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Full Quolity Assurqnce ýystem Approvol Certificote

Оп the bosis of оur exominotion соrriеd out occording to Аппех ll, excluding section 4, of the Direcfive
93/42|EEC ond its revised чеrsiоп, we hеrеЬу сегtifу thoi:

TýUNAMI MEDIсAL S.R.L.

41124 MODENA {МО}- VlA EMlLlO GlORGl27 {lTA) - lioly

monoges iп the foctory of:

41ОЗ7 M|RANDOLA (МО)- VlА ХХV APRILE 22 {lTA)- ltoly

о quolity cýýuronce sysiem ensuring the conformity of ihe following products:

lпtеrvеЁеЬrоl оЁhrоdезis systems

lnterspinous lчsiоп system

Реrсчtqпеочs discectomy device
Ciphoplostic, verthebroplяstic devices cnd occessories

Needles cnd biopsy sets

Devices for percutoneouý disceclectomy
Sc|erotherapy devices

series ond type refs iп the Аппех

with the relevont essentiolrequirements of the cforementioned directive {from design to finol lnspection
cnd testing) ond it is subject to surveillonce os specified in section 5 of Аппех ll. Fоr closs lll devices, this

certificote is чо|id опlу with the relevont ЕС Design-Excminoiion Cerl,ificote of Аппех |1.4.

Reference io lMQ files Nos:
]0Ао002l8; DM]5AO4B2846-al; DMl5GO4Z6?04-0l; DMI550502491-0'l; DMlбA0587769-al; DM'lбA0655593_
0]; DMl6-0003320-01;DMl7-00l0609; DMl6-0007367-a1; DMI&0026818-0l; DMl8-00298б1-0l; DMlB-
00З2045-0l ; DM l 9-0о4 l 866-о l : DM l 9-0о42З0&0 1 ; DM l ?-оOЗ8о88-0l ; DM20-0047699-0l .

This Approvol CeЁificote is issued Ьу lMQ ý.р.А. os Notified Body tor the Directive 93|42|EEC gnd its
revised version. Notified Body notified to Ечrореоп Commission чпdеr number:005I.
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Substitution Dote:

ExpiryDote:
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Аппех

lпtеrvеЁеЬrоl orlhrodesis systems
Туре ref, As to ottoched document "FТj0 - Coge per ortrodesiCop.04 Еlепсо Codici" Rev. Оl doted

2О18/ОЗl27: volid опlу if provided with lMQ stomp,

lnterspinous fusion system
Туре ref. As to ottoched document "FTl4: iNTERSPINOUS EUSION SYSTEM" Rev.02 doted 2аВ/аЫ2а;

volid опlу if provided with lMQ stomp.

Perculoneous disceclomy device
Туре ref, os to ottoched document "ПOЗ: Percutoneous discectomy device" Rev. 02 doted 2018/09/0з;

volid опlу if provided with IMQ stomp.

Ciphoplostic, чеЁhеЬrорlоstiс devices ond occessories
Туре ref. As to ottoched dосumепt "П05: Ciphoplostic. чегthеЬrорlоstiс devices ond

occessories - Еlепсо Codici" Rev.02 doted 20ýla1l02; volid опlу if provided with lMQ siomp.

Needles опd Ьiорsу sets
Туре ref, As to ottoched dосumепt "FТOl: Needles cnd biopsy set" Rev. 02 doted 2О20/05/1З; volid опlу

if provided wiih lMQ stomp.

Devices for percutoneous discectectomy
Туре ref, As to ottoched document "Пl l: Percutoneous discectomy device - discolux

- Codes list" Rev.0l doied 2a2}la5/13; volid only if provided with lMQ stomp.

