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II P O T O K O ANgl

f,r-rec, 17 .O9.2O14r. B rp. Byprac, B H3rbAFIeI{ae
473112.08.2014 r. na VIzr.. AHpeKTop I{a "MEAA Eyprac" AA, 3a

npoBe)KAar,rero Ha orKpHTa [poqeAypa 3a B63AalaHe Ha o6rr\ecreeua
roptrrKa c npeAMer: ,rf{ocranxa Ha TexHoAorxrrrro o6opyauaxe 3a
HyIKAHTg Ha oT;1eAeHHe IIo Tpallc$y3uonxa xeMaToAorus IIpu ,TMEAA -
Eyprac" AA", Kouvrc:,z^fl oilpeAeleHa cBC 3auoee,4 Ns VI P

535/ 17 .O9.2O14r. rra VIzn. guper(Top Ha ,,MBAA - Bypra." ffA, B c.bcraR:

Ilpe11ce71a'rezr: I,lpena IIeT xoea - l)\' IopHCKoHCyAT I'Ia "MEAA -
Byprac" Af,;

gzrenose: 1. l-p To4op Boa4x<IzeB -lI-H oTAeAeHHe rlo
rpanc$y3aoHHa xeMaronorusl npu ,,MBAA - Byprac" AA:'

2. A p Benera 9a bxoea opAizHarop B

o'r.rIeAeI-II4e rro rpalrc$y:uoI{Ha xeMarolorlzt nprz ,,MEAA - Byprac" AA1'

3. HH>K. Xpucro Bacurree - MaLITHFIeII IzHx<eHep

upu ,,MBAA - Byprac" AA;
4. Pylutsrua Hefi'lesa - craplua MeA. cecrpa I{a

o'rAeAeHHe rra rpaHcsysuouua xeMarolor.lzsl npu ,,MEAA - Byprac" AA,

B 11:00 r A4rvlrlnHCTparHBHHfI Kopryc Ha "MBAA - Byprac" AA rpoBeAe
3ace.(,alrue, Ha Koero 6stxa pa3rleAar-rr.r BFlecelrlzre rrpeAlox<eptr4rr 3a yqacrxe B

ropHaTa ilporleAypa.

B rra.ra-tur4;r -sac FIa npoBe)<Aal{ero Ha 3aceAaFll{ero Ha KoMl4cl4'rra o'r

I{eAoBoACTBoTo r{a "MBAA Byprac" AA 6eu:e npeACTaBeIl CIIHCIK Ha

no/IaI{eHHTe oSep'rz, [oAur.rcarr or Bt3noxcurelfl) KaK'to 14 1 ofrepra o'r
cAclIHHsr r{ac, Hr,TK:
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(Dupua BxoAsul HoMep, Aara u qac

t. ,,Eyrrnaap MN' OOA rp.CoQrax, y..r..

,rfLaprarr" Ne32
L1338/12.09.2014 r., 9,00 u.



Ilpe4ce4arelflT Ha KoMHCH"flTa cto6rqrz, qe or Bss.Ao>Krarel-fl e

[peACTaBeH CilLICTTK Ha IIOCT:bIIHAI4TC npeAAO)KeHH.fi, KaTO 3aIIO3Ha qAeHOBeT e

Fra KoMHCVrrrTa C HeI.OBOTO CT,AbpX(anlIde.

Ilpe.qz Aa nprzcrbrrsr KbM orBaprrHe Ha o*epr:,zrre) r{AeHoBere Ha
KOMrzCHsrTa nollnHcztxa AeK^apaqHrz, yAocToBepsrBa[Iz AHnca Ha
o6crostelcTBara, ilpeABHAeHH B uzr. 35, al.3 or 3OII.

Ha sace,rlaHuero Ha KoMrzcLrrrra np?rcbcrBaxa Fre [peACTaBr.ITeAH Ha
yr{acTHHqr4 B rrpoqeAypaTa.

Czre4 I(aTo npH yCAoBH-flTa Ha H3BbpIxeH or^eA KoMIICI4gTa
KoHcTarrzpa, qe o$eprara e noAaAeHa B paMKr{Te Ha cpoKa, o6gsen c
uy6nzxyeaHr4Te B cafira na AOII w AB o6seleuze 3a npoBe>KAaHe Ha
o6rqecreeHa ilopr,r{Ka, Karo o6osna.retn;rra Btpxy ctrrlxs c:L,orBerc, Ba'r' Ha
pa3rropeA6ara Ha r{A. 57, al'.1 oT 3OfI u H3HCKBaHHrrra na Basno>KHTeAJ{,
rocoqeHu B r.6.2.3 or O6ulme ycAoBHs 3a npoBe)KAaHe Ha npoqe"(ypara,
Karo Btpxy ilAr4Ka e o6osHar{e}Io HMeto Ha yr,IacrI{zKa, aApec 3a
KopecnoHAeFrqu.s, @axc z e-mail, rrpeAMer Ha rrpoqeAypara, KaKTo H BxoA"flu{
FIOMep, C qac Ha nocTbrrBalre Ha ilpeA^ox<eHHeTo B AeAoBoACTBOTO r{a
Bt sAo)KHTeArI.

