YHUBEPCHTETCKA MHOTOINIPO®PHJIHA BOJIHULA 3A AKTUBHO JIEYEHUE U CITEINHA
MEIUIIMHA “H.U.MMHUPOTOB” EAJ
Codus, Gyn. “ToTneden” Ne 21

IIPOTOKOA Ne2/10.06.2015 r.
3a pasraexJjaHe, olleHsBaHe ¥ KAacupaHe Ha odpeprure
Ha ocHOBaHMe; 4a, 72 3011

Auec, 10.06.2015 r., B 12.00 yaca, B rp. Codursl, B pamopTHaTa 3ada 2-pH eTaXk Ha
cexums ,MarapsiHust i naacruyna xupyprua” va YMBA/ACM “H.JIIuporos” EAA, rp.
Codusa 1606, 6ya. “Toraeben” No 21, Ha ocHoBaHme 3aroses No 646/30.04.2015 r. Ha
Vsmbanureanus aupextop Ha YMBAJACM  H. M. Iuporos” EAJ npod. a-p Crosu
MiaaHos, a.M., komucus B cberas: YUaen-npeaceaatea: A-p Ieopru I'eopries - KA u
yaeHose: A-p CrosH Comortenckn - 3VAMA, mmxk. AasekcaHAbp AUMHITPOB - IHXKEHEP
meaumyHcka texHuka, CTVY, ITersp HaliaeHOB — raaBeH I0pUCKOHCYAT 1 Beceauna Jenuesa —
nHavaanuk OIl, mpoabpaxu csosATa pabota mo peja Ha I'aaBa meta, Pasaea II or 30I1 B
OTKpHTa MpoueAypa 3a Bb3JdaraHe Ha OOIecTBeHa TOpBYKa C IpeameT: ,/ocTaBka Ha
MeAULIMHCKO oDopyABaHe 1 anaparypa”, oTkputa ¢ Pemenne No 367/17.03.2015 r.

Komucusata mpucTemim KbM pa3raekdaHe Ha Jokymentute B Ilamk No 2 Ha
yY4acTHMLIMTE I YCTAHOBJABAHE HA CHOTBETCTBIE C TeXHMJecKaTa creludukauus Ha
BB3A0KITEAs. Y CTaHOBEeHO De cAeAHOTO /TIo pej Ha nodaaeHuTe odepru/:

1. AAPVIC-MC EOOA - Ilauk No¢ 2 cpabpyka Texumgecka odepra - 1o obpaserr;
Tabanua Ha cpoTBercTBHe C TexHmyeckara crenudukams; Ceprudukar ISO
13485:2012 ma npomssoAmTeAs Ha amapartypata; /ekadapaumsi 3a CbOTBETCTBUE C
Amnpextusa 93/42/EEC, usaasena ot npoussoaureas; EC ceprudukar 3a cucrema 3a
rapaHTHpaHe Ha KadecTBOTO, cbraacHo Jupexkrtusa 93/42/EEC, wusaageH ot
HoTuguumpan oprad; OpHUIMHAaAHU KaTaA03¥M Ha IPOM3BOAMTEAS, ChAbpIKALIN
TeXHMYECKN JAaHHKM U (QYHKLIMOHAaAHM XapaKTepMCTHUKM Ha IIPeAlaraHOTO
MeAMLIMHCKO M3JeAue ChC CHUMKOB MaTepuas; /exkaapanmus OT TPOM3BOANTEAS,
AOKa3BalIlla Bb3MOXKHOCT 332 eAHOBPEeMEHHO I0A3BaHe Ha IPILAOKHNUTE PhKOBOACTBA 1
CKaHIpaHe Ha IallifeHTa.

B Ilamk No 2 Ha yvyacTHUKa Ca NPHMAOKEHM BCUUKM H3MCKyeMnu JokymeHTH. Caeg
AETaNAHO pa3raeskjaHe Ha MPIAOKEHNTe KaTaA031 I TeXHITYecka MH(popMalsl 3a anapara
KOMUCHATA YCTAaHOBH ITbAHO CHOTBETCTBHE C ITapaMeTpuTe Ha TeXHIYeckaTa crerudpuKaris.
OdepraTta Ha yuactHuka no ITosumia N 3 e pegoBHa 1 ce 40IycKa 40 OTBapsIHE Ha LIEHOBaA

odepra.

2. THOC OO4 - npuaosxenn ca Texunuecka odepra - Ha xapTueH Hocutea u 1 6p. CD;
Tabama 3a TexHMYeCcKO CBOTBETCTBME C U3JCKBAaHMATA Ha Bb3aoxkureas Ha
npeaaoxkeHaTa anapatypa; Kataaor 3a mosurusa N 7 - "Musaano-aesuHpexnnonHa
MalllliHa B TipeBoa Ha Obarapeku esux; [Tpogykrosa crecudukanyst 3a mozumus No 7
"MusuaHo-ae3uH(peKIMOHHa MalIiHa" B IIpeBo4 Ha ObArapckn e3uk; VIHCTpyKius 3a
yrnorpeda B mnpesos Ha Obarapeki; Jexkaapaumsa oT npoussoauteas Getinge
International AB - Illems 3a rapaHIMOHHIS CPOK Ha IIpejlaraHaTa anaparypa;
Aexaapaunst ot [Iponssoaureasn Getinge International AB Illserus 3a ocurypenn
pesepsuu yactu; Konue na Ceprudurar Ne 99234 or HYGCEN 3a npoussoaureas
Getinge Desinfection AB, ue e ceprudunnpan o cranaapt EN ISO 15883-1 (2009) u
EN ISO 15883-2(2009); Konme na Ceptudguxar Ne 30975 or INTERTEK s3a
npoussoaureasn Getinge Desinfection AB, ue e ceprudpuumpan no crangapr 1SO
9001:2008; Komme na Ceptnduxar N¢ 50716 ot INTERTEK 3a npomussoauteas
Getinge Desinfection AB, e e ceptudumupan o cranaapr ISO 13485:2003; Konue
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Ha Ceprudurar Ne 1420685 ot INTERTEK 3a nponssoanteas Getinge Desinfection

AB, ue e cepTuduumpan no crangapt ISO 14001:2004.

