeti uzmanlan ve tiiketiciler bu triniin kullamimiyla ilgili advers olaylan (yan etkiler) veya trtnin kalitesiyle ilgili
sorunlann FDA'nin MedWatch Advers Olay Bildirim programina internet iizerinden ya da faks veya telefon yoluyla bildirebilirler.

Stryker Corporation veya bagh sirketleri, asagidaki ticari markalara veya hizmet markalarina sahiptir, bu markalar kullanmaktadir ya da bu
markalar i¢in bagvuru yapmistir: System G, Stryker. Diger tiim ticari markalar, ilgili sahiplerine aittir.
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