[MPOTOKOJI 2/19.01.2016 1.

IMuec, 19.01.2016 r., 8 10:00 4., B crpanara na ,,KomriekceH oHKONIOrH4eH UEHTBP — [ loBaus”
EOO[, maxomsma ce B rp. IlmoBmus, Oyn. ,Bacun Anpunos” Ne 15a, ce cwvbpa Komucusa 3a
IpOBEXJaHe Ha OTKPHUTA MPOIEeIypa 3a Bb3JaraHe Ha OOIIeCTBeHA IophYKa ¢ mpeaMer: “JlocTaBka Ha
peakTHBM M MEIUIMHCKM KOHCYMATHBH 3a KJIMHUYHA JaOOpaTOpHs M 3a OTHEJIEHHE II0 KIMHMYHA
MaToJIOrHs KuM ,,KoMIutekcen oHKosioradeH meHTsp — Iltosaus” EOO/] mo 060co6eHy MO3UIHH:
Ob6ocobena mo3umms Nel: BapKOJZ[I/IpaHI/I peaktiBn M koHcymaruBu 3a Kumauuna Jlabopatopus
chbBMecTUMH ¢ anapat Selectra XL
O6Gocobena mozuuusa Ne2: PeakTHBM MemMUIMHCKH KoHcymaTuu 3a Kiomuwuna Jlaboparopus —3a
OUOXMMUYEH aHAIH3aTOP BT3500
Obocobena mo3uuus Ne3: PeaxkTuBu MeamuuHcKH koHcymartmBu 3a Kiumnuuna Jlaboparopus -
Knunnuna Xumus, Ensumu, Cy6etpaty, Kontponau marepuanu u Kamubparopu
O6ocobena mo3mius Ne 4: PeakTuBM MEQWIMHCKHA KoHCyMaTHBH 3a Kimuuyea JlaGopaTtopus
cbpBMecTHMHE ¢ Xemaronoruuer anamusarop ABACUS 5 diff.

Ob6ocobena mozurus Ne S:,, PeakTney MenunuHCKH koHCYyMaTHBH 3a Kinauuna JlabopaTtopus — I'pyna
1 ;

Ob6ocobena mosumus Ne 6 : PeakTuBH MemUIMHCKM KOHCymMaTtHBd 3a Kimnmuna JlaGopatopus
CBBMECTUMH ¢ XeMaToloruyeH anammsarop MY THIC22

Ob6ocobena mosmmms Ne 7 : PeaktuBun MemuumumHCKH KOoHCyMaTwBH 3a Kimuuusa JlaGopatopus
ChBMECTUMHU ¢ XeMarojoruuyed aganuzarop MEDONIK M

O6ocobena mo3uuust Ne§: PeaxtuBu MenunumHcku koHcymatusu 3a Knunumuda JlaGoparopus 3a
uMmyHosnoruuen a"ammzatop ADVIA CP

Obocobena mosunust Ne 9 : PeakTuBM MenwnuHCKH KoHCyMaTHBu 3a Kiumnuuna JlaGopatopus -
3aTBOpEHA CHCTEMA 32 B3UMAaHe Ha BEHO3HA M KaIHWIApHA KPHB

O6ocobena nosunus Ne 10: PeaktmBH Memunmucku koHcymaTuBu 3a Kimnuwuwa JlaGoparopus -
W3 penns ot cTRKIO, IIacTMaca ¥ APYTH 3a KIHHUYHA J1abopaTopus

Ob6ocobena no3unus Ne 11: Memumuncku koncymatusu 3a Otnenenue no Knmsuuna Ilaronorus —
rpyna 1”

O6ocobena mosunusa Ne 12: Memuipacku koucymarusy 3a Otnenenve no Kimpwmuna ITaronorms —
rpyna 2” ,Ha3HaudeHa ¢he 3anoBen Ne 299/16.12.2015 r. na ynpasurens Ha ,,KOIL[ — IInosaus” EOOJ] B
CBCTaB!