B Ilaux No 2 Ha yvyacTHMKa ca NMPUAOXKEHM BCHUKM M3VCKyeMu AokymeHTH. Caeg
AeTalAHO pasraeskAaHe Ha MPILAOXKEHITe KaTaa031 I TexHIuecka nHQpopMallis 3a anapara
KOMIICHsITa YCTAaHOBH IThAHO CHOTBETCTBIE C IapaMeTPITe Ha TeXHIIUyecKaTa CHEI.II‘I(l)I-IKaL[IUI.
Od¢epraTa Ha yuactHuka no ITosuiiza Ne 7 e peaosHa u ce JOTycKa 40 OTBapsiHe Ha LICHOBa

odepra.

3. CMHOHMKC TIPVII OO/ - npeactasenn ca Texnmuecka odepra; CpasHiureaHa
Tabani@a, CcbagbpXKalla ITIbAHOTO OIICaHUE Ha IIPeAAaraHoTo  MeAUITHCKO
obopyapane; OpUTIHAAHI KaTaA03M M TeXHHYecKa JOKYMEHTAlJsl B IIPeBoJ Ha
ObArapcki e3JK Ha IpeAAaraHoTo MeANLIMHCKO 0DopyABaHe I CHIIMKOB MaTepifaa Ha
kKanHuky, obopyasanu ot ,, Cuxkonuke I'pyn” OO04; Ceprudukaru ISO 9001:2008 Ha
npousosanuteante; Ceprudukatn [SO  13485:2012 Ha  HIpoOM3OBAUTEANTE;
Cepruduraru ISO 13485:2003 Ha npousosaureante; Jdekaapaninu 3a CbOTBETCTBIE C
aupextusa 93/42 EEC; Tloporokoam OT M3NMTaHMA ¥ aHAAU3ZHU cepriuduKaTI B
npeso4 Ha OBATapCKM €3MK Ha MpeAlaraHoTo MeAMINHCKO 0DOpyABaHe, KaTo
AOKa3aTeACTBO 3a KayeCcTBOTO Ha MaTepuaAuTe, OT KOMTO € IIPOM3BEAEHO
IIpeAA0KeHOTO MeAMIIMHCKO o0opyABaHe, KakTO I Karo A0KazaTeACcTBO 3a
YCTOMUMBOCTTa MY Ha MeXaHMYHIM I XIMIYHI BAMSAHNA,; VIjeeH MpoekT, chabpiKaly
AeTallAHM YepTe>KU I CXeMH Ha IIPeAAaraHoTO MeANLMHCKO 00opyABaHe.,

B Ilaux No 2 Ha yvyacTHMKa Ca IPUAOXKEHH BCHYKHM M3McKyeMu Jokymentu. Caeg
AeTaliAHO pasraexkAaHe Ha MPUAOXKEHUTe KaTaA031 I TexHmdecka nHgpopMals 3a arnapara
KOMICHSITAa YCTAaHOBI ITbAHO CLOTBETCTBIIE C TapaMeTpuTe Ha TeXHIYecKara crenygikars.
OdepraTa Ha yuacTHuka mo ITosunma Ne 8 e pegoBHa u ce AOmycKa A0 ydacTie B IIO-
HaTaThIIHOTO KAacUpaHe.

4. AMAEKC-2000 OOA - npuaosxenn ca Texnmyecka odepTa B €4HO CbC CpaBHUTEAHA
Tabanua; KaTtaaor c TexHmuyeckn mapameTpu u Opomlypa Ha MOOUAEH PEHTIEHOB
arapat B mpeBo4 Ha Obarapcku e3uk; Aekaapaumus ot SMAM SRL ortHocHO
TeXHIMYECKI XapaKTepUCTUKM Ha MODIAeH PeHTIeHOE arapar.

B ITamk N¢ 2 Ha yuyacTHHMKa ca TPHAOMKEHHM BCHUYKM M3MCKyeMIU AOKYMEHTH 3a
[Tosuumss Ne 4. Caeg aAeraiiaHO pasraeskdaHe Ha NPUAOXKEHUTE KaTaAO3) I TexHMYeckKa
unpopmanusa 3a amapaTa KOMUCHATa YCTaHOBM CBOTBETCTBME C IlapaMeTpuTe Ha
Texunueckata crnenudukanus. OdepraTa Ha ydacTHHMKAa € pejoOBHA M Ce AOIYyCKa A0
OTBapsHe Ha IleHOBa odepra.

5. APEI'EP MEAVIKAA BBATAPVUL EOO/ - naamunu ca Texumuecka odepra;
CpaBunteana Tabamuiia 3a CHOTBETCTBIE Ha TeXHMUYECKUTE XapaKTepUCTHKU C
M3MCKBaHIsTa Ha Braaoxkureas; Ceptudukary Ha mpou3soAUTeAs Ha anapaTtypara -
ISO 9001:2008 n ISO 13485:2012; EC ceptmdmkar 3a LSAOCTHA CHCTeMa 3a
ylpapaeHie Ha KadectBoTo; EC agekaapanuu 3a chbOTBETCTBIE CBIAAcHO /ipekTiiBa
93/42/EEC Ha npeaaaraHaTa amapatypa ¢ IpuAoxkeHus; ITpocrnekTi, pbKOBOACTBA 3a
ynorpeba Ha ObArapcKi e3MK 1 CHUMKIL,

B ITank No 2 Ha yyacTHHUKa ca NpPHMAOXKEHM BCHYKM M3UCKyemiu aokymentn. Caea
AETallAHO pa3rae’kAaHe Ha MpPHAOXKEHNTe KaTaA03M I TexHIuecka nHdopmMalis 3a anapara
KOMICHITA YCTAHOBII I'bAHO CHOTBETCTBIIE C TapaMeTplTe Ha TeXHu4eckaTa criel{ud)ukars.
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Od¢eprata Ha yuyacTHuka no ITosunma N 5 e peaosHa 1 ce AoIycka A0 ydacTie B IO-
HaTaTBILIHOTO KAaclipaHe.

