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us-MF-000009189

MeAuqrxcxo cpeAcrBo:

Codman' x[pyptrJKr4re cynfepn n Ae+lu ce npox3BeAeH[ oA COTTONOIDo flamyren nnarepujaa co x-ray

Mapgepr Luro Mol6e Aa ce AereKT[paar co peHTreH. Cure napurrca l,tMaar nprxaqeHa Ht,l3a oA KoHqh 3a

norecHo npe6pojyaarce nph nocrxl4pyptllxara npoBepKa / xoxrpoaa.

Ilprrnapxa Kr[HhqKa HaMeHa Ha Me4t,tqxHcxoro cpeAcrBo:

Xrpypuxrare cyxiepra u ne{rn ce HaMeHeTr aa ynorpe6a co qen 3auJTl4ra Ha TKhBoTo, BHrly'{Hre.nHo ,l Mo3oxoT

r ApyrilTe rxhBa Ha qeHTpanHxor HepBeH c,1creM, 3a BpeMe na onepaqrjara.

OnQarexn npoh3BoAx:

CYHfEP[4 ,IEHTI4

8013s5 801401 8Ot4O7 | aOrA+S 801454

801397 801402 801408 | aOr+SO 9014ss

801398 801403 801409 | AOr+Sr 801456

801399 801404 | aor+sz 8ot4s7

801400 801406 I 801453 6::,1I3:
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tNTEGRA.F

l1ouuryeax 4ucrpra6yrep xa hxrerpa,

lntegra LifeSciences 4o6poeoaxo ro r3AaBa oea l4saecryBalbe 3a 6es6e4xocr Ha repeH 3a noB.nexyBalbe Ha

npoh3BoA[re sa Codmano xhpypuJKl4 cyuiepr & xrpypuxra.neHrr HaBeAeH[ Bo Ta6eaa 1 no4oay.

3a epeme Ha nHrepHa npoBepKa, lntegra LifeSciences n4enrrQrxyBauJe noBtacoxl4 Hl4Boa Ha eHAoroKcxH oA

or{eHyBaHhre Bo cypoBl4Hara uJTo ce Kopxcrl4 3a npou3Bo.qcTBo Ha xrpyptxKH cynfepra n neHTV xa codman, uro

pe3ynrHpano co noBrcoxt4 t'{t4Boa Ha eHAoroKd4H oA Ao3BoreHrTe cnopeA cneqrQrxaqujara ea roroa

npox3BoA. CaeAcreexo, AoAeKa r4exrrQraxyBaHhre HxBoa Ha eHAoroxct4H 6rae noa[coxx o,q oqeKyBaHoro,

MoxHocra HaBncrtaHa 4a ce nojaaar HecaKaHr 3ApaBcrBeHh nocneAhqr e MHory maaa (ar4u Prghx sa

r4paejero noAony).

Pngnx ga a4paeiero

Cnope4 eeaayaqujara 3a 3ApaBcTBeHa onacHocT cnpoBeAeHa no oBa npaulalbe, HeraTlBHl4Te 3ApaBcTBeHx

nocne,Arqr Koh npou3reryBaaT xaxo p$ynTaT Ha noBrcoxAHuBoa Ha eHAoToHCAHUOA O'{eKyBaHhTe, MO}Ke Aa

B1ryqyBaar 6nar Qe6pnneH oAroBop nf unn 6naro roxarHo MHH.n14Bo BocnareHre, xrnorenarja h.nx raAebe'

Axo se(e cre ril Kopucre,ne npor3Bo4rre onQareHr co oea noBrexyBaFbe u cre ja nprnneHxre craHAapAHara

oneparrBHa Hera, He e norpe6no AononH%TerHo cne.qelbe Ha naureHTor.

l4rvrajre npeABilA AeKa ce nprMeHr xyaa (0) non,naxh Bo Bpcxa co norenqrjarHure urerr u4exrnQrxyBaHh Bo

genot ,,Pntnx no a4paejeto".