HNPEACEHNATEJL: ane. Enena ®unesa — BBHINEH IOpUAHYECKH KoHcyiataHTt B ,,KOII —
ITnoBzus” EOOL

YJIEHOBE:

1. 1ra [TanafioTora — ropuckoncynt B ,,KOI — [Inosmus” EOO/;

2. Exarepuna ManueBa — ukoHoMHucT ,,O6mecteenu nopsuku’ B ,,KOLl ~ [Tnosaus” EOO/;

3. n-p Sna Iluprosa - Hayamawnk ,,OKIT” B ,,KOILI — ITnosaus” EOO/JI;

4. n-p Mapus CranunoBa — jexap, KiunangHa gaboparopus B ,,KOIL — [Tnopaus” EOO/I.

PE3EPBEHU YJIEHOBE:
1. Tans /IpBKOBa — 3aM. TI1. cueToBojuten B ,,KOII — ITnosaus” EOO/JI;
2. anB. Onuan KopaueB — BpHINEH IOpuandeckud KoHcyaTaHT B ,,KOL] — ITnosaus” EOO/I.

Komucusara xoncratupa, 4e HsAMa nDpoMeHH B nekinapupanure no wi35 or 30I1 maunu u
CIIEZIOBATEIHO, TS CIIEeBa a IPOALIDKM paboTara CH B ChUIMS CHCTAB,
KomucusaTa npuctsnm KeM pasriexiaane Ha nokymenrare B [Dmuk Ne 1, JlokymenTa 3a noaGop”
32 CHLOTBETCTBHE C KPUTEPHMTE 3a NOAOOP MOCTABEHH OT BB3NOXXHTENsS HO peAa Ha HOCThIBaHE Ha
oepTUTE BHB BXOASAIIUS PETHCTHP, KAKTO CIIeHBa:
1. ,,Mapgena J/Inarnoctuka” OO/l — odepra ¢ Bx. Ne 2407/11.12.2015 r., 10:25 4.
YuacTHUKBT € npencTaBua opepra 3a obocobena mosmmus Ne 8. Koncraraumm ma Komucusra
OTHOCHO HaJIMYMETO M pPENOBHOCTTa Ha IHpencraBeHutre JNOKyMeHTH B Ilmmk Nel ot yuacTHHKa
»Mapsena Jluarnoctuka” OO/;
Crien kaTo MOAPOGHO Ce 3aMo3Ha Che Chabpxamure ce B ITnux Nel OKyMEHTH Ha y4acTHHKA,
KOMHCHATa KOHCTaTHpa:
1. YyacTHuKa, chrilacHO WiI.23 OT 3aKOHa 3a THProOBCKUS PETUCTHP M wi.56, an.1,T.1, 6 ”a” ot
3011 ve nocounsa eguseH upeHTHuUKauMoHeH koA. Komucusara pasmeyara KbM HACTOSIIAS MOMEHT
»AKTYaTHO CHCTOSIHHE” OT T'BProBCKUS PETUCTHDP, ¥ TO CE MOJIKCA OT WICHOBETe HAa KOMHCHATA U CE
OPUJIOKH KBM OCTaHamuTe MoKyMeHTHTe B Ik Nel. KeM Hacrosmus eram oOT Tpoueaypara,

1



KOMMCHATA KOHCTAaTHpa II'bJIHO HalW4he U PEAOBHOCT Ha npejcraseHute B [Imuk Nel noxymeHTH, Karo
CE KOHCTAaTHpa USIOCTHOTO MM CHOTBETCTBUE C KPUTEpHUTE 33 NoA00p, TOCTaBeHU OT Bh3noxurend.

2. ,JJu Em Ixu Knunuk” EOOJI — odepra ¢ BX. Ne 2413/14.12.2015 r. — 08:43 u.;

VyacTHHKBT € npeacTaBui odepra 3a obocobenn mosummu NeNe 10, 11 u 12. KoHcraTanuu Ha
Komucuara OTHOCHO HalW4MeTO M PENOBHOCTTA Ha IpejacraBeHute JoKyMeHTH B [Imuk Nel ot
yuactauka ,,Jlu Em Jhxu Knuaux” EOO/;:

