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Ес certificate

Fчll Quality Аssчrапсе System according to

Certificate Hurnber: 1984-мDD-15-320
Wе hereby declare that ап examination of the чпdеr mentioned full qtlality
assurance ýyýtem has Ьееп carried out follgwing the rеquirеmепtý of the паtigпаl
legislation to which the undersigned is subjected, transposing аппех Il {with the
exemption of section 4} of the Dirесtiче 93/4L{EEC оп medical devices. We certifu
that the full quality asýurance system conforms with the rеlеvапt provisions of the
aforementioned dirесtiче,

Organization:

oýiMptANT TlBBi MAIzEMELER vE мЕDiкдl
тiсдкrт ilмiтвв ýinKHTi

Mustafa Kemal Mah, 21ЗЗ, Sk. Nо: 4/2 ýankaya /Апkаrа/Тчrkеу

Produ{ts: Sterile апd Nоп Sterile Spinal Fixation Syýtemý, Sterile апd Nоп Stеrilе
Sрiпаl Cages, Sterile Vertebroplasty and Kyphoplasty Kits

The products defined at the епсlоsuге which is the раrt of this ceгtificate апd

сопtаiпs two pages. The certificate is valid till expiration date, subject to successful
completion of periodicalsurveillance audits. Please contact Kiwa for details.
Rероп NчmЬеr: М.4З0ý"08
Date of first issче; 02 January 2015
Bate of last issue: 02 December 2020
Rэyision NцmЬеr: 04
Expiry Date: 27 Мау 2а24

Medical Devices Dirесtiче 93|42|EEC Annex-ll ýection З

,tdдц_l
Muhte5em Gёkhап YЁсеl

Head of Notified Body02 December 2a2a,lstanbul, Тчrkеу

Кiwа Веlgвlепdirms Hizmetleri А.ý.
iTOýB 9. Cad. Nо:15 ТерёПrеп, Tuzla, lstanbul, Turkey
Tel.: +90 21s 59з 2ý 75 , Fах: +g0 21 ý ý93 25 74
WеЬ: www.kiwa.com.tf , e-mai| : poýta@kiwa,com
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kiutfý
Enclosure of the ЕС Certificate:

Fчll Quality Аssчrапсе ýystem according to

Medical Dечiсеs Directive g3l42|EEC Аппех-llýес*iоп 3

Certificate NчmЬеr: 1984-MDD-15-32O, Revision NчmЬеr: 04

сопсеrпеd medical devices;

Page 1/2

Product: Sterile and Nоп Sterile Spinal Fixation Systems

Oýl Spinal Fixation System

ON PLUS Spinal Fixation System

vEsTA cement lniectable sсrеw ýpinal Fixation system
JUVE Pediatric ýpinal Fixation System

СЕRЕý Mi п i mа lly l пча sive, Ре rсчtапеоч s Sсrеw ýpi па l F iхаt!qд|Sуq.!gцц

ýТRАТО5 lnterspinous Fiхаtоr Spinal Fiхаtiоп System

PORTHOS Posterior Cervical ýpinal Fixation ýystem

ULTlO l-aminoplasty Posterior Cervical Spinal Fixation System

AURA Апtеriоr Cervical Plate System
ATLAS Odontoid Sсrеw
АТНЕПiА MlS and Ореп Modular Pedicle Sсгеw System

Product:Sterile апd Nоп ýterile паl ý

ARION Expandab|e Bladed Cervical РЕЕК Cage

EOS Bladed Сеrчiсаl РЕЕК Cage

BlA Cervical РЕЕК Саsе
Т|ТАNоРЕЕк АсF Stand Alone Сеrчiсаl Саgе ýystem
AR|A Expandable РЁЕК PLlF Саgе

