OPOTO™O0A

Hnec, 23.12.2015r. B rp. Byprac, B u3smeaneHne  Pemenue Noe VI -
544/19.11.2015r. na U3n. gupekrop Ha “MBAA - Byprac” All, 3a npoBeXOaHETO
Ha OTKpHTa Npoleypa 3a Bb3AaraHe Ha OoOIlecTBeHa IIOpBYKA C IIPEAMET:
»[OCTaBRAa HA KOMIAKTHA MOOGHAHA AHrHTAAHA PEHTreHOBA CHCTEMa THN ,,C-
paMo” ¢ ABa MOHHTOpAa 3a HYXRZHTE HA OTAECACHHE IO CHAOBA XHPYPrHS NIpH
»MBAA Byprac” A", KOMHCHSI OIpeaeseHa cbCc 3amoBegq Ne VI - P -
616/23.12.2015r. ma U3n. gupekrop Ha ,MBAA - Byprac” A/l, B cbcTaB:

Tlpencenarea: Upena IleTkoBa — ra. OPUCKOHCYAT Ha ,MBAA - Byprac”
AL;
YaenoBe: 1. Tuaka KoaeBa — 3aM. ra. cueroBomgureAs HA ,MBAA -
Byprac” AL;
2. 1 - p Baaentun BacuaeB — Ha9aaHUK OTAEACHME IIO
cpaoBa xupyprusa npu ,MBAA — Byprac” AL
3. 1 — p Bopucaas TprnueB — opAHHATOP B OTIAEACHHE
no ceOoOBa xupyprusa npu ,MBAA - Byprac” All;
4. pHK. XpHCTO BacHaeBR — MAalUWHEH HHIKEHED IIpH
Texuudecku oTreA Ha ,MBAA- ~mp =~

B 11:00 B AnmunucTpaTHBHESA Koprryc Ha “MBAA — Byprac” A/l npoBeae 3acegaHue,
Ha KoeTo Ofxa pa3raelaHH BHECEHHTE IIDEJAOXKEHHHA 3a ydJacTHE B TIoOpHAaTa
npoueaypa.

B HavaaHHa 4Yac Ha IpPOBEXJAHETO Ha 3aCEJaHHETO Ha KOMHCHATa OT
neaoBoACcTBOTO Ha “MBAA — Byprac” Al 6¢ : mpeacraBeH CHHCBK Ha IIOJAJEHHTE
o¢epTH, IOANIECAH OT BB3roxuTEAsI, KaKTO U 2 O6p. 0bepTH OT CACTHHTE YyIACTHHIIHU:

1.”"Meaurea Umeitiokuar CupBucui” OO — Bx.- Ne 16054/22.12.2015r.,
11:30 Y4;
2. ,Megumar” EOO/I - Bx. Ne 16058/22.12.2015r., 14:50 4..
Ha 3acemamwero Ha KOMHCHATA HE IIPHCHCTBaxa IIPEACTABHUTEAM Ha
YIaCTHHIIUTE.
INpenu na npucCTHIAT KbM OTBapsgHe Ha o(epPTHTE, YACHOBETE HA KOMUCHATA

nognucaxa AeKAapaluy, yAOCTOBEPSABAIM AWIICA HAa ob6cToATeACTBaTa, IPEABHICHH
B 4a. 35, aa.3 ot 30I1.

Caen XaTO IIpU YCAOBHATA HaA H3IBLPIIEH OTA€] KOMHCHATA KOHCTATHpa, de
ochepTHTE ca MOJAAEHH B PAMKHTE Ha CPOKa, 00fBEH ¢ NybAMKYBaHHTE B caiTa Ha
AOIl u [B obaBaeHHE 3a I[POBEXAAHE Ha ODILECTBEHa IIOpBYKaA, KaTo
obo3HayeHHUATa BBHPXy Chlllara CHOTBETCTBAT Ha pasnopenbara Ha da. 57, aa.l or



30Il 1 um3uckBaHuATa Ha BB3soxureas, nmocoueHu B T1.6.2.4. ot Obmure ycAoBUS
3a IIpoBeXKJaHE Ha IIpolieypaTra, KaTo BBPXy IIAMKa € 0003HaYeHO MMETO Ha
y4aCTHHKA, aJpec 3a KOpEeCIoHAeHIWMdA, (pakc U e-mail, nmpegMmeT Ha mpoleaypara,
HoMmepa Ha 000CcOOEHHTE ITO3HUIINH, BKAIOUEHH B IIPEJAOXKEHHETO, KAKTO H BXOIAIL]
HOMEp, C 9aC Ha IOCTHIIBAHE HA IIPEJAOKEHI O B [IEAOBO; BOTO Ha  >3A0KHTEAS.