Cnen xato noapoOHO ce 3amo3Ha Che ChabpxaiuTe ce B Ilnuk Nel JOKyMeHTH Ha ydacTHHUKA,
KOMHCHSTa, KbM HACTOSIINSA €Tall OT IPOLeaAypaTa, KOHCTaTHpa:

1. Jdu Em Jxu Kimmaux” EOOJ we e mpencrasun Ceprudpukar ISO 9001:2008 wym
eKBHBAICHTEH HA TpOM3BOAMTeNuTe Biosigma Italy, ®exsp Ceitdru Peitssp KO. OO - Snonus u
PFM Medical AG Germany cwri. [lokymenrtanusta 3a ydactiue no 1. 10.24. Cepruduxaru Ha
IPOU3BOAUTENSA, 3aBEPEHH OT y4YacTHHMKAa C HeroBus neuyar u rpud "BspHo ¢ opurmnama": 1SO
9001:2008 wnu expuBanieaTeH; ISO 13485:2003 unu exBuBameHTeH”

2. ,,du Em Jbxu Knunux” EOOJ] me e npencraBun Cepruduxkata ISO 13485:2003 unum
exBHBaneHTed Ha mpousBoautens Penwp Cefidtu Peitzsp KO. OO/ - fAnonus cerit. JlokymeHTanusara
3a yyactHe 1o 1. 10.24. ,,CepruduxaTi Ha IPOH3BOIAMTENS, 3aBEPEHN OT YYaCTHUKA C HETOBHS IeYaT |
rpud "Bapuo c opurusana”: ISO 9001:2008 unu exsusanentes; ISO 13485:2003 wun exBuBanented”

Ha ocnosanue un.68, ain.9 ot 3011 yyactHUKBT cliejiBa Aa npejcTasy Ha KomucusaTra B Cpok OT 5
/mietr/ paOOTHU THH OT MOJIyYaBaHE HA HACTOAIIUS IPOTOKOJ HEMIPEACTABEHUTE JOKYMEHTH 1o T.1 1 T.2.

Komucusra koHCTaTHpa Hald4ye U PEIOBHOCT HA OCTAHAIUTE JTIOKYMEHTH, IIPEJICTABEHH B ILIHK
Nel.

3. yIleppext Meguxa” OO/I — odepra ¢ BX. Ne 2414/14.12.2015 r. — 08:44 u.;

YYacTHUKBT € mpeacTaBuil odepra 3a obocobena mosurus Ne 5. Koncrararun Ha Komucusra
OTHOCHO HaJMYMETO U PENOBHOCTTA Ha IIpeicTaBeHuTe NoKyMeHTH B [ Ik Nel ot yuactauka ,,Ilepgpext
Menuxa” OO/J]

Cnen xato noapobHO ce 3amo3Ha Cbe ChIbpyKailuTe ce B Imuk Nel HOKyMEHTH Ha ydacTHMKA,
KOMHUCHATA, KbM HaCTOAIIUS €Tall OT IpoleypaTa, KOHCTAaTHpa:

1. ,Jlepdext Menuka” OO/ re e npencraBui Cepruduxar ISO 9001:2008 unu exBHBaNEHTEH HA
npouspogutenure: EKF JluarHocTHk I'm6X, Helena JlabopaTopuc BemuxoGputanns, benx
Enexrponuk I'm6X u Ko., cbrin. Jlokymenranusara 3a yuactue mo 1. 10.24. ,Ceptudukaru Ha
IIPOM3BOJUTENS, 3aBEPEHH OT Y4YacTHHUKA C HEroBus rnedar u rpud "BsprHo ¢ opurmnama": ISO
9001:2008 unu exsupaneuten; ISO 13485:2003 uin exBUBaICHTEH

Ha ocroBanue 4i.68, ain.9 ot 3011 yuacTHHKBT ciieBa Ja npenctasy Ha Komucusara B cpok ot 5
/net/ pabOTHM IHH OT NOTydYaBaHe Ha HACTOSUHS HPOTOKOJ HEPEACTABEHUTE JOKYMEHTH IO T. 1

KoMucHsaTa KOHCTaTUpa HATMYUE U PEJOBHOCT HA OCTAHANUTE TOKYMEHTH, IPENCTABEHM B IIIMK
Nel.