FlDES Angular РЕЕК TLlF Саее

dtСдч
Мчhtе;егп Gцikhап Yýcel

Head of Notified Body02 DесеmЬеr 2020, lstanbul, Тчrkеу

Kiwa Belgelendirme Hizme{Bri А,ý.
iTOgB С, cad. Nо,l5Тсреоrеп, Tuzla, lýtanbul, Turkey
Tel.: +90 216 593 25 75, Fах: +g0 21S 593 25 74
}YеЬ: www.Нwа.сотп.ý, е-mаii: poýta@kiwa.com



ki"rЦ
Епсlоsчrе of the ЕС Certificate:

Fчll Quality Аssчrапсе ýystem ассоrdiпg to
Medical Devices Directive 93l4.2|EEC Аппех-|l ýection 3

Раgе 2/2

Certificate NчmЬеr: 1984-М DD-15-320, Rечisiоп ill чmЬеr: О4

Сопсеrпеd medical devices;

ProdProduct: Sterile VргtеЬrорIаstу апd*Ц}tрЦggЦsЦ ltits ,

оru PLUý Gauge
O}l РLЦS Needle Beveled Туре
оN PLUS Вопе Fillеr
0N PLUý Osteo lntroducer
kischner \ffirе
ON PLUS Spacer (Drill)

lLOý Spine Kit
Kiwa Be|gelendirme Hizmetleri А"ý. is Notified Body under Соuпсil Directive
93 | 42|ЕЕС сопсеrпiпý medical devices with identification пum ber: 1984

Pro{luct:Sterile апd Nоп Stегilе na
TALOý PEEKTL|F Саgе
ZELOS PEEK-TITANlUM PLIF Саsе
ýENTINUS-C Сеrчiсаl Corpectomy Mesh Cage
SЕNТlNUý-L Lumbar Corpectomv Mesh Саяе
Х-ХР Согресtоmу Саяе

,ýdдц
,l

Muhte5em Gбkhап Ytjcel
Head of Notified Body02 DесеmЬеr 2020.|stanbul, Turkey

Кiwя Býlpelendirfie HiErn9tleri А,ý.
lToýB 9. Cad. so:1ý Тереоrеп, Tuz|a, lstanbu!, Тчrkёу
Tei,: +90 216 5S3 2ý 75 , Fах: +90 21ý ý93 2ý 74
lryeb: www.ki\ira.corn,tr, €-rnail: poýta@K}l.a.rým
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ý.tOSJ]',lPLANT
Т l Sр,пе Rt!:0rаl|0п Теtппоlо9у

IIYGUNLUK BEYANI
D е с l ar ati оп of С опfоrmiф

'OSIMPLANT" mаrkаsmа ait olarak tamamen kendi sorвmluluýumuz alttnda iiretmiq
olduýumuz Ьu tiriinlerin 93142/ ЕЕС yбnetmeliýinin gereksinimlerine gtire tiretilip kontrol
edildiýini Ьеуап edeiz. l We declare that, t|tese products whick Ьеlопg to "ОSLМРLДNТ" Ьrапd are
completely uпdеr оur respoпsibility also producted апd checked accordiпg to the requirerпeпts of
93/42/ ЕЕс,

tjretici firma / Мапufасturеr: Osimplant Trbbi Malzemeler Medikal Tic.Ltd.ýti.

Uretici Adresi / Мапфасturеr Дddrеss:
Office Qankaya/ Ankara 06510

Mustafa Кеmаl Mah. 21ЗЗ. Sk. No:4i2 Royale

Те| l Рhопе : +90 З\2 47З 82 8а Faks l Fах : +9о э|2 47З 8|90
\YеЬ: http://osimplant.com.trl E-Mail:info@osimplant.com.tr

Ёriiп Аrdl / Product Nаmе:

Steril ve Steril Olmayan Spinal Fiksasyon SistemlerilSrerile апd Noп-sterile Sрiпаt Fiхаtiоп
Syslems

OSI Spinal Fiksasyon Sistemi/ OSI Sрiпаl Fixatioп System
ON PLUS Spinal Fiksasyon Sistemi l ON PLUS Sрiпаl Fixatioп System