6.

BAAAM 2000 OOA - naauunu ca Texniruecka odepra; Texnnuecka ciermdukanys -
cpaBHuTeAHa Tabana; Karaaor Ha HeMeAHIIMTHCKOTO oOopyasaHe; MaeeH nmpoekT Ha
peAAoKeHOTO obopyasaHe No 1; MaeeH mpoekT Ha mpeAaoskeHOTo obopyasare No
2; Karaaor Ha paspsetknte; Ceprudukar sa kadectso E - 1 Ha m3nmoasBaHute
Martepuaay; Jokaaz 3a IIpoBe>kaaHe Ha TecT.

B Ilauk Ne 2 Ha ywyacTHMKa ca IPUAOXEHM BCHYKN M3UCKyeMu A0KymeHTH. Caea

,ZI,ETaI:i/lHO pa3me>i<4al-le Ha I'IpI'IAO)KEHIITE‘ KaTaa03I I TeEXHITYeCKa IfIH(IDOpMaLEI-IF[ 3a anapaTa
KOMHUCHATA YCTAaHOBHM II'bAHO CbOTBETCTBIE C [TapaMeTPIITE Ha TeXHIYeCKaTa CI'I@U,H(I)HKHH,I-Iﬂ.
Od¢eprata Ha yyactHuka 1o Ilozuumsa N2 9 e pegoBHa M ce AomycKa A0 ydacTie B IIO-
HaTaTBIIIHOTO KAacHpaHe.

7.

EATTAK AVM3VHI EOOA

- 3a ITosnumna 2 ca npeactasenu: Texnuyecka odepTa, mo obpaszel], NPUAPYIKEHaA OT
cpaBHuTeAHa TaDanua AoKaspalla CbOTBETCTBIIETO Ha npeaaaraHara ot ,EATTAK -
AM3VHI" EOOA anapartypa; AokasaTeAcTBa 3a CBOTBETCTBHE C TeXHHYECKaTa
criemypuKanMA: OPMIMHAAHM KaTaAo3lM OT Ipoussogureas; ceprudukati 3a
kauecTso; EC ceptudukar 3a choTseTcTBIe 1 HaHeceHa CE MapKupoBKa, 40KazBaliu
IpeAA0KeHUTe IapaMeTpu M TAXHOTO CBOTBETCTBME CbC 3aA0XKEHuTe OT
BB3A0XKITeAs B criennduKanuaTa.

B Tlauk Ne 2 Ha y4yacTHHKa ca NPMAOXKEHM BCHMYKM U3MCKyeMH AOKVMEHTH 3a

Mosummsa Ne 2. Caea AertaiiaHO pasraexkjaHe Ha IPHAOMKEHMTE KaTaAO3U ¥ TeXHIYeCKa

I‘IH(l)OpMaLU-[SI 3a arlaparta KOMICHsTa YCTaHOBH CAEAHWTE HECBOTBETCTBILA C napaMeTpuTe

Ha TexHu4yecKaTa crenypuKaus:

1. O0uu U3LCKEAHU:

1.2. Om npedocmagenama opusuHaAHA OpolLypa He casa SCHO HAAUYHIL AU CA USUCKBAHUINE
PAMNOS U CeKBEHLUOHAACH PeXUMU HA padoma.

1.3. Munumarxxama cnenka Ha Hapacmesare Ha ckopocmma nod 100 mi/h e 0.1 smecmo
usuckeanama 0.01 mi/h.

L.7. Om npedocmaserama opuzuHaAHA OpouLYPa He cmasa ACHO HAAUYHA Al e USUCKEaHAmA
pyrryus , Tumpupane™ (63MOKHOCH 30 NPOMAHA CKOpOCHIMA HA UHPY3UA 63 NPeKvesaHe
Ha padoma).

1.14. Om npedocmagerume mabAULLL 30 CHOMBEICIIEUE U OPUIUHAAHA OPOILYPA He CTHAsA
ACHO HANUYEH Al e cofmyep HAa OoAapcKiL.

2. 30 cnpuHLL08K08UME HOMAU!

L6. Pynxyua KVO c debum 1 ml/h smecmo usucxeanus obxeam 0.1-5 ml/h.

L.9. bubauomexa 3a 100 sxmecmo usuckeana 3a munursym 2000 smeduxamerma.

L10. Bepadera nasem sa napamempume Ha ur@ysus 1000 smecmo usuckeanime MuHuUMYM
2000 3anuca.

1.12. Morumopupare HA HAALZAHENO ¢ b3MOKHOCH 3a u300p HAa 3 JUANA30HA BMECTHO
usuckeanume noxe 10 Huea.

1.16. IToconeromo 6 mabAHLamMa 30 ChONBEMCHIGLE 8PeMe 30 AEHIOHOMHA padoma Ha
bamepuiino saxpansare om 12 uaca we coomeenicmesn ¢ dadeHomo 6 opuzuHaxHama opouypa
gpeate om npubAUUmMeAHo 7 yaca (3UCK8AHO no cneludrra s nosewe om 9 waca).