Ta6eaa 1: Hx6optr4aurr ga nooraeoaor

B01396 :ODMAN MICR PATIE RND/2OO
t0381780514923,
t0886704036446

lrre 6poear xa
TOT

lr,rcrpr6yrpaxu
tor'neiY

)1-08-2019 4o
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lrcrpn6yrpaxr
rolrlreiy 0Llo8l2OL9

to3LlO7l2O24301397 ;u RG PAT X-RAv u 4xtt I 2-200
t0381780s14930,
208867040364s3

301398 iuRG PAT XRAY 1/4X3 -200
[0381780s14947,
20886704036460

801399 ;uRG PATXRAY tl 4Xl/ 4-200
t0381780514954,
10886704035477

801400 ;uRG PATXRAY tlzxu 2-2OO
r0381780s14961,
20886704036484

301401 iu RG PATXRAY 3 / 4X3 I 4-2OO
t 0381780514978,
20886704036491

801402 iuRG PAT XRAY 1/2X1 -200
10381780514985,
20886704036507

t01403 ;URG PAT XRAY 1X1.2OO
10381780514992,
!0885704036s14

301404 ;uRG PATXRAY tl2xtll2 1038178051s005,
10885704036521

t01406 ;uRG PAT XRAY !12X2 -200
10381780515012,

!0886704036538

t01"407 ;uRG PAT XRAY 1/2X3 -200
10381780515029,
20886704036545

801408 ;URG PAT XRAY 1X3 -2OO
10381780515036,
20885704036552
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]01409 ;URG PAT XRAY 3X3 -2OO
t0381780s15043,
20886704035569

!01449 :oDMAN SRG STRPUEX6-200
10381780515050,
20886704036s75

101450 :oDMAN SURGSTRIPl/4X6-200
[0381780515067,
20886704036583

t01451 :oDMAN SURG STRPU2X6-200
t0381780515074,
10886704036590

lol452 :oDMAN SURG STRP3/4X6-200
[0381780515081,
20886704036606

r014s3 :ODMAN SURG STRI P1X6-2OO
t 0381780s15098,
20886704035513

t01454 :oDMAN SU RGSTRP 1 1/2X6-200
t0381780515104,
20886704036620

101455 ]ODMAN SURG STRIP2XS-2OO
r038178051s111,
20885704036537

|01455 :ODMAN SURG STRI P3X6.2OO
10381780515128,
20886704036644

tot457 :oDMAN SRG STRP31/2X6-200
10381780515135,
20885704036651

INT[SRA

Haurre santActA noxaxryBaar Aexa moxe6r cre 4o6uae npor3BoAl4 oA oBue rpynx.

Axuur,r urro rpe6a aa rr npegeMar al,tcrpt,t6wephre:

1. Be moarme nperne4ajre rr r pas6epere ru ux$opnnaquhre AaAeHn Bo oBa n1cMo.

2. Axo HaeucrrHa rMare oA HaBeAeHhre npou3Bo.qr Bo Bauror MaraqhH:

a. Craaere n4 Bo xapaHTxH BeAHauJ ,

6. ulexnpajre ro no.nero ,,VMaM 3acerHarr eAt Ht4qu" Bo npxnox(eHuor Qoptuyaap 3a o.qroBop.

a. Bo Ta6enara 2 xa AHoro Ha AoxyMeHTor - Oopmvnqo ?a oAroeqp gan[uJere ro BKynHHor 6poj xa 3acerHarr

npor3BoAx 14 /roToBrTe uJTo rh noceAyBaTe.

L. ,Q,oxonxy HeMare oA 3acerHarure npoxBoAu ao BauJror MaraqrH, uexrpajre ro norero "HeMaM

3acerHaTx egnuuqn",

2, Be moarme npoBepeTe rr 3anxc[Te 3a cleAr[,tBocT oA BauJhre K,lTeHT]| 3a xcnopa(aTa Ha sacerHaT[Te

npoh3BoAx.

3. l4cnparere xonuja oA npxnox(eHoro r{3BecryBa}be 3a 6es6eg,xocr Ha repeH Ao ctare Bauh H/lueHrh llJTo

rH Kynh.,le 3acerHaTilTe npoH3Bo.ql4.

4. Be rvroarrue BpaTeTe ro nonolHeThoT .qoxyMeHr - ooprilv,aap e.a oaroaop Ha Meu,rl 4o -e.mea-fssa;

neffg@jnlCgfglifgggt1, A^n Ha Qaxc xa +33 (0)4.37.47. 59.30. Co nonoaxyaalbe Ha oeoj $optuyaap,

norBpAyBare AeKa cre ro go6nne osa Sea6e4xocHo t43oecryBaFbe t,l laMare HaMepa qenocHo Aa ce

ycornachre co oBa rsBecryBalbe. Io oueryaaMe Bau[or oAroBop Bo pox o4 3 xe4ear. l4cro raxa

norBp.qyBare AeKa oBa [3BecryBatbe e npocneAeHo.qo cexoe 3acerHaro /l14qe Bo Bauara opraxrsaqrja.

