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[o 3gpascreexr pa6ornnqr
Ha exuirarhe Ha OAAenor sa

o6ea6egyaalbe KBarrrtrer rnr Oggenor
3a Derv[aroDHu npaulatba vtrr]l 25.09.2024

flpeguer: ]4THO - l43BECryBAlbE 3A SE36EEHOCT HA TEPEH - INTEGRA - Monen
CUSA@ Excel 23KHz Straight Handpiece - Pe$epenren 6poj: C2600 - EE3EEEHOCHA
KOPEKT]4BHA MEPKA HA TEPEH

Ilpor,rseogrren: lntegra Lifesciences, IDA Business and Technology Park, Sragh Ave,
Tullamore, Co. Offaly - lrlpcra. lE-MF-000003849

MeAuqurcr(o cpef,crBo:
CUSA@ Handpiece (ao nonaraMourHr4or rercr paqra) e xaueuera sa ynorpe6a co CUSA@
Excel/CUSA@ Excel+ ynrpasByqeH xlrpyprxKu acnupaqnccrvr cr4creM u AoAarour4. Cucreuor
sa yflrpa3ByqeH xnpyplxKn acnuparop CUSA@ Excel/CUSA@ Excel+ e o4creM 3a
ynrpasByqHaadna1u$a Ha rKhBara uro My oBo3Mo)r(yBa Ha xnpypror.qa ro orcrpaHu rKr4Boro
cereKTuBHo. Bpun rpn $yurqnn:
1. Oparuexraqnja: rora au6pnpaqK[or BpB Ha paqKara (e Rojge Bo KoHTaKT co rKr,rBoro,
KflerKmre Ha rK]4Boro ce pacnafaar hnu,,sparrraeurupaat''.
2. lApura4nja: rer{Hocra ea upuraquja og (eca co $uauonouxu pacrBop }rnu pacrBop Ha

Lactated Ringer ce npeHecyBa Ha Aucra.nHuor BpB Ha paqKara.
3. Acnnpaqnja (auuynysarue): Brreqe nntt ,,acnnp[pa" TeHHocr sa upnraquja, $paruenrnpaHu
rKrBa il Apyr uarepujan npeKy Ar4crarrHraor rpaj xa MpyprxKr,ror BpB Ao KaHucrepor ruro ro
r4cnopaqyBa Kop,tcH14KoT.

Ilpnuapna xnrrHuqra HaMeHa Ha MqAtrqHHGKoro cpeAGTBo:
CUSA@ Excel/CUSA@ Excel+ ynrpasByqeH xhpypluKr4 acnupaqnccrlr cncreM e HaMeHer 3a
ynorpe6a npu xrlpyprxKr flpor{e4ypr KaAe uro e norpe6Ho Sparrraenraqnja, euynsn$uxaquja
n acnnpatlnja Ha MeKoro 14 TBpAoro rorBo:
. Heepoxupypruja
. Xttpypruja Ha racrpoltHTecrhHanHta u noBp3aHu opraHu
. Yponourxa xnpyprurja
. OnuJra xnpyprnja
. Oprone4cra xnpyprnja
. l-unexonouxa xupypruja
. flanapacroncra xnpypruja
3acerxar peSepexren 6poj:
c2600
Gepucrn 6poeau:
Cnre cepucxn bpoeeu gncrpn6ynpaHu oA 1 jauyapn 2017 roAuna Ao 14 4erearepu 2023
ro+wa (eudeme eo cmae 6. xaro da eo nomepdume cepucxuom 6poj)

Crpaxa 1 op,7 FSN 2024-HHE-OO6 Straight Handpiece_MEA

,:sKkr
LffiH



]TNTECRA.?OI
r

l-lenra Ha oBa nucMo e Aa Be usBecrm gexa lntegra LifeSciences usflaBa 4o6poaonHa
xoperquja Ha MeAuqr4HcKo cpeAcrBo sa ctare cephcru 6poeau Ha CUSA Excel Handpiece
npoil3BeAeHr npeA HoeMBpr4 2023 ro4naa.

O4nyxara Aa ce cnpoBefle 4o6poaonua xoperquja Ha MeAuqnHcKoro cpe4creo 6nna
3acHoBaHa Ha cne4HoBo: npeKy [HTepHo r4crpaxyBa]be Ha nonnaKure Ha rnnenrnre, 6uno
ngenruSur<yBaHoAeKa nocror4 noreuqnjan sa nyKalbe Ha rykmurero Na CUSA Excelpavxara,
oA23 KHz. Co qen Aa ce y6naxu oaoj npo6neM, eAmHnqure npou3BeAeHu npe4 HoeMBpvr

2023 rognna rie 6ugar npepa6oreuu npetry Haurlror cepBr4c sa nonpaB(a.