3. 30 60AyMETHPUUHUILE NOMNIL
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1.9 11 10. Om npedocmaserama opuzuHaiHa OponLypa He cmasa sSceH pasmepa Ha
OubAroneKama 30 MeOUKAMEHMI I NAMEMMa 3a Cobumus.

L12. Monumopupare HA HAASAZAHENIO € 6b3MONHOCH 30 U300p HA 3 UANAIOHA 8BMECHIO
usiicksaHume noqe 10 Husa.

Crwraactao AOKYMEHTAIIATA 3a y4acTie A0 KJAaCupaHe ce JOMyCcKaT caMo ocl)epTH Ha

YYaCTHHIIN, KOUTO Ca YAOBAETBOPIAN 3a40KeHNTe napameTpit. [IpeaBiia HEChOTBETCTBIETO
IIo-rope KOMICHSTA cuyiTa, 9e odepTraTa Ha yyacTHMKA IIO MO3ULIS 2 e HepeAOBHA BbB
BPB3Ka € ua. 56, aa. 1, T. 13, koeTo e ocHOBaHMIe ChIllaTa Aa He Obde AOTIyCHaTa A0 KAaclpaHe

I OTCTpaHeHa OT ydacTue Ha OcHOBaHue 4A. 69, aa. 1, 1. 3 ot 30IL

- 3a [Nosumusa 4 ca npeacrasedn: Texnndecka odepta, mo obpasell, NpuApyKeHa OT
CpaBHNTeAHa TabAMla 3a TeXHHYeCKO ChOTBeTCTBMeTO; /JoKazaTeAcTBa 3a
CLOTBETCTBIE C TexHHYeckaTa cCHelM(pMKAIMA: OpPUIMHAAHM Karalo3M OT
OpOU3BOANTEAs; M3BAAKM OT MHCTPYKUMA 3a ynoTpeda; ceptudmxary; EC
CepTI'I(I)IIKaT, AOKa3Ball] Hpe,ﬂ,flO)KEHHTe HapaMETpH I TAXHOTO CbBOTBETCTBIIE CbC
3aA0KeHHUTe OT Bb3AOKITeAs B CHEHH(PHKEIL‘[I’I}ITH.

Caea AeTariAHO pasraekAaHe Ha IIPHAONKEHHUTE I10 IMosunmsa No 4 kataaosu u

TexHm4yecka H(pOpMalus 3a arlapata KOMICHATa YCTaHOBI ChOTBETCTBIIE C [TapaMeTpHTe Ha
Texuudeckata crneuudukanus. Odeprata Ha ydyacTHHKa e pedoBHa I ce AOIyCKa A0
OTBapsHe Ha I1eHOBa odepTa.

- 3a [Tosunnsa 6 ca npeactasenn: Texunuecka odepTa, Mo obpasell, MpUAPy>KeHa OT
CpaBHUTEAHa TabAMIla 3a TeXHHYECKO ChOTBeTCTBMeTO; /JoKasaTeacTsa 3a
CLOTBETCTBHE C TexHuyeckara creumdMKalys: OPMUIMHAAHM KaTalo3M OT
npousBoAuTeAs; cepTuguxar 3sa kadectBo; EC ceptmdukar, gexkaapayus 3a
ChOTBETCTBHeE, AOKa3Balllll NpeJJlo>KeHNTe MapaMeTpH I TAXHOTO ChbOTBETCTBME ChC
3a10>KeHNTe OT Bb3A0XKUTeAs B crieludpuKausTa.

Caea JetaiiaHO pasraexdaHe Ha npuaoxeHnTe mno Ilosmmms No 6 kataaosu u

TexHiyecka MHQOpManus 3a anapaTta KOMMCHsTa YCTaHOBM CHOTBETCTBIIE C ITapaMeTpIuTe Ha
TexHndeckata crnenndukamua. Odeprata Ha ydacTHMKa € peJoBHa I ce AOIyCKa A0
OTBapsHe Ha IleHOBa ojepTa.

8.

MTI OO/ - IlpeactaBeHu ca Texumuyecka odeprta mo obpaser; CpasHureaHa
tTabanua KbM TexHudecka odepra; JokazaTeAcTsa 3a ChOTBETCTBUE C TeXHMYecKaTa
cneruukanus - Ceprudpuxat ISO 9001:2008 na npoussoauteasn; Ceprudukar ISO
13485:2012 na mnpomssoaureas; Jekaapaunsa 3a CbOTBETCTBUE C /MpeKTuBa
93/42/EVO; EC Ceptuduxat 3a choTBeTcTBie; KaTaaosu, ITpocnexri; PrKoBoACTBO
3a paborta Ha bparapckn esuk. B Ilank No 2 Ha yyacTHMKa ca NPMAOXKEHU BCUYKI
U3UCKYyeMHI AOKYMEeHTH.

Caea aetaiiaHO pasraexkgaHe Ha mnpnaoxkeHute mo ITosmoms No 6 kaTtaaosu u

TexHuyecka MHpOpMaLsl 3a allapaTa KOMICHATA YCTAHOBH CHOTBETCTBIE C IIapaMeTpITe Ha
TexHuyeckaTa crneuudukammus. Odeprata Ha ydyacTHHMKAa e pedOBHA M Ce AOIyCKa A0
OTBapsHe Ha LieHOBa odepTa.

MEAVIMAT-MC OOA - npuaoskenn ca Texniruecka odepra; CpaBHnTeAHa TabANIIA
3a CHOTBETCBUE C BB3A0KNTeAs; JeKAapalius 3a rapaHIIMOHEeH CPOK Ha IIpeAdaraHara
anapatypa; TexHirdecku XapakTepIlcTHKI Ha IIpeldaraHarta anapartypa; bpoiypa Ha
npeadaraHarta anapartypa; CepTudukari 3a BHeJpeHa CICTeMa 3a yIpaBJeHie Ha
KauecTBOTO B chboTBecTBe cbc Crangapt ISO 9001:2008 u ISO 13485:2012 Ha
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npoussoauteas Vnrepmeauxsa CP/1; EO Ceprudguxaru 3a kauectso 1 Jdexaapanys

3a ChOTBECTBIIE Ha IlpeaJaraHaTa arnaparypa.