5. flo npremor Ha Ooprrnynapor 3a oiqroBop h axo e HaBeAeHo AeKa KnueHfu ilMare oA

3ace[Harhre npoh3BoAt4, Cnyx6ara 3a Kopt4cHl4qr tie Be RMA 6poj r
npxeMor HaynarcrBo aa epa(are Ha npoh3BoAor(rare). (e ce raa4a4e

BpareHrre npou3BoAl4. Br npenopavyBaMe Aa 3a,qplRhre

1ffis
tx6-it9)
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.;
INTECRA=r.
BE MO/I],iME 14MAJTE BO npEABl,tA AEKA EE3 PA3nhKA AMn IMATE OA 3ACETHAT]4TE nPOX3BOAI4

unu HE- noTpEEHA E nOnOIHETA nOTBPAA 3A nPIEM HA I,ITHOTO l43BECryBAlbE 3A 6E3EEAHOCT HA

TEPEH.

Ilpremor xa oaoj Qoprvrynap e AoKa3 4exa lntegra ro rcnorHyBa HhBoro Ha eQeKrllBHocr Bo coonuryaaruero /
npeHecyBalbe Ha oBHe rx$opmaqrr.

Hau,roxaaxrre Ha4nelKHt4 opraHx Molxe Aa cnpoBe.qar peerauja Ha repeHcKx aKrt,lBHocrl4 oA oBaa npl,lpoAa 3a

Aa norBpAar Aexa Hau[re KrtaeHTLt ce ]t3BecreH[ n Aann ja pae6rpaar nprpoAara Ha aKTrBHocr]4Te ulro ce

npe83eMeHr.

,Qoxoaxy roa ro 6apa Haq,roxaanara perynarrBa 3a MeAxqxHcxr4 cpeAcrBa ea Baulara 4nctpn6ytuaxa o6aacr,

Be ruoarane norplixere ce oBaa Kopexrrexa Mepxa sa 6er6e4xocr Ha repeH Aa ce npocneAx ,4o

HaqroHanHrTe HaA/leHHX OpraHr.

Br 6aaro4aphMe 3a copa6orxara Bo BpcKa co oBaa Kopexruaxa Mepxa aa 6er6e4xocr Ha repeH r 3a

e pa (a roero Ha n p r/r o*(e H n or lDolgllIgp3s orropp.

Be ruoaunne cao6o4xo xoxraxrupajre ro ,loxa.nHror 4ucrpr6yrep Cuxepr;r MeAxKa, 4oo Tarjaxa Benr'{KoBcKa

mia@Amiggm-mr 32 33 7t:- sa 6rao xaxar AonorH[renHh npauJa]ba. Bn 6naro4aprMe 3a Bauara

KoHl4Hyr4paHa copa6orxa.

Co novrl

Tarjaxa BenxqKoBcxa

O4roaopuo nrLle 3a MarepxoBlrunaHqa

Ooprilvnap sa oaroaop - rcBecryBalbe sa 6eo6egnocr Ha repeH (2 crpaxnqr)

ffi/,*+t ffi,.V 9,"1\
{=* Sr.\& He
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FSN 2024-HHE-013 Distributors MEA EN

Crpaua4 o[,7



IINTEGRAT
il

/yBo3HAVICTPVIEyTE P/yBO3H 14 K OOPMyflAP 3A OATOBOP

1. Hx$oprvraqr.rn aa 6ea6egxocr (HET)

FSN PeQepenrex 6poj 2024-HHE-013

FSN ,Qara

Has[s Ha npo]13BoA Codmano Xrpyputxu cyHfepqt,l]ba u /leHTrtlKn

Ko4 xa npo[3BoAor Ilorae4xere ja nrcrara go ra6eaara 2noryony

.l'loroar Crre /lOT 6poeor grcrpu6yrpaxn oe 0t10812019 eo
3uO712024

2. 2, Aennn sa arcrpr6wep/ysosxrax
SRN Spoj

HasHs Ha drpltnara*
Spoi na cMerxa

Aapeca*
Agpeca 3a xcnopaxa axo e pa3nhqHa oA

ropeHaBeaeHara

.Ilt4ue sa xoHraKT*

Oyuxr-1raja / pa6orua noarqrja
TenedoHcxr 6poj*
Email*

3. 3. flracrpu6yrepr/yaoanr,rqr (llJrrxnupajre ce' uro norap4yaare)