Sclerotheropy devices
Туре rеf. As to ottoched document "FT'l6: Sсlеrоthеrору device Сср. 4 Codes Lis}" Rev. 0l doted

2020/05l13;volid опIу if provided with lMQ stomp,
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This is о lronslotion of lhe llolion lext, which prevoils in cose of douЫs
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TSUNAMl S,R.L.

via XXV Aprile, 22

41037 - Мirапdоlа {МО} - |TALY
+39 05З5 3ВЗ97 / fax +З9 05З5 383sg

tSunamimedicaI.info@me.com

wwwtsunamimedical.it

T5U EAL tel

ALLEGATo TEcNlcCI ALLA DlcHlARAzloNE Dl coNFoRMlTA сЕ No.
ТЕС Н N lСЛL ДlЧNЕХ ТО С Е DEC LARATION NО.

ll presente dосчmепtо ё parte integrante de]la dichiaraziane di conformitЁ СЕ
Present dосumепt is ап integraI part of СЕ Declaratioп

DAVxlyy[D]fit DAV - Kit per vertebroplastica doppio acceýso DAV - Double access vertebroplasty kit

DAVxx/yyH[D][L]ffi DАV Н - Kit per vertebroplastica doppio accesso соп
siringa idrauIica

DAV Н - DоuЬ|е accesý vertebroplasty kit with hydraulic
Syringe

DAVSxx/yy[D][!] DAVS - Kit реr verlebroplastica doppio accesso соп
siringa а vite

DAVS - Double access vertebroplasty kit with screw sуriпgе

DHS,tx/yy[DIП DHS - Kit per vedebroplastica doppio accesso соп
саппulа istoIogica antilussazione

DHS - Double access vertebropIasty kit with antiluxation
histological саппчlа

DHSxx/yyH[D][L]П DHS Н - Kt реr vedebroplastica doppio accesso соп
cannula istologica antilussazione е соп siringa idraulica

DHS Н - Doubrle access vertebroplasty kit with antiluxation
histological саппulа and with hydraulic syringe

DHSSxx/yy[D]П DHSS - Kit реr vertebroplastica doppio accesso соп
саппulа istologica antilussazione е siringa а vite

DHSS - Double access vertebroplasý kit with antiluxation
histological cannula and screw syringe

SАVхх/уу[D]ГТl SAV - Kit реr vedebroplastica singolo accesso SAV - Single access vedebroplasty kit

SAVxx/yyHID]tL]П SAV Н - Kit per vertebroplastica accesso singolo соп
siringa idrauIica

SAV Н - Single access vertebroplasty kit with hydraulic
syringe

SАVSххIуу[О]ГТ] SAVS - Kit per vertebroplastica accesso singolo соп
siringa а vite

SAVS - Single access vertebroplasty kit апd sсrеw syringe

VМхrМD]П VМ - Kit da vefiebroplastica соп sistema di miscelazione
ed iпiezione

VM - Vertebroplasty kit with mixing апd injection system

W2xx/yytD]П VМ2 - Kit da vertebroplastica реr accesso doppio соп
sistema di miscelazione ed iniezione

VM2 - Vertebroplasty kit double access with mixing and
iniection system

ýнр Siringa а vite per iniezione cemento Сеmепt injection screw syringe

VЕRТЕВRОххlуу Ago реr accesso osseo вопе access needle

BBLVxx/yy[D][Hfifr] Ago per accesso osseo вопе access needle

NВАхх/уу Ago da navigazione per accesso osse Navigated Ьопе access needle



TýUNAMi S.B.L.
Иа ХХV Aprile, 22

410З7 - Mifandola (МО) - |TALY
tel, +39 0ý35 38397 / tax +З9 о535 38399

WWW.tsunamimёdicaI.it

ALLEGAT0 T€cNlco ALLA D|снlАRмlоilЕ Dl cýl,tFoRMlTAcE Nо.
тЕс нNЦслLдNNЕх то с Е D Ес lАRлт torv ilо.

llpresente documento ё parte integrante della dichiarauione dieonformiЁ СЕ
Рlзsеяf doarrrncrf iý ап iп|tеgпаl paftof GE Decпarafi_'of* , ,, ,

5

LEGENDA

>н = Gauge {diametý / Gauge (diameteO

yy=lunghezza/length

сс = centimetri cubici / сuьiс centimeters

НF = imрugпаturа НF еrgопоmiса,/ еrgопоmiс "НF" hапdlе

А = modello avanzato / advanced model

Т = impugnatura а Т tipo'Twý- / "Twist" hапd|е

D = соп ago di accesso а рuпи diamantata / иth access needle with diamond tip

L = iп Kt соп рrоluпgа da mt. "l ,5 / iп kit with mt. ,1 

,5 соппесtiоп tube

[ ] = opzionale / optional
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