
TIPOTOKOI Nb 2

rlo qrl.54' ail.1 or IIII3OII

or Aeftsocra Ha KoMr.rcaq Ha3HaqeHa cbc 3anoeeA l\e 0002 /03.01.2018 r. Ha I'I3IbJIHLITeJIHI'LI

AI,IpeKTop ua,,MBAJI-XacKoBo,, A,[, sa flpoBe}KAaHe Ha oTKpI4Ta flpoueAypa

nopeAarra3oll3aBb3JIalaHeHao6rqecreeHanopbl{Kac[peAMeT:

,,focmaeKa Ha cnequoJtu3upaHo MeduquHcxo oflopydearue 3a Hyilcdume Ha

,,MEAJI - Xucxoeo" A/{"

orKpl4ra c Peuresne 3a orKpI4BaHe Ha npoUeAypa Ne 0681 I 23'17'2017r', ny6lurcynauo

o6suenue n ,,o$r.ruuareH BecrHI{K" ua EC sa23.ll.2ol7r., s POII ua27 'll'2017r'

u Peruenue sa ogo6prnaHe Ha o6seJleHue 3a I43MeHeHheultu AOIISnHlITenHa

flit00pMal{l{flJ.lb0681/28.ll.2}l7r.uy6nuxyBaHoBPOIIna29'll'2017r'

Ha 24.01.2018 r. s 10:00 qaca, n rp.XacxoBo B aAMI{HHCrparI4BHaTa CIpaAa Ha ,,MBAJI-

XacKoso" A[ , naxo4flrrla ce na 6yl."cseAI.IHeHI4e "N949 Ce cl6pa KoMpIcHs B cbCTaB:

Ilpedcedamen:

[-p Xunxo AraHacoe AraHacoe - Haqamrux ua X1rpyprurlHo orAeneHl'{e s ,,MEAJI-

Xacxono" A[

VneHoee:

1. Buolera Bopnclanoea fropganoBa - rcpl4cKoHcylr n ,,MEAII-Xacxoeo" AA'

2. Kpacuuupa Pyueuoea H[roIOBa - I4KOHOMI'ICT ,,o6UIeCrSeHI',I nOpbqKLI" B ,,MBAJI-

Xacroro" A,('

Pegvnmamu om padomama na xoJtlucunma:

B yxasauufl cpoK Ha ocHoBaHue ut,.54, al.9 or fln3ofl ca rocTbIII'I:rlLr V ca peII{crpI{paHII

AOTIbJIHI{TeJIHO }r3IrcKaH[ITe AOKyMeHTI',I oT yqacTHI',IKa:

,,ErraK JIu3uHr" EOOA c ex' Ns 13 122'01'2018r' - 09:00 qaca

KOnrucuqra npplcTbnn KbM LI3IIIJIHeHI'Ie Ha BE3IIOXeHaTA Cu pa6Ora Ha OCHOBaHHe '{I'54'
at.l2 or IIll3O[, r pa3fneAa Ao[bJIHVTenHO rpeAcraBeHare u AoKyMeHrI'I oT yr{acTHuI'IKa'

r43r4oralu n flporoxol Nel/16.01.2018r. c orJIeA ycraHoBqBaHe Ha cborBercTBl4e Ha

oQeprara Ha yr{acTHplKa c II3I4SKBaH],lflTaKbM IIII{HO CT'CTOf,HI'Ie I{ KpIITepI4lITe 3a nOl6Op sa

BtgroNllrerq.

B cpoxa lo u.1.54, an.9 or IIll3O[ ca IocTbIIuJII'I cJIeAHI'Ire AoKyMeHrI4' or yr{acTg[Ka:



HauN,teHoeaHI4e Ha yqacrH14 Ka:

CeAaruule H aApec Ha ynpaBneHHe no

perHcrpaqhrr:
Etr4I(:

'foqeH aApec 3a KopecronAeHqHfl:

Tene(loHeH HoMep:

Qaxc uomep:

Jluue :a KoH'r'aKTH:

e- mail:

Ao ,,MEAII - XacxoBo" AA

YaaxaeMH,Qauu h rocnoAa,

Snarogaprna BN sa npoAbnxaBau-14n r4Hrepec KbM npe.qnoxeHuero Ha SrpMa EflnAK-

I1t/13t/11f EOOA

B orroaop Ha ornpaBeHoro or Bac ncxane 3a npeAocraBffHe Ha,qonbrHilTenHil AoKyMeHTL4 BbB Bpb3Ka

c yLracrge B orKpHTa [pouenypa 3a u36op Ha r4:3rItrHLITeJI Ha o6qecrBelra [opr,LIKa, c

llpeIMeT:

,,/locmucKa Ha cnel1uilJ,tu3upaHo MeduquHcKo o1opydearue so Hylttdume Ho ,,MEAJ| -

Xgcxoao" AI"

npeAocraBrMe Ha Baulero BHilMaHhe cneAHilre AoKyMeHTkl:

oBPA3Erl 1

FlJrnAr( - IilA3VHf EOOA

rp.BapHa, y,r.,{oxrop I4saH Eoropoa }llil I 2, er.2

r 03506445

rp.BapHa, y,r.fionrop I4aaH Eor-opon Nl12. et.2

0s2 63 23 60

052 69 90 60

flnaueu A HroHo g Kalafi Ax<uen

elpak@elpak.bg

C'rpa-

^t
Cr,gt,pxauue:

BttA lta
/IOI(yMeHTLITC
/opuewtan u,'ttt

s0BepeHo

rconue/

Itfitl:I
xb

1. Onacauue Ha npeAcraBeHI'ITe AoKyMeI{Tra (Hacrosutus

4oxylaeur )

Opurruzut I _)

j-io
2. EAuueu eBponefcKn AoKyMeHr 3a o6qecreeuu Opuruuzur

Z/'l o\ 3\ Ab

I



nopbr{r(H (t t1l_iul i), ilc
1J. ueprr4Qrrr(ar Isu yuu I 2008, Uz,it't'tci 3as. I OIII4E 31

4. ueprnerrxar ISO 9001 2009, Etkin 3an. rr c[He 1a)/.
5. /{OKJIapaqHfl. 3a CboT'Be'r

93/42|EVIO

rcrnne,lupeKraBa Ha cbBera 3ar. rolll{e ')a
JJ

6. /-{eKnapauwr 3a c},orlerc.rBue , /{upexr,us a 93142/EEC 3ar. x )1114e 34

7. lexnaparl r4r 3a cborBel 'c'rBue, CE trapxrpoBKa 3an. rcrf,rr14e 35

8. Ynr,luou ourl4TeJr H o IIH cMo Hor.s B.KOTTI,IC 36

I 9.01 .201 8r'.

Vhqe u $avunun fha,r,re H I{a,rafi AxHes

Ilolnuc Ha nHuero (n neuar)

L

la'ia

71",/ D\ Yv t'n

I
!



Koullglsra piBrne.{a AorrbJrHr4TenHo npeIcraBeHLITe AoKyMeHTLI [I KoHcrarl4pa cneAHoro:

1.B npeacraBeHlu noe EEAOII or yqacrHl,IKa ,,ErraK - JIra3LIHr" EOOA s tlact IV:

K : I exHu.IecKLl r.l2

orHoBo He e 11ocoqen cepruSvKur, v3trap.eH or aKpeALITHpaH]I JlLIqa 3a KoHTpon Ha KarlecrBo,

ynocToBepqBau ct oTBeTcTBLIeTo Ha cToKLITe CBC CbOTBeTHATe CTaHAapTI',I.

B .qoxynesraur{rra 3a yqacrr.re u n o6qnreHr4ero ga o6qecrBeHa nopbqKa Bb3rloxl4Terltr e

rocorrr4lr, qe npeAnaraHprre MeAITI{LIHcKktre v3l;envtt, tpx6ta Aa orroBapflT lj.a'.

,, 3.2.CueUu{uuHure r.r3r{cKBaHr.rq 3a ocHoBHa 6esouacHocr I{ cbulecrBeHl{ xapaKTepvctkrKu

Ha ocBeTr4TeJI], 3a Xup'ypfr,IqecKl4 rleJrr4, cboTBeTcTBauII4 Ha LI3IICKBaHI'IgTaHa cranaapt B[c
IIN 60601-2-41 xxxx 

' 
IrJrI{ eKBHBaJ'IeHr.