YESTA Sеmепt Enjekte Edilebilir Vida Spinal Fiksasyon Sistemi l {/ESTA Сеmепt IпjесtаЬlе
Screw Sрiпаl Fixatioп System

ARTHOS Titanlum Plazma Kaplr Yida Spinal Fiksasyon Sistemi/,4RTHOS Titaпium Рlаsmа
Coated Screw Sрiпаl Fixatioп System

JUVE Pediatrik Spinal Fiksasyon Sistemil JUI/E Pediatric Sрiпаl Fixatioп System
CERES Minimal invaziv, PerИitan Yida Spinal Fiksasyon Sistem7CEД ES Мiпimаllу
Iпуаsivе, Реrсutапеоus Sсrеw Sрiпаl Fiхаtiоп System
STRATOS Interspinбz Fiksatёr Spinal Fiksasyon Sistemil STRATOS lпtеrsрiпоus Fixator
Sрiпаl Fixatioп System

PORTHOS Posterior Servikal Spinal Fiksasyon Sistem7POrtTHOS Posterior Cervical
Sрiпаl Fixatioп System
ULTIO Larninoplasti Posterior SeTvikal Spinal Fiksasyon Sistemi/
Posterior Cervical Sрiпаl Fixatioп Syslem

ULTIO Lаmiпорlаsф 't \

At RA Anterior Servikal Plak Sisteml AURA Апtеriоr Cervtcal Plate Syste

ATLAS Odontoid Vidа/дТLАS оdопtоid Screw

Dоh No: SF-A-5-1 Yауп Tarihi: 17,07.2017 Rey. No: 2 Rey. Tarih: 10. ] 0.2019
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f I Sp,n, Re\ltriltlQп Теthпоlо9у

НЕRдКLЕS Mini Plak Yе Vida Kraniyel Sistemler/ НЕRДЮЕS Miпi Plate апd Screw

Сrапiаl Systems

дТНЕNД MIS PerНitan Spinal Stabilizasyon Sistem/ ДТНЕNА MIS Реrсutапеоus Sрiпаl

Stabilization System

Oriin Tipleri lProduct Types:

Dok. No: SF-Д-5-1 YoytпTarihi: ]7.07,2017 Rev. No 2 Rey. Tarih: la.(0.2a19

Steril че Steril Olmayan Monoaksiyel Vidalar, Steril ve
Steril Olmayan Poliaksiyel Vidаlаr, Steril че Steril
Olmayan Monoaksiyel Redtiksiyon Vidаlац Steril ve
Steril Оlmауап Poliaksiyel Redtiksiyon Vidalar, Steril ve
Steril Olmayan Monoaksiyel Sement Enjekte Edilebilir
Vidаlаr, Steril че Steril Оlmауап Poliaksiyel Sэmепt
Enjekte Edilebilir Yidalar, Steril ve Steril olmayan
Titanyum Plazma Kaplama Vidаlаr, Steril ve Steril
Olmayan Тitапуum Plazma Kaplama Rediiksiyon
Vidalar, Steril че Steril Оlmауап Sakroiliak Poliaksiyal
Vidalar, Steril ve Steril Оlmауап Perktitan Vidаlаr, Steril
ve Steril Olmayan Minimal lnvaziv Vidalar, Steril ve
Steril Оlmауап Odontoid Vidalar, Steril че Steril
Olmayan Laminoplasti Vidalarr, SteTil vo Steri1 Olmayan
Servikal Yidalar, Steril rrе Steril Оlmауап Lamina
Kancalar, Steril ve Steril Оlmауап PediНil Kancalar,
Steril ve Steril Оlmауап Offset Kancalat, Steril ve Steril
Оlmауап Rodlar, Steril ve Steril Оlmауап Коппеktбrlеr,
Steril ve Steril Olmayan Kortikal Vidalar, Steril ve Steril
Оlmауап Plaklar, Steril че Steril Оlmауап Mikro Plaklar,
Steril vo Steril Оlmауап Mikro Yidalar, Steril ve Steril
Olmayan Domino Konnektбrler, Steril че Storil Оlmауап
irrterspinбz Fiksatбrler/ Sterile апd Noп-Sterile
Мапоахiаl Screws, Sterile апd Noп-Sterile Polyaxial
Screl4ls, Sterile апd Noп-Sterile Мопоахiаl Rеduсtiоп
Screws, Sterile апd Noп-Sterile Polyaxial Rеduсtiоп
sсrеlцls, sterile апd Nоп,stеrilе Мопоахiаl Сеmепt
IпiесtаЬlе Screws, Sterile апd Noп-Sterile Palyaxial
Сеmепt Iпjectable Screws, Sterile апd Noп-Sterile
тitапium plasma coated screws, , sterile апd Nоп-
sterile Тitапium plasma coated Rеduсtiоп screws,
Sterile апd Noп-Sterile Sacroiliac Polyaxial Screws,
sterile апd Nоп- sterile Реrсutапеоus screws, sterile
апd Noп-Sterile Мiпimаl Iпvasiye Screws, Sterile апd
Noп-Sterile Odoпtoid Scrgwц Sterile апd Noп-Sterile
Lamiпoplasty Screws, Sterile апd Noп-Sterile "Ce"wQal
Screws, Sterile апd Noп-Sterile Lаmiпа НооЬ, Sterile
апd Noп-Sterile Pedicle HoolB, Sterile
Offset HoolB, Sterile апd Noп-Sterile
Nоп-stеrilе Соппесtоrs, sterile апd