4. ,,s130n Tpeiin” EOO/L — odepTa ¢ Bx. No 2423/15.12.2015 r. — 09:04 u.;

Y4acTHMKBT € ImpeacTaBui opepra 3a o6ocobenn nozunuu NeNe 3, 4,6, 9, 10 u 11. Koncrarauun
Ha KoMmucusATa OTHOCHO HalM4YHETO M PENOBHOCTTa Ha NpeAcTaBeHHTe NOoKymeHtd B Ilmuk Nel ot
y4acTHUKa ,, S30H Tpeiin” EOOM:

Cnen xato noxpobHO ce 3amo3Ha che ChAbpKammTe ce B [Tnuk Nol HOKyMeHTH Ha y4acTHHKA,
KOMMCHATA KOHCTATUPA:

1.Vyacthuxka, ceriacHo wi.23 or 3akoHa 3a TBPrOBCKHS perucTsp 4 wi.56, an.1,1.1, 6 ”a” or
30I1 He moco4un enuHEH HICHTHHUKALUOHEH KOA. KoMmmcusTa pasrnedara KbM HACTOAIUAS MOMEHT
»AKTYyaHO ChCTOSHHE” OT TEProBCKUS PErHCTHEP, M TO Ce MOANKCA OT WIEHOBETE Ha KOMHCHUSITA H CE
[PHIIOKH KBbM OCTaHAJIUTE JOKYMEHTHTE B Imuk Nel.

2. ,,S30m Tpeitn” EOO/] e e npencrasun Ceptudukar ISO 9001:2008 wnm exsBUBaneHTEH HA
npouspogutenure: Jquatpon MM AJl - YVuarapus, Kab6e JlaGoprexuuk — I'epmanns, Baxyrect Kuma
OO[l — Uranus, 3 Texc Menmuxan Texcraiin — Typrus, Asautop Ilepdopmanc Martupuanc B.T. —
Xomnangusg, Biosigma — Italy, Xaiinu Xepenn ['M6X - I'epmanus, cbrir. JJokyMEHTAMATA 33 YIaCTHE HO
T. 10.24. ,,CepTduxaTu Ha IPOU3BOAUTEINS, 3aBEPEHH OT YUACTHHKA C HEeroBUs meuar u rpud "Bapwo ¢
opurusana": ISO 9001:2008 unu exsuBanenten; ISO 13485:2003 win expuBaieHTen”

Ha ocnoBanue w168, an.9 ot 30I1 ygacTHHKET ciieqBa fa npencrasy Ha Komucusara B Cpok oT 5
/meT/ pabOTHH JAHH OT MOJIy4aBaHe Ha HACTOSIIMS IIPOTOKOI HEMPEACTABCHUTE OKYMEHTH 10 T.2.

Komucusita koHCTaTHpa HAJTMUME U PEIOBHOCT HA OCTAHAIMTE JJOKYMEHTH, IPEACTaBEHH B IIJIMK
Nel.



5. ,JIa6 Jquarnocruxa” OO/ — oepra ¢ BX. Ne 2425/15.12.2015 r. — 09:46 u.;

VuacTHUKBT € TpezcTaBuil odepra 3a obocobena mosuius Ne 2. Koncraranuu Ha Komucusra
OTHOCHO HAJIMYMETO W PEJOBHOCTTA HA MPEICTABEHUTE JNOKyMeHTH B [Ilnmux Nel ot yuwacrHuka ,.JIab
Huarnoctuxa” OO/I;

Cnen xato moapoOHO ce 3amo3Ha che chabpkamure ce B [Inuk Nel moxyMeHTH Ha ydacTHMKa,
KOMHUCHSITA KOHCTAaTUpa:

1. ,,J1a6 quarnoctuka” OO/] ne e npencrasun Cepruduxar ISO 13485:2003 unu exBuBaieHTEH
Ha npom3Bonutens buortexumka Mucrtpymenrc - Mramus, cerii. JlokymeHTagusaTa 3a ydacTwe IO T.
10.24. ,,CepruduxaTi Ha IPOM3BOIUTENSA, 3aBEPEHH OT YJaCTHUKA ¢ HEroBus nedaT u rpud "Bspuo c
opuruHana": ISO 9001:2008 unu exBuBanenten; ISO 13485:2003 mnu ekBUBaJIeHTEH