Sa6eneuxa: Kykuumemo sa saueHa 6uno eoeedeno eo Hoeuepu 2023 eoduna sa da
ce nonpaeu xyrtuumemo co nynHamuHu, u samoa Hoeume denoeu npoureederu no
Hoeuepu 2023 eoduna Hewaam nomenq,ujan ta npodneu co nyKHamunu. Oeue ypedu
noqHane da ce ducmpu6yupaam Ha 72 dexeuepu 2023 eoduua.

Ta6ena l: l4u$opuaqln 3a 3acerHaro Me,qHquHGKo cpe4ecrBo

*3a6eneura: Moxe Aa BnAure C2600P nnn C2600SRL xa HanenHrqara. Oea r43BecryBaH,e
e npuMeHnr4Bo u 3a HuB.

Oeaa go6poBonHa ropexqnja e orpaHuqeHa Ha peSepenrnnre Opoesu u cneqh$ravnra
cepucKr4 6poeau HaBeAeHn ao Ta6ena 1.

Prgnr epe cgpaeiero

Bpa ocxoaa Ha npoqeHKara 3a onacHocr no s4paejero cnpoBeAeHa 3a oBa npauJabe,
noreuqnjanHure urerm ce HaBeAeH[ Bo cneAHara ra6ena:

PeQ.6p.o4
npolr3BoAl{Ten

(Kar.6p.)

l4rue sa
npolr3BoA

(onuc)

UDI Epoj Cep.6p. Por xa
rpaetbe

lara na
lncrpn6yqnja
trtr/M//rrrF)

c2600. CUSA@ Excel
C2600 23KHz

Handpiece

1 0381 78003941 € Cure cepncxn
6poean

gucrpn6yupanu
npen1411212023

N/A npeA
14t1212023
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Onacra cmrvauuia lllrera
lucrenaor He Qynquoxupa 3a BpeMe H€

noroe6a
lenpmjarHocru 3a Kopr4cH14Kor (nerua yrnn Mano
rouHelbe Bo rperMaHot sa nauuentor)

lucreruor ne $yxrquorupa npeA
rnorne6a lenpujarnocrm 3a KoplrcHr4Kor

lncrenaor xe Synxqnoxhpa KaKo u.lro
rpe6a sa BpeMe na ynorpe6a

]oqueuero Ha rperMaHor Ha naLlueHTor Bo paMKilTe Ha
)raHAapAHara xera (na np. uJro AoBeAyBa Ao 3roneMeHo
lpeMe norq axecresrja, noManKy o4 30 uunyrn) ruoxe 4a
)e3vnrnDa Bo MuHnnBa nocroneoaruaHa aa6vHa)
gll,lHvltlKrl peneBaHTHO .qollHelbe BO TpeTMaHOT HaABOp OA
)raH.qap.qHara Hera (xa np. noeette o4 30 rtanxyru);
locTapuTe nurqa Moxe Aa uMaaT 3rorreMeH ph3[K oA
1OCTONEDATTBHA TDECKA
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Sa6eneura: pvrsuq#e oA npoAonxeHo BpeMe Ha aHecresnja Moxe Aa eaprapaar xaj
paSnnqHu nonynaquu Ha naqueHTu, KaKo Ha npuMep, Bo3pacT, cKpueHn SApaBcTBeHr
cocroj6u, Tnn Ha onepaquja u nHAnBnAyanHm peaxqnn Ha anecresuja. Cenar, nocrapure
nuqa ce nonoflnoxHu Ha pushK oA nocroneparr4BHa xor$ysnja u rpecxa.

l4naano BKynHo 238 nonnaxu nprajaaenn uupyM cBeror saxflyqHo co 15 anp]4n 2024 rognna,
nopagn oeoj npo6neM. OA 238 nonnarn uupyM cBeror, 6 cepuoaxn urHUuAeHTu co r6r4Hr4qKu
peneBaHTHo AoqHeH,e Bo TpeTMaHoT HaA cTaHAapAoT 3a Hera (na np. noseke o,q 30 unHyrm);
ce npmjaeenm sa Eapona.

Ileicrea uro rpe6a ta ru npeseue arrcrpt,t6wepor:

1. Be nnonnnae npernegajTe Jn n pas6epere rn rxSopuaqhrre fla4eHr Bo oBa nrcMo.
2. [lperne4ajreja Baurara sannxa u yrBpAere Aann uMare neroj og cepncKnre 6poeam ulro
ce SacerHaTu.
Cure cepucru 6poean sa paqKara CUSA Excel 23KHz straight handpiece 3anoqHyBaar co:
i. HA - lxro ro o3HaqyBa ceuejcreoro Ha npo]4sBoAn npocneAeHo co
ii. Syxaa - ro osHaqyBa Meceqor Ha npour3Bogcreo xage A = janyapra; B = Qeapyapu; C = ruapr
r4TH. co ga6eneurra 4era Eyreara I ne e ynorpe6eua.
iii. .[ee qu$pr4, Ha npuMep, 24 ruto ja oauavyea roAuHara Ha npot43Bo4c-rao, a 24 ja
npercraByB a 2024 roAuHa.
iv. Cneguuor cer oA 3 qu$pn ce cnyvajura cepucxr4 6poeara eAlHcrBeHu aa cexoja paqxa.
v. I-locne4nure 2 qnQpn ro npercraByBaar 6pojor Ha MoAenor.
vi. lE ja osHaqyBa noraqnjara Ha npon3BoiqcrBo.
[lputuep: Cepncxuor 6poj HAL2300103iE npercraByBa npoyt3BoA xoj e npou3BeAeH Bo
HoeMBpr4 2O23 roguna ra e npuSarrt4B 3a KoHTt4Hyr4pana ynorpe6a.

3. Aro Baulara paqKa e npousBeAeHa npeA HAL23XXXXXXIE (sacerxaru npon3Bo4n) n ja
r4Mare Bo Baur[or MaraqnH, rpe6a ]qa ru npe3eMere cneAHnre 4ejcrea:
a. Cnegere ro ynarcrBoro ao,,gejcraa uno rpe6a Aa rn np$eMar KnueHTnre" (nogony)
6. Urnrnupajre ro nonero ,,l4MaM sacerHar npousBo4" Bo nptanoxeuraor Qopuyaap 3a
oAroBop.
a. Bo o4roaopor 3an[uere ja BKynHara KonmquHa Ha 3acerHarx npougBoAl4 14 cep]4cKul 6poeen
uTo ru hMaTe.
4. Axo HeMare sacerHan4 npolrgBoAl4 Bo Baunor Maraq[H, urrnxnupajre ro norlero,,HeMaM
gacerHaru npou3Bog[".
5. Be naonnMe npoBepere rn 3anrchre 3a cneAflilBocr Ha Bau[Te KntaeHTh 3a ncnopaKu Ha
3acerHaTilTe npousBoAt4.
6. [4cnparere ronuja oA npunoxexoro 6es6e4HocHo rrcBecryBa]be Ha repeH Ao cnre Baun
Kfl}leHTn txTo rh Kynt4ne 3acerHaTnTe npouSBoAr4 H 3aMofleTe fn Aafu cfleAaT ynaTcTBaTa noA
,,flejcrea urro rpe6a,qa rn npe3eMe KnreHTot''nogony.
7. Paurara(ure) rpe6a ga ce Bpar€tr Bo Integra S&R sa cepBncupan,e, e-noura:
TCS.Distributors@integralife.com u rte uma 6ecnnarua 3aMeHa na qyfuaurero Ha paqKara.

Ileicrea urro rpe6a Aa rlr npeeervtar xnueHrure:

1. [lpoaepere ro rykuurrero 3a n Ha nyKHarnHa - B[Aere ja cnmrara noAony.

6rxD/$ c*. A. 
,)n'.
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Cnnxa 1: flpuuep sa nyKHaro xykmure

2. l4cnyxaroro rykuure Ha paqKara Moxe BnsyenHo Aa ce orKphe oA KnnHuqrtaor
nepcoHan 3a BpeMe Ha npoBepKhre npe4 unn no onepaqnjara. Axo ce
ea6enexu nyKHar[Ha, orcrpaHere ja pavrara ta Bparere ja ea 6ecnnarHa
gaMeHa na xyfuaulrero.

3. Aro He ce sa6enexm nyrHarmHa, 6ee orneg Ha crarycor Ha AoroBopor 3a
ycnyru, ryfuaurero (e ce earueHu 6ecnnarno npil cneAHuor cepBhc.

**Be Monnue uruajre Bo npeABlag ,qeKa cnopeA Hauero craHAapAHo ynarcrBo 3a
ynorpe6a, npenopaqaH TepMuH ga cepBytct4paHre, rpe6a Aa ce rgBeAyBa na ceron 50
qaca Kopxcrelbe tann 100 npoqegypn, Koe n Aa e npBo**.

Be ruonnrue Bparere ro nononHerraor $opruynap 3a oAroBop npery e-notura Ha: emea-
fsca-neuro@integralife.com unu npeKy Sarc Ha +33 (0)4.37.47.59.30. Co
nononHyBabe na oaoj Sopnaynap, norBpflyBare AeKa cre ro 4o6une oaa 6es6e4HocHo
u3BecryBalbe 14 uMare HaMepa qenocHo Aa ce ycornacuTe co oBa u3BecryBabe.
Oueryeanae o4roBop Bo poK o4 3 negenn. Bne ucro raKa norBp.qyBare rqeKa oBa
r3BecryBaHre e npOCneAeHO AO CeKoe 3acerHaro nnqe BO BauaTa opratnsaquja.
Bu npenopaqyBaMe Aa 3aApxure xonraja o4 Qoprraynapor sa Baua eBurqenquja.

