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POTOKOA
.(Hec, 28.OL2015r. B rp. Byprac, B r43rrblHeHlre Peurenue Ns VI -P - 690118.12.2014r. Ha ur3rr. AIapeKTop Ha "MBAA - Byprac" AA, sa

npoBex(AaHero Ha AoloBapr{He 6ee o6geleHxe 3a BB3AataHe Ha o6rqecreeHa
iloptr{Ka c rrpeAMer: ,rilepuoAzqEE AocraBr(E Ea MeAErfEEcrrE EgAeaEs
3a EyrIrAETe Ea (MBA/\-Eyprac"d,E(,.", Koukrcnfl. onpeAeleHa cbc 3anoee4
No 54/28.01.2015 roa. Ha r43rr. AHpeKTop ua ,,MBAA - Byprac,, AA, B
C6CTAFl:

Ilpe,qce,qarezr: A - p Ceerlosap leoprrzeB - 3aM. ArrpeKTop Ha
"MBAA - Byprac" AA;

9nenoee: l. I4per:.a llerxoea - rA. Iopr4cKoHCyAT Ha "MEAA -
Eyprac" A[;

2. p, - p Teo4op Konee - opAzHarop B orAeleHr4e no
opTorreAr,rs H TpaBMaToAotHs ;

3. a - p $rrvren Myrae.rraeB - Har{aAHHK orAeAeHHe rro
or{HI4 6ozrectz;

Byprac" A.(,
4. lznxa Konesa - 3aM. tA. cr{eroBoAHTeA Ha,,MBAA -

B 11:00 e A.qvrr,rnzcrparr4BHrzfl Kopilyc Ha "MBAA - Byprac" AA rrpoBeAe
3aceAaHl4e, Ha Koero 6.axa pa3rle,qaHu BHeceHHTe rrpeAlo)Kenvr-s.3a Jrrracrfie B
ropHaTa rpor{eAypa.

B na'ra,rrrrz,s. .l.ac Ha npoBex<AaHero Ha 3aceAaHuero Ha KoMucvrfrTa or
AeAoBoACTBoro na "MBAA - Byprac" AA 6eue npeACTaBeHao o$epra o.r
,,Buxorue4" OOA, c Bx. No 8 15/ 23.0 1 .20 15r., erreceHa e 1 1 :20 .r..

Ha sace,qaHzero Ha KoMr-rcu.sra He rrpragbcrBa [peAcraBHTeA Ha
rIoKaHeHrzsT J racTHHK.

Ilpe4v Aa ilplrcrbns? KbM orBapsHe Ha o$ep:rzTe, rrleHoBere Ha
KOMr4CHsra rroAfiHcaxa /qeK^apaq]rH, yAocroBepsBatq]r AHflca Ha
o6crogrelcrBara, npeABrzAeHH B vn. 35, arr.3 or 3On.

czre,q KaTo Trp:r.l ycAoBHsTa Ha Iz3BbprrreH ot^eA KoMvrc]?rflTa
KOHCTarHpa, qe o$eprara e [oAaneHa B paMKHTe Ha.CpOKa, OlpeAeAeH c
noKaHara 3a npoBexAaHe Ha Aol.oBapsHe 6es o6aerrenvte, Karo
o6osHaqeHusra Bbpxy cbrquTe ctorBercrBar Ha pa3ilope,46ara Ha qA. sT,
al.1 ot 3OlI u r43HCKBaHr4flTa rra BgsAox<HTeA-rr, flocorreHur B [oKaHara 3a



npoBexAaHe Ha npoqelypara, Karo Btp>ry rrluKoBere e o6osHa.{eHo HMero
Ha cGorBerHHs JrqacrHHK, anpec 3a KopecloHAeHrrHff, $axc kr e-mail,
fipeAMer Ha npoqe,qypara, o6oco6erra no3HqHH, 3A KOHTO Ce BHac.fl
ripeA^ox(eHHero, KaKTO U BXOAsrrl HOMep, c .{ac Ha rlocrbrrBaHe Ha
cSorBerHoro npeAAo)KeHHe B AeAOBOACTBOTO Ha Bggzro)KHTeA-s.

rlpe4ce,qarelsr Ha KoMHCHsra rrpracrbflr-t KBM orBapsHe Ha
o$eprara, cAeA Koero orroBecru AoKyMeHTHTe sbAtp)Karun ce B He.s,
c6r^acHo npHAo>I(eHr4flT CrIHCbK.