Sayfa 2 / 4
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tirtin slnrfi /
Class of Product:

GMDN Kodu/ GMDN Adr:

Дl05lмрLАNт
Т l ýр,пе RerlolatroD tбгhrrбlO9у

Screws, Sterile апd Nоп-Stеrilе Plates, Sterile апd Nоп-
Sterile Micro Plates, Sterile апd Nоп-Stеrilе Micro
Screws, Sterile апd Nоп-Stеrilе Dоmiпо Соппесtоrs,
Sterile апd Noп-Sterile lпterspiпous Fixators

Sшf IIЬ - КurаI 8
C{ass IIЬ - Rule В

61З25lKemik-vidast i9 оmurgа sabitleme sistemi, steril
olmayan
бlЗ24/Kemik-vidast ig оmurgа sabitleme sistemi, steril
4665З / Spinal fiksasyon plakasr ЬiуоЬоzuпur olmayan
6 1 53Зllпtеrsрiпёz spinal fiksasyon implant
46642/ Kranyofasiyal fiksasyon plakasl, biyobozunur
оlmауап

GMDN Code/GMDN Nаmе:
6 I 3 2 5 / Вопе-s crew iпlе rпаl sрiпаl fiхаtiоп syste m

попstеrilе
б I 3 2 4/ Borae-screw iпtеrпаl sрiпаl fiхаtiоп system

steriIe
4 6 6 5 3 / Spiпal Fiхаtiоп Plate поп-ЬiоаЬs orb able
б 1 5 3 3/ l пtеrsрiпоus Sрiпаl Fiхаtiоп Imрlапt
4 б б 4 2 / С r апiоfа с i al fi х ati о п pl at е, поп- Ь i о de gr adab l е

uуgulапап standart ve yбnetmelikler / Дррtiсаьlе Harmoпized staпdards апd directives:
Standartlar listesi rеfеrапs altndt. / Staпdard list is rфrапсеd

Uygrrnluk Dеýеrlепdirmе Yоlч; MDD (93/42|EEC) Ек II- Вбlrim З
Софоrmiф Asssesmeпt Rоutе: MDD (9з/42/ЕЕс) дNNЕх II- Sectioп3

Опауlапmlq Кuruluq Adr /
Nаmе of Notified Body:

Kiwa Belgelendirme Hizrletleri А.ý.