tr

Ilorep4yeam Aexa ro nphMt4B

l,leeecryaaruero aa 6es6e4Hocr Ha

repeH il 4exa ja npoqxraB r paa6pae

HeroBara coapx<rxa*

n Ja npoaepua mojara zannxaut
yrBpAxB AeKa rMaMe oA 3acerHafl4re

npor3BoAr4 - BHecere ro 6poj ua

voean n aor 6pojor

llonortueme ja madefilmo 2 nadonY

tr
Ja npoaepna mojara aanuxa n
yrBpAr4B Aexa re.u!!@ oA 3acerHarx

npoh3BoAl4

tr
lu u4emn$nxyBaB KrheHTrre Koh

xa6asnae oA 3acerHarr npougaoAr v
ru rax$oprurpaB 3a oBa hsaecrysarce
sa 6ea6e4xocr Ha repex *

fi,a my rv ua xo wry u u xa quj a :

tr Ja nprxavua rrcrara co KnheHTr

n fro6ua norBpAa co oA,roBop oAcrre
fiaexrrdhxvsaHta K/lreHTH

tr
Monre KnAeHTn uMaaroA
3acerHarrre npor3BoAhre AocranHr
sa epa(albe

llononueme jq mo6enqnq 2 nodony

n
Morre K/rheHTr rerua.ar 4o6reHo o,q

3acerHaTr npoh3BoAl4 uln cl,,.Te

nprMeHr npou3BoAH eetie ce

14cKoDt4cTeHu
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hcneqarexo 14ane* 14 ue u ct d ucm p u 6y me pro m

flornnc* [lomnuc ua ducmpu6ymepam

,Qara 
*

4. Bparereja norepgara 4o ucnpa(a,ror

Email e-mea fsta-ngurarQin

tlnunja 3a noMoru na 4rcrpn6yrep +33 (0) 6 30 20 69 66

A4peca

Post Market Surveillance Department
lntegra lmmeuble S6quoia 2,

97 all6e Alexandre Borodine
Parc technologique de la Porte des Alpes

69800 Saint Priest, France

Be6 crpaxa https://integralife.eu/

Kpaex pox aa epa(ame xa $opruyaapor 3a oAroBop

ao arcrpn6vrepor *
20/70/2024

3a4oaxrrenHltTe no/u4]ba ce oeHaqexh co *

Baxxo e BauJara opranuaaqrja Aa ru npe3eMe aNTrBHocn4Te HaBeAeHr4 eo hET r Aa norBpAlr Aexa cre ro
go6une haaecryaaruero aa 6es6egHocr Ha repeH.

O4roaopor Ha Bauara opraxrsaqrja e AoKa3 uro Hac xr rpe6a 3a .qa ro cneiquMe HanpeAoxor / rexor xa

xopeKTxBHl4Te aKTrBHOCT]4.

Ta6eaa 2. Cnrcox Ha npoh3ooAl,r

suRG PAT XRAY Ll4X3 -2OO

su RG PATXRAY 1 I 4XLl 4-200

suRG PAT XRAY t/2X7 -200

SURG PAT XRAY 1X1.2OO

suRG PAT XRAY 712X1 1/2

suRG PAT XRAY t/2X2 -200

suRG PAT XRAY 7/2X3 -200

SURG PAT XRAY 1X3.2OO

SURG PAT XRAY 3X3 -2OO

'Sry1gg I 2

Sronre-i
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Cepncxu 6poj xa
npor3BoAot
(xaraaorurr 6pojl

Haelrs xa npor3Bogor
(onrc)

rT 6poj (onh.{14Ha lKyrxjalnaKyBa}bel

:e 6pou xaro qenocxa xyrnja

801396 coDMAN M|CR PAT|E RND/200

801397 su RG PAT X-RAYL I 4XtL/ 2-200

801398

801399

801400 su RG PATXRAY t I 2X1 /2-200

801401 su RG PATXRAY 3 /4X3/4-2O0

801402

801403

801404

801405

80L407

801408 }4=

801409 .Z*oo.2 n*r'"'faN.
80L449 coDMAN SRG STRPl/8X6-200 /-t-*ott --,^-r

,$^?ot

8014s0 coDMAN SU RGSTRTPl/4X6-200 lli .- .S\!/ \f#Trre
\tffi.=-_.lffi

F3
801451 coDMAN SU RG STRPl/2X6-200

80L452 CODMAN SURG STRP3/4X6.200 &"6



NTTGRA:
801453 CODMAN SURG STRI P1X6.2OO

8014s4 coDMAN SURGSTRPll/2X6-200

801455 CODMAN SURG STRIP2X6-2OO

801456 CODMAN SURG STRIP3XS-2OO

801.457 coDMAN SRG STRP31/2X6-200

ffi:i&7q'rt' ^rj't'\, "e-q!
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