1. IIpa rpoBepKa Ha Aor(yMeHTHTe 3a uo,46op, npeACTaBeHH or
"BIIKOMEA" OOA, EVIK 130421337, cBC ceAalzrqe v aApec Ha
yilpaB^eHHe: rp. CoSrza, p- H Kpacna flo^.flHa, )K.K. ,,Kpacrra noaaua",
yrr."ftrvraHa", 6A. 24, rix. ,,1", an.85, npe.4craBl-flBaHo or Llgamxa Ilerpoaa
IleH.rega - yrrpaBllTel, 6erue ycraHoBeHo, rre ctrrlara e npeACTaBeHa 3a
rloezqrza ,,I4MrrlaHTr 3a rlayKoMa", v B ctorBercrBze c pa3rrope.q6ara Ha r{A.
57, a*2 or 3orl ra cbA6p)Ka: rrAHK Nsl - ,florryvreHT:r- 3a no4,6op", 1 6p. rAr4K
,,rlpe4,zrox<eHze 3a H3nbAHeHHe Ha rroptrrKara" u I 6p. rrAHK Na3 - ,r-I1aro"o
npeA^ox(eEkre'. Ilpe4,ra Aa rrpr4crbnH KBM orBapflHe H npoBepKa Ha
AoKyMeHTHTe, rIpeAcraBeHH c nAr4K Nol, ilpeAceAarel.frr Ha KoMHCr4sra
rlpeAcTaBvr Ha rrleHoBere Ha KoMracvrrrra Aa [oAilHlrar rrAHK No3, cae,4 Koero
onoBecrH AoKyMeHTHTe CbA6p)r(aIIdH Ce B rIAHKOBe NO1, CBTAaCHO
I.IpeACTaBeHVrfl. OrIHC.

IIpz H3BtprrreHara npoBepKa Ha Aor(yMeHTHTe B llzrrax Ns1 or
npeAlo)KeHHero na "EHKOMEA" OOA, rrocor{eHa B cnuctKa H flpoBepr(a Ha
cBorBercrBuero aM, 6eure ycraHoBeHo, rre J racrHr.rKcr e rrpeACTaBHA
cAeAHHTe AOKyMeHTH:
1.1 .

1.2.

1 .3.

1.4.

flernapaqr{s 3a H3B6prxeHa npeperlrcrpaqas - opuruHazr
Y4ocrosepeHze 3a aKTyaAHo ctcrosHrze H3AaAeHo or Arerrq4frTa

no BnzcsaHr.rsra - 3aBepeHo Korrxe
,(orryrvreur 3a perHCTparIHs no AAC - 3aBepeHo Korrae
,(exzraparlzs ro ur.47, an.9 or 3OII /O6paseq No3/ - oparl4Hal

l.5.flexnapar\vrfl. no un.55, att.7 or 3orl H rro .rzr.8, an.8, r.2 or 3on /o6paseq
No4/- opHr.HHaA
l'6. .(oxa:arelcTBa 3a rexHzr{ecKara BB3Mox(Hocr H xea,rzSuKarl14s

laaKan:'AlaAara no.rn.51 or 3OII
Cnrzctr Ha ocHoBHHTe AotoBopu 3a AocraBKr,r Ha croKz,

CxoAHH C IIpeAMeTa Ha IIOpBrIKaTa, H3nbAHeHH npe3 noCAeAHI.{Te TpH

_ 
toAHHH, BKAror{HTeAHo crofirrocrrTe, Aarvrre H ilolyr{arelHTe

,I[exnapaqaa 3a HaAHr{Hero Ha co6creeHz rpaHcloprHn
cpe,(crBa, sa o6e3neqaBaHe Ha AocraBKr-rre - opr4r.uHal c npalox<eHrz
KorHs or rarroHzTe Ha MIIC;

!,exirapaqas ct,qbp)KarrrA cilHcbK Ha rexHHr{ecKHTe Ar,rqa,
o6pasoearelHara vr upo$ecuoHalHa xaa,rra$zKarrus Ha [epcouala,
BKATOTTHTeAHO Ha Te3H OTroBapflrr{I4 3a AocTaBKHTe - OpHTHHa^

Ceprrz$uKarz no ISO 13485:2O03, CE rur'apxa, flexnapaqr,rr
3a cborBercrBue, Znctpyrrrus 3a ynorpe6a c KparKa xapaKTeprcruKa Ha
npoH3BoAvrrer\s. - 3aBepeHH Korrkrs. /e ot4erura fiaflKa ,,CEPTI,1@VIKATUI



1.12.'
1.13.