Onaylanmrg Kurulug Adresi l дddrеss of Notфed Body:
(iToSB) istanbul Tuzla Organize Sanayi B6lgesi ТереОrеп Mevkii з4957 Tuzla-istanbul
Ttirkiye

ТеUРhопе: +90 2|6 59З 25 75 Fаks/ Fах: +90 2|6 59з 25 7 4

Dok No: SF-А-5-1 YаупТаrilзi: 17.07,2017 ReT, No: 2 Rey. Тайh: 1а.]0.2019

Sц{а3 /4
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g-t05]},lPLANT
Т l5р,пt P*l1grfrlI0n Теthлоlо9у

{IYGUNLUK BEYANI
D е с l ar aI i о п of С о пfor m i ф

"OSiMPLANT" markaslna ait olarak tamamen kendi sorumluluýumuz altrnda iiretmiq
olduýumuz bu iiriinlerin 9З/42/ ЕЕС yiinetmetiýinin gereksinimlerine gёrе iiretilip kontrol
edildiýini Ьеуап ederiz. / We dесlаrе that, these producls which Ьеlопg to "ОSLД[РLДNТ"
Ьrапd are completely uпdеr оur respoпsibility also producted апd checked accordiпg to the
requiremeпts af 93/42/ ЕЕС

Ёrеtiсi ftrmz / Мапufасlurеr: Osimplant Trbbi Malzemeler Medikal Tic.Ltd.ýti.

Ёrеtiсi Adresl/MaпufacturerAddress: MustafaKemal Маh.21ЗЗ. Sk.4lzRoyale Office
Qankaya / Ankara-Turkey 0б5l0

Те| / Рhопе : +90 312 47З 82 80 ýaks l Fах : +9а З12 47З 8Ва
\Шetl: http://osimplant.com.trl E-MaiI: info@osimplant.com.tr

8riiп Ьф / Praduct Nаmе Steril ve Steril Olmayan Spinal Kafesler/Srerile апd Nоп-
Sterile Sрiпаl Cages
Lomber КаГеslеr / Lumbar Cages
Servikal Kafesler / Cervical Cages
Korpektomi Kafesler l Corpectomy Cages
ТrаЬеkЁlеr Kafesler/ Trabe с ul ar С а ge s

Steril ve Steril Olmayan Servikal РЕЕК Kafesler, Steril
ve Steril Olmayan Titanyum Kafesler, Steril ve Steril
Olmayan LоmЬеr Interbody Kafesler, Steril че Steril
Olmayan Trabeki,iler Kafesler, Steril че Steril Olmayan
Genigleyebilir Kafesler, Steril ve Steril Оlmауап Brgaklr
KafesleT, Steril че Steril Olmayan Geniqleyebilir Brgaklr
Kafesler, Steril ve Steril Оlmауап Servikal Korpektomi
Kafesler, Steril ve Steril Olmayan Lomber Korpektomi
Kafesler / Sterile апd Noп-Sterile Cewical РЕЕК Cages,
Sterile апd Nоп-Stеrilе Тitапium Cages, Sterile апd Nоп-
Sterile Lumbar lпtеrЬоф Cages, Sterile апd Nоп-Stеrilе
Trabecular Cages, Sterile апd Noп-Sterile ЕхрапdаЬlе
Cages, Sterile апd Non-Sterile Bladed Cageso Sterile'tlld

iiriin Tipleri /Product Types:

Noп-Sterile ЕхрапdаЬlе Bladed Cages, Nоп-
Sterile Cervical Corpectomy Cage
Sterile LumЬаr Corpectomy Cages

Dok. No: TD-SK-4-UB Yауlп Tarihi: 17.07.20]7 Rеv. No: а3 R.ey. Таrilз: 15.а].2019

Sayfa } / З



Ёriiп Srnrfi /
Class of Product:

GMDN Kodul GMDN Adl:

Uуguпluk Deýerlendirme YoIu :

Сопfоrmф Asssesmeпt Roate :