Caea petaiiaHO pasraelkgaHe Ha TIPHAOXKEHHTE KaTado3l I TeXHIUecKa
nHopMmalsl 3a INpedaaraHara araparypa no Ilosunma Ne 4 kommcusTa YCTAaHOBI
CBOTBETCTBIE C MMapaMeTpuTe Ha TexHiyeckarta cnerpdukauis. OdepraTa Ha yJyacTHUKA e
peJOBHa I ce AOTYCKa 40 OTBapsHe Ha LleHoBa odepTa.

10. ABYME/ MHTEPHEIIAHBA EOOJ - nHaamunu ca Texumyecka odepTa;
AokaszateacTsa 3a CHLOTBeTCTBUE C TexHM4eckaTa crnenudukauus - Tabauuma sa
TexHirgecko choTBercTBire; Ceprudukar 3a CHLOTBETCTBHE CLC cranaapt EN ISO
13485:2003 1 EN ISO 9001:2008 na umero Ha mpoussoauteas; EO ceprudukar u
Aekaapanns 3a cpoTtBercTBie ¢ Aupexktusa 92/43/EEC; Kartaaor m TexHmueckn
crierug KL,

B ITamk No 2 Ha y4yacTHHKA €a NPHAOMKEHHU BCHYKM TH3UCKYeMHU JOKYMEHTH 3a
IMosmmust Ne 2. Caea AeTalfAHO pasraexkiaHe Ha IIPHMAOXKEHNTE KaTaAO3M M TeXHHJecKa
undopmalsl 3a amnapara KOMICHATa YCTAaHOBM ChOTBETCTBME C TIapaMeTpuTe Ha
TexHuyeckata crnennduxanns. Odeprata Ha ydacTHMKAa € pejoBHa U Ce JOIyCKa A0
oTBapsHe Ha LieHoBa odepTa.

11. ABYUME/] MHTEPHEIIAHBA EOO/ - nHaamunn ca Texuuuecka odepra;
JokazaTteacTBa 3a CbOTBETCTBHE C TexHHU4YeckaTa crneundukauus - CpasHuTeAHa
TabAMLa 32 TEXHNYECKO ChOTBETCTBIE C MUHUMaAHMTEe M3uckpaHus; CpaBHuTeAHA
Tabauna 3a AombAHUTeAHUTe XapakTrepuctuky; CeprudukaTr 3a ChOTBETCTBHE CbC
cranaapt EN ISO 13485:2003 u EN ISO 9001:2008 na nmeto Ha npoussogurteas; EO
ceprudukat n Jekaapaunsa 3a cporsercTsue ¢ Jupekrusa 92/43/EEC; Kartaaor u
IpOCIIeKTH Ha NpeAJaraHarta anapaTtypa; VsssaeHie Ha poussoaureas; Vssaaka ot
PBKOBOACTBO 3a pabora; CHIIMKOB MaTepuaa U KaTaA0KHU HOMepa Ha BKAIOYEHITe B
odepraTa NpPHUHAAAEKHOCTI
B Ilauk No 2 Ha y4yacTHMKa ca MPUAOXKEHM BCUMYKHU M3UCKyeMM AokymeHTn. Caeg

AETaiAHO pa3raexkAaHe Ha MPHAOKeHHUTe KaTaA03M ¥ TeXHiryecKa MHGpopmalus 3a anapara
KOMMCHSITA yCTAHOBU II'bAHO CLOTBETCTBHE C IIapaMeTPUTe Ha TeXHI9ecKaTa cren g uKaris.
OdepraTta Ha ydyacTtHuka mo Ilosumia No 1 e pesoBHa U ce AOIMycKa 4O yd4acTie B IO-
HaTaTBhIIHOTO KAacHpaHe.

12, ®APKOA A - npeacrasenu ca Texunuecka odepra 1 TexHmdecka cnerudukais
3a ChOTBETCTBHE; /OKa3aTeACTBa 3a ChOTBETCTBIE C TeXHIYeCKaTa creluduKaus -
KaTaa031, TeXHIYecKa AOKYMeHTalus, CepTuduKaTi, AeKAapalui i Ap., CbLAACHO
H3IICKBAHISITa Ha Bb3AOKITEAS. ¢
B Ilamk N¢ 2 Ha yyacTHMKa ca HPMAOXKEHM BCHYKI H3JCKYeMM AOKYMEHTIH 3a
IMosunusa No 2. Caea AeTaiiAHO pasraeskAgaHe Ha IPIAOXKEHUTEe KaTado3M U TeXHMYecKa
nH(OpMals 3a arapara KOMICIITa YCTaHOBH CAeAHNTe HeChbOTBETCTBMA C MapaMeTpuTe
Ha TexHn4eckaTa crrend rukars:

1. Obuin usuckeanus:

[.4.1. Maxcumarer debum wa nomnume 1200 mil/h erxtecmo usucxeanus #ad 1500 mi/h.

1.18. Bodo-/npaxonenporuyaeaa koncmpyxius xaac IP22 exmecmo usuckeanus xaac IP23.

2. CnpuH08K061L HOMMNIL

1I.4. Yepro-0s1 satecmo ysemen OUCHACLL.

3. BoayAtempuuti nOMmU:
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II1.2. Tounocm Ha sausare 5% u no-dodpa emecnio wsucksanama +3% u no-dodpa.