3a ygocronepqBaHe Ha Bb3MoxHocTIITe no t.3.2 ce [ofltJIBa gacr IV, Eyrcna,,B", T'12 ot
IlEIOil. flOxylaeuruTe 3a rOna O6CrOqTeIcrBO , KoI{rO Ce [peAcTaBflT oT yr{acTHldKa,

onpeAeneH 3a Lr3nbJrHtnTeJr rrpeAH CKnroqBaHe Ha AOIOBOpa unu flpu noI4cKBaHe B xoAa Ha

rrpoUeAypara- cnyqaul,. rutr.67, an.5 uast.6 or 3OlI ca: - craHAapr EIC EN 60601-2-41:

xxxx, Hru eKBI4BaIeHT."

y.racrHr.rxr,T r.r B ABara EEAOII - a He e [ocoqIIJI I43]rcKaHara nn$oprnlaulla.

2.Yqacrsuxrr ,,ErraK - JIu3uHt" IlooA e rpeAcTaBl{n HOTapI,IanHO 3aBepeHo KoIIHe Ha

Ynr:ruouour.ITenHo rrlrcMo (oropuaaufloHHo TIIICMO) Or npou3BoAl',ITelq Ha o[epauI4oHHHTe

JIAMTIII,

3.Y.racrHr.rxbr ,,Errax - Jlusuur" EOO.4 e [pencraBl4Jl 3aBepeHo KoII[e na ,fler;raparLufl 3a

cborBeTCTBze (CE mark) oT npolr3tsoAurenq Ha olepaqgoHHl4re JIaMnI4'

Kouucunma Deruu:

YrtacmHuKbm He e npedcmanuJt scu'tKu doxymerumu / un$op'ua4ufl' c Roumo da ce

.ycmaHo1u cbom7emcmsuemo HA yqaCmHUKA c KpumepuUme 3A nOd6Op, nOCmAGeHu Om

Bbsnnffumenn.

ocHooaHue qrt"56, aLl om IIII3OII.

HA nowttKama u Ha ocHoilanue qn.107, m.2' 6yxea ,ra" om 3OII' KOMUCULmA

npednaza Ha Btsnotcumena da omcmpaHu om yqacmue e npoqedypamu

yqacmHuKa ,,EJIIIAK - |III3IIH|" EOOI'

IIII3OII, 4eHo6omo npednouceHue Ha yqacmHuKs Hn*ta da 6tde om1opeHo'

pasenedaHo u oqeHeHo.



Kouucusra [pr4cTbnr,r ]KbM pa3fnexAaHe Ha rexHLIr{eCKOTO IIpeAnoxeHAe 34 I43IIbJIHeHI',Ie Ha

flopbrlKaTa Ha eAuHcTBeHI,If AOrIyCHar yqacTHI4K :

..AMC" OOA. cbc ceilanuue u aApec Ha yrrpaBneHple rp. KtpaNa,'ru 6600, 6yn' ,.Etlrapr4fl"

J.le 37,6n. 51, EI4K 108683620, rpeAcraBrrnBaHo or I4Hx. Teoualr MycraSa.fllqru -
Yupaaxren

l.TexsriqecKoro flpeA.rroxeH]re e r43torBeHo no o6paseu or AoKyMeHTaII]IflTa 3a Ytacrue,

noAnvcaHo H flOAlleqaTaHo oT ynpaBl'ITenr.

yqacrsurcrr e AeKnap'y1pur, qe Hacrof,rqero rlpeAnoxeHlte e BaJIITAHo 120 (cro u .unalecer)

KaneHAapHr4 IiHu, cqlzTaHo or AaTara, onpeAeneHa KaTO KpaeH cpoK 3a nonyqaBaHe Ha

o6eprz u qe [pLIeMa H3IIrno H3I4cKBaHIIflTaHaBrgloxurelrsu e oSepllpal cJIeAHoTo:

F 2 (ma) 6poa OuepaquoHHlr.rIaMrIr

Mapxa: TRILUX
MoAe.n: Aurinio r L 120 PM

llpournostrrerl: TRILUX Medical GmbH& Co.KG

Crqure ca Sa6pzuHo HSBI{, npoI43Be.IIeHI'I npe3 2017r., se ca 6utu AeMoHcrpaUpIoHHI'I, He

ca peql{Knl{pa*u Lt He ca AeMo o6opyAnaue.