Onaylanmrq Кчruluq Adr /
Nаmе of Notilied Body:

ОпауIапmlq Кurulug Adresi /

Address of Notilied Body z

ТеVРhопе: +9а 216 59З 25 7 5

СЕ Belge No.. 1984-МDD-15-З2а
СЕ CeПiJicate No:

+lPFlHflL*H;

Stnrf IIЬ - Кurаl 8
Class ]|Ь - Rule 8

381б1/ Spinal Kafes
57 8а5 / Spinal Fiizyon Kafesler, Steril Оlmауап
60762lPolimerik Omurga Fiizyon Kafesi, Steril Olmayan
ба847/Роlimеr Omurga FЁzуоп Kafesi, Steril
З 8 1 б 1 i Metali k Spinal Fiizyon Kafesler-Steril
5 7 80 5/ Metal ik Spinal Ftizyon Kafesler-Steril
Olmayan

MDD t9Зl42ПЕС) ЕК II - Вбliim З
MDD (93/42/ЕЕС) ANNEX II- Sесtiоп3

Kiwa Belgelendirme Hizmetleri А.ý.

(iToSB) istanbul Tuzla Organize Sanayi Bбlgesi
Теребrеп Mevkii з49 57 Tuzla-istanbul Ti,irkive

GMDN Соdе/GМDN Nаmе: 38Iбl/ Sрiпаl Cage
57805/ Sрiпаl Fusiоп Cages, Noп-Sterile
60762/ Polymeric Spiпal Fusiоп Cage, Noп-Sterile
60847/ Polymer Sрiпаl Fusiоп Cage, Sterile
381б11 Metallic Sрiпаl Fusiоп Cages Sterile
578051 Merallic Sрiпаl Fusiоп Cages Noп-Sterile

uygulanan standart ve yёпеtm eliklet / Applicable Еаrmопizеd staпdards апd directiyes:
Standartlar listesi referans almdt. / Staпdard list is rфrапсеd.

Fаksлах: +90 216 59з 25

Dok- No: TD-SK-I-UB YaymTarihi: 17.a7.20l7 Rey. No:03 Rey. Tarih: ]5.0t.201g
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0ýIt'lPLAI{T

UYGUNLUК BEYANI
Declaration of Сопfоrmitу

"0SIMPLANT" markaýrna ait olarak tаmаmеп kendi sоrumlчluýчmuz alhnda iiretmiq оldчфmuz
bu iiriinlerin 93l42lEEC yýnetmeliýinin gereksЫmlsrine grire iiTetilip kontrol edildiýini Ьеуап
edeiz. l We declare tlzat, these products which Ьеlопg to "ОSLМРLДNТ" Ьrапd are completely

uпdеr оur respoпýibility also producted апd checked accordiпg to the rеquirепепts af 9З/42/ ЕЕС

Ёretici firmа l Мапчf,асtчrеr: Osimplant Trbbi Malzemeler Medikal Tic.ttd.ýti.

Ofis Аdrеs / Office Address: Mustafa Кеmаl Mah. 2133, Sk. 4/2 Royale Office Qа:зkауа /
Апkаrа-Тчrkеч 06510

Urеfim че Tasarlm Adresi: iНtelli O.S.B, Mutfak Egyalarr ýап. Sit. Mzt Blok Nо:47
Baýaýehir / iýTANBUL

Теl/Рhоuе : +90 З12 473 8280
1ffeb;
E-MaiI:

Uriin ёldT / Рrоdцеt Nаже:

tiriiп srnrfi:
Class oJ Product:
fuпсtiоп)

Uygunluk Deýerlendirme Yоlu;
Сопfо rmф As s еssупепt Rо utе :

FаIс / Fах : +90 зLZ 473 8|90
http :l/osimplant. gom,trl

info@osimplant. соm.tг

ENSTRUMAN SETLER
INSTRUMENTS ýErý

Srmf-I Diýer (steril ve ýl9rпе fопksiуопu оlmауап)
ClBss-l Other (without sterile апd measuriпg