1.7. Paspeureuue 3a rbproBrrs Ha eApo c MeAHqllHCI<H :,zr3!tellras" c
IpHAO)KeHO pa3pelxeHHe oTHOCHO EpOMTIHa Ha CKAa/(OBO nOMeuIeHHe 

-3aBepeHo Koilr4e
1.8. Bpourypa
1.9.rlzcvro orHocHo cnopa3yMeHaero na ,,Alcorf' Aa npu4o6rze optonol -3aBepeHo KofrHe
1.10. flexnapaqlra 3a ocurypsBaHe Ha neo6xo4rzMraTe Kolur{ecrBa

MCAHIIHHCKVI VI3.ACAHg TIPCAMCT HA AOIOBOPA, 3A IICAKIS CPOK HA AOTOBOPA

- opHrr4Ha^
1.11. ,(exnapaqza 3a noAAbp)r(aHe Ha Aor(yMeHTHpaHa cHCTeMa 3a

ilpoc^eAflBaHe 6esonacHocrra Ha MeAr4rrrzHcKHTe urcAeul1rs. - OpHTHHaA
.(ernapaqras 3a cpoKa Ha toAHocr - opr.rrraHazr
.(exzrapaqua 3a gborBercrBl4e Ha MeAr,rr.IHHCKHTe vr3!.euvrfl.,

ctrlacHo 3MI4 - opHrr4Hal
1.14. .(exzrapaqr,ra 3a cna3BaHe Ha BcHrrKH ycAoBHg, ireo6xo,qlnvrur 3a
H3rrBAHeHr.re Ha nopbrrKara lO6pazeq NoS/ - oplmuHal
1.15. ,(exaapar.rus 3a Ar4rrca Ha roAH3rEAHr4TeA /o6paseq No6/ - opHrHHaA
1.16. 3a-seaeHrze 3a J {acrue lO6pa3erl No1/ - opxrr.rHal
1.17. A4vrznrzcrparuBHx cBeAeHHs /O6paaeq No2/ - opurzHazr
1.18. Cnzcsx Ha Aor(yMeHTHTe, cbAtp)KarqIa ce e IIALTx Ns 1.

Brs ocHoBa Ha ropHHTe KoHCTarar1prH, u o6crog:relcTBoro, qe
JrqacrHrKa orr.oBaps Ha orrpeAeleHuTe or BreAox<HTeAs xeazrzSrzKarlzoHHr4
vr3PIcKBaIJvrg., KaKTo fi npelAaraHhre or Heto MeAr4qr4HcKH H3Aer\krs. ca B
rIGAHo ctorBercrBrze c H3r4cKBaHllsra Ha rexHurrecKara cueqa$zKalu4.rr,
qAeHoBeTe Ha KoMHCHSTa B3eXa pelreHHe, rrpeACTaBeHOTO OT npeIl\ox<eHHe
"BHKOMEA" OOA aa6:',ple AorycHaro Ao pa3rlexAaHe H oqeHKa.

Ha crre,qeaqzsr erail or cBo.ara pa6ora, rrleHoBere Ha KoMHcHsra
rz3BcpruHxa [poBepKa Ha ilpeACTaBeHOTO OT JTLTaCTHHKa npeA OX(eHHe 3a
ur3nBAHeHHe Ha nopbr{Kara. Ctc ctsx{oro )rqacrHHKGT rrpeAlata cpoK Ha
AocraBKa 24 qaca.

Bz.4Ho or rrpulox(eHara ra6nrzqa c rBproBcKH HarzMeHoBarrvs. vr
rIpoH3BOAVrTeI.Ij Ha npeIAaraHHTe MeAHTIHHCKH ?IgAe/lVrfl., gblrlrlrTe ca
rrpoH3BoACTBo na Alcon.

Ha cne4eax{Hsr era[ or cBosra pa6o:ra, rrneHoBere Ha KoMHcHgra
H3B6prIIHXa flpoBepKa Ha ilpeACTaBeHOTO OT JTqaCTHHKa r.leHoBo
npeA^ox(eHHe. crc cBuroro yr{acrHHKsT rrpeA^ata fiopbyKara Aa 6:.,ge
H3NbAHCHA NP}I YCAOBH.'ITA HA 3AIIAATTIAHC HA CACAHHTC llCHH 3A
n pe/q^araHHTe MeAH rIHH CKI-I H3 Le /\Vrs. :

1

IrlMn"lranru sa
fnayKoMa
Excupec

Ouruso.r-
Wspaeil ArxoH
- CAIII

56p 1541,67 7 708,34



Q$rrra crofirocr 6eg sxa. AAC uo rrosEu,Efi ,rHMr,raETE 3a raayxorua,
7 7o,8,34 n;r,..

c orleA Ha DopHoro, KoMHcHsra oqeHra [peAAo)KeHHero Ha
)rqacrHr.rKa no o6oco6enara nosr,rrlzs c oqeHKa ot lOO:r..

Kovrracvr"sra ilpuKlrorru cBofl,ra pa6ora Ha ..{.q,P.*. 2015r..

9aerrose: 1

(a-PC. leoprraee) (vrp:

2..

florryvreHTaqr4sra rro flpoBexAaHe Ha
HacTo.sull4s ilpoTor(orr 6sxa [peAocTaBeHH
Byprac" AA Ha . lO".Q.*,.......2015r..
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o6rqecreeHara ilopBr{Ka,
na I4sn. AHpeKTop Ha

BeAHO C

,,MBAA

[r3rl. AHPEKTOP HA
"MBA/I - EyPTACD d,f[,:
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