Maprca: UZUMCU
Mo4e;r: OM-6N

llpournolrlreJl: Uzumcu Tibbi Cihtrzve Medikal Gaz Sist. San' Ve Tic' A'S'

CrUure ca rfa6puvHo HSBI'I, rpol13lleAeHg IIpe3 2017r., se ca 6ulu AeMoHcTpaUt4oHHI'I, He

ca peuLIKnI{paHV u He ca AeMo o6opy4nane.

o Cporca Ha AocTaBKa e 28 (Asalecer n oceu) AHI'I, ctIHTaHo oT luraTa Ha floIyqaBaHe Ha

Bb3.rlatareJlHo rIpIcMo or Br:loxrtr erfl'.

o CpOxa 3a 3a I,IHOTa.IIaquq I,I MoHTaN, UaCrpOfira, npo6nO I'I3nuTBaHe U BbBexAaHe B

eKcrrnoarallus e 2 (,qna) .uutl, cneA AocraBxara'

o llpelnaraHllflr rapaHIlLIoHeH cpoK e: 24 (Asa.qecer u uetupu) Meceua' cquraHo or

IaTa]]A Ha BbBexAaHe Ha o6opyleaHeTo B eKc[InoaTauus. 3aItlNaBaMe ce B paMKI4Te Ha

rapaHUr4oHHI,Ifl cpoK Aa ocl{ryplll.l Ha BrsIoxI{TeJIfl rapaHUl4oHHo (cepeulno) o6cnyNnaue'



Kll',r TexnuqecKoro npeAnoxeHllero ca upl4noxeHl{ cneAHHTe AoKyMeHTH:

l.l.Ilrnna lz r.r3r{epla'reJrHa rexHraqecKa AoKyMeHTauLLf, - Kararospl, cbAbpxauu IIbJIHI'I

TexHr{qecKl IIOKa3aTenI,I 14 napaMeTpl{ Ha npeAnaraHl4Te MeAI,IUI4HCKI'I U3LgJIV[' .

l.2.Ta6rraua 3a cborrlercrBrre Ha otbeprpaHoro o6opyanane (cruacuo npunoxeHoro B

AoKyMeHTa\LrflTa npuloNeHue) - Ha xaprr4eH Hocr4Ten, roIIbJIHeHa cbrJlacHo Lr3ttccBarilflTa

na Brgnoxr,rreJrf,, nonflIr0aHA U n0ffietIaTAIIA 0T VnpaUUfem.

B Ta6lraqara 3a ctorBercrBr4e yqacrHfiKbr e oQeplrpa-rr o6opyaBaHe, Koero cborBercrBa Ha

3aJroxeHuTe s TexHr.r{{ecKara cneuu$uxaulrf, or BtsroNureJls, TexHLIqecKI,I lapaMerplr u

xapaKTepr,rCTLIKI{.

npoqedypama, il uMeHHo: omnapnHe, pasztetcdaHe u oUeHflBaHe Ha 4eHosomo My

npedaotceHue, B'bs ocHona ua o1neeuuam om B'osnotrumern Kpumepuil sa oqeHKa

na o$epmume ,rHait-uucxa qerua".

Cro6qeuue 3a Aararra, Mflcroro il g.aca Ha orBapf,He Ha UeHoBHTe [peAJIoxeHH, ule ce

ny6luxyna n upoSunrr Ha KylyBalraHa,,MBAJI-XacKoBo" A[ npu cna3BaHe Ha cpoKa rlo

u1.57, al.3 or f[f|3ofl. Ha ornapxHero Morar Aa npl4cr,crBar JIIrIIara uo'Ir.54, an2 ot

I]II3OII.

C rosa pa6orara Ha KoMI'IcuflTa3a roBa 3aceAaH[e [puKr]or{I4'

Hacrosulss [poroKon ce cbcraBpr ua29,01.2018 r. Konue or Heto ue ce I43IIparI{ Ha BcvrrKI4

yrracrHr4rlu B npoueAypara tro $axc urru [o eneKTpoHHa rloua I4 ule ce ny6lzxyna B pa3Aen

.,llpot[lrn Ha KylyBarr iL" Ha HHTepHer cTpaHr4uaTa ua ,,MEAII-Xacxoso" AA.

Bcu.rxu perxeHll, Ha KoMr.rcufl'ra CA B3eTLI C eAIIHOAylXlIe.

Rouucun s cbcmao:

Ilpedcedamea:

A-p Xunxo AraHacos Arauacos

Vneruoee:

Ltt'&0\ bb AE

1. Buorera Bopuclarona I4oPAauon

2. Kpacuxtupa Pyrvlenosa Huxoroea

* 3a,ruqeHa uuQopmauus Ha ocHoBaHNe qn;zo-tf3JlA