MDD (9з142вЕс) Ек IX
мDD {93l42lEEC) АNNЕх ж

Yukаrrdа belirtilen Ёriiпlегiп Avrupa Trbbi Cihaz Direktifi 93142ПýС, ЕК_УII
iiretildiýini Ьеуап ederiz.
Ws, tFle мапufасturеr hereby declare that, the аЬоvе mепtiопеd products аrе
accordaпce wit|l Europeaп Medical Deyice Directive 93/42/ЕЕС, ДNNЕХ-WL

tiriiпlеr Tlbbi Cihaz Direktifi 93l42БEC, EK-I Тешеl Gereksinimleri
igareti ile piyasaya sЁriilebilir. Cihazlarrn MDD {Ttbbi Cihaz Di
YII'е чуgцп оldчýчачп deýerl*ndirilmesi mfiпhаsrг sоrчmlulч
ge19eHegmigtir"
products аrе suitable
ANNEX-I апd could Ье

for Esseпtial Requiremeпts of Medical Dеviсе Dirесtivе 93/42IEEC,

Dok. .\'ts: Г{,)-{.!В l'u.Tllt T,rriiti: l j.f)l_il)l9 lley. "\'tt: |,ttl {tet,. '|'cu.ih: --

.\rr_ilir / -i



absll''tpLAt\tT
Tl,

accardiпg to МilD 93/42/ЕЕС (Еurореап Medical Dеviсе Directive), АNNЖ-WI is Made uпdеr
the r*spoпsibtlity of Оsimрlапt exclusively.

дупса 93142,{EEC, EK_YIРе g0re teknik bir dokiimantaryoп sistemi kurduýumuzu Ьеуап
ederiz.
Besides, we lвеrеф declare t|Tat we hауе established а teehпical
ассоrdiпg to 93142/ЕЕС, ANNEX-W.

DеНаrаsуоп l}fizenlenme Tarihi: 15 / 0i l2a19
Date of Issц$ftее af Eeclaratioп:

Соmрапу

tJýi.

'fuýEll 
ЬФ kt i l ]]. 5{ Ё, +? {G t л ir.;,,
а 0IltrзlJшfл:0]l2{;Ji;90

lф tд : &tп| ?0 ý rЁ* si(l ф : зlc;:.
tt tfii&jO&ЁýllшщФll

Dult. ,\'ll: T[}-l_i!} Ir.l,tttl-a|ihi:l5.|)l.з{)l9 Ret,.:\'r;: |l/] /irr,. Гсtl,i/l: --

5a.r/ir j -i



Referans
Коtu/Rеfеrепсе

Code
{Jriiп bdilProduct Nаmе

GMDN
IdodulGfulbN

Code
0ý1-1020 05l Spinal Fixation System lnstrument Set

FORТНОý-1010 РОRТНОS PosteriorCeruicalSystem lnstгumentSet

ýENTiNU5_1095 SENTINUS Corpectomy Mesh Cage lпstrumепt ýet

AURA_105O AURA Cervical Ptate System lпstгumепt Set

х/хр-106о х_хр Mesh Соrресtоmу Cage lпstrumепt Set

8lA-1046 BlA Cervical Cage lпstгumепt Set 1Бз4s
T|TANOPEEK-].031 TiTANOPEEK-C ýtand Аlопе Сеrчiсаl Cage lпstгumепt Set