[pencenareasaT Ha KOMHCHATA IIPUCTBIHN KBM OTBapsiHE Ha OEpPTHTE II0
peda Ha TAXHOTO IIOAABaHE, CAEJl KOETO OIIOBECTH JOKYMEHTHTE ChABbpIKAIHM Ce B
TAX, CBIAACHO IIPHAOKEHHUSAT CIIUCHK.

1.Ilpu npoBepka Ha JOKYMEHTHTE 3a I0A0Op, IMPEACTABEHM C odeprara
Ha ,,MEOAHKAA HMEHIJKHHI' CbPBHCH3” 001, EMK 202223146, cenaauiie u
agpec Ha ynpaBaeHue: rp. Cocus 1463, p-H Tpuaauna, x.K. ,,Crpeabuiue”. Ba. 354,
BX.”B”, npeacraBasBaHo oT Bopmc MapuHoB MapuHoB - ympaBurea, Oeilre
YCTAaHOBEHO, Y€ ChIaTa € IIpeACcTaBeHa B CbOTBETCTBHE C pasnopeabara Ha ya. 57,
aa.2 or 3011 u cepappxka: 1 6p. mauk Nel — JTokymeHTH 3a oabop”, 1 6p. mauk No2
- ,Texunyecka ogepra” u 1 6p. mamk Ne3 -  IlenoBo mnpepnaoxenue”. Ilpenu na
IIPHUCTBHIIN KBM OTBapsiHe M IIPOBEpPKa Ha JOKYMEHTHTE, IIPEACTAaBE€HU C NAHK Nel,
mpeaceqaTeAdT Ha KOMUCHSTA IIPEACTaBM Ha YACHOBeTe Ha KOMHCHATA Ja
nognuinarT HAHMK Ne3, caen KoeTo OTBOpH IIAMK No2, um mIpeacTaBH 3a IIOAIIHC
CBABPKAUMTE CE B HEr0 AOKYMEHTH Ha YACHOBETE Ha KOMHCHSATA, CAEM, KOETO
OIIOBECTH AOKYMEHTHTE ChABbPIKAIIY ce B IMAMK Nol, chraacHo InpeacTraBeHHs OIHC,
KAKTO ¥ HU3BBPIIM IIPOBEPKa OTHOCHO CBOTBETCTBHETO Ha IIPEIACTABEHHUTE
JAOKYMEHTH, C T€3H IIOCOUYEHU B CIIUCHKA.

2.Ilpu mpoBepka Ha AOKYMEHTHTE 3a noAbop, NpeAcTaBeHH C odeprara
Ha “MEOHMAI'” EOOO, EMK 130871925, ¢ agpec Ha ynpaBaeHue: rp. Codmus,
pation “Tpuanuua”’, K.K.. “MaHaCTUPCKH AUBaAH - H3TOK”, yA. JJumuTep Caraen”, No
19, mpeacraBagBaHO OT ymnpaBuTeas AsekcaHabp Komes, Geme ycraHoBeHO, 4e
cwlllaTa € IpeACTaBeHa B CHOTBETCTBHE C pasmnopeabara Ha 4da. 57, aa.2 or 301l u
chappXka: 1 6p. mauk Nel — JlokymenTH 3a moabop”, 1 6p. mauk Ne2 - ,TexHuyecka
odepra” u 1 6p. mamk Ne3 - ,IleHoBo mpegaoxkenue”. Ilpeau na MPUCTBIHA KBM
oTBapsiHE U TIPOBEpPKa HA AOKYMEHTHTE, IpeACTaBeHU C NauK Nel, mpeacenareadar
Ha KOMHCHSTA IMIPEACTaBU Ha YAEHOBETE€ Ha KOMHCHATA Aa IOANMIIAT MAHK Ne3,
CcA€/l KOETO OTBOpPH IAMK No2, M mpeAcTaBH 3a IIOAIIHNC CBABPXKAIIUTE CE B HETO
JOKYMEHTH Ha YACHOBETE Ha KOMHCHSATA, CAEJ, KOETO OIIOBECTH AOKYMEHTHTE
cpabpXKalm ce B AWK Nel, CBraacHO IIPEACTABEHUA OIIMC, KaKTO M H3BBPIIN
[IpOBEpPKa OTHOCHO CBOTBETCTBHETO Ha MPEACTABEHUTE JOKYMEHTH, C TE€3H IIOCOYEHHU
B CIINCBHKA.