II1. 5. Hepro-0s.0 satecto ysemeH ducnaeil.

ChraacHo AOKyMeHTalIsITa 3a yJacTie A0 KAacHpaHe ce A4OmycKaT caMo odepTu Ha
VYaCTHILI, KOUTO Ca YAOBACTBOPIAL 3aa0xKeHnuTe napamerpu. [Ipeasna HechoTBeTCTBIIETO
Io-rope KOMMCILITA CyiTa, ye odepTaTa Ha y4acTHMKA IO IO3MLIIS 2 e HepesOBHA BbB
BpB3Ka € ua. 56, aa. 1, T. 13, KoeTo e ocHOBaHHe ChllaTa J4a He Opae AOTIyCHAaTa A0 KAaclupaHe
11 OTCTpaHeHa OT yJacTlie Ha OCHOBaHue 44. 69, aa. 1, T. 3 ot 30I1

Kpurepuit 3a ouenka Ha odeprtuTe e ,Hari-Hiicka neHa” 3a ITosmuun Ne 2, 3, 4, 6 u 7
I ,JIKOHOMITYecKH Hait-usdrogHa odepra” 3a ITosmumu NeNe 1, 5, 8 u 9 npu caeanure
IMoKa3aTeAl:
ITokasaTeAai1 3a onpeJeasHe Ha KOMILAeKCHaTa olleHKa 1o IToamis 1:
P1 - nmpeaao>KeHa LleHa — OTHOCHTeAHa TexkecT 70 TOYKIL
P2 — gomrpaHnTeAHN (PYHKUIOHAAHI XapaKTepPICTHKII — OTHOCHTeAHa TexkecT 30 TOUKH, OT

KO TO:
P21 - I'padiruno nzobpassasane Ha cniekrpaanns EEI aHaAns 1o gse MeTOAUKI: TIABTHOCTEH
crekTpase” aHaaua /Density Spectral Array, DSA/ n komIpecupaH crekTpaieH aHalu3
/Compressed Spectral Array, CSA/ - 10 Touxn

P22 - VI3obpasssaHe Ha MUHUMYM 6 NapaMeTbpa OT HeIpeKbCHAaTHAT MOHHTOPIHI Ha
ChbpJeueH AeOUT Ha eAlHHa rpaduyHa guarpaMa ¢ IIBeTOBO KOANPaHe 3a M31e31¥ OT 00xBaT
napameTpu - 10 Toukn

P23 - TpHAMMEHCHOHHa TeXHOAOTHSA 3a M3MepBaHe Ha HEPBOMYCKYJAHOTO NpoBexKjaHe - 10
TOUKI

[TokasaTean 3a onpeaeAsHe Ha KOMIIAeKcHaTa oneHka 1o [Tosuis 5:
P1 - npeaaoskeHa 1ieHa — OTHOCHTeAHa TexkecT 50 TouKi

P2 — gombaHnTeAHN QYHKLUMOHAAHN XapaKTePUCTUKM — OTHOCHTeAHa TexkecT 50 TOuku, OT
KOMTO:

ITo omHonieHUEe HA PECRUPANIOP SUCOK KAAC:

P21 - Haamume Ha paAnouyecTOTHa cCHCTeMa, II03BOJAsBalla aBTOMATHYHA Oe3sKidHa
KOMYHIKaLMs Ha allapara ¢ IHalMeHTHHTe [IAAHIOBe, KOATO II03B0AsSBa KOHTPOA Ha CpoKa
3a MOAMSIHa, IMPaBIAHOTO CBbP3BaHe I MPEHOC Ha HAaCTPOIKITE Ha BeHTiAawus - 10 Toukn
P22 - Bp3MOXKHOCT 3a eKcriopTupaHe KOHQUIypalusaTa 1 HaCTPOMKUTe Ha anapata Ha USB
daam HocuTea. Kondurypamusara u HacTporikute, samycadn Ha USB ¢gaamr Hocureas, aa
MOTaT 4a ce MMIIOPTHPAT B APYTH allapaTi OT ChIust MoaeA - 10 Toukn

P23 - Haamume Ha aBTOMaTHYeH KAMHHYEH IPOTOKOA 3a H3BeXJaHe Ha NalMeHTH ¢
ITPHU3HAII Ha CIIOHTAHHO AMIIIaHe OT anapaTHa BeHTuAauus, 0asupan Ha CPAP pexxum c
nogriomMaraHe II0 HaAsdraHe AalTipaHeTo, HabAIOAGHIIeTO I TOAABPKaHeTO Ha MallfeHTa
Aa CcTaBaT aBTOMAaTHYHO Ha 0as3a MOCTOsIHEH aHa/AM3 Ha CIIOHTaHHaTa AuXaTeAHa 4ecToTa,
AuxaTeAHus obeM H ekcnupartopHa KoHieHTpanus Ha COz - 10 Touku

ITo omHotieH e HA AHECTNE3UOAUSUHUS ARApant;

P24 - BB3MOKHOCT 3a paboTaTa Ha anapara IPM aBapUITHO CIINpaHe Ha ra3olloAaBaHeTo i
IpoAbAXKaBaHe Ha aBTOMaTIYHOTO OOAMILIBAHeTO Ha MallieHTa ¢ aTMocdepeH Bb3ayX - 10
TOYKH

P2s - JexynanpaHe Ha cseskuTe razose - 10 Touxi

[TokasaTeal 3a onpeAeAsHe Ha KOMIIAeKcHaTa otleHKa 1o [losmiu 8 i 9:
P1 - mpeaaoykeHa ieHa — OTHOCHTeAHa TexecT 70 Toukn
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P2 — naeen npoexT — oTHocuTeAHa TexkecT 30 TOUKI