Ilpe4ce4arenfrr Ha r(oMHCH.flTa rrpvc'r'brrr r(6M orBapfrHe r{a
o$eprare ilo peAa r-ra rfrxFroro noAaBaHe.

1. llpIz npoBepKa na oSeprara, flpeACTaBeHa or "ByAMAP
MA, OOA, EVIK L31148628, crc ceAalr4rqe kr aqpec Ha yilpaBler{He: rp.
Co$ua, p - H Bra':routa, x(.K. ,,MaHacrrapcr(H rtrBa4vr", yA."IIHpHH", Ns32,
npeAcTaBl;rBalro Maprzena Cnacoea la.rescxa JmpaBHTeA, 6erue
yc'r'aHoBeHo, qe cbudara e npeACTaBeHa B c:borBercrBae c pa3nopeA6a:ra na
.ra..57, atr.2 or 3OlI n cbAbpx<a: nlraK Nol -,,fl,oxyvrenrr 3a uo4,6op", 1 6p.
IrAHr( Ns2 ,,TexHrz.{ecxa oSepta" t4 1 6p. ilAHK Ns3 ,,I{euoeo
npeAlo)Ke:r.l,ze". Ilpe4ur Aa npzcT'bnr4 KIF,M orBapslre rr ilpoBepKa Ha
AoKyMeHTHT e, npeACTaBeHH c rrAHK No 1, rrpeAceAarel-sr r-ra KoMr4cr4srra
npeACTaBw Ha arleHoBere rra KoM:,z,cLlflTa Aa fio4trrrrrar rrtkrK No3, cne4 Koero
orBopiz ilALlr(oBe No2, w npeAcTaBur 3a [o,r{nnc cBAbpx(auIHTe ce B r-rero

AOK}-AIeHTLL Ha r{AeHOBeTe Ha KOMI.jCL4SITa.

Ilpe,qce4arelfrr Ha KoMHCH.sra orroBecrrr c:bAbpx<aquTe ce R rrAHK

,,foxyvreu rr4 za no4,6op", cbtnacHo npralox<eHrzsr cnHCbK.

Ha cAeABatt1H-flT erarl or cBoero 3aceAaHze, aIAeI-IoBere Ha
KOMHCI'I,{Ta H3BbpIlIIzxa npoBepKa Ha ripeACTaBeI'IIzTe OT yrlac'rHlzKa
AoKyMeHTH 3a no716op Ll nperreHKa orHocHo 'rrrxHoro ctorBercrBa.e c
ra3u cKB aH vrgrr Ha B gsno>Klzrel-fl .



llpu r43BibprrreHaT a npoBepKa Fra AoKyMeHTr4Te B llarzx Na1 or
[peAAo)KeHHero na " BYAMAP MA" OOA, rocor{eHvr B crrvrc'bKa H ilpoBepKa
Ha cBorBercrBl4ero HM, 6erue ycralroBeHo, r{e yr{acrHHKT,T e [peACTaBHA
cAeAHHTe AOKyMeFTTH:
1 .Y71ocT'oeepeHue 3a aKTyaurHo cbcrosrHr{e;
2.YTloctoBepeHrze 3a perHCT paqufl no A4C;
3.f,exaapal\ws - o6paseq No5;
4.Baranc, OIIP H AoKAaA or oAHTop za 20 13 r.;
S.CeprzSuKar ISO 9001:2008 na ,,BYAMAP MA" OOA;
6.Cepra$HKar ISO 13485:2012 wa npovr3Bo,r{HTel-fl En Elur Bu TexltoAoA>Kr.I;
T.Ceprn$:,u.Kar ISO 9001:2008 Ha npor43Bol(HTens Ea Enr Ba TercsoAoA>KH;
S.CeptaSr4Kar ISO 13485:2012 s.a npoa3BoAvrretsr E Ka ES {xarurocrr4K;
9. Cep:ra$ vKat I SO 1 3485 :2O 12 s.a ilpor43BoArTets. flafi rHocrnx lpz$oac;
lO.CeprzSuxar ISO 9001:2008 vr ISO 13485:2012 Ha ilpoz3BoArte^sr
Trzrauorc;
1 1 .Ceprra$axar ISO 9001:2008 Ha rpou3BoArzrels Evr Ap Ca;
12.trO cepru$aKar Ha nporz3BoAr4Tez*l Ezr Evr Eu Ter<uoloA>{<r4;
l3.flexzrapaqarr 3a c:sorBercl'Bae or npoH3BoAHTeAJr E,L Enr Ea TexnoAoA>KH
3a HoM.eArzHrzqa No1;
7 4 . fiexl'ap aqasr 3 a cborBercrBae or [poH3B o,4uTetfl
3a HoM.eArzuuqa No2;
1 5 .f, exzraparlzs 3 a crrorBercrBr4e or npoH3B oArzrel-s
1 6.{exnaparlai{ 3a cborBe'rcrBr.re or nporz3BoArzrel-rr
3a HoM.eArznuqa No4;
1 7 .Aexnapaquf{ 3a ctorB ercrBae or rf poH3BoAH'reAfr f afi rHocrrzi< EpzS oac ;