IIpr wu3BBpIIEHaATA MPOBEPKA Ha gaokymeHTure B Ilamk Nel or
npenaoxkeHuero Ha ,MEIHKAA HMEHIKHHT CBPBHCH3” OO/, mocodYeHH B
CIIICBhKa U MPOBEPKA Ha CHOTBETCTBHETO MM, O€llle yCTAHOBEHO, Y€ yYaCTHHUKET €
[IPEACTAaBHA CACJHUTE JOKYMEHTH:

1. YaocToBepeHHE 3a aKTYaAHO CBCTOSIHHE — 3aBEPEHO KOIHe — CTp. 1- 2;

2. Unentudukauroner HoMep o JJ1C - 3aBepeH0 KOIHE — CTP. 3;

3. exaapalius 3a OTCHCTBHE Ha obcTogTeacTBaTa 1o 4a.47, aa.9 ot 3011 (obpasery 5)
3a AMIICA Ha obcTosTeacTBaTa mo 4a. 47, aa.l, aa.2, 1.1, 4 u 5 u aa.5 ot 30II -
cTp. 4 - 5;

4. [lokasaTeACTBa 3a TEXHUYECKHUTE BB3MOXKHOCTH H/HAM KBasH(pHKalusa Ha
y4acTHHKaA 1o 4a. 51, aa. 1 ot 30IL:



4.1 3aBepeHO OT y4acTHHKa Kolme Ha BaaujaeH Ceprudurar ISO 13485:2012,
H3aJ€cH Ha IIPOHU3BOAUTEAS Ha IIpeaaaranara anaparypa — A. T. C. Anaukarpione
Tekmoaomxkue Crnennaau CPA - Uraans - ctp. 6 - 7;
4.2. 3aBepeHO OT y4acTHHKA KoIue Ha BaaueH Ceprudukar 9001:2008 - crp. 8;
4.3. Ceprudmukar, 4e npejaaragarta anaparypa npurexapa CE-MapKupoBra Ha
A. T. C. AnaukamnunoHe Teknoaomxkue Criertnasn CPA - Utaaus - 3aBepeHO Konue —
cTp. 9 - 13;
4.4. CouChK Ha JOTOBOPHTE CKAIOUEHH IIPE3 IIOCACTHUTE TPH TOAWHH, CIHTAHO OT
KpaliHaTta Aara Ha IoflaBaHe Ha IIPENAOXKEHHATA, C IIPEeIMET U3IBLPIIBAaHE Ha
JAOCTAaBKH Ha MEIHIMHCKAa anaparypa C H3TOYHHK Ha HOHH3Hpall0 AbYeHHE,
UICHTHUYHU C IIpeaMeTa Ha obuiecTBeHaTa NOPBHYKA, IPHAPYKEHH C YBEIOMAECHUS
—-cTp. 14 - 18;
4.5. [eraapanusi, 3a OCHTypsiBaHe Ha OTOpH3HpaHa cepBH3Ha 0asa Ha
TepuTOopuaTa Ha PemybamKa Brarapust ChC CIIHCBK Ha AHIATa OTTOBOPHH 3a
H3ITBAHEHHETO Ha IIOphYKaTa, NPHAPYKEHH C JUIIAOMH, H IIPAaBOCIIOCOOHOCT 3a
pabora ¢ UMA u npemuHaso obydeHue mmpu mpoussoguteas - 11 6p. — crp. 19 -
34;
5. 3aBepeHO KOIIHMe Ha BaAWJEH AHIIEH3 3a ACHHOCT C M3TOYHHUIIM Ha HOHH3WpPAIH
ABYEHHUL 3a MEAUIIMHCKHY 11eAHd, u3aaacH oT AYP — cTp. 35;
6. 3aBepeHO KOIME Ha BaAWJHO pas3pellecHHE 3a THhProBHA Ha €ApO0 C MEAHMIMHCKH
U3IEAHsI, U3aaJeHo 1o pega Ha 3MU - crp. 36 - 37;
7. 3aBepeHO KOIIME Ha OTOPH3allMOHHO ITMCMO, HU3A3JE€HO OT IIPOU3BOAHTEAd Ha
MeauIMHCKaTa anaparypa [Ipumakc MrTepHemrbabA- cTp. 38 - 39;
8. [deraapaimisi H3AaAeHa OT INIpou3BoauTeasas  lIpumarc HHTepHEIUBLHBA, Y€
IpefAaraHUAT MOJICA allapart € IyCHaT Ha Iasapa He mo-pano oT 2014r — crp. 40 -
41,
9. Heraapaliusa, 4ye Y4YaCTHHKBT TpsAOBa OCHTypABa H HOAABPKA JOKyMEHTHpaHa
cucreMa, CbrAACHO M3HCKBaHuATA Ha 4A. 82, aa. 4 or 3MU - cTp. 42;
10. [lekaaparmsa 3a 3ario3HaBane ¢ JoKyMeHTarmara ~ O6pasen Ne 3 — ctp. 43;
11. HJeraapaiuss, 4e y4aCTHHKBT 1€ CIIa3Ba BCHYKH YCAOBHS HeoOXoAHMMH 3a
H3IIbAHEHHE Ha nmoppukara — O6pasen Ne 4 — crp. 44,
12. [lekaapaiusa 3a Haap4due /Aurica Ha nogusirbaHuTean — Obpasert No 7 — crp. 45;
13. [lekaapaliust 3a IpUeMaHe Ha YCAOBHSITA B IIPOEKTa Ha Jorosop- O6pasern No 9 —
crp. 46;
14. Jeraapatus 110 4A. 55, aa. 7 or 30T, u 3a aunca Ha 0OCTOATEACTBO 110 YA. 8, aa.
8, 1. 2 ot 30II - Obpa3zern; Ne 6 — cTp. 47;
15. Bagasaenne 3a ydacrue — Obpasern Ne 1 — cTp. 48;
16. AnMuUHHCTpATUBHE cBeAeHus — Obpasen Ne 2 — crp. 49;
17. [oKyMeHT 3a BHeceHa rapaHIuda 3a y4JacTHE — OPHITHHAA MPHAPYXREH OT
CBHIIPOBOAUTEAHO ITHCMO 3a 0bocobeHuTe mosunuu — crp. 50 - 51;
18. Cuncek Ha JOKYMEHTHUTE, CbAbPA 1 ce B o(peprara, IIOAIINCAH U BLB popMar
Word wa CD - ctp. 52 - 53;

[Ipu uspbplieHaTa IpoBepKa Ha NPEACTABEHHTE MOKYMEHTH 3a H0oAb0p H
CHOTBETCTBHETO MM C HM3HUCKBaHHUATA Ha DBB3A0XKHUTEAsA, KOMHCHATA YCTaHOBU
CA€HHTE HEITBAHOTH:

B H3mrbAHEHHE H3HUCKBAHETO Ha BB3A0KHTEAs 3a IpEACTaBsHE Ha KOIIHE Ha

Ha BaaugeH Ceprudurar ISO 13485:2012 wHa MIPOUIBOAMTEAS H

ceprucdukar 3a CE-MapKHUpOBKa, Y4YaCTHHKBT € Ipeacrasua Ceprudukar

ISO 13485:2012 ma A. T. C. Anaukamuose Texkunoaoxue Crerpnaan CPA -

Urasua u Ceprudurar 3a CE-mapkupoBka Ha A. T. C. Anauxaiiyone

Texkmoaomxue Cnernmasn CPA - Hraams, or KOHTO € BHAHO, Y€ CBUIHAT

obxBalla U Ipefaarara B HacToslaTa IOpoleaypa MEQUIIMHCKa anaparypa

C TBProBCKaA Mapl TMpun ¢ MHaTEPH' HEBA. B CBuIIOTO BpeMe

VY4ACTHMKBLT € IIPEACTABHA orTopu3amms OT I[IpuMarc HMHTEpHEIIBHBA —



dpaHnusg, ¢ KOSATO My € IIPEJOCTABEHO IIPABOTO OT HMETO Ha H3AETaAd Aa
y4acTsBa B OpraHuMsupasHarta oT Br3aoxureada npouenypa. Hapen ¢ ropuoTo,

or umero Ha [Ipumakc HuTrepHembHBA - PpaHIUA € IIpeacTaBeHa
IeKaapallys, 4e IIpeJaaraHudaT anapar e IIpou3BeAcH rpe3 2015r.,
C ; u g I BH/IHO OT

npeacraBeHute ceprudukary e A. T. C. Anaukaimmione TeKUoAOIKHE

Cnemmnaan CPA — Hraans, a pupMmarta oropusupasa ydyacTHHKA HE Ce sIBABS

IPOM3BOIUTEA, KOMHUCHATA Ipue perrenue ot ,2MEINKAA UMEWIKUHT

CBPBUCHU3” OO/ pga 6bae U3UCKaH AJOKYMEHT, YAOCTOBEPABAIL KAYECTBOTO

Ha npou3Boaurea Ha Ilpumaxkc WueTepHell'bHBA -~ PpaHIUS Ha

IIpegaaraHaTa anaparypa.

IlpenBua ropHU3A0KEHOTO M Ha OCHOBaHHE dA. 68, aa.8 m aa.9 or 30II,
KOMHCHATA yKa3Ba Ha yYacTHHKA, B CPOK OT . paboTHH AHH OT IIOAyYaBaHETO Ha
KOIIHE Ha HaCTOAIIMS IIPOTOKOA, Aa IIPEeACTaBH IIOCOYEHHTE B IpeaxonHus absany
JOKYMEHTH, C lIeA OTCTPaHsIBaHEe Ha HECHOTBETCTBUSTA.

KoMmucusaTa npue pelieHHe Ha OCHOBaHHe 4a. 68, aa.11, T.1 ot 30I1, u caen
IIpeACTaBsgHE OT CTpaHa Ha YyYacTHHKa H3HUCKBaHUTE [JOKYMEHTH, aa Obae
H3BBPIIEHA JOIIBAHHUTEAHA IIPOBEPKA, Ype3 H3NCKBaHe Ha HH(pOpMAIlHs OT H3AAaTEAT
Ha ChOTBETHUS JOKYMEHT.

[Ipu u3BbplIeHaTa NpoBepKa Ha AOKyMeHTHTe B [lauk Nel oT mpemaozkeHMeTO
Ha “MEOHMAI'” EOO/, nocodyeHH B CIIMCBKa U IIpoBepKa Ha CHOTBETCTBHETO UM,
Oelre ycTaHOBEHO, Y€ YYaCTHHUKBT € IIPEACTaBHA CACAHUTE JOKYMEHTH:

1. Coucek Ha JOKYMEHTHTE, ChABXKAIIH ce B opepTara;

2. YpocToBepeHHE 3a aKTyaAHO CBCTOSHHE OT TBPrOBCKH DPETHUCTHP Ha

AreHiiug o BOIHUCBaHUNATA,

YaocroBepeHue 3a perucrpauys mo 311C;

Hexaapaius mo 4a.47, aa. 9 or 30I1 - O6paser; Ne 5

Ceprudpukar 3a BHEApPEHA CHUCTEMa 3a YIPaBACHHE Ha KadecTBOTO Ha

MEAUIIMHCKHTE U3IEANS ISO 13485:2012 Ha  IIPOU3BOOUTEAS

Hurepmenukaa C.P.A. — Utaaus;