MeToauKa 3a onpeAeasHe Ha KoMIAekcHaTa ouenka /KO/:
Obmiata komnaekcHa otieHka 1o Ilosumun 1, 5, 8 1 9 Ha BCAKO TpeAsosKeHIe [IpeACTaBAsIBa
cyMarta OT OLIEHKITe Ha OTASAHUTE II0Ka3aTeAll, u3pa3eHa BbB (l)opM_yAaTa: KO=Pi+Pyc

MakcrMadaHa croriHocT 100 Touku,
CroitHocTTa Ha Bceknt nnokasatea B KO ce onpegeas mo cAeAHNs HaunH:
MUHUMATHA NPe10dcend yend

X

[Mosuumsa 1, 8 u 9: Po= 70

‘ NPeOIONCEeHA YeHd

MUHUMATIHA NPE0I0NCEHA YeH
[Tozuus 5: P = i d x 50
npeoNoNCend teHd

ITozyns 1: P2 =P21+ P22+ P23, ¢ MakcuMaaHa ctoitHocT 30 Toukit
[To3uis b: P2 =Pa1 + P22 + Paz+ Paa+ Pas, c MakcuMaada croitHocT 50 Toukit
[Tozuiust 8 11 9; P> - makcmMaaHarta croiiHocT oT 30 TOYKHM Ha TO3M IIOKaszaTea ce

onpedeAs KaTo cOOp OT OLIEHKMTe Ha BCeK! YAeH Ha KOMIICHATA, AaAeHIU CaMOCTOATEAHO B
CTbITKa Ipe3 3 40 MakCUMyM 6 TOUKIt, 1Am: O TOYKIL - HPOEKTHT € He3a10BOAUTeAeH; 3 TOUKI
- MPOEKTBT MOJXKe Ja ce IpueMe 3a 3aJ0BOANTeAeH; 6 TOYKH - NPOEKTHT 3aA0BOASIBA
n3NCKBaHuATa. VIHAuBIMAyaaHaTa OLleHKa ce IpaBu 10 orHouweHne Ha Crtna, ITpenusnoct
P BU3YaAHOTO MpeAcTaBAHe — 400po rpadpiaHO NMpeacTaBsHe Ha MPOEKTHUTE 11 Ka4eCTBO Ha
¢0Torpa(])HMTe, BI3YAaAN3ALUNTE I YePTEeXKITE; OnruMusanus Ha IIPOCTPAHCTBOTO —
H3MMO0A3BaHe Ha HpOCTpaHCTBOTO C%OﬁpaBHO CIZ)YHKI_[I'IF[TB My b | HOpMHTe 1 CTEIHAEIPTHTG 3a
[IPOEKTHPaHe; EprOHOMLI‘-IHOCT — DaaaHc MeXAy q)opma u (fl)yHKLLmI I B3alIMOAEMCTBIIE C
xopata; Iloabop Ha mnpoAyKTHUTe — ajeKkBaTeH IMOADOp Ha IpPOAYKTHTe, ChoOpaseH C
II51A0CTHaTa KOHLIEIIIINS Ha HpOEKTa 1 HpOCTpaHCTBOTO.

[To ITosuums Ne 1 e genosupanHa eana odepra Ha ydacTHuka /A BUMEA]
VMHTEPHEIIAHBA EOOJ. Caeg pasraekaaHe Ha IpeAcTaBeHNUTe CpaBHUTEAHI TabAMIIH,
KaTaA031 1 TexHudecka MHGpOpMaIus KOMUCHATa YCTaHOBH, Ye IIpeAl0XKeHOTO obopyABaHe
pasmoaara ChC CAeAHUTE AOMBAHMTEAHM (YHKIMOHAAHM XapaKTePUCTUKM — HAANYMe Ha
rpadguuHo n3odpaszasaHe Ha cnekrpaanmus EEI aHaams mo ABe MeTOAMKI MABTHOCTEH
cnexTtpaaeH aHaau3 /Density Spectral Array, DSA/ n KoMIpecupaH CleKTpaJeH aHaAn3
/Compressed Spectral Array, CSA/; BL3MOXKHOCT 3a H3o0pa3sBaHe Ha MIHUMYM 6
napaMeTbpa OT HEIPEeKbCHATUST MOHUTOPUMHI Ha ChbpaedeH Ae0HT Ha eAMHHA TrpaduyHa
AuarpaMa C LBETOBO KoAUpaHe 3a WM3Ae3An OT oOxBaT IapaMeTpy; HaAM4ie Ha
TPUAMMEHCHOHHA TeXHOAOTHs 3a II3MepBaHe Ha HePBOMYCKYAHOTO ITpoBeXAaHe, B3 ocHOBa
Ha TOBa IO MoOKasaTea P: — dombaHumeAHu QGYHKUUOHAAHU XAPAKIMEPUCMUKY YIACTHUKDBT
noaAyJyasa MaKCHMaAHaTa CTOMHOCT OT 30 TOUKIL.