2. ,,JJab Huarnoctuka” OO/ He e npencrasun Cepruduxar ISO 9001:2008 wim exBUBaICHTEH,
coril. Jokymenrtarusra 3a yuactue mo T. 10.25. Ceprudukaru Ha yI'BIHOMOLICHHS NPEIACTABUTEN: -
ISO 9001:2008 - komue, 3aBepEHO OT yUaCTHHKA C HEroBus nedat u rpu¢ "BspHo ¢ opurunana';

Ha ocuoBanue 4n.68, an.9 ot 3011 yuacTHHKBT crienBa fa npeacTaBu Ha KoMucusta B Cpok oT 5
/riet/ paboTHM JHM OT IOJIy4aBaHe Ha HACTOSIIHUS IPOTOKOJ HENPEICTABEHUTE JOKYMEHTH 10 T.1 U T.2.

Komrcusra koHCTaTHpa HATMYKE U PEJOBHOCT Ha OCTaHAMTE JOKYMEHTH, IPEICTABEHU B ILIMK
Nel.

6. ,,Mequnuucka Texuuka Unxenepuar’O0d-odepra ¢ Bx. Ne 2427/15.12.2015 r.~10:05 4.;

YyacTHUKBT € npenctasuil odepra 3a ob6ocobenm mozmumu NeNe 3, 6, 7, 10, 11 u 12.
Koncraranuu na KoMucmsaTa OTHOCHO HallM4METO M PENOBHOCTTA Ha IPEACTABEHUTE NOKYMEHTH B
ITnux Nel ot yuactruka ,,Menunmncka Texnuka Vxxenepunr”’OO/;

Cnexn xaro noapobHO ce 3amo3Ha che chibpkaumTe ce B [Inuk Nel qokyMeHTH Ha ydacTHHKA,
KOMHCHSATA KOHCTATHpa!

1.YyactHuxa, cerimacHo wi.23 oT 3akoHa 3a TBProOBCKHS PErucThp M wi.56, an.1,1.1, 6 ”a” or
3011 me mocoumn eauHEH HACHTH(UKAIMOHEH Koa. KoMucusara pasmedara KbM HACTOSLIUA MOMEHT
»AKTYaJIHO CBCTOSIHME” OT T'BPrOBCKUS PETHCTHP, U TO CE MOAMHCA OT WICHOBETE Ha KOMUCHSTA M ce
NPAIOXHU KBM OCTaHAIUTE JOKYMeHTUTE B Ik Nel.

2. ,Menuuuncka Texunka Mrxenepunr” OO/ ve npencrasun Cepruduxar ISO 13485:2003 unu
eKBUBAJIECHTEH Ha mnpoussoxurens Panpoxc Jlabopatopmn - BemuxoGpuranus. IIpeactaBenHust
cepru(HUKAT € ¢ M3TEKBJI CPOK Ha BaluAHOCT, a 3a npoussBozurenst Kapnm Por — I'epmanus ue e
npenctasun Cepruduxar ISO 13485:2003 unu exBuBasieHTeH, ChIil. JIOKYMEHTAIMITA 32 YYACTHE IO T.
10.24. ,,CepTuduxary Ha IpOM3BOIUTEN, 3aBEPEHH OT YUaCTHHMKa C HETOoBHs medar u rpud "BspHo ¢
opuruHana": ISO 9001:2008 unu exBusanenten; ISO 13485:2003 wim exsuBanenTen”

3.,,Menununcka Texuuka Urxenepunr” OO/ ue e npencrasun Cepruduxar [SO 9001:2008 unn
€KBHBAJICHTEH Ha Ipom3BojauTenure: ABaHTop - Xonauaus, bone — Ilsemus, buocurma — Hramus,
Xaitan Xepenn I'M6X — I'epmanns, Jlaiika bruocuctem — CAU/Tepmanus, Buocucreme — Hcnanus,
cer. Jloxymenranmsara 3a ydactie 1o T. 10.24. ,,Cepruduxaté Ha IPOH3BOAHUTENS, 3aBEPEHH OT
yYacCTHMKa C Heropus neuar u rpu¢ "Bspro ¢ opurunana": ISO 9001:2008 unu exsusanenrex; 1ISO
13485:2003 mnn exBUBaNCHTEH”