1B.Aexnapary.fl 3a c6orBe'rc'r'Br4e or npor,r3Bo.r{H'rel-s Ea Ev Bz TexHoAoA)KH
3a HoM.eArzuuqa No6;
l9.f,exzrapaquJ{ 3a c'borBercrBue or rpoa3BoAzTetfl En Ena Eu TexnoAoA>KH
3a r-roM e4anrzqa No7;
20.AexLtapaqr4s 3a ctorBercrBrre or npoH3BoAr.rT elrr En Evr Byt TexsonoAx<H
3a r{oM.elllirraqa No8;
2 | . Aexttap aqHrr 3a cboTBeTCTBHe oT ilpor43B o,r{HTeAs Turar lorc ;

22.fiexttapaqu:r 3a ciL,orBercrBr.re or npou3BoArl'relrr Ervr Ap Cu;
23.fiextapaqa:r 3a cr,orBercrBae or npou3BoI(H'renrr E.r, Ervr Erz Terurolollx{r4
3a HoM eAr4Hrrqa Nol 1;
24.PazperrreHue 3a rtproBr4fl.Ha e,qpo c MeA. Lt'e4ezrrz,fl;
25.Oropu3aqHoHHo rrHCMo or npoH3BoAHTeAfr Ezr Ervl Bz TexrroloAxil4;
26.Or.op:,z'3aqrzoHHo rrHCMo or npoH3BoAHTeA-s E Ka ES l{zarFrocruK;
2T.Otopu3aqzoHrro rrHCMo or rrpor43BoAarels Evr Ap Crz;
2B. Oropu3aqrzoHr-ro ilHCMo or rrpor43BoAr4Tenfl fiafi rHocrax Epvr$onc ;

29 . O r opu3 aqr4 oHHo nr4cMo or [porz3B oAu relr{ Turanoxc ;

3 0 .Aexnapauafr o'rH o cr-ro rexHzrrecKuTe Arzqa;
3 1 .Aexaapaqu-fl sa o6opora;
32.Aexaapaqufl - o6paaeq No3;
33.Aernapaqus - o6paaeq No4;
34.Aexaapaqr4s - o6paeeu No7;
35.fexzrapaqr4s - o6paeeq No9;
36.Aexzrapaq4sr - o6paeeq No6;
37.3asrnzreHr.re 3a J racrze - o6paseq Ns1;

Ezr Enr Bz TexrroloA>Krz

E Ka E$ fuarHocrlzK;
Ezr Evr Erz TexnoAoA)KH



3 8 . A4vuauHCTparHBFrH cB eAe rl,utr * o 6paseq No2 ;

IIpu r,r3BtprleHara rrpoBepKa Ha [peAcTaBeHrzre or J-racrHI4Ka
AoKyMeHTH 3a no46op 6erue ycraHoBeHo, rre cbrquTe cborBercrBar Ha
H3l4cKBal{vrrrra rra Bgsno)Krz'rel.:r H cbrlacHo cErqI4Te JrqacrHHKT,T oT roBap:r
Ha o6geesure xealrzSaKaquoHHa vr3:zcKBa:,:.yrfl, npeABHA Koero
o6crosrelcTBo, KoMHCH-ffTa rrpue perueHae Ha cle,(Barqoro 3aceAaHue Aa
6r4e H3BtprreHo pa3rle>KAaHe Ha npeAcTaBeHoro or BYAMAP MA' OOA
npeA^o>KeHr4e 3a H3rIBAHeHrZe Ha rIOpBrrKaTa, B r{acTTa Kacaeu{a
C.r,OTBeTCTBHeTO Ha npeA^araHaTa OT JrqaCTr-rHKa MeAHqIzHCKa anapaTypa H

CGoTBeTCTBT4eTO LI C I.J3I.1CKBaI{H,ITa KGM CbrrlIITe, 3aAOX<eHr.{ B TeXHHqeCKaTa
cneqz$lzKaqlrs.

IIpe4ce4aren: r{zrerrone:
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