6. Ceprudurar 3a BHeApeHaA CHCTEMa 3a YIpaBACHHE Ha KadecTBoro [SO
9001:2008 Ha ygacTHHKA,

7. CE Ceprudukar 3a KadecTBo Ha mpousBoautessa MHTepMmenukaa C.P.A. -
Hraaus, obxBarar npegsaralHara oT ydaCTHUKA MEJHIIMHCKA anaparypa;

8. [ekaapaius 3a CHOTBETCTBHE Ha IIpeJaaraHys amnapar, IIPOU3BOACTBO Ha
HNuatepmenukaa C.P.A. — UTaaus;

9. CnuChK Ha AOTOBOPHUTE 3a [OCTaBKH, CXOAHH C IIPpeAMETa Ha moph4YKara
3a [I0OCAETHUTE TPH MOAHHU;

10.YmoctoBepenne 3a 106po U3II'BAHEHHUE;

11.[Jexknapauss 3a HaaudWe Ha CcepBH3Ha 0asa u oOyd4eHHM CEpPBHU3HH
CIIEITHAANCTH;

12. Autien3us 3a pabora ¢ H3TOUHHIIM HA HOHH3HPAIIH AbYCHHSI,

13.Pa3peuieHue 3a THpProBUs Ha €ApP0 C MEAUITMHCKY U3/ICAUS;

14.YBemomacHue o UAA 3a mpoMmsaHa B 00CTOSTEACTBA — HOB aJpEC;

15.OTOpHU3AIMOHHO INCMO OT IIPOM3BOAUTEAS Ha IpefaaraHaTa anaparypa;

16.[Jekaapansg OT IIPOH3BOAUTEAS, Y€ IIPeJaaraHus amapar € IIyCHaT Ha
rosapa He mo-paso ot 2014 r.;

17.0exaapaliusa oT y4aCTHHKA, Y€ OCHUlypsBa M HOAMbPKA AOKYMEHTHpaHa
CUCTeMa , CbLAACHO 4A.82, aa.4 ot 3MU;

18.[lekaapaliisa 3a 3al0o3HaBaHE C BCHUYKM OOCTOATEACTBA H YCAOBHS OT
3HadyeHHe 3a yuacTue B obiiecrBeHara noppuka — Obpaser Ne 3;

bk w



19.lekaaparnusa 3a 3aQbA’KaBaHe CIA3BAHETO HA BCHUYKH YCAOBHS 3a yUYaCTHE
B mnpoleaypara — Obpaszerr No 4;

20.[leraaparnus 3a HEHU3MOA3BaHe Ha IOAU3IBAHUTEA — Ob6paser; Ne 7;

21.[lekaapanua 3a IpHeMaHe Ha YCAOBHATA B IIPOEKTa Ha [JOToBOopa —
Obpaserr Ne 9;

22.[lekaapanud 1o 4a. 55, aa. 7 ot 30I1 - O6pazerr Ne 6

23.3asBaeHue 3a yyactue — Obpazerr No 1;

24 . AIMUHHCTPaTHBHH CBEZEHHs 3a yyacTHHKA — Obpaserr Ne 2;

25.BbankoBa rapaHIud 3a yJacTHE;

[Tpu m3BBEpIIEHaATA NpPEILICHKA Ha IIPEACTaBEHUTE JOKYMEHTH 3a IOA00p H
CBOTBETCTBHETO HM C ycaoBHUATA Ha DBbB3aokuTeAss, KOMHCHATA YCTAHOBH, Y€
CBIUIUTE OTrOBapsAT Ha OOSIBEHHWTE M3HCKBAaHHsSA, KaTo IIPH TAXHATA IIpOBepKa Gelre
YCTAHOBEHO, Y€ YYacTHHKBT OTroBapss Ha OIpPENEACHHUTE OT DBb3soxureasa
KBaAH(DUKAIIMOHHH H3WUCKBaHUdA. [IpeiBHUA H3A0KEHOTO YAECHOBETE HA KOMHCHATA
B3exXa pPEUIeHHE, IIPEeACcTaBeHOTOo oT IpenaoxkeHue “MEAHUMAI” EOOH, na O6bae
JOITyCHATO [0 pasTAekJaHe U OIleHKA.

Ilpencenarea: .... ... YaeHose: 1..... C s

(Up. Y (- J';(;