Ha ocroBanue 4n.68, an.9 ot 3011 yuacTHUKBT ciiesiBa Ja npeacTasd Ha KoMuCHATA B CPOK OT 5
/met/ pabOTHM IHM OT NOJIyYaBaHe Ha HACTOSAIIHS IPOTOKOJ HeNpeaCcTaBeHuTe JOKYMEHTH 10 T.2 U T.3.

KoMucusaTa KOHCTaTHpa HAJIMYHe ¥ PEIOBHOCT HAa OCTAHAIMTE JIOKYMEHTH, NPEACTABEHH B IIIHK
Nel.

7. ,AxBaxum” AJf — oepra ¢ Bx. Ne 2428/15.12.2015 r. — 10:50 4.;

YyacTHUKBT € mnpenctasuil odepra 3a ob6ocobenu mosuiuu NeNe 9 u 11. KoHcrarauuu Ha
KoMucusra OTHOCHO HanWM4METO K PENOBHOCTTAa Ha MpeAcTaBeHuTe NOKyMeHTH B IImax Nel ot
y4acTHHKA ,,AkBaxum~ AJl:

Crnen xaTo moapobHO ce 3amo3Ha Che chabpkammTe ce B ITnux Nel mokyMeHTHM Ha y4yacTHHKa,
KOMMCHSITa KOHCTATHpa:

1.VuacTHuKa, cbritacHo 4i.23 oT 3aKoHa 3a TBPrOBCKHS PErucThp M wi.56, an.l,1.1, 6 7a” or
30I1 me nocounn eaumHeH uueHTHHKaUHOHeH KoA. Komucusara pasmeuara KbM HACTOSLIUS MOMEHT
»AKTYATHO ChCTOSHME” OT TBProBCKUA PETHCTHD, BEAHO ¢ pasnedarka Ha pasnen ,,lIpoxypa”, u To ce
NOANUCAa OT YWIEHOBETE HA KOMHCHSTA U C€ IPHIIOKU KBbM OCTaHAIMTE JOKYMEHTHTE B IUTMK Nel.

2. BuaHo ot pasneyaTkara OT TBPrOBCKHS PETHMCTHD, IPY)XKECTBOTO MMa JBama IIPOKYPUCTH,
KOMTO IO MpPENCTaB/IABaT caMo ,3aeaH0”. ClemoBaTeNHO yJYaCTHUKBT HE € NMPEACTaBUI M CleBa Ja
IpeacTaBy Aekaapauys no 9.6, an.2 or 3MMUII oT 3aK0HHHUS IIpeicTaBUTEN/3aKOHHUTE TIPEICTABUTENH/



Ha xagauaara (Ilpmnoxenue Ne6) cumn. 1. 10.9 ot [loKkymeHTanuATa 38 y4acTUE OT NPEACTABUTENS CH U
JlBamMara CH IPOKYpPUCTH.

3. BugHO OT pasmnevyarkaTa OT TBpProBCKHS PErHCTBpP, APYXKECTBOTO MMa JBaMa IpPOKYPHUCTH,
KOUTO T0 IPEACTaBIABAT caMo ,,3aefH0”. ClemoBaTelHO YYaCTHHKBT HE € IPEACTaBUN U ClelBa Ia
npeAcTaBd Aekimapamus no wi4, ar7 w no w6, arsS, 1.3 or 3MUII or 3akoHHUA
NpeJCTABUTEN/3aKkoHHUTe mnpejctaButeny/ Ha kanaupara ([Ipunoxenme Ne7) cvrm. T1.10.10. ot
JIOKyMeHTaInuATa 3a yyacThe OT IPEACTABUTEI CH U IBaMaTa CH IPOKYPUCTH.