I'lpueuor ra oaoj $opuynap o6es6egyea 4exa lntegra uMa nocrurHaro Ht4Bo na e0emmenocr
Bo coonuryBalbero Ha oBtae nn$opnaaqun.

Haurouannhre Ha4nexHu opraHu Moxe Aa Bpurar pearaamja Ha repeHcKmre aKrmBHocn4 oA
oaoj run 3aAa norBpAarAeKa Hauure KnueHTu ce n3Becrennnja pas6npaar npupoAara Ha
aKrhBHocTr4Te urTo ce npeseMaaTHa TepeH.

,[oxonry roa ro 6apa xaqnoHanHara perynarnBa 3a MeAnq[HcKr4 cpeATcBa 3a Bauara
4ucrpn6yrueHa o6nacr, ocnrypajre ce AeKa oBa KopeKTmauo 4ejcrao sa 6es6egHocr Ha repeH
e AocraBeHo Ao HaqnoHanH[re HaAnexH[ opraHn.
Bu 6naro4apnMe 3a copa6orxara 3a oBaa 6es6eAHocHa KopeKTuBHa MepKa Ha repeH la 3a
apakauero Ha npunoxeHuor

Reported failure not applicable C2600 housing

8.

9.

6K,b
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Be n,tonun,te cno6og;f ronraxrnpajre ro HauJlror o4gen oa HaAsop noone npogaN6a na:
emea-fsca-neuro@integralife.com sa KaKBn 6uno AorronHurenHu npaualba. Baurara
copa6orxa e qeHera u en 6narogap[Me sa Bauara KoHTl4Hyupana copa6orxa.
Bu 6narogap[Me 3a copa6orxara 3a oBaa KopeKrnBHa MepKa sa 6es6eAxocr Ha repeH ]4 3a
apaftauero Ha nplrnoxeHuor $opuynap 3a o4roBop.

Be naonuue cno6oguo rourarrupajTe ro floKarrHr4oT npercraBHrr ua lntegra, Cnuepqur
Meguxan 4oo, Tarjaua BenuqroscKaHa e-mail: tanja@amf.com.mk nrru ren. 070267992.
Ja qexrue Baurara copa6orra n Br 6naro4apnMe 3a Baurara KoHThHyr4paua copa6orra.

Co novur,

Tarjama Bennqroecra
Ogroeopro nmqe sa MarepuoBr,rrhnaHUa

{la-rS
sc)'5 
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ooPMvflAP 3A OETOBOP HA EyICTPI4EyTEPOT

1. l4xsopruaquu sa 6es6eAHocr Ha repeH (FSN).

FSN PeQepeHreH 6poj FSN-2024-HHE-006

FSN fiaryu 25.092024

Device name GUSA@ Excel 23KHz Straight Handpiece

Product Code c2600

Serial Numbers Crre ceprcru 6poeeu npe[ HAL23XXXXXXIE
(nracrp n6yri paH r,r ape A 1 41 1 2l2023l

2. Distributor/lmporter Details
SRN 6poj
Vlve ua xorrrnaxuja*
Eooi ua cMerKa
AApeca*
Agpeca sa ucnopaKa axo e pa3nuqHa
oll roDeHaBeleHaTa
14rrae na KoHTaKT"

Hacnoa rnu dynrqrja
Tenedoncru 6poi*
e-noura*

3. fiucrpu6yrepu/yeosnraqu (lllrurnrpajre rr crre uro ce ogxecyeaar]
l-o norap4yBaM npueMor na lzlseecryBalbero 3a
6es6e4xocr Ha repeH u AeKa ja npouuraa n

HeroBara co4Pxuna. *

l-o npoaepue uojor uHBeHrap il nMaM
3acerHaTn npoh3BoAl4.

Konhquxa:
Gepucrn 6poeer:

l-o npoaepne uojor nHBeHTap r HeMaM
3acerHaTu npoh3BoAr4

l-n ugenruS[KyBaB KnneHrure xou go6nne
3acerHaru npon3BoAr4 m ru un$opMilpaB 3a oBa Earyu Ha KoMyHxxaqnja:

,[o6ua norBp4a 3a oAroBop oA cnre
u4enru$uxyBaH h KnheHTu

Moure KnueHTm uMaar 3acerHaru npou3Bo4t4 Konuqnma:
Cepucxu 6poeer:

Moure KnneHrn ne 4o6nja HnKaKBu 3acerHarrl
npou3BoAr4 unn cure npuMeHu 3acerHaTu

14ue ua ducmpu5ymepom

Kll;**
.= oY lZIfNlvz.&+i,k'r" z-rN*l&ia):3 sls& Es

rCffif",il
s i';,.t*
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