ITo IMosuuua No 5 e genosupana egHa odpepTa Ha yuactHuka JAPETEP MEAMKAA
FBATAPVISL EOO . Caea pasraexaaHe Ha TNpeACTaBeHMTE CpPaBHUTEAHM TabAMIIN,
KaTaA0311 I TexHudecka nHpopMaliis KOMICHATa yCTaHOBH, Ye MPeA10XKeHUsT peclupaTop
pasmoaara cbC CAeJHNTe AOMbAHUTEAHN PYHKINMOHAAHN XapaKTepUCTHKI - paAlOYecToTHA
CHCTeMa, I103BoAsBallla aBToMaTHyHa Oe3’KIuHa KOMYHMKAIMs Ha allapaTa C [TalleHTHITe
IIIAaHTOBE, KOATO I103BOAsABA KOHTPOA Ha CpOKa 3a MOAMSHA, MPaBMAHOTO CBbP3BaHe I
IPeHOC Ha HaCTPOVKITE Ha BEHTIAALMs; eKCIOpTHpaHe Ha KoHQurypamusta I
HacTpo¥iKuTe Ha amapaTa Ha USB ¢aam HocuTea KaTo ChIuTe MOraT 4a Ce MMIIOPTHpPAT B
ApPyTH amapaTi OT CBhUMA MOAe4; aBTOMaTH4eH KANHMYeH IPOTOKOA 3a M3BeXKAaHe Ha
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MalyeHTI! ¢ MPpU3HAL Ha CIIOHTAHHO ANIIaHe OT alapaTHa BeHTHAanus, 6azupan Ha CPAP
peXIM ¢ moArnoMaraHe I10 HaAsATraHe KaTo adarTiipaHeTo, HabAACHHNeTO U TTOANbPKAaHeTO
Ha [allileHTa CTaBaT aBTOMaTH4YHO Ha 0a3a MOCTOSIHeH aHaAl3 Ha CIIOHTaHHAaTa AlxaTeaHa
4ecToTa, AuxaTeAHus oOem 1 ekcnmparopHa koHumeHTpauusa Ha CO. Ilpeaaosxenire
aHeCTe31OAOTIHYHI amnaparii paloTAT IIpH aBapMIfHO CIIpaHe Ha TIa3olOAaBaHETO U
Npo4AbA’KABaHe Ha aBTOMATHYHOTO OOAMIIIBAHETO Ha MallMeHTa C aTMOCc(epeH Bb3ayX;
pasmoJaaraT ¢ Bb3MOMKHOCT 3a pasJedsHe Ha CBexXuTte rasose. Bn3 ocHoBa Ha murmpaHnTe
mapameTpu IO mokaszarea Pz — donbaHumeH GYHKYUOHANHI XapaKkimepucmuKit yIacTHUKET
moAy4JaBa MakCHMaAHaTa CTOIHOCT OT 50 TOUKIL.

Ilo TTosumusa Ne 8 e gemosupaHa edHa odeprta Ha yuactHuka CHMIKOHMKC I'PYII
004. Caea pasraexjaHe Ha TpeACTaBeHNIsA IASeH IIPOEKT BCEKH OT YA€HOBETe Ha
KOMICHATa €AMHOAYIIIHO MPHCHXKAA 1O 6 TOuKi. Bb3 ocHOBa Ha TOBa IO IIOKa3aTea Pz —
1deeH npoexnt Y4aCTHIKLT II0AyYaBa MaKCIIMaAHaTa CTOITHOCT OT 30 TOUKIL.

ITo TTosunus Ne 9 e asenosupana egHa odepta Ha yuactHuka BAAAV 2000 OOA.
Caea pasraexpaHe Ha TpeACTaBeHHs JLAeeH IIPOEKT BCeK!I OT UJAeHOBEeTe Ha KOMUCHITA
eAMHOAYIIHO NPUCHXAa 110 6 Toukl. B3 ocHOBa Ha ToBa mo mokasatea P: — udeen npoexm
YYaCTHIKBT IMO0Ay4aBa MaKCHMaAHaTa CTOMHOCT OT 30 TOUKM.

Bb3 ocHOBa Ha n3a0xenorTo no-rope komucnsta PEIIN:

1. Ha ocHosanmne 4a. 69, aa. 1, 1. 3 ot 30I1 oTcTpaHsaBa OT IO-HATATLILIHO yyacTue B
npoleAypara cAeAHUTe KaHAMAATH 33 M3ITbAHUTEAIL:

EAINTAK-AM3NMHI EOOA — 3a no3nmus 2;

DOAPKOA A - 3a nozuis 2.

2. Jlonycka A0 oTBapsiHe Ha IIeHOBITe OoepTU YYacTHUIINTE:

1. AAPMC-MC EOQOA - o nosumus 3;

2. THOC OO - mo noszmuuus 7;

3. CHMHOHMKC IPYII OOA - mo nmosuuus 8, npu oleHkKa 10 HepuHaHCOBUS

nokazarea 30 ToOYK;

4. AMAEKC-2000 OOA -110 nozunusa 4;

5. APEI'EP MEAVIKAA EBATAPVEI EOO/ - mo nmo3uuus 5, npu oLeHkKa 1o

HeduHaHCOBUsA noKa3aTea 50 Touk;

6. BAAAM 2000 OO/ - mo mo3uiis 9, npu orjeHKa o HepuHaHCOBUS ToKazaTea 30

TOYKM;

7. EAITAK AVI3VIHI EOOA - mo mo3uiis 4 1 no3uums 6;

8. MTWM OO/ - mo mozunus 6;

9. MEAVIMAI-MC OQOA - o no3umus 4;

10. ABYMEA MHTEPHEIIAHBA EQO/ - no nosmuuus 2;

11. ABYME/ MHTEPHEIIAHB/ EOOZ - o nosuuus 1, npu oueHka 1mo

He(puHaHCOBIA MTOKazaTea 30 TOuK;

C TtoBa paboTaTa Ha KOMUCHUsTa B AHEIIHOTO 3acedaHiue npuxaoun. CaeaBalioTo
OTKPUTO 3aceAaHne Ha KoMmucusTa e ce cberou Ha 16.06.2015 1. ot 10:00 B ayauropusTa Ha
Cekiiza 1o usrapsHe U IAacTH4HA XMPYPTHUS 3a OTBapAHe Ha I[eHOBHUTe OQepTH ChIAAacCHO
ya. 69a ot 30I1.
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HacroauusaTt npotokoa e cbheraseH B 13:40 u. Ha 11.06.2015 r. 11 ce moAmnica OT BCHYKII
Yy/eHOBe Ha KOMICIHATA.
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