4. Y9aCTHUKBT HE € IPEACTaBII KOPEKTHO NMONBJHEH CIUCHK Ha JOCTaBKM, U3BBPIIEHU ITIpeE3
nocnexaute 3 (Tpm) rogunu — 2012r., 20131, 1 2014r., KOUTO ca eIHAKBU MM CXOJHH C IIpeAMeTa Ha
obmiecTBeHaTa MOphUKa (J1abopaTopHH KOHCYMAaTHUBH, PEaKTHBH, KUTOBe M 1p.). Ilpenocrass ce mon
¢opMmata Ha yJOCTOBEpEHHE, U3JANEHO OT MOJydaTellsl Ha YCIyrara WId OT KOMIOETCHTEH OpraH, MM
ype3 I0COYBaHE Ha NMyOJUYEH pErucrhsp, B KOWTO € myOnukyBaHa MH(OpManus 3a JocTaBKaTa HIIN
yenyrata /eepria. w51 améd ot 30IN/ Tlpumoxenue Ne 13/, cwvri 1.10.20. ot JloxymenTtauusra 3a
y4yacTHe. YUaCTHHKBT € IIPEJCTaBHJI TaKbB CIIMCHK, HMPUAPYKEH OT YIAOCTOBEPEHMS, H3AAICHU OT
IIOJIydatesis Ha ycjyrara ¥jid OT KOMIIETEHTeH opras, Ho caMo 3a 2013r. u 2014r., e u 3a 2012r.
Y4acTHUKBT cJie/IBa Jia peAcTaBy Takuba u 3a 2012r.

5, AxBaxum” AJl He e mnpenctaBun Cepruduxar ISO 13485:2003 wunm exBHBaJICGHTEH Ha
npoussoautenute Mynkren u @unrpak I'M6X — I'epmanus u Bu Habwmo Ap Uurtepuemensp HOpbm —
benrus, cera. Joxymenranusra 3a ydactie 1o 1. 10.24. ,,CepTHhHUKATH HA TIPOU3BOJUTENS, 3aBEPEHH
OT y4acTHHKA ¢ HeroBus Inevar u rpud "BsapHo ¢ opurunanma”: ISO 9001:2008 unu exsusanentey; [SO
13485:2003 unu ekBUBaJIEHTEH”

6. ,,AxBaxum” AJ] He e npeacTapun Jexnapanus 3a ChOTBETCTBUE 3a PEAKTHBUTE/MEUIIHHCKUTE
KOHCYMaTMBH, Ipejiaradun oT Mynkren u @unrpak I'm6X — I'epmanus u or Bu [labbmo Ap
Wnrepremensp IOpsn — Benrus, cera. JJokymeHranusra 3a yuactae mo T. 10.26. ,, Jleknapanus 3a
CBOTBETCTBUE OT IIPOM3BONUTENS WIM YI'BIHOMOINEHHS IIPENCTaBUTEN 110 CMHCHIa Ha 3aKkoHa 3a
MENMLMHCKUTE HU30EIUs Ha peyiaraHuTe KOHCYMaTHBY - 3aBEPEHO OT Y4ACTHHKA KOIHE, B TIPEBOJ Ha
OBJITAPCKY €3UK”.

Ha ocropanue .68, an.9 ot 30I1 yyacTHUKET ciezBa Oa npeacrasu Ha KoMucusata B cpok oT 5
/ner/ pabOTHH JHU OT NONyYaBaHe Ha HACTOSIIMS IPOTOKOJ HENPEACTABEHUTE JOKYMEHTH IO T.2 U T.3,
T4 uT.5.

KomucusaTa KOHCTaTHpa HaIMYHE W PEJOBHOCT HA OCTAHANMTE JOKYMEHTH, IPEJCTABEHH B ILIHK
Nel.