ARIOI\,1_1070 ARtON ЕхрапdаЬlе Cervical Bladed Cage lnstrument Set

сСМВ0-1011 ZELOS&FIDEýCombinedlnstrumeпtSet

ULT|0-1040 ULT|O Laminop|asty Systern lпstrumепt ýet

ОNРtUý-1021 ОN PLUS Spinal Fixation System lпstгчmепt Set

HERAKLýý-1015 HERAKLES Micro Plate and Sсrеw lnstrument Set

JUvE_].o3o ' JUvЕ Pediatric Spinal System lпstгчmепt ýet

ATLAS-1022 ATLAS Odontoid Sсrеw lnstrument Set

TALOý-1O75 TALOS TLIF Cage lпstrurпепt Set

EOS-1035 EOS Cervical Bladed Cage lnstrument Set

PAN-1033 PAN Сегчiсаl Disc Prosthesis lпstrчmепt Set

PALES_1OZ3 PALES Тrапsfасеt Pedicle ýсrеw System lnstrument Set

АRlА-1080 AR|A Expandable PL|F Cage lnstrument Set 16з49

ZELOS-1085 ZELOS РLlГ Cage lnstrument Set

FIDЕS-1065 tlDES AngularTLlF Cage lnstrument Set

ýТRАТOý_lgЗz ýTRATOý lnterspinous Fixation System lnstrument Set

KNEUROKC;r
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тЁRltАк BýS No
Yý-E870_0B*

о
O5!MPLANT

; М 10028

:11Маrсh2013

: 20 FеЬruагу 20I9

: |9 Fеfuuаry 2а22

,{dдч
General Мапаgеr

kiwa certifigatioя ýепiсss lпс.

ITOýB 9. eadde Nо. 15 ТвреOгсп Tuzla - Istкrbul - TuTkey

Tel: + 90 2lб 59З 25 75 Faks : + 90 2lб 59З 25'}4

Web: 1ттý,kitrry*.сglц.tг E-mail: info@kirTa,coпr.tT

CertiJicale isvalid ti![ expiratioп date, subjecl !о saccesq{u! сопрlеtiоп afperiadica! surveillance ацdils-

рIsаýе contact аьоче пчmьеrs fоr detailed information.

oýiMpLANT TlBBi MALzEMELER чЕ
MEDiKAL TIcARET l_iMiTHD ýiRKETl

МUSТАFА КЕМД\L MAHALLESi2133, SO}(AK NO: 4l2 ýANKAYA-ANKARA-TURKEY

with а scope of

DЕýIGN АNв рRоt}UстlоN оF ýP|NAL IMPLANTS

Medical devices - Quality mапаgеrпепt systems - Requirements for
regulatory рurроsеs

Follolviпg еlелпепls ollhe stяпdard are exclztded'

"7-5.3" "7.5.4"

ЕN lSO 13485:2016
certificate No

Initial certifi cation Date

certification Date

Expiration Date

Last Modified:20 FеЬruагу 2019 - R 04



kiwil

osiMpLANT TlBBi MALzEMELER чЕ
MHBIKAL тiсдввт l-iMiTHB ýiBKBTi

мUSтАFА KEMAI MAHALLEýi 21 33, ýокАк Nо: 4l2 ýANKAYA - ANKARA - TURKEY

with а scope of

DES|GN АND рRоDUст|оN оF ýPINAL |MPLANTS

Has established а quality rпапаgеmепt sуэtеm iп ассоrdапсе
. with international standard,

" Fallariпg eteMeaB oJ.the sмпdаrd аrе excluded ''

1\|опр

lSO 9001 :2015

certificate No

Initial certification Date

certification Date

Expiration Date

о
oSlMPL.ANT

: М 10027

: l1March2013

: 01 OсtоЬеr 20l8

: З0 September 2021

/

ýeneTal Мапаgеr

kiwa ceгtification services Iпс

ITOýB 9. Cadde No, 15 Теробrеп Trиla - Istanbul - Тuгkеу
Tel: + 90 216 59з 25 75 Faký : + 90 216 59з 25 ?4
Web: rrъчrт-kiwа.gоm.tr E-пail: info@Eiryacorn_tr

Сеrtфсвtе is valid lill eapiralial dale, s.lbjecl to suссеýslul еопрlеliоп olperiodical suwеillапсе aud.(.,
pleaýe сояtасt above пчmьsrs fог delailed iпfогmаtiоп.
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Last Modiýed: l0 Jапчаrу 2019 - R 04
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