8. ,,JJabexc Mmxenepuur” OO/I — odepra ¢ Bx. Ne 2432/15.12.2015 r. — 12:33 4.;

VY4acTHUKBT € npenctaBunl odepra 3a obocobena nosuuus Ne 1. Koncratanuu na KomucusTa
OTHOCHO HAJIMYMETO U PEJIOBHOCTTA Ha IpejcTaBeHUTE AokyMmeHTH B [Imuk Nel ot yuactHuKa ,,JIabexc
Wmxenepunr” OO;

Crnen xaTo noapobHO ce 3ano3Ha c¢be chappxamure ce B Ik Nel JoKyMeHTH Ha yd4acTHHKA,
KOMHCHATA, KbM HACTOSIOMS €Tall OT IpOoIeRypara, KOHCTATHpPa IBIHO HAalMYME€ U PEAOBHOCT Ha
npeactaBenute B Ilmuk Nel pmoxymeHTH, Karo ce KOHCTATHpA IUUIOCTHOTO MM CHLOTBETCTBHE C
KpUTEPHUUTE 32 T0A00p, OCTaBEHU OT Bh3noxxurens.

9. ,Xumrekc” OO — odepra ¢ Bx. Ne 2433/15.12.2015 r., 13:45 4.

Y4acTHHKBT € NpeAcTaBwI odepTa 3a 06ocobenu mo3uimu NeNe 9, 10 u 11. Koncratauuu Ha
KoMucusTa OTHOCHO HalMYMeTO M pPENOBHOCTTA Ha IpEACTAaBeHHTe JNOKyMeHTH B Ilnuk Nel ot
ydacTHUKa ,, Xumrteke” OO/

Cnen karo moapoGHO ce 3amo3Ha ChC ChabpXKaupTe ce B [k Nel mokymeHTH Ha yYacTHHKA,
KOMHCHATA KOHCTaTHpa:

1.YyacTruKa, chriaacHo 1123 oT 3aKoHa 3a TBPrOBCKUS PETHCTHP H wI.56, an.1,1.1, 6 ”a” ot 30I1
HE IOCOYMI €AMHEH uAeHTHOHUKauuoHeH Kox. Komucusara pasnedara KbpM HAaCTOSIIMS MOMEHT
»AKTYallHO CbCTOSHHE” OT T'HProOBCKUS PETHUCTHD, H TO C€ MOAMHCA OT YIEHOBETE HA KOMHCHATA H CE
TIPHIIOXKH KBM OCTAHAJINTE NJOKYMEHTHUTE B TIIHK Nel.

2. Yuactemka He e mpexactasmn IIpoekr na moroBop (Ipmnoxenme 12) — ¢ NONBIHEHH
aAMHUHUCTPATUBHYA J@aHHHU Ha y4YacTHHUKa, MapadupaH M MOANEYATaH OT y9acTHHKA cbIl. T.10.16 ot
JokymenTanusaTa 3a yyacTue.

3. ,Xumrexc” OOJ] ne e mpexacraBun Ceprmdpuxar ISO 13485:2003 unu exBHBaIEHTEH Ha
npoussonurenure: Kapn Xext - Uepmanus, [lanpeak Kumuka — Vcnanws, cern. JJokymenTamusta 3a
y4dactue no 1. 10.24. ,,CeprudnxaTi Ha NpoU3BOJUTENS, 3aBEPEHHN OT yYaCTHHMKA C HETOBHS II€YAT U
rpu¢ "Bspno ¢ opurunana": ISO 9001:2008 unu exsusanenter; ISO 13485:2003 unu exkBuBajieHTEH”



Ha ocuoBaumne w68, an.9 ot 30II yyacthukbT cnegsa xa npexacrasu Ha Komucusara B cpok oT 5

/net/ paboTHM AHM OT IIOJy4aBaHe Ha HACTOSALUUS IIPOTOKOJ HENPEACTABEHUTE JOKYMEHTH 110 T.1 U T.2.
KomucusTta koHCTaTHpa HAIMYKME U PEIOBHOCT Ha OCTAHAIUTE JOKYMEHTH, IPEACTABEHH B IUIHK

Nel.

Komucusita IprUKIIOYH JHEMHOTO cH 3aceanue B 15.00 gaca.

Komucusra onpenens cieasamoTo 3aceqanue qa ce mposene Ha 29.01.2016 r. ot 10:00 4.

Hacrosimusat npotoxon ce cycraB Ha 19.01.2016 r. u ce noamuca o npencenaTeis 1 WICHOBETe
uHa Komucusra.




